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GOVFRAMFNT OF INDIA

MINISTRY OF PLTROLEUM AND CHEMICALS &
MINES & MLTALS

(Department of Petroleum & Chemicals)
New Dells, the 30th Agnl 1970

RESOLUTION

Neo 3 (52)/68-CH IIL.—The  Government  requested the
Tanfl Commnussion m August, 1966 to examune the cost structure
of I8 essenual drugs and make recommendations about therr
prices and some other relited matters (mdz  former Minisiry of
Commerce letter No 20,3)-Tar /66, dated the 2uth August 1966)
The Commussion conducted the enquiry under  Scction 12(d)
of the TanfT Commussion Act, 1951, and submutted it Repore
August 1968 (r1de Tanifl Commussion’s letter No  TCID/P 31/68,
dated the 28th August, 1968)

2 ‘The terms of reference to the Commussion and the Sum-
mary of Re dations and | of the G are
attached at Annexures I and II ¢

3 The 43 1 and re dauons of the Comms
;:andsmay be camvemently grouped together under the following
cads —

A, Cost structure of drugs and fur selling prices Nos
32 t0 43

B. Improvement tn price control admunistration ¢+ Nos
3 and 29,

C. Review and improvement of industrial icensing of drugs :
8,9, 11,12, 22 to 27,

D. Standards and quality of drugs and 1dministeation of the
control law 4 to 7, 10,19, 20 and 28

E, Imports and exports of drugs ¢ 14, 15, 30 and 31.
F General 1,2, 13, 16,17, 18 and 21
i
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4.0, Govermment’s decisions are

an follows e

Ao Cost shruetwre of drugs and  faiy selline prices

4.1, The prices of the following 17 drugs shall be as follows 1

*

.

L Vitamun A . . .

2 Vitamin G . . .

3. Sulphadiazine . .

4, Tetrgeycline HGD .

3. Chloroguin Phe-phate |

5. Streptomyein . .

7. Chloremphrmont .

&, Amoingquin . .

9, Ghlorpropamide . .

10, Tolbutamide . .

11, Prednisolone . . .

12, I.NH. . . .

13. P.ALS. . . . .
PLAS. Acid . .

14. Todechloro-Hydioxyquinclene

15. Penicilln :
Potassium . . . .
Procaine . . .
Sodinm . . .
Potassium V .

16. Tetanuz Anti-toxin

17

18.

. Vitamin B2

Insulin

‘.

Pricee 1o e fixed by Goet,
1., 39100/ 1000ma
Rs, 72:70'Ke.

s, S0+8M K.

R, 83 Ka.

Rs, 253053 K.
Re, 295/ Ke.

R 357 -6Hj Ky,
Re. 106-01{Ke.
Rs, f":v'(:('[KL',.

Rs, 74-16/Kz.

Re, 11,046°2), Ke.

Re, 126-16/Kg. (i manofactured
thiouch indigrnou_s picolines
and R1.66-7YKe. if manufac~
tured throuch impotted cya-
nopyridines.

Rs, 3120/ Ke.

Rs. 41-83/Ke.

Rs. 63-66/Ke.  (for production
from bnsic stage), and
Rs. 45 14/Ke. (for others).

Rs. G- 40/A U
Rs. 056U
Rs. 0-50A 10U
Rs. 0-80/A1U

Net 10 be fixed for the present.
Price will be fixed when bulk

supplies are made by the pro-
ducers. ’

Rs. 100fgm.
Rs. 4900/MU
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As regweds Ormulations, the Government hwe deeided

to bring the 49 formulations studicd by the Commussion as well
as all ether formnirtions sathin 1 system of price control the man

fertures

of wheh are

(2) the precerspuion of 1 formula e price  fisation  namely

D]
()

()

RP=(MC-+CC+PC) x (l+\XU
“100
where RP s retul price,

NG 1s matenals cost and mcludes the cost of the bae
drugs and pharmaceuticals acids

CC 1« the conversion cost or the cost of formulation,

PC s the packing charges andincludes the cost of packmg
mtenals and pachaging  cxpenses, and

MU s the mark up and s meant to eover  forwarding
charges  promotion  expenses  after sales services and
trade commussion nght up to the retul level

the preseription of norms for determumng the mdnadual
components of the formula

the fixavon of mark up, for arnving at retul prices at
72%, of the manulacturers’ cost, i the case of all exise
ung ordinary drugs, 1 Jugher mark up of 1009, for a
period of three years m respect of new products evolved
as a result of special product development work and
1309, for a period of not more. than five yoirs in the case
of new drugs  which are products of onginal research
containing new therapeutic mgredients within the mea-
ning of clwse 6{B) of Drugs Prices (Display and Con-
trol) Order 1966

provison for a Iagher mwh up in respeet of formula-
tions of non-essentinl bulk drugs (not being products
of oniginal research) not exceeding the celling of 1509,
subyeet o the monafactuning wens concerned ohnerve
mg certmn procedure such as muntenanee of separate
accounts ctc, 1n order to encourage marketing of selec~
ted products of smportance to the national health and
well bemg nd promote exports, etc wlile at the same
time keeping the overall margm within the reasonable
Limat, and
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(v) Opportunity to the industry to sclf-discipline itself in
accordance with the above principles subject to Gov-
ernment’s supervision and powers of refixation.

L]

4.3. The margins for the trade shall be different for ethical
drugs and non-cthical drugs as recommended by the Commission:
129, for the retsiler and 8 per cent for others in the case of
ethical drugs and 109, for retailers and 5% for others in the case
of non-ethical drugs, calculations being made on the basis of
retail prices fixed as above.

4.4. A suitable Control Order incorporating the above point
will be promulgated soon.

B. Improvement in price conirol administration

5. It has been decided to strengthen and streamline the
machinery dealing with price control administration. For this
purpose a suitable Committee will be set up either in the Minis-
try of Petroleurn & Chemicals & Mines & Metals or under the
aegis of Bureau of Industrial Costs and Prices.

C. Review and improvement of industrial Licensing of drugs

6. Licensing procedures will be tightened up with a view to
remove the anomalies pointed out by the Commission. The cir-
cumstances in which excesses over licensed capacities have come
into being will be investigated and regularised wherever necessary
on condition that a reasonable portion of the benefits of the eco-
nomies of scale inherent in larger capacities is made available to
the socicty at large either through exports or lower prices.

D. Standards and qualily of drugs a;zd administration of the control
law

7. An effort is being made to evolve acceptable and conve-
nient generic names.

E. Imports and Exporis of drugs

8. The Government agree that some system of pocling is
derirable with a view to ensure the availability of raw materials
and intermediates at the same rates for different manufacturers
and that no unfeir advantage accrues to a particolar manufac-
turer or a group cf manufacturers. Conalisation of the import of

bulk drugs wherever possible is the accepted pelicy of the Gov-
ernment.
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¥ General

98 Government do nat tcceq ¢ the reeammenditions of the
Commusstan on the banntng af (e wse of eagrsules

91 Governmant hwe ndtud the genersl recommiendatons
Nos 16, 17 and 21 and sutable action will be talen on  them
wherever pas ible

10 In conclusion Go cramyent plaees on record 1S apprecias
tron of the work done by the Tanfl Commussion und ¢l ¢ report
submitted by st

ORDER

Oroerrp thot 1 copy of the reselution be published in the
Gazeue of Indi and a copy  thereof commumeated to 4)) concer
nd

B MURFR)S

Secrelary to the Governrient of Ind a,
Mumstry of Petrohum and Chemicals and Mines & Metals






ANNEXNURL

TERMS O} REICRENCE

{1) Toexume the cotstruciu ¢ of eighteen speaified diugs and recommend
to wha oxtent the prices of the drugs can be towered taking mto considerat on
am 17 o her facto a the fullonig, o

(a) Cuprtal outlay mnchading p' ot aad machinery sn celation to (1) actual

produc 1on an! (u) potontal eapaciy

(U} Puscer 311 g1 =sties of ran matersds ¢ ul intermcdiates

{c) Operation effi 1encies of the processes

{d; Allocition of direct overheads pirticutaly large sums spent on adver-

them ats, distribution of free camples employment «f lughty pad
wile maa, sales p omotion acimities and  other ancentiney

{=} Prices at which ammuilar peoducts ean be manufictured by smali scale

mawficturers who da not come within the purview of Industries
{Development and Regulat on} Act .

{1} To deterrane the pees at which the ball deugs should Le made avail-

able 10 other processess

(2) To exammne and recommen | to what extent prces of essential fcrmula-
trcns of 1 e druge specified en be reduced taling nto acccunt among atier
Nictors, the [ilowng o

(a) D ffurence m poces of tl e fo rmulations when sold under brat ¢ nunes

and common names and prices qioted agunst Govetyment tender s
and to the p ol pabtic

{bY Tndi-ect elements such as management expenses Prematiensd expen ey

and samphing
(¢) Rewonableneis cfeostafeortunen, pantieg (f1sbels eaflen ard ciher
Litcrature

(d) Prices 2t w ueh such forma'ations are sold by manufacturers to Govern-
men et +oar to prices at wheh bulk d ugs manufctured by them
are old to aither fmulstors

(¢} To detem ne the revonable relationshup between ox facte v cont of o

fins hed p eparition aniate cansumer prices

(f) O ter Lactoms rirntioned under firet terms of refererce (1N whiel are

relevant

(33 To recommend the mtnimum and maxinum margin of profit ¢ vering
all stages frem the prolucer to the ulumate consumer

{4) To recommnend meatures neceseary to bung down the level of prices
o; }’)a.nt drugi pharmaceutieal chemical and intermediates and formulatrons
of drugs

(3) To make any other reesmmendaticns which are conuidered relevant
and which may have a bearing to bing about reductro 110 the cost of production
and sale of drugs in Inda



ANNEXURE IT
SUMMARY OF CONCLUSIONS AND RECOMMENDATIONS

Qe contiusio s anl ecommendibions s ammmariad bhelow $--

(1) Lacugh the setual terms o celerence todate o price reduction we hipr
interpreted the reference in terms af the provizioncof Section 12{d) of the T.aili
Conumnssion AGt as an unuiy on prces of druge,

WPavagraph 102)

(3 Lar cops ol the nnpuy eovess (1 the 1 hpesified deuyold dn bulk;
2, agte Dug o mattatiog. of e praified dous carh containing auy one of
the protied drugs s G myo, thecapeac ingeedienty and 3 nltipl dreag
fo anthae s udGespredivd d ugy each contaimnmgy two o0 mare of e peerfied

drug. oily w thout ad htioa of druys outidde the
{Pavagrapa 292

130 Cae d flisulties meavaned by tie Ditectar, Drugs Contiol Admind tra-
tion, M tsrashitra m e implementation of the Drugs Prices {Bipiay and Con-
trol) Ouder. 1965 may b comadered and santable modifications itioluced.

{(Pategrapls 429 and L2105

4 Carce ozt 00 b waniformity of standards of admini.vation, teating
app oval and other antier s regulating manufacture of drug.. Policies may be
devised and smplemented in such a way thu the present dieparity in these stan-
atds is removed,

{Paragraph +.3.3)

(3) Steps may be taken both by Government and by the drugs and phar-
maceuucl, inlary to arrwve at uniform classifications and sub-clas-ification,
of the busic d ugs. Informauoen may be cotlecied and published for these onuui-
form fes.

{Paragraph 0.1.4.)

(6) Steps may be taken 1o ensure that Srate Drugs CGontrollers maintain
reco-d. of the licenzesiswed by them to mmufacuurers of drue. and these recozds
spou'd b~ reldy wrdable, {4 also desivable that the it of such licences is
pub't:hzl peciodically 01 a Central hasis for the whole country and it Jould
contan the names of the untts with location, year of grant ol licence, drug: and
formua'atioas specified in the licence, installed capacity and annual production
in ¢ ‘ms of the quantity of formulations and drugs to be manufactured or suitable
aggregates of the same.

(Paragraph 6.3.3.)

{7) Even though there are more than 2,000 small scale units and each one
functions under a licence, very little information is available in respect of their
activities and contribution to the pharmacentical industry. The State Drugs
Cont-ollers should collect information annually in respeet of the small scale units
on the lines indicated in paragraph 6.3.3.

{Paragraph 6.3.3.)
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(3} There are eases where the heensed capicaties of unita for manulacture
of buse drugs are substastuslly higher than the capacities mstalled  While
38 dearable to recognuse the hugher inttalied capaciiies where these have been
estabt hal, 1t would be l‘q\u\l‘ advsable to reduce beensed capacities where
these have not beea set up within the persod supulated for imstallation  Thas
woukl be conducive to mote hev'thy grawih of the indwstry and would lead to
m e sacatific asscssment «F the requitements of the industry parnculirly in
reca d to forergn exchange g i the aize of other supposting indusities producing
ran materialy

(Paragraph 71 6)

(9) In the drugs and pha=maced icals indu try as i many other ndustries,
on the 01¢ hand quite a number ofhicences wed foranstallation and expaniton
have rematned do maat, on the other, there are numerous cares where inctalled
eapacity has exceeded the icensed capacaty and been pernutted 1o 30 exceed with
expu fits appu al i sclected 1 tanees oa the ground of incrcased pro-

t

s

(Paragriph 717)

(10; Susiable additions may be made to the Dugt and Commenes Rules
for specilying the capacity of small scale unmts hicensed or appresed to manufac
ture basic drugs

(Paragraph 7 1 8}

(11) The unde utidlisation of capacity for the specified basic drugs docs
nat revealahealthy pacture ofthe di dustry Lstensiveteplanning ts necded
for artueving greater utilsation of capicities espeesally an the case of the umit
manufacturing  the specified basie drugs

(Paragraph 822

(12) Stepi nced to be taken to ensure that the unitslicensed to manufacture
bauc drugs set up capacity within a stipulated period of time or the hicence
should be revoked  In the case of drugs which have to be imported owing to
lack of adequate capacity, thus principle should be enforeed with greater vigour

(Pragraph 9 4)

{13) Our estimates of e« nsumption of the specified baue drugs for the years
1968, 1969 and 1970 are given sn Table 114

(Paragraph 11 5)

- . P
ditlerent manufacturers and there 13 no unfair advantage 1o a particular manu-
facturer which 15 not available to the rest

(Paragraph 1215)
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{22) Inthesnrerests ofsaving of foreig aswell v posab! y
of costs P.xrkl'? glt’t“.'ﬂ mnaficturer of the bine dmg, Amodiaqu s, should

'
3 LA L ms ar asman g ol o er aats alio

(Pueagraph 157 1)

$23) It wrall b Q=urab’e for i~ o her uuis rm lucing the baue drug
eqla’popam A2~ £ u thise the same procoss av 1 dop e § by Beagal Inmamity Co
oral= ninvely amy e €T eatanmor pichace n aly po s lared insrmed goe.

(Paragraph 157 1)

28 8 hyleoxvyimolins or dichli-on trobenzene needed for the many-
facture  of Tolychlor-hydcoty-quinoline shoald be pracuced localty

{Parigraph 157 1)

{23) Tt dearable to gaints the reason for the high eost of produce
Vitam n-A by G'axo Labamateici an 1l they are du~ to any proccx[: dr‘ﬁmc‘::r:f
theu t 4311 2t themd e e et process of Roche Products ’

(Paragraphs 13 7 2 and 28 2.2

(26) Sarabhai Mrrck should pay serious attentlon ta the rexsons for the 1

yield of Vitam n.C obtamned by 1t. e fow

(Paragraph 137 3)

{27) Itasrelevant 1 251 e whe hier manuficture of sulphadizine 1 ole
ving a parpetuil d-an of 1r-e g1 exchange for importing raw maerial should
be caammar] once the manuia-ure of wlphad mdine from pre tom nandly
mnlgenas raw materialy 1 establihied,

(Paragraph 15 7.4)

10 IRC 111 SCIUC A9 WEL 13 LUE 1amiL weate sectors
(Paragraph 17,13)
(29) The anomalies pornted out by the manufacturers associations in the
proce Lares of Central and State Excise Authonties should be remoyed.
(Paragraph 19.4 4)
(30) Empores of basie drugs shoald afways be related to the requirements
of !zlc country. Inémnvcconomy h'u'notlyct reached a stage and pacticularly
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(Par wraph 207

{31y Unleo the ¢ wrsof production of boue draes are breaehr dean draai-
callyitenat e bbbl upany slar iral exports e eptatthe et ofthie
snternal mivehes anel b oelling our pro furee acle dhan hall the ol

{Parazeaph 2L7)

1323 Sales proorion may b eansulered naohirctionable in the care of new
drurd provided that oo anralsanteerd ehvns are made bat bt dioald nog b
as relevles as st anneaee 1o e at the pre ear cyvaeat tn the cae of aleeadys well
cuablted drug. anlin anv ease the tolal sxp= gee an alec promntion shonld
ant exereten pae cent of the ex-femry east of the drut.

{Paragraph 22.2.4)

(33) Thrdomestec prices of the wlected drus, are venerally very much lover
in mmt cases in other countries.

Paraztaph 24.5
stap

(34) By and Lirge, the price<in the Taduin market of formulations compare
favourablv with the prices of similar formulations in the dometic marketx of
ather countries.

{Paragraph 24.7)

{35) The price disparities of drugs sold under brand names and generic
names are not because of these names but breause of the units which manufacture
them. Price hifferentialsarcin the present analy.ds more a factor of<tanding and
size of the units than of the brand name itselfl

(Paragraph 241.12)

{36} A commission 0f23 per cent (15 per eent to the retailer and 10 per cent
lo other intermediariest, may be allowed for ethical drugs. The commission
allowed for non-cthical drugs may be 15 per cent. i.e., 10 per cent for theretailer
wd 3 per cent for other intermediaries,

(Paragraph 26.4)

(37) The sales turnover is roughly equivalent to the capital employed in the
case of manufacturer- of basic drugs, very much higher in the case of composite
anits and the hughest for formulators anly.  Manufacture of basic drugs is a capi-
al-intensive actwvity and the profitability is to be judged from the point of view
itf the capital employed. On the other hand. formulating activity by itself
nicaot capital-intensive and profitability is related to the sales turnover since
venital employed is about hall of the amount of sales turnover.

{Paragraph 27.4.8)



xiii
{38) The farr cxoworks sell ng peices recoma e wdesd by us for the speaified
bave drugs are gown in Table 282
(Parageaph 2020 1)

raas - i T I SR . .

. . . . * P
(Paragraphs 29 9 and 29 10)
Y
LI . )
. . B
" L]
. '
be revised
{Paragraph 29 H1)
B e s P 21 Vg tae ae e e e -
- f . . .
N . '

(Mragraph 29 12)
(42) Our find ngs 01 cov of production of bavc drugy by small scale unsts
are gven sn paragraph 302,
(Paragraph 302)
{43) Smallseale formulating units do not affurd any particulir cconomy 1n
companson with theie of the organised sector
(Paragraph 30 1)

Table-28.2
Feir excworks selling prices vecommentea for besic drugs

1. Vitamm A . e . Rs 391 000 per 1000 mu

2. Vitamin BI2 . P . Rs 113 84 per gm,

3, Vitamun C . . . . Rs 72 70 per kg.

4, Solphadmaine . . . Ry 52 93 per kg

5. Penterllin Potasstum G o . » Rs. 0-351 per mu.

6. Sodium Penicillin G . . Ri.  0:399 per mu.

7. Procaine Peniaillin . . + Rs. 0336 per mu.

8, Potassium Pemailin V . Ry, 0357 permu

9. Streptomycin « e Rs. 285 00 per kg
10. Chloramphenico! « . Rs. 357 66 per kg
2—1 T. C Bom/70
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REPORT ON THE 1AIR SLLLING PRICLS
0Ol DRUGS AND PHARMACLUTICALS

CHAI'TER )

ORIGIN OI' THL CASLE AND REITLRINCL TO TIL
COMMISSION

11 Inquny mnte the picet of drgy and ph rm ceutienls
was entrusted 10 L undar Seevion 12(d) <1 the T 53T Corm «ion
Act, 1951 th oo theletter o the Government o Indin, Minstry
of Commeree, dited Avgwt 2y, 1966 In madn g thus reference
to us Go cnment ob uved thit price. of drug end medicines in
Indinwuerpo ted to be b gh s compared to the prices of drugs
and mediane prev uln g moother countries and st gge ted that
the matter m y be enquired mto

The tesrs o reference are —

(1) To camume the cortstructure 0 ¢ phteen speaificd drugs
eud recommend to what extent the prices of tle drugs
can be lowered taling  mito cosiduration rmeng other
factos e followirg —

{2) Capital outlay including plut and mach nery in reln
t on to (1) actual p oduct o1 and (31) potental capaeity

{b) Prices and quintitics of raw materialy and mtermedia
tes

(c) Operational cfficiencics of the processes

{d) Allocat om of dircet overheads particularly large sums
spent on advertisements, distnibution of {ree samples,
employment of lughly pard salesman, sales promotion
activiues and other incentives

(¢) Prices 2t which simil~r products can be manufactured
by «mall seale manufcturers who do not come within
the purview of Industries (Development and Reguia-
tion) Act

{f) To determune the prices 2t which the bulk drugs should
be made availble to other processers

1
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(2) To examine and rccommend to what extent prices of
essential formulations of the drugs specified can be re-
duced taking into account among other factors, the fol-
lowing :— '

(a) Difference in prices of the formulations when sold
under brand names and ¢ommon names, and prices
quoted against Gevernment tenders and to the general
public.

(b) Iadircct clements such as management expenses pro-
motional expenses and sampling.

() Reasonablencss of cost ol containers, printing of labels,
leaflcts and otner literature.

(d) Prices at which such formulations are sold by manu-
facturers to Government vis-a-pis the prices at which
bulk drugs manufactured by them are sold to other
formulators.

(¢) To determinc the reasonable relationship between ex-
factory cost of a finished preparation and its consumer
prices.

(f) Other factors mentioned under first terms  of relerence
(1) which are relevant.

{3) To reccommend the minimum and maximwn margins,
of profit covering all stages from the producer to the ulti-
mate consumer.

(4) To rccommend measures necessary to biing down  the
level of prices of basic drugs, pharmaceutical chemicals
and intermedintes and formulations of drugs.

(5) To make any other recommendations which are consi-

\ dered 1elevant and which may have a bearing to bring
about veduction in the cost of production and sale of

. drugs in India.

1.2, At the very outset a question arose whether the Com-
mission’s inquiry jwould be confined only to the cxamination
of the issues of reduction of prices or was the Commission to
adopt the usual pyocedure for working out the fair prices and
making recommendgations in respect of them irrespective of the
fact whether reductipn was occasioned or not. Though the actual
terms of reference relate to price reduction we have interpreted
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the reference in terms of the provis 018 of Section 12{d} of the
Tanfi Commission Act s o mquiry on prices of drugs  The
next question that arese there‘ore at the carly stages of the in-

wry was whether we were in 4 po ition to make our reconmen-
ganom to the Governmentaf in any particular mstaned we eame
to the conclusion that the prces could not be reduced or that
they were to be rused  In cosideration of the provisions of the
Act under wh ch we are anpowered to function we came to the
conclusion that we ware not precluded from m hing recommen-
dations with regrird to the mamtenance of sfa us guo or i necesary
even rasinT prices of any of the items to be mqunred 1o by us
We have therefore procended to condict this inquiry 1n accor-
dance with these prine g les without any b o= pre suppo stion
with regard to the ments of the pricci prevaulmg tody

13 Item Nos 1 (n), {b), (d) and (1), 2(b), (¢} (c) and ()
constitute clements of cost analyt and have been deatt seth m
chapters 28 and 29, for each of the items who ¢ fur selling prices
have been determmed by ur Item 1{c) contemplate- the com-
panioy oF corts as between the small seile and the lirge seale
manuficturers and the necessary analy s has als» been undertalen
m chapter 30 Item Nos 2(a) and (b} are not matte~s relating
to co~t antlysts but refer to prices as they preval now and have
been dealt with in chapter 24 Item No 1(cj 1s to 1 certur extent
lltgalcd to costing, but 1t has been dealt with in a separate chapter



CHAPTER 2

SCOrE OF THE INQUIRY

2.1, The cighteen Dbasic drugs referred to us for price
investigation have been clasified into nine categories namcly,
vitamins, sulphanamides, auntibioties, ant’-malarial drugs, anti-
dysentry drugy, anti-diabetic drugs, anti-tubereular drugs, anti-
toxins and others. In the case of some of the drugs only the broad
basic classification was given which was in ennrultiation with the
Ministry of Petroleum and Chemicals further classified in order
to include salts and derivatives. A list of the basic drugs as men-
tioned by Government in their reference grouped by the catego-
-ics mentioned above together with the salts and other deriva-
tives of the basic drugs is as given in Table 2.1 :—

TanLe 2.1
Specific basie drugs

Category/Name of basic drugs Its :alt and derivatives
specificd by Government rpecified by Government
1 2

Vitamins :
1. Vitamin-A . . . Vitamin-A

2. Vitamin-B12 . . (a) Cyano-cobalamin
{b) Hydroxo-cobalmin

3. Vitamin-C . . . Ascorbic Acid

Sulphanomides
4. Sulphadiazine . . Sulphadiazine

Antibiolics :
5. Penicillin . . (a) Benzyl Penicillin Potassium
(b) Benzyl Peniciliin Sodium
(c) Procainc Benzyl Penicillin

(d) Potassium Phenoxy methyl peni-
cillin
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Tavre-2, 1-Cortd

2

8 Streptomytin .

7. Chloramphen col
8§ Tetracytlne . .

Auth-Xalarisl Drags
9 Amoliaquin . .
10 Chlooqua «
Asts-Dyseatry Drugs

11. Jodo-chlor hinlroxys
q unoline

AstiDuabttic Drxes
12 Chlorpropam de
13 Taltutamude .

4 Insuhin . .

Ant-Tubercalar Drugs
15 INH . . .
16 P.AS. . . .

Ants Toxin *

17 Tetanas Antt toun
Otkers -

18 Prednisolone .

(s} Streptomycin Salphate
(b} Di hpdrostrertomyain Sulphaes

Chleramphenicol

{3} Tctraeyeline Hydrockloride

(b} Oxytetracychine  Hydrochla-ide
{c) Calomtetracycline Hydrochloride

3) D-mcthyl  Chlortetracycline I
O e i

Amp Jizqain Hylrocklonids
Chloroquin Phosphate

(») Todochlor hyil-ocy-quinoline
(b} Dictodo-bydrexy-quinoline

Chiorpropamide
Toltmtamide
Innlin Plain

Isa-Nicotome Aeld Hydraxide

{8) Para amio-salicylic said

) l‘.\lrzn-.xmmo-uhcyhc acid  sodam
salt.

Tetanus Anti toun

Prednisolone

22 Government have asked us to examne and recommend
prices of essential formulations of these speaified drugs  The nume
ber of formulations of the speaified drugs bemng  very large, the
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Government of India were addressed for clarification with re-
gard to the essential formulations of the specified drugs which
they desired to be covered by our inquiry. The Ministry of Pe-
troleurn and Chemicals consulted the Directorate General of
Technical Development (D. G. T. D.) and forwarded a note
from the latter which stated ‘that it would suffice if we considered
single drug formulations only, that is, formulations consisting
of any one of the specified drugs as a major therapeutic ingredient.
The Drugs Controller, Government of India on the other hand
expressed the view that in addition to covering single drug formu-
lations the scope of the Commission’s inquiry should also cover
other formulations containing two or more of the 18 specified
drugs. With the help of the discussions held with the represen-
tatives of the drugs manufacturers and also two of the Assessors
who represented in their individual capacity both the D.G.T.D.
as well as the drugs Controller, Government of India, we dicided
that the scope of the inquiry should cover (1) the eighteen speci-
fied drugs as sold in bulk; (2) single drug formulations of the
specified drugs each containing any one of the specified drug as
its major therapeutic ingredient; and (3) multiple drug formu~
lations of the specified drugs each containing two or more of the
specified drugs only without addition of drugs outside the list.
As a result we selected 39 essential single drug formulations of
the specified drugs and 30 essential multiple drug formulations.
The cost investigations of the Commission were therefore limited
to the eightecn specified basic drugs and 69 formulations. The
names of the single drug formulations together with basic drugs
which constitute their major therapeutic ingredients are as given
in Table 2.2. :—

TarrLe 2.9.

Single drug jformulations Selecied by the Commission for cost
investigation

Sl. Basic drug specified by Single drug formulations selected by the

No. Government Commission
1 2 3
1 Vitamin A . . (1) Vitamin A Injection
(2, Vitamin A Tablets
2 Vitamin B12 , . . {3) Cyanocobalamin Injection
(4) Hydroxocobalmin Injection
$ Vitamin G . . . {5) Ascorbic Acid Tablets

(6) Ascorobic Acid Injection
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Tamr 2,2—Cortd

2

3

[T

2l

15
16

17
12

Salphadanre |
Peralhin,

Streptomytin

Chlasaurphenicol

Tetracyel ne

Amodiagun
Chloroquin

Todo-chler hydroxy-quino-
fine

Chlorpropamide
Tolbutanude
Insulin .

INH . .
PAS, . .

Tetanus Anti taxin
Predmisolone

(¥} Sulghrdiazine Tablets
(8) $ »twn Pen aillin G Injecuon
(9 Pewarne Feuathn G Inpection

(10} Peicilin G Procaire frrtifed with
Perycsllin G In ection

{11} Pemsc Iin Tabless
(12) Strepromyan Sulp'ate Inpection
{131 D hydrostreptomy esn Sulphate Injection

(14) Chloramphericol Capuules

(15 Tewsoyclue Cap ules

(16) Oxytetracyclire Capsules

{17) Chlortetracyeline Capsalea

(18) Chtortetracycine Ointrent

(19) Chiartetracychine §peso d powder
{20) Dnethyl Terracychine Caprales

(213 Arodiyquine Hydrochloride Tablets

{22} Chlaroquin Phosphate Tablets
(23) Chloroquin Sulphate Tablets

(21) Todo<chtor hydrory-quireline Tableta
(23) Dtiodo-hycroxygmnoline  Tablets
(26) Chlorpropamide Tablets

{27) Tolbutamide Tablets

(28) Insulin Injection

{29) Insulin Zinc  Swspension  Injection
(30) Insulin Protamun Zinc Injection
(31) Tsophane Tasubin Injection

(32) INH Tablets

{33) PAS Sodim Tablets

(31) Sodium PAS Granules

{35) Caloum PAS Tablets

(36) Calawm PA S Granules

(37) PAS Aad Granules

(38) Tetanus Anti-toxin Jnjection
(39) Predmsolone Tablets

$—1TG Bom {70
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2.3. In the case of single drug formulations it is possible to
describe them by their generic names adopting basically the name
of the specified drug and this has been generally done.
In the case of multiple drug formulations it is not possible to iden-
tify the formulations by the generic name of the drugs contained
therein, for the reason that each formulation contains two or
more basic drugs as the major therapeutic ingredients. If we
were to adopta classification as for the single drug formulation,
there would be only 10 categories of multiple drug formulations
and in each of these there are a number of drugs under brand
names. We have therefore classified them by their brand names
for the sake of convenience. The number of the multiple drug
formulations and their hrand names are as given in Table 2.3:—

TasLe 2.3
Muyltiple-drug  formulations Selected by the Commission for cost
investigation
Sl Nature of multiple-drug Brand name (of producers)
No. formulation selected
1 2 ’ 3

I. Combination  of  different (1) PPF-4 Injection (Pfizer)
forms of Penicillin drug (2) PPF-20 Injection (Pfizer)

(Injections) . .
(3) CRYS-4 Injection (Sarabhai
Chemicals)
(4) CRYS-8 Injection (Sarabhai
Chemicals)
A\ (5) CRYS-12 Injection (Sarabhai
\ Chemicals)
II. Combination ‘of different forms (6) Comycin Injection (Glaxo
of Streptomycin drug (Injec- Labs.
tions) {(7) Streptoduocin Injection
(Hindustan Antibiotics)
(8) Duostrep Injection (Merk
Sharp)

I1I. Injection of Penicillin and (9) Streptopenicillin (Hindustan
Streptomycin Antibiotics)

(10) Mystrepton (Glaxo Labs.)
(11) Dupenmycin (Pfizer)
(12) Combiotic (Pfizer)

(13) Dicrystin-5 (Sarabheai
Chemicals)
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‘Favre 2,3-Cortd

3

VI,

B

Capules of Chloramphemcol
and Sireptonyain Sulphate

Capsulay of Chloramphecol
and Tetracyclines

Injecuon of Tetracyclines and
Vitamun C

Ointment of Predeusolone and
Chlorampbeniool

hlor-hydroxy:

Tablets of Tod

{14) Penmyn  Fortis

{Ssrabhai
Chemicals)

(13) Seelomyceun  Torte (Glaxo
Lata )

(16) Chloramphycin S (Bochrirgers
Knoll)

(17) Gurcomyeetin Strep  (Gurco
Plharma}

(18) Chlorostrep Kapseals (Parkes
Davis)

{19) Chlo-oatrep Suspension (Parke
Davis)

(20) Tetrachlore (Gurco Pharra)

21} Achromycin Intravenous (Lee

) T i) ¢

{22) Prean foruificd with Opthale

e ointment  (Alembie
emical)
(23) Tequinopit (OPIL)

mnoline, T:u-:q'dm'u and
loroquin  Phosphate

Tablets of Di-lodo-hydroxy-
and

wnoline Joroquin
'hosphate

Tabletsofl INH andIPAS .

(24) Dunochlor (Bengal Immunity)
(23) Nivembin (Kfay acd Baker)
(26) Diquinate (Nartinand Harri)

(27) Diocadipas  (Cadil)

{28) Isocalamisal (Zandu)

{29) Pesimecin (Alhasce Teading)

(30) LCY  (Gufwrat  Pharmae
ceuticals)




CHAPTER 3
METHOD OF INQUIRY

3.1. Questionnaires were addressed to the basic drug man-
ufacturers and f{ormulators, hospitals and dealers in drugs
and medicines, inviting data and their views on specific issues.
Associations of producers as well as associations of trade were
supplied with the relevent questionnaires and asked to furnish
memoranda to the Commission on various issues concerning the
inquiry. The D. G. T. D., the Drugs Gontroller, Government
of India, the Director General of Supplics and Disposals and
Government Medical Stores were addressed for information on
specific issues conneccted with their departments. The Iadian
Embassies/High Commissions in the principal drug manufac-
turing countries particularly in France, Hungary, Italy, Japan,
Switzerland, U. K., U. S. A., U. S. S. R., and West Germany
were addressed regarding the local and export prices in these
countries for the specified basic drugs and their formulations. A
separate questionnaire was issued to State Drugs Control Admi-
nistrations calling for information with particular reference to
the administration of the Drugs and Cosmetics Act, 1940. A
press note was issued inviting parties interested in the inquiry
to obtain questionnaires and submit their views and suggestions.
A list of those to whom questionnaires/letters were issued and
those who replied is given in Appendix I. The extent of response

from various parties concerned with the inquiry is indicated in
Appendix IL

3.2. Therepresentatives of the Organization of the Pharma-
ceutical Producers of India, Bombay and those of the Indian
Drug Manufacturers Association, Bombay met the Commission
separately and apprised it of their views.

3.3. Under the provisions of Section 18 of the Tariff Com-
mission Act, Government may appoint as assessors one Or more
persons possessing special knowledge of any matter relevant to
the inquiry to assist the Commission. To assist us Government
appointed Shri“S. K. Borker, the then Drugs Controller (India), .
Directorate General of Health Services, Dr. B. Shah, Industrial
Adviser (Drugs), Directorate General of Technical Development,
Dr. K. Ganapathi, Director, Regional Research Laboratory of
the Council of Scientific and Industrial Research, Jammu and

10
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as an ilternate of Shrt § K Borkar, Dr § § Gothoskar, Deputy
Drugs Controller, Government of Indin, Western Region, Bombay

34 The Commwiom held discuss ons with the Officers
mentioned above 0m various po nts of the inquiry on a number
of occasions

35 The names of drugy and pharmaceutical umts viated
and the dites of wsitby the Commission nd 1ts officers are grven
m Appendis IIT

36 A publc mqury was hield on  the 28th of February
1968 Thus was followeed by discussios with the representatives
of the costed 1 uts fran the Ist of March to the 9th of March
1963 \ Iist of pc oax who attended the public inquiry s g ven
m Appendiv IV

37 There are 34 hirge seale and 11 small seale umits make
g 1 total of 15 which manufcture o1e or more of the basic
drugs Twentvone of the 1arge scale units and three of the sl
scale were selected fo_ cost examinntion of the bane drugs manu-
fictured by them  Chre wis taken to ensure that where more
than oqe unrt m1aul etured 2 particular bine drug the cost of
at least two uunts were examined  In the case of lormulations
25 umts in the large scale sector and four in the small seale sector
mal ing a total of 29 mnufacturing onc o+ more of the s ngle or
multiple drug fo mulations were tahen up for costing O these
wuts 19 are common to both base diug manufacture and formu-
lIations  Of the totxl of 399 umits manufrctuning formulitions
whoa replicd to our questionnaure ten were selected for eost cvami-
natton The classification of units by manufacturing activity
and also the numbers of those selected for  cost exammation are
as given in Table 31 —

Tasre 31
Classif eation of manufactuning umts Selected for costing

Large scale  Small scale
un s units

TOTAL
Paruculars
Total  N\o total Do tatal  No
oot costed costed
1 2 3 4 5 € 7

1 Unts making basc
drugs only 4 3 7 2 1
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TasLe 3.1—Contd.

[44]

. Units making basic

drugs and single
drug  formulations
only

. Units manufacturing

basic drugs as well
as single and multi-
ple drug formulations

. Units manufacturing

only single drug
formulations

. Units manufacturing

only multiple drug
formulations

. Units manufacturing

single as well as mul-
tiple drug formula-
tions .

ToraL

15 i1 1 Nil

—
(%41
~

[55)

20 2 336 2

16

18

i1

62 28 391 G

34




CHAPTER
STATE CONTROLS RELATING TO THE INDUSTRY
41 Laws relating to the manufacture and sale of drugs:

411 Itis strange that leged i~y i respert of manutacture
and rle of drugy i India wi not imtited with 2 e 10 regu-
hmg mdigenows mumfictunme =cuvan but w s ceawoied by
cotr plonte of sub standard and spurcu drigs upported tropy
abroad  As a result of these compunes + luch werevotced vele
menth in the later tnentics o thie ccatuny, the Drugs Faquiny
Comn r*tee was appomted an 1930 whiel <ubnutted 1ts Reporc
1931 and made reco muenditio s for the enictment o 1 compre-
henuve all-Indindegis! stion {or the control o die s and pharmaay,
sctting up of adequate maclunery for ¢ e control mnepect cn and
testmg o) drugs to ensice u nlosmuty 0 propa standwds nd of
punits and strength The Commttee «lso recom nended the
ung up of a Centrd Deugs Labo <tory 1s well whborte evin
the States, the constituting of Centel Plisnnacy COounad ind State
Pham~ey Counailt and Regstration Trihanale tor regulat ng the
education and profe wn of pmrmaey and rezstranon of phare
macnts

412 In the earher period there was oaly very spor dic
and partial requiition of druge »1 d the carlie enactment i thus
respeet was the Of um et of 1878 The po wesaon transporg,
import 15 well as export and sale of onitn were strctly reguinted
primartdy to obtan revenue and second v with 1 vew to ats
use eitber a8 a narcotic 0= as 1 drug u der restr cted conditions
The Act empow ers State Governments to make rules for reguliting

: and <1lc of oprum winch

. ppy (u) the spontame-

(1) my mxture with

or without neutral materials, of any of the 2bove forms of epium,
but does not include my preparation contumng not more than
0 2 per cent of morphine or manu‘actured drug  The pumish-
ment for contraventzon of the provicons of thuis Act 15 imprison-
ment nhich may extend 10 ome ycar or fine uptn Rs 1000 or both
The Act also provides for the confiseation of the opium_ 1n respeet
of which the offence his buen conmitted  Under  the Act an
officer of Departments of Exuise Police, Customs, Salt, Oprun
or Revenue, superior in rant to 1 peon or constable has powers

13
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to enter any building or place, sicze opium, detain, search and
arrest any perosn whom he has 1eason to belicve to be guilty of
an offence under the Act.  Butifthe officer acts without reasonable
ground or acts vexatiously or uunecessarily, he is liable to punish-
ment with fine not exceeding Rs. 500/-.

4.1.3. The next is the Poisons Act of 1919, The purposc of
the Act was to consolidate and amend the law regulating the im-
portation, possession an sale of poisons.  Under this Act, the State
Government has powers to regulate by rules the possession for sale
and the sale, whether wholesale or retail, of any specified poison,
to prohibit the imporiation into the State of any poison except
under a licence and o regulate the grant of licences as well as
the possession of any tpecified powon in certain local areas. The
penalty for any breach of the rules relating to the possession for
sale or the sale of powison and for unlawlul importation is imprison-
ment upto three months or a fine of Rs. 500 or both, on first con-
viction and six month+” imprisonment or 2 fine of Rs, 1000 or both,
on second and subsequent convictions. Further, any poison in
respect of which the offence has been comumitted is liable to :on-
fiscation along with the vessels, packages or coverings in which the
poison is found. The provisions of this Act do not, however, in-
terfere with anything donc in good faith in the exercisc of his pro-
fession as such by a medical or veterinary practitioner. Besides,
the Statc Government may also declare that all or any of the pro-
visions f this Act will not apply to any article or class of articles
or exempt wholly or partially from the opecration of the rules
under the Act any person or class of persons in respect of any poison.

4.1.4. The Bangerous Drugs Act, 1930,—The purposc of
this  Act was to cenmralise and vest in the Central Government
the control over the operations relating to dangerous drugs and to
increase and render uniform penaltics for offences relating to such
operations. The Act provides that the Ceniral Government may
make rules permitting and regulating  the cultivation of poppy
and the manufacture of opium, the manufacture of manufactured
drugs, other than prepared opium, import into and export from
the States and the transhipment of dangerous drugs, other than
prepared opium., The rules framed under the Act prescribe the
form and conditions of licences for cultivation,” manufacture;
import, export and transhipment of poppy, opium and drugs
as the case may be, the authorities by which such licences may be,
granted and the fees to be charged. Further, in the case of im-
port, export and transhipment the rules may prescribe the ports
or places where any kind of dangerous drug may he imported,
exported or (ranshipped. The State Government has control
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over internal tr1f7c in manufactured drugs and cocasleaf and is
auttomsed  to make rules permutting (a) the inter-State smport
and export, the transport, poucsien and sale of manu-
ficuved drugs,  other than prepared oprum and coca-leaf, and
(b) the mnuficure of mediany op um or any preparavon
con.mng  morphine,  dicetylmorplune  or  cocane from
matertls which the maker s legally enutled 10 possess *

. "oy

ST prod - ol ured d um f dangerews drugs * enca denvativess
it athempas] o oam dernatines reforred 1o above are ¢fnedin the et
aru e

v et 3 1 el drg, anelit'm (1) all ency dervatves red anal
Trrmiamlanaader ataeran! ()any oler nare' e spbaance
vheh e € g rd Gonemment ray dectire 1o e manufac ured drug
(b} T1e* L ~rvs drig* inclu'es coca feal Terp and opum and all
crugs manafs ol cat ef

{ed Coeadrn wnepr pe

) erule cocins that 10 any extractof coca 1= f which ¢l wed,
directly coand reetly £011 ~ marafactute of encanr

1) eenn v thitss fun seeegan 0B ang the chem aal frmuly G, H,,y
NO H,, an 1 2 4 the fenvat ey of Jacvo-ecgontre from wh chit ¢in be re-
orered,

) coctret 1 it rethyl berzoy! Lirsoecgon ne having the chem
el fermals € HpNOy and ity sa'rs and

vy al' pre, watent, offeral ard ron cficiny contrnng rorethin
G Uprr ernt « fcocune,

{d) M~icanilh rmip meaat any extract of t ncture of herp, an f

(e} opumdernatner cans

13 Medianil op um that s cprum which hat undergone the processes
recessary to a Iantit for med and wse in accordince withthe requ rements
of the Briossh Lharmicopoesa whetl erin powder firm o~ granulated or
£ ther wise mixed with 1 eutr 1l matenals,

(1) Prcpared op um that s any product ol op! tm_obta ned by am series
af preparations designed to tarntform opium into an extract swtable for
smoking snd the dross or other residue 1emain ag alter oprum 13 smoked,

() rorphine thatss, 1 - princrpal alkaloid of op um hving the chemu
cal formuyta Cy4H,NO, and 1ts salts,

(W) diuaertslmerph ne thatss the allalod  also known as diamerphune
ot herom, having th~ chemcal formula Cy HyyNO; and ity salts, and

(\% all preparatons officnal and non-officinal, cont:ning morethan
@ 2 per cent of morph ne, or conta rung any d acetylmorphine,
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The punishment {or contravention of the provisions of the Act is
imprisonment which may extend to two years or hoe, or poth.
As in the Opiwn Act there is a provision in the Dangerous IDruys
Act also empowering any officer of the department of Excise,
Police, Custome, Salt, Opium or Revenue, superior in rank to 2
peon or constable to enter into any building o1 place, scize drug:
and all materials used in the manufacture thereol which s Halle
to confiscation and detain, scarch and  arrest any persen whemn he
has rcason to believe to be guilty of an offence under the Act, But,
for acting without reasonable grounds er acting vexatiowsly and
unnccessarily the oflicer is bable to be puniched with a fine which
may cxtend to Re, 500/-.

+.1.5. The Chopra Committee 1o which eference has been
made in detail in Chapter 5 submitted its report in 1930 and the
drafung of a bill baced on the recommendations of it Commirntee
was started some time later. In the meanwhile ay a2 resuit of
the cnactment of the Government of  Indin Act 1935,  the
subject ““dirugs” became a provincial responsibitity and the Centre
was reponsible only for imiports.  Conscguently a Drug Tmport
Bill was placed for consideration before the Central Assembiy in
1939, It did not find favour since almost all the States advneated
the enactment of a uniforin and & comprelicnsive law and in
1940 the Indian Drugs  Bill was introduced in the Central
Legislature and it was passed inthe same year as the Drugs Act
The implementation  of the Act, was however  delayed. The
main featurcs of the Diugs and Cosmetics Act now amended, so
far a< State Governments are concerned, are  control, manu-
facture, sale and distribution of drugs by the establishment of an
adequate machinery consisting of licensing authorities, inspeetors
and Government analysts, cstablichment of State drug control
laboratories and the framing of rules in consultation with the
Drugs Technical Advisory Committce. So far as the Central
Government is concerned, ite responsibility is the contral ef stan-
dards of imported drugs and to make rules in consultation with
the Drug, Technical Advisory Committee for regulating imports.
In addition, the Central Government has to cstablish adequate
machinery for administration as well as to set up a Central Drugs
Laboratory. Two statutory bodies, namely the Drus Technical
Advisory Body and the Drugs Consultative Committee were
also required to be set up. The Drugs Technical Advisory Body
was set up in 1942 and the Drugs Consultative Comittee in  1948.
The rules under the Drugs Act were framed in 1946 and the Act
as well as the rules thercunder were brought into force in 1947.
The Act lays down minimum standares to be complied by the
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Teeally menuficturered drugs as well as for imported drugs; ther
stocking, distnbunon ard sale While the Drugs Controller,
Governn ent of Irdiy, asssted by 11 e Asstant Controllers at the
ports exerenses poners urder the Act and Rules with regud to
aprrted deugs, the Stwte Drugs Controliers are given the powers
ef ¢ orcement with reeird 1o indicensus drurs Any unit intens
dirg to n anulicnre drups s requiied to obtun a mnufictunng
Jices e from the Drums Contecller of tle Stare an wlueh the ficton
s Incated Beftie the ioes ¢ nossued, the Drug Controller his
10 11y Jumsell fier dus 11 peen noof tle p ennses under the
pro ters of e Aet rept dirg hve €1 ¢ o dimons, equipments,
qut fied pensent el 1 d other requiate Hihines walible © die
mwdewrer The dute Drugs Co notlers hwe nlo powers
D p nod celispection of the poer s see, wnd testin, of the products
with the manuf cruvers, s ockits, wh loalers or retulers to ee
that they corfurm to the precenbed mommuen st dardr of quibiyy

Lyven firm has to p ovide anagent ¢ for tesur  or analysis ather
n a3 own hborawry oran other ¢+ tuuen approved by the
Lice 1mg authonty to carny out such te o 4 behalf of the firm

The firms are requ red 10 tev s wnlse avery batch of eweny
dn g or prepirwon mu’ ctured v them Accodhing to
amet diment 1iade n 1060 the Centr | Gevt ssumed enrcurrent
powers to appownt Irapecters Anshsts ard (0 exercse powens of
such officers 1 preseribed under the Act The irspectors of dryg
have to collect samples from € manufctunng premises 18 we |
as from the market ty mak ¢ an ase< nentin respeet of quahin of
the peoduct manufictured  Powens of penal icuon of prosecu

tion or cancelltion orsusprasicn of heenes se vested in the Seate
Drugs Controliers for the purpoe

416 There are prov siors n the Act for proper packing
labelling prinung, of manuficiurs g hicenee dute of manufacture
of batch, date of expisy, date ¢f potency «f various medicines on
the bottles and cartons  ete Certun speafied medicines can be
sold by retulers only under proper presenipuons from  regusiered
medical practitioners or hospital authoriues

$+17 The Pharmacy Act was passed in 1948 to regulate
the profession of pharmaey  The Act provides that the Central
Government shall constitute the Central Council, 1 body cor-
porate by the nyme of the Pharmacy Counaf of India for regul-
ting the education and truning of pharmaests in India  The
Central Counal 15 authomised, subject to the approval of the Cen-
tral Government, to mate reguliuons called the Lducational
Regulations preseribing the  mmmum cducational qualifications
as a pharmacst The Fducatonal Regulwnons may preseribe
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(a) the nature and - prriod of study and of practical training to be
undertaken  before admision to an examination ; (b) the equip-
ment and facilities to be provided for students, and (¢) subjects
and standards of cxamination.  Any authority in o State which
conducty a course of ytudy for phirmacists or holds an examination
in pharmacy may apply to the Central Council for approval of
the course or examination and the Central  Council shall pive its
approval after making such inguivics as it thinks fit, N

110, AU the Ste level, the Set provides that the State
Government shall consetuee an individuz! Stite Pharmocy Conn-
cil. or o or mere Stae Governmens, may enter e an 2o ce-
ment fo provide (2 for the consuwtion ol a joint State Cauncil
for all the patapausg Suacy, or by thet the State Couned of
one State <had serve  the needs of the other participating States,
After it constituton the Sute Coune.d has to maintain the Regris-
ter of Pharmacits which <hall include the fall name and  address
of the registered person, the date of Bus first adinission to the Regis-
ter, his qualification. cor regstration, his prolesional addres, e,
A person whe (a) hiolds « degree or dipbana in pharmacy or gihm'—
maccutical chembty or o dhemint or disggist who (b) halds a
degree of an Indian Uneverdwy in a subject other than pha sracy
or pharmaceutical  chemistry and has been engaged in the com-
pounding of drugs i o hospital or Jdispensary for a twtal perind of
not Jess than three year-, or e has pased the recognised examina-
tion for compounders and dispen.crs, or (d) has been engaged
in the compounding of drugs in a ho-pital or dispensary or ather
place for a total period of not less than five years, is entitled to have
his name entered in the fivst register on payment of the prescribed
fee.  The name of the registered . pharmacist is Hable to be ranoved
from the Register, it /i) his nome has heen entered in the Register
bv crror or on  account of mis-representation or supressios. of a
material fact. or (i) he has been convicted of any offence or has
been guilty of any infumow conduct in any professional  respect,
or iii) the person employed by him for his buriness of pharmacy
has been convicted of any such offence, or has been found guilty
of any such infamous conduct. The penalty for falscly claiming
to be a registered phormacist is a fine extending to Rs. 300/
on f{irst conviction and a term  of imprisonment extending to six
months or a fine not exceeding Rs. 1000/~ or both, on any subse-

quent convictions.

+.1.9. The Drugs and Magic Remedies (Objectionable
Advertisements) Act, 1954, provides for the control oI: adver-
tisement of drugs in certain cases, to prohibit the advertisement
for certain purpose, of remedics alleged to pessess magic qualities
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nand to provide for matters connccted there with The word *drug’
reforred to in the Act includes (1) 1 mediemne for the internal or
external use of human bewir g or animals, (1) 1ny substance inten-
ded for use m  the dignosis cure, MInNgieon treatment or pre-
vent o1 of diseases in human bemngs or ammnls, (1 arucle, other
than food, intended to Affect or miluence in any way the structure
or any orpmc function of the body of humnn bemngt er ~n m-1ls

4110 The Act prohiluts the publaton of 1 1y adver-
tisement of drugs for the trentment of specdicd dicres or  duse
orders, (1) adverusement contunung any mater which (1) dircetly
or indirectly mves a false impression reg 1du g the true ehmracter
of the d ug, or (b) mates 2 falic cam for thedrue or ¢, 15 other
wise false or musleading in any matenial pariendar s well 5 )
adsert ement of mogie ren edies for the trenment of pectod
discases o= deorders  The Act also prolubi s the an portCinio 1 d
export from Indix of ~nv document centunirg prelubited  dver
usement of the nature mentioned 1bove  The State Gevernnent
may authorrre the seizure and detention of 1y document e cle
or thing which contravenes wns «[the p ovinions of the Act The
pemilty for an offence under the Act is imprisor ment upto sy
months or finc or both, on first convicuon and mmpris nment
extending to one year or fine or both, on a subrequent comvietion

4111 The Medicinal and Toilet Preparations Lxcse
Dutids) Act, 1955 designed to regulate the manufacture and sale
of drugs 1s cssentially fiseal 1n character  However siec at relates
to medicinal and toilet preparations, 4 briel account of the pro-
visions of thus Act s given below ~—

The Act provides for the fevy and collection of exarre dunes
on medicinal and tovlet preparanions contarung alcohol, opium,
Indian hemp and other narcotic drugs or narcotic

Excise duties are leviable at speaified rates on dutiable goods
manufactured 1n India  The Central Government  may nonfy
that no person shall engage in the production or manufacturc of
any dutiable goods or their parts or ngredients or speafied con-
tamers or labels of such containers except under the authonty of a
hcence granted under the Act  Any perton who contravenes any
of the provisions of the Act, or evades the payment of exase duty,
or fails to supply any information winch he 15 required to supply
under the rules or commuts or abets the commstion of any offence

ed above 13 pumshable with impr upto srx months
or with fine upto rupecs two thousand, or with both
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Any BExcise Officer duly empovered may arrest any peson
who is accused or is reasonably swpected  of committing an offence
under the Acty stnunon any pemon o give evidenee or produce a
document or any  other thing in an inquiry which the officer i
making under the Act. But il the oflicer exercires his powers
without reasomiblc gromds or vesatiowsly and unnceessaily he
will he punishable with fine which may extend 1o rupees two
thonsiand,

Every owner or occupicer of land as well as his agents, if duti-
able goods are manufactured on his land in contravention of the
providons of the Act in question or the rules made thereunder,
has 1o report the manufacinre of contraband dutianble good., to a
magistrate or o an officer o Excive, Customr, Police or Land
Revenue Department immedintely the  fact comes to his notice.
For wilfully conniving at any offence under this Act, the owner
or occupicr of the Iind or his Agent, oy the ease may be, will be
punishable with imprisonment upto six months or with fine unto
rupees five hundred or with both,  Further, any person wilfully
or maliciously giving fal-e information and so cawsing an arre.t or
a search to be made will be punishable with  imprisonment vwhich
may extend to two years or with fine which may extend to rupees
two thousand or with both,

+4.1.12. Onc of the terms of reference to the Drugs and  Equip-
ment Standards Committee constituted in 1962 was to examine the
existing legislation on drugs and to suggest ways and means to
bring about consolidation of the legislation and its uniform enfor-

cement.

The Committee recommended the consolidation of the Opium
Act and the Dangerous Drugs Act and also that of the Drugs and
Magical Remedices (Objectionable Advertisement) Act and Poisons
Act of 1919 along with the Drugs and Cosmetics Act. TFurther
details of the recommendations made by this committce are con-

tained in paragraph 5.3.2.

4.9. Price control order :

4.2.1. The first control ordcrf in Iicspétl:t of prices of dutrgs

: leated in 1962 when, after the Chinese aggression, the
ggicprrx?;]cl:ng of India issued, vnder the Defence of India Rules,
the Drugs (Display of Prices) Order, 1962 requiring thc.ma]x_n:-
facturers, importers and  distributors of drugs to pgbhls}l price I1s's
of their products and the dealers to display such price lists fni’ t w:r
premises. This was followed by the Drugs (Control o rices)
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Order, 1963 which pegged the selling prices of drugs at the levcls
obtamng on Ist April, 1963 Conecquently, the manufrcturers,
distributors and d-ilerss could not ingrease the prices of drugs
wrthout the prior approval of Government  Subsequently, when
Government decided to restriet the apphcation of the Defence of
Indiv Act und Ru'es oaly to certam spraific purposes, the prices
af drugs came to be controlled under the provisions of the Lscen-
uil Conmodistes \et, and the Drugs Prices (Displyy and Control)
Order, 1965 wis ssued on 30th Januar 1966 Thn concolidated
Order went beyord  the provsions of the to separate Orders
whch it rephiced  The addional provsions in the new Order
were the steps 1iten to plug lospholes in the evrlier Ordes It
sought to muntun the exsting wholesale  prices and required
the manulicturers to obtain Government appros 1l in respeet of
p ices of new drugs  The selling prices of drugs sold in loose form
came ta be regultted  Beudes the manufacturers were required
to stamp the retul selling prices on the contaumners of drugs

422 Vanous representattons were made to Government by
the mdustry and trade regwding the stamping of retail  prices
Alter examurung them, Government decided to amend  the Order
and 1 ued an d on 19th September 1966 under which
only the words, “Retul Price nor to exceed* were required to be
stimped on the contaners of drugs  The mendment anplified
the definition of wholesale price which now ncluded Central excise
duties but excluded lacal taxes The sccond amendment which
was notfied on 2nd January 1967 substtuted *nspector” appear-
ing 1 the old Order by “officer of the Central Government or
State Government authonsed by that Government in this behalf™
‘The next amendment, the thurd in the series, was 1ssued on 29th
September 1967 which introduced two important changes  The
first change related to the preseription of a form for furnishing
paruculars of cost of production which his to accompany every
apphication for approval of drug prices  The second change was a
relaxaton of the provisions regarding new drugs which could now
be marketed after supplying retevant particulars to the Central
Government in the prescribed form  The Government, however,
reserved powers to refuse approval of price within a period of four
months It was hoped that these changes nught result in expedi-
tous disposal of applications for approval of drug prices and cnable
the community to derive benefits of new drugs

423 At the mnth Drugs Conference convened by the Mimis-
try of Health in August 1965, the manufacturers and the trade
severely crineised the price control order which froze the scling
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prices of finished drugs. Their main complaint was that there
was no such control on the prices of raw materials, They cons-
tituted a Drug Advisory Committce with the following terms of
reference 1 —

(i} Dctermination of the price structure of drugs from the
cost of manufacture stage to the point as which drugs
are sold 1o consumecrs.

(ii) Levels at which the price should be fixed and the mavgin
of profit at cach level.

(iii) Procedure to be followed for adjustment of cost of manu-
facture because of increase in the price of raw materials
and for other reasons and to give an interim relief.

(iv} Fair wade practice; statutory or other measurces to en-
force them.

(v) Examination of the reasonableness or otherwire of the
cost of manufacture and recommendation for the set up
of a machinery for the samec.

4.2.4. The Comnmittee submitted an interim report to the
Government of India on 27th April, 1566 making the following
recommendations -

e

(i) As thc pharmaccutical industry has been compelled to
hold prices of drugs as were prevailing in - April 1953,
the authoritics should cvelve a plan  to supply imported
and indigenous raw materials, packing materials, etc. to
the acual manvfaciurers in quantitics actually required
by them and at a price prevailing in April 1963.

Failing which :—

(ii) The Drugs (Contrcl of Prices) Order, 1963 should be re-
pealed immediately. Prices of essential and life-saving
drugs may be controlled, if the Government feels so.

(it} Small scale manufacturcrs should be granted an immediate
interim increase of 109, on the prices of essential and
life-saving drugs.

(iv) In casc other manufacturers and small-scale manu-
facturers require price increase on essential drugs (a2bout
109%, interim increase) they shall have to make out a case
as detailed in the proforma finalised by the Committee
and submit the same to the authorities through the
Committee.
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{v} Th~ dectsan s to the  pplication for price mere e
should be co nmumeated to the  apphicant withim three
month from th~duteof ree profih  appliciton by the
autho wties, wih 1 ¢apy 10 the comeror of th Com-
miteee

(v1) The authr e <hould evave 1 p! nfor th amport of
rave maternt and o th diebut o ot th enported
td md oo raw mncns O ol manuhe-
turers 1 oth w ot dih o of wahibility of the
dmuz rith myseta 1Py o oot nne and may ultima
tely lewd to oxtrene e hooaze, and thenby the
athng pablic may ufier o1 demaby

Government sub equently vled th D sz Advisory Com
mittee that st need nye bt my moerprta th w hd
been referred to th Tanff Cona o

425 Che mundfirtees of du, cxpes -1 trong views
aran t the pace ety od  bolian th o m ur andy to the
Conmzior ~swdla wth~pustapary Th rmun rgu-
ment are briefls v wd ¢ —

(3) Wlule th ¢ s pace cost ol o1 Drrmulit 0, only base
druzy and oth o maternl, Juomeab and interme.
diyte. wheh grntothe p odictin ol > mul tons are
frc of such regal uons  Since  the pces of dhese
myenbs hy e b noste diy rong 1t novery difficule
fo- the forinalato 5 to b orb thoe Jnc cues s the
present selhing prices of formulions, unles  the p ices
of basie drug ind athe” raw materals abo are p gaed
by Government Many it swing drugs tre nnt being
manufictured since such operitior liave been rendered
unrconomic  Owing 0 the price freeze there is reluctance
on the part of producer to intreduce new drugs The
number of new d ug mtroduc d m 1963 Gt w.r 69 but
1t full down to 22 1n 1967

() Winle th~ Government wmsist ot the pharmaceutical
mdu try to ha'd th~ prices at the level prevauling on
1st April, 1963 this principle Ins not been enforced on
the d-ug» manufactured 2nd o'd by Government own d
factortes and the example of quinine sulphiate has been
aited for whch th~ p ice 15 sud to have gone up from
Rs 89 to Rs 200 between 1963 and 1966 The index
of wholesale prices for the whole country went up from

4—-1TC Bom [70
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127.4 in 1963 to 216 in 1967. The drugs and medicines
component of this index was 104.2 in 1963. As a result
of the increase in prices of quinine sulphate the average
index for the year 1967 went up to 124.4. Thus, while
the wholesale prices have risen by 70 per cent since 1963
the index for drugs and medicines has gone up by about
20 per cent and this too due to substantial increase by
Government in the prices of quinine sulphate. It has
also been contended that the prices of finished products
cannot be controlled unless prices of services, raw ma-
terials and other supplies are controlled too, The control
is said to be irrational since it is not based on any scien-
tific study of the costs and price structure of the industry
or of the reasonableness or otherwise of the prices
prevailing at the time control was introduced.

(iii) No new formulation can be marketed unless its price

(iv)

is approved by Government. In view of the considerable
delay in the disposal of applicatons for price approval
there is no incentive for the industry to introduce new
medicines.

Although there is prevision to consider applications for
price increase, there are no norms for deciding what are
fair prices nor has any adequate machinery been set
up for this purpose. The issues are thercfore left to be
settled by bargaining and intermittent negotiations.
Forms and procedures prescribed for obtaining price
approval of new drugs are often changed and at every
change the producing units are asked to re-submit their
applications which were already pending with Govern-
ment, unnecessarily delaying the approval of prices.
There were instances of applications made in 1962 or
1963 which received approval in 1967, It has been
represented that there is a gieat deal of red tape involved
in the matter of drugs prices.

(v) There have been very few price reductions after the

introduction of price control, while such reductions
were a continuing featurc Before the advent of the con-
trol. 'The phanmuccutical industry being highly com-
petitive in nature, free interplay of competitive forces is
essential for its development but the price control, ac-
cording to O.P.P.I., only distorts this basic nature of the
industry.
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{v1} It 11+ meaningless to examine price structure of the par
ticular drugs insterd of the entire compans It s 2 well
establish=d prinieple that in the totality of the range of
4 compiny s products c¢ertnuin hines vielding b gher
profit margins thin others  Therefore well established
produrt group withalirpe turn-o cr should be called
upon to bear a part of the lesser p ofit margins of the
new products

As we hwe not gone mto the question of price control, 1t
35 not necessiny for us to examune th= various arguments put
forvaid by O P P 1

4 26 Th~ Federaton of Assocntons of Small Seale In
dustires i India has represented that large seale umts were i a
poution to sell th=ir p oducts at the prices orsgmally stabilised at the
level of Ap il 1963 desp te the tncrease in cost and prices of raw
materials ete. Owing to b ghmarg ns of profit wh ch were already
melud~d n th*tr price structure’ On the oth ¢ hand th small
scale umits because of th~ low margm of pofit with n wh ch thry
oprrated were unible to 1b o-b any rise i th co t of raw mater
vials 1 th pce structitee of ther p oducts  Th Fed ration
has abso rep esent~d that the pro~edure to obtain increases m
s~lling prices of drugs 1s very cumberome It has therefore
suggested that request for p ice mereases should be dealt with
expeditiowsly by the State Drugs Controllers  Th~ Fed-ration
has furth=r plea led that suutable increases *hould be allowed in the
sclling prices of small seale units which have bren pegged for the
last four years

4 2 7 Th~ industry has represented that in th= case of a
mew drug & licence has to be taken from Drugs Controller which
take, not less than three months  After chimical traals have shown
satusf: y rosults, an appl has to be made to the Director
General of Technical Development for 1 licence to manfacture
the product and to the Drugs Controller for p~rmussion to macket
it Futher trials arc undertaken by the Drugs Controller which
may take from $ix to 24 months Then only can minufrcture
start  This sometimes takes anything upto three years At the
public enquiey also comp'amts were mad~ with regard to the
delay in the regustration of new drugt  The Drugs Controlier of the
Governm-nt of Indra expluned the reasons for the dealy in the
registration of n-w drugs He has observed that barring a few
countries hke the U S A and France, other countries do not have
any stringent legislation for screemng new  drugs, particularly
with reference to theie safety and efficacy It will not therefore
be advisable to allow the commercial use of such new drugs
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this country simply because they are being marketed in other
countries. Aithough new drugs might have been clinically tried
in foreign countrics and scient:fic publications about their clinical
efficacy and safcty may be available, there is definitely a need for
insisting upon their chinical trials in India also for various reasons.
First, the physiological norms of the people in this country are
different from those of the pcople in the foreign countries and the
dosage of new drug, here may require adjustments depending
upon the therapeut:c cffects of those drugs as evinced during the
clinical trials. Secondly, a majority of the people in India being
victims of diseases, like malaria and dysentry their liver and spleen
are already impaired. Since most of thedrugs get metabolised
through liver, spleen, ectc., care should be taken to ensure that new
drugs wh'ch may not hiwe produced any undesirable side-effects
in thz foreign countrics do not produce any side reactions in this
country also. Thirdly, owing to the low level of nutrition amongst
the people in India the impact of potent drugs is likely to be
different on paticnts in this country. Lastly, diet, gencral habits
and even racial strain influcnce the therapeutic activity of drugs.
Even in the same country the same drugs may preduce differeut
reactions amonag:t different groups of people with different dietary
and other habits. For these reascns the Drugs Controller considers
it essential to insist upon the clinical trials of ncw drugs in India
also before permitting their commercial use.

4.2.8. As regards the time taken fo1 clinical trials the Drugs
Controller has stated that it would depend upon the nature of the
drugs which are sought to be cleared. The drugs which have to be
used on a long term basis, like anti-hypertensive drugs and anti-
diabetic drugs will necessariiy have to be tried for a long pericd
while those used in the treatment of cancer and anti-infective

rugs which are taken by patients for short periods do not require
to be tried over long periods. In any case, even though a new
drug is under trial in this country and has not been cleared, its
use by individual doctors and medical institutions is not precluded
as such drugs are allowed to be imported for treatment of patients
on the responsibility of the attending physician.

4.2.9. Difficuities in the implementation of the Con-
trel  Orxder.—The Director, Drugs Contrcl Administration,
Maharashtra has brcught to our notite the following difficulties
in the effective implementation of the new Order :—

(1) In view of the definition of retail price, the manu-
facturer, distributor or importer, as the case may be,
will have to print new price-lists cffective from 1st July-
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1966, Thze hsts when published will have to serun-
wsed to ensure that the new retal  price by e
enhanced only on account of the unpo ition of the
excise duty. Due to ths lirge number of manufac-
turcrs in the State of Mahirashtra and the wide viney
ol drugs manufactured and marketed by them, the seru-
uny of lists would imalve tremendous work in the
mitnl stages,

(1) Sub-chuse 2 of Clause 3 mahes 1t obhglm? fo~ cvery
ih

eale- to furnth o price bst each ttme the drug

so'd 1o a retuler. Thus, cven if a retaler purchases
dugs from different wholesalers at an antenal of a
month or 20, each whole ales his 1o rupply fresh
price lists every e, Thi wonld require 2 lge
numbzr of p ice {113 to be printed by the manufcturers
for distributior Morcover, the m nubicturers are also
requred to pabinh fre b puce laty whenever there
15 a change i the cxene duty,

() Chuse 6 requ L that no mwnufcrurer hall introduce

W)

for sale or 1actude in e praec bit 1y new drug wathoo?
the p 19~ app-o.al of the Central Government  N»
g rdmy paneples have been Tud down (o7 con idering
app-oval of prices of new druy  The Government of
Irdia mstructin1s are that cases tor price mercases should
be rotted th ough Stite Gnerament It tikes at least
6 months be'ore 4 manuficturer 1s able to market 1 new
drug or an old arug with the revised price

Ths= importer who wmports the druz which are ready
fo- treatment has to print the retul prices on the labelsf
cartons which are no-molly enclo.ed m a carbon pack
and these are pached mbulk mn eardbsrd boxes  For
tlus purpose th~ impo er has to open the originl p-ek
fo- panting the rerul price and  re-d-ess at This
op~ ation brings  ths smpo-ter within ths purview
ot the Drup and Co.metics Act as, 1 terms of the
defimtion of ‘Manufacture®  under Scction 3(f) of the
act, it amounts to piching nd fim hing for whch a
manufacturing * e
1z mmporter
conditions  of
th= Drug: and Cosmetics Rules.

{¥) Cluse 8 of ths Order which deals with the sale of drugs

n loose requures 1he dealer to charge pro-rata on the
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fin according to established rules The princaples of price fixation
13 based on cost of raw materials plur cost of packing materials
#lur manuhictunng expenses {direet and andirect)  ‘The total
cost thus computed 18 muluplied by 3 (by 3 5 n the case of firms
hawing a rescireh lborttory  actually working) to armive at the
selling price to the public  Of tus price, the wholesale dealer 1s
gnnmrb) 1w 2 discount of 3% 75 per cent and out ¢f dus discount
the retar! chemst pets 28 80 per cent Regulatton of prices is
contrelled by the Price Commnssion

4 2 14 Price Control in the U K.—There 1s 1 system of
voluntary price  control evohied an the UK over a4 period of
years  According to the report of the delegatien  the Mamistry of
Healthin Uh  commenced with 1 meuculous examinauon of
cotts of 100 products ind ulumately ean ~ down to two, the prices
of wlich had to be fixed by negotnuion The voluntuy price
regulation scheme is stated to hve been arrnved at after redismg
the imposubility of such price examin tion Bes des the voluntary
price reg latien chume, theie s ale lton i fo we rddiing to
‘resnle price m ntemanee”  The ol ject of this legrsd it s to
p svent the unhealthy  pracuce  of uader-cutting of prices of
drugs for retml «ale

4 2 15 Mt th- products ot the Phnrmaceutical Industry
are sold to th  Governmert for th N\avonal Heth Services
and 1 state of virtual monop ony presubs in the ccuntry since the
NHS s the larges® single buyer and 15 tn « pnition to negotinte
on fiourable terms

4 2 16 Th~ inportant ficets of the scheme of price fixation
are given below  The schieme operates only after the first three
years of use of 1 new drur during which  preparations may be
priced at the manufcturers’ drcctior o that some of the
research costs may be recouped  When the three years are up,
& sau fctory  price has to be determuned under Part A of the
Scheme 1n accordance with one of the three following criterin —

(i} Ixtort pr1 e crtt non —Under this enterion af the exports
of drugs wre ~dequate (not less than 20 per cent by volume
of total sales) the export prices are taken to provide a
wmatket poee The puee chvged o the whelesalen
must not exceed the weighted average of prices charged
i the six largest export markets

(1) The unbranded Stardard equipment enterion —This criterion
15 to be adopted of criterion (1) cannot be applied Tt
applicable »f the formula of a  proprictary preparation
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is identical with that of a standaid product (i.e. one
. appearing in the B.P., B.P.C. or° (B.N.F.). Butin
] practice there are few products of the industry where
such equivalents exist. The price to the chemist of the
proprietary preparation must not exceed that of the
unbranded equivalent. '

(iti) The trede price formula—This criterion has to be applied
when the first two criteria are inapplicable. Under this
criterion, the manufacturer has to declare the formula
of the preparation, cost of the ingredients in accordance
with the Drug Tariff prices and a schedule of ingre-

- dients’ prices agrecd between the industry and the

Ministry, add an agreed allowance for processing and

packing according to another schedule, and finally add

a provision for the wholesalers’ di.count. The final price

must not exceed the price paid by the chemist.

4.2.17 Part B of the scheme provides that if none of the
criteria in Part A is applicable, a satisfactcry price is to be nego-
tiated directly with the Ministiy at the option of either the manu-
facturer or the Ministry. The basis of the voluntary price regulation
scheme being maintenance of a healthy balance between the
interests of the industry and the intecests of the consumer, the
emphasis is on price fixation by necgotiation. For a’vast majority
of the products the prices are, according to the .Delegation,
ultimately fixed by negotiation.

L

4.2.18 Price maintenance law.—Prior to 1957 the Pro-
prietary Articles Trade Association of U.K. used to main-
tain a control over under-cutting of prices by its member firms.
This voluntary action seemed to work satisfactorily without any °
legal sanction from Government. However, the Restrictive
Trade Practices Act, 1956 annulled all restrictive trade agreements
At the moment, the legal methods of enforcing resale prices are
(2) under the common law by commercial contract; (b) through.
the relevant provisions of the Restrictive Trade Practices Act;
and (c) in the case of patented articles by court action for infringe-
ment of patents.

4.3 Drugs Control Administration in India

4.3.1 The regulation of manufacture, sale and distribution
of the drugs is the concern of the State Governments, on the other
hand laying down of standards of drugs, control over quality of
imported drugs, and coordination of the activitics of the State

overnments and providing expert advice are the functions of the
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Central Government  The organsation at the Gintre consists
of the Drugs Controller who 1s asusted by a Deputy Drugs Cone
troller and two Assutant Drug Controllers 2t the head-quarters
There 1s an Assstant Drug, Controller in each of the threc ports
at Bombay, Calcuttn and Mad- s and 1 Techmei!l Officer at the
port of Coclun  There four zo01al affices in Bomln;, Cileutta,
Afadras and Gliszilad asist the Strte Druegs Control Adnunustras
uon sn the umform  enfo-cement of the Drugs 1nd Cosmetics Act
and o her ermnected legistation o3 ol Indis bass The putas
Bomba, and Caleutta are held by D-puty Drugs  Contollers
and thoe at Madreat and Gha-tob~d Iy A stant Drugs Con-
tro'lers The man functions of the Cente~l Orpam ation with the
D-up Gaatroller at the hewd are (1) samplnge of druy from
mported  coas parents and te tne th m At the Central Deugs
Laboratory, Cilcurtn or i th G el Resereh In ttute at
Kauuh (ter bolweal p oduct)  Import s pernatted  nly of the
products am¢ Dvind to te of 1 certun tandurd qu Iy Drugs
whehaefound notup oth~ * ndivdqr by re ot rourned
to the e ity of o n o= d~troyed a1t =« p 1 nof th umporter,
() mth~ecacofduy, Ffobne ude bohhge §and spanl pro-
durts which ave Bikey o dete ori e on stor g the Central
Diuz Crarrol Officers atth~pr 1 p e th p em e where such
drues are stered and deaw sample e 1er If th 1et reports
mdicate that the d-ug has detensor ted the speedfic batch numbers
arc withd-man from ¢ -enlatior ind the State Dru+ Control
authosities arcanformed of the poaton , (1) 1 see o hicenees for
the import of smdl quantities of drie for pe 1 1 use nd (v)
enforcement of the provisionsef the D s ~nd A cal Remedies
(Object onable  Advert ement)  Act in o far 15 the import and
export of drugs through the  re pretne por-ts are concerned

4 3 2 Oncof the statutony functions of the Drugs Convroller
13 to gramt Jicences for smport of  bio'oy cal and other speeral
producss, detuled under Schedule ‘C* =t d ‘C(IV  of the Drugs
and Co metics Act It has been estimated  th~t about 200 import
heences are wssueed or renewed every year  Refirences are made
to the  Assstant Drugs Controller with regard to the avuhibility
of adequate storage  accommodation for storing drugs proposed
10 b~ tmpr-ted 1nd licenees are wsuslly granted only after recespt
of these clearances

4 3 3 Unlessapproved by the Drugs Controller no new drugs
ean be imported  The importer has to apply to the Drugs Con-
woller for permussion forwarding  documentary and other
evidence containing particulars of the pharmacological and toaicity
studies  carried out with the drug, report of the chimcal trals
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already published and particulrars of tests etc. The information
supplied is examined by the Drugs Control Organisation and
where necessary expert opinion from bodies such as the . Indian
Council of Medical Research, New Delhi, All India Institute of
Medical Sciences, New Delhi, the School of Tropical Medicine,
Calcutta, Tata Cancer Hospital, Bombay, All India Institute of
Mental Health, Bangalore, and also Medical Colleges is ob-
tained. In most cases the Drugs Controller requires further clinical
trials to be carried out with the new drugs. In some cases expert
verification of the data submitted by the applicant is carried out
in selected institutions. Under thc provisions of the rule 30(A)
2 continuous watch has to be maintained on the use of new drugs
subsequent to the grant of permission in order to discover whether
or not in the case of extended use any toxicity or side reactions
are observed. The Drugs Controller has to maintain liaison with
leading hospitals and medical institutions for eliciting information
regarding the adverse reaction or any other information that
may be useful in the re-assessment of the efficacy of the drug.
On an average about 60 applications for import of new drugs are
received every year. The Drugs Controller is also the approving
authority for the manufacture of new drugs in the country. The
procedure for sccuring approval for manufacture of new drugs is
similar to that for the import of new drugs, except that in the case
o1 manufacture of such drugs the application has to be routed
through the State Drugs Control authorities. The manufacture
of other drugs, however, does not need the approval of the Drugs
Controller. With the help of the port organisation the Central
Drugs Controller maintains statistics regarding the total value of
the drugsimported into the country as well as information about
the quantity of imports. Data in respect of the total quantity of
narcotic drugs imported together with particulars of the distri-
bution amongst such manufacturers in the country is also main-
tained by the Central Drugs Control Organisation.

4.3.4 The licensing of the manufacturc of drugs in the
country and the sale of all drugs whether manufactured in the
country or abroad is the responsibility of the State Drugs Con-
trollers. The manufacturing activity in the different States is
uneven. For quality control and inspection only a few State
Drugs Control Administrations have elaborate and adequate
administrative machinery. Other States do not appear to have
adequate machinery for inspection, detection of spurious drugs
etc. In many States there is no whole-time Drugs Controller but
the powers under the Act are vested in an officer as a subsidiary
assignment. The organisation is sometimes insufficient to imple-
ment the provisions of the Act. As a result of such disparities the:
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standards of enforcement as well as  regulation are bound to
differ, Were the drugs manufactured in A particular State to be
utilised inthae Statealone, it could be argued, thit the machinery
of the Statc should be depended upon 0 ensurc the safety and
protection of thme who were gomg to make use of the drug But
it 30 happens that the hicence granted in one  State become
automatically valid int so far as the product 13 coneerned for all
other  States in the country, respeaine of the {act whether or
nat the product prres the wore strngent tests ehat may be applied
in a_ State other than the State of manufcture This problem
inervitably leads to the conviderat on as to whether or not there
should be uuformity in the stundsrds for testing, facilines for the
same, as wellin the requlation and enforcement of the provisions
of the Act and Ruletun so fir ac they relite to manufcturing
actraty. As things are, there secins to be a direet relinonddup
between the exteat of the manuficturing activry and the nture
and draree ol control exerc od by the St authonoes Thus
should not be s Tt was sup ~wsted to us at th= piblic mauiry that
Governrnent of India shoi'd take steps to brng the control of
drugs under the Centre by petting thr worent of all the States to
trancfir the subiect to the Gentre so that there wou'd be proper
and healthy entererment of the p oviio 1 07 the Drugs Go atrol
Act throughout the cowrrry It alo undestood that States are
generall, not mclined  to g've up their jursd etion and control
in this matter The alte nitve s thit s unfo m pol¢y fo n=
forcement of the Act nunt be adopted Iy all the States o this
it matter.  The Reports of (1) The Drugs and 1 qupment
Standwrds  Commutec  £1963), (2) The  Mubhopudiymya
Conmittee (1966), {3) The West Bongal Drugs Lnquiny Com-
misuon {1963), nd (4) The Commuttee on  Druy Control
(1961) hase all made viluable suggestions for brnging about
uniformity 13 well as mo-c effectine enforcement of the provi-tons
of the Drugy Coatrol Act.

4.3.5 1 umform standards hwe to be enforced there ought
to b~ centralised control rather than  decentralisation of hicensing
and control a5 evists today. Itis patent thatin the casc of a number
of States Druz Control” 1c a nommal activity and such manu-
facturing actiities may be  counteninced as weuld  not pass
muster 1n another State  more experienced in these matters and
having a better organisation. There ought to be umiformity of
standards of adminstration, testing, approval and other matters
regulating manufacture of drugs and we recommend that policies
may be devised and implemented in such a way that the present
disparity in these  standards is removed.



CHAPTER 5
PREVIOUS INQUIRIES

5.1 Pre-Independence period (1927-1947) :

5.1.1. Though the need for legislation to control the quality
of drugs sold to the public was expressed as early as 1927 by the
Council of States through a Resolution, it was not till 1930 that
the Central Governmeat, in responsc to continuing public opinion
on the subject, appointed the Drugs Enquiry Committee under
the Chairmanship of Colonel R. N. Chopra. This Committee,
known as Chopra Committee, was asked to cnquire into the
extent to which impure and defective drugs were being imported,
manufactured or sold in the country, and to recommend measures
to control such imports, m21ufacture or sale. The Ckop.a Com-
mittec Report was submutted to Government in the same year
1930 and its important recommendations weee @ (1) Central

. legislation to control drugs and phirmacy, (2) establishment of
*test laboratories in all States for the purpose of controlling the
quality of indigenous production and of a Central Laboratory to
contro! the quality of imported drugs and also to act as an expert
body in disputes between States arising from their analysis of
samples, (3) prescription of minimum qualifications and sctting up
training courses for the pharmacists and (4) compulsory regis-
tration of all patent and proprictary medicines of undisclosed
formula whether imported or manufactured in the country. It
was also to recommend that an adviscty Board should be
appointed to adivse the Government in respect of the Rules to be
framed for the Central Act recommended.

5.1.2 Ttwas 10 yearrs after the Chopra Committee submitted
its Report that the Drugs and Co.meiics Act was enacted in 1940
to regulate the import, manufacture, distribution and sale of
drugs and pharmaceuricals in the country. The Rules to imple-
ment the provisions of the Act took another five years to frame and
the Act and the Rules came into force only in 1947, The publie
demand for quality control on drugs sold first made in 1927,
took twenty years to be fulfilled by legislative enactment and
its enforcement.

5.1.3 The Drugs and Cosmetics Act, 1940, and Rulcs, 1945
though based on the GChopra Committee Report, did not meet

34
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that Commuttee’s recommenditio s regarding pharmacists who
hand ¢ dru~ arl fimu'ations  Iien betore Indep-ndence,
the Bhoe Comiatme (1993)  offienlly hnown the Health
Suvey 1ad Doy Inpae st Conottee, emphiu s od the need for a
thooish e c hslof i~ profe on of p{n m oy an the country
and revrnne dxd mecue £0 et of phomu gy and
forth = trine-mdamv v ment Ih o ¢ um ndaten fo the
o o ument of phams sy the ecomin made by th Chopra
Commttee in 1130 vad th- Bhure € 0 otee i 1943 were
implemented only fter Indep nlerce whon die G vertunent of
Tnda pa ~d il Phorm Actan 1918

514 B="re Imdepride ce the piblc dem 1d nd the
consq 1t 1 owve nmentaby te = wese concerned man v w th the
contrelefgu hyofdy v sdtithe piblc ftw oab in 1915,
aficr Wo dW 1L 41 the G venment s nter tw w oy
mresad to doms repodis viofna du and fi o ch micals
In 1945, th= G erntaevtof inl~mdhe I vt ntof Plannng
2] Deet pmentectup ¢ Par Yo e Ch noead Drug and
Pharmieett'c ! underthe cimrmm hipof G Dinel R N Ch pra
tocrq reante rdmdcte o ths Go e nnent th drug o be
P oluced within the next five yearsand the neee 13 tp ta be
al. 1 fo the ne Thp nel recemmended 1l e wdert ding of
dome ¢ menafietn eof anuhoticlle Penclinand S epto-
myc.ns, it malial . and synthrte ind sulpha drug The
Panel recoumend d ¢ menmental 1 sntanee to the ind genous
druz indu try, ¢ m2c "Ny an cettnn g up p lot plants for the minu-
facture of new drt , and Al o m~1 ures for trammine the technical
prronael requ red to man th=rdustrny

32 Post-Independence period (1917.1962) @

52 1 After Indrprndence, the Government of India en-
forced the Dysugs and Co meties Act (1910) and Drugs and Cos-
meties Rules (1913) and the Tharmacy Act, 1918 was enacted
With th~ enforcement of the ¢ Act, and Rules  the control on
domest ¢ manufacture of drugs 1nd then sale throush  qualified
per-onnel brcame the responibilin of th~ State Governments,
while the Central Government was made responsible for  the
control on wmported drugs  Further, Government had to evince
dircct inteeest 1n the p-oduction aspects of the ndustry a, well,
znd for this purpose set up pancls and commuttecs to g ire mto
the indu try at  different timnes

52 2 In 1951, the Government of India set up 1 panel
known as the Pancl for Pharmaceutical Industry (a) to review the
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industry in the light of the changed conditions brought about” by
tae Pactition, Korcan war, and other factors, (b) to report,
inter alia, on the raw material requirement of the industry and
the ways of increasing the production capacity of the industry
within a short period and {c) to suggest measures for establishing
additional capacity wherever nceded.  In addition to furnishing
to the Government a list of raw materials, the quantitics required
and their sources, this Panel recommended a change in the impors
policy of the Government in order to sccure expansion of domestic
output of drugs. It also rccommended State ascistance to private
sector schemes for manufacturing drugs like P.A.S. and raw ma-
terials like Gitric Acid.

5.2.3 At the same time, the Planning Commission also
examined the pharmaceutical industry while dealing with the
chemical  industry as a whole, Some of the important recoms-
mendations made by the Planning Commission were as follows :
(1) the existing as well as the new units should make every cffors
to manufacture as many pharmaceutical chemicals and drugs as
possible using the basic chemicals and or simple intermediates,

domestic or imported; and that whencever penuitimate drugs and
.intermediates were used in the first instance to start the industry,
efforts should be made to manufacture such products within the
country as soon as possible; (2) higher priority should be given
to the manufacturc of synthetic drugs than to the manufacture of
formulations out of imported synthetic drugs; (8) emphasis should
be put on quality rather than on volume of production in the case
of pharmaceutical industry;  (4) steps should be taken to bring
down the cost of drugs, and the tendency of the manufacturers
to undertake development by associating a number of related
companies together, which would only tend to increase’ the cost of
proeduction, should be discouraged.

5.2.4 The domestic pharmaceutical industry was still in a
nascent  state even after five years of Independence, In 1952,
out of the 18 basic drugs specified for the present inquiry only 3
drugs, namely, Tetanus Anti-toxin P.A.S. and LN.H. were
indigenously produced, while capacities were either established
or were in the process of establishment for antibiotics like Peni-
cillin, Chloramphenicol and Tetracyclines. In 1953, the Go-
vernment of India in the Ministry of Commerce and Industry
set up the Pharmaceutical Enquiry Committee with Major
General S. L. Bhatia as Chairman. The Committee had ten
Members drawn from universities and research institutes, State
Directorates of Medical Services, industry as well as from the
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Minstry of Co nmerce d Industry and the Ministry of Health.
The 1mportant terme of reference to the Commttee were

{3) t study the wo ki of the mdutry with  partieutar
refercac~ 1o the cost of prodaction, efficicney of the
process emplo od  quality of drugs preduced,  and the
d mand P the d wg praduced and therr csennaliy,
ud whether the denss produced were mads from 1.
p? ted mtennediates and penutumate or frem the basie
rawomaternls

I

e

to study the operations of foreign andfor  Indian con-
cerns who ampore drugs and pack them in the country,
and th~ extent of tie up between wholly or partly owned
Indian concerns with foreign companies,

(e} to recrnrnend steps for encouraging the manuficture
of impo-tant drugs which are currently umported and

{d) to enquire into the scheme of distnibution, profit margins,
and th~ part played in dus by purely Indian s well as
other concerns

525 The Phannzceutical Enquiny Commuttce made a
comprehen ve suney of the exsung drug industry as well as
peactice of plarmacy in the country, nd submitted ats report
in 1954 Its recommendations were many and far reaching and
related to vanous wprcts of the domesuc drugs industry — The
recommendations relating to lhicensing  foreign  collaboration,
production, imports and exports, customs dutres, sales, selling
system, prices and margns, quality, research, patents and royalty,
and raw materils are summarised 10 Appendic V-A

5 3 After Chineso Aggression in 1962 :

531 While the vanous recommendations of the Phar-
maceutical I nquiry Committee were bemng tiken mto account
!)y G'ovcrnmf:m from tlrms to tme, n fon‘nuhlmg lhc'xr SC.},ICI‘nl!
-t - - .

..
standird drug , and reducing the prices of the indigenous phar-
mncenucal products which compared to tho ¢ of imported ones
were lugh  The Central Government a3 well a5 the State Govern-
ment devoted  attention to these problems and Commuttees and
Commussions were set up to inquire nto these different issues
relating to the industry
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5.3.2 Drugs and FEqupment Standard Committee— In 1962,.
the Ministry of Health appointed the Drugs and Equipment
Standard Committce headed by the Deputy Minister, Health
and with specialist Members drawn from the industry, medical
profexsion and Government depatrments with the following terms
of rcference @

(o) To assezs the extent of spuriows  and sub-standard drugs
in the market;

(b) To suggest minimum standards for drugs and cquipment
and to examine the possibility of mecting the country’s
requircments {rom indigenous sources;

(c) To report on the existing drug control machinery Loth
at the Centre and in the States, the testing facilitics
available, and adequacy of staff for the control  avail-
able;

(d) To suggest mcasures to tighten the provisions of the
D.vgs and Cosmetics Act, 1940 w0 as to mzke its imople-
mentation more cffective; and

(¢) To cxamine the existing legislations on drugs including
related legislations such as the Dangerous Drugs Act,
the Poisons Act, the Medicinal and Toilct Peeparations
(Excise Duties) Act, the Prevention of Food Adultera-
tion Act, and 1o suggest ways and means to bring about
consolidation of the legislation and its uniform cnforce-
ment.

The Committce submitted its Report in March 1965 mezking
a number of rccommendations on cach of the terins of reference.
In so far as drugs are concerned its main rccommendations are
given in Appendix V-B. .

5.3.3 West Bengal Drugs Enguiry Commission.—In
the same year, 1962, under thc Commission of Enquiry Act the
West Bengal Government *appointed a Commission, known as the
West Bengal Drugs Enquiry Commission, under the Chairmanship
of Shri Biren Mookherji, to inquire into, among other things,
adulteration of drugs. This Commission including the Chairman*
consisted of 10 members, four from medical profession, two office
bearers of the Indian Medical Association while the others
included the Commissioner of Police and Officers from I1.A.S.
and L.A. & A.S. Its terms of reference related to (a) the drugs.
manufacturing companies in West Bengal, procurement of their-
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1 materls,  madneny, ete. dequacy of ther finanoal re-
sourees quality, standards and testing ot thor products 1d the
exert (o which the  exiung txes,  dutes nd fees advencly
affceted Prern,  (bY the exisung tw to conteod the mnuieaure,
tetig, sto—oes, dutnbut on and sale of droge with fart culr
reference to the  State Drups Control Adnanstistien ' the
State Denzs Tesung Labo wtories, (¢ the molpr e i n nue
ficture, st 1, distabuten ~nd sile of drugs and 3 hodr
shortwee mosupply s inany way entour=tad the manut ot e of
souriou d sub stindard drupe This Commbsion submitied s
Report i June 1963 Srmie of its amportsnt findings and - re-
conment tom e gnen o Appendix \

5 3 4 Committeec on Drug: Control —Atter 1he West
Bl i~ Frqun Comnmesnon's Report ssas subn oot od - the
C orad Health Comunerll wheh v s already woncerned st the
wepo ted Iigh e denee of  ub tardard and spuniou d 1, m
th curn, winted to 1 certun wh Cmmmediste senen ccud be
tiken to meet the stuttion =+ rep rted by the West Borgad b
¢ o Gonmi oon In pura rec of 4 rcoluticn o th of c
P sadby Central Health Govn ol s Hidhmeetng die Mo s
T Hedth sponted in Octeler 196 the Comnuntee cn D ugs
Comrel }wwn s Buk » Commntee con 1 tng of the D ugs
Cratroller of Brdin, and the State Dru Controlle s of A ha
7 htrvand Gupeat The te ms of rederence ol this Conmttee
wete () to study the Repere of West Beng | Drugs Lrquiny
Conmission and 1l o the eondipons ¢ 1l ¢ drugs cot tre] rdmim
trt onan d flerent Statss, and (b o pive recommendations 1o the
Central Te Uth Council on the teps to be tahen D7 the effect ve
cilsecement of the provisions of the Drugs and Cosmnene Act

Fo Commttee submitted ns Report in May 1966 Some of the
mpo tant recommendations of i Committee redrtng to
formul~tion  sale huences, amendments to the Drugs wd €
mutic Act, Drug= eontrol dinmstrition product on of ph 1
cuutic 1o eqipm 1t and tesung in the Centril Deug 1bor 0y
were  ginen in Appendix VoD

5 3 5 Mukhopadhyay Commuttee (1966} to study the
Recommend-tions of earlier two Committees —In July 1966
the Afyusey of Hedth and Eamly Planng, ~ppunted ~ Gom
mitte with the Health Minnter of West Bengal as Churmen ~nd
th* D ue Cotroller of Indis ~s Seert v (1) to go nto the
recommenditions made by the Committec on Drug Control and
alo by the Drugs and Equipment Standards Commuttee  nd
{b) to’ make switable recommendations to  Governmert  The
5—1T € Bom {70
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Report of this Committee was submitted in December 1966, The
Committee fully cndorsed many of the recommendations of the
carlier two committees. In Appendix V-E arc given the carlier
Committees® recomwmendations relating o Testing and Drugs
Acts as endorsed by this Committee.

5.3.6 While in the wake of Chinewc .\ggression the Drugs
(Display of Prices) Order, 1962 and the Drugs (Control of Prices)
Order, 1963, were iscued by  Govermment to stabilise the drug
prices, Government felt also  the need for  examination of the
manufacturing cost of basic drugs with a view to bringing down
wherever possible their unreasonably high prices and thereby to
scale down the prices of formulations as well,

(i) Technical  Sub-Commitice of the Developmnet  Council for
Drugs ard Pharmaceuticals (1962-63).— During 1962-63 a 1cchnical
sub-committee of the Development Council for Drugs & Pharma-
ceuticale had in its Report examined the costs of indigenous
manufacture of drugs, and also the factors which. contributed
to the higher costs of production of basic drues in the country,
such as mmport duty on intermediate chemicals, excise duty on
indigenously manufactured raw materials and non-availability
of chemicals of high grade purity. Making a rough estimate of the
incidence of these factors and based on estimated costs of
production in India it found that therc was no justification for the
selling prices of indigenous basic drugs to exceed the c.i.f. values
of equivalent imported drugs (not exported to India at subsidised
orices) by more than 60 per cent. It accordingly recommended
that wherever the local sale prices exceeded this margin over the
c.if.  values detailed investigation of the cost structure would
be necessary to ascertain the factors contributing to higher domestic
costs. In a second report dealing with finished products (i.e. for-
mulations) the same sub-committee examined also the prices of
some escential pharmaccutical preparation and observed that
though the cost of prcduction of basic drugs in India were usually
higher than those in the developed foreign countries, the cost of
production of finished preparations in  India were in most cases
much less than the doemestic prices of similar products in foreign
countries and that the differences between the consumers prices
and tne ex-factory costs of the finished oreparations were much

less in this country than those in most of the developed fcreign
countries.

(i) Technical Committee of the Ministry of Health and Family
Plunning (1963).—1In September 1963, the Ministry of Health and
Familv Planning appointed a Technical Committee with Shri
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Guan Prakash, Jt Sceretary of the Ministry as Churman, and the
Drugs Controller of Indit 18 Momb r Seeretary wath the following
terms of reference * (a) 10 exunme the reasonbluness of the
prices of nune speatfied drugs to th consumers, huwang regurd
to the mimimum cost of production nd other wpeers and o furm b
therr findings at the carliest, and (b) 10 cxamine i ke munna the
rcasonableness of the prices of such o lier ¢s entiad drnig v the
Go ernment connidered recessiry, subscquenth The nine diugs
sp cified under {a) of the terms of refe enee were

Vitwmin By.  Sulphadizing, Larweschne,  Chlorum
phect, TN, PAS, Predusolone Tolbut unide
aud Acetnl Salicyhe Aeid  The Commttee Iid seven
members drwn from the Hindustan A\nubiot s Tid,
Plunng Commicgon DG I D Nty of Houne
AfTu~  Mumstry of Industry and Mustry of | conumic
mnd Defence Co-ordinntion It submutted v Report to
the Gorvernment an July 1976 The Repart has not yet
been publishud  The Commuttee explained the pricucal
difficulues in the exymuimtion of the ¢t siructure nd
the severtl  Iimatations und r which 1t had to worh
Thoush the Commuttee had the  benefit of 1d 1ce of
Cost Accounts Officer, 3t w13 1ot prsable for 1t to under
t1ke as detuled a ccrutiny of the varous ditr as was
desirable or 4s 13 being done by the  Cost Accounting
s AT of the TanfT Commus 1on

5 3 7 Report of the Indian Pharmaceutical Delega.
tion (1964).—The Development Counail for Drugs ind Pharmae.
ceuticals felt in 1963 that the industry had not yet reached a stage
of maturity where further continued growth could be self-
austaining Therefore the Development Counci! sponsored in
October, 1963 a 11 member team of Indian experts drawn from
the Industry and Government, with the Jwe Dr H R “Nanp
as leader to visit <1x pharmaccutieally advanced countries with the
following terms of refurence —

{a) To make a survey of the Tatest fechmques i the manu
facture of basic  drugs and fine chemieals (including
synthetic drugs, antibtotics, phytochemicals and glan-
dular products) wath speenl reference to those immedtate
mterest to India, by visus to sclected  pharmaceuntical
factories in Ttaly, Switzerland, West Germany, K,
USA and Japan
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The survey should also include a studv of modern trénds in :(—
(1) Location, design, layout and construction of factories
(2) Organisation of basic and applied research. (3) Pilot
plants for basic drugs (4) Pharmaccutical product
deve'opment laboratories and newer methods of steriliza-
tion (5) Plant, equipment, utilities and their main-
tenance; materials handling. (6) Production of basic
drags. (7) Processing and packaging of pharmaceuticals
(8) Quality Control.

(b) To study the general situation with regard to manu-
facture and supply of intermediates and to ascertain to
what extent decentralization has been achieved in the
supply of intermediates.

(¢) To study current opinion in various countries with regard
to patent protection for drugs.

(d) To study methods of pricc regulation, if any, voluntarily
or by legislation, adopted by different countries; and
to ascertain the prices at which important drugs are sold
in the domestic markets of the countries visited.

() To submit a report to Government advising on measures
to be adopted for the future development of the pharma-
ceu.tl((‘ial industry during the Fourth Five Year Plan
period.

) The Delegation’s Report was published in 1964, and its
important recommendations are given in Appendix V-F.

5.3.8. Drugs Advisory Committee set up at the Ninth
Drugs Conference (1965).—The Ninth Drugs Conference held
at Hyderabad in August 1965, set up a broad-based committee
representing the interests of manufacturers, wholesalers and medi-
cal profession to examine the whole question of price revision
and to ‘make suitable recommendations, called the Drugs Advisory
Committee, with Dr. Devesh Mookherji of the Indian Medicial
Association as convenor and including representatives from Associa-
tions representing manufacturers, retailers, Ayurvedic and Unani
SYStij”of medicines, etc. This Committee submitted its “Interim
Report” to the Government in April 1966. Reference to the re-

f:}ommendations of this Committee has already been made in Chapter

To de.‘i.Q. t’li'h% Committee on Essentizl Drugs (1966).—
of dru 3¢ ]c? overnment in regard to the preparation of the list
gs and medical requisites for manufacture and import



13

from ume to tume, the Mty of Health and Tamily Planning
constrtutedd the Cornnuttee on 1 sentil Drugy The Gommutiee
consited of top m xdical speanatists i the country and was headed
by the Dircctor Generat of Health Services It has prepared (1)
hst of 155 esentnl d ug  manulactured from amported 11w
mate nls ocimpo ted into the country wnd 2) 1 st of 23 essential
drugs manuflactured an the country  Its amportant recommenda
uons made so [1r are ginen i Appendix V G

511 The devdopment of the drug and pharmaceuncil
ndustry ind Ao the formulaton and umplementiton of measures
for control has taken place fo the mo t pawtin the po t Indepen
dence p~riod Earlicr the only sigmficant cvent was the ennctment
of the Drug Act \We havealready given particulars of the various
commuttees  that were set up 1n the post Independence  period
together with  their terins of reference The impact that the 1e
commendat ons of these commttees had on the development of
the indu try and measures of control excretsed dh ough govern
mentil 1g nciesisdincu ed below  These tssues have been grouped
under the following heads

1 Production of drugs

(1) Manuficture of essential drugs
{n) Formulation on loan hicences

{m) Small scale unuts

() Basic drugs and formultung firms

(v) Raw Matenals

{v1) Pharmacentcal Equipment

{vn) Sales and Sclling Commussion
{vns} Research

(1x) Cconomic Unit

(x) Asustance by Government

{x1) Other guwide Lines
2 Drugs and balance of payments
(1) Collabo ation with forcign firms
(1) Imnort of finished drugs and

(213) Lxports and export promotion
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3. Governmental controls
(i) Grant of manufacturing licences
(i1) Quality Control and testing and

(1ii) Administration of Drugs & Cosmetics Act.

iy Manufactwe of Essential Dings—One of the recommenda-
tions of the Committce on lssential Drugs (1966) was that c:-
sential drugs which can be produced with the avatlable facilities
should be manufactured by the public sector unit. We have scen
the establ'shment of IDPL and the HAL, bothlarge units with a
comprehensive programme of manufacture.  But no  categorical
decision by the Government with regard to manufacture of es-
sential drugs entirely by these units has been taken.

(ity Formulation on loan licences.—The Pharmaceutical Inquiry
Committee (1944 had recommended that firms v hich do not have
their processing  departments but get the processing done on the
basts of loan licences <hould be permitted to set up their own pro-
cessing  departments il they con undertake to produce essential
drugs from the basic chemicals or  intermediates nearcer to basic
chemicals within a reasonable time. No hindrance is likely to
be placed in the way of such cntreprencures.  But licences con-
tinue to be granted under the Drugs and Cosmetics Rules to
units which do not possess their own plants and premises though
they are gencrally advised to take steps as carly as possible  to
sct up their own processing plants,

(i) Small scale units.—In line with the advice tendered in
other fields of industrial activity it was suggested that small scale
units should form co-operatives in order to pool their resources.

MUCI} progress, however, does not appear to have been achieved
in this direction.

(iv) Basic drugs and formulating fims.—A tendency was
noticed on the part of certain processing firms to prefer to import
from foreign countries, fine chemicals and intermediates instead
of purchasing them from indigenous sources. Simultancously
it was also found that certain manufacturers of fine chemicals and
intermediates did not desire to sell them to others keeping their
production captive.  The Pharmaceutical Enquiry Committee
(1954) had recommended that imports of intermediates and fine
chemicals should not be made where the raw material was availa-
ble in the country andalso that instcad of keeping their proudction
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ciptin the manufsturers of raw materals should produce
tham i quantitio sullic want to mect not oaly therr own requare-
m ats but alo of oth r proce ing firms Government b ve ale
reuly d ad d that mport ol stems v helt e wulhble m the
comtry should not e ~llowad Thes e tho been encotriging
th ntoduction of #t ms wheh were not w ulablein the country

Th i dors not app ar to be ans dehib rate policy on the part of
manufcturer of ba ¢ drugs o confin - the r us ty the own
unt Whe wir aapaties ~rd production are adequ e these
are tho bung mad  woulible 1o oth r. The Drig and I quip

ment Studods Cmmutee (196 had recommended tha
pution of the bisic drugs manufactuned must computsordy be sold
ard handad over to the formulaung firm arrespectne of th tor

mulat on requircnent of the producing unit Since no Cntro on

de hue ve been mmpo ed these are still volunta v

(v) haw mateniels —The Pho m e uel Irqury C© nnntee
(1954), The Wet Benoal Druc  Inqury Commusion  1964)
ard the Drugs I quipment Standards Commurttee 11965) I d A1l
emphas «d on the need to supply raw material from ind genous
soarees Among other thing  the e tibl: hment of 1 modarn 1 u
gh © howse 1nampo tant ¢ ties for the purpose of collectien md
pre ervanon of ammal gland , cultination  storage and marthenng
of m~dic nl plints, manuficture of s ential coal tar products
were  some of the suggestions made bv the above Committees,
th Jatter two activaties 1o be tiken over by the Goverrment
It has since been found that the establishment of 1 modern <lau-
ghter housc in bug citiec 1s not_ 1n economic proposiuon since the
recmvery of glands which can be of pharmaceutical use s doubt-
ful The Cuntral Ind an Medie nnl Plants Orgamsit on and the
Indian Counci of Agncultural Research have taken up neccssary
steps for scient fic culuvation of medicinal plants Hindustin Orga-
nic Chermicals will develop the coal tar products Another re-
commendation was that the import of raw matersnls should be
allowed freely an the case of stens which were not indigenously
avulable  This has to a Jarge extent been donc  Remussion or
rebate of import duties was also suggested, 1n cases of disparities,
action for redress 15 tahen by Government  The Mukliopadhyr
Commuttee had suggested that Government may  take steps to
provide raw mterials and paching matenal at the rates pre
vail ngan 1963 to the drug industry Tlus 13 obviously a proposal
which could not be enforced even :f agreed to It had suggested
that the small manufreturers should be given interim  ncrcase
of 10 per cent on  the price of essentinl and hfe saving drugs
This was not agreed to by Government,
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(vi) Pharmacewtical Eguipment.—The  manufacture of glass
lined and high vacuumised cquipment as well as other plant and
machinery even with foreign collaboration was recommended by
the Committec on Drugs Control (1966) and by the Commission
set up by West Bengal Government (1964). Adequate enpeoura-
gement has been given to such ventures, and capacity has alrcady
Deen set up in the country for the manufacture of glass lined vessels,

(vii) Sales and Selling Commission.—QOn  the subject of availa-
bifity of drugs, vaccines and sera made by Government  inddu-
tion ., the Pharmaceutical Inguiry Committee (1964) had suggested
that such drugs should be made available to the general public
also Government institutes manufacturing vaccines and scra are
now exccuting  supplies of some of their drugs to the gencral public
also through retail channels although such offtake is not h'gh.
Supplics made, the Committee observed, to hospitals at conce-
ssional rates by the trade found a way into the open market and
dissupted normal trade. It recommended that such hospial
supplics should be in special packings and not the same for supplies
to the trade and that as far as possible even supplics to hospitals
should be made through recognised trade channels. This recom-
mendation was accepted  and supplics to hospitals are made in
hospital packets specially over printed with *C.G.H.S. supplv—
not to be sold” where the supplics are made to the Central govern-
ment health scheme. As  regards other hospitals steps are being
taken to lay down rules under the Drugs and Cosmetics  Act,
prohibiting  the dealers from stocking such drugs, requesting or-
ganisations of manufacturers to cvolve a symbol or a special
distinguishing mark for such drugs and by requesting Government
indenting organisations such as Military Stores and D.G.A.F.M.S,
and others to reorganise their internal set up to prevent pilferage,
A discount of 25 per cent of the prices at which the goods were
sold to trade with an cxtra one¢ and half to two per cent to cover
packing ctc. was suggested with the stipulation that the whole-
saler should sell at a price which gives him a profit of ten per cent
and pass on the balance to the retailer. By and large we find that

the same pattern exists in so far as the dealers’ commissions are
concerned.

(viii) Research—Stress has been Jaid on the setting up of re-
search laboratories. We have discussed this general issue in chapter-

18. There is no disagreement on the point that research is essential
and that it must be encouraged.

_ (ix) Economic unit.—The Indian Pharmaceutical Delega-
tion (1964) rccammended the installation of multipurpose plants
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1n order that low volume of production of indnidual drugs may
he compensated by mereasing the number of drugs to be produced
on the same plant Tins recommendation is being acted upon by the
ket try

{x) Assistance by Gort —The West  Bengal Drugs Luquiry
Commussion (1964) suggested that Government should improve
conditions wiich cwuse dithiculties to manuficiurers such 13 varying
and iadequate  pressure of the C ty s gas supply fluctuation of
voltage m the electric supply, lngh muntenanee co t of mir con
ditioning, non walabihty of sofnigeration transport costs and in-
<luston of bastc raw materils under item 28 of the Tl Scheduir
Thec are 1ssucs wh ch have otherwise too been pressed by manu
facturers The Indin Pharmaccutical Delegation made quite 1
fow  suggestions al o with regird to the manufacture of deugs
It lard emphasis on the uitable chowce for the sites for chernical
p'ants and sud that 1t should not be for the sake cf regional dis-
wibutton of industries but by taking into account the essential
techmical  considerat one such as 1ssured and conunuous water
supply and discharge of effluence, and on close colliboration
between Atomie 1 ne gy authonties and pharmacentical industry
and tax rchefs on research work These recommendations  are
sull under the consideration of Government

{x1} Otker guade lines —suggested  were  the muntenanee of
Iiberal stocks of spares for replacement of essential atems, setting
up of pilot phints and encourigement from the Government
1o consulting organisitions <0 as to cnable them  to undertale
devefopment work on behalf of the industry, hasion between
the engineering industries and pharmaceutical manufacturers

542 Balance of payment and the drugs indastry —The
AT ~ = e se A10R4) T ad cannmemanded that
actories
1 - - which
were not  bemng manufctured already i rdequate quantties by
other factories in Indin and further that such manufacture done by
startng from bastc chemicals or intermedintes  as nexrer to ba ic
chemicalsas pos iblewitlun a rev.onable time  Ancther recom
mendation was that in  exceptional cases such companies can
be sct up with Indian caprtal participation and after the manu-
facturing process ts completed with a prowvis on for repatraation of
foreign capital from the sixth to fiftcenth year thereafter It ulo
suggested that no royalty should be paid on any product unless
it had been meluded in’the hist furnished to and certified by the
Mimstry of Commerce nnd Industry, that there was no current

=
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86

TABLE
1 2 3 4 5 6 7 8
24 Oriental Pharmaceutical . 1966-67 Private Public 4.67 4.67 28
Industries Ltd., Calcutta. Sector Lid.
25 Parke-Davis India Ltd.,Bom- 1965-66 Do. Do. 105.00 105.00 249,
bay.
26 Pfizer Ltd., Bombay . » 1965-66 Do. Do. 247.52 247.52 537-
27 Recho Products Ltd,, Bombay 1966 Do, Do. 100.00 100.00 258,
28 Sarabhai Merck Ltd., Baroda 1966-67 Do. Do. 16.50 16.50 178,
29 Synbiotics Ltd,, Baroda » 1966467 Do. Do. 75.00 75.00 27
30 Themis Pharmaceuticals Ltd,, 1965-66 Do. Do. 5.00 5.00 8.
Bombay.
31 Standard Pharmaceuitcals 1966-67 Do. Do. 43.43 43.43 143
Ltd., Galcutta. -
32 Unichem Laboratories Ltd., 1965-66 Do. Do.  45.00 45.00 98
Bombay. .
33 Wander Pharmed Ltd,, 1966 Do. Do. - 9.90 9.90 26;
Bombay. y
34 Wyeth Laboratories Ltd,, 1965-66  Do. Do.  75.00 75.00 152
Bombay.
2633.08 2526.08 7784
6.3. Present position of units manufacturing formulations.

of the specified drugs :

6.3.1. In the organised sector there are 34 units which_

manufacture one or more of specified basic drugs under the
inquiry. Of these 30 manufacture formulations also. In addition,
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6.13—~Coneld,
9 v n 12 13 1 13 15 17
12,08 7,07 1004 o FPormulatons, o 46 . 6
157,04 €129 17% 83% D phenhpdramine ST 1 3% 347
Trdrochloride
(Usr)
23337 14383 19N BIw, . 1130 4“1 3% 199

247 14 1 Vaampati  Amsmal 13 n n 152
' > b l’oudp:lu!n

U3 2.9 6% 33% Foa Chemieals, 3 30 13 128
Viamln  B-6,
Sorbutol

24674 18385 S2%,  43% Dilodoquia Seec 197 142 3¢ 34
Bana Nicotian
ude ium
Saechana,

2275 1631 100%, v Other Pharmarca- 60 14 23 101
tissl preparation

UAIZ 3972 90 3% OB Speeiner Pateon, 28 106 4 207
‘inchtures  aod
Injectibics

7018 4906 100% v- Pharmaccutical 220 M6 53 48
Froducts _lojre-

¢ one e
Tablets and Ounte
meats

2361 1465 43%  55%  Vavouformulem 20 20 100 39
xad  basic peodur
ts
1643 7781 26% T% . 123 % & I
540518 3410 00 10945 31924 30 222,13

to these, there are 19 units which manufacture single drug formu-
lations of one or more of the specified drugs and nine more units
which f: luple drug formulations also. Thus in 50
for as the scope of the inquiry is concerned, there are 28 more units
in the orgarsed sector which come within the purview of our
jnquiry. The position with regard to the small scalc sector is as

2—I1TC Bom/70
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follows :  Of the 11 small scale units which manufacture basic
drugs only four manufacture (ormulations and the remaing
seven confine thew activities to the manufacturce of basie drugs
alone. There are & large number of other small scale manufacturers
who manufacture single or multiple drugs formulations from the
specified drugs. These are not registered with the D.G.T.D, under
the provisions of the Industries (Development and Regulation)
Act, 1951, But under the provisions of section 18{C) of the Drugs
and Cownetics Act and rule 69 framed under the Act, they, have to
be licensed by the State Diugs Controller before they can manu-
facture and market any of the drugs or formulations. It could there-
fore be considered a happy circumstance that in this industiy com-
pulsory registration and licensing by Government i, evential
irrespective of the size or quantum of out put. The law  ale
requires inspection and checking  of the conditions and the pro-
cesses  under which the drag i being manufactured.

6.3.2. Certain qualifying remarks are however needed in
respect of the investigation into formulations for the reason that
while the inquiry is specific and defined in respect of the basic
drugs referred to us for investigation, it is not so in respect of formula-
tions. From the information that could bLe collected it has been
gathered that based on 18 drugs under inquiry the total number of
formulations in various applications at present manufactured
in the couniry are numerou, and the exact nwnber could not be
ascertained, In order to limit the scope of the inquiry to a2 reason-
able number, only 39 single and 30 multiple drugs formulations of
a repesentative character were adopied for the purpose of our cost
analysis. As regards the general wwvey it is comprehensive and
includes all formulations  whether single or multiple of the speci-
fied basic drugs.

6.3.3. Under the provisions of Sce. 18(C) Drug. and Cos-
metics Act, no manufacture of 2 drug or formulation can be
under taken un'css the manufacturer takes out a licence in the
prescribed form from the State Drugs Controller. The licence
specifies the names of cach of the drugs separately and zlso the
period for which it is granted. The licencee is also subjected to
periodic checks in order to ensure that the requirements of the law
and the rules are being complied with by him. It was to be e¢x-
pected that the respective Drugs Controllers would maintain
the records of licences issued showing the details of the drugs and
formulations permitted to be manufactured by the different licen-
cees, the name and location of the unit licensed, the renewals made
at periodic intervals and the results of inspection carricd out by
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their staff under the provision of the rules and that each Drug®
Controller would be 1 a position to provide to us or to any other
bonafide inquiring  autho~ity, nimes and particulars of !;1: units
licensed who manufacture or formulate certun items of drugt
or formulitions and formation in respect of the results of in-
spection of drugs manufactured for the purpose of quality con-
trol It v-as however after much prodding that we recened re

ples regarding the number of units licensed by the State Drugs CGon

trollers” In the case of the State of Punjab no reply has been re-
cenved from the Drugs Controller We suggest that steps may be ta-
ken to cnsure that Drugs Controllers mauntun records of the licen-
ces 1ssued by them and that these ahould be readily  available

It 1s 1keo desirable that the list of such licencees s published perio

dically on 1 central basis for the whole country since drugs manu-
factured 1 one territory are marketable all over the country and
may also be exported  Such hists should contain the names of the
units with location, year of grant of licence, drugs and formu

la 1ons speafied an the Iicence, 1nstalled eapacity and  annual
production in terms of th~ quantity of formulation and drugs to be
manufactured or «ntable aggregates of the same

Lien though there arc more than 2000 small scale umits
and each bne funittions under a licence, very little information 1s
available in respect of therr activities and contribution to the phar-
maccutical industry It s suggested that all the State Drugs Con-
trollers should also collect information annually 1n respect of the
small scale units under the following heads

1 Basie drugs manufactured with value and quantity of each
product

2 Formulations manufactured with value and quamty
of each product

3 Datamnrespect of assets and reserves to ascertamn the capital
employed and net worth

Similar particulars may also be obtamned n respect of the
wnts which have been hicensed to manufacture Unaon and Ayus-
vedic medicines Such data should as far as possible be pablished
at suitable intervals so that a proper of the develop
of the pharmaceutical industry may be made

634 From the data gathered by us we have arrived at the
following picture of the State wise distribution with regard to the
manufacture of drugs and formulations (Tables 6 14 and 6 15)
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673

5854

140
Nil
Nil
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Sfor basic drugs and  formulations
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Number of units Licensed Units common between  Total number of umts
to manufactyre formula.  columns {G) to (8) & with in the purview
tions included 1n the scope 9) ta (11) of theanquiry
of the wnquiry
Large Small Total Large Small Total Large Small Total
scale cale seale acale scale  scale
9 10 n 12 13 4 15 6 17
2 4 [ 2 Nil 2 5 6 1
Nl 2 2 Nil Nil N1 Nl 2 2
nu 4 4 Nit Nil N N 4 4
Nl 8 8 Nl Nil Ni Nit 8 8
3 18 21 2 1 3 6 18 24
™t Nl Nt Nil Nil Nit Nil Nl Nl
Nl 1 1 Nl Nil Nil Nil 1 1
Nl 3 5 Nil Nl Nil Nt 5 H
Nil 1 1 Nit 1 1 Nit 1 1
Nil 22 22 Nt Nt N Nit 23 23
1 13 1 N Ni Nit 1 13 14
38 180 218 22 Nil 22 39 184 223
Nil 14 14 Nit Nl il Nl 14 14
Nl 9 9 Nl Nl N1l N 9 9
N Nil Nil Nl N N1l Nt Nl Nl
1 Nl 1 1 Nl 1 1 Nil 1
Nil 1 11 Nil Nil Ni? Nit 11 n
1 31 82 1 Ni 1 2 3t 33
13 61 74 9 2 11 14 66 80
Nit Nl N kil Nil Nit Nil Nl Nil
59 384 443 36 4 40 68 396 464

(B)




4
5
6
7
8
9

10
11
12
13

14
15
16
17

units Number of units
manul‘actun’ng manufacturing
single dryg formy. . mulijple drug
State lations of ¢ fo;‘mulations of the
Specified drugs specified~ drugs
Large Smal] Total Large Smal] Total
Scale Scale . Scale Scale
Andhr, Pradesp, . . - 2 4 6 1 | 2
Assam 2 2
Bihar 4 4
Delni 8 8 1 1
Goa
Gujara¢ L, 18 2 2
Haryan, . .
Himahcal Pradesp . 1 1 .
Jammy & Kashmir 5 5 3 3
Keral, e . 1 1 1 1
Madhy, Pradesp . . . I a9 22 .
Madras e I g3 14 - 6 6
Maharashyr, - 3 180 918 13 6
Mysore . I+ 4 §
Oriss, . .. 9 9 -
Pondicherry . . .
Punjap | . . 1 1 .. - -
Rajasthay, . . .. 11 11 .. 3 3
Uttar Pradesp, . . . 1 31 32

West Bengal . . . - 13

Tripur,

61




CHAPTER 7

CAPACITY
7 1. Basic drugs

711 In the orgamsed sector there arc 14 umts which have
been hicensed with caphaities for the manuficture of one or more
of the basic drugs under mnquiry In the small scale sector s has
already b-en mentioned, theré arce 16 such umsts Paruculars of
the units licensed for the manufacture of onc  or mare drugs and
of tho ¢ which have already castablished capacities for the drug
hcensed  are as  follows

Tanre 71

Auriber of units lcensed|approvd for ore or more drugs and the rumber
whick Fave establisled capacthies for all the drugs licensed

No of umts No of unuts wh ch have established
licensed appro- capacities
ved
No ofspecified drugs
1 censedlapproved to Large Small Foroncormoese  Torallthe
aunit scale  scale cl‘:ll elicen ed | censed drugs
rug

Large  Small  Large Small
scale scale  scal scale

1 26 14 18 e 17 9
2 7 ! 6 1 4
3 3 1 3 1 1
4 5 4 3
5 3 3 1
TotAL 44 16 34 1 26 9

712 Particulars of the drugs for which capacities have been
sanctioned togeth~r with the names of the umits arc g1 en in Table
72

93



L

icemed/apporved Capacity
SL Basic Drug and Year Unit In the
No. Nameg of the of
[8;

nits

year of 1962
8rant Measure.

In
8rant
ment

In
1963 1964

Iicence
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each specified banc drug

95

Licensed/approred  capatits

Installed capaaity

In In In In In In In In In
1965 1966 1967 1962 1963 1964 1965 1966 1967
2 10 n 12 13 14 15 16 17

15 15 13 20 20 20 20 20 20

10 10 10 20 20 20 20 20 20

25 25 25 40 40 40 40 40 40

25 25 25 25 25 40 40 40 40

132 132 132 - . e -

12 12 12 . . 12

502 502 s02 25 23 40 40 40 52

capaaty for 24 24 24 2% 24 24
Vitamin B-12)

6 6 [} . L] 5 6 6 6

20 20 . .
6 26 26 24 29 29 30 30 30
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7.2—Conld,

60 90 120 G0 63 84 90 150 180
50 125 . 125 .

1o 215 245 60 65 8t 90 150 180

83 83 83 83 83 83 a3 83 83
20 90 20 35 35 33 110 o 110
capacity of 160 . . -

84 84 81 45 51 Go 75 77 77
20 20 20 10 10 20 28 50 50
20 20 20 10 10 10 20 20 20

140 140 1“0 ¢

264 264 261 65 74 90 123 47 147

90 90 90 . 40 10 80 80 80
40 40 . 15 30 40 40 40
85 85 . .

190 215 215 55 70 120 120 120

*Tentative capacity for sulphadiazine. Total tnstalled epacity for all
sulpha drugsis 210 tonnes but effcctive operational capacity s oaly 175 tonnes
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7.2—~Contd.
9 10 n 12 13 [E] 15 16 17

200 200 2040 10 10 10 10 10 10

42 300 300 3 3 12 12 12 12
08 o8 08 - - 12 12 12 12
36 36 36 - - - .

180 180 1890 - - -

46 6 24 724 13 13 232 232 232 232
10 10 10 5 5 10 10 10 10
10 10 10 10 10 10 10 10 10

15 15 15 15 15 15 13 15 15
3 3 3 15 15 15 40 40 40
120 120 120 - - .

1488 1445 1445 180 180 230 255 2855 255

3u 36 36 36 36 36 36 36 36
1 1 1 06 06 06 06 06 06

37 37 37 36 6 366 366 366 366 366
10 10 10 1.1 1.1 13 30 30 30
12 12 12 . - - -
4 4 4 .

26 26 26 11 11 13 30 30 30
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. . 0-2 0.2
586 5% 585
(ii) Smal; Seale
Uniys,
1

G.D4 Chem;j
cals . Tonnes S 5.4 5.4 5-4
2 Neogy Lap . 25 10.9 10.0 10.9 10-0
3 Syno~C’11cm . »s 5-0 . 5.0 5-0
AHiance Trag-
ing . . 3y 10.3 10.3 10.3
5. Sunny Indys.
trics . 3

4.0
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7.2—Contd
L

9 10 11 12 13 14 15 16 17
[ 65 65 369 369 369 %G9 369 39
11 {3 I 10 1.0 10 10 10 10
20 20 20 20 20 20 20 20 20
35 33 35 30 3.0 30 30 30 30
410 110 41 0 400 4040 400 400 400 400
1o 10 10 40 4.0 4.0 4.0 40 40
25 25 25 60 60 60 60 60 60
06 06 06 075 075 075 075 075 075
02 02 02 . . - . - -
02 02 02 . . - .

536 58 6 536 937 937 937 937 937 937
54 54 54 2.7 2.7 2.7 27 27 247
100 o 100 10.0 100 wae* 100 10.0 108.0
50 50 50 - 50 50 50 50 50
103 103 103 103 10.3 103 10:3 103
40 40 40 . . . 40 40 40




6. Swisy

Chem;.
cals N . Tomzcs 15.¢ . .
7. Usan Labs. . 55 12.9 .. .
8, Texdyes . . 3y 2.0 .
9. Quinocbem. . ) 6.0 . .
10, EagleLab. . ’ 6-0 . 6.0 6-0.
11, Britisp, Med;. :
cine . . ’s 3.8 . .e
12, Universal Che.
Wicals 1966 1 5.0 e
15.4 36.7 40.7
B, Dz'-[orz’o-!{;d’ro% .
Qut'nalx'rze.
() Large Sealy Sectpy
1, Bengal Chem;. \
cal | . « 1959 Onneg (Includcd n the Capacity, of
2. -Brabmacbari
Research Inst, 1959 ’ Do,
3. A!bertDavid « 1959 . Do,
4, Synbiotics 1957 " 5.5 5.5 S5 5.5
5, Beng,; Immyy,;.
ty . . . 1952 sy 4'5 4"5 4‘5 4‘.5
6. May & Baker + 1955 2 4.2 42 4.2 4.2
7. Alprnbic Che.
Micy] . « 1959 2 (IIJCI!tded n the Capacity, of
8. Sta.udard ar-
maceuticals « 1959 s \ Do,
B:ologxc Evap,e 1960 ss 2.9 2.9 2.9 2.0
Eas ndiy
Pharmaceutxcal 1952 35 (Includcd



103

7 2—Cortd
s 1 n 12 13 #1516 17
156 156 156 156 156 156
60 60 60 6o 60 60 (o0 G0
36 36 3¢ 36 36 S6
50 350 .
599 619 619 127 310 330 572 572 572
Todo-Chlor) 02 o2z o0z 02 02 02
06 06 06 06 06 06
30 30 30 S0 30 S0
55 55 55 120 120 120 120 120 120
45 45 4.5 45 45 45 45 45 45
42 42 42 42 2 42 42 42 42
Todo-Clilor) 06 06 ©06 06 06 06
(Capacity included in that of Todo-Chlor)
20 20 20 . . .. 50 €0 60
Todo-Chlor) (Gapacity eluded in that of fodo-Chlor)
1€2 162 162 21 251 251 301 311 311

91 T C Bom/70
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7.2—Contd
.
9 10 1 12 13 14 15 16 17
Todo-Chlor) (Included tn the capauty for Todo-CLlor)
Do
Do
- 07 0.7 . - - - 406 406
18 1.8 18 - 18 18 18

Todo-Chlor) (Incluled in the capscity for Todo Chlor)

- 18 38 58

36 36 36 36 36 36
06 06 06 06 06 06
50 50 50*

O o -
~uwoo
O o=
~uao

3.0 3.0 30 36 36 36 36 386 36
30 30 30 30 30 30 30 30 30

360 360 360 360 360 360 350 360 360

420 420 420 426 426 426 426 426 426

1500 1,500 1,500 . . . 1,080 1,080 1,080

1500 1,300 1,500 . . « 1,080 1,030 1,080

{*Single shift}
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< Beppay I’mmum
. « 1954 . o.; ¥ 5ot M

Urnml Chen.

cal’ . « 1952 . 2.4 201 2. 2.1
1. If'.’,cr . » 1055 ’e 6.0 1. I5.g 15.5
5. Calcuna Che.

ical . < 1857 . I.p l.g 1.n 1-p
G, Synb;, Hoa g « 1952 e 0. 2.0 b 270
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10 IDpy, (I\dcr.-
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1 H'nrncr !fiud 1960 " 25.0 25 250 23

tan.
12 Crpr 4 1957 . 10.p . . .
13, Souty Ingi, Res logy ’ 900

Inag
1 Ayl Dl‘ug 1957 - .

Homc
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1. Dr K aranth s
PIn Ceuticy) Tonncs 7.0 7D
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7 2——Contd

9 10 u 12 13 14 15 16 17
36 36 36 60 GO0 60 60 60 60
200 200 2200 o 100 1o o 100 100
21 21 21 21 21 21 21 21 21
156 156 156 200 200 200 200 380 380
18 18 18 i | 19 19 19 19
270 270 270 300 00 300 300 300 30
13 13 13 13 13 13 13 3 13
100 o 100 180 180 180 180
600 60 0 600 G0

200 200 200

250 250 250

0o

500

160 0
1264 1864 406 4 705 705 89 3 893 16731673
72 80 80 72 72 80 80
30 30

. 60

60
72 80 230 72 72 80 110




1Uo

. TamLE"

16 P.A.S.

1. Biochemical & ' .
Synthetic. . 1953 Tonncs  24+0 100 100 100

2. Pizer . . 1958 'y 60-0 60 - 60 60
3. Biological Evans 1960  ,, 36-0 36 36 50
4, Wander Pharm-

ed . . . 1961 . 120-0 120 120 120
5. South India Re-

scarch Inst. . 1967 . 50-0 . o .
6. Chemo-Pharma . 1967 ’s 30-0 . e

316 316 330

17 Tetanus  Anti-toxin*

1. Bengal Chemical 1952 M.U. 270 270 . 270 270
2. Bengal Immu-

nity .. 1952, 9,500 9,500 9,500 9,500
3. Haffkine Inst. . 1952 3,000 3,000 3,000 3,000
4. Biological Evans 1961  ,, 2,160 2,160 2,160 2,160
5. Dey’s Medical . 1965 . 1,140 . -
6. Chowgule Hind 1966 ,, 7,500

14,930 14,930 14,930

18 Prednisolone®*

1. GlaxoLabs . 1957 Kg. 120 120 120 300
2. Merck Sharp . 1958 ,, 120 120 120 120
3. Wyeth Labs . 1960 100 100 100 100

340 340 .. 520

* On an average 1 litre of Tetanus Anti-toxin equals 3 M.U.

**In the case of all units for Prednisolone, the figures for all years are the
over-all capacitieslicensed for all corticosteroids.
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7 2—Ceneld
9 10 n 12 13 14 15 16 17
100 100 100 1,0 150 150 150 150 150
60 6 tlo 0 « 60 72 a5 ures
Y 50 50 72 "2 2 72 72 "2
120 120 120 . a0 a0 0 90
50
30
330 330 460 282 282 32 3rt @7 372
270 270 270 36 3 36 3 3c 36
9500 9500 9500 G400 7600 9419 9449 9419 9419
3000 3000 3000 2,000 2000 2060 2000 3060 3000
2160 2160 2160 . 1,200 1200 1200
1,140 L1140 1,140 . - €00 €00
7500 7500
16070 23570 23570 8436 9C36 11485 12(85 14200 14 2-8_5
300 300 300 120 120 s 300 300 300
120 120 120 120 120 120 120 120 120
100 100 720 600 600 €00 600 C0O
520 520 1140 240 810 883 1020 1020 1020

**++Effective installed capacaty reduced because of age of the plant



1 IS generq) ck €spon betwee
the Pacities | nsed ang 4, Capacitje claimeq to be Insta]je,
a8 the for ng Table Would shyoy,,

Tapig 7.3
Qrliculqy, o units ﬁaw’ng installe, 7 &ker thay the licenseq

. ame of 13, Liccnscd InstaIch Rcmarks
No. Bas¢ drug unit : Capacity

(2) Glaxe 10 Miry 20 MMy \
abs,
2 3 amin.p Merey, Sha D 25 kg G4 kg
ind B12(b)
V:tamin-C Sarabbax 120 Tonnes 180 Tonne
eick,

4 Sulphzdiazinc © May g Baker 90 Tonnes 110 Tonnes
5 Pcm'cillin + Alempje Che- 20 Mnmy 50 MMy
al,

mMicy]
C’hlorampbem- Mac Labor,. 0-g Tonnes 1.2 Tonnes
{ torieg,
T‘ctracyclmes Synbxotic.s 3 Tonnes 4 Tonnes LICCDSCd
capacity
has .
constane r
Tespective
of “the in-
Crease
installed
Capacity,
(a) Iodo-ch1m~ (1) Easy 5 Tonnes 36.9 Tonn
nyd XY-quin Ind;, Phar.
oline Maceutjcy)
(2) Alemb;e I Tonge 4 Tonnes
€micy]
(3) Standard Tonnes 6 Tonnes
P ATMmacey;
cals

(4 Hing
Cbcmicalr.




1n

(b} Dirodebiy- (1) Syubiotes 5 5 Tonmes 12 Temacs
droty-quinoline

{2) Bological 2 0 Tonnes § Tonnes
A any

9 Chlarpropimde (1) Albert 1 0 Tonne 3 6 Tonnes
Davd

(2) Phizer 1 5 Tonre 5 Tonnes*

10 INH {1) Albert 3 6 Tonnes 6 Tonnes
avid
(2} Phizer 15 6  onnes 33 Tonnes

{3) Synbrotics 27 0 Tonnes 30 Tonnes
(3) B ologieal 10 0 Tonnes 18 Tonnes

1t PaAS (t} Broche- 1000 150 0
mical & yne  Tonnes Tonnes
therie Products
(2) B ological 50 0 Tonnes 72 00
Laam Tonnes

*{Single St

In the fin~] analys:s the range of sanations between the hcensed
and the installed expacaty 13 as follows

(a) Drugs for which the units claim instilled capacity at a
figure up to 25 per cent over the hicensed capaaty—Three

(b} Drugs for which units ctaim installed capacity in the range
of 25 to 50 per cent above the licensed capacity—Six

{c) Drugs for wluch umits cium installed capacity n tl e range
of 51 to 100 per cent over the licensed capacity—Four

(d) Drugs for which umits claim installed capacity  bewween
101 to 200 per cent over the heensed  capacity—Tour

{€) Drugs for which diffcrence between the installed capacity
and the licensed capacity 15 more than 200 per cent of
the mstalled capacity—Four
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_ 7.4 In the case of a large number of units the situation
is the opporite of what has been discussed above, i.e, the instalied
capacity claimed is substantially lower than the licensed capacity.
Particulars in respect of thesc are as given in Table 7.4

/

TapLe 7.4

Particulars of units and drugs for which instolled capacities are lower

than licensed capacilics

Unit  Insta- Lice- Per-
of Hled nsed cent-
com-  tapa- capa- Lge
Drug Name of Unit puta-  city  city
tion in in 4 as
1967 1967 %,0f5
1 2 3 4 3 6
Penicillin Hindustan  Antibi- MMU 77 84 92
otics.
Streptomycin Do. Tonnes 80 90 89
Chloramphenicol Parke-Davis . 10 20 50
Bochringer-Knoll s 12 30 40 .
Amodiaquin Albert David 's 06 1.0 60
Chloroguin Bengal Immunity . ' 3 10 30
Iotli‘o-chio*hydroxy-quino- Atul Products »s NPT ! 98
ine.
ILNH. Bengal Immunity ’ 16 20 50
P.AS. Phizer . 60 110 55
Wander Pharmed . ’s 90 120 75
Tetanu Anti-toxin . Bengal Chemical MU 36 270 13
Bengal Immunity ., 9449 9500 99
Biological’ Evans ’s 1200 2160 56
Dey’s Medical . 600 1140 53

Prednisolone .

Wyeth Labs .

Kgs. 600 720 83




13

On the question of the vasgdispanties bety een the beensed
and the invalled capacities, the teprsentine of the DGTD
mentioned 1t th~ public enquiry that aceo ding to the liberal v on
policy of the Government, minuficturers were atlowed to fncrease
thar capreity by 25 per cent lorme iy thr was done on the
condition that th  would instal the necessan equipment _to 1n-
cren e ther capiety and then come forward belore the Govern
ment for regularisat on of the capriy th ough an applictions
The requect was to be judged by thrir porformance for 4 perio
ol six month, wnd the capacity was then d ternuned It wa, also
men ioned that th=re were 2 number of mult purpose unts which
prodaced a number of ttems  and Goverrment did not go nto the
que con of the 1idnadunl capae ties for each item On - behall
of th~ Government of Indir, Ministry of Petroleumn and  Chem cals
1ty v stated that when liconee 41 granted, eapacnty 1sstipulated,
Lut swith the hberlisnton of Governmint polic) o tnerea €
of 2% per cent over ard above the capacity 15 perrmtted  In cer
tun cases however, 1t was punted out th t the installed cap sty
wa very much higher—sometmes  lmrt to  th-  ewent
of 10 umes than the licensed cap ¢ y It would be observed
from hie 1bme figures that in the case of 1l tn» 22 1tems n reepect
of + hich higher instilied capaeties have been claimed there are
onh three items n regard to which th diffrential between  the
fieen »d and the an tedled capaenty 1s witn o the range of 2o per
cent In the case of the ranaming 19 atems the range 15 very
much lagher  The following additonal ¢ wnficrtions hwe 1n
this matter been furnished by th~ D cecto te General of Techuenl
Development —

Vitamin B.12 and Vitamin B-12{(b)

Th=~ total hicensed capaaity 1s 20 kg whic the instalted capa-
city 1s 64 Lg in the case of Merck Sharp and Dohme \When the unit
approached Government for th~ regulart ation of ats incren ed
capacity it was iformed that tlus could be done only 1f 1t was pre-
pared to redace the price Since the umit was not prepared to
reduce the price no regularrsation of the capacity was  made
As aganst the licen ed cipacity of 25 Fos for both the drugs
the umt manufactured 53 6 1gs m the v~ar 1967 It appears
th1t no restrictions were placed in the w1y of the umit producing
more than its lreensed capacity  The refusal to recognse the
Sart a compli was  therefore inconsequential <o far as producuon
ws concerned  Had the unit bren subject~d to restrictions wh ch
would have resulted 1n 1ts not exceeding th= capaaity for which
1t 1s licensed or at th= most 2395 over and above the licensed
capacity, that 1s a total of 31 25 kg, 5t could be considered that
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(a) the recogmuon of the advantages that acerue as a result
of th~ increase in the eapacuy,

(b) mabuhty to recognise something which 1s 1 fat accomply
and for which the unit has not been  penalised,

{c) offer to recogmse if certun other conditions which
are extrancous to the provisions of the lnw were satisfied

Ir: the case of thus unit s agawnst the hcensed capaaity of 20 VN U
the producuon in 1966 was 51 MMU,

Chlorpropamide —Pfizer produced 12 21 tonnes of thus product
mn 1966 It claims ananstalled capacity of 5 tonnes and the licensed
capacity 1s only 1 5 wonnes  The clanification recened from
Govurnment on this  discrepancy was that the proposal of the
unst for expansion cf it capacity for manulacture was not
approved as its output was not up to the licensed capacity, and
1t was suggested to 1t that 1t can submut ats proposal for expansinn
after 1t had been able to fully  utilise the hicensed caprcity for
at Jeast a priod of one year This mntroduces a new  seature
in the matter of licensing of eapacines While the DGTD
recogrused  that the proposal was for expansion of capaaty for the
same product, 1t mentioned  that such  expansion 15 “allowed
only if 1t becomes 2 fait accorpli and the performance jusufied
the' expansion  This would mean that if the unit 15 allowed to
mcrease the capacity and show hgher production and then 1s
ashed to come up to  Government for the regulansation of its
higher capaaity, Government then have the chio ce to recognise
1tor to refuse recogmition, subject to the diverse cmaten adopted
by Government in such matters  If the expansion s refu od
the umit does not stand to lose anything It goes on producing
at the Ingher rate and most probably 1t contmues to gee the
necessary  foraign  exchange for  raw matenal  Licensing of
units_for capacities 1s thus hilely to be  rendered infructuous
On the other hand 1f Govurnment were to deter the unit from
mereasing ats production the outlay on  expaunsion would be a
dead loss

P A S —Biochrmical & Syntheuc has a licensed  capacity
of 100 tonnes 1nd an installed capacity of 150 tonnes In this
casc prod iction was well below the licensed  capacity and the
DGTD hs held thit no esplanation for recognising of the
additional mstalled  eaprty was neeessary The same was
considered to liod goxd for Bological Esans cven though ats
production wis oily ot 3 tonnes in 1967 as against  the licensed
capaaty of 50 trnnes
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7.1.6. In the case of the items for which licensed capacities
are substantially higher than the capacities installed, no commen’s
from the D.G.T.D. or the Government are available. It ap-
pears that the units have failed to establish the necessary capacities
even though the licenses for higher quantities were issued in their
favour. An examination of the figures of production also con-
firms thig view since in almost all cases the production has not
exceeded the installed capacities. While it would be desirable
to recognise the higher inctalled capacities where these have
been established, it would'be equally advisable to reduce licensed
capacities where these have not been set up within the period
stipulated for installation. This would be conducive to a more
healthy growth of the industry and would lead to more scientific
assessment of the requirements of the industry particularly in
regard to foreign exchange and the size of other supporting
industries producing raw materials.

7.1.7. In the case of certain units even though capacities
have been licensed, plant and machinery has not been installed.
Examples are as follows :—

v

1 Vitamin C.—Hindustan Antibiotics was licensed for a capacity
Jf 50 tonnes in 1961 and this licence was raised to 125 tonnes
in 1966, but no capacity has so far been installed. The unit
has informed that it is designing the plant for the process evolved
by the National Chemicals Laboratory, Poona, It is a long
time since 1961 for the unit to be in the experimental stage and
it is not known how long it will continue to be so.

Chloramphenicol—Neo Pharma and Dey’s Medical have been
licensed for 3.6 and 18 tonnes in 1960 and 1962 respectively but
they have not installed their capacities yet. In the case of Neo
Pharma there is patent litigation on account of which production
has not been started; Dey’s Medical expects to commence pro-
duction in  1969.

Chlorquin—May~ & Baker has been licensed for 12 tonnes
in 1963. No. reasons have been furnished by May & Baker for
not establishing the capacity.

Chloropropamide~Kemp ar}d Co. was licensed for 0,1 tonne
in 1962 but it has not set up its eapacity for production and has
stated it has no such programme in the near future.
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1IN H —Three units have been heensed in 1967 and under-
standibly they have not yet set up therr capacittes But m the
case of two units namely 1IDPL (Hyderabad) and Warner Hindu-
stan both licensed 1 1962, production 1s expected to begin in
Sep ciaber 1968 and by the end of 1968 respectinely

P 1 S—South India Research Institute and Chemo Pharma
have been heensed m 1967 for 50 and 30 tonnes respecine  and
they are tiking steps to mnstal their capacity

Tetanas An% toxin —Chowgule was lcensed i 1366 for
7500 MU o defimte date s been given when the capaaty
would be set up

it 15 wppuent from  the examples we have gnen dhat in
the drugs and pharmaceuticals industry a. i many other ur dusties,
on the one hind quite a number of licences 1ssued for ins a lauon
and expansion have remamned dormant on the other  there are
nume.ous cases where installed cap-aity has exceeded th ficensed
capacity and been permitted to so exceed with ex post facto
appro al i selected nstances on the ground of incrca d jro
duction achieved and refusal in others We 1 ¢ unal ¢ see
any umfrm or firm pohicy at work in thus regard  The Indastries
{Develo; ment and Regulation),  Act has been in operit on for
a furly long ume and 1t seems to us that it will be opportune to
make a thorough review of the working of the Act ard o rules
and 1cturl procedures adopted in granting the licenses and
app oval or disapproval of changes n capacty frcn tme
to time

718 SMALL SCALL SECTOR —In the sm ! scale
sector there are only three drug, Iode-chlor hydroxy qui oline/
D1 1odo hydroty quinolone INH and PA S for which 1 cences
for manufacture have beenissued by the re-pective State Drug Con-
trol authonties  Thecapacitics licensed as well as installed have
been given by the umts It 1s not possible to make any verif cation
with regard to capact 1es actully heensed for the reason that even
though the provisions of the Drugs Cosmetcs Act and  the Rules
made thereunder are comprehensive, these do not stipul~te capa-
aties when licences are given Section 18(c) of the Act requires
licence to be obtamned for the manufacture of drugs, applicition
for licence has to be furnished in forms preseribed under the
rules, heences are given in prescribed forms and forms are also
preseribed for the renewal of licence  These forms prowvide for
the categories and names of drugs enly, but do not mention the
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capacity. Under Schedule M there are detailed  conditions
with regard to the factory premises and the installations to be
made therein. Buthere again no mention is made of the capacity.
Rules also provide for special and well qualified laboratory per-
sonnel. The capacity for which the manufacture of the drug is
allowed has been, it appears, inadvertently omitted. It is there-
fore not possible to discuss the question of capacity, cither licensed
or installed, in so far as small scale sector units are concerned.
We suggest however that suitable additions may be made to the
relevant rules.

7.2. Capacity in respect of formulators :

7.2.1. Onc of the terms of reference requires the Commission
to inquire whether the selling prices can be reduced for the essen-
tial formulations of the specified drugs. Formulations both
for single as well as multuple drugs arc numcrous. Since the
selection was left to us with the help of the expers appointed
to assist us, we selected 39 single drug and 30 multiple drug formula-
tions of the various specified drugs, which are considered as essential
formulations. These formulations arec manufactured both by
the units in the large scale as well as by those in the small  scale
sector.

7.2.2. While demand for basies drugsis derived trom that
of formulations, that of formulations depends on the consumer
requirements since basic drugs arc consumed only through and
in the form of formulations. The manufacturing activity of for-
mulators is essentially different from that of basic drugs. Basic
drug manufacture follows principles and procedures of fine chemicals
while in the case of formulations the processes involved are simplar
and consist of tabletting, dilution, mixing and packing. Once
we had decided upon the number of formulations to be included
in the purview of our inquiry, we proceeded to ascertain the
particulars of the licensed manufacturers of formulations. In
the case of formulators in the large scale sector the data
were readily available from the D.G.T.D. but for the
small scale sector the only source of information are the State
Drugs Controllers and data were sadly lacking. Of the 118 drug
manufacturers registered with the D.G.T.D., 30 are producers
cum-formulators, that is, thosc who produce one or more of the
specified basic drugs and also formulate these drugs. Twenty
eight units are only formulators of the specified basic drugs. They
may or may not be producers of other basic drugs which arc outside
the purview of our inquiry.
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723 The DGTD hasstated that the formulating actiaty
of the pharmaceutical industry covers a wide range of formu
tavons which can be produced witlun the oserall capacities
nstalled by the formulators for the various preparations, according
to therr application in the form  of myectable ampoules  vials,
capsules, tablets, powders, suspinsion granules and omntments
etc, and that the capacit es wuth production statistics of indi-
widuil formulators arc not muntuned It has cherefore not found
1t pracucably, to furmsh capacity and production statsues for
mndiadual,  single and multiple drug formulinons selected by
the Commission  The DGT D has observed that production,
avatlability and consumption of bull d-ugs 11 4 gwmding and con-
trolling fictor of the output of subsequ-nt formulations and that
the capacits fo- individual formulations 15 not of much importance
The hcensed capiasties were therefore not with regard v drugs
and their quantinies but by forms of preparations  The cipacity
1s thus licen d for these categories nd not for drugs

724 Unde the provisions of Rules 69A 704, 74A and 75A
of the Drugs and Cosmetics Rules, the hcensing authonty
may ssue 1 loan hicenee for th~ mnuficture of formulat ens and
an applicant vwho does not have lus own arrangemant  for manu
facture may avul of the arrangements available with another
hcencee with an nstalled capiaity for formulanons  \When a
number of formulators are housed mn the same premsses some
of them may have licensed 1nd installed capaaty for formulations
while others may depend on the former on the basis of loan | cences
Some of the units who do not hue their own formulating capacity
and manuficture their formulations through loan licensees are
Bo~hringer Knoll, Neo-Pharma, Indo French Pharmaccutieal Co
Madris, Duggan Laboratories, Bombay and  Sarpin Pharma
ceutical, Bombay

725 Tor the reasons already stated umitwise licensed or
mstalled capacity for the essential formulations sclected by us
cannot be given Agaun many of the umts formulate drugs other

an those specified for the purposc of our nqury and the
capacity for capsuling  tabletting etc  that 1s available to them
may not necessarily be restricted to the utilisation for the specified
basic drugs which are formulated by them However on the
basis of replies recesved, the totald 1 and led caF
for different application 1nd preparation of the drugs and formula-
tions are given i Table 7 5
10~1TC Bom 70
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726 Iven though there v 381 umt. an the small seale
«cctor whech manufcture  fo multions we receved  rephics
to our questionnawe fom 281 wmt only and of these 2 mere
15 gave puncn' s oof capacty  Suee tormulating activaty
m the sl seale  cctor 15 very lted  the ik of respon ¢ and
daty do not d-t act 1o v sub tantnl degree the evaluaton
of the wtal £y mulatrg ~ctn & i the contry

727 Inthe case of th~ hirge «cale manutie s the unsts
which manul.cture one or more oF ¢ Hirim haens have been
eovered by e surves but the pr ton v mnd~fimte 1in <o far s
the 1171 seale sector manufucturers «f th Hirmulanons are con
cerred stice out « Fntotal of 381 fa multtirsin dus scetor data
were turpshed to us by 281 wute The survey of formulators
mso a- as th small scale rector 15 eoncerned s thus hmited
to th 2Bl unns Of the 281 units in the  smalh scale seetor of
wheh e have names  four are producers cum formulat ¢ and
the remaming 277 are only Hrmulators of the speafied drugs
Appe-Jix VII g ves the names of the p oducers cum form dators
and frrmulators in the Jarge © well 15 small seale sectors together
with the partneulars of the selected  single and muluple drng
formuliions  manufactured by each  The  pirnculrs of the
formulting umts n the large  and small scale sector i each
State fo- which we have collected the necessan data re gnen
m Table 76

Tante 7 6

(AY Vumber of formu'ating wmts ubich  raufa ture single drug
Sormulations of the speeifed drugs

Numbe of f  formulat ng
unlits

?\l Name ol tlespeaifed dn g
o Ot S,
Large  Small  Toral
Seale Scale
1 2 3 4 3
I Vitamn A 7 0 G
2 VitamnB 12 28 12 140
3 VitamnGC 3 91 123
4 Sulphad a7 ne 14 70 ot
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Tasry, 7<6-—Contd.

1 2 3 4 5

5 Penicillin . . . . 24 9 33
6 Strepromycin . . . . 11 6 17
7 Chloramphenicol . . . I 45 56
8 Tetracyelines . . . . R Y 41 58
9 Amodiagun . . . . 2 i 3
10 Ghloroquine . . . . 7 1 21
11 Iodo-chlor-hydroxy-quinoline . 18 48 66
12 Chlorpropamide . . . . 4 % )
13 Tolbutamide . . . . 6 5 1
14 Insulin . . . . 13 i 14
15 INH . . . . . 10 42 52

16 PAS e 17 22 39
17 Tetanus Anti-toxin . . . G 2 8
18 Prednisolone . . . 16 25 41

Note.—Totals have not been given since many of the drugs are being  formulated
by the same unt.

(BY Number of formulating units whick monufacture multiple drug
Jormudations of the specified drugs

Number of formulating Units

St. Name ol the drugs in the
No. formulation Large Small Total
Seale Scale
1 2 3 4 5
1 Combinations of diffcrent  forms of
Penicillin . . . . . 2 .. 2
2 Combinations of different foims of
streptomycin . . . . 5 1 6

3 Penicillin and Streptomycin . . 6 .- 6
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.

Tanur 7 6—Condld

1 2 3 5
4 Chlorampl epiecol & Tetraglines 3 1 4
5 Chloramphemicol & Streptomycin « G 12
6 Iodo<hlorhydroxy-quinoline  and

loroquin . . 5 1 6
7 Tetracycling & Vitamina . ] . 1
¢ INH ard PAS . PN 1’ 1 27
9 Combinatiows of Vitamurs . 4 26 30
io Iodocxlcvr-h)'\.mxy-qumelmt and

loramphenicol . . 1 1

tr INH andVitaruns . . . . 3 3
12 PAS andvitamins . . 1 1
13 Vitamun, INH, and PAS . . 1 1
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8.1.2. By sale value the position in respect of the specified
basic drugs was as follows —

TasrLe 8.2

Value of sales of basic dyugs by large scale manuf'actufers*
' {Rs. in lakhs)

Basic drug Value of scales during

1964’ 1965 * 1966 1867

1. Vitamin A . . . 36-12 42-33 54-81 56-40
2. Vitamin B-12 . . . 33-79 40-73 48-27 1-61
3. Vitamin G . . . 60-94 78-43 81-74 30-11
4, Sulphadiazine . . . .. . 9.12 3-14
5, Penicillin . . . 18501  412-06  453-87  283-96
6. Streptomycin . . . 46-61 186:33  197-37  264-11
7. Chloramphenicol . . 17 -45 81-73 18-63 3-60
8. Tetracyclines . . . 64-87 42-04 45-05 18:10
9. Amodiaguin . . . . .. .
10. Chloroquin . . . 3-03 6-44 4.09 0-18
11, (a) Todo-chlor-hydroxy-qu- 32-52 36-69 47-33 12-31
inoline,
{b) Di-iodo-hydroxy-quino- 0-06 0-07 3-94 ..
lige.
12. Chlorpropamide . . e . 7-00 .s
13. Tolbutamide . . . 0-51 0-36 145 141
14. Insulin . . . . . 4-26 9.38 7-84
15. LN.H. . . . . 3867 2756 38-18 4-76
16. P.AS. . . . . 15-74 35-87 31-86 24-17
17. Tetanus Anti-toxin . . 65-41 40-59 35-02 24-73
18. Prednisolone . . . 3688 4340  67.38 53-8
ToraL . 637-61 1088-89 1156-02  790-65

* hased on Table 22-3
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813 In the case of certun drugs significant fall in production
over the previous years was obserned These  are dealt with
as  follows §

Vitamin A —Production an 1965 was 24 5 MMU but in
:ggé 1t was only 23 8 MMU, though 1t was Iugher than that of

Vitamin C—In 1964 the production was 78 tonnes, in 1965
it was 90 tonnes, i 1966 the figures reached 13! tonnes, but
fell down to 77 tonnes in 1967

Suptadiazine —In 1967 1t was the Jowest ever since 1962 and
less than half of the production even of 1963

Periallin —Production in 1966 was 145 9 MMU and fell
down to 118 6 MMU i 1967

Chloranphentcol —~As agunst the production of 25 6 tonnes i
1965 and 24 3 tonnes 1n 1966, in 1967 it was only 21 6 tonnes

Tetrazyelines —Production from 1963 to 1966 was Dbetnween
21 5 and 19 8 tonnes, but at fell down to 15 7 tn 1967

4rwodiaqun —In 1966 production was 15 tonnes, but 1t was
only 11 6 tonnes in 1967

Jodo-chlor hydroxy quinoline —In  this  case also production
1967 was lower than cven that of 1963 and very much lower
than that of 1966, for 1n 1967 1t was 71 8 only as against 87 0
tonnes 1n 1966

Du lodo hydroxy-quinoline —Production 1n 1964 was 23 3
tonnes but fell down to 22 5 tonnes tn 1962 and registered a
further fall 1n 1966  But there was 1 shight rise in production
1967, though 1t ws lower than that for 1964

Chlorpropamude —There has been 1 very large fall hetween
1966 and 1967, the figures being 12 36 and 2 4 tonnes respectively

Tolbatarmde —In this case also production in 1967 was almost
half of the production of 1966

Insln —In  both 1965 and 1966 production was higher
than chat of 1967

I N H —Production 1n the large scale scctor was lower m
967 than that of any year during the previous five years
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P.A.S.—In this casc also production in 1967 was }o“cr than
that of 1965 and 1966.

Tetanus Anti-toxin~Production in 1967 was: lower than
that of 1963 or 1964,

Prednisolone.—Production in 1967 was lower than that of the
previous year.

8.1.4. It is a matter of considcrable significance that out
of the 18 basic drugs, 13 drugs showed fall in sale value in 1967
compared to 1966. The sale value of all the drugs in 1965 was
Rs. 10.89 crores, Rs. 11.56 crores in 1966 and Rs. 7.91 crores
in 1967. There was thus a fall of 32 per cent in the overa'l value
of the drugs sold in 1967 in the country compared to the year
1966. The only drug in the casc of which a continuous rise in
sale value was observed was Streptomycin. It would appear
that there was a decline in the requirement of the basic drugs
and particularly of the 13 basic drugs for which fall in sale value
was rccorded. The reasons given for this fall are as follows :

In some cases preduction fell owing to the problems relating
to the non-availability of imported raw-materials and in certain
others large imports of basic drugs were alleged to be the -cason
for reducing or stopping of production. Lack of demand is also
mentioned as one of the reasons for substantial reduction in pro-
duction. The reasons given for under-utilisation of the installed
capacities of the various units have been discussed in the next
paragraph. It is nevertheless very significant that while it is
claimed that the total value of sales of formulations went up
from Rs. 150 crores to Rs. 175 crores in 1967, in the case of the
specified basic drugs there has been a substantial fall. The
value of sales of the specified basic drugs came down by about 32
per cent. The reasons for such a fall in production in 1965,
1966 and 1967 as well as the remedics therefore have been further
discussed  below.

8.2, Utilisation of capacity :

8.2.1. The extent of utilisation of capacity for each of the
basic drugs and reasons for under utilisation are discussed below :

Vitamin A—Roche ~ Products : The Installed capacity is said
to be 20 M.M.U. but its production in the last three years was
between 14.3 and 15.7 MMU. In 1964 it was 16.0 then it
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went down to 14.3 1 1966 but <howed a shght rise in 1967 as
reached 14,6 MMU. The reasons given by the unit for lo
production are as follows

In 1966 sales of pharmaccutical grade of Vitamin A we
hampered by the fict thae the unport heenee was restricted ar
non wulibihity of smported  vitunin resulted sn weakening o
demand for vitamin A for use i mult-vitamin products The
was subsequent liberalication of 1mports By the t me Uberhisaty
had gone far enough to show 2 marbhed effeet on Vitanun A sa
toe the pharmaceutical industy, 1 general Tecession i
ceoncmy served as a dicck on 1ts safes and production  In ]
short run of first 6 months of 1967, Ingh production could |
achieved but over a longer pertod, such hugh level of producty
would e hmited by receswon i tht econemy and bottlenee
anang an intermediate production

Glaxe Labs : In thus case the production 1s less than half of 1]
instalfed capacity e has reported that the reason for its continue
under-utifisation of plant capicstics in the years 1962 to (964
mainly due (0 inadequate sales of Vitamin A In 1965 and ear
1966 the non-availability of process materinls lnmited sts outp
and capacity utiieatton 1t 15 precumed that the same facto
operated to limit production 1n 1867,

Vitamin B12 (b) ~Glaxo Labs has a capacity of 6 kilogram
but produced only between 05 and 21 hgs dur ng the presion
vews It has stated that vitamin BI2(b) 1s made from B I
which is locally purchased from Merck Sharp and it s n
prssible for it to produce econamucally with the indigenous matery
as us p ice 1s much lugher than that of imported B12(b) and ha
therefore, last its bulk salee market It has recently curtailed 1
production as smport of B12(b) by actual users has been permatte

Vitamun C —Sarabhar Merch has stated that m 1962 whe
impo-ts of Vitamin C were freelv allowed, 1t had 1o restrict
production 10 the extent of the market demand  Further i 19¢
when tmports of Vitamin C were restnicted 1t could not only pr
duce upto ats licensed capacity but also mncreased 1ts output to
tonnes in 1964 and to 90 tonnes in 1965, and to 131 tonnes 1n 196
It could have produced in the normal course upto 150 tonnes 1
the year 1966 and 180 tonnes in the year 1967, but owing to tt
large 1mports of Vitamin G comung 1nto the country unde
liberalised 1import heensing policy following  devaluation an Jur
1966 and also under the NDR licences 1t had not been able |
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find a market for its produets. | The result was that it had to cur-

tail and finally stop production from September I, 1967. As Vitamin
C is a delicate substance and decomposes on storage, and also as
the unit was losing large amounts by way of interest on inventory,
it decided to close down the plant till such time as the imported
stocks were exhausted and indigenous product was in demand.

Sulphedizine—Atul Products has an installed capacity of
83 tonnes but it produced' 12.4 tonnes in 1966 and had no pro-
duction in 1967. It has informed us that it could not fully n.ilise
its capacity on account of price restriction on acetvl sulphadiazine
to be imported by the unit. It had therefore stopped production.
This unit produced sulphadiazine from very light level intermediate
which it was importing at the rate of Rs. 23.04 per kg. and adding
to it the cost of other 1aw marterials and conversion cost, the cost
of production and consequently that of sales went up to Rs. 6425
per kg. As against this the cost of finished sulphadiazine imported
from abroad was only from Rs. 38 to Rs. 41 per kg. It was, there-
fore, not at all in the interest either of the consumer or the economy
of the country to import high level intermediate at high cost and
incur loss in order to produce a drug which can be imported on
an almost equivalent outlay of foreign exchange.

May & Baker produced 43.9 tonnes in 1967 as against 65.00
tonnes in 1966 while its installed capacity was 110 tonnes. It is
stated that it worked up to full capacity in the years 1962 to 1964
when its capacity for all sulpha drugs was only 60 tonnes. But on
the expansion of its capacity to 110 tonnes in 1965 it could not
produce mote due to lack of raw materials. In 1966 under-utili-
sation was due to commissioning difficulties and extensive engi--
neering works on the new plant as well as inadequate import
licences for raw materials. In 1967 it'was due to the liberal import
licencing policy for the basic drug sulphadiazine and also due to-
unsatisfactory supply position of Aminodiazine, an important raw
material for Sulphadiazine, less than half the capacity was utilised.

Penicillin.—Hindustan Antibiotics is licensed for 84 MMU and
its installed capacity is 77 MMU. Its production in the previous
three years was between 58.4 and 68.2 MMU. A substantial
fall was registered in 1967 as against the figure for 1966. The
unit has reported that there was under-utilisation in 1963-64
due to non-availability of Procaine Hydrochloride, an essential
raw material required for the manufacture of Procaine Penicillin;
in 1964-65 it was due to (i) labour unrest, (ii) stoppage of re-
crystallisation  operations to instal equipment for substantial
expansion, (iii) shortage of imported raw materials, and (iv)
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process difficulies  In 1965 66 the fall resulted from heavy
stocks of Procaine  Pemicrllin and q curta of pro-
duction as well as process  difficulties  Lack of demand 1s the
reson given for fall in production in 1967

Alembie  Chenuenl has a licensed  eapacity of 20 MMU
and an installed  eapacity of 50 MMU, the producuon 1n 1966
was 51 MMU but it fell to 25 9 MMU 1n 1967 The reacons
given for Al in production are «nd to be hiberal imports  from
July 1866 The actual valuce of imports during the period from
July 1966 to Tebruary 1968 was Rs 75 9 lakhs for the year
1967 1t was 41 4 iakhs only

Standird Pharmaceutseals has a licensed as well as mstalled
capacity of 20 MMU only but produced 26 7 MMU 1n 1966
and 33 1 MMUn 1967 We have no information how this unit
was cnibled to produce 65 per cent over nd above s
mnstalled capaoity

Streptomyern —Hindustin  Anubroties 1s Licensed for 90 tonnes
but has an installed capreity of only 80 tonnes 1t produced 68 6
tonnesin 1966 but 64 6 tonnes only 1in 1967 The reasons gnen
for low production m 1966 1nd 1967 arc process difficulties_and
mnrdequacy of services tihe  clulled witer and compressed arr
due to failure of equipment and also the 1nadequate supply of
electricaty by the Maharishtra State Government

As against the heensed capacity of 40 tonnes and n nstalled
capacity for the same volume, production of Synb ot ¢s 1 1967
was 60 6 tonnes, mere than 50 per cent of the licensed as well
as the installed  capray

Chloramphenicol —Parke Davis has the licensed capacity of 20
tonnes and an Installed capacity of ten tonnes  Its  productin
was 11 9 tonnes in 1967 and almort the same in the previou two
seare The installed capacity of 10 tonnes  theref re  appears
10 be mcorrect and needs to be revised

Doekninger Knoll ~As agamnst  the heensed  capaoty of 30
tonnes and installed eapacity of 12 tonnes its_production m 1967
was 9 7 tonnesonly It was ten tonnes in 1964, wentup to 13 4
tonnes 1n 1965, came down to 12 9 tonnes 1 1966 and showed
a substantial fall 1n 1967 The reasons given by the umt are,
erection of hinery for the exp of the fled capacity
from 12 to 30 tonnes wluch was 1n progress and non avarlability
of come essential raw material
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Mac Labs, licensed for 0.8 tonne has an installed capacity
of 1.2 tonnes and production in 1966 was 0.3 tonne. This is only
25 peor cent of the installed capacity. There was no production
in 1967 and the rcason advanced by this unit is non-availability
of raw matenals,

Tetracyclines .—In the case of Pfizer the installed  capacity
was 10 tonnes and production of eight tonnes in 1967 was lower than
that of 1966 or as a matter of that for any year from 1963,
Th: reasons given are technical difficultics.

Cyanamid has registered fall in production all the way from
1963, From a production level of 12 tonnes in 1963 it fell down
to 8.9 tonnes in 1964, 10 8.6 tonnes in 1965, declined further to
6.3 tonnes in 1966 and touched the lowest level of five tonnes in
1967. This works out to 30 percent utilisation of capacity. Itis
stated  that  under-utilisation in 1964 was due to low demand in
1965, one of ite air-compressers broke down affecting production
for nearly 8 weeks. Further there was a countrywide shortage
of ¢ due to delay in signing  the agreement {or import of corn
und - P.L. 480 which operated as a setback to its production
for ncatly three to four months. In 1966 though it had 100
per cent utilation of installed capacity in terms of fermenters
it had  difficulty in maintaining production duc to problems cf
indigenous raw materiale, mainly corn steep liquor.  The reasons
for low production in 1967 were not available.

Hindustan Antibiotics’ hicensed as well as installed capacity
stands at 1.5 tonnes. It maintained a production of 200 kgs. only,
f.e. about 13 per cent of its installed capacity in 1962, 1963 and
196+4. Production came down to 139 kes. in 1965, 121 kg . in 1966
and 24 kg in 1967. It is reported that the production of oxyte-
tracycline had to be discontinued owing to a legal dispute arising
out of alleged patent infringement. Facilities were then diverted
to establish manufacture of chlortetracycline Hydrochloride. From
1963 to 1966 its Tetracycline capacitv was used for the develop-
ment and manufacture of newer products. This plant is now being

used as a general pilot plant for large scale development of newly
discovered antibiotics.

Synbiotics has an installed capacitv of four tonnes and while
the production was 4.5 tonnes in 1966; it fell down to 2.6 tonnes
in 1967. The reasons given are large imports of the product under
the import liberalisation policy the import price being very much
lower than the fair ex-factory prices in the country.
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Amodiaquin~~Parle Davis has an installed capaaty of 36
tonnes, 1t touched the production fevel of 14 9 tonnes 1n 1966 but
came down to 11 5 tonnes in 1967 It 1s stated that ats anstalled
capaoity for Amodiaquin has been under utitlised because of the
falling off sn the demand for synthetic antmalanials resulting from
success of the prophylatic measures undertahen by the National
Malana Eradication Programme

Albert David has the installed capacity of 600 hge and pro-
duced only 70 hgs 1n 1963 and 1964 exch, 20 hgs 1n 1965, 70 kgs
1n 1966 and only 100 hgy an 1967 It has regstered an mcrease i
production since 1966 but 1t 1s nowhere near the installed capa
aty which mn atself 15 very sery Jow  The reason given by ot s
non receipt of adequate hicences for smport of raw matenals re
qured for production

Tods thlor-hydroxyquinohne[ Dy 1do hydroxy gunoline —There  arc
eight units ' the large scale sector which manufacture Todo-
chlor hy droxy-quinohinc and ten units which manufacture di 1odo
hydroxy-quinohne  Of these, six are ccmmon  two manufacture
only todo-chlor hydroxy quimoline and four others only di 10do
hydrows quinoline The particulars of these units are as follows —

Units which manuficture both the drugs
(1) East India  Pharmaceutical
(n) Bengal Chemical
{1) Brabmachan Research Inctitute
(1n) Albert David
(v) Alemine  Chemical
(v1) Standard Pharmaceutieal

(2) Units which manufacture only Todo chlor hydroxy
quinoline
(1) Atul  Products
(1) Hind Chemmeals

(3) Umts which produce only D 1odc hydroxy-quinoline

1) Synbiotics

{u) Bengal  Immunity
{m) May & Baker
(v} Biological Evans
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In the case of units producing both iodo-chlor-hydroxy-
quinoline as well as di-iodo-hvdroxy-quinoline their capacities
and production are being discussed jointly,

East India Pharmaceuticals has an installed capacity of 36.9
tonnes and its production for both the drugs was 28.6 tonnes
in 1967 as against 25.1 tonnes in the previous year. The under-
utilisation in this case is said to be due to lack of demand.

Bengal Chemical’s installed capacity for both the items is
1.2 tonnes and the production in 1966 was 640 kgs. and in 1967
only 330 kgs. In addition to lack of demand this unit has also
mentioned want of raw material as the reason for under-utilisation.

Brahmachari Research Institute has a combined capacity
of five tonnes and its production in 1966 was 640 kgs. which
fell down to 420 kgs. in 1967. It has stated that it could not
utilise its full installed capacity owing to shortage of raw material.

Albert David has a combined capacity of six tonnes but
its production was only 2.5 tonnes in 1966 and 1.4 tonnes in
~1967. It has stated that under-utilisation is due to non-receipt
of adequate licences for imported raw material.

Alembic Chemical has an installed capacity of 4.6 tonnes
against which its production in 1966 was 2.4 tonnes and ‘nil’
in 1967. The reason given by the unit for low utilisation was
meagre demand.

Standard Pharmaceuticals has a capacity of six tonnes
and its productionin 1967 was 1.6 tonnes. The reasons given for
under-utilisation are, that the production was limited to the
company’s requirements for formulations and for outside sale.

Atul Products has an installed capacitv of 40 tonnes for
Iodo-chlor-hydroxy-quinoline and produced 41.2 tonnes in
in 1966 but its production fell down to 19.2 tonnes in 1967.
is stated that the utilisation of capacity was dependent on
the off-take by Ciba. Ciba has stated that low off-take resulted
from low demand for the product.

Hind Chemicals has an installed capacity of 750 kgs. and
its production was 500 kgs. It has stated that under-utilisation
was due to frequent shortages of raw material. Imported raw
materials were found to be short on landing and entire drums of
raw materials were stolen from the Port Trust storehouse and
the dock.
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Synbiotics has a capacity of 12 tonnes and 1ts  production
was 9 1 tonnes i 1965, 6 4 tonnes tn 1966 but only | 5 tonnes
m 1967 It has stated that us production was deétermined by
sales demand which fluctuated  because of the import of the
finshed  product and secondly because of the frequent changes
i amport policy  This reason does not appear to be wholly
convinang 1n the ight of the performance of other units

Bengal Immumty has an installed capacity of 4 5 tonnes
and 1ts production sn 1961 was 3 9 tonnes, 1t felled down to 2 2
tonnes 1n 1965, to 1 7 tonnes in 1966 and went up to 3 2 tonnes
agan i 1967

\ay & Baker has an tnstalled capacity of 4 2 tonnes and
1« production in 1967 was 1 5 tonnes

There are 12 small scale umts which have been  hcensed
for  lodo-chlor hydroxy quinoline and six for D: 1odo hydrovy
umnolme  Production  figures are avulable for  seven of the
ormer and five of the latter It 13 not possible to discuss inchs
vidually  their Jicensed or installed  capacities since these are
bised mostly on  estimates and not on ssigned capacty  Ac
cording to the claims made by the units, the total Iicensed capacity
cames to 67 tonnes and installed capacity to 63 tonnes and
production 1n 1967 to 30 tonnes

No less than 22 manuficturers have been licensed for Iodo
chlor-hydroxy-quinoline and 16 for Diiodo-hydroxy quinoline
making  a total of 38 of which six are common, which give a
figure of 32 manufacturcrs in all  The total licensed capacity
for all the units for both the drugs 1s 162 tonnes  The installed
capacity s clumed to be 187 8 tonnes and the production n
1967 was 91 3 tonnes, 1 ¢ almost 50 per cent of the capacty
claimed to be installed  Most of the umits have pleaded lack of
demand  In the case of thi drug the capaaity uthsed s less
than 50 per cent but there are 36 umts in the field, of these there
are  two umts which between themselves can provide almost
the entire requirement for the whole country It 15 a matter
for serious consideration if such extensive fragmentation of
capaaty 1s justified

Chlorpropamuds —Albert Dawvid has an installed capacity of
3 6 tonnes but manufactured only 100 hgs, 1¢ about three
per cent of sts installed capacity It has stated that there was
under utibsation owing to non receipt of adequate licences for
mmported raw materials required for the drug
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Bengal Chemical has an installed capacity of 600 kgs.
and produced only 100 kgs. in 1966 and the same " quantity in
1967. Reason for under-utilisation . furnished by -this .umnit is
lack of demand. T

Pfizer has an installed capacity of five tonnes but produced
12.21 tonnes in 1966 and only 2.2 tonnes in 1967. It states
that it had enough stocks of chlorpropamide at the beginning
of the year and had not therefore manufactured a larger quantity
in 1967.

Tolbutamide.—Albert David and Unichem Laboratories did
not produce this drug in 1967 even though they had installed
capacities of 3.6 and 3 tonnes respectively.

Hoechst which. has an installed capacity of 36 tonnes pro-
duced 12 tonnes in 1967 as against 24.5 tonnes in 1966. It
has stated that when the planning was done, ‘Carbutamide and
Tolbutamide were the only oral anti-diabetics in the market.
But with the introduction of Chlorpropamide a large share of
the market to the extent of almost two-thirds has gone to this
new drug. ’ E

Albert David has stated that its under-utilisation in 1966
was due to non-receipt of adequate licences for imported raw
material. Unichem Labs. has informed us that Hoechst filed
a suit for patent infringement as a result of which its production
of Tolbutamide is held up. "

Insuline.—~The only unit producing this drug is Boots with
an installed capacity of 1080 MU as against the licensed capacity
of 1500 MU. Production started in 1965 and registered a figure
of 439 MU in that year it went up to 458 MU in 1966 but came
down to 410 MU in 1967. The wunit has stated that during
the period from January to July 1965 its utilisation of capacity
was on one shift basis and in the period from August to.October
1965 it geared up production on two shifts basis but due to lack
of demand from other formulators and imports being permitted
against actual users’ licences for 1965-66 and under National
Defence Remittance Scheme, it had to revert to single shift
working. Other factors which contributed to the under-utilisa-
tion by this factory were shortage of -essential raw materials,
lack of pancreas gland, inadequate water supply, refrigeration
defects, power failure and processing difficulties owing to the
supply of pancreas gland being found fibrous. Itis confronted
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with problems rehting toats botler, vacuum pumps, concentra~
tion units, filterition equ pment, mincer etc which Ive affected
ity capicity and prodaction

IN I —This 15 agun onc of th* drugs for whch no less
than 18 units are heensed 14 1n the large seale sector and four
in the smll seale Onbv mine units in th~ arge seale and two
m the smill seale sector hue mn talled capaciies Of the nine
units in the o-gini ed secto, only six produced th~ drug in 1967
bLut scven n 1966 wnd eghtin 1965 In the small seale sector
both the units wre 1n p oduction  One of th~ largest umts for
this drug s Plizer with an mnstalled  cpacty of 38 tonnes  Its
p oduction m 1960 was 21 7 tonnes wheh went up to 25 ©
tonnes 1n 1966 and to 28 9 tonnes an 1967 1t was sull very
much  below the mstalled eaprcis and th~ reason gven  was
thortuge of rw maten ! and myos m chrery b cakdowns
Chrmo Tharma 1< hieen «d for 60 tonree nd thie sume 18 also
cumed to be the installed  cap an Flus eapaenty includes
oth~r neotne 1cd alo It started product on in 1965 and
produced oaly 1 8 tonnes an 1966 + Juh w. three per cent of
its totl eapacty and o'y 6 1 OHnnes in 1967 winch amounted
to about mnc par cent of its caveis It has atnbuted such
cno-mous  undar utibisation of 3ta capacrty to luch of «dditional
block ecihn g for the smport of raw  maternials required for the
manuficture of INH It wa ashed to meetats requirements of
mpn ted raw matenals fron withn the allotted  block ceiling
vhch was fully utdised for th= import of ruw materinls required
for th* mam frcture of oth~r stems ~ In 1965 the umit was forced
to restrict 1ts manufacture of Bismuth  Salts and divert a part
of the block ceiling used for the import of virgin - bismuth metal
for obtunmg th~ raw maternls for the manufacture of INH
Ithad therefore gone into tnial production of INH only in 1966
It stepped up the production in 1967 to the extent the ind genous
raw matenals were made  available 2t rea onable prices

Synbrotics has 4 capacity of 30 tonnes but did not produce
any INH n 1967 Th~ unit has stated thatts stoppage of pro-
duction resulted first from th~ tmport of th~ fint.hed product
and secondls on account of  frequent changes in the mport
policy

Biological Exans has 1 capaaity of 18 tonnes and produced
only 2 4 tonnes n 1967 even though 1t had produced 11 2 tonnes
m 1965 ind 7 7 tonnesin 1966 It says that it rcached a farrly
high utiisation of capacity in 1965 but owing to acute fcarcity
of acids 1t was foreed to stop production in the first half of 1967
and also owing to avalability of imported INH at cheaper prices

12—1 T C.Bom (70
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Bengal Chemicals has a capacity of 2.1 tonnes but produced
only 100 kgs. in 1967 which works out to less than 5 per cent
of the total. The reason given is lack of demand.

Bengal Immunity Co. hat a capacity of ten tonnes and the
production was 4.5 tonnes in 1967. The rcasons given for low
production are difficulty in obtaining Picoline and Hydrazine
Sulphite the key raw materials which arc imported.

Albert David has an installed capacity of six tonnes, achieved
1 tonne i.c. about 16 par cent in 1966 but went down to 200 kgs.
in 1967, i.c. about 3 per cent of the total capacity. It says that
non-receipt of adequate licences for imported raw materials is
the cause for such gross under-utilisation.

Cazlcutta Ch:micals has the capacity for 1.9 tonnes. It
has not been in production for the It two years. The reasons
given for stoppage of production are increasing cost of raw materials
and th: price freeze for the finished product.

OPIL has a capacity for 1.3 tonnes. It has not been in
production for th2 last theee years. Th: rcasons given arc
temporary swspension because of high prices of raw materials.

The small scale sector appears to have done very well with
a total installed capacity of 11 tonnes and the production of ten
tonnes during 1967.

P.A.S—Bioch2mical & Synthetic has an installed capacity
of 150 tonnes but produced 106 tonnes cach in 1962 and 1963;
91 tonnes in 1964. Its production started tapering off from
91 tonnes in 1964, to 89 tonnes in 1965 and 74 tonnes in 1966
and the same volume was maintained in 1967. The reasons
given for fall in production arc lower indant by its sole selling
agents who have mentioned lack of dzmand as the reason.

Pfizer has a capacity of 60 tonnes and it has produced 82.6
tonnes in 1967.

Biological Evans has a capacity of 72 tonnes and produced
54.3 tomnes in 1967 as against its Higher utilisation ¢f 68.7
tonnes in 1964. It says that fall in demand and non-availability
of alcohol were the reasons for the low utilisation of capacity.

Wander Pharmed has the capacity of 90 tonnes but the
production was 44.6 tonnes in 1967. The reasons given for
under-utilisation are liberalised imports after devaluation.
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Though imports  were banned 1 1967 68 there 1
lmp'u:cd stochs in the macker nll August 1967 I‘;tmm‘pcl-l‘g
to Ga:lcr;nmcm for IHCR““C’IH price of sodum  PAS but Gosern-
ment dd not gewnt e I Iind, therefore, to st

ot ot s s p production in

Tetarar datt tran —Bengal  Immoanity has an mstalled capa-
aty of 349 MU and produced 3562 MU 1n 1967 The rcafgx
for uadsr utlsatior was sud to b~ hewwy unports

H{TF ne Inst tate hag anoanstalled capaaity of 3000 MU
and produc~d 1880 MU1n 1967 Th~rcason gnen s the lortage
of stablimg spice for hose

Bologcal Evans has annstalled capacity of 1200 MU
A}\r}({]nu p oduction wa almo t equnalent to the capacity at 1128

Dzey s M-dieal has been licen ed for 600 MU but have not
et metalled ats capaerty for bioe minufacture and 15 engaged
at pesent sn ampoubing  operivons only lrom impo ted nti
tox:m  Its total p oduction was 210 MU i 1967

Prednigolers ~Glawa Labs - haz an mstalled capaciny of 300 kgs
and its pofurtion n 1962 was 129 kg but was only two kgs
an 1967 Th~ poduction war limuted by the lack of avulabihty
of pocss materal

AMerrek Sharp with an istalled capacity of 120 hgy  actually
poda~~d 157 Lz 1n 1962 but in 1967 1t p oduced only two
kgt agunst the i alled capacity of 120 Ag It ha said that
Gov~mm-=nt bann d th mpn-t of intermediates and 1t hirs there-
fare, s opp~d manufacture of predm olone

Wycth Lab  has an mstalled cavaaity of 600 Ly and
produced 48D kg mn 1967 as agunst 561 1 the previous year
Th~ reason g ven for dechine n production 1s that the demand
did not Justify  lugher ntibsation of capicry

822 Of 54 drug umts (By drug umt 15 meant a drug ac-
cordimng to the umt which produces 1t For example 1f the same
drug 15 produced by th et units, three drug units has been adopted
Consequently 1f one umit produces more thaa one drug 1t has
been treated 13 one unit for each) 1 1965, 57 in 1966 and 58 mn
1967 analysed, the posttion with regard to utihsation 15 a5 given
in Table 8.3
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Number of drug uniis categorised according to  rauges of
wlilisation of capacily

Number of drug-units

Utilisation range {%)

1965 1966 1967

200230 . . . . . . . Ni 1 ]
151200 . . . . . . . . Nl N 2
126150 . . . . . . . . i 1 1
101—125 . . . . . ... 6 7 3
91100 . . . . . ... 3 3 1
7690 . . . . ... 10 8 7
L 9 10 7
2650 . . .. ... 13 9 16
n—2s . ... 1 9 6
610 . . . ... 6 2 i
0—5 . ... 6 7 13
Toran . 54 57 58

The above figures of low production do not reveal a healthy
picture of the Drugs Industry. When capacities are allowed
for the manufacture of a commodity the licences are issued in’
relation to the requircments of the commedity in the country.
It is expected that with greater increise in production not only
will imports be lessened or eliminated but also the industry would
be able to meet the increasc in demand. It was therefore to be
expected that as the years pass there would be greater utilisation
of capacities rather than progressive under utilisation. This
needs extensive replanning in so far as the Drugs Industry and
especially  the umits manufacturing the specified drugs are
concerned.
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823 Simultineously with progressine under-utilisation of
eapacity on the one hind there have been  complaints of excessive
amport of drugs which are already being produced i the country
and Iek of raw  natennls or foregn  exchange for the import
of th»sum~  An exummation of th= imports during the previous
three yers of the speafied  dengs and the extent of utilisition
of capicity duing the same pariod reseals the followne fiets

Vitama B 12 —A1 agunst the total capraity of 64 kes
the p-oduction wis 53.7 kgs 1n 1967 1nd there was import of
26 igs

Vitan ¢ € —In the casc of Vitum n G there 15 only one umt
mmely,  Siabhu Merch wlich mates it Its capacity  was
90, 150 wnd 180 tories respectnely i 1965 1966 ~ad 1967,
th~ productior was 90, 131 and 77 tonnes respecuvely  The
mports d 1ming thee three years were 13, 118 and 268 tonnes
respectnely  Ih~ umit has mnde the pomt that the steep ne
m oamno ts {whch were dus to the ND R Scheme and import
lb~mbsation afier Devaluwnon) had affected s production
01 th~ oth*- hind, imoo~ts had to be permutted  becuse of the
bt 1y of the fi m to m=et the increasing demand in the coutry
In any case when the umit was able to nulise its cmacity m lrger
meiate, unpd ts were  banned by Public Notice on 30th Scp-
temb~r, 1966 Ieas leant that the umt has since recommenced
production

Pemmlin —1In the case of Pemailin lek of offiake owing
to haavy stock hias been mentioned, rgunst the installed eapacity
of 147" MMU, the production was 116 MMU in 1966 but it
fell down to 119 MMU mn 1967 It 1s sigmficant to note that
when peoduction in 196 was 85 MMU the import wa, 43 MMU
making 1 totrl avulibility of 128 MMU, when producuion went
un in 1963 by 17 MMU the import was reduced by 32 MMU
However whn  production went up to 146 MMU the import
mstead of bemne reduced went upto 41 MMU, 1¢, 1t about the
same levod 1s that of 196 even though production in comparnison
to 196t had gone up by 61 MMU The result was  adverse
fo~ th~ Indian industry and i 1967 the production fell by 27
MMU compared 1o that in the presious year In 1967 the
import of Pemcillin was 78 MMU as agamst 41 MMU in 1966
and 11 MMU n 1965

Tetracyclnes —In the case of Tetracyclines the installed ¢
city 1s 25 5 tonnes and production 1n 1963 was 21 5 tonne
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it fell to 19.8 tonnes in 1966 and to 15.7 tonnes in 1967. For

the same years, in 1966 the imports were of the order of 32 tonnes
and in 1967, 23.1 tonnes.

8.3. Utilisation of capacity in the case of formulating units :

8.3.1. Since the concept of capacity in respect of specific
drugs has not been applied in so far as formulations are concerned,
utilisation of capacity can be judged only by the volume of pre-
parations for which the unit was licensed and the extent to .wh'zch
such preparations were or were not manufactured. Utilisation
is therefore in terms of tablets, ampoules, bottles etc. produced
and not in terms of the quantides for each specified formulation.
Nevertheless where the capacities in terms of these preparations
to be manufactured by the units have not been utilised for 'all
drugs for which they are licensed and not only for the specific
drugs, certain reasons have been given by them for lack of
utilisation of capacity. These are as follows

6.3.2. Hindustan Antibiotics has said that in the case of
vialling there was under utilisation of capacity owing to mechanical
troubles with one of the automatic lines in 1962-63, in 1963-6¢
two shifts could not be operated throughout the year due to
shortage of operators, in 1964-65 due to labour unrest and inabi-
lity to work the machines for two shifts and in 1965-66 due to
shortage of personnel as well as slowing down resulted owing
to process difficulties. In the matter of capsuling it has said
that owing to shortage of materials the installed capacity was not
fully utilised. Kemp and Co., has complained of lack of
demand and shortage of raw materials. Smith  Stanistreet
says that capsuling was short of licensed capacity owing to the
pattern of sales take-off and lack of timely availability of raw
material. Geoffrey Manners has  complained of difficulties
in the procurement of materials and lack of acceptable specifica-
tions in the case of indigenous raw materials. Ranbaxy Labora-"
tories was faced with shortage of foreign exchange for the import
of essential raw materials. Mac Labs. has mentioned shortage
of raw materials as the reason. G.D.A. Chemicals, Calcutia
has stated lack of imported raw materials and high prices of
indigenous  specified diugs. Shetty’s  Pharmaceuticals and
Biological Evans, Hyderabad has mentioned as reasons for under-
utilisation of capacity, scvere competition and non-availability
of raw materials at competitive rates. Pharmakon Labs.,
Bombay has said that under-utilisation was due to shortage
of raw materials and delay in obscrving formalities under Govern-
ment controls relating to excise. In general, lack of raw
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mteral umported or
under-ubhisation of capacity

pr to be resp ble for

833 Since the demand for drugs s hmited by the require-
ments and the prescriptions written by physicins, it cannot be
expected  thatsf geeater utilisation was possible the demand wou'd
have grown  Drugs are nat ke any other consumer commodity
th~  demand or consumption of which need to be promoted or
fostered  There have been no complrints of any special thortages
of drugs in the country cxcept sn the case of streptomycin and
it has to be ast med that the eapacities set up for the manufacture
of preparation of varous drugs are generally in excess of the
existing  demand
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Tantr. 9.1—=Contd.

1 2 3 4 5

3 Vimmn G . Hindwstan Anti- Tonnes 1250 1961

bioties
4. Chloramphenieol  , Neo Pharma . " $6 1960
3 Qhloamphenseol . Deys Mod cal N " 18 00 1962
6 Chloroqun . o May& Baler 1200 1963
T Todochlor hiydroxy.  Thems Tharma " 02 1952
quinolire ceaticals,
8 Tolo<hlor hydrozy. Inlan  Research . 02 1952
qanalice Imtitute,
9. Chlor propam de . Kemp & Co . " 01 1962
WINKH . « 1DPL (Hyderabad) " 200 1562
HINu ., . Vamer .. " 250 1962
2INH . . CIPLA, P wo 1967
1INH . . « South India Res " 00 1967
nst.
WINK . AwlDwgMowe . . 1600 1967
13PAS . . South India Res ” 80 1967
Inut
I6PAS . Chema-Pharma » 300 1967
17, Tetanus Anti toxin . Chowgule MU 7500 1966

92 In the case of Todo-chlor-hydroxy-quinoline, fwo unis
with capacities of 200 hgs each were licensed in 1952 but they
have not yet installed their plant and machunery in spite of the
passage of 16 years The total mstalled capaaty for this drug
1s 15 tonnes and the consumption in the previous three years
ranged between 62 8 and 82 8 tonnes. Thrre are already
too many licencees for this drug and it 1s worth considering i
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TasLe 9.4
Expansion of capacilty for the specified basic drugs

Sl.  Namec of the basic drug Unit  Already Licensed Total

No. of esta- but not
meatures  blished  yet esta-
ment of blished
capacity
I 2 3 4 5 6
1. Vitamin A, . . MMU 40 . 40
2, .memin Bi2 . . . Kg. 52 13-2 65-2
S. V‘mein G . - . Tonnes 180 , 125 305
4. Sulphadiazine (x) . . ' 193 . 193
5. Peaicllin . . . MMU 287 - 287
§. Streptomycin . . Tonnes 203 .. 205
7. Chloramphenicol . Do. 23.2 216 443
8. Tetrazyclines . . Do. 1455 .. 145-3
9. Amodiaquin . . . Do. 36-6 . 36-8
10. Chlorogquin . . Do, 7 12 19
11. Iolo-chlor and Di-iodohy-  Do. 187-8 06 188-¢
draxy-quinaline.
12, Chlorpropamide . . Do. 9.2 0-1 9.3
13. Tolbutamide . . . Do, 426 .. 428
14. Insulin . . MU 1080 420 1500
15. ILN.H. . .. . Tonnes 178.3 265 443.8
16. P.A.S. | . . . " 372 80 452

17. Tetanus Anti-toxin . . M%O)(in 14285 7500 21785
0 N

48. Prednisolone (xx)

. . Kg. 1020 .o 1020

{x} In this case capacity is inclusive of other sulpha drugs also.
{(xx) In this case capacity is inclusive of other corticosteroids also.
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10.2. It is quitc likely that there might have been stocks
at the beginning of the year as well as at the end of the year for
imports as well as domestic production. But the figures from
imports arc not available and the stocks have, therefore, not
been shown or taken into account for arriving at figures of domestic
consumption. In other words, figures of domestic consunption
have been taken as total of self-consumption, sales and imports
mints exports.

10.3. In the case of Vitamin A, the domestic  consumption
was 18.1 kgs. in 1964, came down to 17.8 kg.. in 1965 but went
up to 19.2 kgs. in 1966 and 19.4 kgs, in 1967,

For Vitamin B12 domestic comumption went up by about
six kgs. in 1965 and further by 12 kes. in 1966 and owing to heavy
imports in 1967 the consumption appears to be of the order of
70 kgs. as against 23 kgs. in 1964, But this figure docs not appear
to represent the correct  position, since the figures for consump-
tion and stocks for imports arc not available, It is quite likely
that all the imports may not have been consumed but  part held
over for the next year. The likelihood, thercfore, is that the
;:on‘;umption was at the same level as in 1966 when imports were
ow.

Domestic consumption of Vitamin C went up from 77 tonnes
in 1964 to 145 tonnes in 1963, 260 tonnes in 1966 and steeply
to 306 tonnes in 1967. Here again all the imported goods could
not have been consumed.

Domestic  consumption of Sulphadiazine went up to 161
in 1963 from 146 tonnes in 1964 and to 182 in 1966 but came down
to 176 in 1967.

In the case o}‘ Penicillin, domestic consumption came down
from 132 MMU in 1964 to 127 MMU in 1965 but went up to
169 MMU in 1966 and 175 MMU in 1967.

For Streptomycin, domestic consumption went up from
118 tonnes in 1964 to 143 tonnes in 1965, came down to 106
tonnes in 1966 but went up again to 188 tonnes in 1967. It is
said that there was a shortage in 1966 owing to restrictions on
imports.

Domestic  consumption of Chloramphenicol went up from
61.7 tonnes in 1964 to 77.4 tonnes in 1965, stceply to 112.1
tonnes in 1966, due to heavy impor:s in that year, and came down

62 .1 tonnes in 1967,
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10.5. Availability and domestic consumption for formula-
tions :

As has been mentioned  already, formulations are based on
the basic drugs and are manufactured from the specified  drugs
produced in the country and also those which are imported.  The
availability and consumption of formulations depend, therefore,
entircly on the availability of basic drugs.  Since the number of
the formulations is very large and their applications and
preparations are numerons, no  atiempt has been made to classify
the particulars of formulations of the various drugs or to determine
their volume fromm  the point of view of tatal availability and
consumption,
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Taue 11.2
Dexelopment Courails estimales of demand for 1970-71 and reised targets
Sor 1973.74
Si Name of Basic Drug JUmit  Development Revised
No Council's  targets
recom. asted by
° mcmhhm\ Dcvclopmm(
l070—7l fm’ l973~74
1 2 s 4 5
1. Vitamin A . e« MMU 40 50
2 Vitanun B12, BI2yb) . kg [ 150
$ Viarun €, . . « MT 373 375
4 Sulphadiazine . . .M (11500 (B3)1800
5 Pemallin ., MU 250 250
6 Strepramyan . . . . MT 300 300
7 Chloramphenicol . « MT 100 100
8  Tetracychnes .. . MT 150 150
9 Amolinqun .. Mrr} (©)120 (C)i20
10 Chloroquin .. MT
Il Todo chlor & Diodohyaroxy-  MIT (D)200  (D)150
quinoline
12 Chlorpropamide . . . MT 45 }
13 Tolbutamide . . . MT 45 {E)105
14 Insulin . . . . MU 1000 1000
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4. So far owing to import restrictions other Vitamins were
not freely allowed to be imported and as such mult-
vitamin preparationt cannot be made freely available
to the market  Under the hberalised import hicensing
scheme other Vitamins are now freely allowed to be
tmported 1nd as such the consumption in the Country
of imported vitanin preparations has gone up conniderably
resulting 1n increased requirements of Vitamin C

5. Softdrink manuficturers have also now started uung
Vitumin € in thar products as for cxample cceo-cola

6. Wheat treated with Vitamin C gives better yicld and some
farmers have already started using Vitamin C 1n cmall
quantities

Peualhn —3hindustin - Antibioties has stated that by 1971
the cstimated consumption 15 expected to go up by 250 MMU

Streptomyan —Hmdustan_ Antibiotics expects production and
estimated consumption by 1971 to go up to 300 tonnes

Synbiotics considers that the present production of Strep-
tomycin s nadequate for the handing of antt T B programme

Chlorampheracol —Parke-Davis  expects the consumption of
Chloramphenieonl to be 100 tonnes in 1970 71

Tetracyclines —Hindustan - Antbiotics places the estimated
consumption by 1971 at 150 tonnes and Syniotics also considers
that the consumption will ruse steadily in future because the drug
13 alio used i ammal

Amodiaquin —Parke-Davis considers that there would be &
downward trend in the consumption of anti malarial drugs as
a result of the success of the National Malarin Eradication Pro-

gramme

Tolbutamide —With the ntroduction of Chlorpropamide,
a larger share, that 1s about two-thurds has gone to this new drug
according to Hoechst

Insufim —Boo  * ° T . b Tl e
stated that there » - - .
to large quantitics
agamst N D R and American aid licences and Latety tvih aya S
rupee payment sources through the ST C. Taking mto con-
nideration the growing wes of oral hypoglycemic drugs on the
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one¢ hand and the increasing uses of other anti-diabetics on the
athier, the demand for Insulin according to this unit is not likely
to increase  substantinlly. g

. LNII.~—Synbiotics considers that the demand for LNH.
svill increase 3f the country undertakes o eradicate T.B. and
works ouwt a positive programme.

11.3. Compured to the capacity that already exists in the
tountry and the capacities that are likely to be installed on the
basis of the licenees so far granted there would be certain im-
balances as between the consumption and the mstalled capucity
for production in the country which are revealed from -the figures
given in Table 11.3.

Tapry 1.3

Consamplion and  future capacity jor basic drugi

Sl Nuame of the Unit  Capa- Davelop- Deve- Col i Cnll 6

No.  buscdrug city  ment  lepment as per- . per-
likely  Coun-  coun- c¢enlage  Centage

’ to e cil cil's of of
avatl-  rarget revised  Coll 4 col. 4

ableon  for  tarpets
the basis 1970-71  sug-

of gosted
Licenees for
i;(;'u;t;d 1973-74
o 2 3 4 3 6 7 8
I Viamag A . AMMU 0 40 50 100 125
2 Vitamin-BI2 | Kus. 65-2 GO 130 92 230
Vitamin-G . Tonnes 305 375 375 123 123
4 Sulphadiazine . Tonnes  193(A) 1500 1800(B) . .
5 Penicillin . MMU 287 250 250 - 87 87
.6 Streptomycin . Tonnes 205 300 300 146 146
7 Chloramphenicol ” 448 100 100 223 228
8 Tetracyclines . 145-3 200 150 137 103
4 Awodiaquin . Tomncs 366 (G) {G) . .
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Tante 11 3—Contd

1 2 3 4 5 6 7 8

10 Chleroquin + Tonnes 19 120 120

11 {a) Todo<chlor
hydroxy quinos
wme

b) Di1odot ye " 188 4 200(C) 150(C)

droxy-quino.

line
12 Chlorpropamude . 93 45 10u(H)
13 Tolbutimice » 426 40
14 Inulin MMU 1500 1000 1000 67 67
" INR ‘Tonnes 443 3 300 250 G 56
6 PAS " 422 1000 750 20, 154
17 Tetanuy Antr 100U 21 8 2D} 30(D)

toxm

18 Predmisolone . hgs 1020(E)  900(F) 1500(F)

{A) Includes some other Sulpha Drugs

(B) For all Sulpha drugs

{C) For all halogenated oxyquinolines

{D) For all sera

(E) Includes some other corticostere ds

{F) For both Prednisolone and Predmsone
t {G) Includes Dyrmethamne also

(H) Includes Phenphormune

114 In certamn cases the figures of consumption as estimated
for the future appear to be on the high side  Taking into con-
sideration the rate of consumption during the last four years,
the future demand at the end of 1970 71 1s likely to be lower in
the case of certain drugs than estimated by the Development
‘Counci! or the DGTD

115 A statement showing increases 1n domestic consump-
tion from 1965 to 1967 with 1964 as base and our estimates of
consumption for 1968, 1969 and 1970 taking mto account the
average annual imports for the last three years 1s given in Table
114
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CHAPTER 12
RAW MATERIALS
12.1. Raw materials needed for basic drugs:

12.1.1. The total value of raw materials imported by the
drugs and pharmaccutical industry was Rs. 9.5 crores in 1958
and accounted for 18 percent of the value of the indigenous pro-
duction of the industry in that year. It came down to Rs. 8.4
crores in 1965 which works out to 6 per cent of the value of pro-
duction in that vear. The total value of import of drugs, inter-
mediates and chumicals required for the manufacture of drugs
and medicines amounted to Rs. 13.71 crores in 1962-63, Rs. 13.17
crores in 1963-64, Rs. 13.11 crores in 1964-65, Rs, 14.41 crores
in 1965-66, Rs.22.88 crores in 1966-67 and Rs. 27.51 crores
in 1967-68. The drugs and pharmaceutical industry is included
in the list of 59 priority industrics for supply of raw matcrials to
full requircments, A statement showing the raw materials needed
for the 18 basic drugs under inquiry-classified into raw materials
imported and those which arc available indigenously is given
in Table 12.1. '

Tasre 12.1

List of major raw materials and intermediates and sources of supply as
indicated by D. G. T. D,

(3 Name of the specified  Raw materials and intermediates needed
No. basic drug

Indigenous Imported

1 9 3 4

1 Vitamin A . . Beta Yonone Pyridine
Ethyl Bromide Keto Acetal
Ether Acetyl chloride
Methanol Palladium
Ammonia Acctonitrite®

) : . 182
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TanLe 12+1—Contd

1 2 3 4
Cal chlortde Butylhydroxy Anisol
Butythydroxy Tolua} Ethyl Paloutate
Hydrogen Filter ads
Acds Lubum metal
Acetic anhydnde Palmitor] Chloride

. Filter ands

2 Viamug D12 Acetonc Beet \Molasses
Acette Aend Stearyl Alcohol
Ammonia Sod NatratefCyamde
Sulphunc Actd Sod Molybdate
Caustic Soda Fulter aidsy
Resin Cobaltmtrate

e

Vitamn C

S

Sulphad azine

Penraithn .

)

Surfacc active  zgents
Alumina

Glucose
Metbanol
Hydrochloric acid
Caustic Seda
Chlorine

Acctone

Yeast Extract
Carbon

Chl 1fe Acd
Decolounsing agent
Acetanilide

Buty!l Acetate

Butyl Alcohol
Procaine Hel
Acetone

Nutrierts

Acetic acid

Other aaids

Potas 1um Hydroxide
Surface active agents
Actrvated Carbon
Solvents

Tynding

eny! Aceu
e v
Phenyl Acctamude
Phenoxy Acenc Aad
Potassium  Carbonate
Filter mediajards
Nutrnients

14—1T C Bon |70
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Cal, Chlorige
I‘mauium II;.'droxx'dr
Sutfaer active agenty
Solvrnl:!
Revin,
Chlor:lmphcnicol Acerie Anh)’drzdr P-Nitre, Accmphrmmc
Sodigy, C:xrbonatc I]mm!dchydc
M‘rt}mnnl C.u:xlysn
Acetie A Filter Aits
Causyye Soetz syl art
N IN};_VI D:rblum Ace.
fate,

AIC acig
I}!hylrn(- t1xicin
:o-prop_‘.'l
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Carhy, di

Aciels

H ¥droge,, Eay
chamfm

Bmminr

Aealg)
Chne

~OX1¢le

Surfyee 4 tive ageney
Tctmcyclincv .

Arquag
I\I.I.B.K.
austje Sody thalysls
Filter
Nutr;
Phosphon’c Acid
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Tance 12+ 1—Contd,

1 2 -3 4
9 Amodaqun - Methanol P.acetyl sminopl enol

Acetone Diethylamine
Caustic Soda 4-7-dickloro-quunoline
Formalin

10 Chloroquin Caustic Soda. Dipheny! oxde
Acetic Aad Ethoxy methylene.
Phosphonc Aad Dietl yl Malonate
Phosphorus oxychloride Pot Carbenate
Decolounising agtnt D abylaminomethyl
M-chlorosaniline butyaline
Ethylene dichlonde
Phenol

11 Todo-chlor-hydroxy. Chlonne 8-Hydroxy Quinoline

quinoline Caustic Soda Todine

Glycenine
Acids
Phenol

12 Chlorpropamide Chlorosulfonte acid Potassium Cyanate
Benzene N Propylamne
Couwstie Soda
Methanol
Ammonia
Acds
Monochloro Benzene

13 Tolbutamide v Acctic Aad Butyalmine
Alcohol

Carbon dusulphide
Hydrogen peroxide

P-Toly:-Sulfonyl.
‘methyl-urethane

P-Toluene Sulphona~
mde

14 Iosuln . + Phosphonc Aaid Pancrease gland
Solvents Filter aids
Acds

Acetone




Causejc Sod,

Gamma Picoline
Sod, Ash Parafomaldebyde
Sulphuric Acid
Vitrie Acid
Pot, Pcrmanganate
Ethy] alcopq)
Ydrazine Hydrate/
Sulphate
richloroethylene
16 p, A. S, Acetic Acid M-Aminophenol
Caustj, Sod, Pot, C'arbonate
Carbon dioxiqe M.I.p,
Surface active agents
} 7 Tetanus Anti-toxin . Toxoids Proteolytic enzymes,
3
18 Prednisolone Dioscorca roots Catalysts
Soda Ash Filter aids
Solvenss Nurrien ts
€thane]
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1215 For raw materials of which indigenous supplies are
available, imports need to be discouraged, even 1f the cost of the
imported matersal is lower than that of the indigenous chemicals
Where the mdigenous supply necds to he supplemented by partial
tmports, 1t would be desirable to ensure that some system of
polling 1s attempted so that the raw material is available at the
same rate to the different manufacturers and there 13 no unfur
advantage to a particular manufacturer which 1s not wailable ta
the rest  In so far as those maternls are concernrd, the capacity
for the production of which 1s not likely to be set up m the near
future, we congider that concessional rates of duty should be
troduced so that the indig cost of prod 1s not_un-
necessanly loaded with the burden of lugh smport duty Even
if considerations of revenue supervenc it would be desirable to
impose the levy in the form of an excise duty rather than as import
duty The foil g ch Is and intermed mentioned
mn Table 12 4 may therefore be allowed to be 1mported at con-
cessionnt rates of duty until such time as indigenons capaoity has
been setup It would be desirable to pernat mmport at conces.
sional rates only in respect of specific raw materials and 1inter-
mediates which” are needed by the pharmaceutical mndustry.

Tasie 12 4

Lust of chemicals and wntermeduates for whick caparity may not be established
n the near future

st Name of the raw Name of the drug/ Demand
No matenal Intermed ate for ccted 1n
which used 1970 71
1 2 3 4
1 Acetyl Chlonde Vitamn A 4 4 tonnes
2 Arquad 16(c Tetracychines 516 tonnes
3 Bect molasses Vitam n B12 400 tonnes
4 nButylamne Tolbutam de 22 5 tonnes
5 4D eyt 1-meths! Gl 30
butylamune
6 D .cthyl cthoxy methylene Chloroqun 66
meloc esters Y Amod aqun 4“4
-
o~ #

15—1T¢ L4
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TasrLe 12+4—Contd,

i 2 3 4
7 lodine . . . Iodochloro  and 100 tonnes
Di-iodo-hydroxy-
quinoline
8 P-Nitro-acctophenone Chloramphenicol GO tonnes
9 Palladium Catalyst Tetracyclines 15 tonnes
10 Palladium chloride Chloramphenicol 04 tonne
11 Pancreas . . Insulin 400 tonnes
12 Potassium cyanate Chlopropamide 23 tonncs
Tolbutamide 45 tonnes
68
13 Potassium Borohydride . Vitamin A - 1 tonne
14 Potassium Phenylacetate . Penicillin 500 tonnes
15 Sodium Cyanide . . Vitamin B12 1 tonne
Phenobabitone 14 tonnes
15 tonnes
16 Sodium Nitrate . . Vitamin B12 18 tonnes
17 Thinoyl chloride . Procaine Hel (For 85 tonnes
Penicillin)
Pethidine 5 tonnes
Hydrochloro-thiazide 110 tonnes
4. Dicthylamino-1- 30 tonnes
methyl  butyla-
mine for chloro-
quin

s

\ 230 tonnes

4

12.1.6. In the %mrsc of the exemination of the prices of
raw materials for the future estimates it was discovered that there
was considerable disparlty between one unit and another.  Parti-
culars given in Table 1R.5 would show the prices suggested for

{



- 201

inclusion in the estimates by the different umts It was therefore
decided to adopt generally the mmimum prices wherever these
were verified and found correct  In the hight of these sigruficant
disparities which we discosered and which are also Likely to have
eusted 1n the crse of the costs for the actual period we suggest
that the manufacturing unit mny escreise greater care in obtaiming
rw matenals at the most cconomical rates One of the reasons for
dispanity and sometimes of high cost of imports of raw matennls
and intermediates was the conditions under winch imports
were cffected  Actual users licences allowed are of three catc%onu,
71z, (1) tied loans, (2) rupee payment areas and (3) general cur-
rency wreas  In all the three areas Government normally  specify
a price cethng up to winch imports can be effected  Sometimes
1t 18 possible to obtain raw materials more cheaply from a source
other than the source specified for a particular umt or industry.
Transfer of the Licence can be made if = surplus 15 available under
the category to which transfer 1s desired  But  since there 1s usual
saturation 1n  categortes  which are cheaper sources of raw
material, there 15 no choice but to purchase from the allotted
area, even if hgher price hay to be pud

TanLe 12 5

Latest rates of matenials for common ttems adopted for estimatirg fm?
selling prices of basic drugs

St Name of raw mate. Umt  Name of the manu~ Price
No malsiintermed ate of facturer aid
compu- Rs )
tation
1 2 3 4 5
A Imported matenals
1 Acetic Achydnde Kg {1) Parke Davis 4 51
{ForTech-
nical
grade}
{n) Wyeth Labs % 52
2 Acetone . . « Lat (1) Roche Products 500
(u) Sarabhai Merck 329
{1) Merck Sharp 243

(1v) Wyeth Labs 219
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TaBLE 12°5—Contd.

tics

1 2 3 4 5

3 Actanol , . . Kg. (i) Synbiotics 13-29
(ii) Pfizer 8-18
4 Activated Carbon . Rg. (i) Sarabhai Merck lggé
(ii) Hindustan Aatibio- 17-97

tics 7-88

(iii) Pfizer 14-26

(iv) Wyeth Labs. 5-57

(v) May & Baker 3-68

"5 Arquad . . Kg. (i) Pfizer 8-43
(ii) Cyanamid 7-90

6 Benzaldehyde . Keg. (i} Boehringer-Knoll 8-01
(ii) Parke-Davis 5-36

(For Te-

chnical

grade)

7 Dicalite . . . Kg. (i) Alembic Chemical 2-28
(ii) Boots 1-99

(iii) Synbiotics 1-94

8 Ethylene Dichloride . Kg. (i) Bengal Immunity T 3-58
(i1) Wyeth Labs. 3-24

9 Gamma Picoline Kg. (i) Pfizer 9-20
(i1) Biological Evans 8-90

10 Hydrazine Hydrate Kg. (i) Biological Evans 14-25
(i1) Suneeta Labs. 13-30

11 Hyflo Supercel Kg. (i) Roche Products 4-52
(ii) Biological Evans 2-13

(iii}) Cyanamid 1-99

{(iv) Alembic Chemical 1.91

{v) Parke-Davis 1-88

(vi) Synbiotics 1-84

. . f1-79

(vii} Phizer 1-61

1-58

(viii) Hindustan  Antibio- 1-19
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TasLe 12:5-—Contd.

2 3 4 5
Todne . o o Kg (1) Neogy Labs 33 26
(n) East India Pharma- 25 63
ceutical A
Tropropyl Alcohol o Lty (1) Phizer 324
(1) Wyeth Labyw. 2 63
(m) Parke-Davis 2450
lard Ol o . o Lit, (1) Phizer « G 55
{u) Cyanamid 5 94
() Wyeth Labs 459
Meta Amino Phenol « Kg (1) Wander 18 58
(1) Diological Lvany 17 51
(1) Biochermcal & Synthenie 17 20
(v) Phzer 16 15
Methanol . . + Kg {1) Roche Products 420
(n) Sarabhar Merck 308
7 Methyline « o+ Rg (1) Wyeth Labs 395
(1) Roche Products 3355
MJIBEK., . . Kg (1) Biological Evans 4 96
(11} Cyanamid 4 67
(1) Suneeta Labs 4 64
9 Phenyl AccticAad . Kg (1) Mindustan Antbioties 18 14
(1) Alembic Chemical 12 92
0 Potassum Carbonate . Kg {1) Mindustan Antibiotics 31
(1) Wander 307
(m1) Biochemical & Syne 2 86
theties
(1v) Pfizer 2466
{v) Biolog cal Evans 159
1 Pyndine Pure . Ke () May & Baker 15 68
° (1) Wyeth Labs 14 96
2 ResnIRCS50 . Kg () Merck Sharp 45 89
(1) Synbiotics 39 50

(1) Hindustan Antibiotics 38 95
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TABLE 12 5—Contd.

1 2 3 4 5
23 Trichloro Ethylene . Kg. () Phizer , 280
(ii) Blologxcal Evans 240

24 ‘Triethylamine . Kg. (i) Pfizer 11.32
(ii) Gyanamid 728

B. Indigenous materials ’

1 Acetic Acid . Kg. (i) Cyanamid 1461
(ii) Bengal Immumty 3:35
(iii) Pfizer 3.07
(iv) Hoechst . 2.88

(v) Biologital Evans 261

(vi) Biochemical & Syn- 2.60

thetic

(vii) BoehringerKnoll 2-50
(viii) Sarabhai Merck 2-45
(ix) Hindustan Antibiotics 1-50

2 Acctic Acid Glacial . Kg. (i) Bochringer-Knoll 2-85
(ii) May & Baker 2-84
(iii) Wyeth ) 2-50
(iv) Roche Produicts 245
(v) Merck Sharp 245
3 Acetone . . . Lit, (i) Glaxo Labs. 3347
(ii) Hindustan Antibiotics 3.25
(iii) Parke-Davis 2-80
4 Activated Carbon . Kg. (i) Phzer (11.79
. 3.41

(ii) Sarabhai Merck 1100

541

(Supra)
(iii) Parke-Davis 449
(iv) Biochemical & Syn- 3.57

thetic

(v) Boehringer-Knoll 250
(vi) Biological Evans 1-59
(vii}) Hindustan Antibiotics 1.50
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Taste 12.5—Contd
1 2 S 4 5

5 Ammonn . « Lit (1) Biologica! Evans 528
(u) Cyanamid 288 -

(1) Miocheruical & Syn- 267

thetic

{1v) Merck Sharp 173

6 Ammoma Chlonde . XKg. () Phzer 135

(1) Cyanamid 097

() May & Baker 094

7 AmmowaSoluton . Lat, (1) Cyanamud 14 61

(n) Sarabhat Merek 3 80

(1u1) Synbiotict 085

{1v) Hindustan Antibiotics 067

B Ammoma Sulphate o Kg. (1) Sarabbas Merek 918

() Cyanam:d 393

{11) Synbiotics 085

{1v} Hindumtan Antiblotics 0 67

{v) D ologicai Lvans 0 50

{vs) Pfizer 043

(v11) Bengal Immumty 035

9 Benzene . . . Lit {1} Cyapamid 181

(11} Bengal Immunity 180

(1) Sarabhai Merck 118

() Hindustan Antibiatics 118

{+) Alembie Chemcal 093

{v1) Athiance Tradlng 095

{vu) May & Baker 091

10 Butyl Acctate + KRg. (1) Alembic Chemical 562

(n) Hindustan Antibiotics 500

1 Butyl Aleohol . o Kg. (1) Alembic Chemical 5T

{11) Hindustan Antibiatics 485

12 Caloum Gatbonate « hg. {3) Cyanamid 163

{Heavy)
143
(Light)
(1) Phzer 115

() Alembic Chemical 109




1.18
(iii) Sarabha; Merck 1.15
iv) Biological Evang 1-0p
(v) Hindustan Antibioticg 0.95
(Vi) Eqse Indi, harmg. 0-42
Ceuticy]
(b) Caustie Soda Flakes K (i) Allianee Tra ing 1-70
(i) Pfize, 1-54
1.43
1-34
(iii) May & Baker 142
. (For
: Techpi.
cal
8tade)
0.94
. (iv) AIembxc C'hemzcal 1-19
(v) Cyanamid 1.18
(vi) Synbiotics I-18
(vii) Hip 5tan Antibioges 0-95
(Vi) Eag Indi, Pharma. 0-42
. Ceutica]
c) Caustje Sody Pyre Kg. (i) Phizer ) 5.90
(ii) Alliance Tradmg 1-70
" (ih) Wyeth'Labs. 1.64
(iv) Boehringer—KnoII 1.2g
(v) Alembje Chemica)
(vi) B; i
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Taste 12,5—Contd.

1 2 3 4 5
(d) Caustic Soda Solu- Kg. (v} Pfizer 093
fion 048
(u) Bochninger Knoll a 90
¢ {u1) Bengal Immumty 045
15 Corn Steep iquor  +» Kg (1) Diochermieal & Syn- 088
thetie
. {n) Plizer 098
{m) Alembic Chemcal 0 87
(:v) Wyeth Labs 083
(v) Cyanamid 0179
) Synbiotics 678
16 Cplorme » o+ . Kg (1) Neogy Labs 137
(n) Alembic Chemical 134
(m1) Alliance Trading 134
{v) Cast Inda Pharma- 109
ceutreal
(v) Synbiotics 045
17 Catm‘stths Coneen-  Kgo {1) Hindustan Ant:biotics 050
rate,
18 ChlomneGas « . Kg {1} Hindustan Antibiones 049
(1) Cyanamid 045
i) Merck Sharp 041
(1v) Sarabha Merck 041
19 Denatured Spint o L, Q) Pfizer 165
(n) Merck Sharp 131
(1) Sarabhar Merck 113
(i) Biological Evans 100
. (v} Wander 071
(w1} Biochemcal & Syn 067
(vi1) Hindustan Antibiotics 055
20 Dextrose . . . Kg (1) Alembic Chemneal 348
(1) Synbiotics 334
(i1r) Sarabhar Merck 334
(v) Wyeth Labs 323
24

(v} Hindustan Antibrotics
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Tanre 12.5—~Contd.

i 2 3 4 5
21 Formaldehyde Kg. {1 Hindustan Antibitotics 1-36
(ii) Synbiotics 1-35
22 Ground Nut Meal Kg. (i) May & Baker 060
Powder. (ii) Alembic Chemical 0-55
(iii) Hindustan Antitoitics 0-30
(iv) Wycth Labs. 0-20
23 Ground Nut Qil . Ks. (i) May & Baker 5-64
{i3) Cyanamid 5-62
(iii) Alembic Chemical 3-50
{iv) Hindustan Antibiotics 3-26
2t Hydrated Lime . Ksa. (i) May & Baker : 0-20
25 Hydrochlorine Acid . Kg. (i) Cyanamid 1-81
(it) Phizer 1.24
{iii) Parke-Davis 1-23
{iv) Neogy Labs. 1-17
(v) Wycth Labs. 1-06
(vi) Alembic Chemical 0-93
(vii} Alliance Trading 0:95
(viii) Biochemical "& Syn- 0-40

thetic

(ix) Bengal Immunity 0-26
{x) Biological Evans 0-26
{xi) Hindustan Antibiatics 012
(xii) Wander 0-10
26 A. Lemon Grass Oil Kg. Roche Products 33-66
26 B. Hydrochloric Acid Kg. (i) Sarabhai Merck 0-17
{Comml.) (VB6)
(ii) Parke-Davis 0-12
{iii) Phzer 0-12
(iv) Hindustan Antibiotics 0-12
(v) Wander 0-10
27 Manganese Sulphate Kg. (i) Cyanamid 14-02
(ii) Phzer 4.44
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Tapre 12.5~Contd

1 3 4
28 Lit {1) Phizer 3
(1) Cyanamid 3
{n11) Bochripger-Knoll 3
(v) Sunecta Labs 2
(¥} Hoechst 1
{+1) Hindustan Anubiotics 1
(v11} Wyeth Labs 1
29 « Lits {1) Bengal Immunty 3
(1) Parke-Davis 1
20 « Kgo ti) Boehninger Knoll 2
{1i) East Indian  Pherma. 1
ceuttcal
(1) Synbiotics
31 o Cys Q) Sarablin Merck
Cy. {n) Wyetl Labs
Cm (1) Cyanamid
Cm {v) Bochringer-Knoll
Cm (v) Hindustan Antiboties
32 Non-alsorbant Cotton  Kg. {1) Hindustan Anubiotics
33 » Kg (1) Boots
(1) Bengal Tmmunmty
(1) Hoechst
(w) Hindustan Anubioncs
34 . Lat {1} Bengal Immunity
35 « Rg {1) Biological Evans
(1) Biochermucal & Syn-
theuc
36 . Kg (1} Pfizer

{n) Biological Evans

{i1) Synbiotics

{w) Hindustan Antibiotics
{v) Sarabhai Merck
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TasLe 12.5—Contd.

1 2 3 4 5
37 Sodium Carbonate . Xag. (i) Alliance Trading 16-50
(ii) Sarabhai Merck 9-11
(iti) Bochringer-Knoll 0-90
{iv) Alembic Chemical 0-90
{v) Neogy Labs. 0-70
38 Sodium Citrate . . Kg. (i) Biological Evans 18-80
(ii) Bengal Immunity 7-35
899 Sodium Chloride Kg. (i) WyethdLabs, 1-55
(i) Synbiotics 1-24
(iii) Wander 0-97
{iv) Boots 0-29
(v) Biochemical & Syn- 0-20
thetic

(vi} Hindustan Antibiotics 0-13
40 Sodium Chloride De- Keg. (i) Parke-Davis 0-51
salt (ii) Biochemical & Syn- 0-20

R thetic
(iii) Hindustan Antibiotics 0-13
41 Sodium Hydro Sul- XKg. (i) Pfizer 9.20
phate (ii) Biochemical & Syn- 8-50

thetic
{ii1) Biological Evans 845
(iv) Wander 7-75
{v) Boehringer-Knoll 7-62
(vi) Wyeth 250
41 A, Sodium Hydro- Kg. (i) Alliance Trading 1650
xide (Commercial) (i1) Merck Sharp . 5.604
(iii) Synbiotics 1-24
(iv) Parke-Davis 1:21
(v) Wander 0-97
(vi) Hindustan Antibidtics 0-92
42 Sodium Sulphate Kg. (i) Wyeth Labs. 1-43
(ii) Parke-Davis 0-94
(iit) Alembic Chemical 0-91
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Tasre 12.5—Concld,

1 2 3 4 5
43 Supar . . . Kg () EastIndia  Pharma- 565
ceatscal
(1) Alemb ¢ Chemcal 167
() Synbioties 153
{1v) Hindustan Antsbiotics 132
44 Sulfarethane . - Kg (1) Hoechst 58 30
43 Salphunc Acd . « Kg {1} Phzer 142
069
062
(u) Biochemicat & Syn- 100
theue
(u1) Biological Exans 0-79
{1v) Wy~th Lats 074
{v) Sarabhai Merck 066
(v1) Cyanamid 0 59
{vi1) East Indiza Pharma- 0 50
ceuucal
(vin} Synbiotics 0 47
(1x) May & Baker 040
(x) Hindustan Antibiotics 032
46 Sulphune Acd Kg {s) Merck Sharp 039
(Comml.}
47 Urea . . . Eg 1) Cyanamid 145
(u) Piizer 109
0.75
(1) Bochninger-Knoll 096
12.2. Probl of facturers ¢

12.2,1. The Indian Chemical Manufacturers’ Association
has Iisted a number of difficultics encountered by manufacturers
of drugs in respect of raw materials. It has been stated that
imports of intermediates and raw materials have become very
dufficult because of the scarcity of foreign exchange, particularly
after devaluation. Besides this, these  chemicals have become
expensive resulting in high cost of production of finished drugs.
In the case of phyto-chemicals the position issaid to be worse
than that of drugs which are produced from synthetic materials.
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hns to be imported  Elaborate procedures for obtan-
ing permmis for motement of sugar also create hindrances
in obtaining the materfals which are produced ndi-
genously  Actua! delivery s made between three to
four weeks after the release order and delay upsets
the production programme It has been suggested that
’ release orders may be issued i such a way that some
stocks are available and that these are replenished
from tume to time without facing shortages (1v) The
State  Trading Corpoation having fmled to make
umely purchases of sulphur the production and supply
of sulphunc acid has received a setbach ‘The price
of this item at the end of 1966 was Rs 258 per tonne
A L of sulphur the price had
LI = TheFertaliser Corporation
. " * . 1cc of Re. 630 per tonne

122 3. In a number of cases 1t 13 saud, matenal of the desired
quality is not avalable or there are numerous other difficulnes
LUBE Les Vagose cbeesd e ees - o~sbe material even though
- - : B 13 a controlled com-
. e BTl e ke allocations of the
total country's production to the various States, but the Stae
Governments have their own regulations regardmg ingress and
egress and numerous formalities are involved in its motement
from one State to another Much time 1s lost on the procedure
to be followed for procurmg the nght quality of alcohol and the
delays nvolved hamper production of aleoliohe products A
suggestion has been made that Government may allow more
distilleries to be set up within the States in order that mter-State
barriers and obstructions may be overcome or mn the alternative
the movement of alcohol between States should be made easier

122 4. Tt has been stated by the Indian Chemical Manu-
facturers’ Association that in the case of the following items the
quantity available 1n the country 1s snadequate

Cilrates—A number of citrates such as ferric ammonium atrate,
sodium  citrate, and potassium citrate are used n the pharma-
ceutical industry and the shortage of these chemicals 15 being
expenienced 1n the country owing to Jack of production of citric
actd It hos been suggested that mdigenous production of
citric acid should be given top prionty and in the meanwhile
smport of citric acid should be liberalised
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Glycerine.—Supplies of glycerine have become  extremely
difficult and since thc pharmaccutical industry requires large
quantities of this chemical it has been suggested that production
of glycerine should be stepped up and the quantity needed should
be made available to the industry.

Corn starch.—~The price has gone up from Rs. 52 to Rs. 88
per 50 kilos.

Pyridoxine  hydrochloride.—The Janded cost o1 the imported
material is Rs. 268 pes kilo as against Rs. 800 per kilo of the
indigenously manufacturcd inaterial.

Sodium  hyaroxide pellets.—The cost of the imported material
is Rs. 5.35 per kilo a« against Rs. 8.50 per kilo for the indigenous

material,

Streptomycin sulphate.—No import of this material is permitted
since the Hindustan Antibiotics is the sole distributor. The prices
have gonc up from Rs. 160 to Rs. 295 per kilogram and the supply
is also inadequatc since the unit docs not produce as much as is
necded by the defferent fourmulators of this drug.

Dilydrostreptomycin sulphate.—~The product is not manufac-
tured in the country but imports have been stopped. It is there-
fore not available.

Sulphadiazine.—Only one company ic manufacturing this
important drug and this unit is also dcpendent on the import
of intermediates. Supplies arc extremely irregular and inadequate.
The desirability of liberalising imports of this drug has been

advocated.

Cocoa powder—~The availability of this material depends
upon the import of cocoa beans which are allowed to be imported
by actual users and confectionary manufacturers. Users of
cocoa powder have difficulties in getting import licences and
have therefore to depend for their supplies on confectioners.
But as the latter need the entire imports for their own production,
they are hardly able to sparc any supplies for other industries.
It has been suggested that pharmaceutical industries should be
allowed to import the product directly at reasonable prices.

12.2.5. It has been stated that in the case of following material
the prices have gone up to a very considerable extent, particularly

after devaluztion.
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Pre-devaluge Post-devas In-

Material Unit tion rate  luationrale  crease
Twie)  faogey ¥

‘ Re Re
1. 2 3 4 3
Inportea
Sulfadimidine . . Kg 22 10 34 80 57%
Sulfamerazne . . Kg 40 %0 58 60 449
Sulfadiazine Kg 33 80 4800 42%,
Mycostatin . . BU 371 00 540 00 46%
Triamcinolone . . K¢ 71,600 00 99,335 00 35%
Indigenous

Streptomyen . . . Kg 225 00 29500  S19,
ProcameHel . . . Kg 33 00 47 36 445,
Gelatin Capsule « . 1000 25 30 27 50 %
Sugar . . . Xg 142 15 6%
Aspumm . .« . Eg 970 1230 27%
20 mm Alummnium sealy , 1000 745 825 109
Aluminwm forle . . Kg 26 08 28 32 9%
Rubber stoppers . . 100 28 60 24 93 3%
Buff Board « « .« Gros 69 98 76 8¢ 10%

1226 Individual units have made a number of complaints
in additien to stoting generally that there » uncertanty owing
to periodic changes mn import pohcy The 1ssue of hicences for
quantities based on the past consumption makes 1t difficult to
have adeq lies of raw

1s with the result that the

requirements have to be supplemented from the local market,
on payment of high prices, There has been a steady wise in prices
especrally after the Indo-Pakistan conflict and rupee-devaluation.
The other problems mentioned by the industry are as follows :

ding to the

Acetic anhydride

requisite specifications, The m:

at only 60 per cent.
#~1 T CBow.|70

is not g
aterial available has been assayed
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“Difficulties are experienced in procuring the supplies of
raw material likei P-acetaminophenol and methyldichloroacetate
from indigenous sources.

Prices of dibasic ammonium phosphate are high. The post
devaluation landed cost is Rs. 3.09 per kg. whereas the price of
the indigenously manufactured cost of the chemical is between
Rs. 6.50 and Rs. 8.50 per kg. This intermediate is manufac-
tured from phosphoric acid and its inadequate availability is the
cause of high prices of the product. Zinc sulphate and zinc chloride
are both manufactured from imported intermediates and adequate
supplies are not regularly available.

Oil white technical—Burmah-Shell used to supply small
quantities of oil white technical from Assam but owing to dis-
continuance of suppiy the requirements are now met from imports.
The landed cost is Rs. 6.40 as compared to Rs. 17.00 per gallon
from the local market. The quality of the purchased material
also does not conform to the specifications.

For the manufacture of insulin pancreas gland is needed
and there is a worldwide shortage. The landed cost has increased
from Rs. 5,710 per tonne in 1964-65 to Rs. 8,400 per tonne
after devaluation. The imported cost of the Australian
pancreas is somewhat lower at Rs. 7,350 per tonne but owing
to lower yield it is less economical than the American product.
Besides shortage there is also the problem of transport since it
has to be transported in frozen containers and the overseas
suppliers supply it either in five tonne or ten tonne lots subject
to the availability of freezer compartments in cargo ships. Supplies
are, therefore, made every four or six weeks. Owing to the poor
quality of \he Indian pancreas and lack of facilities at slaughter

houses in the country no indigenous supply of this product is likely
to be availabie in the near future.

Supplies of pure salt which is needed for the manufacture

of insulin are also said to be irregular and this dislocates pro-
duction.

$

One of the units Boehringer-Knoll has stated that owing

to inadequate supply of hydrogen the company hid to establish
its own plant at a cost of Rs. 3 lakhs.

. Nitric acid.—Weak nitric acid is available from the Fertiliser
Corporation of India at Trombay which is taken to the High
Explosives Factory at Poona for concentration. Ths only source
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~of supply, therefore, 1s the High Explosives Tactory 1t Kukee
But 1n times of emergency priorty is given to defence reqitire-
ments which results in stoppage and rregular supply

Some difficulies have been experienced also with regard
to tomuene Prices of deatrose have gone up from Rs 1,980
per tonne n 1963 to Ry 2,675 1n 1967 and the cost of;manufacture
of Streptomyain Sulphate has therefore gone up

{mmonium  sulphate —Rcelease orders for this matenal from
the Government of India have to pass through the DG TD
and the Food Mnsstry and this takes time resulting in dislocation
of schedules,

Calewn carbonate —Matersal of <aus wctory quality s not
avulible from indigenous sources and whatever can be supplied
15 mdertor 1, crmpared to the imported onc Owing  to this
handicap the yield of Tetracyline goes drwn by 20 per cent and
1t has been suggested that either the quahty of the ndigenous
calcium carbonate should be wmproved or licences for nmports
should be granted

Cotton seed floir —Even though cotton seed 1s available
n ths country 1n abundance, 1o indigenous production of flour
}ed 1 d 1

has yet been bl experiments
« 1 Sittae . m o oD BN S R

‘The only manufacturer of Predmcolone, Wyeth Laboratorics
‘has complained of difficulties i the procurement of dioscorea root,
the basic starting material, 1s also 1n securing the adequate nd
night quanuty of Solvents, particularly toluene  In the cxe of
tolucne owing to munor legal techmicalities the Central Lxcise
has refu.ed to allow draw back on the local purchases with the
result that the p ice paid was out of 2ll proportion to the Janded
cost of the imported materral Dioscorea 15 collected from  the
Northwest Himalayas with the permussion of the respecuve State
Governments  Owing to the demand for this root there has been
a tendency to raisc the prices by those who are connected with
root collection In addition to thus the root 1s being exported
which further reduces the supply and tends to raise the price
‘The unit has represented that instead of exporting the root 1k
‘would be morc desirable to allow to 1t to be processed here and
to export diosgemn which 15 a hugher intermedate for earning more
foreign exchange
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12.2.7. In the cage of raw materials needed for the manufac-
ture of formulations the following problems have been broughs
to our notice. . [ A -

Owing to lack of proper refrigeration facilities at slaughter
houses the quality of raw liver is not uniform and does not conform
to "the specifications relating to vitamin content, anti-histamine
content and colour and it has been ‘suggested that Government
should ensure refrigeration facilities at slaughter houses.

Yeast produced in the country does not appear to conform
to the specifications which are requisite for the pharmaceutical
industry. But import licences for yeast have not been granted
by the Government and it has therefore been'suggested that either
yeast of the right quality should be made available within the
country or imports of yeast should be liberalised.

) Gelatine capsules—There is at present only one manufacturer in

the country who can manufacture capsules on automatic machines.
It has been stated that not onlv are the supplies limited in quantity
in view of the technical difficulties encountered by the manu-
facturer, it is very difficult to obtain capsules of a satisfactory
quality. The size and texture is not uniform which results in
the frequent arrest of the machines. In this case again it was
urged that the imports of empty gelatine capsules of the right
quality should be allowed or capsules of the right quality may
be manufactured in the country and made available to the manu-
facturers of pharmaceuticals. '

At the public inquiry it was pointed out that in the vials
produced indigenously black particles were found, that rubber
stoppers were of poor quality as a result of which the quality of
the drug deteriorated, that the S.T.C. was previously charging
Rs. 180 per tonne for Sulphur, but the rate had now. gone upto
Rs. 450, that the price of hydride had gone up by 50 per cent in
the last eight months and in the case of potassium ferro cyanide
the price had gone up from Rs. 900 to Rs. 2,100 per tonne. . It
was also suggested that Indian Standards Institution should lay
down standards for glass tubings and stoppers and that - another
glass tubing unit may be licensed.

Rubber stoppers—A number of complaints have been made
with regard to rubber stoppers by Hindustan Antibiotics. These
are as given below : . . L

.

THe:sizes are not always uniform with the result that there
are frequent interruptions in vialling operations. In one case it was
found that there was a tenacious film of dust on the rubper stopper
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and this was traced to the poor quality of water being used in
the rubber stopper manufacturing operations In the case of
pink rubber stoppers it was found that the colour reached out
causing production handicaps  This was due to certain fugitive
indigenous dyes being used 1n the manufacture  Jt has not yet
been possible to solve this problem and these stoppers have to be
treated before these can be ured  The imit of reducing agents
n rubber stoppers 11 one milligram but it was found that 1t was
always exceeded However it was posuble to solve this problem
to a certain extent by maturing the stoppers and bringing 1t down
to the maximum permissible level

Vials —There 13 lack of umformity in the sizes of vialsin spate
of size specifications being avalable to manufacturers  Sometimes
glass wials were found to contamn black particles which could
not be cauly washed out

Alummium seals —Some of these were found to be of poor
quality or tarmshed and i the case of local trips the metal was
too tenacious and the central portion could not be dislodged
with the requisite pressure  In addition to poor quality shortages
were also experienced by formulators

The prices of locally produced Insul ne crystalline arc re
ported to be much higher than that of the imported varicty

1228 The evidence so far discussed on thie assue le ds
to the following conclusions

‘The 1mported raw matenals and intermediates are not only
satisfactorv 1n_quahty and strength but their prices are also low
¢ only handicap in this respect with which the industry 1s ficed
1s that there 13 not enough imported material to go round  There
1# no complaint of poor qualty, lack of conformutv with speci-
fications high prices, arregulir or uncertam supply 1 respect
of th~ imported raw materials and intermediates ~ On the other
hand the indigenous material 1ppears to suffer not only from
defects of quality but 1s also beset with many other problems
The wdigenows Taw matenal has wnvanably m o number of cases
been regarded as of poor qualit ° oo
and bearing very high prices
irregular and uncertain In th- ' 1
are indigenouslv produced, bottlenecks of a procedural nature
have been encountered with regard to the system  of allotment,
licensing and inter-State traffic It 1s a matter of great regret
that our slaughter houses do not make the supply of even an ounce
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of the pancreatic gland and we have to. depend for it cntirely on
imports. The supply of liver from slaughter houses is also very
unsatisfactory. A stage has now been reached when slaughter
houses have to be used not only for providing meat,as an item of
food but also as sources of some of the important medicinal and
biological raw matcrials and the State must take in hand the re-
gulation of large slaughter houses in such a way that the by-producte.
are not wasted but can be retricved and utilised for medicinal
and therapeutic purposcs.  Notwithstanding the heavy installa-
tion of units manufucturing glassware in the country containers-
of the requisitc quality which do not call for very high standards-
are not casily available. The same holds good for rubber stappers-
as well as aluminium stripsi. Gelatine is -imported "and al' that
is donc here is to convert it into capsules but owing to lack of uni-
formity of size specification, it cannot be used satisfactorily for
filling of cap:ulcs on automatic machines. All thesc matters
nced the close attention not only to the industry but also of Govern-
ment and its various agencics which control and regulate production
and quality in order to ensure that the indigenous industry is not
found wanting cven in those spheres where self-sufficiency is claim-
cd but has not been achieved owing to lack of quality and conformity
to <pecifications.  Attention needs alvo to be paid very, closely
the arrangements for raw matcrials and intermediates not produced
by muking their supply certain.  Schedules need to be drawn
up for this purpose in order to ensure that with a certain degree
of vigilance of progrananc planning uncertaintics are climinated.
We understand  that in many advanced countrics of Lurope and
particularly in Denmark no diugs in the form of capsules are
maiketed and that the diug, ate «o'd in the form of tablets. It
would be de,iiable to emulate this example and save  forcign.
exchange by the climination of the we of imported Gelatine.



CHAPTER 13
GENERIC VERSUS BRAND NAMES

131 The chemical name of a drug Indicates its structural
makeup and 1t can be expressed 1n a vanety of forms  This chermeal
name 1s however not employed when naming a pharmaceutical
product and inrtead a nomenclarure known as generic is developed
and used Thrsgeneric name 1smeant to mndentify the drug for the
purpose of Phanmacopoeiis, Formularies and  academic relerences
When the drugis manufactured by a particular company which
may or my not have a patent for 1t 1su ually called by a pro-
prictary name which 13 al o hnown as the brand name  As distinet
from the products of other industries therefore in the case of drugs
thaeare three ties of nomenclaturer used  As socn asinvented

- b 1o e 11 ~ -~ —« The genenc

vhich was res-

ter of America

le i the lass
few decades the gencrie name to referred to the Ceuncil of Drugs
of the American Medical Assac ation bv the mventor and  the
Council_transmuts 1t to several agencies includmg the Umnited
States Pharmacopoers and the World Health Orgamusat on for
approval  If no contrary views are expressed witlun threc weeks
the name becon e finy From then onwaid thi particular name
1s 1 ed for the drug tn publications 1n se ntfic liter iture on medical,
Pham colog cal wnd chemical sulject 1t} s bewn contended
scmetim s that the imventor  delibarately sclect 2 complicated
name which cannet be easily pronounced sc that there may be
greater rocm later on to apply the biand nan e which v ould be
the property of the paruculrr manuficturer  The ame pr ctice
prevails m other countries too and if drugs weic to be mmves ed 1
India the generic name would i tially be suggested by the inventor
and the s»me would need to be considered by the Drugs Controller
At present no_rules with regard to prouding of generic name to
drugy exist It 1s necessary here to draw a distinction between
patents on the one hand and generic name and the brand nime
on the other Every basic diug irrespective of the fact,
whether or not 1t 1s governed by a patent has a generic name
‘The same however does not apply to brand names The brind
niame 1s manly likely to be a registered trade mark and invariably
applied to formulations Where the process of manufacture
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is also subject to patent it is not open to others to manufacture
the particular drug as Jong as the patent lasts,

13.2. The brand name is usually the property of the parti-
cular manufacturer who employs it ; it is used both or basic
drugs as well as its formulations. Since the use of the drug by
the patient is in the form of formulations, the consideration of
brand name is more relevant in so far as formulations are con-
oerned. Broadly speaking, the brand name being the propetty
of the manufacturer it entitles him to charge a distinctive price
irrespective of the price of the same drug or formulation as may
bave been fixed by other manufacturers and formulators. There-
fore the industry advocates the necessity for the continuance of
brand names and bas advanced a number of reesons for perpe-
tuating this distinction. Some of the arguments cited in favour
of the perpetuation of the brand name are as follows :

1. Salts—Several salts of the active ingredient are often
available and are used and it makes a real and definite difference
to the patients which particular salt of a drug he receives. The
inherent factors involved are irritancy, patient tolerance and
absorption. For salts can differ in percentage content, solubility,
dissociation and the less soluble salts which are often used with
stabilishers can be toxic.

2. Vehicle—~The choice of the vehicle in which the active
ingredient is contained varies with different manufacturers. These
substances have a bearing on the stability, shelf-life, the rate of
release of derugs, absorption and degree of penetration. The
right type of vehicle is of special importance in topical preparations
for the eye, ear and skin etc. or for parenteral solutions. A wrong
vehicle can therefore cause variations in compatibility,
irritability, allergenicity, etc. and can change a useful drvg into a
dangerous one. It has been stated that the same active ingre-
dfi;nts in two different vehicles gives a completely dissimilar resultant
cffect.

) 3. To achieve similarity of therapeutic effect the hydrogen

ion concentration and the amount and type of buffering shovld be

indentical for products of the same chemical composition. In

the absence of such correspondences, though generically cqui-

;'i?le:nt,_lthc different drugs may be pharmacologically and clinically
ssimalar.

4. Purity wnd sterility.—Insufficient purification may lower
efficacy and stability and traces of intermediates or ascociated
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wmateeials ean give rise to taxie effects  Sterility and freedom from

Pyrogeas is eseennal

5 Particlt ssiz¢ —The finer the particle the quicker and more
complete 15 the absorption The importance of this had led
to micromusation of many preparations

6 Stahility —Fatlure to ensure that the chemical compound
retatns ats potency over a period of times may make the drug
incflective  On the other hand, any concentration hugher tham
wequired with a view 10 conserve potency may result in overdosage

7. Compatibility —To mark hitter taste or for ensuring bitter
abwrption, or a smoother manufactunng process the basic che-
mical has often to be mixed with many additional substances
and 1t needs to be chsured that these addiuons are compatible
and do not remove the therapeutic effect of the drug or render
1t touc

8 Sustained release medication —Too fast a release may mean

uick absorption and equivalent elimination , on the other band,

tlow release would result 1n dclay i the onset of tffect and
poor response

9 Dusinteg -1 gration time of tablet or capsule
13 very tmportant 1n order to ensure the right amount of absorption
at the right location n the ahmentary system

10 Solubslity —There 1s danger of Jese soluble d ugs bemg
tcpt m solution by addition of substances which may sometimen
& toxic

11 Asatlabelity of the active wngreduent n the drug —To ensure
substained availability of the requate quantity of the active
gredient overages have to be provided. Since these differ
in proportion from drug to drug experimental studies have to be
conducted and mettculous calculation and measurement are
Tecessary

12 Viscosity —The correct viscosity has to be mamtamned m
the casc of liqmd formulations

13 Ease of application and sevoral —The base of lotions, creams
d of has to be sclected with great care ana extreme
<conditions of climate have to be kept in view.
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14, Melting pont.—The melting point of drugs or applications-
has to be related to the body temperature but it has simultaneously
to be ensured that its preparation does not disintegrate or melt
under adverse storage conditions, ol

15. Flavour—Optimum palatability without affecting ''the
thereapeutic value of the active ingredients has to be ensured
and much research is needed for this. -

1
"

16. Determination of shelf life—Reputable . manufacturers, it
is said, carry out preservation tests while others do not with the
result that the drug in storage loses its potency or builds up dan-
gerous bacterial contamination.

17. Containers.—The appropriatc containers can .react with
the active ingredient in the drug and lead to its chemical inacti-
vation or degredation which may result in toxic substances.
being released. Differences in quality of glass, stoppers, filling
gas, etc. can effect the efficacy of a drug. -

18. Stabilising agents.—Preservatives, anti-bacterial stabilising
and anti-oxidative agents are important because they can markedly
alter the pharmacological effects of the principal ingredients..
The fact that an equal quantity of active ingredients has been
placed in two products does not mean that there will be equal
availability of the active ingredients after a given time.

19. Packaging.—In the case of volatile agents, incffective
packaging can result in evaporation of the contents.

20. Enteric coating—In a number of cases enteric coated
tablets which physically appear identical to the brand prescribed
and even contain and accurate amount of the desired drug do
not dissolve at all but pass through the body unchanged.

21. Allergic mamfestations.—Different manufacturers may use
different supposedly inert ingredients necessary for the manufact--
ure of a product, but the patient may be allergic to one“and not
to the other. It has been stated that the physician knowing the
history of his patient alone would be in a position to select a suitable
brand to avoid these possible complications.

22. Toxicity.—This is one of the. several factors influencing-
the degree of irritation caused by solutions designed for parent--
reral use and those intended for use in the eyes and nose. It may-
also reduce ciliary  motility, and thus limit the effectiveness of-a.
nasal preparation.

o o 1N



225

23 Calone calues —Ir diabetic and obese sndividmnls the cale
contents of hqud preparations play an important part 2
have therefore to be carclully regulated

24 Surface tenston —~In a number of hqud preparat
mtended for application to the mucous membrance, surf
tension has marked effect both on the rate of absorption a
on overall actwsty

1

133 It has been claimed that a particular name 1mpo
upon the manufrcturer the responsibihity for purity, potercy a
efficacy and 1that from the receipt of the raw materal to
final ymccsiing as many as 250 tests are carried out with  su
techniques as ultraniolet and vissble  spectrophotometry, pote
timetry, polargography, X-ray, crystallography and radwactina
‘The product has also to pss other tests relating to clanty, toxic
ﬂovnﬁl), histamimic  reactions, PH, freedom  from pyroge
foreign matennl ete

134 The Indian Chemical Manufacturers’ Organrats
hns obrerved that the guirantee of the right type of formulatic
1s comveyed by the manufacturers’ brand name It has tn
to refute the assumption that the cost of medicmes could be grea
reduced 1f physioans were compelled to preceribe drugs by the
FONCIH Mumes 6 Non proprietary names rather than by the Lrag
nmes of manuficturers  The orgamsation has asserted
the drugs under generic names are not rdentical witd those und
brand names having the same actine mgredunts that thev
nethavedentieal therapentic efficacy, tatthey ue notavail |
n !l de sage forms for all conditions and that their cost 1< nct mu
less than the cost of brnd nune producers It has gone on
state that such musconceptions and fallacies exist owing to 1
rance of mnufactwing techmque, chemical testing,  quality co
trol and distribution  In its view the brand name 1s a symbol 1
which the manufacturer identifies his product from that of othe;
1t 1mposes upon Jum the inescipable responsibility for the purnt
potency and efficacy of the drug  In <hort 1t 1s the man
facturers personal signature of integrity

135 The Organisation of Pharmaceutical Producers of Ind
says that the official standards are only mirumal standards fc
purity, strength and mn some cases, himuts for other substance
But the official standards do not take imto consideration suc
other factors as particle size, dissociation rate, stalility ctc ar
have quite often found them to be madequate and have to be mac
morg stringent  Even these mimnimal and sometimes in-adequa



226

#standards are barely adhered to, while brand products 'rcﬁgct'
the care and control used to ensure efficacy, safety and stability
and patient acceptability of these products.

13.6. The Organisation apprehends that substitution is likely
to take place if the brand name is not written and the pharmacist
would tend to dispense any other product available under the
same name even though the doctor may have meant the product of
a particular manufacturer. It would therefore be unfair to the doctor
and prcjudical to the health of the patient that the drugs should
‘be prescribed by generic names. It nevertheless admits that because
of these considerations the cost of production of these drugs
which are marketed by brand name is much higher than those
which confirm only to the minimum standards prescribed in ‘the
Pharmacopoeia.

13.7. It has been argued also that detailed investigations
are made into the onset of active absorption, duration of thera-
peutic action, effectiveness and peak effects and where possible
the relationship of chemical response to blood levels. If these
experiments were demanded of generic drug houses many would
-disappear, since they have neither the resources nor the facilities

% to carry out the required research. It has been suggested that all

1 the generic houses should be required to submit proof of the per-

« formance of their drugs in human patients before they are per-
mitted to market them. The outlay made on research has been
cited as a ground for having brand names in order that part of
the expenditure so incurred can be recovered.

~13.8. Those in favour of generic names have serious doubts
with regard to the validity of the arguments put forth in favour
of the perpetuation of brand names to the exclusion of the generic
name. For historical reasons drugs have come to be designated
by a nomenclature of non-functional identification while other
commodities do not have such attributes. Manufactured gocds
are usually known by their common name; distinctions with
regard to quality, purity and other factors are identifiable by the
association of the product with the name of the maker. There
13 no other field of human endeavour in which arguments might
have been brought with such force to bear on the necessity of
having yet another set of non-philological names for a com-
modity or where special sanctity may be claimed by attributing
to the product virtues derived from a mere name.

13.9. The acceptance of the brand name it is said’ gives
an 'opportunity to the manufacturer to attach to the product
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tndden and  undisclosed quabties which they do not posscas.
The determining factor is the degree of publicsty and sales promo~
nion that a successful organivation can employ The sale snd

d 1on of drugs t then & matter for advertisement
rather than the therapeutic properties of the ingredients or the
reputation of the house which prepared these It has been argued
that by diverse and relentless methods of sales promotion the
prescbing  physician s assailed on all sides with the brand
names to such 1 degree as to smpair the memoric residue of the
terminology i which he was grounded In Ius daily practice,
he sees brand names on lus wniting pad even 1f 1t 15 pleasantly
inscribed an fant water mark, on the calendar as lus desk, on the
wall and almost on all the nick knacks in lis surgery These
1n course of time replace the names he had learnt  In addition
he has a ready supply of thesc products given to himfree and sup-
posed to be distributed gratls by him to lus pauents Even 1f
these are not musused, they create a psychological obligation
and further assist hum to remember the manufacturers of these
drugs Much effort 1s applied to the sclection of catchy short
names for brands so that these can be remembered more cauly
and ly  Once this 7 has ded the manu-
facturer has at his command all the market that he needs and the
drug sold under the generic name even if equally or more effi
cacious beats a hasty retreat and 1s altogether disowned by the
phvsician  However, where Government purchases are effected
which constitute only a small proportion of the total sales the story
1s different

1310 Drugs arc supplied to Gov h: ls agaimnst
tenders 1:sued under generic names at prices considerably lower
than the selling prices in the market  This has been cited as
testimony :n favour of the argument that increace i prces s closely
linked with brand names  In India certain manufacturers market
the same products both in the generic as well as brand names
and 1t has been found that drugs <old under generic names are
cheaper than those sold under brand names

1311 Many representatives of the medical profession 1=
India as well as abroad have criticised the proliferation of names
of pharmaceutical products and the confusion caused by the
practice of prescribing by brand names

1312 By and large hospitals and Government departments
1n other countries too make ther purchaces 1n terms of generic
names The analys:s of such standard drugs here ang elsewhere
does not reveal any preponderance of drugs sold under generje
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fiames as against those sold under brand names. * In an investi-
gation carried out in 1966, the United States Food ana-Drugs
Administration sampled 4,600 drugs from 250 .manufacturcrs,
Of these 2,600 were sold by generic names and 2,000 by brand
names. Of the generic named drugs 7.8 per cent were not of
acceptable quality and of the brand nained drugs the percentage
was 8.8. ‘ '

13.13. Indian Drug Manufacturers’ Association con-
tends that the therapeutic ecfficacy of  equivalent drug
should be the same when drugs arc being proauced according
to laid out standards under an cfficient Drugs Contnol organisa-
tion in the country. It has suggested that 1t would be helpful
to the medical profession as well as to the consumer if Govern-
ment draws up a list of essential drugs and allow them only to
be marketed under gencric names.

13.14. The Drugs Controller, Government of Inaia, has in
his memorandum pointed out that the formulations marked
under proprictary or trade names are marketed at higher prices
than these under the pharmacopocial or generic names. In
reply to our questionnaire hospitals of State Governments have
also  indicated their preference for “formulations being sold
under generic names. One of the reasons stated it that the
different brands may be purchased on different occasions and
this may cause confusion. The Committeec on Essential Drugs
of the Ministry of Health has also recommended that co-operation
of the medical profession should be fulty utilised for prescription
of the drugs by generic names instcad of through their brand
names. It has also recommended that the gencric name should
be shown more prominently on the labels than the trade namcs
by enacting legislation if neccessary, and that medical colleges
while imparting knowledge to students should strictly adhere
to the gencric names of the diugs. At the public.inquiry the
representative of the Indian Medieal Association categorically
stated that the Association would prefer to use generic names
instead of brand names in drugs and that as far as medical ins-
truction is concerned teaching is imparted through generic names.
“The Association also offered its cooperation in implemcnting
any decision that may be taken in regard to the use of generic
names.

N g 15, Closely allied with the question of the utilisation of
I ames is that of substitution, that ic to what extent phar-
FENCIIC re authorised to. substitute a drug of the same generic

macists s : : L .
. amalhed properties when the prescribed drug is not available

\\\
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1A the United States of America it 1+ legally prolubited to make
any substitution notwithstanding the fact that the drug 1s the
4ame It 1s incumbent on the part of the pharmacist that he dis-
penses the same drug which has been prescribed

1315 On January 16, 1968 a notification has been fesued
by the Mimstry of Health, I'aruly Plinning and Urban Develop-
ment seehing to publish the draft amendment to the Drugs and
Cosmetics Rules that any drug supplied on demand or agunst
4 preseniption shall comply with the (lcscn?tmn of th‘c drug as,

MR - 1 FR

.
- s
liea  Theeffeet of tlus rule s thatifthe prescriptionisa by a brand
name, the pharmacist cannot substitute 1t by another drug of the
same property evenif the prescription is by generic name provided
that the nime of the manufacturer 1s gnen  He has no choice
but to dipense the drug made by the nimed manufacturer  This
approach 1s inconsistent with the declared policy of the Govern
ment to purchase and dispence drugs by genenic names, and the
views expressed by the many repre:catitnes on b‘clnlf |o[ Govern-

Iy

13 17 Having set forth the arguments for both sides, 1t would
De worth considering the extent to which these are vahd

1318 The manufacturing requirements and tests of thera~
peutric cffica~y can be classified into the following categones

(1) Requirements prescribed under pharmacopoeial — stan~
dards for which no secret knowledge 13 needed and assay
18 posuble ,

(2) Standards which are not prescribed but which are capable
of being complied with varyng degrees of cfficiency,
(a) the results of which are sigmficant
{b} the results of which are not sigmficant
{3) "Tcﬁts and stindards not prescribed under the Pharma-
copocia_but requires under the Drugs and Cosmetics
Act and Rules

(4) Autributes not presctibed and which arc also not as.a-

yable according to the existing recegnised standards of
anay
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(5) Attributes of doubtful validity in the state of development
of the pharmaceutical science today. :

These may be taken up scriatum :

1, Requirements laid down under pharmacopocial standards
for which assay also is prescribed :

Sclections of salts of active ingredients, pH rate, purity and
stability relate primarily to the manufacture of drugs and standards
for these are prescribed in the Pharmacopoeia. The vehicle
wherever it is significant, particle size, if it is critical stability
ratc of disintegration, solubility, availability of the requisite potency,
viscosity, melting point, enteric coating and density are also pres-
cribed in pharmacopocial standards and anyonc manufacturing
formulations in which these factors arc of importance would have
to adhere to these. It cannot therefore be argued, that in so
far as these items, 2., those mentioned at Nos. 1, 2, 3, 4, 5, 6,
9,10, 11, 12, 14, 20 and 22 above arc concerned, these are attri-
butes of brand names or arc peculiar to the particular manufac-
turers. In order to be of the appropriate standard a drug or
formulation will have to adhere to the standard prescribed in
respect of these, irrespective of the fact whether it is marketed
under a generic or a brand name. It is also necessary that the
drug of the 1equisite potency must be available at the time when
it is being administered and if this requirement is not available
the drug is likely to be branded as sub-standard.

2. (a) Tests or standards which are not prescribed, but which
are capable of being assayed and which are significant : Com-
patibility and sustained release medication are tests which are
not prescribed but can be assayed. Itisinrespect of these matters
only that a degree of refinement is possible. One manufacturer
may claim greater compatibility and sustained release medication
than another, but it was not possible to ascertain the name of any
formulation either within the scope of our enquity or outside
in which claims with regard to better compatibility than those:
of others or a particular rate of sustained release medication may
have been demonstratably made. It can therefore only be
assumed that such standards are more theoretical than real.

2. (‘ ) Tests or standards which are not preseribed and which.
are capable of being assayed but are not significant ;

Ze have been informed that claims with regard to particle:
size, ¢ase of a application and removal, flavour and surface tension
generally are matters which are not of any particular significance
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mn so far as the therapeutic effcacy of the drug s corcerred
Wherever particle size 1s sigmificant, 1t 1 alierdy  pre cubed
If the particle size 1s not prescribed 1t has to be ossumed that
any vanation 1s of httle therpeutie significance

3 Tests and Standards not prescribed under the T m-co-
pacia but required under the Diug wnd Co met es Act rd Rules
We have been mformed that hic penicdn r¢ peet «f cat n divgs
which lose their potency on heepmng have been v d down under
Schedule P oof th Drug Rules The use of proper cont uners
as well a5 pachaging m order to tnure that the content may
not ¢vaporite or may otherwise not detcriorate are 2l o require
ment fo the purpose of wcertunn g s hether or not the drug
15 of standard quabinn - If these requuement re not  ecmphed
with the d ug would become sub st indud  No ment can there-
fore be cloin~d for brand names n so fir s these properucs are
concerned

4 Auributes which are not prescnibed and which arc also
not assayable

Much has been made of iological avulabilhity of potent ingre-
dients and allergie mamfestations but these  re matters of surmise
and no standards have yet been evolved for these, nor 1s 1t possible
to lay down at present any precise methads of determining these
The argument that certun drugs for unknown reasons are less
allerg ¢ than others 13 not based on any setentific datn and 1t 1s
not possible to determine the extent to wluch classification of such
drugs for different individuals can bem de No formulator hos ever
given the assurance that 2 particular drug manufactured by
him s indreated tn certun given conditions or any other drug
manufactured by 1nother house 1s contra mdicated, even though
the chemical structure prescribed may be the same

5 Attnbutes of doubtful validity

It has been sad that the calonfic value of the contents of
the given preparation needsto be carefully exammed The cn-
tical Limits for these are prescmibed and it 1s every unlikely that
the tiny quantity of sugar admumistered along with syrups or
used to coat pills may have deleterious effect on an obese or dia-
tetic individual

13 19 There appears also tobe a certain degree of confusion
on two ssues, namely (1) It 1s feared that the ehmination of
brand names would also mean the obliteration of the name of

17—1 T Q Bom {70
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the maker and (2) that brand names have something to do with
patents. The confusion in respect of these two points necds
to becleared.  Almost all the effective standards and tests of quality
which have been mentioned by the manufacturers are, prescribed
by the pharmacopocia or are required under the rules; in order
to be cffective and to be of standard quality the formulations
should comply with these. If a greater degree of refinement is
achieved than is prescribed it is not siguificant for the treatment
of tue discase, though it may be of some importance {rom the point
of view of taste or acsthetics. However, if it is fcared that the
climination of brand names would open the flood gates of spurinus
and sub-standard drugs the manufacturers may be reassured
that they can still rely on the repruation of their name which
would uadoubtedly continue to be associated with the produsts.
The guarantee prescribed to the doctor ay well as to the patentee
in that cise would be the reputation of the house, which put it
forth as is so eminently the case in respect of all other industrics,
wh:ther in the form of consumer or producer goods. Much has
been made of the necessity for higher price in order to mecet the
higher costs of ensuring that the drug complicd with the standards
mezntion~d. Oace it has bzen demonstrated that these standards
are those which are already requived, it cannot be argucd that it
is necessary to spend more than others who are also required
to achieve theum, me cly beeause of th: fact that the former has.
a brand namc and the latter does not have one.

13.20. Formulations in respact of which these virtues have
been advocated are usually registered under trade Marks and
arc not under patents, since basic drugs alone cin be the subject
of patents. Basic drugs are not sold by brand names but by
generic names and cven if any one were to market them under
brand names it would provide no particular advantage. Such of
the basic drugs as ar: under patent derive the advantages of patent
and th= inventor is guaraatecd climination of competition so
that his returns which may pay for the amount spent on research
and dzvelopment of the drug may be assured.  The cost of research
cannot therefore be confused with the perpetuation of brand
names. If the patents were disallowed and brand names were
allowed to continue the manufacture of basic drugs would not
afford any particular advantage to the investors. Any expenditure
therefore on discoveries of new drugs has therefore to be met from
the facilities available through patent laws, or admissible expendi-
ture incurred on research programmes.

13.21. Quality control can certainly be advocated as an issue
of importance. But here again-quality control is not the function
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of the brand name but that of the orgarusation in which the drug
15 boing produced It 1s also a historical fact that drugs are the
only products 1n respect of which the State has usually tahen the
responsibility for mauntuning quality and standards whether
manufactured under generic or brand names and these have
to be observed in conformity with certain standards p escribed
by the Pharmacopoera or those laid down an the Drugs and Cos

metics Act A drug whether sold under the generic or the brand
ntme would be deemed to be sub standard or dulterated 1f there
15 any departure from the stindards so lmd down  The function
of the I’E\nmcopoma Committee 13 to mahe these conditions
as speaific and definite s possible  Successive revisions of these
standards are made with the extension of expenence and know-
ledge If some onc claims that th-re 1s a purer drug avulable
than the one prescabed by the Pharmncopoent it does logically
follow thatitislikely to bemore efficacious  Purification heyond
there tolerances permutted by the Standards dous not enhance
efficacy and 1ts ab ~nce would not caus* any side effeets  Yet
1f further refinements of these standards 1n order to climmate the
o, ibility of any injuriou effects vre necessary these would doubt-
Jess be undertaken ~ To sugeest that the Pharmacopoeial standards
are not gh enough and that by the adoption of brand names
these stwndard  are immeditel rar ed would not be correct
Evenif 1t s assumed that the Pharmacopoeral standards require
to be further refined, the proper course would be to improve
and lry down standards in the National Pharmacopoein to improve
the therapeutic efficacy of a drug rather than depend on the
braind name  Agan if any manufacturer advocating the per

petuation of brand names were ashed 1f e could certily that hus
product was purer than the standwds lad down mn the Phar

macopoeia and that these punties fed to greater theripeutic
efficacy, 1t 13 doubtlil if any affirmative response woald be
avulble It 15 therefore the manufacturer’s name and not the
‘brand name which 1s the ultimate guarantee of th~ confidence that
the preseribing physician or the pitient can place 1n the drug
to he used

1322 The ever increasmng number of proprietary prepara-
trons and the vaniety of brand names under which mndentical
preparations are marketed has created a verntable babel i the
pharmaceutical field and drugs have come to be known more by
proprictary names than by ther scientific or pharmacopoeial
names Moreover, brand names tend to inhibit price competition
but encourage product competition and extensive sales promotion
which leads to increase in prices With a view to providing
the phymcian iwith the pend of 1 formul
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that would meet the day-to-day need of the patients the Ministry
of Health have published a ‘“National Formulary of India”.
This Formulary is intended to serve as a guide in prescribing
drugs.

13.23. It is suggested by the Federation of the Small Indu-
stries of India that the National laboratories should be directed
to take part in trying for “‘new drugs” and their guidance should
be made freely available to the prospective manufacturers including
the small scale producers.

13.24. Medical colleges have been requested to keep the
National Formulary as a guidce for teaching. The State Govern-
ments and other major consumers of drugs in the country have
also been requested to indent for their requirements in terms
of preparations covered by the National Formulary. The Ministry
of Finance have also exempted drugs included in the National
Formulary of India from the Central Excise duty provided the
drugs are marketed under the name included in the National
Formulary accompanied by the words N.F.1.

13.25. While there can be no ground to advocate the per-
petuation of brand names as the basis for prescription of drugs,
it may however be said that generic names by themselves without
the name of the manufacturer would not be adequate guarantee
of the fact that the patient is being dispensed with the drug which
the doctor had in view, The existing legislation in our country
recognises both the generic names as well as the brand names,
but it is incumbent on the manufacturer to cnter the generic name
also prominently on the container. It is true that some of ‘the
existing generic names are complicated. The extent to which
complication is deliberate need not be gone into. A method
can however be found to ensure that these names are abbreviated
so that these can be pronounced and remembered with the same
ease as the brand names. In fact it would be much easier for
doctors as well as pharmacists to use them. It would be desirable
to revise generic names and introduce an abbreviated nomencla-
ture for the purpose of drug manufacture with short, distinctive
and easily spelt out names. '

13.26. In the case of formulations which are straightfor--
ward preparations such as tablets and capsules of a particular
drug, it is quite possible to give a generic name. But the difficulty:
arises in the case of preparations which are prescribed in the form
of combinations of two or three ingredients. Such combinations
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are not usuaily included in the Phar: pozia or the N 1
Formula We therefore recommend that wherever such
combinations are sought to b: marheted by th~ manufacturers

tm oA Was

tions over the steaghtforward p eparations included 1n the Phar-
macopozia  When such cliucal data 1s presented the manufac-
turer should also suggest 1 generic name for it which 1f accept-
table would form a generic name for that product and »f not
acceptable 1t may be open to the controlling authority to suggest
an alternitive generic name



CHAPTER 14

PATENTS LAW
14.1. Parpose of patents :

Patents are statutory grants which, in rcturn for the disclosures
of an invention, confer on the inventor for a limited time the ex-
clusive privileges of working an invention and selling the invented
product. The theory on which the patent system is based is that
the opportunity of acquiring: exclusive rights in an invention
provides an incentive to research and technological progress.
Further, it induces the inventor to disclose his discoveries instead
of keeping them as a trade secret and offers a reward for the ex-
penses incurred in developing inventions at certain stage at which
they are commercially practicable. Lastly, it provides an induce-
ment to invest capital in new lines of proudction. The patents
are not created in the interests of the inventor but in the interest
of the national economy.

14.2. The first legislation for the protection of inventions in
India was made in 1856 designated as Act VI of 1856. A fresh
legislation for the purpose of granting exclusive privileges in
India to inventors was enacted in 1859, These two Acts afforded
protection for inventions only. There was no law for protection
of designs. To overcome this defect, the Patterns and Designs
Protection Act, 1872 was passed. To amend some provisions
which caused hardships, a fresh legislation was undertaken in
1911, in the form of the Patents and Designs Act, 1911, which is
still in force. An important feature of this Act was that the duration
of Indian Patents was made independent of the duration of foreign
patents. The period was 14 years but was modified to 16 years
in 1930. A special section (23 CC) was introduced in 1954 in
the Patent Act giving special powers to the Controller of Patents
and Designs to settle terms of licence so as to secure that food,
medicines, insecticides, germicides, fungicides and surgical curative
device shall be available to the public at the lowest prices con-
sistent with the patentees deriving a reasonable advantage from
their patent rights.

14.3. After the end of (the Second World War, due to consi-
derable economic and political changes the need for a compre-
hensive law so as to ensure that patent rights are not worked to
the detriment of the consumer or to the prejudice of the trade
or industrial development of the country was felt as early as in

236
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1948 and 1n that year Government appoimnted the Patents Enquiry
Commuttee to review the working of the patents law 1 Indin
The Commuttee submutted an interim report m 1949 and  the
final report 1in 1950 But 1t was only 1n December 1953 that the
Patents Bill, based largely on the UK Patents Act, 1949 and
incorporating some of the recommendations of the Patents Enquiry
Commuttee, v1sintroduced in the Lok Sabha The Bill however
lapsed with th= dissolution of the first Lok Sabha  Instead of
bringing the Iapsed Bill agun before the second Lok Sabha Gov
ernment  ippomnted m 1957 Mr Justice Rajrgopal Ayyangar to
examine 2fresh and review the patents law in India and advise
Government on the changes deemed necessary  He submutted
a comprehensive report i September, 1959 and hus recommenda-
tions with regard to drugs were as given below —

“The history of the law in the United Kingdom shows that
the degree of patentability of the inventions relating to articles
of food and medicine has generally been more restrictive than
1n regard to patents for chemicat inventions :n general and never
more extensive  The reasons for this state of Iaw are stated to
be that the denisl of product clums 13 necessary m order that
such important 1rticles of daily use medscines or food which are
vital to the health of the comm ity should be made available
to every 01c at reasonible prices and that no monopoly should
be granted 1n respect of such articles It 1s considered that the
refusal of product patents would enlarge the area of the competi-
tion and I}:us result 1n the production of these articles 1n sufficient
quantity and at the lowest po sible cost to the public

T'» render even the process unpatentable s I consider not
in public interest as the grant of exclusive nights to the process
which an mventor has devised would accelerate research 1in- deve-
loping other processes by offering an economic inducement to
the di covery of alternative processer leading agan to a larger
volume of manufacture 1t competitine Pprices

The example of the rest of the world 15 of undoubted value
and not to be disregarded without sub tantial reasons especially
as under the patent laws of these countries whether they are
indu trially Jughly developed or still underdeveloped, whether
their economy be capitalist or socialist claims for processes
for nventions relating to articles of food or medicines have
alwaye been held p ble The cont of this system
during the long periods of ime and varied conditions could only
be explained by its bemng helpful m furthering the countries
cconomic and other progress The only exceptions are—Italy
which changed 1ts law in 1957 by which even process claims for
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nedicines were not allowed though articles of food were outside
this bar—and Denmark which, while permitting the process claims
for medicaments d:aied the same for articles of food. We have
little knowledge of the factors which led to the change of the Law
in Italy, and possibly it is too carly to cevaluate its effects on that
country’s progress in the pharmaceutical industry, I would
therefoe, recommend that no patents should be granted for
claims for articles of food and medicine as such but that pro-
cesses for producing th:m should be patentable.

I consider that to maximise the benefit, inveations relating
to artcless of foad and medicine—and in the last category I would
includ~ insecticides, fungicides cte.—should not be patentable as
such but a; in the case of substances produced by chemical
processes  claims for the processes for their production <hould also be
patentable if they satisfy the other tests for patentability,”

14.4. The Parents Bill, 1963, based mainly on the rccom-
mendations contained in the Ayyangar Committee Report (1939)
and incorporating a few more changes in the light of further exa-
minations made with particular reference to patents for food,
drugs and medicines, was introduced in the Lok Sabha on 2lst
September, 1963, This Bill was referred on 25th November,
1965 to a Joint Committee of Parliament. The Joint Committee
adopted a number of amendments and reported back to the Lok
Sabha on Ist November, 1966. The report, however, was not
unanimous and contained notes of dissent of some of the M.Ds.
who considered that, with the amendments proposed in  the
majority report, the purpose of the Bill which was to stimulate
inventions amongst citizens of India and to encourage develop-
ment and exploitation of new inventions for industrial progress
and the flow of techuology from abroad into India was not likely
to be achieved. The Patents Bil. as revised by the Joint Com-
mittee, was moved in the third Lok Sabha on 5th Deccember,
1966 but could not be proceeded with for want of time and even-
tually, with the dissolution of th> Lok Sabha on 3rd March, 1967,
shared the fate of the Bill introduced in 1953. A new Patents
Bill was introduced in Pacliament on 12th August 1967 to amend
and consolidate the law relating to patents.  When cnacted, it will
replace the Indian Patents and Designs Act, 1911, in so far as it
relates to Patents. The present Bill contains comprehensive
provisions to amend and consolidate the existing law and also the
amendments recommended by the Joint Committee of Parliament.

14.5. The Patents Bill, 1967 :

The field of activity most affected by this new Bill is the phar-
maceutical industry and, to a certain extent, the chemical industry.



239

Medicine or drug has been defined to include (1) all medicines for
anternal or external use of human beings or ammals, (n) all
substance intended to be used for or in the dingnosis treatment,
mitigation or prevention of diseases in human bengs or amimals
i) all subtances intended to be used for or 1n the mamntenances
of public health, or the prevention or control of any epidemuc
disease wmong human betngs or ammids and (1) all chemieal
substances which are ordinanly wsed as intermedites n the
preparation or manuficture of any of the medicines or substance
referred to above but do not include insecticides  germicule,
fungicrde or any other substance intended to be used for the pro-
tection or preservation of plants  The salient features of the am-
endments proposed 1n so far as these attract the drugs industry are
as follows —

Clause 5 —Thus clause provides that the patent shall be grant-
ted only m respect of claims for the method or process of manu-
facture and 1n respeet of clums for the substances when produced
by such methods o1 process

Clause 48 —This cluse provides that the importation of me-
dicine or drug of medical cqupment by Government for its own
use or the production of a patented article by Gosernment for 1ts
m\}r: purpose shall not be regarded as an mfringement of patent
nights,

Clause 53 —This clause stipulates that for mventions clamming
a process for the manufacture of food medicines and drug  the
term of a patent shall be 10 years and in respect of other clauses
of mnventions, the term shall be 14 years from the date of the patent

‘The existing Act provides that the term of all patents <hall
be 16 years wlnch can be extended to n further period of 5 vears
and in exceptional cases even to 10 years if Government 1s sau fied
that the patent has not been suffictently remuneratne

Clause 87 —According to this clause every patent granted after
the commencement of the Act relaung to food medicines or diugs
as well as methods or processes for thr manufacture or production
of cl 1 substances including alloys, optical glass, semiconduce
tors mter metall ¢ compounds, <hall be deemed to be endorsed
with the words “Licences of right”

‘There 15 a discrumunation between this clause and cluse
86 which stipulates that 1 the case of patents o her than those
for food, medicines or drugs as well as methods or processes for the
manufacture or production of chemical substances onlv after,
the expiry of three years from the date of sealing or a patent,
the Central Government can mnke an application to the Controller
for endorsement of the patent with the words ¢ Licences of right”
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Clause 88.—This clause lays down that where an endorsement
“Licences of righ’’ has been made, any person who is interested
in working a patented invention shall be entitled to do so on appli-
cation to the Countroller. The Controller is required to grant
a licence without taking into consideration the requirements to.
be fulfilled by the applicant for compulsory licence under clause
84. The clause also provides that the royalty and the other re-
muneration payable under a licence shall not exceed 49, of the
net ex-factory sale price in bulk of the patented article, exclusive
of taxes and commissions determined in the prescribed manner.

Under the present Act, royalty is to be determined by the
Controller who is directed to secure that food and medicines
shall be available to the public at the lowest price cosistent with
tl}eh patentee’s deriving reasonable advantage from the patent
rights.

Clause 89.—Seeks to vest a residuary power in the Controller
to revoke a patent in the event of the invention not being worked
to an adequate extent in the country or not being available to the
public at a reasonable price notwithstanding the compulsory
licensing provision, etc. The clause also lays down the time limit
for the disposal of applications for revocation of patents.

I Glause 90.—~Secks to define what is meant by the expression

,” “‘reasonable requirements of the public have not been satisfied”
for the purposes of the preceding clauses in the context of an under
deve'oped country like India.

Clause 95.—Seeks to regulate the terms and conditions which:
may be imposed in respect of compulsory licences. Except where
the Central Government has in the public interest otherwise
directed, the import of a patented article cannot be permitted under
the guise of a compulsory licence. Any authorisation permitting
the licencee to import a patented article given by the Coniroller
in pursuance of such direction by the Central Government shall
be subject to such conditions as the Central Government may
impose in regard to royalty and other remuneration payable to
the patented and other matters.

Clause 102.—This clause enables Government to acquire
an invention for a public purpose when considered necessary and
also provides for payment of compensation.

14.6.1. The main provision of patent laws in other countries
giving particulars of patentable subject matter, duration, treat-
ment of foreign nations, requirement for working and cases ‘in
which patents are subject to public use are set out in Table 14.1:~—
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14.6.2. Though India is not a signatory to the International’
Union for the protection of industrial property, which was esta-
blished by the Paris Convention in May 1883, it accords national
treatment to foreigners also almost on the same terms as stipulated
by the Paris Convention. The Paris Convention aims at securing
uniform treatment of patent rights for the signatory country.
It is an open agreement and any country may unilaterally accede
to the Union. At present there are 64 countries which adhere
to it. The main features of the convention are

(1) the principle of national treatment,
(2) priority of patent application and
(3) compulsory working and compulsory licensing.

Under the ‘National Treatment Principle’, member States confer
the same rights on nationals of every member Statc as they give
to their own nationals. The right of priority entitles the national
of a member country who has filed a patent application in a country
which is a member of the Paris Union, a twelve month priority
over any other person for filing an application for the same invention
in all other member countries of the Union. In the absence of
priority the national law requirement of novelty could not be
satisfied in the case of a subsequent application if earlier publi-
cation znywhere in the world bars patentability. Sanctions
for non-working cannot be imposed unless four years have expired
from the date of filing ot the application or three years from the
grant of the patent, whichever is later.

The British law of patents has its origin in the Act of 1942’
under which chemicals and compounds already known cannot
be patented if wused for therapeutic purposes. British firms
therefore pay more attention to the synthesis of chemical agents
in order to secure patents. It is sometimes said that as a result
of this tendency phytochemical research is neglected, since the-
rapeutic discoveries in this field would not be covered by patent.
right.

Particulars of the percentage of patents by foreign countries
held in some of the developing and developed countries of the world:
are as follows :

Australia . . . . . . . . . . . 63
Belgium . . . . . . . . . . 86"
Brazil . . . . . . . . . . 94+

Canada . ) . . . . . . . . 81
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Denmark 79
West Germany 37
France 59
Inda 89
lrcdand 97
Isracl 69
ltaly 63
Japan 34
Net e lands 79
Norway i}
South Af 1ea £8
Sweden 67
Switzerfand 65
UAR 93
UK 47
Us A 16
Yugolavia . e e 61

From this ~nalysis it would be observed that there are only
four countnies, iz, USA, Japin, West Germany ~rd UK,
where foreign nationals are 1n a minonty in the percentage of
patents held In the rest of the countrics most of the patents are
held by nationals of other countries India with 89 per centis
not thus an exception

147 Views anl comments —Diofferert views rd  comments
have been expres ed on the Bill by the Industry which are given
below

Tle case aganst paterts —There 1s 2 «chool of thought which
advoc tes that ~ltiough th pacent system has been in existence
1n Ind 1 it h~s Paled to provide benefit to th mdustry nnd tr-de
and the .ystem h~s operated genersliy to the detrunent of the
country’s cconomy  Since more than 899, of th~ pitents granted
2nd an even l>rger number in the case of drug~ and h-ld by forig
ners the country s not the beneficinry  Wh re the b snce hs
been g ven on the bruis of a patent a duopoly 1s establt h=d nd Jf
there are 1 number of 1 e or it b &n ol
gopoly Even 1f licences are obi~med by the ind genot 1 manu
facturers hravy royalties have to be pad by th-m_ It hw ko
been argucld that a Iirge number of patents are held with 1 view

- P I R,

16—1'T C Bom {70
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has been stated that the majority of the infringement actions
relate to import from non-patent countries rather than to the in-
fringement of pharmaccutical manufacture. Forcign  owned
patents are not taken out to provide their local utilisation but
rather to protect the export market in the country from competi-
tion by rival, mostly, foreign manufacturers. In the reply to the
questionnaire issued by the United Nations in the course of an
enquiry on the role of patents in the transfer of technology to
developing countries, it was stated that India had not derived
any substantial benefits from patents held by foreign nationals
and this was attributed to the reluctance of the patentecs to work
their inventions in India cither by themsclves ov by granting
licences to Ind'an concerns. It was however admitted that
India was not suffiziently technologically advanced to work most
of the patented inventions.

.

The case for patents—The arguments advanced in favour of
grant of pawents with particular reference to the drung industry
arc that patents encourage research and inventions. In the field
of medicine innovation is a feature which was introduced since
1935. B:fore thatit was taken for grarted that in the matter
cf nutrients the possibilities of new techniques d’d not exist. It
is today 2ccepted generally that rescarch is Dased most'y on patent
laws and if patents are abrogated, there would be no incentive
to undertake rescarch. If thzre were no patent right diccoveries
would be sh-ouded in secrcey and others would instead of making
honest cflorts to build upon rescarch already undsartaken, desire
to violate the secret discoveries. This would also be a most retro-
grade step from the point of view of technology and scientific pro-
gress. The odds of success in pharmacentical research are 3000
to 1, and if the inventor is not to enjoy the benefits of his discovery
and if it is to become public to be utilised by those who did not
meke any contribution to it, there would be no point in his under-
taking research at such heavy cost. The example of Italy is cited
where no patents exist in respect of drugs and therefore no incentive
for rescarch. Whatever is discovered by anyone becomes the
common property of all and can be copied by anyone. The
drug industry today subsists on invention and most of the drugs
in commen usc today were not known thirty years ago.  If the
patent system is withdrawn the incentive to innovate would be
taken away, since discoveries cannot be made without substantial
outlay on research. In the abience of patent protection there
will be little or no incentive for the investment of capital in new
me=thods of production, which may otherwise be considered un-
profitable.
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In India only about 129, of the 800 leading drugs are subject
to patent protection, and 1t has been contended that even if the
argument of monopoly and miuuse 1s accepted 1t would be
applicible only to th: drugy which ave under patent system.

In the absettee of patent laws discoveries made elsewhere
<an be used and 1t 15 a grear h ndrance to th he=:lthy industral
progress of 1 country  Italy therefore destres to ennct patent laws
mn order to have lawful and app.oved access to forcign inventions

Thrre 15 provision for compul ory licznsine sn the existing
patent law mn Indi, bat, almoest no apphications h ve been made
In cffiet, m addion to the Lnonludge of th pitunt process the
Lnow-how fo- putting the proce.s into opz-rtion 15 also vory neces-
sary, nd 1t gensre'ly nor possible to have aceas to it wathout the
co-operation of the patentes,

It has been somehimes argued that the developing country
may abrogite the patent sys*»m ~ince 1t 15 hghlv unl ey that
it would be 1 substant =1 ho'der of any lwrge number of potents
On the other hand 1t has also been sud that patent licencees are
more amenable to government control than unpitented know-
how Th: know how ag cements mvolving unp-tented formulae,
processes and blue-prmnts trade secrets, etc, aie equelly, if not,
more impo-tant than th=lic~n ot’s patent richts beca se the patent
nformation 1s not suffictent to enib'e 4 tlu-d party to wo k the
mvention unlessat al o has nceess to the conplemontary unpatented
: - el s (. v country
. will not
. 1 found
that th= development h1s not reach~d such - stage where, without
foreign Ass stance, patents can be worked, 1t would be advanta-
geous to mawtan a patent sy.tem until such tme as the country
can re'y upon inv-ticns made by othe=s  When a stage 1s reached
when 1t will be 1n a pasition to export its p oducts 1t would need
to rely 1 its own mnovitions and there would be litle or no
incent ve to undertake research for th purpose of building up new
drugs for th: home market or for export

It 1s also stated that inventions without full patent laws results
in sub-standard drugs as has been effectively p oved by examma-
tion of samples from countries which do not respect patent rights
It has been brought to our notice that m the case of a particular
drug Librium which 15 made i numerous brands in Italy, the
ongmal producer Roche has more than 76 per cent of ths market
in Italy 1itself, where there are as many as 18 other imitators
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14.7.2. The Organisation of the Pharmaceutical Producers
of India has stated that the patents law not only encourages
and stimulates inventors to work on and make geeater inventions
and discoveries but also assures those who invest capital in rescarch
and devclopment that any invention which may bc mnade, will be
protected for o prescribed pesied by 2n exclusive privilege granted
to the inventor. It has been represcuted that withholding the
grantiag of patents from May 1963 under the Defence of India
Rules has hampered intr ‘duction of new preducts. Because of
this ban over 2000 applicatiors {rr new patents are stated to be
pending with (hz patent office. Th: Organisation h2s further
added that out of about 800 drugs in common use in India today,
only sorne 90—100 (i.c. about 12 per cent) are covered by valid
patents.  There is nothing to prevent the unfetiered mnnufacture
.of the over 700 and odd d-ugs ; and cven in the case of the small
number covered by patents, OPPI is of the view that the existing
law provides adequate privisions to obtain licences for their pro-
duction.

14.7.3. The Indian Drugs Maunuftciurers’ Association, on

the oth r hand, has made the following obs<rvations :

(i) In the drugsindustry, the mere existence of patent protec-
tion is not guarantce of invention, nor is its absence
much of a barrier. Patent is not nceessary to recoup
the investment by an  inventor.

i

|

(11) High prices and fixation of such prices for drugs by the
manutacturcrs in India are becaus: of the moaopolistic
features and abuses of protection by pateat.

14.8. It hasbeen brought to our notice that in the five years
from 1957 to 1961 a total o 20,785 patents werc applied for in
India. Of these th: applications from forcigners werc 17,689
or over 85 per cent. The proportion of foreign applications in
U.S.A. is 20 per cent, in U.K. 47 per cent in West Germany
32 per cont and in Japan 24 per cent, while in the East European
countrics the proportion is understandably much lower. The
imprewsively large number of forcign applications for patents in
India is said to be misleading since the patents are alleged not to
have been taken out in the interest of the cconomy of the country
or with a view to manufactare of the products patented but with
the main objsct of protecting the patentee from competition by
rival manufacturers particularly those in other parts of the world.
It was also brought to our notice that in the case of certain products
the manufacturer had taken out patents for all possible processes
of manufacture in order to exclude the possibility of the drug being:
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manufactured by any oth*r entreprencur Ithas been stated
that such  comprchensive fortification  wath patents where
only one o~ two processes arc used but th patenter cxcludes the
utilisation of th~ remaming numerous p oces e, wheh are tech-
nolomcally accessible to othss too constitutes 1+ misse of the
provsions of th~ Patent Law in as much as the patente~ acy! es
th~ monopoly for 4 paracular p odict ard all th~ poss ble pro-
c2.ses which could be applied fo- 1ts p oducuon  resu'ting 1n the
1l efficts to wh ch such monopoly 15 1 kelv to lead  To one the
prices of drugs manufictured und r such fort fied patents m India
are said to be verv high in comparison with those m th export
marhet o+ even wh 1 cymp red to thoe p evailing in o her
countrics {> intainal sales

149 Th~ mun f{eatures of the Bil now before the Parha-
ment so {ir as the pharmaceutical industry 1s cencerned ave

(1) Reduction of the period of patent

{2) Compulsory hcenstng with stipuiation of the maximum
rte of roya'ey

(3) Lim tation of patents to processe only and

(4) Provision for the opposition of th= patent on payment
of compsmaauon tn publc interest

It has been stated that b fore 1 patent ¢an be marketted a
number of years h ve to elap ¢ dt g whch produci 01 15 set
up It his been virosly esimoted that the developmemal
stages take o number of years  The mod~l Patent Law for Duve
loping countries sponsored by th~ Un ted International Ba eau
for th~ protection of the intellectual prope ty has adopted th= term
of 20 years and mn the draft Eiropenn Convention the period
of 20 years has been proposed

2 In U K there 1s p for puiso-y 1 but
1t does not hmt the amount of rent to be paid  The actual rates
are adjudicated by the Controller and vary between 74 and 10
per cent  The Kefauver Report suggested ‘eight per cent of the
grross value of the drug and n this context 1t has been Argued that
ths maximum rate fixed i the present Patent Bill 15 fow

3 By lumiting the pateats to process only th= unhealthy
tendenry to patent all posible processes would grow

Sinee th= Patent Bill 15 already before the Porliament we
have only mentioi~d facts as th-se hive bee1 b ought to our
notice and have not genz into th evaluation of the points mentioned
for or ngawst the legishanon
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14.10. We wonld, however, lilke to olrerve that Patent Law
is essentialfy meany to eneonragn inventions and in the national
interest.  Henee, all precautions nead 1o be tiken to see that
Patents which wre granted in our country ¢ither to indigesous
or foreiun inventions are nat abused, f.e. are not utilised to
prevent further develepment,

14.11. The patent rights of manufacture and sale a5 related
to the specified basie drugs in this country are as in Table 14.2.
TasLe

Position of fiatents i respect of the

5L Name of the druz Prod 1=t plias pasecs Prerets patent enly Patent lor eom-
No. Patet potition enn-
taining prodJuct
not limited to

any prooen

Grantesd  x- Extenr Granted Ex~  DLrtent Grans  Bx-

nire§or pired ot rd piredoe

ceatsd cnaged ceased
1 2 3 4 5 G 7 a 9 1
1 Vitamin A . 9 6 3 G 4 2

4

2 VYitamin BI2 . 14 10 A 9 8 1
3 Vitamin C 4 4 .. . .
4 Sulphadiazine 5 5

L

Peaieillin . 63 46 17 18 11 -7




253

It would be observed T M aon mtents for
process or products 3

as process patents are

Streptomycin and ”

but only product patents, wluch 1s a nrtter of SUrpLse Aure a o
anderstood that the present faw recoganes only process patent
and by smplication product patents also, but not product patents
by themsches

142
18 drugs under anquiy

Part culars of extent patents

Whether Name Pateats held
Estent  Patentee
or
Au gnee
Pateot  Patent Process Tor Total
plus  only ey com
Process positicn
con
tan oy
produet
not
Timuted
to zny
process
i w 1] i 13 w 13
Patentee ) ¥ Moffmanno- ) 1
Roel« & Co. Swit
P
2 NV Philpe Gloews ! 2 s
lampadabrcken 1ol
Ian
3 D Salomrsamas i +
Sl e
ahd havean,
Maquood ALl
and Abduf Taq Tndra
and  Abdul Haq
Toda
Patettre  Rouwd Uelaf Prance s ! s
Asrine E.R Bqubb & Somt 1 !
Tne USA
Tatentee 1 Bocheme Cresells 1 j

chaft M ¢ Beschran
teter Haflung Aus




( Suc‘nomnin 21 17 4 4 4 .o v
i (a"alo'amp'wuicol . 57 43 14 3; 3 2 .
Tclrnqcliuu 62 36 26 8 2 6
\
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CHAPTER 15

MATZRAIAL AND OPERATIONAL EFFICIENCIES OF
- PROCESSES

15.1. One of the terms of reference to us is the consideration
of the operational  efficiencies of the processes in so far as these
are related to the p-ice steucture. These could be viewed from
more than one standpoint. One of these would be the considera-
tion of the norm; of consumption of raw material. A second,
the relationshin of conwversion costs to the total cost of the drug
or to that of the cost of the raw materials. The third, the comparison
of the fair prices arvived at after cost analysis, with the c.i.f
price; of the equivalent imported drug. A fourth, an investigation
into the actual process of manufacture emoloyed and the extent to
which th: most effizient and the more cconnmical processes have
been or can be adopted.

15.2. As to the norms of the consumption of raw material we
find that no data of the process obtaining in other countries which
are in a more advantageous position with regard to the production
of these products or even in the units which are the principals
of thse operating in India are available. It is therefore not possible
to base the analysis on any international standards. We have
therclore to fall back up»a the data or material available from
the iadigenous units. In this case too our sample is very limited.
We have only a few cases where more than two units manufaciuring
the sime product which his been examined in detail with regard
to th: materials used and in almost half the cases there is only one
unit manufacturing the product or drug. Again, where there are
two units manufacturing the same drug it has invariably been d’s-
covered that the raw materials used by them are not identical even
though the final product is the same. In the case of a single unit
manufacturing the drug no standards for judgement can be framed.

15.3. Coming to conversion costs, these vary for each drug
aud for each unit even for the same drug. We are confronted with
a seric: of disparities which it is not possible either to understand
or to reconcile but since th2se are in  the nature of actualities it is
not possible to oveclook them. It was suggested to us that certain
norms of proportion with regard to conversion costs based on
material costs may be framed and that assumption with regard to
future coavarsion costs may be made accordingly. We havs very

258
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carcful'y costdered this pownt af view but find that 1t1s not g ossible

todo so far & number of riasons The capital structure as well

as the adminsstr tive set up  of each umit 1s different and the con-

verson cocts 1 to a lrge extent influenced by these factors To

requare that this s*ructure should be modified for the sake of one

* . * " ntinto the cost of which we

Jusufied Here again we are

can make only margnal ad-

Justments and canvot require 1 certain  pre-determined standard
to e adhered to

154 When we comp-re the ¢ 1 f prices of imported 1dentical
o L WD CR S rorva.

A~
- .

and the future fair prices as worked out by ue for the <pec fied drugs
1 from 19 to 343 per cent Juglier 1in the case of the ndigenous
manufictire If the range were narrower a certan degiee  of
comp r o1 coa'd have been po.tb ~ ard conclu ons could have
been dr~wnt here any particubar preduct £ show s guficant dev o

tian  In the present case 1t 1s not wlv sable to rely upon such a
cempirson for the purns ¢ of dete mmation of the degiee to
wrch the sncigeno s man ifactu ers could b~ considered to employ
opem1t on effie enc e to the requi 1te degree

155 There s yet 22 oth  ficld of imve tigauon to which one
cou'd pomnt ~nd thi> 15 the degree of npe 2t o 1l efficiencies Actually
achieved  he proces es adopted for the manufzcture of the spec:fied
drugs Here we find that 1t ss a Inghly technical  and specialised
ficld on wh chi v ~lue pudgements ean be prs ed only by d ose very
clasely as octated witn the proeess of manufrcture wnd those who
are not only fullv convers nt with the manufactu ng process but
arelo 1 po ession of complete data with regard to the inst.la
uions 1d the disposttion of the mstl ations in the uuty concerned
together with other fichites avul e to them We have there
fore refruned from offering comments or to suggest 1mpro ement
on the manner in which units are run or the drugs produced

156 We have neverthelessin the course of the cost examina-
tion of the units and their drugs and the di cussions thercon tried
to make compansons and also to make suitable marginal adjust-
ments where we have found the cost of the raw materials or con-
verston to be ex-essive or not justified| ina given set of circums-
tances As to the quantities of raw matertal used 1t 1s very difficule



260

to pass judgement on the basis of theoretical enunciations. The
question of conversion charges and their relationship to the total
cost of the drug or infer se to the material cost has also been dis-
cussed in the same context but there are many variations and
complex factors involved in the production of drugs which opcrate
as serious limitations to ordering any set of standards and expecting
that the different units in the field would be able to adhcre to

these or cven to reach them,

15.7. Wh'le we have not been 2ble to make any investigation
besed on norms or standards we have nevertheless been stri-ck by
certain disparities and anomalies which we  think should be bro-
ught to the notice 0o° Go.ernment as well as to that of the unit.
concerned n ordey that improvemr nts or substitution can be made.
We propos- thereforc in this chapter to deal only with the follow-
ing issucs and to offer our recommendations in respect of them,

(1) Cascs of manfacture {rom the penultimate or high level
imported intcrmediates in preference to raw materials

available indigenously.

(2) Result of the utilisation of two alternative processcs avai-
lable for the production of the same drugs, and the one
more advantageoi.s from the point of view of conservation
of forcign exchange and cost of production.

(3) L')Yv' yiclds—manifestly poor yiclds in comparison to those
achieved in other countrics.

(4) Substitution of one drug by another where the therape-
utic efficacy of both is the same, but one can be manu-
factured only from Imported material and the other from
indigenous raw materials also.

15.7.1. It is understandable that when a licence is initially
granted the unit concerned.is not in a position to go into the entire
process of manufacture straightaway, and needs therefore some
preparatory period for setting up the production from the basic
matesals. During the intervening time it has to import penultimate
intermediates for the manufacture of the finished goods. By gra-
dual stages the manufacturing processes are enlarged with the
aim that after a given period the manufacturer would no longer
need to import high level intermediates but make use of basic
materials available either within the country or imported from’
abroad. But it has been found that in a number of cases progress
in the substitution of penultimate intermediates by imported or
indigenously manufactured raw materials has not been as satis-
factory or rapid as was expected. Many of the'units initially licensed
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for the manufacture of 2 drug mn the country continued to 1mport
for a long tume to come the drugin an 1lmost fimshed form making
only a few mixing operitions and after doing these marketted them
as manufactured i Indi

Vetamn B 12 Themss  Pharmaceuticals has been licensed
for the manufactu ¢ of Vitarmin B 12 nd 1t has started manufacture
from lroth concesditrate 7 penulumate 1~termediate  but 1t 1s
hoped that th~ p rod du ing wlich this will be al'awed wall not
be long aid that witiin + fived and foresecabe period thie unt + ould
be abl o start manufactuning the diug from molasses

Arnd agua 1s manufactu ed by Parle Davis from  imported
4 7 dihloroquinoline and paracetamol While paracetamol s
1ind ge o1y vatable, 4 7 dichlo oquno'ine 15 bring mported
by ths umit  The stme wntermediates 15 being manufactured by
B-ngat I y_ from metachioro anmiline which 15 available
indigeno isly In thenterests of sting of fo e gn cxchar e as well
as pow bl ccoromy of costs th~ unit hould manuficture 4 7
dich!) oquinoline from inctachloro ambme  particilarly when
ano hemunt with le er facilittes ean do so and 1t hould not there
fore b~ allow=d to ;mpo t this intemed ate On the other hand
1t 13 not pos 1ble to do so, Bengal Immunity shoutd step up its if
praduction of 4 7 dchlo oquinoline, o that 1t can meet the
demand of oth=r watts Ao The s me problsm exists m the case
of Chloroquin which 1s manufrctured by Bayer as well as Bengal
Tmmunity

Cxlorfmpm dz 15 manufactured from  basic stages by Bengal
Chemicat  “starting  from monochloro-benzene whie Pfizer
manufacturta 1t from a penultmate 1atermediate  para chloro-
benzene sulforamide which 1s tmpy ted  Mono chlorobenzene
15 indigenously  availibie and it should b po sible for Pfize with
1ts extensne fucilitic, to manufacture this intermed ate  nstead
of impo-ting 1t (1) Benzene 1s converted . three step to meta-
chlorinil ne, this mte med ate 1s prod.aced Incally, (2) Condensa-
tion of melonic ester (not produced in the country but desirable
on account of 1t being a very important material) with ethylortho-
formate (not produced i the country) gives ethoxymetiylene-
malonate, {3V condensation of metachloromline (step 1) and
cthoxymecthylenc malonate  (step 2) gives chlor hydroxyqumoe-
line which with  pho-phorous oxychloride given Di blore quinoline,
(4) Starting from ethylacetoacetate, and using other basic mter
meduates cthyleneoide and  drethylamine, the compound called
“novaldiammne’ 15 produced m 4 steps, which 1s not quite easy
All the three basic intermediates are not at present produced m
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the country but would very shortly be in production;(5) condensa-
tion of dichloroguinoline (step 3) and “novaldiamine’ (step 4)
gives chloroquin. This is a comparatively easy step.

Bengal Immunity starts with step 3, purchasing the locally
produced metachloraniline (step 1) and importing ethoxymethy-
lene malonate (step 2), and manufactures dichloroquinoline; this
is a step involving use of dangerous chemicals and producing fumes.
This firm at present imports novaldiamine (step 4) and produces,
chloroquia bystep 5. It would be desirable for other units produc-
ing Chlorpropamide to utilise the same process as adopted by
Bengal Chemical or alternatively more efficient one or purchase
locally produced intermediates. .

Todo-chlor-hydroxy-quinoline.—This compound is manufactured by
two methods: Method I: 8-Hydroxyquinoline (imported but can
be manufactured locally) is treated into iodine (imported) and
chlorine to yield the final drug in one step (Bengal Chemical
Neogy Lab.). This is an easier method. Method 2: (i) Ghloro-
hydroxynitrobenzene, an intermediatc is prepared by two me-
thods: (a) starting from phenol in 3 steps as by East India Phar-
t maceutical or (b) treating dichloro-nitrobenzene (at present im-
ported by Atul but can easily be prepared from locally available
dichlorobenzene by nitration) with alkali; (ii) chloro-hydroxy-
nitrobenzene is reduced to chloro-hydroxyaminobenzene which
by a siandard reaction gives chloro-bydroxyquinolinc; (iii) the
last mentioned compound is treated with iodinc to get the final
product. ' :

Todine has to be imported in any ca.e since it is not produced
in the country. We suggest that 8-hydroxyquinoline or dichloro-
nitrobenzene should be produced locally. It is understood that
compounds replacing iodine by bromine and chlorin are being
developed and these may be used. The cost of the product by
method 1 is Rs. 39.37 to Rs. 41.48 while by the laborious second
method it is Rs. 60.93 per kg.

Tolbutamide is bzing manufactured by three units, namely,
Haffkine Institute, Unichem labs. and Hoechst. Hoechst is
one of the largest manufacturers of chemicals in thc world and the
Indian organisation which is a subsidiary of the German company,
manufactures this drug from a penultimate intermediate toluene-
sul-fonylurethane condensing it with Butylamine both of which
arc imported. The cost of the intermediates is higher than the
price of the equivalent finished drug manufactured abroad. On the
other hand Haffkine claims to have manufactured this drug from
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basic stages and s cost worked out to near about the ¢ 1 price
Its rghts of licensing thus drug had however been contested by
Hoechst and the matter 1s under liigation Recently Hoechst
has purchased 1ts requirements of sulfurcthane from "Atl Pro-
ducts at Re 60f- per kg which would mean a further rise of Rs
20/ perkg 1n ity price

157 2 Results of the utilisation of two alternative
processes

VPitamn A—The basic raw matenals used by both the firms
222 Glaxo Labs and Roche Products are indigenous and the same,
but the processes employed by tham  are different In the case of
one umt the cost of production 1s substantially lower than that
of the other It would therefore be desirable to go 1nto the reasons
for this lugh cost of production 1n the case of the other umt and
1f they are due to any process deficiencies they should be made to
adopt the more efficient process

Streptomyan 15 being manufictured by Hindustan Antibioties
and Synbiotics The process of extraction of streplomycin  from
broth in the casc of Hindustan Antibiotics involves the formation
of a clacium chloride complex, while Synbiotics extracts 1t directly
by use of ion exchange resins  The process used by Synbiotics
1wmore  cfficient and results in s1ving or raw matenal to the extent
of almost 30 per cent and a lower cost of production  despite the
lower capacity of this unit

Chloramphenicol 13 bemng manufactured by  Parke Davis from
umported para mitro  acetophenone as the starting raw materal
while Boehringer Knoll use ‘benzaldehyde’ and ethylene oxide
The process used by Bochringer-Knoll s more efficient and the
total raw material cost 1s also 23 per cent lower Since ethylene
oxide 1s now avatlable from local sources, 1t may not be necessary
n future to manufz ¢ Chlorampk ! from the imported
raw materials

I X H Manufacturers using g line as the starting
material adopt either the Nitric'Acid oxidation  method or the
Potassium Permanganate method for the manufacture of I N H
Thus Pfizer adopts the Potasssum Permanganate method while
Biological Evans and Bengal Immumty adopt the Nitric Acd
oxidation method Asboth nitric acid and potassum permanga
nate are ind: ly avilable both hods are equally sutable
so far as indigenous utihisation of raw materials 15 conerned
However from the point of efficiency the mitric acld oxidation
method 11 considered more efficrent

19—1TC Bom 70
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15.7.3. Case of poor yields

Vitemin C is being manufactured only by one unitin the coun-
try. The yield of Vitamin C obtained by this unit is said to be 36
per cent as against 60 per cent achicved by manufacturers in other
countrics. The other unit licensed for the manufacture of Vitamin
C has not yet gone into production. The unit needs to pay serious
attention to the reasons for the low yields.

Penicillin : The titre of Penicillin in India is only between
8,500 to 9,000 i.u./Kg. This is low as compared to that of other

developed cuntries. which have been able to achieve titres o
20,000 i.u./Kg. '

_ Prednisolone : The efficiency of process in  use by Wyeth Labs
is low. This unit obtains a yicld of Prednisolone of five to six
per cent starting from diosgenin whilein U. S. A. the same process
gives a yield of ten per cent and more.

15.7.4. Substitution of one drmg by another

Sulphadiaine : May & Baker manufactures this from two
imported raw materials acetanilide and 2-amino diazine. While
acetanilide may be manufactured by Hindustan Organic Che-
micals, there is no proposal to manufacture 2-amino diazine and
the c.i.f. cost of aminodia ine for the manufacture of one kilogram
of sulphadiziane is Rs. 22.30. Sulphadiamidine which is therapeuti-
cally similar to sulphadizine will shortly be manufactured from
acetanilide and amino-base both of which would be available
indigenously. In these circumstances it is relevant to consider
whether the manufacture of sulphadiazine involving a perpctual
drain of foreign exchange should be continued once the manu-

facture of sulphadimidine from predominantly {ndigenous raw
materials is established.



CHAPTER 16
STANDARDS

16 1. Drugs are probably the only commodity for which
standards are laid down by law and the enforcement of whuch 1s
presersbed under a statute As  contradistinet from  any other
product these standards are not for the munimum but for the opti~
mum As a result of the recommendations of the Drugs Inquiry
Commuftee and in response to the perustent demand from  the
public the Drugs Act was enacted :n 1940 Tlus Act provides for
and recognises certan standards in respect of drugs manufactured
n :i}::: é:soumry of imported and requires the compliance of these
standard

162 The Brtsh Pharmacopoeia and the Brtish Pharma.
ceutical Products are the two books on standards which were first
prescnbed under the Drugs Act Later on other Pharmacopoeias
such as the United States  Pharmaceopoeia and National For-
mulary of the Umted States were also approved  When  the
gxtcmauonal Pharmacopocia was published by the World Health

rgat . - v.'r, (N A
tiont . -
Umor - .

16.3 Under the provisions of Section 5 of the Drugs and
Cosmetics Act, 1940 a statutory body known as the Drugs Techni-~
cal Advisory Board was constituted in 1942 to advise the Central
and State Governments on techmcal matters arising out of the
admmstration  of the Drugs Act and to carry out other functions
asugned to 1t by the Act In 1944 the Government of India asked
the Board to prepare material for a list of drugs for use in India
which were of substantal medicinal value and to recommend
standards to secure their usefulness as well as tests to assay their
wdentity and punty. An od hoc G

~y nmen wond Faa ohio

purposc and 1t prepared alist wh L« s
Techmical Adwvisery Board and L s
as the Indian ¥ T Yist  Subsequently, Governmeny
constituted a permancnt Indian Pharmacopoera Commuttee in

1948 and ths Ce brought out an D Pharma-
copoeia which was published in- 1965 The Indian Pharmaco-
poeia Commuttee was reconstituted mn 1954 The second edition of
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Indian Pharmacopocia was published in 1966. A number of new
monographs have been incorporated in this edition. These are
standards for some vegetable products such as Jata manshi, Rasna
and Vidang. It functions through several sub-committees which
collect and shift material relating to drugs which are proposed
to be included in the Pharmacopoeia. The present Pharmocopoeia
includes standards for about 900 drugs and their method of
analysis. The Drugs Control Organisation scrves as the secretariat
for the parent committe¢ as well for its sub-committees and the
compilation of standards and other information is done by the
organisation.

16.4. As regards the drugs included in the Indian Pharma-
copocia Standards of identity, purity and strength specified in
the Pharmacopoeia arc the standards. For other drugs not
included in the Indian Pharmacopoecia and which are included
in the Pharmacopoeia of any other country, the standards in
such Pharmacopocia are to be considered mandatory. For patent
or proprictary medicines the standard to be complied with are
those displayed in the form of a formula or list of ingredients on
the label or container. For vaccines, sera, toxin, toxoids, anti-
toxins and antigents an biological products the standards main
tained at the International Laboratory for Biological Standards,
Stantans Seruminstitut,  Copenhagen supplemented by any
other standards that may be laid down are prescribed. For vita-
mins, hormones and analogous products the standards are thus
maintained at the International Laboratory for Biological
Standards, National Institute for Medical Research, London
supplemened by Indian Standards, if any. Where the same drug
is mentioned in more than one of the recognised pharmacopoeias
and also the Indian Pharmacopoeia the latter holds the pride
of place in so far as drugs mentioned in it are concérned and it
is to be considered as the sole book of standards for this purpose.

16.5. National  Standards : The Central Durgus Laboratory,
Calcutta and the (lentral Research Institute, Kasauli serve as
centres for distribution of international standards, of pharmacolo-
gical and immunocglogial substances respectively. These are
distributed to .analytical laboratories and pharmaceutical
laboratories in the coyntry for use in the standardisation of test-
ing of drugs. The Central Drug Laboratory has, in view of the
necessity: for the prepayation of comprehensive WNational stan-
dards, initiated a prograrfime for the formulation of such standards
with the help and collaboyation oflaboratories all over the country
both belonging to the (government as well as to the industry.
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The National standards for Insulin, digitalis powder, posterir
pituttary  tetracychne hydrochloride and phenoxy menthyl pen-
cilin have been prepared at the Central Drug Labaratory

166 The Nauonal Formulary 1s a list of essenual drugs and
their formulauons In the case of formulary also the draflt1s prepared
by the Drugs Contro) Orgamisation and placed before the For-
mulary Committee which consists of experts and others 1
vanous branches of medicines and pharmacy It 1s published after
the Commttee has considered and approved of 1t

16 7 The Indian Standards Institution 1s maimly concerned
with the standards refating to the raw matenal and pharmaceuti-
cal chemucals The standards followed by some of the manufac-
turers of basic drugs and formulators 1n  the country are as given
tn Table 161

TaBLE 161
(A) Standards followed by manufacturers of baswe drugs
Standard{s)
Unut's Name Name of the Drug(s) followed
1 2 3
1 Alembic Chemical Pemarllin IP/BP/USY
2 Bengal Chermeal INH BP
Tido- chlor hydroxy uUsp
quinoline npP
3 Bengal Immunity » INH B
Chloroquin BP &USP
Tetanus Afita toxin BP
4 Buological Evans INH &PAS BP
5 Haffkine INH
"Tolbutarmde } IP & BP
_. Chloropropamide
6 Hindustan Antibiotics Alifroms of Peneillin TP

Streptomycn Sulphate 1P
Dihydrostreptomycin

Sulphate 1P,
Oxytetracycline HCL IP
Chlortetracychne HCL I
Vitamm C P
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1 2 3 4
7. Merck, Sharp Cyanocobalamin U.s.P.
Prednitolane V.S,
| 8. Parke-Davis . . Chloramphenicnl U.S.PfLD.
Amodiaquin BIDLE,
9. Phzer . I.NH. I.r,
10. Rochie Peoducts | , Vitamin A 1., and U.S.T.
11. Sarnbhai Merck . . Vitamin C L.nB.PJUST.
12. Synbiotics . N . Streptomycin Sulphate U.s.r,
Tetra cycline HCL v.s.h
T1oniznzid U.s.n.
13. Wander Pharmed . PAS. Sodium B.P.
14, Wycth Labs. . Prednitolone U.S.p.
(B) Standards fellowed by formulators
1. Bayer . . . . Chloroquin Tabs. B.Y.
2. Bengal Chemical . . ILN.H. Tabs, U.8.P.
Diabine} Tabs. B.P.
Cyanocobalmin Tnj. B.P.
Tetanus Anti-toxin L7
3. Biological Evans. . . LN.H. Tabs. B.I.
Sodium P.A.S. Granules B.P.
AT.S. Inj.
4. Bochringer Knotl . » Chloramphenicol Caps. B.P.
5. Parke-Davis . . » Chloramphenicol Caps. U.Ss.p.
Amodiaquin Tabs.
6. Phizer . . . . Tetracyline Caps
Terramycin Caps.
Isonex Tabs. P
Insulin Lente
Procaine Penicillin j
fortified.
Pronapen U.S.P.

Diabiness Tabs.

NorEe :

I.P.—Indian Pharmacopoeia
B.P.—British Pharmacopoeia.

U S.P, ~United States Pharmacopoeia.
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T ded that Gowv should make arrangements w
streamhine the hinery for the pilation and to provide ade-
quate arrangements for laboratory and staff for collection of materal
for the purpose of maintaing 1t up to-date




CHAPTER 17
QUALITY

17.1 It is a matter for considerable gratification that India
is one of the few countries where comprechensive statutory control
of standards for drugs exists and there are no loopholes which
may enable unscrupulous manufacturers to market sub-standard
drugs. Statutory control of the quality of drugs manufactured or
marketed in India is comparatively recent and is almost coeval
with the era of Independence; for it was only in 1947 that first
steps were taken to regulate the import and manufacture of drugs.

17.2 Control over standards of drugs is effected by the system
of licensing. Imports, too, of certain classes of products such as
biologicals can only be made under a licence. Similarly manu-
facture and sale of drugs in the country can only be undertaken
under a licence. Imported drugs are subject to inspection not only

at the time of import but also subsequently before their distri-
bution.

17.3 The Drugs and Cosmetics Act vests with the Central
Government powers to control the quality of imported drugs but
the responsibility for enforcement of controls over the quality
of drugs manufactured or sold in the country rests with the State
Governments. While there is statutory division of responsibility
between the Central and State Governments for the enforce ment
of the provisions of the Act, the Central Goverment in the inter-
ests of uniform procedure throughout the country coordinates the
action taken by the States and offers expert advice and such other
assistance as is necessary for the efficient enforcement of the Act.

17.4 Imported drugs :

17.4.1 The import of drugs is allowed only through certain
designated ports where officers of the Central Drugs Standard Con-
trol Organisation can keep a check on the quality of such drugs
by inspecting consignments and sending samples for tests. Regulatory
measures on biological and special products are more stringent.
These drugs can be imported only against a licences issued under
the Drugs Act. While applying for such licence, not only impor-
ters but also manufacturers abroad are required to abide by certain

270
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conditions which inaddition to permitting mspection  of manu
facturing premuses abroad, provide for the withdrawal of stocks of
drugs from the domestic market, should unfavourable reports be
recened on them subsequent to import Apart from the check at
the ume of import, officers of the Central Drugs Standard Control
Orgamsation heep o runming chech on the quality of biological
and sceennl products by testing samples from 1mporters’ godowns
where the drugs are stored In case the test reports on  these are
not favourable, the stochs of the particular bateh already issued
for sale are withdrawn One of the conditions of the Import Licence
1s that the hicensee should mamntain  records of issue to facilitate
such withdrawal

17 $2 Asnal aspectof quilits contro! 1s the check exercised
on the import of “New Drugs”, that s, drugs which have not
been officially includeq in any of the approved Pharmacopoeias
or have been newly introduced and which though not subjected
to any extensive use on human beings, exceptn a hmited number
of chimeal tnale, are connidered as safe for use  Such drugs are
not allowed to beimported unless they are approved vnder the
Drugs Act  There 15 also o provision tn the Drugs Rules (o the
effect that no new drug which 1s not permitted to be used in the
country of its orimin  can be imported 1nto this country  These
regulartory measures 1re necessary to enture that the people of this
country are not used for expeniments with new deugs

1751 For exerasing effective control over the quality of
drugs manufactured or sold 1n_ the country a stringent scheme of
Ucensing has been dewised, reference to which has been made m
chapter + Monufacturing premuses 2re to be inspected also 2t the
time of the renewal of hicences  The conditions for Itcensing for
the manuficture of biological and special products are more rigd,
and of firms engaged 1n the fz ¢ of such drugs
15 carried out by who have adeq experience of the
manufacture and testing of such drues  The testng of samples 1s
carried out by the Government Analysts appointed by the State
Governments

1752 The provisions for the grant of licences for sale of drugs
enable the Licensing Authonty to ensure that the sale premises
are adequate, are equipped with proper storage accommodation
for preserving the properties of the drugs to which the licence
applies and are 1n charge of a person  competent to supervise and
<ontrol the sale, distribution and preservation of drugs

1753 The Drugs Control Orgamsation  collaborates with
the Narcotics Department and with the Excise  authorities in
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regulating the import, manufacture and sale of narcotic drugs.
This is possible because in each State there exists though not a
wide net work, at least a nucleus of technically qualified . persons
including inspectors, forming the Drugs Control Administration.
The latter is well suited for the task of enforcing the manifold
restrictions relating to mnarcotic drugs such as, inspection of
manufacturing and sales premises, checking of record prescrip-
tion, forms of account and issue and scrutiny of applications from
firms desirous of having quotas of narcotic drugs. Narcotic drugs
can be sold only against medical prescription and manufacturers,
chemists and druggists are required to maintain records in forms
drawn up on the pattern of those obtaining in some countries
where the enforcément of narcotic laws is very stringent.

17.6. Testing facilities :

17.6.1 Since quality control of drugs is mainly the function
of the State drugs control administrations States have their own
drugs control administration and have sometimes their own drugs
control rules. Manufacturing units are inspected by the officers
.of the State Government who virsit the premises of manufacture to

- jcheck the process of fabrication and the facilities available for

/testing and quality control. For purpose of inspection certain
States like Maharashtra have prescribed detailed forms which have
to be filled in by the Inspector after each inspection. The Drug
Control Rules provide the control cf samples at all stages from the
manufacturers’ factory, depot, distributors’ stores or even the
retailers’ shops. State Governments have powers to confiscate
spurious and sub-standard drugs and prosecute manufacturers or
stockists. The life period of drugs is mentioned in Schedule P
of the Drugs and Cosmetics Act and the manufacturers are under
an obligation to imprint the dates of manufacture and the expiry
on the bottles and cartons along with batch number and the
licence number. The facility which exists in each of the States.
for testing and the procedure followed by the State Drugs Control-
lers have been reported to be as follows :

1. Maharashtra : Haffkine Tnstitute in Bombay which is a
licensee under the Act undertakes the testing of drugs. Plans are
however under way to have a separate testing organisation with
independent staff and equipment. Standard procedure as laid down
under the Pharmacopocia involving chemical, biological, micro-
biological and instrumental analysis is followed for the testing:
of various drugs. In view however of analytical facilities that exist
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at present at the Haffkine Tnstitute a sampling programme as laid
down n order to ensure optimurm utthsation of the facility and
atord dupheation of the work to effect economy 1n expenditure

2 West Bengal  The State Government has a Drugs La
boratory n addition to utihsing the services of the Central Drugs
Laboratory, Calcutta The Drugs Laboratory or the State Govern-
ment has recently been shifted to the premises of the combined
laboratory building  According to the report of the Commuttee
on Drugs Control 1966 (The Borkar Commuttee Report) the
laborntories have been weil furnished and equipped but not pro-
Fcrly staffed The umts manufactuning druge have their own
aboratories andin case they do not have such facilities they make
arrangements for getting their products tested at any other institu
t10n apy d bythel g authonity for carrying out such tests

3 Guarat There 15 a State Drugs Laboratory at Baroda for
testing drugs and it has been reported that thie laboratory s
divided nto the following divisions (1) pharmaceutical chemustry
dwision, (2) pharmacology division (3) animal house and (4)
microbiology meon, and (5) pharmacognosy division The
laboratory receives samples from  various districts for the purpose
of tesung

4 Madras The Governnent Analyst undertakes testing at
the Kings Imstitute, Guindv of the samples taken by the Drugs
Inspectors under Sections 22 and 23 of the Drugs Act, 1940
This Institute undertakes tests of drugs sent by manufacturers and
collects requisite fees according to the schedule of rates given m
schedule B of the Drugs and Cosmetics Rules On  behalf of the
manufacturers who do not have testing facilities for their drugs,
Messrs Italab Pvt Ltd, Madras undertake testing

5 Mysore The State drugs control admumustr ation has a
separate drug testing laboratory  But  certam  hiological and
other special products are cent for analysis to the Central Drug
Laboratory, Calcutta

6 Madhya Pradesh The Government Analyst 13 supposed
to test sample sent tolum  But the extent of the laboratory facilities
availablen the State have not been intimated

7 Onssa There 15 no durgs control laboratory in the State
and the samples are therefor sent to the Central Drugs Laboratory,
Caleutta Some of the unts have their products tested at Italab
Pyt Lid or Smth Stansstreet Co Ltd , Calcutea

8 Jammu and Kashmie This State Government 15 contem-
plat ng sétting up of drugs laboratory, but no facilities exist so far
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Other States namely, Andhra Pradesh, Haryana, Assam, Bihar,
Delhi, Kerala, Punjab, Rajasthan and Uttar Pradesh did not
reply to the question in respect of testing facilities  available with
them.

17.6.2. The Central Drug Laboratory and the Central
Resecarch Institute, Kasauli: The Central Drug Laboratory,
Calcutta is a statutory institute sct up under the provisions of the
Indian Drugs and Cosmetics Act and its function is to analyse
samples of imported products sent by the various ports in India for
quality control of imported drugs. Where there is a dispute between
the manufacturer or the vendor of the product and the State Drugs
Control authority, the Central Drugs Laboratory acts as the
sppellate authority. As most of the States have not yet been able
to build full-fledged testing laboratories, the Central Durg Labora-
tory carry out the function of Government analyst for all the
States in India except the States of Madras, Gujarat and Maharash-
tra. It undertakes the analysis of drugs and samples sent by the
Drugs Inspectors of the States concerned under provisions of the
Drugs and Cosmetics Act. It does not however accept samples for
analysis from manufacturers or other private organisations. Al-
though the laboratory makes a charge to the State Government
for analysis of somples sent by the State Drugs Control authority
the fees have no relationship dircctly or indirectly to the price struc-
ture of the indigenously manufactured drugs and pharmaceutical
preparations. The function of the Central Drug Laboratory for
testing or serum, vaccines and sterilised biological sutures has been
assigned to the Central Research Institute, Kasauli. The Central
Drug Laboratory has also research programmes dirccted towards the
evolution of methods of betier analysis and it also provides for
facilities for training representatives from States and from the drug
industry in analytical techniques. At the public enquiry it was
stated that the Diugs control as applied, particularly well, in
the State of Maharashtra, but this was not being done in other
States to the same extent and that a certain amount of laxity pre-
vailed elsewhere. .

17.7 Evidence was tendered at the public enquiry to the effect
thatin addition to pharmacopoeial standards for quality control,
there are certain factors which are known as therapeutic efficacy
and biological availability. It was contended on behalf of some
representatives of the industry that while the Drugs Controller
guarantees the chemical purity of the drug, he was not in a
position to do so in respect of the therapeutic efficacy of the drug
of similar products of the different manufacturers. But the consu-
mer was concerned only with therapeutic cfficacy of the drug
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It was stated that this was the main_factor i creating greater
) 1 ? 1

for a drug or 1on produced by a particular manu
factycer, 1n preference to those of others The implication was
that the therapeutic efficacy of such brands was greater than those
of others even though all of them conformed to the same given
standards A challenge was also thrown out whether the Drugs
Controtler could guarantee the theripeutic efficacy of a new
drug that was put on the market It was stated by the Director,
Drugs Control Admunistration  Maharashiea that the determina
tion of the therapeutic efficacy of 14 drug did not form part of the
Drugs Controller’s work  but that 1f the necessary provisions were
wmeluded and  facihities were made available, 1t would be
guarnteed In the course of the discussion 1t was asserted that 40 per
cent of drugs were purchased for Gosernment and public organis»
uons, such as hopitals and corporations by istue of tenders
The drugs purchased were under generic names and the  lowest
quotations were generally accepted No complants about the
therapeutic efficacy of these drugs had been received once they
had been found to conform to the standaras prescribed  Ths
leads sevitably to the question  whether the standards and
procedure for assay prescribed in the  Indian Pharmacopoea
as well acats foreign equivalents are adequate to ensure the efficacy
of the drugs or additional speeifications are needed

178 The term  *‘physiological or  biological availabuisty
connotes the attribute of the dosage of the drug that constitutes
a measure of the extent to which the active ingredient 15 taken up
by the body 1n auseful form From the practical pomnt of view this
attribute 1s significant only m respect of the dosage forms intended
for oral admumstration  The extent to which  the therapeutic
constitutent of the pharmacopoerat dosage form intended for oral
or topical use 1s available for absorption 15 influencet by a vartety
ot factors, such as  the manner of compounding crystal size
1t

p and ather pounds and solvents or fhud
sehicles in liquid dosage forms  The 1deal solution to the deter
mination_of the therapeutic efficacy or biol, 1 availability with

s attendant refinements would be the introduction of 1 wivo
tests of all products, but 1t 1s not practicable It 1s also difficult
1o devise a useful range of tests which could be specified in precise
terms as a baus of routine control procedure  The official pharma
copoeas lay down specific tests for ensuring that the drugs taken
are properly abmrb:dLnnd utibsed In certan instances, however

the present g i the Ph P do not necessarily
- - S g = =+ = ~7yhe product or the patient and
[ T ' 1 additional methods need to be

\ time, measurement under
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standard conditions, using simulated gastric and intestinal fluids,
The maintenance of a high degree of physiological availability
requires special astention to the various processes involved in  the
production ofa drug. In any case the Pharmacopoeca Commission
is, it is understood, actively investigating the possible methods
with a view to specily them in the Pharmacopoca. Itis understood
that in Denmark in addition to the disintegration tests, which
arc prescribed in  the official pharmacopoeas, dissolution test
is also routinely adopted for the esting of all compressed tablets.
While it can be accepted in theory that therapeutic cfficacy and
biological availability are also factors on which future standards
need to be laid down, it is not possible to assume simultancously
that merely owing to the fact that certain  rcfinements in  the
pracess of manufacture are being claimed the products of a unit
which makes such a claim is nccessarilylto be considered superior
to those of others. Until the requisite standards are laid down and
applied to the samples no such presumption can be made. While
a particular manufacturcr may claim that biological availability
is a factor which is important, fic cannot make any assertion that
such tests were found to be satisfactory in the case of his drugs as
compared with those of others in the same field of manufacture
of drugs or formulations.

17.9 All the manufacturers have stated that they exercise
strict and rigorous quality control on their products starting from
the raw materials stage of the formulations. Out of the 34 units
mentioned 22 have stated that they carry out regular quality
control tests and checks at every stage of production. Thisis
carried out in their independent quality control departments
manned by trained staff which tests raw materials and intermediates
and analysex and checks the final product according to the Pharma-
copoial standards for purity, suitability, sterility ~ etc. Only after
the product passes through these tests it is released for sale. Some
of the units have stated that they send their products to the labora-
tories of their collaborators for additional evaluation. A few others
have stated that they send their samples to other approved labora-
tories for testing, Some of the replies that we have reccived with
regard to quality control methods available to and applied by the
manufacturing unit are as follows: ’

A. Manufactuarers of basfc drugs

1. Alembic Chemical :

Qnuality is controlled at several stages, before the product is
released for sale. The finished product has to pasgs through- the
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Process Control Laboratory, Antibiotic Certification Laboratory
and finally through Control Lab Y.

2. Atul Products *

It has three fully equipped laboratories engaged on the work of
Research for Dyes ‘Chemucals and Pharmaceuticals  These labora-
torses are under the control of foreign tramed technologists It
has got a chain of laboratories €ach specialising m different types
of work such as analysis, control of process and research etc These
are {1) Analytical Lab, (n) Invesugation Lab, () Intermediate
Lab, (i) Development Lab  and (v) Research Laboratory

3 Biochemical and Synthetic

The raw matenals, indigenous or imported, are subjected to
Quality Control to meet the specifications, prior to taking over
for manufacture Intermediate products are also checked and
analysed ‘The end product is also analysed and released for pacling
only after it complles with speeifieations

4 Bengal Immumty *

Tetanus Anti-toxin—The stenility test of the serum  from
each batch 1 done as per Drugs and Cosmetics Act 1940  after
the bulk batch 15 divided into a suitable number of batches by
stenile filtration  The serum  of the batch 1s then  dispensed as

ptically 1n sterile ampoules and sterility test of the serum 1n
the ampoules in  the batch 1s again done as lard down in Drugs
and Cosmetics Act

5 Bochrmger-Knoll -

It has a well-equipped control laboratory to control manu-
facture of 1ts products at different stages The analyses are made
by qualified and experienced staff  For chemical tests and analysis
many modern stems of physical electrome equipment are avail-
able” The dards followed are thase specified by its German
Associates  The control laboratory checks purity of all the batches
of the various intermediates before they are released as fimished
products It 1s also sampled and tested by the Control Laboratory
A sample batch of every fimished product 1s also sent to the German
Associates for their evaluation and each batch 1s released for sale
only after 1t has been approved by its Associates
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6. Boots :

The quality of erystalline Insulin  and its formulations is.
controlled by (a) Physical, (b) Biological, {c¢) Chemical and (d)
Bacteriological methods. Testing of samples is done on  an -cla-
borate scale. It withdraws 100 to 225 samples from  a batch de-
pending on the size of the batch andjthe product. Itis required to
scnd to its associates in Britain samples of cach batch of all the
insulin manufactured by it for overall control of the product and
packing materials.

7. Cyanamid :

Its quality control department is divided into the laboratorics,.
namcly, (i) Pharmaceutical Testing Lab. (ii) Formulation
Improcess Testing Lab. and (iii) Insccticide Testing Lab. The
pharmaccutical  testing lab. consists of four major sections (i)
chemical testing, (ii) packing material testing, (3ii) biotesting and
(iv) microlab. A finished product has to pass all these sections.
The quality control lab. is equipped to conduct the majority of
tests locally. There are still some tests which are carried out either
by its parent organisation in U. S. A. or through some of the
commercial analytical labs. in Bombay.

8. Glaxo Lab. :

It has various stages of quality control, from raw matcrial
to packing material. Sterility tests on Intermediates (where appli-
cable) are carried out on the bulk before filling.  The finished
products are sampled by analytical dcpartment and subjected to
physical and chemical tests. The packed stock is also examined for
correct identity of contents and oiher labelling details. A micro-
biological survey of the factory area is carried out in order to
determine whether aspectic conditions a adhered to or not, in
order to track down and eliminate sources of contamination. The
new drug is submitted for clinical trials after toxicological eva-
luation on animals has proved satisfactory.

9. Haffkine :

The tetanus toxin used is prepared in Toxin Section of
Immunology Department and is standardised against standard
tetanus Anti-toxin. Different dilutions of the anti-toxin are used
with constant volume of tetanus toxin and injected sub-cutaneously
into two mice of 18-20 gram weight. Standard “Tetanus Anti-
toxin is also titrated each time along with the samples.
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10 Hindustan Antibiotics

Every consignment of each raw materal 1s tested by an -
dependent laboratory for conformaty with speafications

Records arc mamtamed for cach step of manufacture A
schiedule of n-process sampling s followed and representatine
samples are drawn at regular mtervals dunng the manufacture,
These samples are tested in - Control Laboratory according to set
procedures The intermedintes are tested and  only those which
conform to mternal  standards are taken up for processing 1o
the next stagel The final products are tested by the Quality
Control Laboratory

11, May & Baker :

(t) Raw matenals are tested to nigid specifications before being
sent for manufactuning purpeses

(11) Analytical control measures are adopted at 1mportant
stages during the manufacturing process

12 Parke-Dawis

Raw matenals prior to release for manufacture arc tested by
physical or brological order to ensure that they meet official spe-
cificatsons  Anafytical data on the basis of cvery batch of raw

- - ' @ asacemteanned an that the hstory

. (- - = through every
. e .. .- conducted for

13 Sarabhai Merck

It has a fully equipped Quality Control ~Department with
the hughly quahﬁca and specially trmned technical staff for
testing the prdducts manufactured by the Company It also sends its
staff from time ta ttme to 1ts collaborators for_tramu‘lg 1n the latest

i - .7 ~of testing
. . « .1« fimshed
1 ( e, - nforms all

the d:p:ntrr;:nls concerned about the tnal  wispusieon of  the
product under testing by sending a copy of the test report to each
This Department keeps one sealed sample of the finished product as
a retained sample The packed contamners are stored 1n an air
condrtioned room

20—1TC Bom/70



280

14. Standard Pharmaceuticals :

Raw materials and packing materials are sampled by the Quality
Control Department and- submitted to the Laboratory for testing
and approval. The finished product is again sampled by Quality
Control for final testing. Quality Control Inspectors of the
Company also inspect the various manufacturing and packing
operations in order to ensure that standard practices laid down in
the operational formulae are being followed.

15. Unichem Labs. :

It has its own analytical laboratory where raw materials as
well as finished products are tested before they are relased to market.

16. Wander Pharmed :

All  raw materials are tested by M/s Italab. Private Ltd.,
Bombay and partly by its foreign collaborators. Tests on inter-
mediates are carried out in the factory. Finished goods are again

tested by Italab. on regular basis and periodically by its foreign
collaborators in Switzerland.

B. Formulators
1. Boehringer-Knoll ¢

Each batch of finished product is analysed and certified by
an independent testing laboratory and periodically batches are
also sent to foreign collaborators for test. Quality Control of raw
material and packing material is undertaken by the testing de-
partments of loan manufacturers.

2. Boots :

Sulphadiazine tabs. and Insulin formulations are organised
according to pharmacopoeial methods and in addition the tests

as required by the specifications supplied by the English Company
are carried out.

3. British Drug House §

Constant Quality Control steps are taken in the manufac-
ture of products from the acceptance of raw materials to the
certification of finished products. Samples taken during all
phases of production are carefully analysed in continuous quality
control checks.
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4 Burroughs Wellcome :

Insulin,—The bulk Solution Sterihised by filteration 16 same
pled aspectically. Various tests are catried out by their parent
Company :n U. K. The filled are icall; led
:’:_r:‘d subjected to tests for sterility, volume filled etc Antitoxins:
Thata nea ssaminad as ot s e i oLl AP mt o —*'7_Beckenhyam

AP R I The examimna.

- " Pl . " - ». . otemn content,

. de - -t - tested by ats
N noto- - "= enals conform

to their standards

5 Ciba:

It follows the Standard Pharmacopoeial for testing of raw
Is for the fz ¢ of fc it and for testing fimshed
formulauons The raw matenals and finished products are also
subjected to many tests ordered and preseribed by their Collabora-
tors, GIBA Ltd, Basle. Finally 1t sends the samples of actve
t and hed formulations to its collab s from time
to time for double check, The specified drug used for the formula-
nions is checked for its contents,” purity and suitability  The for.
mulations are assayed for their content of the specified drug.

6 Cilag-Hind ¢

Every raw matenal 1s analysed and taken for processing 1f 1t
complies with lard down speafications The quality of semi-
finished products at various stages 1s also checked  ‘The fimshed
product 13 akso tested and analysed

7. Chemical, industrial and Phar ! Lab 165

(CIPLA) It has a fully equipped (1) chemical control and (u)
biological lab It has also obtamned permission

hig control
from U K Health Minstry for ten of 1ts prodlucts to be sold there.

8 Fairdeal Corporation -

Raw matersals and auxillary jtems fike ampoules, vials and
bottles, are checked by analytical department | The Injectable
Department carries out the stenlisation of distilled water and
finmhed products Disulles water plant 1s cleaned at every 15
days interval and the water is tested for pyrogen Tomaity tests
are conducted for Liver Extract Preparation. Empty br:t:lcs‘_ for

-~ filling are th ghly washed on i 1c Washing
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and are dried at high temperature. Checking of foreign particles
is carried out against Jight before filling. Samples from each batch
~of formulations are sent to analytical Department for carrying out
detailed analysis of active ingredient used in them.

9. Geoffrey Manners : Lo

Raw materials including excipents used in the manufacture
of Products are analysed. The intermediate products are also
checked, e.g. tabs and granules are checked for active ingredient
and liquid for pH. also. The finished products and packing
materials are checked. . \

10. Hindustan Antibiotics :

Formulations are manufactured by taking ingredients which
are properly tested both at the raw material and semi-finished
stage. Products at all intermediate stages are checked for their
potency and properties such as pH, moisture, extinction coefficient
etc. and to ensure sterility of the rooms in which the products
are manufactured by microbiological methods. Standards pres-

cribed for internal wuse are very rigorous and fully satisfy the
pharmacopoeial standards S

COIL Hoechst

Raw mterials are thoroughly analysed. An analysis at the
intermediate stages is carried out in case of all preparations before
they are finally processed. The final preparations are subjected
to strict quality control as per the pharmacopoeial and Hoechst
Standards. Ampoules, antibiotics, tablets, capsules ete. are ins-

pected individually for the absence of foreign particles on the
defective units ' :

12. Kemp & Co.

All raw materials are analysed and used only if they coenform
to the required standards. Finished products are analysed and
packed into containers after’ conforming to required standard.
During manufacture control is also kept on the disintegrating time

of tablets, aseptic condition of the filling room of injections,
tablets etc. .

13. Mac Labs; :

It follows the recognised Standards or other Standards as
advised by the Drugs Controler from time to time.

14. N’eo Pharma :

Raw materials, prior to employmentin the manufacture ‘of
formulations ‘are analysed and used only if they are found upte
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Standard  Every Latch of finished product 1s checked, controlled
and analysed prior to packing and rejected if found defective or
not upto Standwrd  The complunts received after sales are at-
tended to and tests carried out for Qualty and Standard The
batch, of any, found not complying with prescribed Standard 1s
withdrawn from the market

{5 Smuth Stanstrect

Raw maternls are tested 1n analytical Laboratories The
raw matenals which do not conform (0 the specified standards of
quauty are not taken up for manufacture  Duning manufacture
samples are sent from  different stages for analysis  These analyucal
results guide in the processing  The results of analysis are communi-
cated to the respective production umits A few finsshed pachs of
every batch of all the preparations are hept in the Quality Control
Laboratory for follow up studies

16 United Pharma
Raw matenals are analysed before they are taken for manu-
facture  After formulaung the finished products are analysed to
ensure the quality

17 U S Vitamun -

Every raw material 1s analysed and taken for processing 1f it
compfics with faid down specifications  The quality of semu-
fimshed products 4t various stages s also checked  The finished
product 15 also tested and analysed In addition, samples of raw
materials and finshed products are sent to their  principals sn
U 8 A for analysis as a double check

18 Bombay Ideal Products
It ;s mamtaming a well equipped Laboratory Standards
followed are those which are recogrsed by the Drugs Authorities
19 Lyka Labs
It has its own  Analytical Department and also 2 small Re
search Department where 1t carrics out its tests

20 Medical Products
Quahty Control 15 mawmtaned through
laboratories approved by the Drugs Controller
21 Lyovak Labs

Raw materials and fimished products are tested in Therapeutic
Chemical Research Laboratories, Bombay

the analytical
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29. Pharma Medico :
23. Retort Labs :
924. Binichem :

The quality control of raw materials and formulations for
these three units are attended to by Italab Private Ltd., Bombay.

17.10 The Drugs and Equipment Standards Committee
appointed by Government in October 1962 made a  survey of
sub-standard drugs. The survey covered a period of five years
from 1959-60 to 1963-64 and in case of thec last mentioned years
upto September 1963. The State Drugs Control Authoritics had
reported a total of 25,767 samples which had been analysed out
of which 5,264 were found to be sub-standard. Over these ycars
the percentage of sub-standard drugs works out to 20.4 or almost
one fifth of the total samples analysed. Figures for the complete
year 1963-64 and the ycars 1964-65, 1965-66, 1966-67 and 1967-68
were also obtained subscquently from the Drugs Controller
(India) and these have also been substituted for 1963-64 and ad-
ded to the figures extracted from the Report of the Drugs and
Equipment Standards Comumittee. The break-down of the categories
of drugs analysed, the number of samples and those found sub-
standard together with percentages are as given in Table 17.1.

TasrLe 17.1

(1) Details of samples of drugs analysed by the Drugs and Equipment
Standards Committee and subsequently furnished by the Drugs Controller

Sl.  Category of drugs Year Total  Total No. Percentage
No. samples  ofsamples
analysed found
sub-stand-
ard or
defective
1 2 3 . 4 5 6
1 Vitamins . . . 1959-60 1121 414 36.9
1960-61 1188 382 32-2
1961-62 1004 261 26-0
1962-63 970 229 23-6
1963-64* 1210 258 21-3
1964-659, 1091 209 19-1
1965-66@ 1250 196 15.7
1566-67L£ 742 128 . 17-2
{9 months)

Total 8576 2077 24-2
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Tante 17+ 1—Contd

1 2 3 4
2 Hormonets . 1939.60 8
1960-61 46
196162 47
1962 63 37
1903.64* 4B
1964658, 63
196366 0
1966-67L 175
{9 months)
ToraL 514
3 Antibioniey 19,9 60 149
1900 61 136
1963 52 273
1962 63 310
1963 G4* 267
1964 65%, 21)
1963 657 670
1966 67 469
the,
® q‘l“g‘\'i‘x,) 249¢
4 Inwlm . . . 195960 3
1960-G1
1961-62 .
1962.63 3
1963-63* 21
196465% 41
1965-663 28
1966675 24
(9 month1)}
OTAL 130
3 Bialogieal Products 1959 60 100
1960-61 74
195462 95
1962-63 119
1963-64¢ 151
1964-65%, 107
1965 663 97
1966-61L 164
{9 months)
Torar gir
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1 2 3 4 5 6
6 Chewnotherapeutics . 1959-60 309 48 15-5
1960-61 369 59 16-0
1961-62 389 52 13-4
1962-63 124 24 19-4
1963-647 191 28 147
1964-65%, 239 34 14-2
1965-66G) 296 36 12-2
1965-671 367 38 104
(9 months)
ToTAL 2284 319 140
7 QGalenicals . . 1959-60 1008 176 17-5
1960-61 1179 128 10-9
1961-62 921 85 9-2
1962-63 1134 124 10-9
1963-64* 1002 81 8-1
1964-659, 286 56 196
1965-66@ 260 49 18-8
19666-67L 515 39 7-6
(9 months)
ToTAL 6305 738 11-7
8 Other Misc. Drugs . 1959-60 2162 397 184
1960-61 2298 436 19-0
1961-62 2376 478 201
1962-63 2418 884 " 36-6
1963-64* 2640 591 22-4
1964-65 2184 452 26-7
1965-66 2332 440 18-9
1966-67 2438 425 17-4
(8 months)
ToTAL 18848 4103 21-8

* Excluding the States of Kerala and Uttar Pradesh.

o Do Bihar, Punjab and Uttar Pradesh.

@ ‘ Do Andhra Pradesh, Bihar, Punjab, Uttar
] Pradesh, Manipur.

i Do ' ° ~ Haryana, Kerala, Punjab, Ralasthan, Uttar

Pradesh. Himachal Pardesh and Manipur,
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TanLE 17° 1—Concld,
(1) Summory for the pertod 1959-60 to 1967-68,

s) Category of Drugs Tota} Tatal Percentage
No amples  samples
1\n: ysed found
sub-
uandxrd
1 Vitamms . . . 8576 2077 42
2 Harmomes . N 811 62 121
3 Anubiotics 2494 18% 74
4 Tosulin 130 8 62
5 Bilogieal Producls . . . 917 170 185
& Chemotherapeutics . 2284 319 140
7 Galenleals . . 6305 8 1nz
8 Other Muc Drugs 18848 4103 218
—_—
Gaanp Torar 40068 7661 191

17.11. The State-wise break-down of the above data 15 ac
follows:—

TanLr 172
(1) State-wrse details of drugs asalysed and found sub-standard
5 Total No Total No
No State Year  ofsamples of samples

analysed found sub.
standard Percentage

1 2 3 4 5 6

1 Andhra Pradesh . . 1939-60
1960-61
1961 62 .
1902 63 61 27 443
1963 64 31 9 26 7
1964 65 101 37 366
1965 66 - .
1966-67 294 52 177

K - Torar 490 125 255
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1 2 3 4 5 6
2 Assam . . . . 1959-60 1 1 100
1960-61 . .. ..
1961-62 6 5 83-3
1862-63 20 7 35-0
1963-64 27 2] 33.3
1964-65 4 1 250
1965-66 37 11 29-7
1966-67 46 13 28-3
Totan . 141 47 33-3
3 Bihar . . . . 1959.60 120 20 16-7
1960-61 30 23 76-7
1961-62
1962-63 .. .. ..
1963-64 76 17 22-4
1964-65 ..
1965-G6 ..
1966-67 ..
TOTAL 226 60 26-5
4 Bombay (Maharashtra) . 1959-60 2346 725 30-9
1960-G1 1847 421 22-8
1961-62 1744 317 18-1
1962-63 1839 600 32-6
1963-64 1807 308 17-0:
1964-65 1858 294 13-8
1965-66 1789 223 12-5
1966-57 1438 138 9-6
TorAL . 14668 3026 20-6
5 Gujarat . . . . 1959-60 .. .. ..
1960-61 661 204 30-9
1961-62 915 - 237 25-9
1962-63 847 220 26-0
1963-64 804 10} 22-5
1964-65 919 157 171
1965-66 1363 229 16-8
1966-67 1291 221 171

Toran . 6800 1449 213
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Tasee 17 2—Contd

1 3 4 5 6
6 herala 1939 60 3 2 66 6
1960 £1 7 4 571
1961 62 26 7 %9
1962 63 97 18 136
1963 64
1961 65 168 39 232
196> 6b 208 37 178
1966-67
Tortan 509 108 212
?MP 19.9-60 63 20 nrz
1960-61 201 2 B8
190t 62 150 33 73
1962 63 10t 15 149
1963 6t 135 44 26
1964 65 98 29 296
1965-66 221 &5 294
1966-67 209 59 282
Torat 1218 337 278
8 Madras 1959-60 228 65 285
1960-61 169 27 16 0
1961 62 169 57 37
1962 63 433 126 31
1963-64 293 79 270
1964 63 321 438 53
1963-66 554 44 79
1956 67 460 58 e
ToraL 627 505 192
9 Mysore . 1929 60 7 2 286
1860-61 8 22 253
1961 62 264 4 15 5
1962 63 263 86 30 4
1963 64 278 62 223
1964-65 835 [ %2
1965 66 854 75 U2
1966-67 701 80 u4
Toran 2309 449 195
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TasLe 17 2—Contd.

H 2 3 4 5 6
10 Orissa . 1959-60 5 3 600
1960-61 4 2 500
1961-62 7 2 28-6
1962-63 50 20 40D
1963-64 79 32 40-5
1964-65 51 22 43-1
1963-66 48 20 41.7
1966-67 a5 45 47 -4
ToTAL 339 146 43-1
11 Punjad 1959-60 1271 94 74
1960-61 1211 103 85
1961-62 840 63 75
1962-63 1044 74 7.1
1963-64 1639 206 12-6
1964-65 .
1965-66 ,
1966-67 .
TorAaL 6005 540 9.0
2 Rajasthan . . 1959-60 . .. C
1960-61 82 3 36
1961-62 65 6 9-2
1962-63 104 50 481
1963-64 97 14 144
1964-65 50 10 20-0
1965-66 19 8 421
1966-67
ToraL 417 a1 21-8
13 Uttar Pradesh 1959-60 453 57 1216
1960-61 619 78 12-6
196162 635 87 13.7
1962-63
1963-64
1964-65
1965-66
1966-67
ToraL 1707 222 13-0
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TanLe 17 2—Contd

1 2 3 4 5 6
14 \West Bengal 1959 GO 75 26 317
1960-61 80 16 200
1961 62 52 2 50 0
196263 7 10 141
1963 64 91 19 209
196465 100 19 174
° 196363 162 15 93
° 1965 67 2.8 20 78
TotaL 898 151 168
15 Delht . 192960 288 76 2 4
196061 292 65 223
196162 192 48 250
196263 189 72 381
1963-6¢ 180 36 20 0
196165 206 38 18 4
1965-66 247 53 215
- 19667 94 12 127
Torat 1688 400 237
6H P - . 192960
19061
196162 .
1962-63 2 Nil .
196364 - -
195+-65 - - -
1965-66 - -
196647 - - -
‘ToTaL 2 i) ™t
17 Mampur 19,9 60
1960 61
1961 62
1962 63 4 1 250
1963-6% -
1964 65 .
1965 66 - -
1966-67 .
1967-68 . -

ToTAL
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TABLE 17°2—Conld.

1 2

3

18 Tripura . .

19 Goa

20 Pondicherry

1959-60
1960-G1
1961-62
1962-63
1963-64
1964-65
1965-66
1966-67

ToTAL
1964-65

1965-66
1966-67

TOTAL

1964-65
1965-66
1966-67

ToTAL

e .o e

8 Nil .

Nil -

3 1 33-3

33.3
9 3 33-3

ol
0 !

(ii) Summary for the period 1959-60 to 1966-67

SL Total No. TotalNo. Percen-
No. State of samples of samples tage
analysed found
defective
1 2 3 4 5
1 Andhra Pradesh 490 125 25-5
2 Assam . 141 47 333
3 Bihar . . . 226 60 26-5
4 Maharashtra (Bombay) . 14,668 3,026 20-6
5 Guojarat . 6,800 1,449 213
6 Kerala . 509 108 21.2
7 NMadhya Pradesh . 1218 337 27-8
8 Madras 2627 505 19:2




293
Tavte 17-2—Concld,

1 2 3 4 5
9 Nnore . 2309 449 195
16 Onsa 339 146 31
11 Punjab 6005 540 20
12 Rajasthan 417 91 218
13 West Punjab . 1707 222 130
14 West Bengal . . 898 151 168
15 Delln . . . 1688 400 237
16 Humachal Fradesh . 2 -

37 Manipyr . . . 4 1 2540

18 Trpura 8 .

19 Goa 3 1 33

20 Pondicherry 9 3 333
Gravo ToTAL . 40068 7661 191

1712 In so far as the data furmished by the Drugs Controlier
{India) 1< concerned 1t 13 not complete as all the States have not
reported Efforts were made to find out the extent to which the sub-
standard drugs were detected 1n the case of large scale units as
compared to those for all the small scale units but no such classifica-
tion was available, It was alko not possible to find out how many
of these sub standard drugs were sold by the genenic names and
how many by brand names

1713 The per ges of sub dard drugs d d over
these years give cause for a certmin degree of alarm  The overall
percentages during these years work out to 19 1 for sub standard
drugs and for individual years these were as follows —

1959-60 20 2
1960-61 19 4
1961 62 172
1962 63 88
196364 183
1964-65 184
196566 156
1966-67 . 143

1967-68 (9 months) . 5
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The number of samples analysed during these years has been within
the range of 4,222 (1964-65) and 5,540 (1963-64). With the in-
crease in the turn-over from about Rs, 70 crores in  1959-60
to Rs. 190 crores in 1967 the number of samples analysed has
instead of going up come down. In order to have a more correct
picture of the extent to which substandard drugs are being produced
in the country it would be desirable to have analyses separately for
generic as well as brand name products and also by units in the
large scale as well as in the small scale sectors.



CHAPTER 18
RESCARCH AND DEVELOPMENT

181, The admunmstration of medicine for the alleviation of
human suffering from  discase was according to age old practice
based on  well trred medicaments which had proved the test of
tme over centuries  Both Western as well as Lastern systems of
medianc untl the beginning of the century relied upon the findings
of ancient physicians and even if current  expeniments pomnted
any path for departurc practit oners of medicine were cautious
i taling st Today the position 1s reversed Mo manufacturing
umit can hope to surnve until 1t can  discover newer and more
effectne drugs  The progress made duning the last 33 years
the field of therapeutc medicine by the discovery of sulphananudes,
antibiotics and sedatines has nevertheless touched only the fringe
of the total pathology to which the human body 1s prey A very
broad field for vast discoveries has therefore beeeme open  to
mankind For the drug industry has only recently moved from the
stage of compounding of herbs, phytochermeals and a few anumal
products to the haressing of synthetic chenucals for finding re-

- oyIng certam orgamsis

any lasting injury to the

. gafitss effectivein the

the tissues in which the

' rescarch in drugs 1s

therefore concentrated on  the discovery of such drugs which

may destroy the harmful organisms and yet have the least dele-
terious effect on the human bio chemical mechamism

182 The question 1s sometimes asked why research 15 more
unportant for the pharmaceutical industry than for‘ ozhcr. X{ldus-

e

ar’ - nadn tanda large luwie
be e, 1t 15 sard, the use
of ng the expectation

of 1e ol e avirage Citiien il L ance of the conti-
nuance of war on disease it 15 essential to find newer and more
potent drug for which relentless and ntensne research 1s neces
tary Such research can be conducted only by orgamsations which

295
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are cquipped with the necessary laboratories and animal hovses
and command the services of a host of rescarch workers. Owing
to the involvement of workers from different scientific disciplines
and the need for diverse and costly equipment and accommoda-
tion heavy outlays arc ocrasioned. None of the leading drugs which
are in usc to-day existed thirty years ago and those which were in
usc before 1935 have a minimum medicinal utility lo-day. It is
not possible therefore to rely only on whathas been done in the
brief span of 30 or 33 years. We may be on the threshold of
great therapeutic discoveries and intensive but wide ranging activity
has to be maintained to conscrve human life and (o combat the
myraid varieties of discase that attack the human organism.

18.3.1. The organisms which cause discase in man, may,
broadly speaking, be divided into five main grouvps, namely,
viruscs, bacteria, fungi, protoza and helminths, In  historical
times when scientific investigation had not been ertablished, human
beings were liktly to have heen used for the purpose of experimenia-
tion on purcly selective principles. With the le zel of social conscious-
ness that exists today it is neither moral nor legal to do <0 and the
basic experiments have therefore to be made over a long period
and in countless number of other organisms. Anti-biological activi-
ties are <tudied on exprimentally infected animals. Anti-bacterial,
anti-fungal and anti-protozal activitics can be detected in chemical
laboratory test tubes and with giCater certainty on experimentally
infected animals. But for certain protozoa such as ma'arial pararites,
even this is not possible. Anti-malarial drugs have therefore to be
adml{lxstered to animals and birds experimentally infected with
parasites similar to human malarial parasites, Evolving a new
medicine is therefore a highly oreanised work of a team of scientists
who have to follow a specific Programme over a number of years.
The research team has to concist of persons who are qualified in
the fields of chemistry, physical chemistry, bio-chemistry, wvhar-
macology, physiology, pathology, pharmacy, endocrinoloey,
mlcrof_nology, bacteriology, virology, parasitology and botany.
Apy biologzically active substance must have toxic properties. Other-
wise it would not be effective against pathogens which cause disease.
Therefore, with the help of thouvsands of experiments, it is
necessary to discover such compounds which may be effective in the
case of a certain disease but may not have any adverse pharmaco-
logical action on the host tissue or organism. By and large the
majority of the experiments are made on animals but that is not
the end. After discovery the drug has to be carefully and in
measured doses administered to human beings in order to discover
any adverse side effects which it may not have been possible to as-
certain in the case of animal tests. Tn certain  cases drugs which
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ssere found effective in ammal tests resulted i causing  violent
herdache, nauset and note in ears when admunistered to human
patients Tt ss posuble that the same reactions may have occurred
in the case of the 1nimals too but could not be ascertaned owing
0 lach of communication of such subjective experiences There
arc more than fifty Lnown pharmacological actions and many
of these arc ifficult to investigate At the imuial stage the object
of screening 1s to reject useless matenial as soon as possible It has
been found that sametimes a single drug requires screcning  of
between 3000 10 4,000 new substances or compounds and the

duct of 30 t0 40 th d biological tests Of the total number
of compounds synthesised, about 30 to 40 may show some promuee
for further study and after intensive toucity tests only three to four
may be sustable for further cimeal tnalson  humans and of them
finally one may or may not prove good cnough to be marheted
Sereentng 1s therefore a tedious tme consumung and expensive
process  There are no other short cuts

183 2 1t has been aceepted on all sides that research ts the
main means of survival 1n the highly comjetitive business of
the manufarture of druags It as all the more essential for mam
tamming 1oy uizeable export market While research made else
where can be purchased for the requirement of the domesuc
market, of sut petition 1 this mdustry makes
1t necessary to  rely on nnovation for the success in the export
market

]

184 In other fields of economic endeavour, research 1s not
directly concerned with human life but with artifacts or com
modities and no elaborate grccauucns are required before putting
out a product :n the market since no rishs to human Ine are
imolved But drugs concern human hife and its safety and a
great deal of preparation has to be made before launching a
new therapeutic agent for combating disease

185 Iti said sometime that there 1s not enough justfication
for the heavy outlays made by indvidual drug facturing
compantes on research and that a great denl of the effort results i
waste It 13 argued that rescarch often  undertaken wah hetle
therapeutic justification 13 exceptionally nisky succeeds onlyin
Froducmg a’small proportion of substances tested and these are
ikely to be superseded even before the research expenditure has
been recovered Research outlays are usually so large that a
number of undesirable practices have to be resorted to  recover
them by such means as brand names patents and promotion
and therefore the industry secks mordinately heavy profits on the
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p:crest of having to make up for outlays on rescarch. It is at times

.said thut the industry concentrates its effort on finding a ncw drug
whereas the need is for fundamental biological and bio-chemical
research to discover the sccrets of nature and of discase, that firms
devote much of their time to developing variations with the existing
drugs which may have no greater efficacy. With the motive being
profit and the promotion of sales of new medicines, companies
prematurcly launch their discoveries in  disrcgard of the safety
or efficacy of the drugs.

18.6. It is suggested that research should more successfully
and cheaply be conducted jointly by a number of units in the
industry or by academic institutions given adequate funds. This
matter has been debated for some time and divergent views have
been expressed. As regards joint rescarch the discovery of new drugs
is tne only sustaining factor for the company and no unit can afford
to share its discoveries with others ¢r make common cause of its
inventions. It is beyond the limits of possibility to attempt to have
Joint schemes of applied rescarch to be utilised by individual units.

18.7. As to research being conducted by academic institutions
the position today is that academic research is oriented towards
increase of the fund of basic knowledge while commercial research
has more specific purposes in view such as location of disease areas
where there is no effective treatment or there is scope of improving
the treatment. In the process of researches for such specific pur-
poses the research team may come upon discoveries which may
further fundamental knowledge also. On the other hand it is very
unlikely that in the course of research into basic principles effective
the rapeutic agents may be discovered without conducting elaborate
experiments on animals or in the laboratory, Nevertheless academic
research is some times the base from which research into thera- -
peutic agents is launched. Screening of chemicals is very expensive
and involves a long process and cannot be undertaken unless there
is a definite goal orientation for a specific purpose. An academic
wnstitution would need a very large staff indeed and very specific
goals sometimes almost similar to those of commercial organisa-
tions in order to achieve results aimed by drug manufacturers.
It has been aruged that even in the case of the largest academic
or government financed laboratories it is not possible to harness
the resources of men and material which are available to large
industrial research laboratories for specific purposes such as
screening for large scale pharmacological testing or the syntheses
of a vast number of analogues with the aim of improving one or
the other of the property of a drug. The academic laboratory is
designed to break new ground for a better understanding of the
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Taws of nature and lays the basis for eventual industrial expl iation
of scientific discoveries wlich emanage from 1ts work  The wo
fields of research e thercfore complementary and not mutualty
exclusive  But these are nnt interchangeable

188 Itss estumated that a1l over the world the drug indu try
spends from Rs 350 cro e to Rs 100 crotes a year on re carch
and desvclopment  Some of the leatling drug manuficturing coun
tricsan the wo Id spent the following amounts in one of the recent
years

Percentage
Country Year \mount o ales
{mcrores 1 no er
of Rs )

USA 1966 267 1t
Japan 190> 36 B
Uk 1965 22 n
Sw tzerland ° 196> 36 10

Over the last ten years preceding 1964 research expenditure
m U S A increased by 205 per cent while sales went up bv 70 per
cent only  During the same perrod every new drug marketed had
to carry 1n sts pricing policy about Rupees three crores i research
and development  Between the years 1963 and 1965 espenditure
rose by about Rupees 83 crores :n U K and registered an
increase of 33 per cent

In the period of 1940 66 the new single chemical entities
ntroduced by the following countries are mentioned again t each

No of
prndulcu
Country of or solely
il eren national
ongn
1 2 e
United States . 505
Swatzerland . 5t
Germany 39

United hingdom 36
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1 2

France . . . . . . . . 22
Denmark . . . . . . . . 1
Mexico . . . . . . . .

Holland

Sweden

Betgium

Japan

Austria

Canada . . . .
Hungary . . . . . . .
Grzechoslovakia . . . . . . .

Europe

Argentina . . . . . .

Australia . . . . . . .

NG LWSIO WO W

India . . . . . . . .
Italy . . . . . . . .

o B S

l

Toran . . 719

18.9. In U. S. A. there are three companies with budgets of”
more than Rs. 18 crores a year on research and five more companies
which spend between Rs. 9 and 18 crores a year. In U. K. one
company namely, Burroughs Wellcome spends about Rupees five
crores a year on research and two others namely Glaxo and
Beecham each spend Rs. 2.7 crores annually. It is claimed that
a staff of between 800 and 1,000 research employees is about the
largest which can be effectively controlled in one establishment.

18.10. A basic research unit must have a cértain minimum
size below which it is likely to be ineffective. For there are many
scientific disciplines which are involved and a minimum comple-
ment of representativesfrom eachisnecessary. A fairly large capital
investment is also required. It has been estimated that no company
can have a substantial stake in a particular field of pharmaceutical
research with less than about two crores of rupees a year and even
on a modestscale Rs. 15 to Rs. 20 lakhs are needed by the smallest
ofresearch units. The Indian Chemical Manufacturers’ Organisa-
tion has stated that the'lack of initiative in investing in funda-
mental research is due to lack of economic incentive afforded to
such an activity. In its view pharmaceutical reséarch needs not
only a very considerable expenditure over a long period over which
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5t has to berecovered and unless measures for tax relief are mtro
duced or adequacy of profits is astured there would be disinclina-
tion to undertaking research It has been suggested that Govern-
ment should provide sustable incentives for tav Cstment 1n vesearch
The Indian Pharmaceutical industry rehies mostly on the results
o bauc research carned out by the major drug compantes abroad
through collaboration agrecments or hcensing

1811 Trom the replies received we find that there are only
H unittin India which E'\vc made an outlay of more than rupees
one lakh annually on rescarch  Particulars of these units together
with those of the unit which spends the largest amount on research
m the descending order of the outlay made 1n the year 1966-67
are as foltows &

Tanee 18.1
Expenditure on Research and Development

Name of the Unut Eﬁi’c‘i‘::r:h T:r‘::::e . I’cmﬂ(\o/l:§c

(Lakh Rs)(Lakh Re)
1 Cita . N . . . . 5958 L2 60
2 Alembic Chemucal . P 21 67 627 35
3 Hmdatan Antiboves . 16 85 kit 24
4 Pfizer ’ . . 710 1270 0 56
% Glaxo Labt . . 426 1645 026
6 EastIndia Pharmacentical . 87 263 14
7 Cynamid e 332 50t 066
8 Bengal lmmunuy . . . 320 224 142
9 Sarabhai Merck . . . . 183 233 079
10 Chemo-Pharma . . . . 12 69 17
11 Biochemical and Syniheti . 02a 7 34
[
123 00 6553 19

By Western standards of outlay on research the amounts spent are
almost insignificant and there s only oneunit which makes a rea-
sonable outlay
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18.12. The Central Drug Research Institute of Lucknows
the Regional Research Laboratory, Jammu, The Central Medi-
cal Plants Organisation, The National Chemical Laboratory,
Poona and the Regional Research Laboratory at Hyderabad are
some of the research institutes financed by the Government. The
annual outlay of the Central Drug Research Institute was Rs. 45.02
lakhs (actual expenditure) for the year 1967-68 and Rs. 48.73
lakhs (estimated expenditure) for the year 1968-69. Similar figures
for the Regional Research Laboratory, Jammu are Rs. 35.90
lakhs and Rs. 35.94 lakhs respectively. Separate figures for~
research on drugs in respect of the National Chemical Laboratory
are not available. But; the overall expenditure for all activities
is Rs. 69.2 lakhs for 1967-68 and Rs. 79.9 lakhs (estimated) for
1968-69. Similar data for the other Institutions are not available.

18.13. No significant research activity in the pharmaceutical
field by any of the universities or academic institutions could be
ascertained. Research activity has been so insignificant in our
country that very few drugs have been included in the Pharmaco-
poeia on the basis of researches conducted €xclusively within the
country. The Hindustan Antibiotics has produced four new
Antibiotics, Hemycin, Dermostatin, Aureofungin and Antio-
moebin. The first two are fungicides against human diseases.
They have been leased to Sherman Laboratories of U. S. A. for
exploitation in U. S. A.; Canada, Latin America, South
America, Australia and Japan. The third item is useful against
plant diseases caused by fungi. It will replace synthetic fungicides
based on copper, a scarce metal, and protect grapes, rice, potato
and several other cash crops. The last drugis an antibiotic having
antiprotozoal and antihelminitic properties and is both zor men
and animals. It has been leased to another American firm, Upjohn
of U. S. A. for exploitation in the world market.

18.14.\The final question which arises in this connection is
what facilitigs and allowances need to be given for the conduct of
research and in what manner? It has been stated by the OPPI
that much of the research is abortive but must nevertheless be paid
for. Some pro\}ucts of research have their limited market with a
price that woul'd never cover the cost of research of these drugs.
Research, in tlje view of the organisation, can only be financed
from the profits\and the primary objective must be to earn sufli-
cient profits in f{he business as a whole each year to sustain a
research programsne which on a long term basis without being
subject to the changying fortunes of the companies’ activities. The
Organisation has qipoted in support of its contention views of

\
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cconomists expressed elsewliere It has, for instance, mentioned
that according to one view rescarch outlays should be regarded as
akin to debenture capital constituting 1 prior charge on any
surplus profit A rescarch oriented firm depends on 1ts mnova
tiona) eutput for 1ts very custence wnd once 1 certun level has
been reached there 13 no choice left but to incrense the actnity
According to another view, research outlay hould be considered
not 1s icidental overlicads to be written off agan st revenue but
as capital mvestment in the <ume way as imvastmentan bulding
and grants

1815 On  behalf of unus which hwe 1 major  capstal
participation of foreign based compames, it was argued that part
of the profits transmutted to the principals was utibsed for financing
rescarch activities of these orgamisations which resulted mm the
diseorery of new drugs It was therefore argued that while there
wasno research activaty conductedan the sub idanies within this
country, the parent organ «atlons were makmg large outlays on
reserrch which had to be provided for  There was no other means
for doing so excent by mecting 1t from profits They have allocated

their rate of ren research
by tie porent ¢ be ob-
served thitin seven ouL 01 as ua 8s 181 the

expenditure on rescarch is less than 2 per cent of the turnover
It cannot also be assumed that this emall ouday 1 adequate to
maintan these umits in business In so far as the units operating
im India are concerned, these could be classificd into the tollowing
<ategories

{1} Units making outlay on rescarch

(1} With rescarch based in India,

{r) With the rescarch based cutside the country where the
principals make outlay and meet the cost partly fiom the
profits of the subsidiaries, and

(2) Units not making any outlay on research but lmvmg
<collaboration agreements or licences for explortation of patents hels
by athers

In 50 far as units falling under category (2) are concemcdldﬂge
licence fees or fees pard towards collaboration agreements wouic b¢
mncluded m the costs  As regards units faling under category
{1) (1) are concerned, n this case also the relative expenditure
on rescarch would equitably be allocated to the cost of drugs
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In the case of units coming under category (l) (ii) that is,
those units which have set up® subsidiaries or major capital parti-
cipation firmsin India, thereisroom for drgument as to if and
what provision should be for their research activities which are
based abroad. It is however not possible for us to determine the
quantum of expense if any, which should be allocated to the acti-
vity of the firm in India, and the question of any addition to
the cost on this account does not arise.



CHAPTER 19
DUTIES AND OTHER GOVERNMENT LEVIES

19.1. Import duty :

19 1.1, Drugs and medicines are assessed to Customs duty
under the General Item No 28 of the First Schedule of the
Indian TarifT Act, 1934, commonly called, the Indian Customs
TarfT Schedule. Thisitem covers ch drugs and med
of all sorts not otherwise speeified  The rates of duty arc 60 per
cent ad valorem standard and 50 per cent ad calorem  preferential,
while under Notsfieation No 104 Customs dated 6th June, 1966,
the cffecuse rates have been reduced to 50 per cent ad valorem
standard and 409, ed talorem preferennal Under separate noti-
ficavions certain drugs falling under thus item  are allowed to be
imported at concessional rates of duty as indicated m Table

91 —~

Tapie 19.1

Concessional rates of duty on drugs

Concessional  rates Number of relevant
Name of the artcle of duty Natification{Gustoms}
of Govt of India

i 2 3
Crude Ay . . 20 r cent  ed- 81 of 1957 read with
¢ furcomycin m!nﬁn (Standard) 105 of 1966

and 10 per cent
ad vlorem  {pre«
ferential}

Crude Pemastin . . Sameduty asunder 35 of 1954
Ttem No_ 28(26)
for Penucithn
i bull

ot cem ed zelorem 19 of 1964 cead wth

M
Trvwures of two or more silpha 7y p dard) and 17§ 26 of %963 and 105

drugs and combinations of sul-  (Stan:
pha drugs and antibiotics, an  per cent ad colorens of 1
any form free from other {Preferential)
therapeutic 1ngradients

305
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Tasre 19:1—Contd.

Mixture of two or more antibio-
ticsin anyform freefrom other
thesapeutic ingredients.

271 per cent ad
valorem  (Standard)
174 per cent ad-
valorem (Preferen-
tial).

Grude vitamin B. 12 , 20 per cent ad valorem
{Standard) 10 per
cent  ac  valorem
{Preferential)

Amodiaquin Hydrochloride « 27% per cent adpale-
rem {Standard)17}
perceent ad valorem

168 of 1954 read with
40 of 1957,26 of
1963 and 105 of
1966.

24 of 1960 read with
80 of 1963, 171 of
1963 and 105 of
1966.

124 of 1965 read
with 103, 188 and
204 of 1966.

{Preferential),

Patent or proprictary medicines not containing alcohol, opium,
Indian hemp or other narcotic drugs are assessed to duty under
item No. 28 A of I. C. T. Schedule. The rates of duty are 60 per
.cent ad valorem (Standard)and 50 per cent ad valorem (Preferential).

19.1.2. The same rates as for basic drugs apply to drugs and
medicines under brand names. These have been referred to as
“Patent or Proprietory medicines” and have been defined as
* “any drug or medicinal preparation, in whatever foim, for use
iq the internal or extcrnal treatment of, or for the prevention of
ailments in, human being or animals, which bears cither on itself
or on its container or both, a name which is not specified in 2
monograph in Pharmacopoeia, Formulary or other publication
notified in this behalf by the Central Government in the Official
Gazette, or which is a brand name, that is a name or a registered
trade mark under the Trade and Merchandise Marks Act, 1958
(43 of 1958), or any other mark such as symbol, monogram, label,
signature or invented words or any writing which is used in rela-
tion to that medicine for the purpose of indicating or o as to
indicate a connection in the course of trade between the medicine
and some person having the right either as proprietor or otherwise
to use the name or mark with or without any indication indicating
.of the identity of that persons.” "

19.1.3. Drugs and medicines falling under other items of
Indian Customs Tariff are subject to the rates given in Table 19.2.
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TapLe 19,2

Rates of umport duty on drugs and redianes falling under vems other

than 28 (

LCT)

Ttem
No

Drog

Rate of duty

Reraarks

28(26) A Pemcillinin bulk .

28{2b) \ Pemcilun and ats pro.
ducts  not otherwise
speaified

28(27) Antibroties,vuch as Strep-
tomyein, gramcidin,
tyrociding and  tyro-
thmicin and preparas
tent which contain
omly one antibiotic and
are free from  other
;.h“craﬂ:unc'n:lgrcdncnu

tnot includy -
allin bulk = p‘m
pemcillin and ats pro—
luctt  specified
Items I\os 28(26) :md
28,267)

28(28) (a) Sulpha drugs and
preparations  which
contun  only one sul-
Pha drug and are free
rom other therapeutic
ingredients

28(28) (A} ' itamuns and vita-
min  preparatians ex-
cluding fish  lwver ol
free from  other ther~
peutic mgredients

60 per centaf calorer
{Standard) 54 per

tent o ralorem
(Preferential)

5_‘pcr centad mlom‘r'l

'mm (Prcfcrenlul)

't cent ad valorem
(g’c ndard) and 5%
t cent ad ralorers
(Prefetential)

€0 per cent ad alorem
(Standard) and 5%
per cent ad ralorem
(Preferential)

60 per cent ad valorem

{Standard) 5% per

ent ad talorem
{Preferential)

Concessional  rates
under  Notification
No 117 Customs  of
1965 are 26 per
cent  ad  talor
(Smnd;rd) and 20%
ad valorem (Prefe-
rential)

Concessional ratesune
der Notification No
ll7 C;uomx of 1965

ralorem (Preferential)

Concessional  rates
under  Notification
No 117 ustams
ol‘ 1965 nre 20 per

(Standard) [nnd 14
r cent ed ralorem
(I,;rcl'crrnml)

Do

Concessional _ rate
under Noufication
98-Customs
oF 1968 ate zo per
cent ad valorem
(Standard)  and
17 per ecnt ad valo

(Preferential)

2%
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TasLe 19.2—Contd.

The following are GATT irmes:
(i) Penicillin in bulk . . . [LCT. item No.28(26)1
(ii) Penicillin and its . . . [LGC. T.item No. 28(26A) 1

(iii) Antibiotics such as Streptomycin, [I. C.T. item No.28(27) ]
gramicidin,  tyrocidine and

tyrothricin.
(iv) Sulpha drugs and vitamin prepara- [ I.C. T. items 28(28) (a) and
tions ecxecluding fish liver oil: 28(28) (b) 1
Vitamin A and E excluding fsh-
liver oil.

(v) Patent or proprietery medicines as [ I. Q. T.item 28A]
defined in clause {(d) Section 3 of
the Drugs Act, 1940 not contain-
ing spirit.

19.1.4. The current rates of Custorns duty leviable on the
specified basic drugs under our investigation and their formulations
are as follows—

TasLE 19.3
The current rates of Gustoms duty on the specified basic drugs and the
JSormulations
Sl Drug 1.C.T. Rates Customs
No. Item No. of Duty Duty
Standard Preferential
% % ’
1 2 3 4 5
1 Viamin A . . . . . 28(28)(b) 20 17
2 Witamin B-12. . . - . 28 20 17
3 Vitamin G . . . . . 28(28)(b) 20 17
4 Sulphadiazine . . . . 28(26)(a) 20 14
5 Penicillin . . . . . 28(26)
6 Streptomycin . . . . . 28(27) 26 20
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Tanre 19,3=-Contd

1 2 3 4 5
7 Chleramphenicot o . o 28Q27) 26 20
8 Tetracychner . . . . 28(27)}

9 Amodaqumn . . . . 28 215 175
10 Chlorogun ., o v e . 28 50 44

11 Todo-chlot-hydroxy-quinoline . 28
12 Chlorpropamide . . . 28
13 Tolbuamde, . ., . . 28

H Tl . . . 28 50 40
15 I NH . . . 28
16 PAS . . . . .28
17 Tetanus Anti toxin . . 23
18 Prednusolont . . . . 28
Formalations

Preparations of the above hasic drugs except Penicithn  are
also asseseed to the same rates as drugs In addition, the formula-
tions attract the countersnt ng excise duty at the rates of 7 5%
exceptin thecascof I N H,P A S ,l?sul:n, Todo chlor bvdrovy-

line P, 1

¥ y "

q and Stref Dihydro strepto
mycin) 1 - -~ ombma
tions an entioned
above, There 15
no Exar prepared

form attracts customs duty at 50 per cent ad valorem (standard)
and 40 per cent ad valorem (preferential) plus counters abing duty

1915 Import duty on raw matersals and sntermeduates

Most of the basic chemicals and intermediate products required
by the industry fall under the General Item for chemicals 1¢
Indian Customs Tanff Item No 28 The current rates of Customs
duty apphicable are 50 per cent ad valorem standard and 40 per
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40 cent ad valorem preferential. Some of the chemicals and inter-
mediates imported under this item are allowed on concessional
rates of duty at different rates under notifications issued from time
to time by the Ministry of Finance. The ratcs of import duty on
raw materials and intermediates arranged in the descending order
ofincidence arc as given in Table 19.4.

TaBre 19.4° ’

Rates of import duly on row materials and intermediates

3 ’ ~ -

- . I1CT Rate of duty Y,
Si. No. Name of raw matcrialfintermediates item No.

Standard Preferential

{ Blue & Red dyes . . . 30 100 .
9 Filter Paper Folic Acid . . 44 100 ..
3 Gelatin . . . . . 2 100 -
4 Lemon Yellow Colour .. 30 100 90
5 Alcohol (Isopropyl and Methyl) . 22(4) 50

6 Beet Molsses . . . . 17(1) 000 ..

7 Benzo-Cain . . . . . 28 50 40 -
8 B-ewers Yeast . . . . 87 50 o
9 Calcium Hypophosphite . . 28 50 40 -
10 Cetyle Alechol . . . . 28 50 40
11 Cotton Seed Meal .« . 87 50 -

12 Dibonzeyl Tartaric Acid . . 28(8) 50 .

13 Etharan . . . . . 28 50 -

14 Gam Acacia . . . . 134 50
15 Gum Benzoila (siam) . . . 13(4) 50 40.
16 Hedroxycobalmin (Vitamin B-12B)  28(28)b 50 40 -
17 Insulin Crystalline . . . 28 50 40

18 Mono-Pot-Phos . . 28(8) 50 -
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Tante 19 4—Contd

1 2 3 4

13 Meta eresol 28 50 40
20 Methanl 2244) Ei] -
21 Mk Sugar 28(24) 50 44
22 Nepagn M Sod um 28 50 40
23 Nepagn P Sed um 28 50 40
2% Nod ydroghant ¢ Acd 2t 50 40
25 N pasept 28 50 40
26 Pancreas 87 50

27 Propylenc Glycoe 28 50 40
28 Protam nc Sulphate 28 50 40
29 Potass aum Dihydrogen Fho phate 28 50 40
30 Potass um Hyd oxde } 208) %0

31 Potass um Carbonate

32 Predn olone 28 50 40
33 D cotyte fizd 50

34 Soyabean meal 23 0

35 Sod um Agwate 28 50 40
36 Sod um Lahry! Sulphate 28 50 40
37 Stearyl Alcohol 28 50 40
38 Sod um Phosphate 28 50 40
39 Tetanus Ant toxn 28 50 40
40 Tween 80 28 50 40
41 Yeast extract 15(p) 50 40
42 Spermacety 15 35

43 TYodune 28(23) 30 24
4t Yatcose BY 28(24) 30 4

22—1'F G Bom |70
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TanLe 19.4—Coneld.

1 2 3 4+

45 Aminodiazine . . . . 28 27-5 17-5
46 (hloroguine Phosphate BP . 28 27+5 .
47 Ddeobase . . . . .23 ) 27-5 .
48 2.5 Dichloro Nitro . . 28 275 17.5
49 Gamma Picoline . . . . 28 27-5 175
50 DTetroleum light . . . . 27(3) 27 .
51 Acid Garbolic (Phenol) . . 28(29), 25 .
52 Qitric Acid | . . . . 28(8) 25 ..

19.1.6. There are certain chemicals, intermediates and drugs
in respect of which Government have bound themselves under the
Genceral Agreement on Tarifl and Trade. Particulars in respect
of these are given as follows :—

Tasre 19,5

List of drugs, pharmaceuticals, chemicals and intcimediates under

tariff commitments of GAT T (i.c. items in respect of which India

kas given tariff bindings to the Gontracting Partics of the General
Assembly on Tariff and Trade)

Indian Description of products Bound  Country
Gustoms rate of to which
Tariff duty (dd bound

Item No. Valorem)
1 2 3 4

Part Le—Most Favoured Nation Tariff

28 Chemicals, Drugs and Medicines all sorts not .. IR
otherwise specified.

Nors : The products provided for under the above
item shall be exernpt from ordinary most
favowred nation customs duties which
cxcced the preferential rate applicable to
such products of the United Kingdom or
British Colonial origin, by more than 109,
ad valorem,
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‘TAvte 19,5—conid

1 2 3 4

28 Chemucals, the followng —
1 Para Nutrantline
2 Amno Azo Benzene (hydrachlonide)
3 Sulpbanthc Acd
4 Benzidine Di bydrochlonide
5 (a) Sodiwm Napthionate

(b) Naphthionic acid

6 Navila and winter’s Acid
7 Rhoduline Aad
8 | Aad Urea L ,
9 Para Ammao Acetanihide 10% Gy
10 Dinttro Chiorobenzene
11 Meta Phenylene Diamime
12 Gamma Aad
13 Meta Tolylene Diamune
14 Chscago Aad

15H Aad

16 G Salt

17, Laurent Acd E
28 Diatomaceous earth . 40 per cent US
28 Phosphorous Pentoxide 40 per cent US
28 Sulphur dionide . . 40 per eent US
28 Phosphorous yellow . . 40 per cent US
28 I'reon type refrigerants . + 40 percent US

28 Sodwm borate, powder, excluding anhydros 40 per cent US
28 Ethyl Acttate . . . . . 40 percent US
28 Duastase of malt and diastase taka . « 40 per cent US

28 DDT . . . . . « 40percent US

28 Glucose, purc, powder . . . 40 percent US
des, Funzicides, disinf Tetc

specified « e« & & . 20pes cent US

2-4 Dichlorophenoxy aceticacid andits esters and salts,

2 Disodwm ethylene bis-dithiocarbamate

8 Ethylene dichloride Catben  tetrachloride nuxture (3 1)

4 Methyl chlorophenoxy acetic acid t ¢ 2 methyl 4-Chlorophenexy acetic
acid 1ts esters and salts

5 Nrcotane and 1ts sulphate including solutions thereof not contaming any
other pesticidal compounds such as Derris root and Helebore
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Tanre 19,5—~Confd.

1 2 3 4

G. Organo-Phophatic csticides of the following  ypes; O-Dicthyl-O-phitro
henyl thiophosphate (commonly kuown as “Parathion”); lIz:m-cghyl
tetraphosphate and teteacthyl-pyro hoi-bate but excluding *Malathion

7. Sulphur dust pa=sing through 300 me:h.
8. Wettable sulphur.
9. Zinc ethylene-bis-dithiocargamate.

10. 1, 2, 3, 4, 10, IG-hexachlor-6 7, epoxy-1,.4, 44, 5, 6, 7, &,
8z-octabivdro-1, 4, 5, 8-cndn-cndo-dimethanona-phichalenc.,

1.1, 2, 9, 4, 10, 10-hevachlor-l, 4,5,8, O-hexalydro-l, 4,5, 8 and
O-exo-dimethanonaphthalenc.

12. 1,2, 3, 4, 5, 6, 7, 8, Ba-ectachlor, -2, 3, 3a, 4, 7, 7a-hexahydro-4,
7 methonodene.

28 Pectin, powider, diied . . . . . 30%, DEN

28A Tetent or proprictary medicines as denficd in
claure (1), Section 3 of the Drugs Act, 1910
(XXITI of 1930) not containingspirit and not
otherwice rpecified,

- IR

Nore : The products provided for uader the above items, ex 28, shall be
cxempt {rom  ordinary most-favoured nation  customs dutics which
exceed the preferential rate opplicable to ~uch pioducts of the United
Kingdom or British Colonial Or1gin, by mozc than 10 per cent ad valorem.

28A Homocopathic medicines . . Rateofduty actually
chaiged  at  the
timt for such pro-
. ducts of  United
Kingdom or Bri-
tish Colonial Origin  GY
plus 10 per cent
ad  valorem plus 5
per cent of the total
value,

28(8) Citricand tartaric acids, other than synthetic 25 per cent IT
28(8) Potassium Chlorate . . . . . 25 . sw
28(14) Viscosc Sponges . . . . . 37 o5 SwW

28(21) Acctylesalicylic acidin tablets or in powder; 30 s ALA
Atropine Sulphate  Cresylic Acid Flyoscine
hydrobromide phenobarbital.

28(22) Codliver oil packed in containers not exceed» 30 ° ,, NOR
ng 4 1bs. in capacity.
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1 2 3 4

28(23) Todine 1n crude form . . 80 per cent CHL

28(24) Lactote (Sugar of milk) . - . . 30 » NZ

28(26) Pemedlin in bull . . .8, Us

ZB(ZGA)Pcmcxlbn and 1ty products, nnl mherwu: 30 w US
specified

28(27) Antit suchas din, 20 » US

tyrocidine and tyro-thricin

28(28) Sufpha drugs and vitamuin  preparations ex- 30 » US
clud ng fishlver o1l

28({28) Vitamuns A and IZ exclnding fish liver aifs 30 ss ALA
28(29) Acetic acid, bofic acid, Borax and Phenol 25 » US
{Carbolic Acid)

Pawt If—Preferential Tarf

28  Chemicas, the following *
1. Para Nitramline
2. Amuno Azo Benzene Hydrochloride
3 Sulphambhic Acd
4, Benuidine D: Hydrolchlode
5 (2) Sodum Naphthionate

(b) Naphthonic Acid

6, Navile and winthers’s Aad
7. Rbodulane Aad
8 J. Aad Urea
9. Para Amino Acetanilide
10, Dimtro Chlorcbenzene
11, Meta Pheaylene Diamume
12. Gamma Acd
13 Meta Tolylene Dianune
14 Chicago Acd

15 H Acd
16 G Sakt
17 Saurent Acd . . N . . . Free
284 Homotopathic Medicines 26% plus 5% of the
total :fuxy
28(27) Antib otics such as Streptomyem, Gramieidin, 149,

tyrocidin~ and tyrothricin

Nore—Preferential rate ot bound but shown enly for the purpose of estab~
lishing the margin of preference
\
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19.1.7. The industry has made a general plea that the rates
of duty on basic chemicals and intermediates a1e high and should
be reduced so that the costs of production of basic drugs and
formulations can be brought down.

19.2. Sales Tax :

The Central Sales Tax on drugs is levied at 3 per cent for
registered dezlers and at 10 per cent on un-registered dealers.
The States sales tax varies from State to State as indicated below:

TasrLe 19.6
Rates of Sales Tax levied by different States on drugs

StaTe RATR

Andhra Pradesh . . . . . . 4% Single point
Assam . . . . . . . . 7% v .
Bihar . . . . . . . . 4%
Delhi . . . . . . . . 5%
Gujarat . . . . . . . . 3%
Madras . . . . . . . . 239 Multi point

Madhya Pradesh . . . . . . 2% Single point
Righarashtra . . . . . . . 3% s -
Mysore . . . . . . . . 39, Multi point
Rerala . . . . . . . . 39% - -
Orissa . . . . . . . . 5% Single point
Punjab . . . . . . . . 6% ., "
Rajasthan . . . . . . . 6% ” ”»
West Bengal . . . . . . . 5% ’s s, '
Uttar Pradesh . . . . . . 2% s »

19.3. Excise duty :

19.3.1. The Central Excise duty is levied under the provisions
of the Central Excise and Salt Act, 1934 and is administercd and
collected by the Central Excise authorities. Another Excise duty
is levied under the Medicinal and Toilet Preparations (Excise
Duties) Act, 1955. But this is administered and collected by the
State Excise authorities.

19.3.2. Central Excise Duty :

There is no Central Excise duty on basic bulk drugs. For-
mulations of drugs arc assessed to Central Excisc Duty under
item 14E of Central Excisc Schedule. The normal rate of duty is
7.5 per cent ad valorem. Certain cssential preparations arc exempted
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from duty and certain others arc assessed to a lower rate af 2.5
per cent ad palorem, The dutyisliviedonly on patent and
propriciary medicmes <old undecr brand names and not on prepara
tions <old under genenic names ana included m the recognised
pharmacopoetas.  Under Rule  100A of Central Excise Rules,
1944, winch came mta effect on 29th July 1967, provision has
been made for granuing refund ol ¢xeice duty on time expired or
defective patents or proprictay mediones which are destrayed
under Exeise supenvision Raies of Geut 1 Exase duty on for-
mulations under ‘Brand nimes’ are as given i Table 19 7

Tabre 19.7

Cintral Excase duty leinble on drugs and pharmaceutscals
ten N>
of Central Deseription of Geody Rate of duty
Exaive
Schiedule

1 2 3 -

14E  Patent or prophictary medicimes not con 10 per cent

taming alcohol, opium, fndin hemp or al valorem
other narcotic drugs or other narcatics

other than  those medicines which are

exclusively ayunvedic, unani, widha o1

homeeopathne

Lxplanation [ ~Patent ov proprictary meds-
wnemeant any drug or medicmal prepara-
tion 1n the interanl of external ticat-
ment of or i;nr the e ention oE mlnfnts

Gazette, or which1s a brand name that 1
aname or reguitered trade mark under the
Trade and Merchandise Marks Act,
1958 (43 of 1358) ot any other mark such
as asymbol, monogram, Iabel signature
or invented words of any writing which
1susedin relation tathat medicne for
the purpo ¢ of indicating or sa as to indt-
cate a connection 1n tne course of trade
between the medicine and some persons
having the right erther as propietor  or
otherwise to use the name or mark. with
or without anv indication of the 1dentity of
that person
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2

Explanation II:~Alconol”, “Opium" *“In-
dian Hemp", <Narcotic Drugs” and
“Narcotics™ have the meaning respectively
assigned to them in Section 2 of the
Medicinal  and Toilet Preparations
{Excisc Duties) Act, 1955,

Nores.—(1) Under Government >f India,

Ministry of Finance (Department of
Revenuc) Notification No. 104;61-Gzne
tral Exciscs, dated the 20th April, 1961,
medicinal  contraceptives arc exempt
from the payment of the cxcise duty
leviable thereon.

(2) Uader Government of India, Ministry
of Finance (Dcpartment of Revenue),
Notification No. 105/61-Gentral Exciscs,
dated the 10th November, 1961, clinical
samples issued by any manufacturer  of
patent or proprictary medicines are
cxcmpt from  the payment »f the excise
duty leviable thereon, provided—

(i) suca clearances are limited to a quantity
not exceeding 5 per cent by value of the
total duty paid cleazancss during the
preceding moath of all types of patent
ot proprietary medicines,

(if) samples are infended for fiee supply to
Liospitals, nursing homes or medical
rractitioners or for test in a Iaboratory,
or for usc by the Central Excise or
Drugs Control authorities, and

(iii) the samplesare packedin aform dis-
tinctly different from  regular trade
packing and each smallest packing is
clearly and conspicuously marked
‘samples, nct for sale'.

(3} Under Government of India, Ministry of
Finance (Department of Revenue) Notifica-
tion No. 144/65-Central Excises, dated
the 4th September 1965, patent or proprie-
tary medicines manufactured wholly or partly
outof imported materials arc exemptfrom the
payment ¢fso much of excise daty leviable
thereon asis cquivalent to the amount of
Customs duty already paid on such impor-
ted materials under Section 2A of the Yndian
Tariff Act, 1934.

A, L e et ey aer @ 4 =
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(4) Under Government of India, Munsstry of
- «  ~fPeyen ~  Noufica-

. . 3
- - s
. FEYS

ABR Antig=a for Mk Ring  lest tn
Brucell s

Ant: Brucella Diagno tic Serum
Autogenout vaceie

Cultures of Micro-otgaaisms

Equine Abortion vacaine

Towl Calsra Antiserum

Helthy serafrom horse, sheep, catile
and guat

Jonan

Mixed Streptococerc saccin=
Salmoneifa Puliyrum plam and coloured
Antigen

11 Salmon-lla Pullarun positne serum
12 Salmonella Abortas Lquipetstive serum
13 ohetp and Goat Darmatitis Virus

14 Sacep and Goat fox Vaccine

15 Standard Brucella Abortes plun and
eoloned anligen fof test

N LW

S @

(5) Und*r Government of Indta, Minutry  of
Fipanre (Depirtme 1t of Revenue, Notifica-
tion No 1667 Cent al Excises, dated tae
7ch Aprrl, 1962, “wnacsthetics’ falling under
this term e exempt frem the poyment of
exase duty leviabls thereon

{6) Under Goveriment uf Inaia Muustry of
Finance (Dep.rtment of Kevenue) Notifica-
tion No 33,32 Ceatral Excises drted  the
24tn Apml 1962 patent or proprictary
meaicines specifisd 1o column § ¢fthe Table
below are exempt from  the payment of so
much of tn+ excite quty leviabl= thereon as
m excess of the duty speeifire 3 the corres
ponaing entryn columa 2 thereon
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1 2 3
Des<cription Duty

i 2
Sera end Vaceines Nil

All ouher patentor
1er p T
praopriciacy mediciner

7t per  cenx
ad zalorem

{7) Under Government of Indin, Mumisiry of tianee
(Department of Reveaue and Insurance), Noufica-
von No. 161/66-Centeal  Excises, dated wae  8th
Qctober, 1066, the Central Government  herely
cxempts patent or propnistary  medicine,  falling
under thisitem from «n much of the duty ofcexer =
Jeviable thercon as 1% in excess of the davy ealeulated
an the basisof -

(1) the value arnved at after allowing a decount of 10
percenton e prices epeaficd m ke price-lin
showing the wholcsale prices referred 1o m the
Drugs Puees (Display and Cont-ol,  Order,
1956 issurd under Seccaon 3ofthe v ential Com-
modities Act, 1953 (10 of 1933), or

(11) the vahie armved atafier allowing a drcount of
23 p~r cent on the price as sprafied tn the price
hat showing the ictaal prices referied to i the
saud ordes:

Provided thas the aforesaid exempuon shall be admis-
sible only if the price-listrepre ents the prices a
which the medicines are ordinarily sold toretarl
dealers or consumers, asthe case may be:

Provided further that a manufacturer shall. at his option
be allowed o claim exemprion under the noufica-
uon in respect of all medicinescleared by him either
in reladon to the wholesale prices or in relavon to
the retaid prices:

Provided further that when  once a manufacturer  had
exercised such option in any financial year he shall
not be entitied 1o vary that option in that financial
year. )

Explanation.—In the price spcciﬁcr} in the pric: hst
referred to above, the clement ofexcise duty, ifany,
added to the price of any of the Ypedicines shall be
deducted before allowing the discoynt.

\‘a
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1 2
@ e o v {Finance
- Noufica-
" - - the 8t
. . lereby
e P e e L. AW
N “

1 Qurnme andits «alte, Totaguina and G nel ona
Febrifuge ,
Dapsone §
Tsomand 3
Para am no Saticylic Acd, 1ta eelts and evters,
Insulin, all tvpes;
Todo-chlor-hyd 1 ™ lodo-hyd

Y 3 Y
qunobine and  Emetine ,
Tituonamide;
Cyclos-e.ine,
Pyrazinamide
0 Thiacctazons,
11. Cliorohydroxy qumnolne,
ihin and § Dibwdro-

o e ey

NN

i

P

m or prophy

{9) Under Governmentof India, Minustry of Finance
Dep of R Noufi No Gj6k-
SRS NN 0O pYoH
. .

clearance from  the factarys

Provided that where such repack ng or relab-lmg nr both
udonemn 5 manver which seduces the value of
the medieines eleared no part of the duty already
pad shall be refunded ta the manufacturer on ac-
count of such reduction value,
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N -—

ne

(10) Under Government of Tuihy, Minivry of Finance
(Deparument of Revenue and Taurance), Notifica-
tign No. H7/66-Cenaal Bxcise . dated the 16th
July, 1956, assubszquently amenile 3 by Not:fication
No. 193/65-Central Exeice., dated the 24th De-
cembur, 1966 the Geateal Government  hereby
exempis patentar propeictary me eine Dillonn under
thregem and sup)l cd doestly Toom thes factary of
the manufactures o Governmeny  Deparinents
wmehading tabways, loral bo bies and hioopitale from
so much of the duty of exere levinble thereon asis
in cxcest of -~

(1) 2 per cent, an rpeet of the medicn £ apeaified
in the Notfication of the Government of India
i the Doty of Pinance  (Depariment of
Revenue and  Insarance)  No.oo 16U/66-Central
Exere, dated the 8th Octohqr 1455, and

{11} 74 prr centin secpectof 2l other medieines of the
value ealeutated on  che baus of price excluding
Centeal LFxe sedaty fixed under the terms of rele-
vaateneract braveen dhe parues for <uch supply:

Provided that the aforssard exemption shall be ad-
mesble only .f the price referied to above repre-
sents the price aewally charged by the manuface
turerin cempect afsuch cupohes and evidence  in
support of that 1s produced before the  Central
Excise officer.

Explongtion ~For the purpuses of this notification,
“manufacturer” mcludes with reference to any
area his sole distniburor in dhat avea or branch
offlce situated theremn.

{11} Under Governnent of India, Minstry of Finance
{Deparument of Reavenue and Insurance), Notifica-
tion No. 25/67-C E, dated 4-3-19G67, the Central
Gavernment licreby exempts pharmacopaceial pre-
parations conta‘ning single therapeutie agents and
fatling under this tem, from  the whole of the
duty of excise leviable thereon:

Provided that the said pharmacopoeial preparations are
cleared from the mapufactory in bulk quantity in
a form which is not rcndy for usc, thatis, not in a
a dosage form and w:thout a Iabel or other indica-
tion of dose, method of\usage or application or
any other therapeatic inl§rmation.
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1 2 1

Evplanation —For the parposc of this nouficatrion—
1) P . ane

(2) the upremon 'bu!k qu:\nmy means 3 quantity
U dotes” or more the dosage

.

193 3 TFe Medranal and Talet Preporation (Exese Duty) #
1955 —In 1955 Parliament cnacted legisianon to prowide for t
teyv and collection of dutics of excise on medieinal and  tor
1~ gpum, Indian hemp or ath

The rules framed under the 2
proviue s ection, refund of and exempty
from the duty leviable under the Act, manufactured in bo;
and outside bond, warchousmg, licensng and mter-State mot
rment of the gcods dutiable under the Act  These lay down th
all the powers mcluding the collection of excise duty under t

Tos ave exercisable by the Exclsc Commlssmners of t
™~ m rertam ca

(1} hosprtals and dsspensaries worksug, tuue
of the Central or State Government,

(u) hospitals and dispensaries subsidised by the Central
State Government,

() chantable hospitals and dispensaries under the admin
trative control and management of local bodies, and
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(iv) every other institution certified by the Principal
Medical Officer of the district in which such institution is
situated as supplying medicines free to the poor.

The current rates of duty levied under the Medicinal and
Toilet Preparation (Excise Duty) Act, 1955 are as given in Table
19.8. .o

TasrLe 19.8

Excise duties leviable on goods specified in item 84 of List I of the Tth
Schedule to the Constitution of India, viz., medicinal and toilet
preparations containing alcohol, opium, Indian hemp or other
narcotic drugs, or narcotic under the Medicinal and Toilet
preparativns (Excise Duties) Act, 1955

Sl Particulars Rate of duty
No.
1 2 3

Medicinal Preparations
1. Allopathic Medicinal Preparations

(i) Mecdicinal preparations containing alcohol
which are not capable of being consumed as
ordinary alcohalic beverages—

(a) Patent or proprictary medicines 10 per cent ad valorem
or Rs. 1.10 Per litre
of the strength of
London proof
spirit,  whichever
is higher.

(b) Others Rs. 1.10 per litre
of the strength  of
London proofspirit,

(ii) Medicinal preparations containing alcohol
which arc capable of being consumed as
ordinary alcoholic beverages—

{a) Medicinal preparations which contain known 10 per cent o valorem
activeingredients in therapeutic quantities or Rs. 3.85 per
litre of the strength’
of London proof
spirit,  whichever

is higher.
(b} Others Rs. 15.50 per litre of

the strength  of
London proofspirit.

(iii) Medicinal preparations not containing alcohol 10 per cent  af
butcontaining opium, Indian hemp orother  zalores.
narcotic drug or narcotig,
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1 2 3

2 Medomal prepiranonsin Ayunedic Unan or
other indigrnous sysiem of medicines—

(1) Medictnal  preparations contumng self gene Nl
rated alcohol which are not capable of Leing
consumed as ordinary alcohol beverages

{1) Medicinal preparanons contasning sedf gene- 38 passe per hitre
rated alconol which are capable of bong tne  strengin ¢
consumed as ordinary  alcolioic beverages London proefspiry

{m) All others contuning alcohol whichare Rs 1550 peelute
prepared by distillation or to which alcohol  of the strength
has been added London proofspiny

() Med.anal  preparations  not  contanng 10 percent o saferew
alcobot but contaiming opwm, Indian hemp,
or other narcatic drugs or narcolic

3 1 alcohol  Rs 385 per lire
the strength o
London proof spirtt

Toslet Prepacations

Tolet preparations contasmng aleobol, opwm, 25 per centad sulore:
1adian nemp, or other narcotic drug of narcotic.  or 385
litre oftne strengt
of London prog
spint  whichever
Rhigher

LRl I~Patent_or ¥

nouficd1n thisbehalf bythe Central Government
1 the Offictal  Gazette, or which 18 a brand
name, that 15 a name or a registered trade mark
under the Trade and Merchandise Matks Act,
1938, or any other mark such as a_symbol
monogram, label s gnature o1 invented words
or any writing which 1s used 1n relation to that
med einal preparation for the purpase ofindecat-
1ng or soattoin licate a connection in the course
of trale brtween the preparation and some
person having tne right either as prenaration
and somepe son having tne nght erther as pro
prictor o otherwise to use the name or mark
with or without any sndication of the idennty of
thatperson
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1 2 , 3

Explanation JI—~Whaieany articleis chargeable with
duty at a rate dependent on the value of the
article, such value as determined in accordance
witn the provisions of section 4 of the Central
Excises and Salt Act, 1944.

Explanation III—-Wnere in respect of any dutiable
goods the unit assessment for the purposc of any
duty under tnis Actis alitre of the strength of
London proof spirit, the duty shall heincreased
or reduced in such proportion as the strength
of the dutiable goods is greater or less than taat
of the London proof spirit.

19.4.1. The industry has made certain representations with
regard to difficultics that are being cxperienced in  the matter of
these levics, It has, for instance, been mentioned that owing to
lack of uniformity in the Sales Tax Acts and Rules of different
States, the maintenance of a uniform price structure throughout
the country is not possible. It has also stated that the differential
tax rates result in unauthoriscd movement of drugs from one
State to another. Certain municipal corporations and munici-
palities also levy Octroi on medicines and the rates of such levy
vary. It has been suggested that the Central and States sales tax
may be merged and receipts reallocated centrally.

19.4.2. The Indian Chemical Manufacturers’ Association has
pointed out the following procedural difficultics in the adminis-
tration of the two Acts (and Rules) relating to excise.

(1) Price approvals for Central and State Excise : Under ad valorem
basis of assessment both for Central and State Excise duties,
the price has to be approved by the Excise Authorities before
clearance. Price approvals are given by the Excise Autho-
rities only on provisional basis and very aften for an
indefinite period.  This imposes a threat that if the prices are
not approved subsequently, the manufacturers will be liable to pay
duty at the revised higher rate which they will not be able to
collect with retrospective effect from their customers. It has,
therefore, been suggested that a time limit of preferably two weeks,
but in any case not more than one month, be imposed on all
such price approval by Excise Authorities so that further liabilities
on this account could be avoided.
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(2) Recoveries with retrospective effect are made under the
provisions of Rule 10(1) of the Central Lxcise Rules and No 12
of the Medicinal and Toilet Preparations (Excise Duties) Rules
and some tumes demand notices on past  a scssment even for
periodsof4to 5 yearsaressued A suggestion has been made that
these rules should be so modified that the application 1s 1ejected
only 1n cases where excise duty s requued to be levied retros
pectively  on certain products by the Government of India
the course of any accounting year and not later

(3) Non recogmuion of Loan Licensing permutted by the Drugs Act
Under the Drugs and Cosmetics Act and Rules, loan  licensing
arrangements are permitted {or manufacture of pharmaceut cals,
whereas the Centril Lxcise department daes not recogruse such
loan licensing arrangements and mahes 1t obligatory for the pimcie
pal manufacturer to clear products of loan licensces Serious diffi~
culties anise especially when the p have diflerent modes
of sales and distnibation It lixs therctore been suggested that  the
loan hicencee should be asstssed mdependendy  bv the Central
Lxcise Department

(4) Lac of unformiy wn Excise procedures tn Central and Stale
Lxeise Admumstration. All” patent and proprict uy medianes exeept
alcoholic products are subject to duty undes the Gentral Excise
Act, whereas simiar medicines containing alcobol are subjct to
duty under Medicmal and Toilet Preparauons (Excise Dut us)
Act Both these Acts are Central Government Acts but the d-
rumstration  of the fatter 1s left to the State Governmen  Thus
results in 2 lack of untformuty in the implementation of the 1wo
Acts regarding the mode of assessment, the rute of duty, f ee clear-
ance of samples, etc The Central Excise duty was reduced bom 10
per cent to 7} per cent for Patent and Piop ictary med ¢ ne> and
2% per cent for Lssential Drugs, where1s the Mud ¢ naland 1o let
Preparations (Excise Duuies) Act retains the duty at 10 per cents
Also the latter Act does not allow an alternative mode of as ess
ment 23 provided m the Central Exc sc Act  Firee cle rance of
samples upto 5 per cent 15 also not permitied m the fo ma Act
These dispantics create considerable hardshup  to the assc sees
It has, therefore, been suggested that the two Excise Acts should
be made more uniform in  thewr smplementation and  should
preferably be implemented by the same  authorities to aveid
duphcation of work

194.3 The Or wn of Phar scal Producers of
India has also made certain comments i this respect It has stated
23—1 T G Bom [70
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that under the Gentral Excise and Salt Act duty is levied on the
maximum rctail prices but there is no duty on the same drugs, if
these aresold, under generic names. This distinciion is in  the
view of the Organisation not fair. It has also stated that there are
innumerable time consuming procedural  routines connccted with
the administration of the Medicinal and Toilet Preparations
(Excise Dutics) Act, 1955.

19.4.4. We are of the view that the anomalies pointed out by
the m .qwufucturers Associations should be removed. In the matter
of vuw malterials and intermediates needed specifically for the drug
ind 15 vy which arc being manulactured in the country butnotin
ad uuce quantitics to mect the demand the rates of duty vary
from 14 per cent to 100 per cent. It would be desirable in these
cesas Lo promulgate a ¢racssional rate of duty in consideration of
the faco dhat the deugs do not have adequaie ind’genous produc-
tion. These concessional rates may be eflective undi such time as
ndiz nous production is cstablished. In case of raw materials and
intc mediates for which there is no domestic production and which
are no. t.kely 1o be produced in the near {futuie, the rates of duty
may be even lower than the rates on raw materials and inter-
medives which are being produced in  inadequate quantities.
It woud , however, be desirable in  the casc of the former to
ensu ¢ (hat a manufacturer in  the countiy has to pay a uniform
price irrespective of the fact whether the raw material or inter-
med e is imported or supplied from indigenous sources. A system
of puri'ng centrally by the State Trading Corporation or a similar
orgsuisation may in such cases be introduced in order to ensure
that no manufacturer is in a more advantageous position in the
matter of availability of raw material than others.
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IMPORTS

20 1 The import of seven out of the 18 speaified basic drugs
15 llowed at present, according to the reply recewved from the
D G T D, on the ground that the local output 1s not adequate
to mect the entire requirements of the country  These are —

(1) Sulphadiazine

(2) Streptomycin

(3) Tetracyclines

(1) Amodiaquin

{5) Chloroqum

(6) Tolbutarmde

{7) Tetanus Anti toxm

“ Sulphadiazine, Chloroquin and Tetanus Anti foxm are allowed
to be unported on a restricted basis The formulations of these
drugs are, however, not permitted to be imported  The mmport
policy m respect of each o the speaific diugs lor the years 1965 66,
1966 67, 1967 68 and 1968 69 hus b ensetoutin  Appendix IX
Wiie previously thore were some q 13tas for permu sible drugs, for
the year 1907 68 there was and overall quota of 23 percent of the
best yeirs imports and pormissible drugs were allowed to be
mmported witlun - this quota by the drug minufacturers

202 In July, 1966 following the devaluation of the rupee
Government of India ahnounced import hiberalisation  policy
mn respect of 59 “Priority  industries In terms of this policy
untts belonging to th se indus vics were permusted import of raw
materials on a hiberal scale In case of umts registered with the
Directorate  General  of Techmeal  Development, umits were
requi ed to apply through that Directorate but i the case of small
scale units they were tssued tmport hicences for 1 value three times
the value of 1 cences issued du ing 1964 65 and covering the same
atems mentioned in th ir 1984 65 licences  Further the importer
was given the [ eed>m to 1mport any drug 1n as much quannty
as he liked withun the overall value of the licence  This resulted
1 asituation where certain basic drugs Iike Chloramphenicol,

329
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20.5 The above Table indicates the following picture with
regard to cach of the seven drugs :

Sulphadiazine

The installed capacity for the preduction of Sulphadiazine
in the country is 193 tonnes. Production went upio 108 tonnes in
1965. The total consumption in the country without taking into
account auy carry over of imports during thelust four years was
146, 161, 182 and 176 tonnes. If the entire capacity which
has been cstablished could be realised the total demand in the
country could have been met. In 1965 when the installed capa-
city was alrcady 193 tonnes the production was 108 tonnes and
the imports were 59 tonnes. But next year the imporis went up
to 109 tonnes, with the result that production {fell down to 77
tonnes. The reason for allowing import was that the cost of the
penultimate intermediate from  which Sulphadiazine was manu-
factured was very high and that 1t was more cconomical to
import the finished product.

Streptomycin

For Streptomycin the licensed capacity in the country is 215
tonnes, but the installed capacity is only 120 tonnes. In 1965
the production was 92 tonnes and imports were 44 tonnes. Next
year the imports were only 2 tonnes and the production went up
to 104 tonnes. In 1967 the produciion was 125 tonncs but the
imports were also heavy at 62 tonnes. Domestic consumption
has shown considerable fluctuations during the years 1964 to
1967. In 1964 it was 118 tonncs, 147 tonnecsin 1965 and then
it fell down to 106 in 1966 and wentup to 178 in 1967. Ifthe
entire licensed capacity is realised the necessity for imports could
be obviated. However, in the case of this drug it cannot be said
that imports had any depressing ecffect on the indigenous produc-
tion since the maximum production i accordance with the
installed capacity was achieved in 1967.

Tetracyclines

The licensed capacity stands at 145 tonnes, but the installed
capacity is only 25.5 tonnes. Production in 1963 was 21.5 tonnes
when the installed capacity was only 18 tonnes. Imports in 1964
and 1965 weretwo and three tonnes respectively and in 1966
imports were heavy, being 32 tonnes and in 1967 these were
23.1 tonnes. Production had gone up to 20.6 in 1965, but fell
down to 19.81in 1966 and further down to 15.7 tonnes in 1967.
Domestic consumption was only 15.7 tonnesin 1964, 22.0 tonnes

i
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1n 1965,  but went up to more than double at 50 1 tonnes in 1966
and agam 1t came down to40 7 1n 1967 Here again nmport have
been responsible for the Iow utilisation of the mstalied eapacity

Armodiagmn

L censcd and installed capacity 15 37 tonnes almost sinee
1956 Ihe b st product on was 15 tonnes m 1966 Impoits were
mad~ in 1964 onlv The dom suc prcduction appews to he
ad~quate to meet the mdigenous demand

Chlorogum

As agunst the licensed capacity  of 26 tonnes the installed
capacity 1s only 3 touncs and the best production was m 1967
of 3 4 tonnes  The licences were granted between 1960 and 1963
Dom stic requi ument d d not show any specific trend s nce tius
was only 6 1 ones n 1966 s agunst 138 m 1964 and 21 S m
1967 Cond rible quimmtities of thus d ug have been and will
contmue to be imdried until the dom suc mstalled capaaty
matches the licens d¢ip ity and the umits go into full produciion

Tolbutam: Ie

Imports duting tae last four years have varied between 05
and 16 tonnes As agumst ths the producuon  du ing the same
penod was betweun 11 0 and 219 tonnes Domesuic consumption
has gone un steadily from 13 1in 1964t0 137,200 nd 20 4
tonnes du mg the yea s 1965 1966 and 1967 respec nvely It s
quite pa-ible chat the domestic production could be rched upon
to supply the entire domestic demand since one  of the unmite 15
capable of producing about 24 tonnes, as it did m tne year 1966
No imports appear to have been necessary

Tetanus Anfs toxin

Thus 15 one of the drugs of which heavy imports have been
made i the pist and the imports have affected domest ¢ produc-
tion In 1963 production within the country was 8100 MU,
11 1964 1t was 8 400 M U, but it fell down to 900 M U 1n 1965
ros~to 5500 m 1966 and 06900 M U in 1967 Imoorts
were 6200 NI U m 1964 but went up to 15000 M U n 1965
Ta the two sub cquenct years these matched almost tne dant stic
production Domestic installed capacity 1s 14285 MU and 1t
could have sat sfactonly m t the entire demand even if there
‘Were ho importy

206 In addition to these seven permussible drugs there have
been considirable mmports of some other drugs also, such as
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Vitamin B-12, Vitamin (, Penicillin, Chloramphenicol,
Insulin, I. N. H. and P. A. S. Out of the 18 drugs under our
survey there are only four drugs of which imports had been nil
orin very small quantities and these are Vitamin A, Iodo-chlorf
Di-iodo hydroxy-quinoline, Chlorpropamide and Prednisolone.
The picture of imports of the seven basic drugs with considerable
imports i¢ as follows:—

Vitamin B-12

This is on the banned list. Production plus import of this drug,
together in 1964 and 1965 was 224 kgs. and 27.9 kgs. respec-
tively. As against this in 1966, 41.8 kKgs. and in 1967, 43.4 kes.
were produced. Even assuming a 15 per cent increase in  the
demand the domestic production should have sufficed to meet the
domestic needs, but heavy imports were allowed in 1967, of as
much as 26 kgs, It appears that licences were given immediately
after the import liberalisation but the actual import was made
at a much later date resulting in a2 surplus availability of the
drug despite adequate domestic production.

Vitamin C

This is one of the drugs for which imports are not allowed
under the Import Control Policy. The licensed capacity is 245
tonnes and the installed capacity is 180 tonnes. The only unit
which was producing this drug steadily went on increasing its
production as the following figures would show : :

34 tonnes in . 1962 -
62 v . 1963
78 vs . 1964
90 ' . 1965
131 sy . 1966

The factory was, however, closed down in the month of September
1967 cwing to the heavy imports at low prices, with which the
unit could not compete. Imports during the last two years were
indeed very heavy and exceeded not only the domestic production
but even the highest possible limit of domestic consumption.
We have already dealt with this matter in Chapter 8. It may be
stressed that the liberalisation policy of imports may be permitted
only to the extent that a drug or a commodity is needed in the
country and not with a view to create conditions of severe compe-
tition for the indigenous manufacturers, a situation in which
the latter are invariably likely (o suffer and be worsted in the end.
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Pemallin

Imports of this drug have been fluctuating as the following
figures would show

43MMU m 1964
n o, 1965
a 1966
’ 1967

Domestic production went up from 54 MMU n 1962 to 147 MMU
1 1966 Lut all of a sudden fell down to 119 MMU mn 1967
partly owing to heavy imports and partly also due to comparative
fall In demand In this case also imports should be restricted
to the extent of the gap between domestic production and a
reasonable estimate of domestic demand

Chloramphenicol

Imports durning each of the four previous years have been
almost the double of demesuc producuon, even though thy drug
15 not on the list of the pharmacentical drugs the necessity for
tmpo-t of which may have been considered to exist  The mstalled
capacity 1s 23 3 tonnes and the production has been shghtly
better than  the installed capacity and went up to 25 6 tonnes
1n 1965 but fell down to 24 3 tonnes in 1966, and farther to 216
tonnes 1n 1967 The licensed capacity 15 72 4 tonnes and if efforts
are made to ensure the installation  of the hicensed capaaity, the
necessity  for imports would be completely obviated Owing to
the heavy flow of imports the consumption figures do not show
any logical trends and reg ster heavy rise and fall If the position
of stocks of imports was known 1t might have been possible to
find the actual consumption and extent to which increases where
registered during each of the previous years However, since the
positton  of the stocks of the imported drugs could not be made
avatlable th~ comsumption figures include the entire quantity
imported i a particular year, wlule fo the indigenous produc
ton only that quantity has been adopted which was self consumed
or actually sold and the rest taken over to the next year

’

Insulin

The domestic production fell down from 458 MU  to 416
MU m 1967 Ths s attributed partly to heavy imports mn
the years 1964 and 1965 whick were 757 MU and 520 MU
respectively It s a welcome sign that the imports have fallen during:
1966 and 1967 and were only 69 MU and 24 MU i these
two years
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1. N. H.

Domestic consumption has been fluctuating between 56 and
85 tonnes. Production in 1964 was 61.8 tonnes but it fell steadily
from this until last year it was only 52.5 tonnes. Imports have
been heavy in each of the four years and these are consideied to
be the cause of the fall in domestic production.

P A S

1965 was the best year with production at 333 tonnes. Then
the production fell down to 320 tonnes in 1966 and further
to 256 tonnes in 1967, Imports in 1963 were of the order of 31
tonnes but 419 tonnes were imported between 1964 2nd 1967
giving an average of 105 tonnes annually. In this case again im-
ports were responsible for inhibiting domestic production.

20.7. Tt is understood that the import of most items which
are produced in adequate quantities were subsequently banned
by Govemrpent. As licences 1ssued in 1966 have mostly expired
now very little imports of these items are, it is learnt, being
effected at present. Once the imported stocks are exhausted the
off take from the indigenous manufacturers is expected to increase.
We consider that imports should always be related to the require-
ments of the country. Indian economy has not yet reached a
stage and particularly in the chemical and pharmaccuiical in-
dustries, where it can be exposed to competition from abroad or
cxpected to establish its own market in  the international field
and compete at the level of international prices which in
many cases are much lower than indigenous prices prevailing in
the country of origin. This industry like other industries in the
country has been enjoying protection in the form of quantitative
Téstrictions on imports and if such protection is withdrawn all
oi_" a sudden and the industry is exposed to foreign competition
dlsasltrous consequences are likely to ensue. These have been
?}Illél’czsgﬁf;mmtlra‘ted durlpg‘our inquiry for the 18 drugs, when in
i an(c)l n:ttb esls; than s1x items, the fall in the domestic produe-
mpores ba:ed ack to the industry has resulted from wnplann
Which aos 'Oirll such estimates of production and demand,
developmentne;ft gr rcahstxc. nor helpful to the consolidation and
o oi the domestic units, Basic manufacture of drugs

country has been established after considerable effort and

Irlr?agt;ps should be taken which may retard the progress already



CHAPTER 21
EXPORTS

21 1 Before devaluation there was  setback in exports in
he year 1963 64 compared with the year 1962 63 But since then
here was an increasing trend  Import entitlements at twice the
mport content of raw material with a ceilling of 75 per cent of
he price of the exported product did help ' some measure to
arther the sales of the extra production from additional raw
natenals supplies After devaluation, export promotion schemes
vere withdrawn but replenishment imports were liberabsed and
cences were granted upto 20 per cent of the fob value of ex-
orts In addition, a cash subsidy or assistance of 15 per cent of
he fo b value was allowed Lven so, in foreign exchange terms
here has been a noticeable fall 1n the overall exports According
o the published accounts of the D G € I and §, the total
xports of medicinal  and pharmaccutical  products amounted
o Rs 338 crores n 1967-68 as agawnst Rs 3 44 crores in 1966 67.
[h.s shows that the benefit from  the post devaluation measures
as been somewhat <low 1 coming Irom the subsequent ten-
lencies, however, there has been some picking up  of the exports.

21,2 The actual exports of medicines and drugs as recorded
n the published accounts of Foreign Trade of Indin were of the
ralue of Rs 107 crores in 1962-63, Rs 098 croresin 1963 64,
s 2.11 crores in 1964 65, Rs 2 63 crores in 1965 66, Rs 3 44
rores itn 1966 67, and Rs 3 33 crores in 1967-68 The break
*uw]m of the export figures under broad groups 1s given in Table
L1 —
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213 The exports of the specified bauc drugs were as follows

Tasre 21.2
Exports of the specified baste drugs

Quantity
Drug Year Unut :xp:mcd
1 2 3 4

Vitamm B 12 196t hg 12
1965 » o6

Vitamin € . . 1965 Tonne 14
Peruncillin . . . . 1966 MMU 93
Streptomycm 1965 Tonne 10
1966 »”» 02

Chleramphenicol 1965 ” 25
1506 m 30

1967 » 1o

Chlaroquin 1965 » 17
Chlorpropamide 1966 » 49
INH 1965 o [
PAS 1964 " 35
1963 ” 10

Tetanus Antitoxin . 196+ MU 40
Predaisolone 1967 Xg 50
t the figures fi hed

21 4 There 15 some variation
10 us by the Basic Ch Is and 1cals and Soap
Export Promotion Council, Bombay and those published 1n the
Foreign Trade of India  Since the led breakup was labl
only from the former source, the figures supplied by 1t have been
gwven m the Table above

215 The Basic Chemucals, Pharmaceuticals and Soap
Export Promotion Council has stated that India 15 endowed
with  vast botameal species which form  the starting material
for the facture of valuable alkaloids Even at the present
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evel of exports, crude drugs contribute as much as Rs. 3 crores
to the country’s foreign exchange earnings. If these could be
processed and the drugs obtained therefrom were exported, the
value could, in the opinion of the Council, be increased to a
large extent. The Organisation of Pharmaceutical Producers
of India has represented that the scheme for exports in force
after devaluation offered extremely inadequate incentives for
encouraging exports and was not conducive to any long term
development of the industry in this field. The Indian Chemical
Manufacturers’ Association has pointed out that frequent changes
in Government policy regarding exports, extremely high cost of
promotional efforts for establishing a product in a new market,
low cost of production of overseas competitors, strict price control
in India of drugs which prevents the manufacturers from increasing
domestic prices to subsidise exports in order.to compete in over-
seas markets, lack of sophisticated packing materials, reluctance
of manufacturers to push exports for fear that it may any time be
declared as non-essential, were responsible for lack of substantial
exports.

21.6. The following Table 21.3 shows the difference between
the fair ex-works prices of the specified basic drugs as arrived at
by us and the ¢.i.f. prices of recent imports, expressed as percent-
ages of the c.i.f. prices.

TaBLe 21.3

Fair ex-works prices of basic drugs compared with their latest c.i.f. prices.

Si. Basic Drug Unit Fair Latest c.i.f. Rates (at Percentage

No. ex-works the Bombay Port) Varjation
prices from the

recommen- Country from C.I.F. price
ded by which imported price. recommen-

the commis- (Rs.) ded by
sion Commission
(4-6 a3,
(Rs.) of 6)
1 2 3 4 5 6 7
1 Vitamin-A-Pal- 1000 391:15 (Notimported) .. .
mitate. MU
2 Vitamin-B-12 , gm, 113-84 (i) Holland 47-25 140:93

(i) France 41-33 175.44
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TasLe 21 3—Contd

1 2 s 4 5 6 7
1 Vitamm G kg 7270 (1) Yugolavia 3000 142 33
(1) USSR 2800 159 64
{11) Hungary 27 82 161 32
(W) USA 26 50 174 34
4 Sulphadazine kg 58 89 (1) WestGer 41 00 43 83
many
{13) Trance 40 50 45 41
(1) Holland 39 60 48 71
3 Pemallin—
Totassum G BU 351 00 (c1f price not available)
Poussium YV Do 537 00 (c1f pricenot avalable)
Procam G Do 336 00 () France 14400 133 33
) USA 115 35 191 29
Bodwm-G Do 399 00 (1) USA 20300 9655
(1) France 172 00 131 98
(1) Holland 136 00 193 38
6 Streptomyem kg 282 00 (s} Toland 240 60 18 75
(u) Hungary 225 Q0 26 67
() USA 225 00 26 67
7 Chtoramphenicol kg 357 66 (1) Hungary 136 00 162 99
(n) WestGer- 120 00 198 05
many
{un) Switzer 115 00 211 0t
land
(1) Holland 102 o 250 65
8 Tetracyeline . kg 709 25 (1) Bulgaria 190 00 273 29
{n) Poland 170 00 sy
(11) Switzer- 160 00 343 38
Iand
8 Amodaqun . kg 106 91 (Not imported)
10 Chloroqun . kg 259 53 (1) France 133 00 95 14
() West Ger 12200 112 73
faany
(u) UK 12200 273

11 Todochtothyd kg
roxyquinoling

45 14 (Not nported)
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Tasre 21.3~—~Concld.

i 2 3 4 5 6 7
12 Chlorpropamide kg. 95:60 (i) West Gere 52-00 83-85
many.,
(i) Taly 51-00  87-45
13 Tolbutamide . kg. 7416 (i) Poland 37-060 100-43
(i) 1taly 24.00  209-00
14 Insulin . . MU  5136-56 (Not imported)
15 LN.H . ks 91-58 (i) WestGer-  25-00  266-32
many.
(ii) Japan 24.00  281.58
16 P.A.S.. . ILg 31-28 (i) France 13-10  138.78
(i) Japan 12-60  148.35
17 Tetanus Antitoxin {(No price fixed).
18 Prednisolone . kg 11946-21 France 5100-00 13424

21.7. It would be obscrved that the cost of production of drugs
in India is between 19 per cent to 343 per cent higher than the
c.if, prices at which they can be imported. Unless therefore we
can bring down our cost drastically it is not possible to build up
any substantial exports, except at the cost of the internal market
and by selling our products at less than half the cost. In so far as
the export of finished drugs and formulations is concerned the
future therefore does not appear to be very bright.

21.8. According to the latest figures available exports in
terms of gross value of the turnover were for cerain countries as
follows :—

+ Isracl R . . . . . . 79%
United Kingdom . . . . . 249,
United States of America . . . . 18%
Ttaly . . . . . , . . 119%
Japan . . . . . . . 40/
India . . . . “ . . 29,

As against the value of Rs. 26.31 crores of imports of drugs and
intermediates and pharmaceutical  chemicals in  1967-68, ex-
ports amounted to only Rs. 3.33 crores and the negative trade
balance amounted to Rs, 23.18 erores.



CHAPTER 22
SELLING SYSTEM AND SALES PROMOTION
22 1 Selling system :

2211 Sales of medicines by manufacturers are generally
effected through distributors or stockists to druggists and chemists
and the latter d them to In certan cases
sales are orgamised by a sole sellmg agent or agents who supply
the goods from their regional branches and depots to the whole-
salers and retalers Some leading manufacturers have their
own regional offices or depots from where goods are sent to dealers
Five of the man- facturers of basic drugs, namely, Bochringer~
Knoll, Cyanamd, Hoechst, Pfizer and Wyeth Labs sell ther
products directly to formulators  Producers claim that by means
of contimuous contracts and inspection of the depots of the dis~
tributors through the manufacturers’ own staff appomted for this
purpose, effective control over the selling system 13 exercised
The seling system obtamming i the umts which manufacture
one or more of the basic drugs or formulations in the scope of the
mquiry, s as gnen n Table 221

Taste 22 1

(a) Manufacturers who hate sole selling  distributors

sl Name of the manufacturer Name of the sole selling dustributor
No
1 2 3

Alembic Chenucal Baroda o « Alembic Distnibuters Ltd , Bombay

2 Atul Products,Bulsar o . » Volias Lid Bombay 1

3 Bgcclz:‘lzsal & Synthetic, Hy. Nco Pharma Pvt, Lid Bombay
4 Bochringer Knoll, Bombay, , Rallies (fnda) Ltd, Bombay

5 CilagHind Bombay . . . (1) Neo Pharma Pvt Ltd, Bombay

(for all products exeept Rarical}

(1) Johnson & Johnson of Indta Ltd
Bombay (for Rarical)

343
24—1T. C Bom [70
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TanrLy 22, 1—Contd,

2 a

Dey's Medical, Caleutta . Deye Medieadd  Storee Py Ltde,
Caleutnn,

May & Baber, Bomday . May & Baker {India} Pe. Ltd.
Bambay.

Mrrek-Sharp, Bealny . « Vohas Lol Bomny.

Roche Products, Bombay . Vol Ludl, Bomshay.

Svalnotiee, Baroda | . Sarabhmy Mreed Ltd., Baroda,

Un Jicm Labs, Bombay

Wander Pharme |, Bamhoy
Wyrth fabt, Bagdiay . .
Franco-lodan  Manalaetaring,
Bomb .

Pinremy Peoluces, Thvgavar

Frantodad an

RO

Unichram Distnibgtors Lrd,, Bombay

Vallphhsdas & Co, Bombay.

Ceoffrey
i aabay,

Manner & Co., Lid,,

Pharmaseutscals Pyt
Lid., Bambay.

Vijaya  Asencirs,  Thanjavas.

{(b) Manufacturers who have sales officec at important flaces

e b ————— b ot 04 0 it s -

Name of the manufartuvrer Number of sales offices run by them
Bengal Immunty, Galeutta . . . . 15
Bengal Chenmuead, Calentta . . . . 4
Boots Pure Drug Co., Bombay | . 3
CIPLA, Doanbay 3 . . . . fi
East Ind-a Pharmaccatical, Calcutta . . 17
Farrdeal Corpaoration, Bombay . 3
Glaxo Laboratories, Bombay . . 12
Geoffrey Manuers, Bombay . . . . 9
Martun & Harris, Calcutta . P, 21
Orientatl Pharmaceutical Industries, Bombay . 7
Phzer, Bombay . . . . . . 16
Rallies India, Bombuay . . oL . . 16
Standard Pharmaccuticals, Calcutta . . . 8
Smith, Stanistreet, Caleutta .t . 14
Sarabnai Chemicals, Barada . . . . 18
Sarabhai Merck, Baroda . . . . . 5
Zandu Pharinaccu ombay . . . 2

. . . 5

Ranbaxy Laboratories, New D\clhi

\
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TasLe 22.1—Corcld,

(c) Manufacturers who undertake sales through distributors and stockists

to chemusts and druggsts

Sl Name of the manufacturer Number Number
No of dis- of stoc-
trbutors lasts
1 Anglo French Co, {Eastern), Bombay. . . - 32
2 PBrahmachan Research Institute, Calcutta . . 24 -
(Distnibutors
and stoc-
kusts)
3 DayerIndia Bombay .« o+ . . . 18 [
4 Bolog cal Evans, Hyderabad o . . . 23 b
5 Burroughs Welcome Bombay . . 25 2
6 Briush Drug Housc, Bombay . . . . 38 .
7 Chetno-Pharma Laboratories, Bombay . 41 .
{Dustnbutors
and stoc-
Lists)
8 Chba of {India), Bombay 3 .
9 Cyanamud, Bombay 5
10 Hoechst Pharmaceuticals Bombay 36 -
11 Kemp & Co, Bombay . 21
12 Rhandelwal Laboratorics, Bombay 38 -
13 Mac Laboratories, Bombay 12 -
14 Parke-Dawvis, Bombay o« « o o o 29 .-
15 Gurco Pharma Delhi 19
16 Lyka Laboratories, Bombay 10 13
17 Pharmaceutical Research Laboratories, Madias 5

State Insurance Scheme

2212 Government medical stores supply medicines and
drugs to Central hospitals and hospitals under the Employees

In their turn these stores mvate tenders

and rate contracts are entered into at the lowest terms of a full
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years supply through the D. G. S. & D. State Governments pur-
chase through tenders or special rate contracts. Most of the
manulacturers answer the tenders from the State Governments
and hospitals directdy. The percentages of sales to Governments

-

as compared to total sales are as follows

TasLr 22.92

3

Sales of basic deugs end formulations to Geirmwent os percentages of
tota! sclk

)
{In lalkh Rupea)
Part:cular. 1934 108453 1964 1967

Busic Drugs

{1: Sales 1o Government « 10 40 23 i-6

(v Total sales . . . 638 1.029 1135 781

Pereentage of (1M to {1} 6 < 2 0-1
Foreudations

{1+ Sales to Government . 282 300 <88 581

{+" Totalsales ., . « 2.070 1773 2,632 3.008

Percentage of (1) to (i1) . 14 17 18 20

In the case of basic drugs the sales directly mads by manufactiurers
to Government have not been taken into account nor have sales
made through the distributors been included. It is, however,
very unlikely that the figures so omitted mav be sienificant. In
the case of formulations the percentages do no: prear to be
fully representative, since there is a likelihood thar some of the
sales may have been made through agents other than formula-
tors. For tenders to Government hospitals and Government
Departments are alse made by distributors ang large dealers.
These figures however include particuiars of only 31 formulators
who have furnished the informatio 1 to us. The sales of basic drugs
by indigenous manufacturers to Goverament as well as to others
during the four years from 1964 to 1967 for each of the units
and each of the specified drugs are given in Table 22.5 Sales
to.Government as well as the total sales by some of the units for

1

the same period of formulations are given in Table 22.4.
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2213 It has been suggested that the purchases of State
Governments_also should be made on country-wide basis through
DG & D 1 order to ensure umformity as well as the nght
quality of drugs The attention of the State Governments as
well as of the Government of India 15 drawn to this suggestion

22 14 The formulators of basic drugs have advocated the
adoption of the system of sales direct to the formulators instead
of through sole distributors or selling agents  Since the number
of formulators 15 not very large this suggestion 1 commended
for the attention of the manufacturers of basic drugs

22 2 Sales Promotion ;

2221 The manufacturers of drugs have stressed that the
normnl means of mass on are not suffi for the
drug industry as pharmaceutical products have to pass through
the medical profess on  before they could reach the hand, of
the comsumens  They contend that they have to mncur considerable
expenditure to mtroduce t}3c1r products and promote their sales

and 1n these as well as eisewhere for the'r g The sal

travel extensively from town to town and village to village meenng
the practising doctors, call at hoepitals and explamn the value
of the drugs and supply literature and free samples” The quantum
of amount spent on sales promotion cannot be related to the otal
turnover of a particular umit or even that of the industry but 15
related to the particular group of drugs to which itrelate  For
the outlay on promotion or devefopment 1s related to specific
groups of medicines the use of which s not interchangeable
InU K the number of doctors 1s about 50,000 and the promotion
costs work out to Rs 2,773 per doctor On the other hand
there are about 100,000 registered medical practioners in India
and other with medical degrees and the average promotion costs
comes to Ry 403 20 per doctor which 15 almost 1f7th of the figures
for the U K costs and compares with the ratio of per capita cost
of drugs in the two countries It has been argued that 1t 1s unlikely
that umits of the private sector which have profits as their primary
aim would wish to spend more on sales promotton than 1s neces-
sary for the performance of their orgamsation Information
recerved from the formulators on the amount annually spent by
them on (1) therr sales promotion departments (supply of free
samples and free literature) and (2) items like advertisement,
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price competition and special incentives is given in Table 22.5
in respect of the units which have furnished the relevant informa-
tion to us. Very scanty information could be obtained from
the small scale units and. it has not been included.

22.2.2. A sample survey conducted by the OPPI gives the
following figures as. percentage spent on sales promotion to
total sales.

Per
centage
Medical representation . . . . . . 5.93
Direct , 1-36
Advertisement in medical charges. . . . 0-82
Cost of samples . . . . . . . . 2-46
QOther promotional activities . . . . . 1-83
TorAaL . . 1240

The percentage worked out on the basis of the samples in Table
22.5 comes to 9.6 percent.,
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2223 Analysed by the proportion wheh the expenditure
on sales promotion becrs to the tot~! turnover of the umt m a
gven yeor the poition 15 ~ as follows

= Un tswhase expeid ture on sales promat on was between 20

and 20 per ceat 2

Un ts whose expend twre on sales promot on was between
15 and 20 per cent 4

Un ts who ¢ expend tire on sales promot on was between
10 and {5 per cent 1

Unts wloe expend ture an sales promot on was between
§ and [0 per cunt 14

Un ts whose cxpend ture on sales promot on was between
0 and 5 per cent 3
ToraL 34

A la ge number of umits f 1 within the ronge of exnenditure
between 5 and 15 per cent

2224 Adverti ing promotion of drug has been 1 contro
versial assue for 2 long ttme Since ethic 1 drug  ~re not sold
directly to the public and ~re so'd only on th= p escription of
doctor the manufrcturers h ve necesst ity to appro ch the pres
crib ng doctors so far as p omotion of the ¢ drug 1 concerned
Tor th~ rest th> normal ‘channels of advertis ng e wed It
his b en aileged that sales promot on tend to mvest drugs of
pirtieul r brond n mes with attnbutes wnd quolities « huch they
dn not i re lity posies and thercfore miste d th= doctors  The
amount of expenditure on such sale p omotion 15 Lo considernble
m certun cases  In U S A some ye rs 1go in the cour ¢ of the
inquiry known as the hefiwver Inquiry it was found that zbout
24 per cent of the turnover was spent on sales promotion wh ch
was the largest single item on the eo t of diug, the cost of the
materials baing only ~ httle more then 32 per cent research and
development six per cent general ~dmum tration 11 per cent, taxes
13 per cent and net profit after taxes 13 per cent  The const-nt
strenm of literature publi hed and d stributed ~mongst medical
practitioners 15 also sud to a Inrge extent to be 4 waste since 1t
13 more often than not rep-titive and 1s not even re d  With
the sole object of promoting the soles of 1 particul r deug -1l the
techniques~ of normal advertising are used without adeqate
realisation of the fact that even a sl ght departure from truth
fulness 13 likely to result 1n great potennal harm to the patent of

25—1 T CBom [70
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the doctors were to be gulliable and go by the extravagant and
dramatic claims made. It has been urged that free supplies of
samples to medical profession leads to unhealthy competition.
Some State Drugs Gontrollers have said that restrictions should be
imposed on the supply of sample of drugs which have been in usc
for five years as no useful purpose is served in giving a large
number of samples of well-known medicines. The Dircctor,
Drugs Control Administration, Mzharachtra has added that a
certan ceiling should be fixed for cxpenditurc on sales promotion
by making nccessary provisions in the form of a suitable legiclation.
The practice of free supply of medicines gives rise to unhcalthy
compctition amongst manufacturers who try to vic with each other
in obliging the medical profession with a view to obtain its support.
The State Drugs Controller for Mysore has also advocated a ceiling
for the distribution of samgples in the intcrests of reduction of
ultimate cost of the product and has suggested that less amount.
be spent on literature, etc. We consider that sales promotion
may bz considercd unobjectionable in the case of new drugs provi-
ded that no unsubstantiated claims are made but that it should not
be as relentless ar it zppears to be at the present moment in the case
of already well established drugs and that in any case the total
expenditure on sales promotion should not exceed ten per cent of
the ex-factory cost of the drug. In detcrmining the fair prices

?’f formulations we have made suitable adjustments on these
ines.



CHAFTER 23

CHARACTERISTICS OF THE INDUSTRY, NATURE OF
INVESTMENT AND COLLABORATION :

231 Ghar; tics of tho ind y—Distribution by size
nature of investment and turnover

2311 It has alrcady been mentioned that there are 118
units regastered or hicensed with the D G T D and that there
are 2131 umts m the small scale sector licensed by State Drugs
Controllers making a total ot 2249 umts which manufacture basic
drugs and formulatons  There are certamn special features of
the industry in India wh ch need to be mentioned  Iven in the
case of th> organised <cctor the Jargest Indian companies are
small compared to ELuropean or American compames The
smallest Vitamin A plant 1 tho e countries has a capacity of
at least five imes thesize of the largust plntinIndia In Europe
and U § an economic size unit 15 twenty times that of the largest
mInda InU § 8§ R th~standard size of a umit 1s 2bout ten
um~ thatof the largest umtin Inda In th=case of Tetracycline,
fermentation vessels in Inda are of 6000 U S gallons In
other countries th> mummum capacity 15 cons dered to be 12,000
gallons  In g r plats those of 25000 U 8 gallons and over
are wed and th economic size of th= fu mentauon plant s regarded
as that of 50 tonnes a year The plants 1n oar country are tho.e
with 1 capacity of 5 or 10 tonnes  In a glass lined reaction vessel
of 100 gatlons fo- th~ p odaction of Ch orp opamude the batch
size 1s 40 to 50 kilog ams and in spite of this dimmutive size the
licensed canacity of one and half tonnes can be p odiced mn a
month For economic operations 1t 15 cons dered that demand
should be at least fifteen tonnes As agunst th~ country s require-
ment of five tonnes In th~ case of antibiotics the cap-city of
a unit 1n India 13 about one tonne per month whlem th» US A
1t 1s about 12 tonne, Thz lot size 1s 100 kilog ames 1 India
while 1t 15 1140 kilogam 1 the US The by ¢ ves el size
1s about 500 kiog am 1n India whle 1t 15 3 500 kilog ams
th-USA Inth caeof it malwnals, th- eapacty ot a plant
op=ating m th> US A 15 4809 kilog ~ws per month as agamnst
tho e of 2500 kilog am m India Th» dff renc= nlot wize 15
2bout 1200 a ag: nit 500 kilog ams :n Ind a and th b.s ¢ vessel
size 15 500 kilog am. 1 Inda and double this capacity i the

USA
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23.1.2. The drug industry is by and large internationa! and
some of the largest units operate in many countrics in the world.
Even in U. K. there is a large number of units which arc forcign
owned. In that country in 1964, 53 per cent of the market share
was hzld by U. S. based companics, 12 per cent by Swiss firms,
8 per cent by other forcign organisations and only 27 per cent
by indigenons ones. Canada's foreign subsidiarics supply almost
the whole drug market and 80 per cent of companies arce foreign
owned. Compared to U. K. there is lower incidence of foreign
ownersh'p of pharmaceutical firms in India. Another characteristics
of the industry is that owing to compeatition by product substitution
and not by price cutting th: units have to keep themselves on
their toes and to concentrate on the production of innovations cven
if those arc in the nature of whatisknown as molecule manipula-
tions. Compared to other leading drug manufacturing countries
in the world thz number of units in our country is very large,
particularly because of the existence of a very Jarge number of
small scale units. In the case of thz small scale units it has becn
argued that the standards achieved by them are not likely to
be satisfactory or uniform. We have not been able to get a break
up of substandard drugs found in the coursc of inspections
undzrtaken by Government Inspectors which came from the small
scale units. Qur attention has however been drawn to para 3.3.1 of
the Report on the Committee on Drugs Control (1966) which
relates to the working conditions of small scale units and is
reproduced below :—

“3.3.1. By far and large the smaller units being housed in
resident al buildings are not designed with necessary layout for
pharmaceutical manufacture. The uniflow is a very desirable
feature in manufacture and it is not possible to achieve this in
the cxisting premises.  Somc of the units have, no doubt, put
up properly planned and good buildings for the purpose, while
thzre were others which were housed in dilapidated structures.
Except in a few units, attention was not paid to the hygienic
coad tions in the plants as well as in the surrounding areas.
Even in respect of thz condition of the buildings and hygienic
conditions one would clearly observe the difference in the units
lacated in States where there was adequate machinery for
enforcement with proper supervision and States there this
was lacking.”

23.1.3. Of the 118 units in the large scale sector, 62 manu-
facture the specified basic drugs or their formulations and of
the 2 131 units in the small scale sector there are 391 units manu-
facturing basic drugs or formulations under inquiry. Very little
data if at all are available with regard to the investment, turnover
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and profitability of the small scale sector and 1f any estimates
are attempted these would largely be comectural  Of the 62
umts in the large scale sector complete data are available only
for 40 units and 1t 15 proposed to base these analyses on the evailable
matersal It 15 faicly representat ve since almost all the larger
unmits are mcluded  Particulars of employed capital as well as
turnover are indicated in Table 23 1 1n order of the volume of the
cmployed capital,

Tase 23 1

Selected unis in the organised sector and thesr snoestment and turnover

Per-
Average centage
81 Year capiat  Pad  Sales of sales

No. Name of the Unt cmplo-  up (Lakh to
yed capial Rs) cmplo-

(Lakth (Lakh e
Rt)  Rs) capital

1 2 3 4 5 6 7
1 Atul Products 1967 1370 200 728 53
2 Galxo Labs + 1966 67 1066 300 1645 154
3, Ciba . . . 1967 779 325 994 128
4 IDndustan Antibioties . 1966 67 730 247 7n7 98
5 Sarabha Chemucals . 1965-66 636 178 1160 182
6, Pfizer. . . « 196566 537 248 1270 236
7. Alembic Chemical . 1966 440 208 627 143
8 Hoechst . . 1966 355 63 491 138
9, May & Baker . . 1966-67 322 253 383 119
10, Syabtotics - . 1966-67 21 75 192 n
11. Roche Products . 1966 258 100 331 128
12 Parke-Daus . 1963-66 219 105 521 212
13, MercL Sharp . 1963-66 245 180 313 128
14, Bayer . . . 1966 240 263 125 52
15. Bengal Chemucal . < 1966 67 195 80 296 152
16. Sarabhai Merck 1966 67 178 17 233 131
17. Cyanarmd 196566 192 70 504 262
18 Haffkime . / . 196366 155 162 78 50

19 Wyeth Labs . < 1965-06 152 75 123 81
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TanrLe 23.1—Contd.

1 2 3 4 5 6 7

20 Standard  Pharmacen-

ticals . . . 1966-67 143 43 228 159
21 Bechniger-knoll . . 19635-67 114 35 155 136
22 Boots . . . . 1966 130 42 218 168
23 Dey's Medical . . 1966 119 15 431 362
24 Unichem Labs. . . 1963-66 98 45 220 224
25 DBurroughs Wellcome . 1965-66 89 50 . 145 1G3
26 Calcutta Chemical . 1965-66 80 20 275 344
27 Bengal Immunity . . 1965-66 7% . 26 224 299
28 Geofficy Manncers 1966 72 32 488 678

29 Biolog.cal Evans . . 1966 73 28 121 166

30 East India Pharmaccutical 1966 49 24 263 537
31 Nen-Pharma . . 1966 50 12 120 240
32 Gicmo-Pharma . . 1966 50 20 69 138
33 Mac Labs. . . . 1963-66 32 5 41 128
34 Wander Pharmed . . 1966 26 10 20 77
35 B.o-chemical & synthetic | 1966 .19 8 ‘ 7 37
36 Albert David .. 196566 15 15 60 400
87 Brahmachari Rescarch ' : ‘
Inst. . . . 1965-66 10 3 26 260
38 Fair Deal Corporation . 1965-66 ‘10 7 29 290
33 U. S. Vitamin . . 1964-65 3 28 350
40 Cilag-Hind . . . 1965 8 5 26 325
ToTAL . 9640 3599 13935 1457

Nore.—In the case of units at Sl. Nos. 1 (Atul products), 3 (Giba) and 28
(Calcutta chemical) the higher activity is not in the specified drugs and phar-
maceuticals. -

23.1.4. Of the 40 units data for wh'ch have been given in
Table 23.1 as many as 15 have major equity participation of foreign
capital and four among them are entirely foreign owned.
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23 1.5 The distribution of these 40 unmits by the range of
employed capital 15 as follows —

Tapte 23 2

Pattern of forewgn capual particrpation
(Amount 1 lakh Rs)

Entrely Withmagor  With 50 per- With minor Entucly

Range of foreign fore gn cent fore gn foreign  Indian
employed owncd  equitypass  equtypar- equity par-  owned
cap € ¢ pation tepaton  t:apation
Amount Amount Amount Amount Amount
of of of of
No foregn No foreign No foreign No fore gn No foreign
can tal capital capltal capital capital
Qver 1000 1 300 1
5011000 2 41 2
401—500 1 .
801400 1 233 1 32
201—300 5 472 2 368
101200 1 42 1 56 1 6 5
51—100 1 893 1 23 3 284 2
26—50 1 55 1 062 1
125 H 3 1 1 4

Torar 4 68+ 119725 2 33 7 714 16 N

The entirely Indian owned compantes as well as certamn other
units which have forcign equity participation 1 capital have
entered nto foreign collboration, particulars of which are
given 19 the followmg parageaphs

232 GCollak ion for £ ¢ and lation of
specified drugs:

2321 Faor the purpose of the present mguiry, we have examu-
ned the foreign collaborations of compimes engaged m the manu-
facture andfor formulation of the specsfied drugs  The following
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table shows for each specified drug, the number of ’produc‘ei's
who have foreign collaboration and also the countries with which

they collaborate.

TasrLe 23.3

Extent and paltern of foreign collaboration for the specified basic drugs

Thieir distribution, according to the countries

with which collaborating
Total  No. of
Basic  drugs No. of units
for which col- units with
" laborating in fore- Swit-  West
pro- ign U.X. TU.S.A. zer Ger- Italy
duct- colla- land  many
ion bora-
tion
1 2 3 4 3 6 7 8
Vitamins :
1. Vitamin-A 2 2 1 . 1
2. (a) Vita-
min-B12 1 1 1
(b) Vita-
min-B12(b) 2 2 1 1 ..
3. Vitamin-C 1 1 . 1
Sulpha  Drugs :
4. Sulphadia-
zine. . 2 2 1 I
Antibiotics =
5. Penicillin 3
6. Streptomy-
mycin 2 2 2
7. Galoram-
phenicol 3 3 1 1 1
8. Tetracycl-
ines . 4 3 3

Anti-Malarials :

9. Amodiaquin 2
10. Giloroquin 2
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TanLe 23 3—Contd

1 2 3 4 5 6 7 8

Ants Disentrie
1 (a) Yodow

cnlorhyd

droxy-quu

nchae . ] 1 . 1

G D-

Jodo

hydroxy

qu nol ne 9 1 1
Ants Drabeties
12 Chlorprop-

am de 3 1 1
13 Tolbutam de 3 1 1
14 Insuln 1 i 1
Anty Tuberculosis
15 INH 9 2 1 1
16 PAS 4 2 1 1
Anh Toxtt Sera
17 Tetanus

Ant1 toxin 5
Others
18 Predmisolone 3 2 1 1

2322 Itmay be noted thatall the specified drugs excepting
three, namely Pencillin, Chloroquin, and Tetanus Anti toxin,
are subject to co 1aboration  As regards the extent of collaboration
available to each speaified drug, in the case of seven specified
drug,, namely, Vitammn A, Vitamm B12 and B12(b) Vitamm C,
Sulphadiazine, Streptomycin, Chloramphrmicol and  Insulin,
all th= producing units have foreign collaboration or financtal
partcipation  For the remamming eight specified drugs, some
of thewr producers only have foreign collaboration or financial
partic pation  The country with which the manufacturers of
specified deugs collaborate most frequently 1s the USA, and
wext come UK, Switzerland, West Germany and Italy



368

23.2.3. Out of the 62 units in the large scale sector which
are engaged in the manufacture and/or formulation of thz specified
drugs, only 28 units have foreign collaboration or participation
the particulars of which are given in Table 23.4 :

TasrLe 23.4

Classification of units with foreign collaboration and capital
partecipation .

No. of units ~ No. of units
with foreign  with collabora-
cquity parti-  tion without

cipation. participation °
Manufacwurers . . . . . 2 1
Yormulators . . . . . . 8 2
Manufacturers-cum-formulators | . . 14 1
Torayn . 24 4

Foreign collaboration without participation in ths equity cdpital
is in the case of Sarabhai Ch:micals, Hindusthin = Antibiotics
and Fairdeal Corporation. In some cases (e.g. Mac Lzbs.) there
is 2 collaboration for the specified drugs and also its formulations..

23.2.4. Subsidiaries of foreign manufacturing organisa-
tions

23.2.4.1. The wholly foreign owned units engaged in the
manufacture and/or formulation of the specified drugs are only
four of which three are engaged in th: manufacture as well as
formulation of the specified drugs. Th:y are Glaxo Labs. which
is licensed to produce three of the spec.fied d-ugs ; May & Baker,
a foreign branch licensed to produce three of the specified basie
drugs; and Boots, licensed for one specified deug.  The fourth
unit is Burroughs Wellcome which is engaged only in the for-

mulations of the specified drugs. All the four units are British
owned.
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23242 The tot*] employed and pad up capital of these
four wholly forexgn owned concerns are as follows

TanLe 23 5
Lmployed and pasd up capuial of foreign owred umis
(Rs 1 Lalhs)

Lmployed  Pard up

eaputal capital
Glaxo Labs 1,066 300
May & Bler 322 253
Boots 130 42
Burroughs Wellcome 89 50
Toraw 1,607 645

Glaxo Labs has forcign collzboration agrgements for (he
manufteture of two speaified drugs nmmely Vitarn A and Pred-
msolone  For Vit~mun A, 1t his entered mto on agreement
with Eastm~n Kodak in 1958 wh ch will lapse 1n 1973 The rate
of royalty to be pmd by Glaxo Laborato 1es is 74 per cent on the
farr market value  Dxeept to US A and Canada, 1t can export
to any o h r country lurther for Prednssolone, Gloxo has a ten
year co'laboration agreement wih Scherico Lid  (USA)
which lap.es 1n 1968 The Royalty rate 15 6 per centon sales,
and 1t ¢*n export Prednisolone to any country excepting US A
Boots Ias informed us that 1t collaborates with 1ts peront com-
pany in U K for the manuf-cture of Insulin and 1ts formulations
Burrough  ellcome, whch 15 engaged m only formulations
of thz <p cified drug,, has entered nto a collaboration agreement
with Wellcome Toandation (UK ) in 1951 which  rencwable
from time to time  The rate of royalty 15 5 per cent nett on sales,
and 5 per cent nett for technical know how Ex ept for Glaxo
Labs the other wholly foreign owned concerns do not have
lumiting conditions on ‘the export of thewr products

2325 Cbollaboration with egnity participation in capital

Foreign participation 1n _the enquity capital of umits engaged
1 th: mnutacture andfor formulation of the specified drugs 1s
erther with a majority interest (51 to 99%) or with a minority
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interest (3 to 499%) or with an equal interest on 50-30 basis, Th®
total number of units which have a foreign majority thare-holding
is 12-—five formulators and seven manufacturers-cum-formulators
of the specified drugs. Their particulars are given in Table
23.6 :

TasLe 23.6

Particulars of unils with majorily forcign cepilal participation

S, Name of Emp- Taidup Toreignshare- Parucxp-mug
No. company loyed c’\pnal holdings country

{Rs.in {Rs.in (Rs.in A« S5
Iakhs) lakhs)  lakhs) of 4

1 2 3 4 5 6 7

1 Giba . . . 779 325 211 65 Switzerland
2 Bayer . . , 240 265 141 54 W, Germaay
3 Pilizer . - . 537 248 200 81 U.S.A.

4 Mecrck Sharp . . 245 180 168 60 U.S.A.

5 Parke-Davis . . 249 105 88 83 U.S.A.

6 Roche Products - 258 100 89 89 Switzerland
7 WyethLabs . . 152 75 56 74 U.S.A.

8 Cyanamid . . 192 70 46 65 U.S.A.

9 Geoffrey Manners . 72 32 25 78 US.A.
10 Franco-Indian. . 14 2 1-2 60 France
11 Wander Pharmed . 26 10 55 55 Switzerland
12 Qilag-Hind . . 8 5 3 60 Switzerland

ToraL ., 2,772 1417 973-7 . .

23.2.6. Particulars regarding foreign collaboration in the
manufacture of the specified basic dl’uc'a and formulations are
as follows :
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23.9.7. There arc only two units with forcign equity capital
at par with indigenous capital namely, (1) Hocchist which is a
manufacturer-cum-formulator, and {2} U.S. Vitamin which is
only a formulator of the specificd drugs. Their paid-up
capital in 1966-67, forcign sharc holdings and the names of

participating countries arc a8 follows :

.
.

Lmp-  Palde  Toreign thare Participating
loyed  up holdings Countey
eapital  capital
{Re.in {Ro.in (Ry.in Percens |
Iakhs)  Iakha) . lakhs}  tage

Hoechst . . . 353 3 3 50 W, Germany

U.S. Vitamin and Phare
maccutical Corpn. . 78 2.5 125 5 US.A.

23.2.8. Hoechst has a collaboration agreement for the manu-
facture of Tolbwamide with Forbwerke Hoechst (W. Germany)
for the period 1956/69 to0 1976. U, S. Vimamin, which is only a
formulator of the specified drug, has a ten vear eollaboration agr'cc—
ment with U. S. Vitamin and Pharmaccutical Corpn. (U.S.A)
for the period 1961 to 1971, and it is given “‘franchise for export
to Pakistan, Geylon and Singapore.”

23.2.9. As regards foreign cquity capital participation with
a minority interest ranging (from 3 to 49 per cent), there are seven
units in which such participation has taken place. Of these
seven units two are manufacturer, one formulator and four
manufacturer-cum-formulators of the specified drugs. Their names
and paid-up capital and forcign equity capitel participation,
ggdgthe names of the participating countries are given in Table
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< N TasLe 23.8

Particulars of units with minority foreign captal participation

. Emp.  Paid.  Foreign As per.
Name of units Joyed  up share cem;’ege Patticipating
capital capital holdings of paid Country
(Rs m (Rt.in (Rsin up
fakhv) Takhs) falhs) capual

A Maryfocturers of  basic
drugs

Synhiotics . . 211 750 360 48 USA,

Savabhai Xerck . 178 165 60 35 West Germany
B Formulators

Neo Pharma . . 0 120 0-8 1 Italy
C Menyfacturers-cumsfor- ¢

mulators  of e

drugs

BioJogreal Evans .~ 73 28 4 544 18 UK.
Bochringer-Knoll . 14 350 170 48 W.Germany
East Tndia Pharma-

ceatical . . 49 240 60 25 NA
Fac Labs 2 50 o2 3 Laly
767 1959 114 36

232,10, Of the two' manufacturers, Synbiotics has a colla-
boration agreement with Oln Mathieson Corporation (USA)
for the fz e of Streptomycn, etr hines, TN H.
and Diaodo-hydroxy-quinoline  The agrecment was entered
in 1961 for an indefinite period’ The terms of agreement do
not permit Synbiotics to export sts manufactures of these four
specified drugs. On the other hand, Sarabhai Merck has a ten
year collaboration agreement with E Merck AG (W. Germany)
for the manufacture of Vitamin-C, which it had entered into
in the year 1958 and which will lapde this vear, In regard to
exports of Vitainin.C manufictured by Sarabhai Merck, the
agreement requires 1t to secure prior sanction of 1ts collaborator.
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Neo-Pharma has a collaboration agreement with Archifar, 8. R. L.
Milan, (Italy), which is valid upto June, 1968, and which can
be automatically renewed for further periods of three yeers.

93.9.11. Out of the-four manufacturers-cum-formulators who
have foreign mainority enquity capital participation, only three
have collaboration agreements. Biologicel Evans has a ten-
year collaboration agreement with Bracco Industrial Chemical
(Italy), commencing from 1961 for the manufacture of ILN.H.
This agreement stipulates royalty at 3.3 per cent to be paid on
cales value. Boehringer-Knoll has an agreement with CF Boeh-
ringer & Soehn (W. Germany) for the manufacture of Chloram-
phenicol, which it entered into in 1959 for an indefinite period.
Mac Labs. has a collaboration agreement with Carlo Erba (Italy)
for the manufacture of ‘Chloramphenicol and its " formulations
which it entered into in 1954 and is renewable, and the rate of
royalty to be paid is 5 per cent on the cost price.

93.9.12. We have come across a foreign collaboration agree-
ment which stipulates that benefit by alternative method of
manufacture or processing of any new formula suggested or dis-
covered by the Indian company in connection with the products
covered by the agreement and the benefit of any improvements
“n methods which may be discovered by the Indian company will
belong exclusively to the foreign company abroad.

Another agreement stipulates that all Patents obtained
by the Indian company in connection with the manufactur®
and use of all the listed products in the agreement shall promptly
be assigned by Indian company to the foreign company abroad.
Really speaking the foreign company should get licence from the
Indian company to make use of such improvements.

923.2.13. SYIIb?OtiCS has been formed in financial collaboration
between .Sarabhal Chemicals and Olin Mathieson Chemica
Corporation of US.A. Sarabhai Chemicals has an agreemen
wylth Squlblgs which is now owned by Olin Mathieson. The
licence ob:calned py Sarabai Chenmicals to manufacture the listec
pro_ducf:s is sub-lxgensed in the case of a few items to Synbiotic
which is to pay an agreed subsidy to Sarabhai Chemicals: D
the case of Streptomycin thus sub-licensed, Synbiotics has to, pa
10 per cent royalty to Sarabhai Chemicals which has to pay t
Suibbs in New York an amount equal to 12 per cent of Sarabh:s
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Chemiceals® net sales of histed products manufactured, sub divided
or packaged hy Sarabha Ch Is under tlns agreement

232 14 Purely indigenous units

Out of 62 umts n the Jarge scale sector engaged i the manu-
facture andfor formulation of the speafied drugs, 37 umts are
wholly Indian owned, though some of them have a small per-
centage (not exceeding 3 per cent) of share capital held by non-
Indian nuuonals  Out of 37 Indian owned umts, 2 are manu-
facturers, 23 formulators and 12 manufacturers cum formulators
of the speafied drugs

23215 The paid up capital of the two wholly Indian manu
facturere of the specified drugs 15 given below

Rs 1n lakhs

Employed Paid up

Capita capital
Atuat Products 1370 200
Biochemical & Synthetse 19 8
1,389 208

Of these, Atul Products only has foreign collaboration, that s,
with CIBA {Switzerland) with sales arrangement under which
all ats production of Sulphadiazine 1s sold to CIBA (India)

23216 Of the 23 above wholly Indian formulators of
the specified drugs, only two have foreign collboration  Sarabhai
Chemicale has stated that 1t has an agreement for an indefinite
period with E R Squibb & Sons (U S A) in regard to formula-~
tion and its rate of royalty 15 12} per cent of Sarabhat Chemicals’
net sales of products manufactured, sub divided or packaged
by the unit  Fawdea! Corporation has entered mto an agree-
ment with Hamol Ltd  (Switzerland) for the period 1963 1968
under which 1t 1+ not allowed to export its preparation The
pad up capital of Sarabhat Chemicals 15 Rs 178 lakhs, and of
Fawdeal Corporation 315 Rs 7 lakhs
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23:2.17. The 12 wholly Indian manufacturers-cum-formulatois
of the specified drugs have their paid-up capital (1966-67) and non-
Indian share holdings as follows :

TasLe 23.9
Particulars regarding wholly Indian Units

»

. Non-
Indian
SL. Name of the units Employed Paid -up Share
No. capital capital holding
{(in Rs.
1akhs)
1 Hindustan Antibiotics . . . 730 247 -
2 Alembic Chemical . . . . 440 208 0-05
3 Haffkine Inst. . . . . . 155 162 -
4 Bengal Chemical . . . . 195 20 0-64
5 Unichem Labs . . . . 98 45 o
6 Standard Pharmaceuticals . . 143 43 0-48
7 Bengal Immunity . . . 75 26 0-26
8 Chemo-Pharma . . . . 50 20 ..
9 Calcutta Chemical . . . . 80 20 ..
10 Albert David . . . . . 15 15
11 Dey’s Medical . . . . ) 119 15
12 Brahmachari Research Institute . . 10 3
2,110 884 1-43

Out of the the above 12 units, only Hindustan Antibiotics a
public sector concern has collaboration agreement which it
has entered into with Merck & Co. (U.S.A.) for a period of 10
years commencing from 1961 for the manufacture of Streptomycin.
The rate of royalty to be paid by Hindustan Antibiotics is 1§ to 2%
per cent on the net sales in India, which will increase in the case of
exports to foreign countries. . o

23.3. Certain problems and issues raised and suggestions
made by the medium and small scale units:

23.3.1. Broadly speaking the industiy has a substantial
investment of foreign capital resulting in foreign control of the
thé subsidiaries or units which have a majority participation in
the share capital. Next come units which collaborate on terms
of equity participation and with indigenous control ; in the.third
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category are wholly Indian-owned umits  There 15 yet a fourth
category comprising of smail scale units whose number 15 almost
19 tumes that of large scale utits but whose contribution to the
entire industry 15 only about one fitth These units together with
some of the Indian-owned unus i the orgamsed sector which
are lower down the rung, appear to have numerous grievances
aganst the rest of the orgamsed sector and also certain problems
wn so far as their positon n the mdustry 15 concerned It also
appears that on occasions the organmed sector 15 identified with
foreign owned mdustry 1n India  Esen the assoctations of drug
manufacturers reflect this opposition of nterest and approach
The OPPI represents as 1t were the affluent and the large umts
p gz all foreig: d and majonity foreign nvestment
unus i India  On the other hand, the Indian Drug Manufa-
crurers’ Association represents mostly the small scale unus and
those Indian-owned umts repistered with the DGTD which
are called medium scale units The Federation of the Assoctations
of Small Scale Industries of India {F A ST 1) has also represented
to us certamn problems faced by the small scafe unus  The latters
orgamzation has stated that (a) the small scale unuts mn the drugs
and pharmaceutical industry have been facing uncertain future
duc to a lack of proper and equstable poitcy as regards mdustrral
licensing, mnport hcensing and allocation of mnported and ndi
genous raw matenals , (b) the bulk of imported and indigenous
raw materials goes to the *scheduled sector, (c) the large scale
unis being the producers of most of the raw materials and nter-
medtates are 1n a position to dictate their price and terms to the
small scale umits , and (d) most of the producers of itermediates
also produce the undsproducts, and tins enables them to drive
he small scale umts from the market The Indian Drug

out t

Manufacturers’ A (IDMA) has also complained
that the large scale units minufactunng the basic drugs reserve
their output to th fves and deny lies to the smali scale

formulators

2322 In tus regard 3t has been suggested by FASII

(a) that the umts manufacturing ntermediates or raw materials
should not be permiited to manufacture products in dosage forms,
(b) that small scale umts should be supphied with adequate
of raw Is at ¢ hie prices, and organisation

by reserving a certain percentage of the quota ut utey Outpue
for distnbuting among small scale industrial umts



+
S

382

~93.3.3. The I.D.M.A. has also suggested that (a) for manu-
facture of Basic drugs licences be issued to more than one party
for the same basic drug ; (b) while issuing licences, first the market
prices of the basic drugs be determined, and then the manufac-
turing licences be issued for only such items which can'be sold by
the indigenous manufacturer at or near international price or within
the fixed prices ; (c) basic drug manufacturing and formulation
activity be treated completely separately and that no, licence
be issued for the formulation activity merely because the party
offers to manufacture basic drugs ; otherwise, there must be a
definite ratio, e.g., say 1:1 between his production of basic drug
and his production of formulations made out of that basic drug
particularly in the case of foreign manufacturing units ; (d) in
future no foreign unit be allowed to do formulations; (e) arran-
gement should be made for import of know-how by a Govern-
ment agency and to sell it to Indian concerns for a few basic items;
(f) import licences for the intermediates and other required raw
materials, etc. be given on the basis of production of particular basic
items and not for items of tormulations; (g) import licences for
formulation industry be separately set out, and the Indian con-
cerns should first get whatever they need, the existing foreign con-
trolled ones the balance only, while the new foreign units be
totally denied; and (h) all import duties, etc, on intermediate be

{’emoved. so as to see that the basic items are sold at or near c.i.f.
international prices.

23.3.4. Itisstated by the LD.M.A. that the existing govern-
mental control on prices it actually not price control but a price
freeze of the individud]l manufacturer’s price list as prevailing in
November, 1963. Both the LD.M.A.and the F.AS.1. 1. have
complained that thé Indian manufactures who fixed lower and
reasonable prices for their products before the Price Control
Order have been obliged to maintain those prices under the Price
Control Order, and they have been finding it difficult to do so
with increasing prices of raw materials, packing etc., whereas the
foreign concern whose original list prices were already high could
absorb the increases in the prices of chemicals, packing materials,
etc. that took place subsequent to the Price Control Order.

23.3.5. Thfa' F.AS.LI. has stated futher that although
there is a provision for increase in prices under the Price Control
Order, the procedure stipulated is very cumbersome involving
long delays ; and that by the time sanction is obtained for revision
of prices, a further revision becomes necessary on account of the
steadily rising prices of raw materials etc. It has, there fore,
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urged that this procedure should be simplhified and that applica-
tions for upward revision of prices should be dealt with and dis-
posed of as early as possible by the State Drugs Controllers It
has also suggested that for the drugs considered essenuial, Go-
vernment might fix the maxmum selling prices for single drug
formulations, and review them every quarter of half year according
to the cost of the indigenous and packing material available

2336 The FASII has complaned that the prices charged
by the indigenous manufacturers of basic drugs are very ugh
compared to the prices of similar imported drugs, and that the
increases in their raw matenal prices Iike those of sugar, bottles
and packing materials are also creating havoc for the small scale
sector particularly in view of their exisuing low level of prices  The
FASII hasurged that Government must cnsure that raw
matenials Like sugar etc be madc“avmlable to the small umts in

Ja o e

bk ad b abane callad oo -

get climinated of there 1s only a price freeze for drugs It has
also complained that the prices charged by differrent indigenous
manufacturers for the same product and of the same strength
vary and that the prices charged by foreign compames i India
are lugher than those charged n other countries by their parent
or associated compames

2337 The existence of numerous small scale pharmaceutical
and drugs umts helps an the stabilisatien of prices of drugs and
medicines 1in the market, according to the FACGII In fact
1t has been stated that the price of INH which was as hugh as
Rs 120 per kg 1n the pre devaluation days 15 now a days quoted
at Jess than Rs 70 per kg because of the impact of the small umts
that have come mto production

2338 It s complamned by FASIT that large <cale umts
are allowed foreign collaboration for such 1tems as food colours
that are manufactured in the country by certamn small scale umts
As this results 1n unhealthy competition between the large scale
and smal] scale umits, 1t 15 suggested by FASIT that foreign
collaboration for simple plant products should not be encouraged

2339 According to IDMA, the foreign controlled con-
cerns m the mdustry command 65 to 70 per cent of the domestic
pharmaceutical market and that their average profit margin on
sales 1n 1964.65 was 7 4 per cent compared to 3 ¢ per cent of the
Indian concerns
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24 7 By and large, the prices in the Indian market of for-
mulations compare favourably with the prices of similar formula-
tions in other countries 1n therr domestic morkets

248 The Organsation of Pharmaceutical  Producers of
India has stated that the prices of Indian made drugs are lower
and that these have remawned steady It has  argued that the
price structure of the drug industry 1s a hughly complex one -
valving the inter-play of various forces and comparison of the
indigenous prices with the prices of similar products m other
countries 15 not valid  For, the Indian prices depend upon the
country’s economy, rates of local taxes and duties, cost of raw
matenals and labour which are necessarly very much different
from those of other cuntries It has alio gone on to say that no
valid conclusions can be reached by comparison of the prices
of particular drugs of one company with the prices of similar drugs
of another company i this country or clsewhere and that the
exammation should be confined to the price structure of the com-
pany and not to that of particular drugs  Withmn the total range
of the products of a company, 1t has argued, certain lines may be
capable of bearing a Iugher margin of profit than others and
1f a hugh cost drug 1s pointedly noticed, those of lower costs should
also be simultaneously taken into consideration e have,
however, recewved complaints that the prices charged by different
mdigenous producers for the same product vary greatly as between
unit and umt that the prices charged by foreign compames n
India are higher than those of ther assocrates in the foreign coun-
tries as shown in the examples given below :

Product Company Country Trade Packing
prices
1 2 3 4 5
1 Tolbutande Hoechst In many 3l 85 50 tabs
Europcan {Rs 14 01)
countries
B Tn India 83 57 s,
{Rs 27 04)
2 Tabs Chlorpropa- Pizer In Italy st 41 60 .,
mde {Rs 10 68) 250 mg
"In India $4 00 60mg tabs

(Rs 30 30) i 30"
packings
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1 _ 2 3 4 5
3. Aurcomycin, . Cyanamid Argentina $1-19 16 caps.
(Rs. 9-01) 150 mg.
Lederle In India 86-92» 16 caps.
(Rs. 52-42) 250 mg.
4. Tetracycline Cyanamid Argentina §1-19 - 16 caps.
{Achromycin) (Rs. 8-01) 250 mg.
do. Lederle In India $6-52 16 caps.

(Rs. 49-39) 250 mg.

24.9. In the case of a number of drugs it has been pointed
out that the there is great variation of price for drugs of the same
strength and same packing as between different manufacturers
z;sl the examples given in Table 24.7 of only four drugs would
show :

TaBLe 24.7
Disparity between the prices for the same drugs
1. Vitamin Bi2

Si. Name of formulator Packing Wholesale  Retail
No. price price
Rs. Rs.

1 Alembic Chemical . . . 5 ml. 4-25 5-31

2 Glaxo Labs., . . . . 5 ml. 4.28 5-28

3 Anglo-French . . . . 5 ml. 3:30 4-00

4 QCadila Lab. . . . . 5 ml. 2-40 2:75

5 Therachem . . . . 5 ml. 1-50 1-75

6 Gujarat Pharmaccuticals . . 5 ml. 3.60 4-50

N.B.—Tt was observed that though wholesale and retail price shown in the price
list of M/s Therachem Laboratory, Bombay for 5 ml. Injection isRs.l-.50
and Rs. 1-75 respectively, the manufacturer supplies the same to the
dealer at a rate of Rs. 13- 50 per dozen and dealer then supplies the same
at arate of Rs. 16-00 per dozen to the doctor.

f
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TanLe 24.7—Contd
2. Chioramphenacol Capsules (250 mg)

sl Name of formulator Paclang {Wholesale  Retaul
Ne price price
Rs Rs

1 Parke-Davis . . . 12 caps 719 9 51

2 Dey's Medical 12 caps 555 G 59

3 Cadilalab . . 12 caps 350 4 00

4 Umgque Pharm . « 12 caps 3 80 430

5 OPIL . . . 12 caps 4 00 4 90

6 Pan Pharma . . 12 caps 428 4 90

7 Alemhic Chemical . 12 caps 545 6 81

100 caps 3815 47 68

8 Geoffrey Manners . . 20 caps 600 7-20

9 Therachem Lab. . . « 100 caps 22 50 26 00

1000 caps 220 00 250 00

10 Triumph Froducts . 100 capt 2200 2530

500 caps 100 00 115 00

1000 caps 150 00 228 0O

11 Ffercury Pharm, « ¢ . 100 caps 20 00 24 00

500 caps. 97 50 117 00

12 Bniish Pharma Laboratory | « 1000 caps 190 00 228 00

N B ~Itwasalsoobse- =7« « ¢+ 7 e "t
price st of M -

1sRs 220 and ¥ -

xo‘u!e deale ata 14LE 0L IS 11010 4 GULLGT SlLALY WULIESAIC and
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Tanry 24, 7—Contd,

3. Tetracycline Capsules {250 my.)
Si. Name of formulatae Packimmy Wholesale er.ail
No. price price
R, R,
1. Lederle (Cyanamid) . .4 Gape. 1-10 5-06
2. Uwmque Pharma . . . 1 Caps. 2-80 320
3. Dey’s Medical . . . 8 Caps. 774 9-19
4. Gujarat Pharmaceutieals . 4 Caps. 3-80 410
5. Pfizer . . . . . 8 Gaps. 7-30 8-40
6. OPIL . . . . . 25x4 Caps. 103-02 115-13
4 Caps. 3-70 4-36
8 Cap.. 7-20 8.92
100 Caps. 7200 78-15
100D Caps. 650-00  768-62
7. Pan Pharm, . . . . 4 Caps. 3-21 3-66
8. Alembic Chemical . . . >4 Caps. 14-25 17-81
100 Gaps. 87-00  108-75
9. Hoechst . . . . . 54 Caps. 18-10 21-72
103210 Caps. 83-65 106-38
10.  British Pharma. Laboratory, Bombay 100 Caps. 65-00 . 78-00
11, Mercury Pharm., Baroda . 10(5 Caps. 65-00 78-00
12, Therachem Lab.. Bombay . 100 Caps. 55-00 63-00
N.B.—Tt was observed that though wholesale and retail price shown in the price

list of Mys Therachem Laboratory. Bombay for 100 capsules is Rs.
55-00 and Rs. 63+00 respectively. the manufacturer supplies the ¢eme to
the dealer ata rate of Rs. 12-00 only and dealer then supplics the same
atarate of Rs.17-50 net toadoctor. Similarly wholesale price and retail
price. shawn in “price list of M;s British Pharmaceutical Laboratory,
Bombay and- M/s Mercury Pharmaceutical, Baroda is Rs. 65:00 and
Rs. 78 respectively, the manufactarer supplics to the dealer at a rate of
Rs. 12-00 the dealer then supplies the same at a rate” of Rs. 13-75 to Rs.
15-00 net to a doctor, ‘ )

'd
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Tantr 24 7—Coneld

t  Predmsolone Tablets (5 mg)

Sl\lo Name of formulator Packing \\'1(\,?5;:31: ;(rtl(caell
Rs Rs
1 IndoTharm Works 10 Tabs 170 2 00
2 Hoechst 1000 Tabs 181 20 198 16
3  Glaxo Labs 10 x10 Strip 21 59 26 59
4 Gujprrat Pharmacenticals Do 1500 1959
5  Wycth Labs . Do 20 00 2 00
6  Cadila Labs, Do 200 2500
7 Ruby Laboratory Do 17 60 19 50
8  Alembic Chemical 10 Tabs 218 272
9 Alpha Chemicals 1010 Tabs 2000 2300
10 Pfizer . 100 Ta:b! 23 63 26 41

2410 It has also been pomnted out that in the case of Chlo
ramphemnicol one of the umts which marketed 1000 capsules at
Rs 220 wholesale supplied the same to doctors at Rs 115 In
the case of two other units the same packing for which the wholesale
price was Rs 190 was sold to doctors at between Rs 93 and Rs 95
The same units offered Tetracycline at about one fourth the whole
sale price to doctors Some of the comparatie prices of formula-
tions charged by indi ufacturers as furmshed by the
Indian Drug Manufacturers’ Association are as follows
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TaBrLE 24.8

Variations in the prices of formulations charged by indigenous manufacturers-
as furnished by the Indian Drug Manufacturers’ Association

St Name of the product Packing Price ranging
No. between
Rs,
1 Vitamin B12 100 mcg. . . 10 m. vial 1-50 to 3-00
2 Vitamin C 50 mg. . . . 1000 ths. 11-00 te 16-25
3 Phthalyl Sulphathiazone ths.0-5g 1000 tbs, 22-00 to 56-00
4 Tablets Sulphathiazone 0 5g . 500 tbs. 8:00 to 21-50
5 Tab. Sulphadiazine . . . 100 tbs. 16-50 to 28-50
6 Chloromycetin Capsules . . 12 caps. 2:20 to 7-62
7 Aureomycine capsules . . 4 caps. 3:28 to 425
8 Tetracycline capsules . . 4 caps. 3-28to 4-36
9 Tablets of Iodo-chlor-hydroxy- 500 tbs. 12-00 to 41-40
quinoline,

10 Tab. Chloroquin. Phosph, . . 250 tbs. 20-00 to 333-00
11 Tablets Tolbutamide 0-5 . 1000 tabs. 70-00 to 228-00
12 Prednisolone Tablets . . . 10 tabs. 1-35t0  2-25
13 Methyl Testostrone Tab. 10 mg. . 25 tabs. 3-00 to 11-60
14 Doothylcarbamazine citrate tab.

0 mg. . . . . . 1000 tabs. 28-00 to 60-80
15 Meprobomate 400 mg. Tab. . 50 tabs. 3-00to 12-00
16 Nikethamide Drops . . . 100 ml. 7-00 to 18-75
17 Tab. Acetazolamide . . . 30 tabs. 18:00 to 28-00

These figures show that vast disparities exist even in the internal
market as between the prices charged by one unit and another.

24.11. One of the terms of reference to us is to examine the
difference in prices of the formulations when sold under ““brand
names” and “‘common names”. We find that in the majority
of cases formulations have brand names also but in a few cases
no brand names exist and the formulations are sold under the
generic names. To the extent that such cases can be extracted
the position of the range of difference between preparations sold
under generic names and brand names is shown in Table 24.9 :
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25.2 The analysis of the ratio between the formulation
price and that of the basic drug shows that the valuc of the basic
drug generally constitutes a very small fraction of the total cost
of the formulation, and that any monopoly of the basic drug is
not likely to be a factor in the ultimate price of the formulation.
There is enough room for compctition and cconomics in cost
above the stage of basic drug.

25.3. The disparity between prices of bulk drugs used in
certain formulations and the prices of formulations containing
the same amount of drug is so self-cvident that it may appear
surprising that this item should have been included for the Tariff
Commission inquiry. In nonc of the instances quoted which have
been  adopted  from o very large number of items, Is there any
correspondence  or ncar parity between the price of the formula-
tion as sold to the Government and the price of the drug contained
in the formulation as sold to other formulators. However, a solitary
instance has been brought to our notice. In this case the rates
quoted and accepted under Employee’s States Insurance Scheme
for the period 1968-69 under Schedule 2 Group 9 page 10 serial
69 of the tender Prednisolone tablets of 5 mg. cach in packings
of 1000 tablets have been tendered at Rs. 71/- including sales tax
of 3 per cent by Geoffery Manners which is the sister concern
of Wyeth Laboratories Ltd. the manufacturers of Predniso-
lone in India. On the other hand the rate for powder Pred-

nisolone in bulk is Rs. 16.50 per gramme excluding sales tax at
3 per cent.

The quantity needed for 1000 tablets of 5 million grammes
each would theoretically be valued at Rs. 82/50. Adding to this
the amount of sales tax at 3 per cent it works out to Rs. 2.47,
the total would come to Rs. 84.97. Over and above the amount
of Rs. 84.97 the formulator would need to make additional
outlays in the form of wastages in the process of manufacture,
cost of conversion, packing costs and dealers’ commission. The
price of prednisolone at which we have arrived is Rs. 59.73
including return for 5 grammes and the price of formulation
of 5 mg. tablets in packing of 1000 tablets containing the same
quantity of the basic drug works out to Rs. 85 for the unit with
the lowest price. The same formulation is sold at Rs. 60 for '
500 tablets by Wyeth Labs. at Rs. 181 for 1000 tablets by Merck
Sharp and for Rs. 172 for 1000 tablets by Glaxo Labs. It appears
therefore that in this particular instance the rate quoted to the
Government was abnormally low. This is however the only instance
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that there may be such other too but notwitk i
the fact that we publicised the terms of reference and mvited
evidence from all parties concerned, no other example was brought
to our notice,
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26.2. We have reliably been informed that notwithstanding
the higher margins permitted to retailers by the manufacturers
in a number of cases the Retailers Association.in Bombay has come
to an informal understanding that in the case of a large number of
items of formulations the maximum margins that would be charged
by them will be only 10-per cent. This clearly indicates that in
so far as Bombay city is concerned the amount of 10 per cent
is not unremuncrative. It is however possible that in outlying
areas this margin may be incommensurate Mwith the needs of the
retailers where expenses to be incurred may be higher and turn-
over of the stocks may need a higher margin.

26.3. We have been informed that margins available to
dealers are from 50 to 60 per cent in the case of about 25 per cent
of the total turnover of the drugs, about 40 per cent for 13 per cent
of the turnover and for the remaining 60 per cent of the turnover
the range of margin is only from 5 to 15 per cent cent. These latter
with low range of margin are mostly houschold remedies which
sell on the counter. In other countries it is said the dealers’ margins
vary from 25 to 40 per cent. In U. K. wholesalers’ discount 18
approximately 15 per cent and in the U.S.A. about 20 per cent.
In Germany it is 25 per cent, in UK. and Middle East countries
33 per cent and in U.S.A. 40 per cent. It was represented to us by
the All India Retail Chemists Association that there is need to
fix a higher margin for the retailer in view of the risks and expendi-
ture involved. The dealers have to employ qualified pharmacists,
have to maintain a multiplicity of records and are always faced
with the risk of not selling certain drugs since their sales are de-
pendent upon the prescription of doctors and not on any consumer
choice. To a pointed question with regard to the incidence of
time expired stocks the loss of which the retailers have to bear
we were informed that it works out to from 2 to 2} per cent
on annual turnover. The All-India Retail Chemists’ Association
has advocated a uniform pattern of distribution ensuring proper
margin for everyone. The retailers have, in addition to employing
qualified staff as required under the provisions of the Act, to ar-
range for proper storing facilities, refrigeration, keep salesmen
who are well-educated and well-mannered and to make invest-
ment on stocks of drugs the demand for which cannot easily
be foreseen, to face losses resulting from products which are dis-
continued or are replaced by newer items. Insome cases they have
to offer night dispensing services and have to make available
every drug in the farthest corners of the country even if the demand
for the drug is seasonal. It has been represented that the chemist
cannot clear all his stock by offering it at reduced price or by
organising a sale. They have advocated a uniform margin of



479

25 per cent of the consumers’ prices and have urged that the con-
iun;ers' prices may be fixed ay a norm and the margns worked
Lo - —ar O I .

264 We have very carefully considered the various points
raised and have come to the 1 that the foll g rates
of would be equitable +—

Mark-up —The Development Council for the Drugs and
Pharmaceuticals Industry had attempted to evolve a suitable
mark-up and to establish a norm for conversion charges It was
found not practicable for them to  speaify the 1tems which should
form either a conversion charge or the mark-up In view of the
difficulties expenienced by them, and as the accounting  methods
considerably differed from unit to umit, the Commussion decided
that 1n order to provide an element of return to the formulator
2 mark-up of 15 per cent over the cost of sales would be suffient.

1s has been provided.

Margin —The  drugs have been distingwshed  under two
categories 1z, (1) ethical and (1) non-ethical drugs In ethucal
drugs are mcluded such stems which are pharmacopoeial items and
normally adminstered under medical advice The range of
commussion for ethical drugs was deaded at 25 per cent 1e,
15 per cent to the retailer and 10 per cent to other intermediaries.
In the case of non-ethical drugs the range of commussion was,
however, decided at 15 per cent, t¢, 10 per cent for the retmler
and 5 per cent for other intermediaries Formulations of the
18 specified basic drugs are classified as follows under prescription
and non-prescription drugs

Prescription Drugs Non Prescription Drugs
% 2
1 Sulphadiamine 1 Vitamn 'A’
2 Prednwsolone 2 Vitarua *B.12°
3 Pemalln 3 Vuamn 'C
4 Tetracyclines 4 Chloroquin

5 Streptomycin 5 Amodiaquin
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" 6. Chloramphenicol -

At

7. LN.H.
8. P.AS,

6. (a) Iodo-lc;hl;)r—hydroxy quino-
line

(b) Di-iodo-hydroxyquinoline
7. Tolbutamide
8. Insulin
9. Tetanus Anti-toxin

10. Chlorpropamide

We have allowed the respective rates of commission to arrive
at the net retailers’ prices, which takes into account all amounts
payable in the shape of discounts, agency charges etc.



CHAPTER 27

ANALYSIS OF BALANCE SHEETS
271 Reserve Bank of India’s Study :

2711 The following are some of the findings on the basis
of the study of profit margins of the drugs and pharmaceuticals
mdustry by the Reserve Bank of India published 1n 1ts  Bulletin
for December 1967

(1) The ratios of gross profits to sales were much higher
(14 0 per cent 1n 1960 61 and 16 5 per cent in 1965 66)
m the pharmaceuticals industry durng the peried,
when compared to the 23 compames under the other
chemeal products and the 1333 public imited and 501
private hited p The 36 p of Basic
Industrial chemicals only showed a shightly igher
ratios in this ragard than the pharmaceuticals group
The ratios of gross profits to total capital employed for the
industry were also much higher than for the other
four sectors Gross profits of the industry as percentage
of total capital employed alco steadily rose from 14 0
per cent in 1960 61 to 17 2 per cent in 1965 66

() The rauos of profits after tax in relation to net worth
were also much higher for the pharmaceuticals group
than for the other sectors The Drugs ndustry, indeed,
seems to have declared good dividends judged from
the ratios of ordinary dividends to ordinary paid-up
capital and total dividends as percentage of total pawd~
up capttal which were much  Jugher as compared to
those of the other sectors

(1) However, the tax provision made out of profits before tax
whuch was about 45 per cent for the industry n 1960 61
went up to 60 per cent 1n 1965 66 under the sample
During the same period the corresponding rates for
the 1333 public lumted compames showed a relative
wncrease  from 39 per cent 1n 1960 61 to 51 per cent
1n 1965 66, whilen the case of the 501 private himited
compames, the range of mcrease was from 46 to 66 per
cent

481
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(iv) The dividends declared by the pharmaceuticals group
after tax were generally morc than 56 per cent during
the years under study (except for 1961-62 when it was
51 per cent). The other sectors also indicate a similar
higher rates in this regard during the period.

(v) Above all, the ratios of profits ratained (that is profits
available for plough back as percentage of profits
after tax) in the case of the drugs and pharmaceutical
industry werc always higher than those of the 1333 public
limited companies as well as the 501 private limited
companies under study.

27.1.2. According to this study the structuré of assets of the
pharmaceuticals industry in the year 1965-66 as compared to that
of the basic industrial chemicals, other chemical products and the
entire industrial sector, shows the following picture :

(z) The net fixed assets formed a little less than one-third
of the total assests of the pharmaceuticals industry while
it was more than one third for the entire industrial sector.

{b) The proportion of the finished goods to the total assets
was slightly higher (16.2 per cent) in the case of the phar-
maceuticals industry than in the other two sectors as
well as the entire industrial sector.

(c) The ratio of inventories of raw materials to net fixed
assets was about 1:7 for basic industrial chemicals,
about 1 : 2 for chemical products, and about 1 :3 for
the pharmaceuticals industry and 1 : 4 for the entire
industrial sector. This shows that the pharmaceuticals
industry was much less fixed-capital intensive than the
basic industrial chemicals, but slightly more fixed-
capital intensive than the chemical products industry.

(d) Inventories were less than half of the fixed assestd in the
case of the basic industrial chemicals, and nearly one
and a half times the fixed assets in the case of the chemi-
cal products while they were equal to the fixed assets
in the case of the pharmaceuticals industry.

(e) Loans and advances etc. and cash and bank balances
formed a relatively higher proportion of the total assets
of the pharmaceuctical industry than in the case of the
basic industrial chemicals but less than that of the chemical
products industry.
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2713 The pattern of Liabil of the phar 1s 1n-
dustry in comparison with the other three sectors shows the follo-
wing features

(1) Reserves and surplus formed a higher percentage
(19 5%) for the pharmaceuticals ~mndustry than
1n the case of the basic industrial chemucals (169,),
other chemical products (16 8%) and the entire
industrial sector (18 6%)

(b) The proportion of the provisions ta the total habihities
was 18 1 per cent for the pharmaceuticals industry,
while 1t was much lower for all the other companies

9 9%)

(c) Borrowings formed nearly one fourth of the total
Liabihities of the pharmaceuticals industry, while
1t was around one third for the two other sectors
{rsz Basic chemieals and all public hmited companies)
covered by the Reserve Bank Study

27 1A We would like to invite attention to another study of
the balance sheets of a sample of 88 pharmaceutical companies re
gistered in Maharashtra made by Hazart and Lakhamt (Economie
and Pohitical Weekly, Vol II No 26, July 1 1967) It includes
11 of the 34 units costed by us——4 wholly foreign, 6 foreign mayo-
nty and 1 Indian majority Its relevant conclusions are

1 “Retained profits have become more important as a source
of finance between 1958 and 1964 and the proportion of
fixed to total assets has risen  consistently  During
this period only about one half of gross total funds
rased were, however, fixed investment and working
capttal absorbed the balance’

2 ¢In 1964, 47 companies (excluding those wholly Indian
owned with accumulated losses) were earming after
tax 24 per cent on net worth and 10 per cent on sales
The wholly foreign owned companies were earning a
cash profit” {profit after tax before depreciation) which
would fetch their mvestment back  withm two years
The foreign majonty companies were taking a httle
more _than four years to do so The profitability of this
sample compares favourably with that of companies
m the Reserve Bank samples of public and private com
pames "’
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27.2. Our study" :

27.2.1. Since the Reserve Bank Study covered only public
limited companies, an attempt was made by us to analyse the
working results of 34 companies in the Drugs and pharmaceuticals
group including both public limited and private limited companies
situated in the different parts of the country. 25 of these are major
costed units and nine others are leading units of the industry.
This sample includes 14 companies out of 32 public limited
companies covered by the Reserve Bank Study as in 1966. Twenty-
four of the 34 selected companies are public limited (of which one—
Hindustan Antibiotics is a public sector concern), 9 are private
limited companies and the remaining one (Haffkine Institute)
is a State Government undertaking. As regards the ownership
and control of these 34 companies, the position was that five com-
panies were wholly foreign, eight were with foreign majority
shares; two companies were with 509, Indian and 509, foreign
share holdings, four companies were with foreign minority and
Indian majority share-holdings and 15 companies were wholly
Indian. The 34 companies selected for our study cover about 65
per cent of the total sales of the entire pharmaceuticals indus-
try (¢.e. Rs. 113 crores out of Rs. 175 crores in 1965-66 respec-
tively) as against 25 to 30 per cent of sales turnover of the indus-
try covered by the Reserve Bank’s sample of 32 public limited
companies for the year 1965-66. Brief particulars of these units are
as given in Table 27.1 : : c

TaBLE 27.1

Net assets, working capital and sales for some major units
(Amountsin Rs. lakhs)

Sl. Name of the Company Year Net ‘Working Total
No. assets  capital  sales
1 2 3 4 5 6

1 Glaxo Laboratories (India) P. 1963-64 438 569 1268

Ltd.

1964-65 431 600 1331

(Financial Year : July-Junc) 1965-66 431 520 1438

2 Boots Pure Drug Co. (India) Ltd. 1964 44 46 194

(Fin. year : Jan.-Dec.) 1965 . 48 81 201

1966 48 64 918
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‘Taste, 27,1—Contd.

1 2 8 4 5 6
3 BntishDrugHouse(India) P, Ltd, 1964 60 % 183
{Fin Year * Jan -Dec) 1965 59 ‘46 207
1966 7 40 217
4 Burroughs Wellcome & Co P.  1963-6% 32 9 107
Ltd 1964-65 34 19 125
(Fin year Sept-Aug) 1965-66 0 145
5 May & BakerLid . . 196364 s 217 253
(Fin year - Aprl -Mar) 196465 1382 167 204
1965 66 131 136 334
6 Franco-Indian Mfrs P Ltd . 196364 5 3 38
(Fin year t Apnl-Mar) 1964-65 5 8 45
1965-66 6 9 60
7 Phizer Ltd . . 196364 94 346 o1
(Fin year: Dcc -Nov) 1964-65 131 539 1087
1965-66 150 487 1270
8 Merck Sharp & Dohme of India 1963 64 163 37 206
Lid. 1964-65 153 65 262
(Fin year *» Dec -Nov ) 1965-66 147 76 313
9 Parke Dawis (India) Ltd, . . 196364 94 215 389
(Fin year * Dec Nov) . . 196465 87 285 457
1965 66 81 296 527
10 Cyanaoud India Ltd .. 196364 102 147 366
{Fmn year tDec-Nov) . . 196465 92 163 412
1965 €6 79 182 504
Il WyethLaboratoriesLed ., . 1963 64 99 48 40
(Fin year .Nov Oct) . . 196465 89 67 92
1965 66 78 72 123

12 Bayer(lada)ltd . . 1963 64 20 55 85
(Fin year : Apnl-March up(o 1964-65 26 255 104
1964-65 Now Jan -Dec ) 1966 35 160 125
13 Roche Products Ltd . . . 1964 145 130 284
(Fin year ¢ Jan -Dec ) 1965 145 131 283

1966 134 167 331
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TanLe 27.1—Contd.

1 <2 - 3 4 5 6
14 Bochringer-Knoll Ltd. . . 1'963-64 59 © 32 85
(Fins year : May-April) 1964-65 58 49 93
1965-66 55 56 155
15 Crookes Interfran Ltd. . 1963-64 24 20 67
(Fin. year : JulyJune) 1964-65 30 24 79
1965-66* ) 41 46 156
16 Hocchst Pharmaccuticals Ltd. 1964 70 . 139 300
(Fin. year : Jan.-Dec.) 1965 83 138 423
1966 137 265 . 491
17 Synbiotics Ltd. . . . 1963-64 151 43 72
(Fin. year : April-March) 1964-65 128 81 169
1965-66 154 92 222
18 Sarabhai Chemicals . . . 1963-64 78 520 879
(Fin. year : April-March) 1964-65 78 519 964
1965-66 90 584 1160
19 Alembic Chemical Works Co. Ltd. 1964 240 146 542
(Fin. year : Jan.-Dec.) 1965 247 171 632
1966 262 .223 627
20 Bengal Chemical & Pharmaceu-‘ 1963-64 78 71 235
tical Works Ltd. 1964-65 87 72 245
(Fin. year : April-March) 1965-66 87 87 269
21 Sarabhai Merck Ltd. . 1963-64 72 60 74
(Fin. year : April-March) 1964-65 67 85 172
1965-66 69 93 215
22 Biological Evans Ltd . 1964 28 27 74
(Fin. year : Jan.-Dec.) 1965 30 45 93
1966 30 49 121
23 Standard Pharmaceuticals Ltd. . 1963-64 40 48 129
(Fin. year : April-March) 1964-65 49 65 152
" 1965-66 51° 63 182
24 Unichem Laboratories Ltd. . . 1963-64 36 46 157
(Fin. year : Oct.-Sept.) 1964-65 36 58 174
1965-66 40 70 220

»

[*For 18 months July, 65 to December, 66.]
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TasLe 27. 1—Comncld.

t 2 3 4 5 6
25 Dey's Medical Stores {Mfg) Pvt 1964 60 15 324
Lid 1965 73 31 413
{Fin year * Jan -Dec ) 1966 3 52 431
26 Bengal Immumty Co Ltd 1963-64 38 31 203
(Fin year * May-Apnl) 1964-65 40 35 219
1863-G6 42 31 224
27 EastIndia Pharmaceutical Works  196¢ 31 16 204
Ltd (Fin year Jan.Dec) 1963 13 19 237
1966 38 19 263
28 Chemueal Industnial & Pharma-  1963-64 20 35 64
ceutical Laboratories Lid 1964-65 20 34 80
(Fin year Nov -Oct) 1965-66 23 36 86
29 Neo Pharma Pvt Ltd 1964 6 26 s
(Fin year Jan-Dec) 1965 6 35 108
1966 6 37 120
30 Chemo-Pharma Laboratones Ltd 196% 14 22 60
(Fin year * Jan -Dec ) 1965 21 29 65
1966 26 24 69
31 Mac Laboratories Pvt Ltd 1963.6¢ 16 4 34
(Fin year . Apri! March) 1964-65 17 5 34
1965-66 19 7 41
32 Bio-chemtcal & Synthetic Products 1964 15 2 6
Ltd 1963 15 3 6
(Fin year : Jan -Dec) 1966 15 3 7
33 Hindustan Antibiotics Ltd  (Govt  1963-64 357 279 447
of India concern) 1964-65 333 281 383
(Fin year Apnl-March) 1963-66 351 355 533
34 Haffkine Institute (Govt of Maha- 1963 64 89 44 89
rashtra concern) 1964-65 96 52 88
(Fin year * Apnil-March) 196566 108 54 78
Totan . 1963-64 2933 3496 8484
1964-65 2981 4257 9729

1965-66 3144 4534 11281

Norte.— 1 In computing nef asrets, capital work-in-progress has been excluded
2 Working capital==Qrrent Assets less current hiabslities

Current assets do not include loans and advances
Current hiabilites do not include provisions

QA M Y T 1m0
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27.2.2. The following Tables give the net fixed assets and
working capital for the manufacturers, the formulators and the
manufacturers-cum-formulators of the cighteen basic drugs spe-
cified. The figures in brackets indicate the percentages to the total
fixed assets or working capital, as the casc may be, of the 34 sclected

companics.
TaBrLE 27.2
Break-up of net fixed assels of 34 companics
(In Rs. Lakhs)
No. Percen-
Category of 1963-64  1964-65  1963-66 tage in-
com- . crease in
panies 1965-66
over
1963-64
{A) Manufacturers of spe- 3 238 210 238
cified drugs. 8-1) (7-0) (7-6)
(B) Manufacturers-cym- 23 2450 2513 2598 6-0
formulators (83-5) (84-3) (82 -6)
(C) Formulators of spc- 8 245 258 307 2533
cified drugs (8 4) 8-7) (9-8)
All companies . 34 2933 2981 3143 7-2
(100) (100) (100)
TaBLE 27.3
Break-up of working- capital of 34 companies-
(In Rs. Lakhs)
No. Percentage
Category of 1963-64  1964-65 1965-66 increase
com- in
panies 1965-66
. over
1963-64
(A) Manufacturers of spe- 3 105 169 188 79-0
cified drugs (3-0) 4-0) (4-2)
(B) Manufacturers-cym- 23 2675 3148 3875 26-2
formulators (76-5) -~ (73-9) (74-4)
() Formulators of spe- 8 716 940 972 35-8
cified drugs _ (20-5) (22-1) (21-4)
All companies . 34 3496 4257 4535 29-7
(100) (100) (100)
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27.23 It will be scen from these figures that the net fixed
assets for 34 companies had increased by about 7 per cent from
Rs 29 crores 1n 1963-64 to Rs 31 crores in 1965 66 During the
same period, the net fixed assets of 32 compames of the Reserve
Bank sample referred to 1n paragraph 27 1 above increased from
Rs 18 crores to Rs 20 crores (over 10 per cent) The net fixed
assets of f2 er fc 1 constituted  the largest
proportion {over 80%) of the total fixed assets of all the 34 com-
panies covered by our study during the period, while the manu-
facturers and formulators of specified drugs accounted for less than
10 per cent of the total 1n cach case In absolute terms, while
the formulators ncreased their net fixed assets to over 25 per cent
and iz ers-cumefi lators by 6 per cent only, the manu-
facturers did not record any ncrease thercof during the® period

2724 As regards working capatal, 1t rose from Rs 35 crores
i 1963 64 to Rs 45 crores in 1965 66, by nearly 30 per cent,
for all the 34 compamnies of the sample Here again, the manufact-
urers-cum formulators accounted for about 75 per cent of the total
working capital of all the 3% companies under the sample, while
the formulators and facturers of specified drugs d
for about 21 per cent and 4 per cent respectively of the total during
the period In absolute terms, however, all the three categories
increased thewr working capital sigmficantly during the period

27 31, The following Table gives the paid-up capital, re-
serves, net worth, borrowings, capital employed, sales turnover,
- o - ' of funds and the per-

. paud up capital of the

TasLE 274

The overall financial position of 34 companies mgagadm.th: many-
Sasture of Drugs and Pharmaceuticals

(Rs 1n lakhs)
Particulars 196364 1964 65  1965-66
1 2 3 4

1 Pad-up Capital - . . - 2,372 2,833 3,045
2, Reserves . . . - . 2,078 2,315 2,740

3 Net Worth 4,450 5,148 5,785




490
TasrLe 27.4—Conld.

4. Borrowings . . . . . 1,863 2,215 2,522

5. External  sources of finance as per-
centage of total funds., . . . 295 30-0 30-4

6. Capital employed* . . . 5,591 6,373 7,287
7. Sales . . . . . . 8,484 9,729 11,281
8. Profits** . . . . . . 1,769 1,909 2,294
9, Profits as percentage of Capital employed 31-6 30-0 31-5
10. Profits as percentage of sales . . 20-8 19-6 20.3

11. Dividends paid on cquity shares . . 16-8 16-9 17 -4

Note.— *Capital employed during the year.

**Profits’ are calculated as net receipts from sales minus costs of
material and labour “other expenses” and depreciation. “Otker
expenses’” exclude interest charges, managing agency commission,

corporation taxcs, and expenses such as share issuc cxpenses,
donations ctc.

27.3.2. Some of the findings on the basis of this study are as
given below ¢

Rate of profits on capital employed and sales acco-
rding to the nature of products produced by the
selected companies

The following Table gives the rate of profits on capital em-
ployed and the rate of profits on sales for the manufacturers,
the formulators and the manufacturers-cum-formulators of the
eighteen specified basic drugs. Profits on capital employed as
well as on sales turnover are higher for the category of compa-
nies engaged in both manufacture and formulation of the specified
drugs than for those engaged only in the manufacture or only ip
the formulation of those drugs. .
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‘Tavre 27.5
Rate of profits on copital employed and sales

No 196364 1964 65 1965-66
of Cos

Category
{A) Manufacturers of specified
bane drugs . . 3 65 125 225
usey (135 (185)
{B) Manufacturers-cum formala
tors of the specified drugs 23 354 335 349
{23 4) {21 6) (22 6)
{C) Formulators of specafied drugs 8 286 192 188
(10 4) {11 5} (14
{D} All compames . 34 316 300 315

(208 (195 {20 4)

Note —Figures in bracket relate to rate of profits on sales turnover

2733 Rate of profits on capital employed and sales
tarnover for the public and private Ltd. companies

‘The following table shows that the rate of profits on capital
employed as well as on sales turnover 1s hugher for the public
hmited than for private limited compantes engaged 1n the manu-
facture andfor formulation of the specified drugs

Tanre 276
Rate of Profits on Capital employed and Sales

No of 1963-64 196465 196566
Category Cos

1 2 3 L] 5

{A) Publsc Ltd Companses

Lanshaderg Fhodostan Antie
brotics) [ S 24 25 309 343

.29 @35 (228

'
(B) Private Lid Companses
uncluding Haffkine) o A 10 29 7 280 252

) Wwn @Wwn 4
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TanLe 27.6—Conld.

I 2 3 4 5
{C) Govt, Companies
{Hindustan Antibiotics) . 21-9 11-8 226
(32-1) (20-2) (28-0)
Haffkinc . . . . . 147 8-5 5-0
(23-5) , (16-1) (11-4)
(D) All Companics . . . . 34 316 30-0 31-5

(20-8)  (19-5)  (20-4)

27.3.4. Rate of profits on capital employed and sales ac-
cording to the extent of foroign ownership and
control of companics

The profitability ratios on capital employed or on sales
(given in brackets) are the highest for the foreign majority share-
holding companics and the lowest for the Indian majority share-
holding as well as for the wholly Indian owned pharmaceutical
companics, as revealed by the following Table :

Tapre 27.7
Rate of profits on capital employed and Sales.

Category . No. of 1963-64 1964-65  1965-66
Cos,
Wholly foreign companies . 5 34.5 31.2 28-7

(23-9) (22-9) (19-8)
Foreign majority share-holding
companies . . . . 8 59.6 559 54-5

(31-3)  (26-9)  (33-8)

Companies with 509, foreign and
50% Indian sharc-holding . 2 28-1 33-8 25-9

(17-49  (18:5)  (16-8)

Indian majority share-holding :
companies . . . . 4 . 8-4 14-5 25-2

{12-1) (14-4) (16-0)
Yholly Indian companies . . 15 19-9 17-7 19-2
(13-2) (11-9) - (12-9)

All Companies . 3¢ 31-6 30-0 31.5
. , (20-8)  (19:5)  (20+4)
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2735 Rate of dividends on equity capital according to the
mature of production of pani

The followmng table shows the rates of dividend declared

on equity capital according to the nature of production of com-
pames

TanLe 278

Rate of dindend on equity tn per cent

€ tegory X\cu of 19636+ 196465 196566
‘01

{A) Manufacturers of speaified
drugs

Nil Nil » Nt
{B) Manuf icturers-sum formula
tors of speaified drugs 20 16 4 182 187
C) Formulators of  specified
{ drugs pee 5 16 10 4 132
All coinpamies 28 151 16 9 17 4

It will be scen that dividends were paid only by 25 out of
34 companies during 1963 65 The dividends of comp gaged
n both manufacture and formulation of the specified drugs were
higher than those of )e d i only ft lation
None of the three selected comp d only the ure
of the speaified drugs distributed dividends in the year 1963 64
to 1965 66

2736 Rate of dividends on equity in the public limited
and private limited companies

The public imited compamies progressively increased their
rate of dividends from 14 5 per cent to 178 per cent during the
period while the dividend rate of the private hmited compamies
which was lugher than what of the public himited companies 1n
1963-64 and 1964-65 (17 1 and 17 8) declined in 1965-66 (15 5).
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TasLE 27.9
Rate of dividend on equity in per cent

Category No. of 1963-64 1964-65 1965-66
Cos.
(A) Public Ltd. Cos. . . 21 14-5 16-7 17-8
(including Hindustan

Antibiotics)

(B) Private Ltd. Cos. .o 4 17-1 17-8 15-5
{including Haffkine)

All Companies . 25 15-1 16-9 17-4

27.3.7. Rate of dividends on equity according to nature
of ownership (foreign or Indian owned)

The companies with foreign majority share holdings paid
the highest dividends each year, ranging from 23 to 30 per cent.
The wholly foreign owned companies had a range of 19 to 24
per cent dividends during the period as shown below :

-

Tasre 27.10

3
Rates of dividend on equity in per cent

Category No. of 1963-64 1964-65 1965-66
Cos.
{A) Wholly foreign companies . 2 19-1 25-0 23-7"

(B) Foreign majority share-
holding Cos.

. . 8 234 29-8 29-9
\
{C) Companies with 509, foreign
and 50% Indian  share-
holding . . 2 89 7-5 9-0

{D) Indian  mafority share-
holding Cos. . .

2 9-0 11-2 15-0
(E) Wholly Indian Cos. . . 11 118 126 115
All Companies . 25 15-1 16~9 - 174
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It may alio be noted that all the exght foreign majority share
holding comparues which made profits during the three  years
pard_dividends However, out of the five wholly foreign companies
which made profits during all the three  years  only two pad
deeidends

2738 Percentage of borrowings to total sources of funds
according to the nature of output produced by com-
panies

The following table shows the percentages of borrowings
10 total sources of funds according to the nature of output of com
Ppantes

Tanre 2711

Pescentage of borrowngs 1o fotal sources of funds

Category No of 196364 196465 196566
Cos

(A) Manufacturers of apecified
drugs

(B) Manufacturers<um formula
tors 23 146 178 211

{C) Formulators of specified
drugs

All companies . 34 295 30 30 4

The percentage of borrowings was the ughest for companies
engaged only i the manufacture of specified drugs  The next
highest percentages were fa- s aaes ~1 -0 e o- -
But they reduced thar - '

1963 64 t0 1965-66 The - - - ,

and formulation of the speesfied drugs are observed to have the
lowest percentages of borrowmngs, which however, progresuvely
ncreased from 14 6 per cent 1n 1963 64 to 21 per cent in 1965 66
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27.3.9. Pereentago of borrowings to total sources of funds

for the public limitcd, private limited and Govern-
ment Companics

Tanny 27.12

Pereentare of borrowings to talal seurces

e -

Carrgory :\;.3. af  1953.61 1934565 1943.60
NN

(\) Pab'c Lad. Gor. .. 24 20.3 0.5 306
{including; Hindustan
Antihiotics)

(B) Provate Lid, Cas, . . 10 RIL) 20.2 20.9
(inciuding Haflne Inst.)

(CY Gt Componaes

. . Nil Nil Nil

Hindustan Antibiotics

Haffline , . . . . Nil Nil Ni)
All Compauies . 34 299 30-0 30 4

The

public sector pharmacecutical concerns which depend

upon the Government budgets do not depend upon borrowings
from banks and other outside source.

27.3.10. Percentage of borrowing to total sources of funds
according to the nature of ownership of companies

The percentage of borrowing is bound to vary with the
extent of foreign and Indian ownership and control. Dependence
'on borrowings was the Jowest for the wholly “foreign owned con-
cernes, and it increased in an accending order for the foreign
majority share-holding companies, the companies with 50 per cent

foreign and 50 per cent-Indian sharc-holding and Indian majority
share-holding companies.
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Tasrr 2713

Percentage of borrowngs to total sources of funds

Category No of 196364 1904€5 1965(6
Cos
(A) Wholly foreign Cos | 5 73 82 70
(B) Foregn majority  share.
holding compantes 8 260 26 0 232
{C) Companies with 50% foreign
and 50%; Indian  sharce
holding . 2 607 58 4 625
{D) Indian majority sharee
holding companics 4 760 700 63 5
(E) Wholly Indian companies 15 38 35 346
All Companies . 34 295 300 30 4

The wholly Indian companies depended on borrowmgs to
the extent of one-third of their total sources of funds Therr de-
pendence on borrowed finance was more than that of the foreign
majority share holding companies, and their percentage of bor-

rows = 'nq wweneed pee~ ¢ o™ duning the period The In-
diar 1 > v« meho ;s vumes, however, accounted for
the ! wperuy of | ves 1 finance during all the three

years under study

2741 Of the 34 umts for which cost analysis was  under-
taken, one did not furmsh 1ts balancesheet Of the remamng,
the figures for two show very wide deviations 1n comparison to
other umts In the case of one which 15 1n the small scale sector
losses were shown for the period costed and 1n the case of another
which again 1s 1n the small scale sector the average capital em-
ployed was shown as Rs 1 81 lakhs while the cost of sales was
shown as Rs 47 86 lakhs, a hughly disproportionate figure These
two umts have also therefore been excluded from the analysis
of the balance sheets on the basis of the figures ascertamed as
a result of costing The financial working of the remamng
31 units 1n relation to the overall cost of manufacture and therr
profitability covering all the products manufactured by them



Gross Margm 2 percep.
l‘

ae
SLNo. of 4 g

Ratjo of 15% on capxtal
Capita] em- cmployeq

Unit Capitaj Cost op Ployed to gy, related

to
Smployeq sales of saleg Cost of saleg
1\

1 1 1-20p 12.59
2 5.27 1 3-699 4-06
3 834 2.77 3-012 4-98
¢ 1-61 4.85 0-332 4518
5 22.99 1605 1.427 10-5]
6 25-p5 24.96 1 1-033 14.59
7 28-82 2078 1 1-3g¢ 10.82
8 5009 10.83 : 4619 3.25
9 15.74 11.59 1 1.357 11.05
1o 79.34 43.47 1 1.825 8.22
11 35.13 10.73 1 3-273 4-58
12 65.02 13.7¢ 1 4724 3-19
13 31.4g 25.63 1 1-29g 12.2;
14 5-67 12.14 1 0-467 32.19
15 26-86 37.71 1 . 0-719 21-p7
16 20-74 17.9; 1-, 1179 12.8¢
7 26.14 . 12.g3 1, 2-038 7-36
3 18.95 4-3] I g -94] 381
) 10.67 " 9.49 1 1.125. 13.33
32.16 " 33.68 0-955 15.7;

7-88 466 1 I-690 . 8-88

109-86_' 106.35 . 4. 033 14.59

82.1¢ 53.97 1
.35
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TasLe 27 14—Concld

1 2 3 4 5

25 nn 15 6% 1 1132 1325
26 3891 40 35 1 0 964 15 56
27 304 4 47 t 0 679 22 09
28 36 €0 19 56 1 1881 79
20 668 T 1 o880 17 44
30 1539 23 48 1 0 636 2y
3 11 27 562 1 2008 749
Average 3477 27 64 1 1258 19

This sample 1s somewhat smaller than the sample analysed
carlier For, the total turnover of the 34 umits in the earhier analymis
amounted to Rs 112 62 crores while the corresponding figure
for these 31 umits 18 Rs 97 92 crores Of these 23 units are common
to both while the remaming arc different Five of the umts are
manufacturers of baune drugs 21 manufacture both bauc drugs
as  well formulations and five only formulations The overall
financial position of these units 15 set out as follows —

Tanrz 27 15

Ocerall financial position of 31 comp engaged in the
of drugs and pharmacenticals

{Rs 1n lakhs)
Particulars
1 Pad up captal 2403 97 (1965 66}
2 Reserves and surplus 2450 04 (1965 66)
3 Networth 4 85% 01 (1965-66)
4 Loans 1294 56 (1965 66)
5 Loans as percentag~of total funds 21 1 (1965-66)
6 Avcrage capital employed 6093 68 (Actual
costed
period)
7 Sales turnover 9791 98 Do
8 Gross margin 2,120 40 Do
9 Gross margn as percentage of average capatal
employed P ¢ go 2 48 Do

10 Grosy marg n a8 percentage of salcs turnover 217 Do
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27.4.2. Analysed by the naturc of activity the rate of gross
margin on average capital cmployed as well as on turnover was

as follows 1—
TasLE 27.16

Rate of gross margin on average capital employed and sales turnozver

No.of On capi- On sales

Category compa-  tal turn-
nics cmployed over
(Actual  costed
period)

(A) Manufacturers of specificd basic drugs . 5 9.7 10-3
(F'E) Manufacturer-cum-formulaters ., 21 38-3 23-4,
(C) Formulators of speeified basic drugs . 5 17-1 8-5
All companics . 31 34-8 21-7

27.4.3. By nature of holding the position of the rate of gross
margin on average capital employed as well as turnover was

as follows :—

TABLE 27.17

Rate of gross margin on average capital employed and sales turnover

No. of On capital On sales

Category com- cmployed turnover
panies
(A) Wholly foreign companies . . . 3 26-8 18-0
(B) Foreign Majority . . . . 7 62-5 34-1
(C) Equal Participation . . .- . 1 207 15-0
(D) Indian Majority . . . ) . 6 17-0 12-1
(B) Wholly Indian . . . . . 14 261 16-1

All companies . 31 34-8

21.7
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2744 If these umts are distributed according to the con
stitution the position 15 as follows —

‘TanLe 2718

Rates of gross margun on aterage caprtal employed and sales turnover

No of
Category com Onecaptal On sales
panies  employed  turnover

(Actual costed

{A) PublicLtd Compames 22 369 238
(B) Private Ltd  Companies 5 %9 160
{C) Partncship Conceins 3 309 167
(D) Depurimental Concerns 1 35 67

All companies 3 348 7

2745 In the case of units analysed earlier profits as per.
centage of the capital employed worked out to 315 per cent for
the vear 1965 66 while the corresponding figure for the present
sample 1s 3¢ 8 Gross margin as percentage of sales turnover 1s
20 4 per centin the carlier sample and 21 7 per centin the present
one Both in the present and previous sample manufacturers.
cum formulators  constitute two thirds of the sample and of the
remaimng the two  classes of producers are equally divided 1n
the present while in the previous analysis formulators predomina-
ted There 15, however, a certain degree of dispanty benween
the figures of profitability m the previous and present sample with
regard to the manufacture of basic drugs It 15 not so large for the
other classes  Broadly speaking manufacturing cum formulating
appears to be more profitable than exther of the other two activi-
ties carried on singly  On the basis of both the analyses pure
formulating actwity 13 less r we than fz e of
basic drugs as well as formulations  Partnershup concerns have
shown a lugh level of profit on capital employed By sales turnover
both private limited compames and partnership concerns are
on the same level while public hmited companies have definitely
fared better  Foreign majonty holding have done better than only
foreign companies or those with equal participation By nature of




502

activity and also by ownership the rate of gross margin on cost of’
sales and ratio of capital employed to cost of sales the position
is as indicated in tables 27.19 and 27.20.

Tarse 27.19

Rate of gross margin on cost of sales and ratio of capital employed
to cost of sales ‘

Rate of Ratio of”
No. of  gross capital
Category Cos. margin  employed
on cost to cost
of sales  of sales

{Actual costed period)

(A) Manufacturers of specified drugs . . 5 115 1: 0-85
(B) Manufacturers-cum-formulators . . 21 30-5 1: 1-26
(G) Formulators of specified drugs . . 5 9.2 1: 1-86
All companies . 31 276 1 :1-96
Tasre 27.20
Rate of gross margin on cost of sales and ratio of capital employed
) to cost of sales

St

Rate of Ratio of

No. of  gross capital
Category Cos. margin  employed
on cost to cost of

of sales sales

(Actual costed period)

{(A) Public Ltd. Companies . . . 22 31-.3 1:1-:18 -
(B) Private Ltd. Companies . . . 5 19-1 1:1-62
{C) Partnership Concerns . . . . 3 200 1:2-00 .
(D) Departmental Concern . . . 1 75 1:0-47

‘All companies . 31 276 13:1-26
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2746 The same analysis by naturg of holdings 13 given in Table
2721

TasLe 2721

Rate of gross margin on cost of sales and ratio of caprtal employed
to cost of sales

Rate of Ratio  of
Nos of goss captal
Category Cos marg n cmployed
on cost {0 cost
of sales of sales

{Actual  costed pened)

(A) Wholly foreign 3 220 1 122
(B} Forc gn Majorty 7 506 1 121
{C) Equal Partic pation 1 177 1 117
(D) Ind an Majponty 6 137 1 123
(E) Wholly Ind an 14 192 1 136

ANl Companies T s 276 1 12

2747 The percentage of loans total funds etc analysed by
nature of activity, ownership and holding 1s set out in Tables
2722 2723 and 2724

TasLe 2722
Percentage of loans o total funds

Loans as
Category No of A
Cos of “total
funds
(1965-66)
(A) Manufacturers of spec fed drugs 5 695
{B) Manufacturers-cum formulators 2t 167
(&) Formmlators of spectfied drugs 5 179
All Companies 31 211

34—1 T CBom {70



504
TaBLE 27.23

Percentage of loans to total funds

Loans as %
Category ‘ No of of total
Cos. funds
{1965-66)
(A) Public Ltd. Companics . . . 22 23-3
(B) Privatc Ltd. Companics . . . 5 15-4
{Q) Partncrship Concerns , 3 37-0
{D) Departmental Concern 1 37-0
All Companices . 31 21-1
TaprLe 27.24
Percentage of loans to total funds
Loans as
- %
Category No. of of total
Cos. funds
(1965-66)
{A) Wholly foreign Companics . . . 3 6-8
{B) Forcign Majority 7 10-2
(C) Equal Participation . i 47-9
{D) Indian Majority 6 55-8
{E} Wholly Indian . . . . . 14 26-6
All Companies . 31 2101

274.8. The sales turnover is roughly equivalent to the
capital employed in the case of manufacturers of basic drugs,
it'1s very much higher in the case of the units which combine
both the activities and the highest for formulators only. These
conclusions are confirmed by both the studies. Manufacture of
basic drugs appears therefore to be an activity which is capital
intensive and in which the profitability is t6 be judged from the
point of view of the capital employed. On the other hand, for-
mulating activity by itself is not capital intensive and profitability
is related to the sales turnover since capital émployed is about half
of the amount of sales turnover.



CHAPTLR 28

%ESTIMATES OF COSTS AND FAIR EX-WORKS PRICES
OF BASIC DRUGS

2811 As mentioned in chapter 3 we selected  certain
representative. units for detailed cost study of the 18 basic drugs
spearfied 1n the terms of reference which would ndicate the
disparity  between the costs (based on  current trends of prices
of raw materidls, stores and expenses) and the existing selling
prices  For this purpose, imually 36 units in the mdustry were
sclected From the selected sample, three units had to be subse-
quently excluded and a new one added for the following reasons —

(1) In the case of the Onental Pharmaceutical Industrie®
Lid , Bombay details mantained were far from adequate
to assess costs of its produets

(11) Data  relating to costs of the Bengal Chemicals &
Pharmaceutcal Works Ltd, Calcutta were not capa-
ble of being antlysed  Several activities of this firm were
so nextricably imixed up that separauon of costs posed
problems Records showing timings for different produ-
cts made n the same department were also not available

(s1) The Standard Pharmaceuticals Ltd, Calcutta was
imtially chosen for cost study but was replaced later on
1t the suggestion of the Assessor by Dey’s Medical Stores
{Mfg )} Pvt Ltd, Calcutta which produces a large range
of formulations

28 12 Cost data for the selected periods were compiled
respeet of 34 units, covertng producers of the 18 speaified basic
drugs’ and therr formulations _ The results from this  selection
may be considered as fairly representative costs of the industry
as a whole

2813 Estumates of future costs hove also been prepared
taking nto account the Iatest prices of raw materials Iabour
costs, stores and other expenses, as well as the volume of produc-
tion envisaged for future The analyses of the costs of ‘basic
dragy’ and “formulationt  thereof are beng dotossed later m the
Report The reports of the Cost Accounts Officers on  detailed
costs for the actual period and the Commussion’s estimates for the
future are sent along with Report as confidenual enclosures
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2815. The distributton of the umit as between small scale
and large sev'e manuficturers 15 as follons

Tage  Smal

Tarticules b sale  Total
Umts Units

Bawe drugs only 3 ) 5

Formulat ont ouly 7 3 10

Banie dregs and furm dareos Loth 8 1 19
D

It wall thus be ob erved that amomg the o ted umts 21 1in
the large scale and 3 1n the small seale manutictne baic diugs,
and 25 n th~ Iwge seale and 4 mothe smdl ¢ manuficture
formulttions

2816 Therc are curtam bae drugs wluch  + produced by
sm7le umts and therefore ananter fium <o panven of then costs
of the syme productsssnot py ble v 1 e whe her the costs
obtuned 4t the e umts 1 ¢ roy onablh »horase In such
ca o5 the alternative 1s to frame our concl v s based on the re-
subts of our co t stud es, discin stons wah he representatine af the
units and oue As esso The wmts in i category together with
th~ respuctive be e drugs manufactued by them are listed
below —

Name ot unnt Bac drug 1w fictured
(1) Merck-Sharp Vitam n Bl
{14) Sarabhar Merck Viwin €
(u) May & Bakee . ., . Sulphad nzine
uv) PakeDavis Amodiqu ne
v} Bengal Immunuty Chloraquin Phosplate
{w) Phzer Chlcrpropam de
{v11) Horchst Tolbutumide
(vi1) Boots Tnalin

{2} Wyeth Labe Prcdmsolone




28.1.7, Since Comparatiye Cost data of the unjts are net
available ¢ ;. of utmogy impoz'(ancc t0 make , careful Study of the

IT prices for these basi¢ drugs,
so that ultimatcly the formul, tiony’ made wirh these may be priced

Manufactyre, has 1o doubt, ", inheren, ad\‘antagc in the
Pricey of his !‘ormulatiom Lis-a-uis  the f’orznulato.— who pa, to

urchase ¢he acic drye and this gy, cars incvz'tablc, but ap ap-
p 3 PP : . L
Proach (o the problem ha, been made wih a vievw ¢ obwatmg
this anomaly, far ag Practicable.

28.1.8, 1n, TC8ard o (e other pine Pecified  ‘pugie drugs’
there are Producerg whose COsts ape “Omparapje and the problem
is therefore confined ¢4 4y, analy,ig or Comparahe data ang fixation
o priges Y 8iving Weightag: 0 capagcities installcd_. optimum
utilisatjoy, of such Capacitjes, Materia] Usage ang their Dresent
Prices, ¢he leve] nfcxpcmcs, capitql] related Costs (.. deprcciation),

t

28.1.9, The termy of reference cm'isagc CXamingatjop and

analysis of the foHowfng Preliming . to the formulatmn of estimares
of fajp Prices,

L. Gapia; outlay inciudmg Plant apg machinczy In relation
to (i) actyg| Productjcp (i1) Dotentja] Capacity,
2, Amouyn, *Pent on g, Promotigy, tbrough (1) adverjse.
Weng, (g distriby;;op of free ‘amples. (i) (xpenditure
on sales seafp (1) Publicatioy of leaflers and literatyye

and (V) other Incentiveg and miscellancom CXpenses,

3. Compariaon of the COst arriveq at as between the Organised
S€Ctor and the small scq). units,

4. Gos_t of Productjop ~1'nc1uding '2W marerialg and interme.,
diates and co. Containeyg and Printing of labels,

6. Diffe. ence in price, of i‘ormulations when ol under brang
names apg Commeon Bames ang the Drices quoted againsg
ic
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Issues relating to 1tems 5, 6 and 7 1bove have already been
dealt with under Chapters 15, 24 and 25 respectively

Chapter 22 contains a discusston supported  data of matters
1elting toatem No 2 above The merdence of ¢o t of raiw materinls
and 1termediates refetred to 1n item 4 above hay been indicated
m the following cost analysis for each of the spraified basic drugs
'n'nd the :clcmnt formulitons  Th~ cost of packing including

details are to the extent these were available included in the Gom
mistion’s ertimates being sentseparately  In Chapter 30 comparnon
has bren made as between the cost of production of the large
scale units and that of the small scale unuts both for basic d ugs
1wl as for formulaton  The relevant issues have been d s
cu s=d 1 d~t1 L under each of the drugs wnd form dation for which
comparitine data are avalable

28110 Capital outly lud plant nd hinery 15
relevant for the purpo ¢ of calculanion of depreciation s an 1tem
of co t and for allowing return on the employed capual 1t needs
to be pointed out that some of the unsts which have been <tudied
have  compo 1te wetivines and do  not generally produce only
tho ¢ d ugs ot formulations whech e under inqury Thoe
untits 1t o produce other drug. and formulations wnd 1n some
eses they have al o ceveral other actvities not relrtng to the
product on of pharmiceutieals  Efforts w ¢ madu i each cue
to 1solte the sp cific s ets for cach p oduct but where the plant
and mach ney were uttlised for the manuficture of a number
of products some of th>m being the subject of the inquiry and
others not, and these were so mextricably 1nvolved that the items
could not be separated certamn technical estimates furmsh~d by the
untts were with switible modificitions adopted As a result we
have arrived at the nct assets for the p opo tionate value of
net 1 ets relating  only to the p oduct under cost exammation
Thr second pomnt that 1s contained 1n the reference of the Govern
ment 15 with regard to the 4 tual p oduction and potentual
capacity Once the value of the net assets relattng to the po
duet under inquiry has been acrived at and its capacity established
the pomt to cons der 1= whether any further reduct on i this value
would be justified on account of the foct that the entire wstalled
capacity was not utthsed On thus question the past experience 18
not of much relesance since the future eatimates are based on
1n talled capacity related to domestic demand  We have as far
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as possible tricd to adopt utilisation of capacity to he extent
warranted by the actual installation which cxist and the cxtent
to which these can be worked with reference to fitture requirements.
In most cascs the estimates are bascd on almost full utilisation
of capacity, in certain others, the installed capacity may not be
fully utilised. Itis however not possible to make any reductions
in the value of the plant and machinesy or exclude any iten in
the plant and  machinery on the geound that there i: hikelihood of
lack of full utilisation. Fo: depreciation will incvitably take
place and no reduction on the full notional depreciation  which
is allowed as 2n item of cost is poisible, unless it can be e.tablished
that th: insteliztion iy cut of all propo-tion to the output. We
have not obsvrved any such over inve.tmen:. Retusn has alio to
be provided 1 the ca.e of manufacture of batic drugs oa thz net
fixed 2,.cty ftogethze with the working capital} which huve been
i~olated ‘or the pavsdcular proudet in question.  In the case of
formulations for reasons which have been explained later  their
cost of prodistion has been adopted as the basis for allowing the
rate of return and the capital outiay on machinery and plont does
not thercfore figure,

28.1.11. Allocation of sclling overheads has been indicated
scparately in the cost of basic drugs and also that of formulatious.
It was not found practicable to separate the cxpense. under cach
of the itern. which constitur> the total seiling overheads since most

compan .- Jo not maintam  specific  account. for cach separate

item. While the actual co t5 show the totality of expense, ncurred
on the .lutribution of free samples, cinoluments of sales  staff,
e ative,, publication of icaflets aad  lierature and advertise-
ment,, in wo king oui the costs for the futurc we have in the case
of basic d ug. liunited this element of cost to certain fixcd rates.
We hove discassed ot length the position as well as the incidence
of a wulc. promotion in Chapter 22 on the basis of the Actual
expend . it incurred we have rcached the medium figure of
15 per cent which we consider fairly rezsonable and the same
ratc has been adopted for working out the clement of cost relating
to sales promotion [or formulations. Where however the actual
expense incurred has been less no upward revision has been made.
Basic drugs do not call for any special seliing effort in as much
as these are sold to manufacturers of formulations and the incidence
has been resiricted to 5 per cent only. Where the cost incurred

was less for the actual period the actual rate was allowed in the
uture estimates also,

. 28.1.12. Before we procced to deal with the cost of produc-
ion of each of the 18 basic drugs a few general observations with
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regard to the elements of costs and the manner 1 wiich these
hue been worhed out newd to be mad~

23113 Matwrinl costs — Material cost have generally
been 2dopted on the basis of the ¢o ts incurred by the unit during
the actal period of costing with such incieases 15 were Warranted
by the increse i prices  duly authentcated by tht invoice of
th Intest purchises that had been made b, the umt A between
the actuab peried alth etim es for fuutu ¢ the range of increases
1s as follows —

Niober
Range of
cases
U Increae -
I uposs, 5
2 5% t0"0° )
3 20° tofge 8
4 20°, ris e 1
21
I Beak even aes o
I Decre xe
270,010 50,
ToraL -

Intheccieof th e 1w maternal cor umed by d ff rent
umits we found 1 wide rainge of d pininy which ha alr dy heen
mcicated n Chap or 12 Whicits no po o ado, lowest
rates, in several 1 ¢ we have m de surtuh « mod fications y b re
1t was cons deved neet ary to do o Inth ¢ Of immported raw
matemals th rate 3t whch the particular raw matental ha been
purchised are bound to differ, depending upon the sowee from
wh ch hicences fo- import were mide availble Some of the foreign
markets are cheaper than others but 1t may always not be pos 1ble
for all the units to purchise fiom the cheape t sources smee the
svudabiity of foregn exchange 15 desterbuted over 1 number of
countries  Keeping  this factor n view alterations in rates of 1m
ported materil have been made only when the circumstances
Justified the same

28114 Usage factor —We did not find any gnificant
spartties 1 the wsage factors of the same raw materral for the
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production of the same drug as between different units nor was
there any occasion to notice any wide variations between the
accepted usage factor and the usage factor claimed by the units.
However, suitable modifications have been made where the usage
factor was claimed at a rate substantially higher than so warranted
by the chemical processes and reaction involved. Brief indica-
tions of the changes made, have been given under the individual
itemns of drugs discussed, Closely related to the usage factor is also
the factor of recoveries. We have given indications of the low re-
coveries wherever these were particularly noticeable. It hashowever
not been possible Lo assume recoveries at significantly higher

rates than have been obtained by the units concerned in the
past.

28.1.15. Wages and salaries.—Normal additions to wages
and salaries and grade increments have been included together
with such additions as were necessitated on account of awards
of labour tribunals. Where increase in staff has been justified

as a result of adoption of higher production suitable additions have
been made.

28.1.16. Other conversion charges.,—Repairs, consumable
stores, factory and administrative overheads have been adopted
with appropriate adjustments wherever found necessary.

28.1.17. Packing charges.—Wherever  packing charges
have been allowed and shown separately these are for the mate-
rial cost only since the labour and other charges for packing
have been included under the respective elements of cost. It would
have been desirable to isolate packing charges from other charges
both in respect of material as well as other charges but it was not
found possible to do so without the outlay of much additional
labour and time. It would however bhe desirable in case any
future cost study is undertaken to make this study and separate
the packing charges from other costs even if it means more work.

28.1.18. Royaity.—Wherever royalty agrecements exist
appropriate quantums for different basic drugs or formulations
as the case may be have been included.

28.1.19. Selling expenses.—We have discussed seclling
expenses in chapter 22 and hwve for the reasons already given
adopted the maximum rate of 5 per cent for basic drugs and
that of 15 per cent in the case of formulations. However, where
the actual amount spent and claimed for the future is less we have
allowed selling expenses at the existing or anticipated future rates.



531

Allocation of seling  overhead: 1s separately indicated 1n the
cost of basic deugs and formulations It wos found impracticable
to scparate the expenses under each of the wtems which con
stitute the total selling overhead as accounts in most of the com
pamcs are not mamtuned properly and data in respect of each
of th~1tem were thercfore not wailible separately  Tor instance,
prmting of lbels, leaflets and literature cte  are generally covered
in th™ accounts und»r ¢ p nting and stat onery ' wh ch s mixed
up with th~ averall stauonery or printing charges  Even some
compimes whch had estimated these items within the gambut
of total expenses o tld not be taken 13 factually representative
The co tine approach, th-refore, had to be confined to the varions
exp a ¢ h~ads as are reflected in the books of account and these
stem hav> been incorporated for co t purpo es under  selling
As far 2 basie drugs are concerned, we fiel that they do not ¢all
for any sp el s~lhing effort i 13 much s th- basic” drug many.
facturers sell thair p odurts to manufacturers of formulat ons and
threefore the inaidrnce of selling eapense coald be  re tricted
to 5 p~c ¢~nt of the total co t only However, where the impact
was le 3, th~ actual incidence has been allowed in the future esti-
mates

28120 Depreciation.—In our calculation of costs provision
for d~preciition has been made according to the ncome tax
rates on the written down value of fixed assets The ndustry
has however, argued that new research new processes and new
products are beng continuously developed with the result that
the p ocesses and products are liable to become rapidly out dated
1t has therefore been pressed that the rate of deprecration allowed
under the Income tax Act 1s inadequate and that higher rates
should be allowed In this connection it may be stated that
the Income Tax Act provides a rcwonable allowance for the
exhtu tion, wear and tear of property used in the trade or busmess

Tud ar ble all bsol The calcula
tion of (Tcprecxanon 15 only notional and whle 1t 15 possible that
there may be a rapid rate of deterioration the case of some
plant and machmery, in others the value of net fixed assets may
be greater than assumed, owing to lower meidence of actual
deterioration  Further, the deprecintion funds recovered pen
odically are usually utilised either as working caprtal or for mvest
ment 1n securities outside the busmess or for further expansion
and by that process also they earn a certain amount of return
When ‘the funds are used to run business as working capital, they
are transformed into current assets, thereby reducing the need
for current borrowsng  If however, the funds are used 1n securities,
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they earn intersst or dividends. If such returns m"‘.rcmvutcd
the resources for rcp.‘.,::ncm would be further augmented a

would provide additional sums which ean be utilived for ﬁzmncmg
replacement of worn-out assets.  On the other hwd, when the
dep-cciation 1+ wilized for expansion. fu-ther depreciation on the

.~ ¢

new o!** 5 is recovered mm'xwh costs from the time the added

machinry starts production & and is also cligible for tax relief
on acenunt o development rabate. Tous oves o period, the de-
procin on ded vl dhe industry will be more than what is allowed
wnd e the Tasome-Tax Act. Wo are thereiore unable to accede
to the ndu 175 ~cguest to provide fo- hicher deprociction rates
1 e CHHm LS of cosix

28.1.21. Jost of transmitted iochmology.—It has been
stated 3.0 fore g enliabos wan n\:rmits not only e right 1o
work p:.‘c'lt-. Enow-how and other ancillary services but to a iarge

extont Lt e min advance eechnology and mana gement practices
which cor bie o 'I=* deved opment of the pardeuiar indut v
In the lony qua it alo comribute, o dez-2:ing the co.mtr}

dep nd nes on mmpo-ts and help, to inc-eaws cxnocts.  In other

word . the bewhs a\‘;ti‘.b‘c from eolliboratinn: are

1. R it o work patents, know-how and anctilary services.

2. .vurb;::o,méd»' ro the dovelopment of  industry by
ransiaitted technology.

3. L -p thus p ovided for reducing the dependence on imports
and mc-easing expors,

While itr1 No. 1 is paid for, no additiuis to cost or return are
¢+ allowed for wtems 2 and 3.

The ‘ndustry has also represented that the profits earned

by a number of companies in India result from the fruits of research

vhich a~¢c made avatlable through a variety of collaboration agree

mems, and such expend.ture is incurred in the country and not

shown towards cost. It desires that a notional quantum of such

costs should be adopted for purposes of arriving at fair ex-works
prices.

28.1.22. Pfizer has argued that expenses incurred on behalf
of the unit by the parent compaay for which no coatribution
is made should be adopted as an item of cost. These items of
expenditure have been mentioned as follows :

1. Basic research & development,

2. Products & formulations development.
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Technic | assstance m the form of Lnow Low
Deyign enrincering & construction ervices

Patents and trade marks

Trunmg of ttchmenins

Asustance i the local development of nev p oducts
and proce ses

Trunimg of ley personnel in management techniques

LU~ ST I

© o

As stwnce in the improvement of quality control standard.

10 Asntance in the unpeovement of producti n yields
baced on locil conditions and v 1y f Jocol materials

11 Supply of cl neal trra) datr obtared fromdufic e poots
of the world m respect of each of the drug

12 Supplv of product pronotion It dfl ¢ hem nd ud s
from U pares of the orid

13 Micketing techniques based on th  expericnee  ganed
mn serversl other countries

14 Mnanagement controt & ¢ hmipu . he arus of ad
numstrynion and finace

It has Leen suguested that the exnenses mcwred by the parent
company 1m the ease of the ¢ would be equivilent to four par cent
of the siles turneser and should be ncuded

28123 Our approach on this wsue  that kno v how and
rescarch  are paid for through rayalts g eements »nd where
there 1+ equity participation, by profit shaane  In the case of
unit- wmea wotk 05 ub idienzes of la ger forcign orgam  tions
their ability to function in thus country and to pro per 1n comp.tition
with the rest of the mdigenous industry n 1 self 1¢ the reward
for the supenior technelegy or lnow how which they bring
with them  No ddruonal payment for the same would be  war-
ranted  The existence of 1 market where mvistment can be made
and profits secu ed 15 the reward for Any contributions which
are mude by the parent organsauon m the form of mtangible
costs

28124 Escalation for futors rise in prices —
A plea has been entered that 1n view of iflationary tendencies
future co ty should contam an element of escalation based on past
experience  These assumptions, if made, would be hypothetical
and may not ultimately be found correct We have therefore
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Avoided any conjectural increases in material costs for the future.
On the other hand we have ob:erved that the same raw materials
have been procured by different manufacturers situated within
the ~ame area at different prices andd the variation has been
sioepeficant ‘n certain casen. We expect that the  manufacturers
would try to lacate, in future, oucees which would make
available raw materials at campetitive prices. We hove evaluated
the material ¢costs an the basis of the latest prices, in acco-dance
with our wnal pract’ee and no provision of an ¢iealation in the
future  cods  wan  comsidered  neceary,

28125 Return.—Overall profitability of the industry accor-
ding to the two samples iz {2} of the units ensted and (b)
o1 mo.t Luge units whose balanee heaety were made avaiiable to
us  ha been doeneed in Chaptee 270 In Chapter 31 we have
further dircussed the ivae of the rate of return and heve arrived
at switablie rates which b ove boen added 1o the eost of basic drugs
as well as that of formulation:.

28 1 26. Bonus.—The industry s argued that the payment
of bonus 1. a long term contractual oblization which iy 1lowed
as a tuxable expanditure for incmne-tax purposes and th w it sees
no jut ficatien for disollowing thi, in the computation o product
costs.  In support of this argument, it has stated that in a study
conducicd by he Indian Me ch s’ Chamber in collsboration
with th  Inuiwte of Chartered Accountants, an ob.civation has
been mede that legally as well as m the effeet the entive concept
of bonus has completely changed in recent years. In practice,
it is no longer an ex-gratia payment dependent solely upon subs-
tantial profit, ie., profits mede bLoyond reasonable expeciation
or beyond what is regarded a. reasonable return. Bonus to
exmployues is thus, in prac.dce, rega ded by employees and Adju-
dicating Tribunals alike as an addiutional cmolument legiti-
mately 10rming part of the wage strus ture in an endeavour to raise
the minimum fair wage to the level of living wage.

28.1.27. While there is some force in the above contention,
we consider that bonus is an acrangementstipulated uader the
Bonus Act, for the purpose of sh . g the total profits by the em-
ployees as well. The Act was the :esult of continued discontent
between the employces and the Management because the employees
felt that they had a right to a share in the profits of the company
in so far as they had played a vial part in contributuig to its
profit carning capacity. Any payment made out of app-opria-
tion of profit cannot be considered as an element of cost.  Further
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under the Bonus Act, pryment of bonus 13 conditional For?
new establishments will be required to pay bonus only for the
accounting year iz which the cmployer makes 2 profit from such
estabh hment  or from the sinth rccountng year i wnich the
p oducts menufactured in the establishment are sold, whichever
15 ¢ thier  Agun, of there 1s no wplus, and there 15 no amount
or «ufficient amount carried forward for the purpose of payment
of the miimum bonus lard down at § per cenr of the salary or
Rs 40 whichever 1¢ Iugher, then such amount or the deficiency

will b~ carried over for bemg set off in the succeeding ccounting
year  Ivas, therefore, clear that bonus 1s puvable only if there

1v a profit and though 1 minimun of 4 per cent 1s pavable even

of the € 15 no v ofit 1 2 particular year that can b~ treated

only 1 .n advance to be adjusted in >ubsequent years when p ofits

are " rable  Howe er, the bonus which aims at ncreasing the

produc vty of fabour like the production incentive bonus can

e ~dmitted by us as an wtem of eo ¢ But the bonu, pavable

w der the Lonus Act wilich does not contribute to productivity

but 1 only an appropriatiot of profit hould, in our opinion

be kept out of cost It will at the same tume be wrong to assume

that we do no gie any consid-+ t101 for the payment of bonus

merely becau e ats meidence 15 not included 1n cost  Although

we do not conarder 1t as an item cf €o t we recognese the hability

of the company so {ar as payment ol  bonus (under the Bonus

Act s eoncerned by adding an appropriate amount in the return

allowed to the industry 8o far as the final price 1s concerned

1t mnhes no difference whether the me dence of bonus payment

15 mcluded 1 cout or m the retuen added to the cost

28128 TLach of the basic drugs 1eferred to us for mqury
has been dealt wath separately in the following paragraphs —

282 “Vitamin A—Palmitate”

2821 There are only two firms 12z, Glaxo Laboratories
(Indin) Pit Ltd, and Roche Products Ltd , both of Bombay which
produce ‘Vitamin A—Palmutate’ in the country from lemon grass
ol Th~se compames have good costing systeme and costs have been
ecxamuined for the year ended 30th June 1967 in the case of Glaxo
Labs =21d 31st December 1967 in the case of Roche Products
Excert for a few raw matenals, other materials used in the pro-
duction are not comparable in these units Roche Products
produces Vitamun Acetate Crystalline, and thereafter Vitamin A
Palmitare (bulk) and converts it mnto Vitamin A Palmitate com-
mercial  Glaxo Labs exports a large quantity of Beta Topone
and only a small portion 15 utilised i the production of Vitamn,

36—1 T C Bom|70
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A Palmitate, viz., about 10 per cent. Glaxo Lbr. produced in
the past certain other basic drugs also which have since been
given up. Formulations from these selected basic drugs as well
as other basic drugs are done at both these units ; besides, Glaxo
Labs. has a department for food products.

28.2.2. During the costed period Glaxo Labs. produced
4.3 m.m.u. and Roche Products 14.3 m.m.a. of Vitamin ‘A’
Palmitate. The capacity utilised by Glaxo Labs. was very low.
In developing the estimates for future, we have adopted a pro-
duction level for each company of 15 mumu. of Vitamin ‘A’
Palmitate in consultation with the Assessors and on the hasis of
the demand, off-take, etc. both as basic drug and for use in for-
mulations, The estimates are summarised below :—

“Per 1000 m.ia.

Glaxe Roche
Labs. Products
Rs. Rs.
(a) Materials . . . . . . 118-30 102-26
(b} Conversion charges . . . . . 200-71 195-27
{c) Total factory cost (Bulk) . . . . 320-01  ,297-53
(d) Packing . .- . . . . 4-26 2.88
(@ Royalty . . . . . . 24-43
{) Research . . . . . . . .. .
(g) Selling expenses . . . . . . 16-00 . 15-12
(h) Total cost . . . . . . 36470 315-53
(i) Return . ; . . . . . 36-06 66-02
() Fair ex-works price . . . . . 40076 381-55
(k) Existingselling price . . . . 56406 54642

28.2.3. Materials.—The material costs are fairly comparable
and the minor difference between the two companies in this item
is due to dissimilar materials being used as the processes of
manufacture are different. By and large, the material costs
may not be viewed as unreasonable in the present circumstances.

28.2.4. Conversion charges.—The conversion charges are

comparable as the production is practically taken at the same level
for these two units,

.
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2825 Packing.—Dunng 1966, Roche Products had not
made any sale of this basic drug as such to the market but had
<onsumed 1t in the production of its own formulations The
company has now entered the market for sale of Vitamin A 1n
bulk  On the other hand, Glaxo Labs has withdrawn 1ts sale
of bulk drug from the marhet and has since started concentrating
on the formulations only The packmg materials cost for Roche
Products has been esumated at Rs 2 88 and for Glaxo at Rs 4 26
per 1000 miu depending on the sources of purchase and the
type of packing materials used

2826 Royalty.—This 15 applicable only to Glaxo Labs
and has been allowed at Rs 24 43 pcr 1000 m 1 u Roche Products
does not pay any royalty

2827 Research.—No provision has bcen made under this
head as there was no specific expenditure for this product in both
the companics

2828 Selling expenses,—This 1s esumated at 5 per cent
of the frctory cost

2829 Return.—For reasons stated in Chapter 31 return
has been provided at [5 per cent on caputal cmployed

28210 Fair ex-works price.—Tor fiung the farr price
for Vitamin A (Palmitate), after discussion with the Assessors
we have come to the conclusion that the weighted average cost
of Glaxo Labs, and Roche Products should be taken On this
basis, the price works out to Rs 391 per 1000 m:u

28 3 Vitamin B12--Crystalline

2831 Vitamin BI2 1s exclusively manufactured m India,
by Merck Sharp & Dohme India Ltd , at 1ts factory in Bhandup,
Bombay A major part of the share capital (60 per cent) 1s held
by the foreign parent pany, Merck & Comp Inc, USA
Besides, Vitamuin B12 and its formulations, small quantities of
Prednisolone was also produced 1n the past but this has since been
miven up

2832 The company has a good costing system  The actual
costs for the year ended 30th November 1966 were exammed
]gu2rmg that year the company produced 4G 178 kgs of Vitammn

i, . i i B

of )
Vit
cobalamin  In the estimate for future, the optimum production
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level has been adopted at 45 kgs. per annum in consultation
with the Assessors assuming the same pattern of sale as in the past.

28.3.3. The estimate of costs for f{uture based on 45 kgs.
per annum of Vitamin B12 Cryrtalline is given below :—

Estimate for future

Rs. Gramme

(a, Materials . . . . . . 33-08
(b) Conversion charg-s . . . . 55°48
{c, Total factory cost (Bulk) ) ) ; 8856
(d. Packing . . . . . 0.79
{c, Royalty and research . . . —_

() Sclling expenses . . . . . 4.43
(g) Total cost . . . . . 9378
(hy Return . . ) . . 20.06
(1) Fair ex~-work price . . . . 113-84
(j) Existing sclling price . . . . 119.20

28.3.4. Materials.—The total material costs have been
assessed at Rs. 33.08 per gramme of Vitamin B12 for future of
which 77.3 per cent rcpresents the imported items.

 28.2.5. Conversion charges.—The total conversion charges
estimated for future amount to Rs.55.48 per gramme.

28 3.6. Packing cest has been estimated at Rs.0.79
per gramme,

28.3.7. Royalty and Research.—There is neither royalty
payment nor research expenditure for this basic drug.

28.3.8. Selling expenses.—The company prcduces Vitamin
BI2 both for its own consumption in formulations as well as for
sale as such to outside parties. Selling expenses have becen pro-
vided at 5 per cent of the factory cost, viz. Rs. 4.43 per gramme.

28.3.9. Return.—We have provided return at 15 per cent
on cap.tal employed, viz., Rs.20.06 per gramme.

28.4. Vitamin ‘C°

28.4.1. Vitamin ‘C’ is produced only by one company viz.,
Sarabhai Merck Ltd., under a collaboration agreement with
Messrs. L. Merck A. G., West Germany, for a period of 20 years

from May 1958. No royalty, however, is contemplated in the
agrecnlent.



539

2842 The company has 1 furly good svstem of costing
and costs of manuficture of Vitamin G were exammed for the
year ended 31st March 1967  The paid up capital was Rs 16 5
lakhs and the volume of turnover for the costed year wa Rs
233 4 hkhs for all 1« products No formulitions h weer,
are made from the basic drug

2843 The hicented capacity of Sarabhai Merck 1 for n
production of 120 tonnes of Vitornmn € per annum  During
1966 67 the company exceeded this level, and produced 135
tonnes The Assessors were of the view that the existie plantis
capable of giving a larger output mz, 180 tonnes and therefore
the optimum production level of 160 tonnes per annum ¢ 90
per cent of the capacity) could be adopted for cost a ~sment
purposes The main reason why a Iugher production ¢ 1d not
be attaned m the earlier years was stated to be that large mports
were then allowed nto the country which resulted m the curtail
ment of indigenous production  Since there 1s 2 ban on mports
now, 1t should be possib’e for the company to ach eve ful uniisa
tion of capacity

2844 Based on a production of 160 tonnes of Vitammn C per
annum, our estimate of future has been burlt up as shown below —

Est mate
Items -

(tuture)

R (kg

(a) Materials . . . 31 53
(b) Conversion charges 35 44
() Total factory cost (Bulk) TTd
{d) Pack ng Y

(¢) Royalty e e e e

() Rescarch e . .. . 032
(g) Sell ng expenses 015
{h} Total 60 97
(1) Return 673
(1) Fair ex works price 7 70
(L) Exst ngselling price 73 0

The surplus margin available 18 small

2845 Materials —Five imported materals and 31 md:
genous chemicals are used in producing Vitamin ‘G The value
of imported materials constitutes about 39 per cent of which Acetone
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alone works out to about 31.4 per cent. Two major indigenou s
items wiz., Dextrose and Qaustic Lyc account for about 47.8
per cent in value of the raw material.

28.4.6. Conversion charges.—Thc conversion charges have
been estimated at Rs. 33.44 per kg. afier taking into account
the increascd production for future. The recovery of Vitamin C
from Pure Sorbitol is about 36 per cent which is very low in com-

parison to the 60 per cent recoveries  available to units in
LEuropec.

28.4.7. Packing.—Vitamin C is sold in bags for bulk
and in containers for small quantitics. Packing cost has been
estimated at Re. 0.51 per kg. for bulk.

28.4.8. Research and Development.—A small laboratory
is maintained where rescarch on a minor scale is carried out.
This cannot be viewed as in the nature of regular rescarch for the
development of the product infuture. A sum of Rs. 0.47 lakh
was spent in 1966/67 and after minor adjustments the expenditure

under the above head has been estimated at Rs. 0.32 per kg. for
future.

28.4.9. Selling cxpenses.—The total cxpenditure in the
sales departiment during 1966-67 was about Rs. 5.03 lakhs and
this related mostly to salarics and wages. As practically the
entirc production is given to another company within the same
group of industrics which may not nced a selling organisation of
this magnitude the selling expenditure appears to be excessive.
A provision of Rs. 2,000 per month should, in our opinion be
adequate and this would work out to Re. 0.15 per kg.

28.4.10. Return.—A 15 per cent return on capital employed
has been provided which works out to Rs. 6.73 per kg. Since
thc commencement of business in 1958-59, the company had
been continuously accumulating -losses which reached a peak
in 1963-64 when it stood at Rs. 81.12 lakhs. Thereafter both
production and sales improved and the losses came down to Re.
13.20 lakhs in 1966-67. But subsequently the position deteri-
orated because of imports of Vitamin ‘G’ by other parties thereby
retarding the sales potentialitics of Sarabhai Merck. The tide
should turn in favour of this company because of the present ban
on imports of Vitamin ‘C.

N

28.5. Sulphadiazine

28.5.1. May & Baker Ltd., Bombay and Atul Products
Ltd., Bulsar had been manufacturing this basic drug. Since the
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latter discontinued 1its regular production in 1967, May & Baker
was selected for costing of sulphadiazine as well as 1ts formula.
trons

2852 May & Baker has an wnstalled capacity of 210 tonnes
of sulpha drugs per annum but 1t had to limit us_production
far below ste capacity owang to mnadequate demand  Even duning
the costed period the production was only 95 5 tonnes which
was about 45 per cent of the mnctailed capaaty This heavy
underutilisation of capatity has been explained by the producer
as dut to Heavy mmports of foreign sulpha drugs  The import
of sulphadiazine was allowed for the reason that acetyl sulpha-
diazing, the penultimate intermediate from  wiich 1t 13 manu-
factured, was being imported and it was found uneconomical
to import the finished product  Now that this unit manufactures
the drug from basic materials the necessity of imnport of high level
intermediates at a high cost will be obwiated According to
the Government import control poticy there 1s a ban on :mports
of sulphadiazine and ths should stimulate the demand for the
domestic sulphadiazine and provide an incentive to the company
to step up its production In view of tiis 1t would not be un-
reasonable to adopt the optimum capacity utihisation of about
190 tonnes per annum  (t¢ 90 per cent of the capacity) Of
this about 90 tonnes wall be i the form of sulphadiazine

2853 The estimates of future cost and price based on the
production of 90 tonnes per annum of sulphadiazine are given
lot

Estimate
Rs [hy

(a) Materials 41 50
(b) Conversion charges 11 51
() Total factory cost 53 01
(d Packing i3
(e} Royalty and research

(f) Selling expenses

{g) Total cost 54 26
(h) Retura 4 63
(1) Fair ex works price 58 89

{1 Existing price No price
fixed
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98.5.4. Materials.—The company uses four imported and
17 indigenous chemicals in the manufacture of sulphadiazine.
The imported materials account for abhout 77.6 per cent ol the
total materials cost of which 53.7 per cent relate to Aminodiazine
and 17.9 per cent to Acetanilide. The major indigenous material
is Chlorosulphonic Acid which constitutes 14.4 per cent of the
total material cost.

28.5.5. Conversion charges.—These have been estimated
at Rs. 11.51 per kg. indicating a reduction of about 34 per cent
for an increase in production of about 26 per cent.

28.5.6. Packing.—Since the company does not sell sulpha-
diazine as such but consumes it exclusively in the manufacture
of its own formulations, the cost of packing materials used for
storage only has been included in the estimate. The amount
allowed is Rs.1.25 per kg.

28.5.7. Research and Development.—No expenditure has
been specifically incurred for the development of this basic drug
but the expenditure on the maintenance of the laboratory has
been included under overheads incorporated in conversion charges.

28.5.8. Royalty.—No royalty is payable in respect of sul-
phadiazine. ’

28.5.9. Selling expenses.—Since this basic drug Is not
sold, the question of providing any selling expenses does not arise.

28.5.10. Return.—This has been provided at 15 per cent
on the employed capital which works out to Rs. 4.63 per kg..

28.5.11. Fair selling price.—Although the company does
not market this product, for the purpose of working out the costs
of formulations we have decided to adopt the price estimated
for this unit, namely Rs. 58.89 per kg.

28.6 Penicillin

28.6.1. Four units including I.D.P.L., Rishikesh, have been
licensed to manufacture Penicillin in the country. The other
three units and the capacities licensed to them are : Hindustan
Antibiotics Ltd., Pimpri—84 m.m.u.; Alembic Chemical Works
Co. Ltd., Baroda 20 m.m.u.;.and Standard Pharmaceuticals
Ltd.,, Calcutta—20 m.m.u. All the three units were originally
selected by us for assessment of cost. Subsequently, however on
the advice of the Assessors, Standard Pharmaceuticals Ltd., was
dropped. Although no orthodox costing system exists in both
these units, data were available to develop cost on a fairly reason-
able basis. Cost of manufacture were assessed for the year ended
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3lst March 1967 at Hindustan Antibiotics and the vear ended
31st December 1967 at Alembic Chemncal

2862 Hind Antibioti This 15 an ant ot
project set up in India under the Joint Plan of Operations between
the Government of India and the World Health Orgar ation
{(WHO) and the Umted Nations International Children  Emer
gency Fund (UNICEF) It was mentioned that the Strun whch
was developed in 1ts own laboratory and 1s now bemng used 1s
very much lower i cost than envisaged s the origmal project
report The entire share holdings of the company belong to the
Government of India and the present capital amouxnt to
Rs 247 26 lahhs It has been paying dividend conssstently at
10 per cent The company has a comparativelv larger number
of Reserve Accounts than whatis normally seen in any 1 vate
owned concern

2863 Alembic Ch ical,—The pany, asits 1 me con-
notes, was originally set up for manufacture of Alcohor Itk Pemcil-
lm plant was erected m 1960 and 1t went into production n the
same year ‘The share capital as on 31st December 1966 stood at Rs
207 66 lakls Out of the total sales turnover in 1966 of Rs 626 59
lakbs, Pemc'hin (bulk) accounted for Rs 78 34 lakhs repre-
senting 12 5 per cent of total sales turnover

28 6 4 Production.—Production at Hindustan Antibiotic
durmg 196667 was 65 73 mmu ndrcating a utibisation
«capacity of 78 per cent, while in Alembic Chem 1cal the product on
during the costed year 1967 was 253 85 mmu with a capaaity
utilisation of 52 per cent Future production of these units has
beeiestimated at 72 mmu and 30 mmu per year respectitely
Although we are aware that Alembic Chemical produced about
40 mmu m 1966, we have adopted a lower capacity utiisation
for future as the company considers 1t difficult to market Perucitln
1 excess of 30 mmu nnually According to the comprny the
total capacity for Pemcdllin licensed in the country ts far in excess
of domest.c requirements and therefore, 1f the optimum capacity
1« realised by each of the licensed units, the country will
be faced with an over production of this basic drug 3s the
nternational prices of Pemcillin are  comparatively much lower,
1t will not be possible to find an outlet in the export market
for the excess production unless Government subsidise the
ndustry for losses incurred on exports Further, unlike Hindustan
Antibotcs, Alembic Chemical does not  produce  streptomycin
and so 1t7does not have the benefit of tying up sales of penucillin
with streptomycin which 1s said to he the normal trade practice
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Penicillin bulk 1s sold in the market under different categories
So far as costed umits are concerned, Sodwum Pencillin‘G’, Potas-
stum Pemicilhin *G’, Procaine Peniccillin are manufactured by both

P tiin “V* 15, § , manufactured by only Hin-

F
dustan  Anttbiotics

28 6 6. Materials

28661 In the case of Hindustan Antibiotics, the cost of
materials will remamn prac tically the same in future also for each
category of Pemailin This 15 because the company has fixed
standards for quantity per umt of the product and during the actual
period very Iitle varation was noticed between the standard
and the actual For the purpose of cstimates the total cost
of materials has been arrived at on the basis of the standard
usage at the latest procurement rate, both for imported and indi-
genous materials  No additional provision 1s considered neces-
sary

28662 Alembic Chemical does not have any standard
consumption factor and the material usage for the future has
been adopted on the bauis of actuals because the company has
emphasised that there 1s no further scope for economy over the
actual consumption During the costed period the consumption
efficiency was 1n the range of 80 per cent to 90 per cent related
to mput

2867 Conversion cost

28671 While estimating the f{uture conversion cost for
Hindustan Antibiotics, account has been taken of the revision
of the scales of wages and salartes  Provision has also been made
for planned additions to labour and staff to acheve ugher output,
as well as other known items< of additional expence like ‘insurance
premia’  Additions to plant and equipment and also replace
ment of sucn items a® have been approved by the Board of Directors
have been admutted for the purpose of depreciation catculation
The overall effect on the total conversion cost 15 that 1t does not ref
lect a sub: 1al economy i Hind Antibotics 1 spite of the
Tugher output of different 1tems assumed for the next three years

28672 In Alembic Chemical, as the production level 1s
a restrictive factor, no addition to labour, staff or plant and
equipment has been admitted The conversion cost has, there-
fore shown a decline for the Ingher level of production adopted
for future
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28.6.8. Packing.—Cost of packing is slightly higher in
Alembic Chemical.

28.6.9. Royalty and Research.—No royalty is payable by
cither of the companies, Expenses on rescarch between the two
companies show variation exeept in the case of Potassium Peni-
cillin.  Alembic Chemical has  only one basic product. w2z,
Penicillin, and a larger proportion of research expenses ha: there-
fore been allocated to Penreillin, But in Hindustan Antiliotles,
Penicillin constitutes one of the bade drugs mamfectuied by the
company. Tt, thereipre, bears only the ecoriesponding share
of (he total rescarch expenses incurred at that unit,

28.6.10. Selling.——The selling arrangement of Alemb’c Che-
mical has undergone 2 radical change with ceffect from Ist Junuary
1967. The company has taken over the sales campaign by sctting
up 27 branches throughout the country. Necessary adjust-
ments to selling expenses have been made.  In Hindustan \nti-
biotics, however, the sclling activities are mainly waiched by a
department in the Head Oflice at Pimpri.

28.6.11. Return.—This has been provided at 15 per cent on
cemployed capital.

28.6.12. Bulk Price.—As regards bulk-price, we consider
that the estimated fair price for Hindustan Antibiotics should be
adopted.

28.7. Streptomycin Sulphate

28.7.1. Licences to undertake manufacture of Streptomycin
Sulphate were issued to three companies, namely, ILLD.P.L.,
Rishikesh, Hindustan Antibiotics Ltd., Pimpri and Synbiotics
Lta., Baroda. Of these, I.D.P.L. has only installed the capacity,
and is still at the stage of experimental production while the
other two havc already gone into production and we have sclected
them for cost study. As stated ecarticr, Hindustan Ant.biotics
does not have a proper costing system, bui data were available
to develop cotts on a fairly reasonable basis. On the other hand,
Synbiotics has a good system of accounts. Cost data were exa-
mined for the year 1966-67 at Bboth the companies.

28.7.2.1. Hindustan Antibiotics has collaboration with Merck
and Co. of U.S.A. for setting up the Streptomycin plant. The
licensed capacity of the plant is 90,000 kgs. The company has
already achieved an output of 7,000 kgs. per month, equivalent
to 84,000 kgs. a year. It has applied to Government for expansion
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o"its capacity to 160,000 kg per annum but Government have
postponed consideration of the apphcation for the time bemng
Production has been estimated at the optimum capacity of 80,000
Loy per annum

28722 It may be pomnted out that even though the com-
piny ntcipauted that 1ts cost of production of Streptomyem
Sulbe w Hnot b less than Rs 300 per kg at retamed the sclling
prce w Rs 170 per kg until Ist October 1965, on the capec
taton that when the plant was doubted up, the resultant cconomy
wil bt nz down the cost of produrtion to around Rs 175 pes kg
This hiowever, has not been achieved primanily because the cost
o m~ ol hept on mcreasing Losses mcurred  on sales of
Suep men wue, however, recoveted through sales of Pemu-
culin 1 ehing them on the selbing price of the latter  Effective
from 24th January 1967, Government incrcased the selling price
of S epromyan (bull) to Re 295 per Lg a‘ter examination
o the vost by the Muctry of Timance  Government lIso paid
to th~ « mpany an amount of Rs 12 73 lakhs beng difference
Betw ~n the fair and actual <ewng prices of Sucptomycn for
the prrcd prior to the revision of the sclhing price

22 731 Synbiotics was formed 1in December 1961 ' financial
collaborar an with Karimchand Premchand Pvi Ltd and Ohin
Mathe n Chemical Corporation of US A Tt does not have
to pav any royalty to ats {oreign  coll~borators as they have a
puic pation i the equity capital  The pard up capital as on
31st March 1967 was Rs 7500 lakhs The total amount of
loans outstanding as on the spme datc was Rs 149 40 lekhs
o wh i Rs 134 40 lakhs w~s obtained from the Agency fo
Internanional Development and Rs 15 00 lakhs from the Chemical
Bank New York Trust Co  Total sales realisation during 1966 &7
amountcd to Rs 199 27 lokhe wluch included Rs 6 79 lahns
on account of subsidy received from Government under Stiep-
tomyc nt account  Sales realisation on account of Streptomycin
amounted to Rs 37 86 lahhs representing about 19 per cent ot the
total realisation

28732 The installed capacity at Synbioties 15 40,000
Lgs  per annum which 1s also the hcensed capacity During
1966-67, production of Stieptomycin Sulphate was 39,090 kgs
Future production has been assumed at 50 000 kgs te, 25 per
cent haghe~ than the licensed capacity which, we understand
1 perr;\slslblc under the Industries (Development & Regulation)
Act, 195
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28.7.4. A summary of the future costs and prices of Strepto-
mycin in respect of both the companies, estimated on the production
levels mentioned above, is given in the following Table

Hindustan
Antibiotics Synbiotics

Rs./JKg. Rs./Kg.

(a) Materials . . . . . . 18214 132.72
{(b) Conversion charges , . . . . 110-81 113.79
{c) Total Factory Cost . . . . . 292-95 24651
(d) Packing . . . . . . . 0-96

{e) Royalty . . . . . . . 5-60

{f) Research . . . . . . . 2-18 .
{g) Selling expenses . . . . . 1.11

(h) Total Cost . . . . . . . 302-80 246.51
() Return . . . . . . . 68-8¢ . 27-99
(i) Fair ex-works price . . . . . 371-64 284-50
(k) Existing sclling price . . . . . 295-00 295-00

28.7.5. Materials.—The total material cost estimated at
"'Rs. 182.14 per kg. for Hindustan antibiotics shows an increase
of 29 per cent over the actuals. The costs are not, however, strictly

' comparable because during the costed period, as a result of pro-
" cessing difficulties, 6929 kgs. of Stieptomycin had to be recrys-

tallised. Expenses could not be itemised on a scientific basis.
It would be observed that the cost of raw materials in the case
of Hindustan Antibiotics is about 37 per cent higher than that
of Synbiotics. Since the processes adopted by the two units
are dissimilar 1t was not possible to equate the cost of the higher
cost unit with that ot the lower cost unit or to pinpoint in the cost
analysis items either of usage or rates where higher costs may be
evident. We tried with the help of the Assessors to investigate
into the scientific basis to the higher material cost of Hindustan
Antibiotics but could not reach any satisfactory conclusions.
We have therefore shown in the table materials cost as claimed by
the unit. These high material costs are however not significant
since we have decided to adopt the lower of the two prices in
the expectation that Hindustan Antibiotics will try to reduce the
cost of materials or that of conversion in order to reach 2 cost
of production at a level similar to that of the other unit. In
Synbiotics, increases were evident in the costs of both imported and
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mdigenous materals as well as 1 the consumption factor of
most of the matenals Although the total matenal cost will
werease 1 the future by 47 per cent, the proportion of the value
of the materals obtained locally and by imports will reman
farcly steady

2876 Conversion charges—Whle for a production incre
ase of 2% per cent 1n Hindustan Antibiotics, the conversion cost
will come  down by 0 7 per cent in Synbwotics a production
mcrezse of 26 per cent will result in ruducing the conversion
cost by 13 per cent Dunng the costed period the latter
company obtained its supply ot power from Gujarat Elcciricity
Supply Board Consequent upon the mcrevse mthe { 1d of
agricultural Lift irmgation as well as s me plant difficult es the
Board mmposed a cut of 15 per cent v the power load during peak
hours The ‘Common Services Department® of the compunt has
smce sct up 1ts own dicsel operated gena.ting set to mi. up
for the shortfll of power requirement While electricrr ¢ om
grid costs 10 to 11 pase per KWH_ the cost of self g 1 ated
powtr works out to 20 paise per KWH  We are informed that
the present difficult situition in regard tc power supph by the
Gujarat Electratity Sugply Board 1s fikely to continue for tf e next
few years  We have therefore adjusted the cost of power m Syn
botics after taking into account the fact that the bulk p wer
will be purchased and own generated power will be used
to the extentthe supply falls short of the total requirement

2877 Packing —The cost of packing material for uture
‘has been estimated for Hindustan Antibiotics at Re 0 96 per
Kg Synbiotics does not mcur any expenses under this ccount
as normally 1t transfers the entire production to 1ts sister concern
1n returnable contamers

28 78 Royalty.—Royalty 15 payable by Hindustan Anti-
‘hotics toe Merck & Co, U S A, on the net sale proceeds of bulk
Streptomycm  and  Streptomyan content in formulations It
15 payable at varying rates vz, 2} per cent on the first 45 tonnes,
2 per cent on the next 25 tonnes and 1} per cent on the balance
of the sales made m India  If any sales are made outside India,
royalty would be payableat 5 per cent  In the case of Synhiotics
royalty 1s payable to Sarabha: Chemicals on Streptomyein at
10 per cent of the prevailing selling price, notwithstanding the
fact that Olin Mathiesen Chemical Corpn which 13 the collaborator
for the manufacture of Streptomycn  This orgamsation alone
would be entitled to royalty, 1f any, but 1t has equity particpation,
profits from which take the place of royalty  There 18 no tecl nical
assistance, know-how or other forms of collaboration provided
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by Sarabhai Chemicals which may render payment of this royalty
justifiable. Though this payment has been termed as “‘royalty”.
it is in fact in the nature of a profit sharing arrangement which
becomes a discount on sales to the extent thesc are made to Sarabhai
Chemicals. Itisopen to the unit therefore to make these payments
from its own profit and it cannot be considered as an item o cost,
since the benefit accruing to the manufacturing unit in return
ol this payment is not apparent. We have therefore excluded
this item from thec estimated future cost.

28.7.9. Reseavch.—Hindustan Antibiotics maintains a
well-cquipped and modern research centre. The running cost
of the centre is compiled separately. It identifies and allocates
the shares of expenses on research and development to the con-
cerned products and then sets off the balance against the profits.
The company proposes to allocate a sum of Rs. 11,81,340, 1.e. Rs.
11 81 per kg. onaccorunt of rescarch expenses during the next
three years. We have, however, admitted the rescarch expen-
diturc at the rate incurred during the costed period, i.e. Rs. 2.18
per kg. Norescarch expenses are incurred by Synbiotics. The unit
forms a part of the Sarabhai group of industries, which maintains
Cenrtral Research Institute for the entire group. No contribution
towards research har so far bzen made by Synbiotics. Nor,
does 't proposc to make any contribution in the future.

28.7.10. Selling expenses.—The incidence of selling ex-
y -penses allocable to Streptomycin at Hindustan Antibiotics has
* been estimated at Rs. 1.11 per kg. The selling department of
the company is being expanded and distinction has been made
beiween the marketing costs and selling overheads. As regards
Synbiotics, no selling expenses are involved as its products are
transierred to its sister concern Sarabhai Chemicals.

28.7.11. Return.—Return has been allowed at 15 pér cent on
capital employed.

26.7.12. Bulk Prices.—We have come to the conclusion that
it would be reasonable to adopt the lower price of the two units.
The bulk price thus works out to Rs. 284.50 which may be rounded
to Rs. 285 per kg.

28.8. Chioramphenicol

28.8.1. Licences for manufacturing Chloramphenicol indi-
genously were issued to five companies, of which only three have
installed capacities. Of these we have selected two companies
for cost study, viz., Boehringer-Knoll Ltd. and Parke-Davis (India)
Ltd., both of Bombay, as the third company, Mac Laboratories
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Ltd , Bombay did not produce this drug during the period January~
June 1967 Both these companes have a good system of cost
accounting and costs were examuned for the year ended 30th
April 1967 n respect of Bochringer-Knoll and the year ended
30th November 1966 in respect of Parhe-Davis

2882 Boehringer-Knoll has an installed capaaty of 12
tonnes per annum for this drug  Dunng 1966 67 the quanuty
n processing was 12 885 tonnes and Chloramphenicol produced
as a_finished product was9 885 tonnes (: ¢ 78 per cent of capacity)
besides a large quantity in process as semi-fimshed The com-
pany has since expanded 1ts capacity by addiions to plant and
machinety, where 1t proposes to produce 22 tonnes per annum in
future This level has been adopted in our estimates of future
cost The factory does not formulate but on its behalf, formulas
tions are prepared cither by Rallies India Ltd  (TQF Dwvision,
Bombay) or Capsulation Service Private Ltd , Bombay on loan
hicences for which Bochrnger-Knoll pays service charges for
conversion 1nto formulations

2883 Parke-Davis has an installed capacity of 10 tonnes
per annum  During the costed year 1t manufactured 11 20
tonnes of Chlorampheniocal which was 12 per cent higher than
the capacity

2884 The Assessors have advised us that Parke-Dawis
will be switching over to the process of manufacture adopted
by Bochringer-Knoll 'We have therefore decided to base” the
future prices on the working results of Boehringer-Knoll A
summary of our estimates of futurc costs and prices 1s given below

Rs [Bg
(ad Materals ., ., .+ . . . . . 600
{b) Conversioncharges . . + .+ o« o o 16469
{¢) Total factory cost . .. - s . - 310 69
(B Packing  +  + 4 . 4 e v e -
(e) Royalty . . . . . . -
(i) Research . . . . . . . . -~
(®) Selhiog expenses N . . . . . -
(h} Totaleost . . . . o« .+ « . . 31069
@WRetun . . L. . . . 0 . . 4697
et
(3) Fair ex works price . . . . » * ;

{k} Exusting sellingprice . . . .
$7—1°T C.Bom [70 »

T,
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28.8.5. Materials.—Of the 11 imported chemicals used
by Bocliringer-Knoll during 1966-67 it expects to procure four
from indigcnous sources in futurc. Consequently, in our esti-
mates we have included the costs of seven imported and 32 indi-
genous materials of the aggregate valuc of Re. 146 per kg, Of
this total material cost, 34.9 per cent is accounted for by the
imported materials and the balance of 65.1 per cent by the
indigcnous oncs.

28.8.6. Conversion charges.——They have been provided
at Rs. 164.69 per kg. for a production rise of 71 per cent the
reduction in the conversion cost is about 12 per cent.

28.8.7. Packing, Royalty, Research and Selling ex-
penses.—No expenditure is incurred in respect of these items.

28.8.8. Roturn.—The provision for return has been made
at 15}\ per cent on employed capital which works out to Rs. 46.97
per kg,

28.9. Tetracycline Hydrochloride

~ 28.9.1. In addition to I.D.P.L. four other companics were
licensed to manufacture Tetracyclines in the country. These
arc Cyanamid India Ltd., Pfizer Ltd., Synbiotics Lid., and Hin-
dustan  Antibiotics Ltd. The last named company has sus-
pended production of this drug. Three units viz., Cyanamid,
Phizer apd Synbiotics were sclected for cost study. All the three
companics have good systems of cost accounting. Costs of
production have been examined for the year 1965-66 for Cyanamid

..+ and Pfizer and for 1966-67 for Synbiotics.

28.9.2. Capacity

28.9.2:1. The installed capacity of Cyanamid is 10 tonncs
of Tetracyelines, of which the production of Tetracycline (Hel)
during 1965-66 .was+1888.7 kgs. It was mentioned that utilisa-
tion of capacity of Tetracyclines is to be reckoned in terms
of, the number of fermentators harvested during the year. It is
understood that during 1965-66, the capacity was fully utilised.
Out of 100 ‘fermentat‘ors f:qr future production 30 have been allotted
for .harvestgng Tetracycline (Hel), which will give an estimated
output of "2310 kgs. of Tetracycline (Hel).

28.9.2.2. Pfizer manufactures this product at its Chandigarh
plant whose present installed capacity is 10,000 kgs. per annum.
It is undergoing expansion raising its capacity to 14,000 kgs.,
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by 1968 69 The capacity 1s for the combined production of
Tetracycl and tetracyel Production during 1965 66
was, however, 8,900 kgs  Future production has been estimated
at 12,300 kgs per annum

28923 As regards Synbiotics, Government have not sti-
pulated any himit for the manufacture of Tetracyclime and have
Ieft 1t to the company to produce any quantity without asking
for foreign equpment It raised its Tetracycline capacity from
4,000 to 6,000 kgs per annum on three shift 1n April 1967 Pro
duction during 1966 67 was 4,701 kgs  The plant of the company
13 a mult purpose plant for making antibiotics wherein the pro-
duction of Tetracycline and other antibiotics like Streptomycin
could be adjutsed according to requirement Actually, durimng
1967 68 the company expects to manufacture about 948 kgs
of Tetracycline (Hcl) and about 61,000 kgs of Streptomycin
In the light of anticipated product mix, future production of
Tetracycline (Hcl) has been assumed at 5,100 kgs per annum

2893 Estimates of future costs have been developed on
the basis of the above levels of production and are set out in the
followsng table

anamxd Pfizer Snb[xﬁucs
8

1Kg  Rs/Kg
(a) Matenals . . . 31312 16739 39253
(b) Conversion costs .. 30328 53851 348 14
(c) Total factory cost . . ., 61640 706 10 740 67
(d) Packing . .
(¢) Royalty « e . . 3498
(f) Research e 104 863 -
(g) Sclling expenses « . & - 341 N

(&) Totaleost « o . . . 65242 718 14 740 67
(WRetwrn . . . , . 568 10022 7959
{3) Fair ex works price T T 818 36 —EzFfe
(k) Exsung selling prce 1147 00 1147 00 1,147 0O




554
28.9.4, Materials

28.9.4.1. Cyanamid cxpects to use six imported materials
in future, comparcd to cight in 1965-66 ; but the total cost of
the imported materials will go up by about 34 per cent, mainly
because of the devaluation of the Rupee. In the case of indi-
genous materials also their total cost has increased by about 25
per cent. Consumption factors of many itcms have also  varied
and suitable provision has been made for them in consultation
with the company and our Assessors.

28.9.4.2. In Pfizer, the same materials will continue to be
used in the future as during the costed period. The total cost
of materials, both indigenous and imported will go up by 31.3
per cent.  In the case of imports, the rise in their value reflects
the incidence of the rupee devaluation.

28.9.4.3. As regards Synbiotics, although the total value
of materials will remain practically the same in the future also,
it is worth while to point out that material cost has been the
highest in this unit, although actual usage factors, when compared
with the standards did not show any significant variation. The
pattern of material usage, however, diflers from the other com-
panics. For example, Butonaol, which is imported, has a usage
factor of 27.615 kgs. per kg. of Tetracycline in comparison with
7.543 kgs. indigenous in Cyanamid and 2.796 kgs. indigenous in
Pfizer. Synbiotics uses imported dried yeast valued at Rs. 19.45
per kg. of Tetracycline ; this material is not used by other com-
panies. Other items of significant value used by Synbiotics
only, but not by others, are Dicalite imported at a value of Rs.
40.43 per kg. and Sugar at Rs..83.00 per kg. of Tetracycline.

28.9.5. Conversion charges.—For an enhanced output of
22 per cent at Cyanamid and 8 per cent at Synbiotics, the con-
version costs of these units show a reduction of about 15 per cent
and 23 per cent respectively. On the other hand the operating
charges at Pfizer will go up by.about 8 per cent even against
an assumed rise of 38 per cent in production, mainly because of
its’ higher depreciation charges and the implementation of an
agrecment recently concluded with its labour union. The con-
version costs were generally regarded as high ‘since the process
is similar to that for the manufacture of Streptomycin,

28.9.6. Royalty.—Royalty is payable by Cyanamid only
at 5 per cent of the value of basic bulk drug manufactured and used
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or sold m bulk for Ik btracy P cal-
culated on the baus of the world market price drtetmmed annually
at the begmming of the year by the Government of India  Thit
has been allowed 1n our estimate

2897 Research —Cyannrud and Pfizer incur expenses
on t&search This hay been allocated to Tetracycline (Hel)
on the basi of technical é&stimates furnished by the company
In the case of Synbiotics, research work for all 1ts products Is
done at the research laboratory maintained centrally for the
Sarabhai group of industries No contribution towards this

diture 13 lated by Synbiotics

2898 Selling exp —Nq iy, Gy d does not
sell Tetracychnes (bulk) to outside parties although a very small
quantity of 235 kg was sold during 1965 66 ~ Therefore, no
selling expnse has been included in the future estimate As
regards Synbiotics, although 1t 13 free to sell 1ts products  to any
party, in fact 1t sells its bulk to 1ts sister concern, Sarabhay Che.-
micals As no sales efforts are involved m the transaction, no
allocation of seling expenses has been made to Tetracycline
‘The company does not incur any expense even on packing material
beeause the product 15 transferred in returnable contamers In
the case of Pfizer, however, the expenditure on selling Has been
resteicted at Rs 3 41 per kg

2899 Return —A return of 15 per cent on capital employed
has been allowed

28910 Bulk price —For the purpose of buik sale, we con
sider that the Cyanamid price of Rs 709 25 per kg should be
adopted

2810 Amodiaguin (G qutn Hydrochloride)
PERTEI ' B .
. 1 -

has heen selected by us for of cost of Amod Parke.

Davis produces two basic drugs, Chloramphenicol and Ameodia
quin _Costs of both of these basic drugs as well as their formula.
tiorts have been examned by our Cost Atcotnts Officer for the
year énded 30th September 1966
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28.10:2. The installed capacity of Parke-Davis for the manu-
facturc of Amodiaquin is 36 tonnes a year but the quantity pro-
duced during the costed year was only 14.34 tonncs, representing
a capacity-utilisation of about 40 per cent. The company has
represented that as the drug was mainly purchased by the National
Malaria Eradication Project! and. Government departments,
the production is not likely to exceed the level attained in 1965-66.
TFurther, according to the company, the trend of sales in recent
months was downward. We are, however, unable to subscribe
to the view of the company as we consider that the recent fall
in demand cannot be treated as indicative of the trend during
the next three years. We fecl that!it will not be unreasonable to
assume an average demand of 20 tonnes for the future. Accor-
dingly, wc have adopted a production of 20 tonnes in our estimate.

28.10.3. Our cstimates of cost and price for the future are
set out below '

Rs./Kg.

(a) Material . . . . . . . . 87-00

(b) Conversion charges . . 12-50

. . . . . . 99-50

(c) Total factory cost . .
(d) Packing . . . . . . .

{¢) Royalty .
(f) Research

(g) Selling expenses

{h) Total cost . . . . . . . . . 99-50

(i) Return . . . . . . . 7-41

(3) Fair ex~works price . . . . . . .7 .106-91

(k) Existing sellingl;'pticc ‘ . .- . . . . No price
. Ce : fixed:

28.10.4. Materials.—The _materials form ,a major part
accounting for as muchi as 87,4 per cent of the total cost of produc-
tion, of which the share of one imported material, Dichloroqui-
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noline 35 about 77.1 per cent Acetylaminophenol 15 a major
indigenous material forming about 12 6 per cent of the total
material cost

28105 Conversion charges.—The conversion charges work
out to Rs 12 50 per kg showing a nomunal economy over the
actual period

28106 Packing, Royalty, Research and Selling ex~
penses.—These 1tems are not apphcable to Amodiaquin as the
entire production of this basic drug 1s consumed by the company
itself 1n producing several formulations

28107 Retwurn.—Thus has been allowed at 15 per cent on
emploved capttal It works out to Rs 7 41 per kg of Amodia-
quin

2811 Chloroquin Phosphate

28 111 Bengal immumty Co Ltd, Calcutta 1s one of the
unuss selected by us for 1on of costs of three basic drugs,
(1) Chloroqun phosphate , (1} Tetanus Antitoun , and (1)
I'N H (icomazid) The company produces the first two drugs
on a commercial scale, while in respect of the third 1t has switched
over to a new process of manufacture which 1s under development
In this paragraph we deal with the cost of only Chlorogquin Phos-
phate

28112 The costs of this company were exammed for the
year ended 30th April, 1967 and 1t was found that the company
has no system of costing for 1ts products No clear cut demarca-
tion of production and service departments was avatlable  Stores
account. were not valued for 1ssues to various departments and no
data on the time spent m respect of the dwerse items were also

lable In the cir costs were compiled on the basis
of the data furnished by the company in1ts reply to our question-
narre and discussions on costs held with its representatives

28 113 The plant of the company has a eapacity for 3000
kgs of Chloroquin on double shuft and ats production during the
costed year was 2729 kga , which 15 91 per cent of the capacity
As there 1s suffictent demand for thus basic drug, we have consi-
dered 1t appropriate to adopt a hugher production based on trple
shift working  Accordingly, the production level of 3 800 kgs
has been adopted for projecting  the future costs  Based on this
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our estimates of cost and fair price for the future have been cal-
culated as indicated below :

Rs./Kg.
(a) Materials . . . . . . . . . 158-38
{b) Conversion charges . . . . . . . 60-35

St o et

{c) Total factory cost. . . . . . . . 21873

(@) Packing  « . .« . e .. 3.30
(e) Royalty . . . . “ . . . . e
(f) Restarch . . . . - . . . . 6-58
(g) Sclling expenses . . . . . . . - 19_31
&) Totaleost . . . . . . . . . 23955
@) Return . . . . . . . . . (1998
(j) Fair ex-works price . . . . . . . ——335 53
{k) existing selling price . . . . . . . 275-00

28.11.4. Materials.—The company uses 4 imported chemicals

- and 12 indigenous chemicals in  the manufacture ~of

Chlosoquin Phosphate. Of the imported chemicals,” Diethyl
Ethoxymethylene Melonate and Diamine constitute about 66
per cent of the total material cost, while one indigenous chemical,
Methachloroaniline accounts for 17 per cent. )

28.11.5. Conversion charges.—On the assumed higher
production of 3800 kgs. the conversion charges have come .down
to Rs.60.35 per kg. In estimating these charges, cogunisance
has been taken of the increase in wages/salaries with referepge to
grade increments, but no p-ovision has been made for additional
hands for working the third shift as the existing staffflabour is
considered adsquate for the third shift operation also.

28.11.6. Packing.—This has been provided at Rs.3.30
per kg. in the future estimate.

28.11.7. Royalty.—The question of payment of royalty
does not arise as the company has not entered into any collabora-
tion agreement with other parties.
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28 11 8. Retearch and Daveslop The 5 n-
curred an expenduture of about Rs 4 65 lakhs during the costed
period 1n respect of (1) standardisation of all products , (1) quabty
control of matenals , (;11) development work , and (1) quabty
control of fimshed products and intermediates  The share relat-
mg to Chloroqun Phosphate has been estimated for the future
at Rs 25,000 per annum or Rs & 58 per kg

28119 Selling expenses.—The company’s claim under
this head amounted to Rs 52 00 per kg In our opimon this
is ven high  We have therefore decided to restrict the incidence
to Rs 10 94 per kg which wall be 5 per cent of total factorv cost

28 11 10 Return.—The return has betn allowed at 15 per
cent on capital employed

2812 Iodo-Chlor-Hydroxy-Qninolirte

28121 Todo chlor hydroxy-quinohne  has been licensed
for manufacture under two categories, vtz , Iodo chlor-hydroxy-
quimnohne and D1 1odo hydroxy quincline  Under the first cates
gory, ten compames have been licensed in the large scale sector
and 12 mn the small scale sector Of those 16 companies eight
each in the large scale and small scale secrors have instalied their
capacities  As regards D1 1odo-hydroxy-quinohne, licences have
been 1ssued to ten umts in the large scalesector and sixn the small-
scale sector and all have utihised capacity  For the purpose of cost
nssessment we  have selected nine umits in all ~ Among them,
four umuts, mz, Bengal Immumty, Biological Evans Synbiotics
and Gujarat Pharmaceutical have not commenced production
50 far , two other units, Standard Pharmaceuticals and Bengal
Chemucal, had to be dropped for the reasons stated in Paragraph
2811 Costs were therefore examimned at three umitc onlv East
India Pharmactutical Works, Alliance Trading Cotporation and
Neogy Laboratories, all of Caleutta The last two companies
belong to the small scale sector  None of the three companies
has any costing system In East Intha Pharmaceutical and
Neogy Labs records were, however, available from which cost
of production could be devéloped on a farrly reasonable basis
But i Allmance Trading mamtenance of records was far from
satisfactory

Even the value accounts for raw materials issued to manus
facture were not mamtamned Production records were also not
available  Accordingly, costs have been talculated on the basis
of the data furnshed by the company and adjusted wherever
deemed necessary
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28.12.2. East.India Pharmaceutical is a public limited
company. The share holdings as on 31st December 1966 amounted
to Rs.23.75 lakhs. The company has no borrowings. In
addition to Iodo-chlor-hydroxy-quinoline and Di-iodo-hydroxy-
quinoline it manufactures other basic drugs also. The company
has two plants, one for the manufacture of basic drugs and the
other for formulations only. The installed capacity for the manu-
facture of the two basic drugs is 12,300 kgs. and 4,200 kgs. respec-
tively per annum on .single shift. During 1966, the unit worked
two shifts for Iodo-chlor-hydroxy-quinoline and a single shift
for Di-iodo-hydroxy-quinoline. The production of these two
drugs during that year was 22,073 kgs. and 3,011 kgs. respectively.
The plants for the manufacture of these two drugs are separate
and production for the future has been assumed at 25,000 kgs.
for Iodo-chlor-hydroxy-quinoline and 4,500 kgs. for Di-iodo-
hydroxy-quinoline.

28.12.3. Alliance Trading manufactures basic drugs and for-
mulations. Its share capital as on 3lst December, 1966 was
Rs. 93,000. The company produces Iodo-chloro-hydroxy-quino-
line along with many other chemicals and drugs. The capacity of
the plant for the manufacture of the drugs under examination was
not furnished by the company as it is common for all chemicals.
A rough indication was, however, given that for drugs the capacity
.utilisation may be assumed at 20 per cent of the aggregate capacity

,for all products. Production during 1966 was 7,441 kgs. As

., against this, the future production has been estimated at 7,470
* -kgs. per annum.

28.12.4. Neogy Labs. is a three-member partnership concern.
The capital account of the partners as on 31st December, 1966
stood at Rs. 1.72 lakhs. The company manufactures both the
basic drugs, Iodo-chlor-hydroxy-quinoline and Di-iodo-hydroxy-
quinoline besides Bile Salts and Potasssium Iodide. It does not
manufacture any formulation. The installed capacity for the basic
drugs is stated to be 36,000 kgs. Production during 1966 was
6,538 kgs. of Iodo-chlor-hydroxy-quinoline, and 939 kgs. of Di-
iodo-hydroxy-quinoline making a total of 7,477 kgs. The utili-
sation of capacity was very low at 20.8 per cent only and this has
been explained by the company as due to inadequate import
licence for Iodine and 8-Hydroxyquinoline, The company
expects to get over the raw material difficulty in due course.
We have, therefore, assumed 'in consultation with the representa-
tive of the company the future production at 20,000 kgs. of Iodo-

chlor-hydroxy-quinoline and 10,000 kgs. of Di-iodo-hydroxy-
quinoline. ’ .
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28 12,5, The estimates of future costs and prices for the costed
units, 1n respect of both the baste drugs are set out i the follawing
Table .

Last Tadia  Alliance  Neogy
Pharma- Trading Labs
ceuty
cals

Rs/Kg Rs/Kg Rs/Kg

(a) Matenals . . . 34 37 28 10 36 17
{b) Conversion charges . 26 24 11 28 491
{c) Total factory cost P 60 6t 33 38 41 08
(d) Packing . . 040 0 40
{e) Royally . . .

(1) Research . .

(g) Sclfing cxpenses . 199

(1) Total cost L Twe  an a4
1) Return 507 328 370
(3) Fair ex works price —~6;(T§3 m ‘—E‘TB
(k) Weighted _average fair price of

Alliance Trading and Neogy Lbs 45 16

28 126 Materials,—The raw matenial costs for the future
show a small fall at East India Pharmaceuucal and Alhance
Trading The former uses Phenol as the bauc raw matenal
for the manufacture of Iodo-chlor-hydroxy-qunolme and 8-Hy-
droxyqumolne for Di-odo hydroxy-quinolne  Athance Trading
on the other hand uses Oxyquinoline for the facture of Todo-
chlor-hydroxy-qmnotine  Neogy Laboratories develops both odo-
chlor-hydroxy qunoline  and ~ Di-iodo hydroxy-quinobine  from
the same matenial, 1z, 8-Hydroxyqumolme ~ The total cost of
raw materials at Neogy Labs  shows an increase of about 29 per
cent, over the actual period because of higher cost of import-
ed matenals

2812 7. Conversion costs.—Despite an ncrease of 13
per cent m the level of production assumed for East India Phar-
maceutical the conversion cost of lodo-chlor-hydroxy-qumohine
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shows little variation. This is because the economies of larger
production have been off-set by increases in dearness allowance
and wages of all catcgorics of employces cffected Jast year. In
Alliance Trading the conversion cost has remained almost the
same. There is no increase in the output of the company either.
In Neogy Labs. on the other hand, the operating cost shows a
substantial reduction as no addition to staff and labour is envisaged
to achieve the higher estimatcd output.

28.12.8. Packing.—Packing cxpenses are incurred by Alli-
ance Trading and Neogy Labs. only, as East India Pharmaccu-
tical does not sell the product to outside parties. The cost of pack-
ing is estimated at Re. 0.40 per kg. both for Alliance Trading
and Neogy Laboratories.

28.12.9. Royalty, Research and Selling expenses.—
There is no expenditure under royalty and research in all the
three companies. As regards selling, East India Phatmaceutical
consumes the entire output in preparing formulations in its own
department. As such, it docs not have any selling expenses on
the basic drugs. At Alliance Trading, the sclling expenses of Iodo-
chlor-hydroxy-quinoline have been restricted to Rs. 1.99 per
kg. Neogy Labs. sells its products through a selling agent at
varying rates without any-commission. The rates arc fixed
by negotiation. On a few occasions the products are sold direct
to consumers on which the company pays a commission not ex-
ceeding 10 per cent. No expenses are therefore involved in
the marketing of this basic drug.

28.12.10. Return.—Provision for return has been made
at 15 per cent on the employed capital.

28.12.11. Balk Price.—We would have wished to adopt
the cost of the unit which manufactures this drug from the basic
raw material viz. Phenol or other locally available raw material
but this was not possible because the only unit which manufacture
this drug from Phenol is East India andit does not market the
drug at basic stage. 'The bulk price has therefore been com-
puted at Rs. 45.16 per kg. by taking the weighted average of the
fair selling prices of Alliance Trading and Neogy Labs. East
India Pharmaceutical has been excluded as it does not market
this basic drug.

28.13. Chlorpropamide

28.13.1. This product is manufactured by Pfizer Ltd., at its
Chandigarh Plant, Punjab. Besides this drug, the factory also
produces other basic drugs, such as; broad spectrum antibiotics
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viz, Oxy tetracycline and Tetracychne Chlorpropamide 13
marketed under the trade name of ‘Diat g 18 Or 101,
h FRNA vt

1 addy . T -
such as .

tonics, « .

produc

u s
compamies also produce Chlorpropamude, nz, Albert Dawid
and Bengal Chemcals and the production at these umts was only
about 0 5 tonnen 1966° Therefore, dnly Pfizer has been selected
for cost study which has a lwrge capacity and should indicate
fair production costs

28132 Pfizer 15 a public hmited company with a share
capital of Rs 266 lakhs, for which Pfizer Corporation of Panama,
the parent company, holds shares of the value of Rs 200 lakhs
The company maintains a good system of costing and  cost data
were examined for the year ended 30th November, 1966

28 13 3. Capacity and prodaction.—The present instal-
led capacity of Pfizer 1s 15 tonnes of Chlorpropamide on three
shuft working Production commenced n September 1965 and
reached 12 2 tonnes i 1965-66 The company has stated that
this level could not be mamtained in future because mn 1965-66
there was an export demand for this product of about 4 6 tonnes,
whach 1s not Likely to repeat itsell ~ According to the company,
the future production would at best be only 7 6 tonnes per annum
and 1t has suggested that estimates of costs to be of any realstic
value should be based on this level We have accepted the Com-
pany’s estimate of production in caleulating the future cost

28 13 4. Our estimates of cost and price for the future are
summarised 1n the following table —

Rs [Kg
(a) Maternals &« &« &« &« 4 4 s . 49 02
(b) Convetsioncharges . . . . . . . 33 51
(c) Totalfactorycost &+ o o & « o o 8258

(@ Packing  « . e 4 e e s s e

() Rayalty . » . . » . . . . -

HRescarch &+ v o o & 8+ s+ . -
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) Rs./Kg,
(g) Selling expenses . . . . . . . .

(h) Total cost . . - . . ) . . - 8253
(i) Return . . a . . . . . . 13-07
() Fair ex-works price . . . . . . . 95-60

(k) Existing Belling Price . . . . . . . No price
fixed.

28.13.5. It was observed that Tricthylonine (imported)
and Acetic Acid (indigenous) were procured by other producers
at a lower cost. We have decided to adopt the lower rate for ma-
terial valuation. The cost of imported components is Rs. 42.46,
out of this total material cost of Rs. 49.02. Parachlorobazen
sulphamet is imported at Rs. 27.27 per kg. we were advised
that it can be produced indigenously from chlorosulphanium acid
ammonia at about Rs. 12 per kg. The cost of prophylobymide
Rs. 53.36 is also on the high side and it is expected that with

judicious selection of sources of supply it could be substantially
reduced.

28.13.6. Estimates of conversion charges are, in our opinion,

very high as the process of manufacture of this drug is very simple

.. ;and invdlves one step in processing. We have similarly adjusted
the actual costs suitably to account for grade increments and addi-
tional amounts payable to the workmen and staff on account of

labour agreement. The revised conversion cost has worked out to
Rs. 33.51 per kg.

28.13.7. Packing, Research amd Sclling.—As this drug
is not sold outside, and no research is involved, we have not allowed
any amount under the heads.

28.13.8. Return.—Return has been allowed at 15 per cent
on capital employed.

28.14, Talbatamide

28.1471. Only two tinits; Hotchst' Pharmaceuticals Ltd. and
Haffakine, Institute, both of Baqmbay, manufacture this basic
drug out of the five units licensed. One unit has surrendered-
the licence while the other two, {Unichem Laboratories, Bombay
and Albert David (India) Ltd., Calcutta have suspended produc-
tion. For the purpose of cost study only Hoechst has been selec-
ted by us. The company maintains detailed records of costs
which have been examined for the year ended 31st December 1966.
vy - < . - L 4 £ k1 IS .
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~ 9814 2, ‘The stalled capacity of Hoechst for the Manufac-
ture of Tolbutamide 15 36 tonnes per annum on single shift but
ats production has been far below this level During the costed
period the production attaned was 24 5 tonnes the hughest ever
attaned representing about 68 per cent of the capacity This
underutibsation of capicity was mamly due to the closure of
the plant for over six months in 1966 We understand that
the domestic demand for Tolbutamide 1s about 25 tonnes a year
As Hoechst 1s the only company which at present caters to the de-
mand on a large scale the level of production has been adopted
at 20 tonnes 1n working out the future estimates

28 14 3 The ex-works cost and price for the future whch
have been developed on the assumed production of 20 tonnes are
shown below —

Rs /hg
(a) Matennals . . . N 43 56
(b) Conversion charges . . . 23 49
{c) Total factory cost . PN . . 67 05
(d) Packing . . . - . . 048
{e) Royalty . . . . . .
() Research N PN
{g) Selling expenses . . . . B .
(h) Total cost e .. )
{1) Return . . . . . . 663
(1) Faw ex works selling price . . . . . . _‘W
(&) Exsting selling price Coe e . No price

fixed

28 14 4, Materials.—During the costed peniod of the che-
ymcals used for the production of the basic drug, two items ac-
counted for about 99 4 per cent of the total cost of the materials
As the matenials cost clamed by the company for the future
showed an increase of about 41 5 per cent we have, m comaltation
with the Assessors, restricted the cost of materials to the levels of
the actual period

28 14.5 Conversion charges.—On a larger production of
20 tonnes the conversion charges have gone down by about 5
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per cent and they have been estimated at Rs. 23.49 per kg. for
the future. Even this cost was felt to be high since one step Is
only needed for the conversion of the raw materialg into the fini-
shed product.

28.14.6. Packing.—Tolbutamide is used exclusively by the
manufacturer in his own formulations. Therefore, the cost of
packing allowed at Re. 0.48 per kg. is in respect of packing mate-
rials used for storage before the chemical is used for formulation.

98.14.7. Royalty, Research and Selling expeunses.—
There has been no expenditure under these heads.

28.14.8. Return.—This has been allowed at 15 per cent
on capital employed.

28.15, Insulin

28.15.1. Boots -Pure Drugs Company (India) Ltd., Bombay
produces Insulin under a “manufacturing’” agreement with
Boots Pure Drug Co. Ltd., Nottingham, England. The Indian
company has another agreement with.its U.K. principals for the
supply of “know-how and technical assistance’ for the manufac-
ture of crystalline Insulin and its formulations.

_ 28.15.2. The company has a fairly good system of maintaining
its data for developing costs of its products. ‘Standard Costing’
is being evolved and is expected to come into force shortly. Ac-

counts foy the year ended 31st December 1966 were examined for
determining the actual costs. .

28.15.3. The licensed capacity of the plant for crystalline
Insulin is 1080 mega units (1500 M.U. strength) on three shift
working. During 1966, it achieved a production of 458 M.U.
of plain crystalline. Insulin. The lower production at 42 per cent
was attr':buted mainly to teething troubles. Since Boots is the
only unit manufacturing this vital life saving drug in India, it
is essential that the company should exploit its full capacity.
But due to non-availability of the basic raw material, viz., pancreas,
it had to restrict its output to 820 m.u. only of Plain Crystalline
Insulin representing capacity utilisation to the extent of 76 per cent.

28.15.4. Insulin js obtained from pancreas glands of cattle
by mincing and processing them in alcohol to extract the hormone.
Pancreas glands are obtained from beef canners in. America.
As secretion of Imsulin diminishes with age, cattle is slaughtered
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while 1t 1, two ye.r 0'd 1800 antmals arc required to obtun half
a tonne of Pwcreas glard and proces ed with a thousand gal-
13 1. of aleokol, 1t will yicld only a few ounces of erystalline powder

creas cannot be o sed It has been brought to our not ce by the
compny that there have been mnstances wlen the enure quantty
of pancrers set fo processing wis found to contamn no Insulin at all
Further, no screntific or technolog cal tests are stated to have so
far been d covered to determ ne the content of Insulm before the
Pancrels 4re put on the p ocening channel, so that the manufac-
turer cou'd u efully und~ tike the vantu e and avo d the inevifable
Jos:es

28155 Our esumate of future fur ex wo ks price has been
developed as mdicated in the following table —

Rsfmu
{z) Matenals . 2,778 66
() Convers on charges . 1,308 16
(@) Totalfactory cost “soes 82
(d) Packng 8 54
{c) Toyalty
{f) Re earch 109 76
(€) Scli ng expenses 235 12
(h) Total cost 4440 24
{1) Rewrn 696 32
() Tarex workspr ce 5,136 56
(¥) Ex st ngscll ngprice 75,000 00

28156 Materials -

281561 Of the raw matersals used 1 the mamfacture
of In,ulin three are mmported and four obtamed mdigenou ly
In the total raw materal co t of Rs 2778 66 per m 1, the im-
po t.d matenals account for 90 99, and the balance of 9 19,
15 represented by the mdigenous materizle  The cost of raw ma-
terafs has  gone up by 69 5%, 1n the estimate over 1966

38—1T G Bom [70
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formulavons  After adjusting for the devalued Sterhing, the m-
«cidence works out to Rs 109 76 per m u of Insulin for the future

281511 Solling expenses.—The incidence of selling ex-
penses per mu of Insulin works out to Rs 235 12 showing an
economy of about 31 psr cent 1n the estimate over 1966

!
28 15 12 Return.—Return at 15 per cent on employed capr-
al has been provided 1n the estimate for the futurc price which
works out to Rs 696 32 per mu

2816 Isomicotinic Acid Hydrazide (LN.H.)

28161 As many as I8 compames, {4 in the largescale
sector and 4 m the small-scale sector, were hicensed for manufac-
ture of I N H 1n the country By the end of 1967, 9 units in the
large scale sector and 2 m the small scale sector had installed their
capacities  OF these, the following seven umits were selected for
cost study, viz, Bengal Chemicnl, Bengal Immumty, Biological
Evans, Plizer and Synbiotics m the large scale sector and Guyarat
Pharmaceuticals and Sunecta Laboratories m the small seale
sector  But our cout study had ultimately to be confined to three
unts only, Biological Evans, Pfizer and Suneeta Laboratorses, as
the relevant data were not avaabie for the other selected unite
‘While Synbiotics h~s suspended production, Guarat Pharmaceu-
ticals 15 yet to commence manufacture  As stated earher, data
av-ilible at Bengal Chemucnl cou'd not be used for a proper cost
analyss  The techruque of manufacture was being changed at
Bengal Immumty but the full particulars of the modified process
were not available to project the future estimates  Biological
Evans and Pfizer mamtamed a good costing system  Although
no such accountmg system exists in Suneeta Laboratories, data
were availible to develop costs on a fairly reasonable basis

28162 INH can be produced from either Gamma Pico-
tme or 4 Cynopyndine as the basic chemical Although 1t
will be more expensive to produce from Gamm-n Picohne, Bro-
logical, Evans and Pfizer use this material  In Suneeta Labora-
tories INH 15 developed from 4 Cynopynidine  We are -
formed that Biolog cal Evans wes contemplating to switch over to
the use of 4 Cynopynaidine, but this could not be implemented
as the Govertument of Indta have already set up a plant to manu-
ficture Gamma Picoline 1n the country.

28163 Co.t dua at Biological Evans were examined for
the half year end-d 30th Junc 1967 Whle the installed capacity
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o this unit is 8,000 kes a vear, the production during the costed
period v veey Tow ot 880 kgL due ropre tediy to fack of demand
for the prodict. But dreing the next threw yeass production of
LNIL i expeated o be mnainined 2t 10 tonne. por annum and
we hooee ..d.);uvd thi. poodiacton level for e deninting the future
cstimate of eos. The compy ol o appreachrd Government
for rovihing it capacity a. it plant i, eapable of giving o higher
outpur.

23.16.4. The cout ot Plizer were exonnined for the year en-
ded 30.h Novemb - 1966, The pooduction of LNJL during
that vear was 23,800 Lol at the Boaeboe plont o0 sgeindd it in-
sratled expoacity 0f 36 060 kg por annum, The unit worked vingle
shift 1o Auzwr 1966 and double <hif thereafier. The future
prodin~ton on LN.IL has been oimand ot 70.000 ks, for this
company.

23.16 5. Production of LN in Sunceta Laboratories was
commenc «d in January 1967, Compared o its inaelled copacity
of 24 800 kgs. per yoor it has manufactured only 3,140 ks, during
the 18 months ended 30:h Seprember 1967, Lven from this rmall
volune of output avrue 1,700 L conld not be dispo-ed of by
Octobr 1967, The disprepo-tanately low offtake was nttributed
by the compuy o the giut of imported material in the market.
The dimand s b Feved to be picking up and the management
exprcts to ear up the production to ity cipacity level of 24,000
kg in 1967-65. ctepping it upto 48,000 kgs. bﬂ' 1069-70. The
average annual production of 36 000 kgs. for the next three vears
has bren tuken for developing the {future en.s for this unit.

28.16.6. Our ostimates of futurs costs and prices in respect
of the three companies developed on the production levels men-
tioned above are sct out in the foliowing Tables :—

Diolag'eal  Phzer Sunceta
Lans Labs.

1 2 3 4

Rs./Kg. Rs./Kg. Rs./Kg.
(a) Materials | . . . . 48.52 57-892 42.09

{b) Conversion costs . . . 2742 39-62 4-67

{c) Total factory cost . 75-94 97-44 46-76
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1 2 3 4
(d) Packng 034 110
(&) Royalty 26
(f) Rescarehy o8y 1.l
() Sell ngexpen s 20 0 5
(hy Totat cost 5253 9893 48 40
() Rerurn . 893 86 330
(2) Farr ex worss prce 918 w0716 5179
(k} Dxisteng sell ng price 34753 m

28 16 7 Materials—Cost of r v materinl  showed only
marg nl variations between the actuaks and the futwie e timates
it the c1 ¢ of Pazer and Sunceta Labo ato 1e, while i the case
of B ological Lvans no varmat on 1, anticipatd s the actual cost
for the hzlf y.ar was based on the latest purchnse p ices

28168 Conversion Charges.—While 1n Sunecta Labora-
tories the comversion co t will come down stecpiy 1n the juture
1t will remam p act cally unchang d n the ca v of Bio ogical
Evans and will inc ease shghtly m the case ot Pfizer de.pite ther
higher p oduction levels in future  The reasons re g ven below
As Sunceta Laborato 1¢ h-d the full complement of staffjlabour
durmg the co ted period despite 1ts nghty restricted output, no
majo~ addition under these head, 15 contemplated for the future
although the product on s expected to increase several fold
Further, the plant and equipment n this unit were mo,tly manu-~
factured by 1ts own engineers m 1ts own Works and therefore the
mcd nee of d preciation 15 comparativly low In Biological
Evan, the economi>s to be guned from fixed and sem fixed
exp-nses will be o et by the additional expenditure on 2ccount of
no mal g ad increments 1n wages and salaries and the 2dd tional
personnel  required for the assumed higher p oducton As
regards Phizor, the economies expected fiom e exsed p odiction
will be more than nullified by the proviaon of an additi nal m-
cd nce of Rs 8 p= he d to be pud und r an ag cement entered
mto with th> Wo kers' Union in March 1968 Further, urd « this
new g eement, the company hi to p owid~ certun t ansport
fac hitie to 1ty workers, fo whch parps e it will have to meur
2dd uonal expenditure to acquire and mamtam add tional vehicles
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28.16.9. Packing.—Of the threec companies, Plizer does
not sell ILN.H. to any outside party. Hence no packing charge is
incurred by it. The cost of packing at Biological Evans has been
estimated at Re. 0.34 and at Sunceta Laboratories at Rs, 1.10 .

per kg.

28.16.10. Royalty.—Royalty is payable oniy by Biological
Evans which hs a collaboration with Bracco Industria Chemica,
Milano, Italy, for manufacture of I.N.H. Royalty is payable on
the current bulk price at 3.3 per cent and has been allowed in
our estimate,

98.16.11. Research.—Research expenses have been allo-
cated at Re. 0.83 per kg. at Biological Evans and Rs. 1.51 per kg.
at Plizer. At Suneeta Laboratorics it was stated that its research
laboratory is maintained essentially for its avomatic products.
Whatever experiment has to be dme for ILN.H., it is invariably
in the nature of quality control. Thercfore, no share of research
expense incurred by Suneeta Laboratories has been allocated to
IN.H.

28.16.12. Selling expenses.—I.N.H. is being sold to other for-
mulators by Biological Evans and Sunceta Laboratories. The
quantum of selling expenses amounts to Rs. 2.81 per kg. at the
former and Re. 0.54 at the latter. The difference in the propor-
tion o selling expenses between the two companies may be due to
the fact that Biological Evans is in the large scale sector while
Sunecta Laboratories belongs to the small scale sector. Suneeta
Laboratories has a sales office at Bombay which handles sales of
all thz eight dcrugs it manufactures. The expenses allocable to
LN.H. h1s been estimated on the basis of sclling effort needed for
this prodict.

28.16.13. Return 3

28.16.13.1. This has been provided at 15 per cent on the
employed capital which works out to Rs. 8.99 for Biological Evans,
Rs. 8.66 for Pfizer and Rs. 3.39 for Suneeta Laboratories.

28.16.13.2. In view of the fact that Govsrnment have already
establish:d capacity for Gamma Picoline and Suneeta Laboratories
will have to switch over to the use of this basic chemical in course
of time, we haves adopted the fair ex-works price estimated for
Biologic2l Evans as the bulk price for the industry. This works
out to Rs. 91.58 per kg. '
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2817 Para-Aminosalicylic Acid (P.A &)

28171 Government have issucd licences to six compames
to manufacture P A S, of which four have installed their capacities
They are Bio Chemical and Synthetic  Produets Ltd , Hyderabad,
B olog cal Evaus Ltd , Hyd rab.d, Pfizer Ltd , Bombay and Wan-
d-r Pharmed Lad, Bombay All the four companies were selece
ted for co.t mvestigation  Although no regufar system of cost
accounting exists in both Biosynth and Wander, data were availa-
ble to d vilop couts on a farly reasonable basis  Brofogical
kvany and Phzer, however, have 1 good costing system

28172 Und r an agceement entered mnto by Biochemical
and Synthetic with Cilag-Hind Ltd, in 1952, the laticr  under-
tooh th  manuf.cture of PAS and us salts from November
1966 From Ist Jinuary 1968, Biochermical and Synthetic has
tab~n over the prodaction and sales of P AS Against the present
capacity of 120000 Lg. per annum the future average production
of S>xdum PA S has beun estimated at 125,000 Lgs per annum,
as th~ company does not anticipate any difBiculty m sellmg the
entice p oduction

2817 3 The licensed capacity of Bio'ogical Exans 15 50,000
kg perannum  As the nstalled plant s capable of yielding a
hgher output, the company has alre.dy appro.ched Government
fo reviewing its capacity  Thercfne, agamnst the actual produc-
nion of 24,715 kg, of Sod um P A'S dunng the first half of 1967,
the future prodaction has been adopted at 60,000 kgs

28174 In the case of Pfizer, the present installed capacity
1, 60000 kg» A agunst this, the prodaction darmg 1965 66
wa 74700 kg The factory is und rgomng expansion and it was
stated that the total ltcensed capacity after expansion, which wall
= ef” ct ve from 1968169, willbe 110 000 hg» pei annum  Against
thi th~ e;timated p odaction for future his bien reckoned at
100000 kg which ind cates ahout 90 par cent utihisation of the
eapac tt

28175 Whander went mto prodaction of Sodmm PAS
m September 1864 It hac rcalced more than its full installed
capicity of 90 000 kg by prodacing 102,717 kg, 1n 1965 «nd 103,
959 kg in 1966 With the turn of the year, the company’s manu-
factu ing act vity received 2 setbach due to the glut of imported
PAS m th marlet The factory had eventuilly to luy off m
July 1967 when ats prodaction had reached 44,600 Lgs  In the
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meantinic, the company had approached Government for increa-
sing its capacity. Taking into consid:ration the achieved produc-
tion and also the d:mand for this drug, we have assumed future
prodaction at 100,000 kgs. per annum for this unit.

28.17.6. We have developed our cstimates of future costs
for 2!l the four units as indicated below (—

Biochemical Weighted
and Biological ~ Wander  Phzer  average
Synthetic excluding
Phzer

Rs.JKg. Rs.JKg. Ra/Kg. Rs./Kg. ReJKg.
{a) Materials . . 21-38 20-87 20-92 24-90 21.11
{b) Conversion cost 4.38 6.70 752 9-94 597

{c) Total  factory

cost . 2576 2757 28-44 34-84 2708
(@) Packing . . 0 43 0-34 0-03-  0-95 0-27
{c¢} Royalty . . . .. 1-60 .. 0-56
(f) Research . . 0-20 0-28 .. 0-51 0-15
(@) Sclling expenses . 0-48 1-24 0-41 1-74 0-62
(h) Total cost . 26-07 2943 3048  38.0¢  20-08
(i) Return ., 1-97 254 3-45 3-79 260
(i) Furex-wo:ksprice  28-84  31.97 33.93 41.03  31-20

(k) Existing  sclling
price . .

32-00  335-60  48-00

e et

_ The total costs arc comparable for three companics, viz.
Bioch :nical and Synthetic, Biological Evans and Wander and they
vary irom Rs. 26.87 (o Rs. 30.48 per kg. As against this, the total
cost at Piizer was Rs. 38 04, The reason for variation is  attri-
butable to the fact that Pizer manufactures P.A.S. acid and not
Sodium PAS. T

28.17.7. Materials.—Cost of raw materials in all the units
do not show any sub.tantial variation between the actual period
and tho.e estimated for future, It was, however, observed that
whereas the cost of material increawed from Rs. 22.85 (o Rs. 24.90
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sn the case of Pfizer, 1t came down from Rs 21 51 to Rs 20 92
1 the ca ¢ of Wander The major d flercnee 1in Plizer may be
attributed to the unit cout of imported Mcta Anuno Phenol which
was procurcd at Rs 15 78 per by duarmg 1965 66 m comparison
with Rs 16 15 fo- the future and the pice of ind genou Act vated
Carhon ro ¢ from Rs 2 41 to Rs 3 41 per hg ducng the same
perod  Another materiil which shows 3 steep rise 1 the rate of
procurcment 13 Calctum Phos Diabasic which ro e from Rs 3 33
toRs 7 50 It prrtment to note that the rate of impo ted Meta
Ammo Phenof has varied from company to company rang ng from
Rs 16 10 the case of Pfizer to Ry 18 58 1n the casc of Wender.

28178 Conversion charges.—While the conversion char-
ges esumated for the future show a fall of 21 89 and 6 0%, m
the c1 e of Biochemical and Synthetic and Wandor re p et vely,
they have remamed the same at Biologicat Evans but h ve gone
up 1n the c.¢ of Plizer by 6 2°;  The economits enned on ace
count of larger p odaction at Plizer were more than sct off by the
additional Liabtity becommg due on account of greemient with
workers umon

28179 Packing and Royalty.—Packing costs vary from
Re O 03 per kg 1n the case of Wander to Re 0 95 1n the case of
Pfizer The former's packing cost 15 low because 1t re-u es the
d-ums 1 whech the raw matertal 212 Meta-Amino Phenol, 1s
impa ted for packing the manufacturtd Sod um PAS Royalty
18 payable only by Wander to 1ts collaborators at 5 per cent on the
amount d by the pany to its 1s b1 ed on factory
prices Appropaate amount has been provided in the cost

2817 10 Research and Selling expenses.—Research and
selling expenses have been switably incfud d 1 the costs No
research expand ture s, however, incurred by Wander Phar-
med  Whecever selling expense was more than 5 per cent of
the factory cost 1t was restricted to 5 per cent

281711 Return~—Return has heen allowed at 15 per
cent on caprtal employed

281712 Bulk prico.—A< Pfizer does not manufacture
Sodum PAS,wehaved cd d to exclud 1ts co t and dite-mine
the bulk price on th= bas s of the weighted average of the foir prices
of the other th ee costed units, which have been worked out to
Rs 31 28 per kg
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28.18. Tetanus Auti-toxin (A.T.S.)

28.18.1. Six units were licensed to manufacture Tetanus.
Anti-Toxin, viz., Bengal Chemical, Bengal Immunity, Dey’s
Medical, Chowgule & Company, Haffkine Institute, and Biolo-
gical Evans. Of these, it is understood that Chowgule & Co.
has not yet established its factory.  Of the remaining five, produc-
tion was ncgligible at Bengal Chemical.  Costs were therefore:
studied in respect of three units, ¢iz., (i) Beng:l Immunity—the
largest prodacor of this d:ug; (il) Biological Evans; and (iii) Haff-
kine Institute whose installed capacitics were stated to be 9449,
1200 and 3000 Mcga Units (M.U.) respectively.

28.18.2. The coit of prodution was found to bhe excessive
at the Haffkine Institwte and it presented certain abnormalities.
Therefore, the costs at this unit have been exclud:d from the pur-
view of our study. The costs at Bengal Immunity and Biological
Evans have been taken into account for a comparative asscssment.

28.18.3. In addition to Tetanus Anti-toxin, Bengal Immunity
produces Chloroquin Phosphate and Isoniazid (I.N.H.) as well
s formu'ations from various items.  Biological Evans het set up a
.+ separate unit at Hyderabad for the production of Anti-Tctanus
Serum. While Bengal Immunity has no collaboration with any
foreign firm, Biological Evans has a collaboration agreement with
Evan; Medical Ltd., Liverpool, U.K. and two other agrecements
with other firms for the development of other preducts. ‘As
far a5 Anti-Tetanus Serum is concerned, this is not covered by any
of the agreements and, thercfore, no Royalty is payable in respeet
of this drug. ’

28.18.4. Capacity znd prodection.—The capacity at Ben-
gal Immunity 2iz., 9,449 mega units is equivalent to 3200 litres
of sera on single shift basis and the production during 1966/67
was 1,324 litres of sera which represented utilisation of capacity of
41%,. Th> low utilisation wa; attributed to liberal import of
finished sera and the limited d:mand for the domestic product.
Biological Evans imported sora in the early part of 1967 and pro-
cessed it into A.T.S. formulations. However, the company has
set up a stable in the ineantime for extracting blood for producing
the sera. The capacity of 2160 megn units at this plant is equiva-
lent to 720 Iitres. Production during the half ycar cnded 30th
June 1967 was on an experimental scale. In working out our
estimates production has been assumed at 7,000 m.u. for Bengal
Immunity and 2,160 m.u. for Biological Evans.

~ -
~
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!
98185 Baed on the above levels of output, estimites of
costs lanlvc been prepared for the future and are set out mn the
following table —

Bengal B ological
fmunity  Evans

Rs/mu Rsfmu

{2) Matenwsls 404 15 199 97
(b} Convers on churges 1245 €675
{¢} Total factory cost 528 ™ e 72
(d) Pack ng
) Royalty

) Rescarch
tg) Sell ng expenses

(h) Total cout 528 74 286 72

1) Return [ER TRV I 1

) Tair selluy price 573315 T4 48

(k) Existngeelligp <o N p et fixed
e

"~ fr e r oo e .

other company This w1s posaible becau e of the Jugher yield
factor The yic'd at Bengal Immunity was9 1mu per horse, v e
m B olog ¢l Lvensat wos21 6 mu During the d <u  ong the re-
presentatver of the latter company empha 1 ed that as soon 1 they
were able to fully stabilise their production of ATS on 1 com-
mere) ceale the co t will further come dywnand the economies
achieved thereby will be pussed on to the consumers in the shape of
reduction 1 the elhing prices of AT S formulauen

28186 Materials ¢

281861 Rates of matersals both mnported rrd
for Bengal Immunity durmg 1966 67 and for the fi
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and large, remained the same except for Pepsin the price of which
has fallen by a small margin. But this has been more than off
set by an increase in feeding charges. :

98.18.6.2. In the case of Biological Lvans, while during the
costed period, A.T.S. was formulated out of imported serum, the
company was trying to dcvelop its own production of AT.S.
during January—June 1967. It expects to use 3 items of imported
materials and 28 indigenous materials the costs of which have been
providad in our futuce cstimate at Rs. 1.26 and Rs. 21.49 per
M.U. of A.T.S. respectively. The company has it own stable of
horses. The cost of their mantenance has been estimated at
Rs. 135.55 per m.u. against Bengal Immunity’s at Rs. 282.63.

98.18.7. Conversion charges.—DMainly due to an assumed
production increase of 94 pcr cent over the costed pericd, the
conversion charges of Bengal Immunity show a decrease from
Rs. 203.98 to Rs. 124.59 per m. u. In the case of Biological
Evans the conversion charges are d:termined at Rs. 86.75 per
m. u. on the basis of technical estimates made by the company.

. 28.18 8. Packing, Rescarch, Royaliy and Seclling ez-
' pemses.—These iteras do not apply. Both Bengzl Immunity
i «and Biological Evans do not sell the bulk serum to outside parties.

28.18 9. Returm.—This has been providad 2t 15 per cent
on capital employed which works out to Rs. 44.4] per m.u. in
the casc of Bengal Immunity and Rs. 37.76 per m.u. in the case -
of Biological Evans. No ex-factory price is suggested since

this d ug is not sold in bulk but only in formulations by all the
manufacturing  units.

28.19. Prednisolone :

28.19.1. Prednisolone is now being manufactured only b
Wyeth Laboratories Ltd., Bombay as thge other two units vthlcg
had installed their capacities, namely, Glaxo Laboratories I
Pvt. Ltd., and Merck Sharp and Dhome of India Ltd., both of
Bombay, have since suspend:d its preduction. Wryeth Labs.
has a cqllaboration agreement with American Home Products
Corporation, New York, which has invested Rs. 55 lakhs in the
total share capital of Rs. 75 lakhs (i.c. 73.839%). Bes'des manu-
facturing the basic d-ug, the Ind zn company also formulates
Predaisolone  tablets and other products in its formulation de-
pactment. It has a regilar system of budg:tary control and
costs were examined for the year end:d 31st October, 1966.
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28192 The mstalled capacity 15 600 kgs of Prednisolone
per annum on three shift worling  Although the production
darmg 1965 66 was 482 5 kg as the plant 15 capable of gving
a higher prodaction than the stated capacity, we have d cided
to_adspt m comultation with th= rep-esentatives of the company,
a higher p odaction level of 630 kgs per 2nnum for caleulating
the tuture fur ex-wacks price

28193 Our ecsumates of future cost ard price  developed
on an annual production of 850 kg, are summarised as under —

R+ /Kg
ta) Materials 5,166 91
(b) Coversion charges 5415 3¢
{€) Total factory cast m
(4} Packing 12 63
(c) Royalty
(f) Research
{z} Sclling expenses -
(1) Total cost 10594 82
() Return . 15120
{3) Yairex works price Tseal
{k) L tngselling puce 16,800 00

28184 M ials.—The pany uses 19 imported
material, 27 ind genous matenals and roots which account for
56 4 per cent, 25 6 per cent and 18 0 per cent of the total cost
of matentals respectively  The important mmported mAaterials
are Acetic Anhyde d2 Chloroform, Activated Carbon, Methy~
lane Chlond=, H Br gas, Raney Nickel Catalyst, Beef Extract,
Iodine and Toluene Among the indigenous matersals mention
may be made of Acetic Acid Glagial, Methano! and Bromune
As regard, roots, the price claxmed by the Company seems to be
high 1n view of the fact that we have evid=nce of the roots being
available at  comparatively lower co.t We have, however,
allowed the cost of raots at the level obtamning durng the actual
period, mz, Rs 2 48 per kg, even though we were provided
with evidence to indicate that even this rate 1s hugh




580

28.19.5. Conversion charges.—This clement works out
to Rs. 5415.38 per kg., showing an cconomy of 14 per cent for a
production increasc of 35 per cent over the 1863-66  level.

28.19.6. Packing.—The  cowt of packing has been kept
at the same level as in 1963-66 i.e., at Rs. 12.63 per kg,

28.19.7. Royalty and Rescarch.—The Company has no
lability to pay any Royalty 1o it, collaborators as they have a
participation in the company’s sharc capital. No cxpense has
been  incurred on rescarch.

28.19.8. Sclling oxpenscs.—No sclling  expenses  have
been allocated to the bulk d-ug sales as the company has stated
that practically no sales cffort is involved for Predaisolone as a
basic d-ug.

28.19.9. Retura.—The return has been allowed at 15 per
cent on employed capital.

28.20.1. As a result of the anaiysis undertaken in  the pre-

ceding paragraph we have finally arcived at the following fair
ex-works prices —

TasLt 28.2

Fair ex-works selling prices recommended for basic drugs

1. Vitamin A . . . . . Rs. 391-00 per 1000 m.u.
2. Vitamin B12 . . . . Rs. 113:84 per om.
3. Vitamin G . . . . . Rs. 72:70 per kel
4. Sulphadiazinc . . . . . Rs. 58-89 per kg,
5. Penicillin Potassium G . . . Rs. 0-351 per mou.
6. Solium Penicillin G . . . . Rs. 0-399 per m.u.
7. Procaine Penicillin . . . Rs. 0-336 per m.u.
8. Potassium Penicillin' V., . . Rs. 0537 per mau.
9. Streptomycin . . . - Rs. 28500 per kg.
10. Ghloramphenicol . . . - Rs. 357:66 per kg.
.1 1. Tetracycline . . . . . Rs, 709-25 per kg.

12. Amodiaquin . . . . - Rs. 106-91 per kg.
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13 Chloroqu n Pho phate Rs 239 53perkg

14 Tolo chlor hydroxyquinoline Rs 45 Mperig

15  Chlorpropamude Rs 95 60 perkg

16 Tolbutamide Rs 74 sGperlg

17 Insuhin Rs 5136 5Cpermu
18 INH Rs 91 58perlg

19 PAS Rs 31 28 per kg
20 PAS Acd Rs 41 83perkg

21 Tetanus Antt toxin No price fixed

22 Predasolone Rs 11946 21 perkg

28202 In some cases fair ex works pniee of 3 unit manu-
facturing the same drug may be higher but we expect that with
sutable economie 1n the cost of materinl 1s well as conversion or
operational efficiencics of the proce. s the high cost umt will also
be able to achieve lower cost of production



CHAPTER 29

ESTIMATES OF GOSTS AND FAIR EX-WGRES PRICES.
OF FORMULATIONS

29.1. The costs of formulations have been developcd more
or less on lines similar to those adoptcd in the case of basic drugs.
In assessing costs the usage factor for materials has been allowed
as per company’s formulac and valucd at appropriate prices.
The couverdon charges have been suitably modified to take into
accouni the variations in the levels of estimated production,
grede increments, known increases in labour charges on account
of award;, etc. Packing cost has been developcd on the basis
of the cxisting packing niethods. The incidence of selling
expenses vanes from company to company and is, in our view,
rather on the high side. We have therefore restricted the selling

expenses to a level equivalent to 15%, of the total factory cost for
reasons g.ven in chapter 30.

29.2. In the computation of return, however, a departure
has been meade. Formulations are manufacturéd by units both
big and small, housed in own buildings or in rented premises
or even in a small size laboratories. There are units whose in~
vestments arc not substantial or commensurate with the volume
of work done with manual labour. Any margin of return based
on such investments would be unremunerative ard also uyn-
realistic. Further, the peculiar features which dominate the
marketing  activities of formulators warrant cons.deration for
prov.ding return in a different manner so as to cover varyin
scales of discounts to the trade, the wholesalers, the medic:ﬁ
practitioners and the retailers. The margin should be such
as would absorb these elements besides leaving a fair profit for

a formu‘lator, either in the large scale or the small scale sector
of the industry.

. 29.3. Till 1962, companies were fixing their own consumer
prices and were offering varying rates of discounts to different
classes of consumers/traders. When price control came into
force in April, 1963, the prices of formulations of different com-
panies were frozen at the levels then existing. This resulted
in anomalies in the structure of prices for the same make of formu
lation marketed by the different companies either under generi;‘

582
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names or brand names imasmuch as the cost of production 1n
varous  compames of the snme formulation from a speaific drug
mght margmally fluctuate or be even identical while the corres-
ponding selling prices mght differ widely between umts The
cost study hias thrown up in greater rehiefsuch anomalies Where
the custing  formulation prices were hugher than the assessed
cost of production, an endeavour has been made to bring down
the  differentials to a umform level by adopting a common ap-
proach

294 The futurc costs and farr ex-works prices of formula-
tions have been developed on the following hines

294 1. Basle Drug In F lation,—Tor the
quantities of basic drug used in the formulations, as stated earlier,
the usage factor has been adopted on the basis of company’s
formula The prices of these basic drugs have been taken at
the tevcls of the future fair selling prices estimated by us  In
the casc of formul. who are facturers of hasic drug also,
two alternatives were available, viz, (2} to adopt thie cost of the
basic drug and then take 1t over to the cost element of the for-
mulation and (b} to adopt the ex-factory price of the basic drug
for working out the cost of the formulation  If the first
alternative 15 adopted the umt would be deprived of the return
on the manufactuning cost of the basic drug, since 1t would be
entitled to only a return on the formulation On the other hand
1f the second alternative 1s adopted 1t would give the umt a greater
advantage than other formul h as the el of
material cost of the basic drug would in itself be lower than that
for other formulators, who  purchase basic drug from others
This would not enly be unfair to the manufacturer 1n so far as huis
activity of basic drug manufacture 1s concerned but also to other
formulators, since they would be placed at a disadvantage mn the
matter of the pricing of the basicdrug  We have therefore adopted.
the second alternative 1 order that on the manufacture of the
basic drug the rate of return eguivalent to what has been allowed
will be lable to the f: er as profit on that portion of
the actiaty which relates to the basic drug manufacture alone
The element of cost of the basic drug m a formulation would also
thus be eguivalent to those of other formulators Selling expenses
as well as packmng charges have however been excluded 1n all such
cases, where the basic drug urer 15 also the formul
‘This course was all the more necessary m view of the fact that the
employed capital on the basic drug manufactured has been 1so-
lated and return on this capital 15 available only for basic drug

39—1T C Bom 70
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manufacturing activity; similarly the return on formulating activity
has also been isolated andisconfined to the formulating activity
only. Had the two activities been combined and a single return
proposed, it may have been possible to adopt only the cost of basic
material used and amalgamate the cost of conversion both for the
basic drug and for the formulation. Adoption of a different basis
for pricing of the basic drug in the formulation would also have
been unfair since the aim is to have as uniform a price for formu-
lations as possible irrespective of the fact whether these are pro-
duced by a basic drug manufacturer or mere formulator. In
certain cases formulations were being made from imported drugs
which were available at a much lower price than the indigenous
drugs. Since we have costed basic drugs produced by indige-
nous units and formulators as based on these drugs we have adopted
the price of the indigenous drug and not that of the imported
material for arriving at the cost of the corresponding formulation.
Our study of the cost of formulations was in relation to that of
basic drugs and not in isolation and we have therefore been
precluded from adopting material cost of the same basic drugs
imported and used in formulations. Should any formulation
«continue to be manufactured with imported material these
cost would not apply and fresh costings for the same would need
10 be made. Here the basic drug content has been valued at the
price arrived at for that unit.

29.4.2. Other chemicals.—In addition to basic drugs,
<ertain other chemicals and excipients are used in formulations
depending on the formula adopted by each formulator. The
costs of these items have been based on the current prices and
applied on usages according to the company’s formula with
modifications, wherever found necessary.

29.4.3. Conversion charges.—This element covers labour,
.salaries, power and fuel, depreciation, factory and administrative
overheads, research expenses, etc. It is not large and therefore
jts detailed break-up was not regarded as essential.

29.4.4. Packing.—Many formulators hold the view that to
sustain the competition, one practical method is to make packings
more attractive in order to help improve sales. A keen com-
petition between formulators has led them to devise distinctive
packings which may endue with aesthetic appeal. Under the
existing conditions we do not consider it appropriate to make
any reduction in the packing costs incurred by the companies,
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particularly when their selling expenses have been restricted
Accordingly, packing costs have been allowed as claimed by the
companies.

2945 Royalty.—Wherever a Royalty Agreement exists,
the appropniate quantum has been allowed.,

2046 Selling expenses.—Dunng the actual period the
mcidence of selling expenses was worked out on the basts of the
amounts spent by each unit under (1) salaries, DA etc of the
medical representatives who tour extenmvely for explonng the
marhet, (1) adverusement i different media, viz,, cinema shdes,
films, medical yournals, magazines, wall posters, etc, (i) litera-
ture and other printed matters distributed to the doctors, (1v)
samples to doctors, hospitals, etc, and (v) other expenses, such
as selling department’s salares, and expenses in the sales orga-
misation T ? N A S
ter 22 W '
the future
factory costs

2947 Qutward freight —Some of the formulators have
an arrangement whereby the prices are determined ex destination
and the fraight charged 1s borne by themselves The medence
of this item 35 only nommnal and has been shown as an 1tem of cost
wherever 1t has been incurred In  cases where freight 1s not
charged as an item of cost 1t will be covered etther by the return
allowed to the formulator or from the margmn of the wholesaler
and the retailer

2948 Excise duty.—Excise duty 1s leviable only on such
formulations as are sold under a “Brand Name” and has been
provided for at the existing vates No excise duty 1s, however,
payable on formulations with ‘‘generic” names

2949 Return.—For reasons already mentioned in Chapter
31 we have allowed return m the form of mark up over the total
cost of sales This has been included 1 the estimates for future
prices of formulators

29410 Margin.—The deugs have been distinguished under
two categories viz, (1) ethical and (u) non-ethical drugs In
eithical drugs are included ems which are pharmacopoeial
and y ad ed under medical advice After exa-
miming the ewidence before us and 1n consultation with our As-
sessors we have provided for commussion for ethical drugs
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at 25 per cent, i.c., 15 per cent to the retailer and 10 per cent to
other intermediaries and for non-ethical drugs at 15 per cent of
which 10 per centisfor the retailer and 5 per centfor other
intermediaries.

29.4.11. Overages and overfills.—Have been allowed
depending upon the actual practice obtaining in cach company
and also the drug source. By and large this is upto 5 per cent in
the case of capsules and vials. As regards ampoules this has
been allowed upto 10 per cent and somewhat higher in the case
of ampoules containing Vitamin B since this drug is said to
deteriorate more quickly than others.

29.4.12. It should have been expected that since formulating
operations arc more or less uniform they would not call for any
complicated opecrations capable of wvariation in techniques
or processes and reactions and that the conversion cost would
more or less be uniform but we firid that there are sharp disparities
owing to the capital and cost structure of diffcrent units. In
the case of plain tablets weighing upto 100 mg. the cost of tableting
varies from Rs. 1.36 to Rs. 4.40 per 1000 tablets. For tablets
from 101 to 250 mg. in weight the rate varies from Rs. 4.57 to
Rs. 4.69, the range in the former being very high. Tor capsules
of 250 mg. the cost of capsuling for 100 capsules varies from Re.
0.32 to Rs. 4.12. Similar variations have been discovered in
the case of ampoules for ampoule of 1 ml. the range is from
Re. 0.04 to Re. 0.075; and for those of 5 ml. Re. 0.13 to Re.
0.69. In the case of vials of 5.00 cc, the vialing cost is from Re.
0.02 to Re. 0.08 and for those of 15 cc it is from Re. 0.8 to Re.
0.11. The cost of making dry powder in the form of granules
in packs of 500 grams it is from Rs. 1.49 to Rs. 5.08 and the cost
of* 1000 grams is a}so within this range. Since the cost structure
of each unit is different, it is not possible to apply any single
rate for such processes and our estimates have been based on the
actual cost for each unit. As we have adopted the lowest cost
consistent with the standing and efficiency of the manufacturer
we expect that in course of time the higher cost units will achieve

a_ degre? of parity with the lower cost units and conversion costs
will eventually even-out.

S
29.4.13. Packing costs have been shown separately and the
analysis relates only to the material cost since the conversion cost

has been already included in the relevant heads for the parti-.
cular items.

29.5. For the enquiry we _selected 39 single drug formulations
and 10 multiple drug formulations under 30 brand names for
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osting  However, when our Cost Accounts Officers  visited
e umts selected for costng, they discovered that some of the
yrmulations which had origmally been suggested to us  were
ther not being manufactured or therr manufacture had been
wen up It has thus not been possible to cost the following
ems .—
ingle Drug formulations

Dihydrostreptomycin Sulphate Injection

Chlortetracycline Omtment

Chlortetracycline Supersoid Powder

Chloroquin Sulphate Tablets {contain Chloroquin Sulphate

for which no price was fixed.)

P.A.S. Sodum Tablets
Calcium PAS granules

\ultiple Drug Formulations*

CRYS 8 Injection (Sarabhat Chcmlcals)
bhai C Not bemg

CRYS-12 Injection

d An-

Injection (Hi
ulnotics)

Duostrep (Merck Sharp) + .«

MYSTREPTON Injcction {Glaxo) .
Chlorostrep Suspension (Parke-Davis} o
Tetrachlore (Gureo Pharma)*

Precin fortified with Opthalmic Oint-
ment (Alembic Chemical)

Tequinopt! (QPIL)

Dunochlor (Bengal Immunity)
Nivembmn (May & Baker) N
Diqamate (Martin & Harns)
Combination of INH and P.A S -

Not 1o be manufactured n
future

Contamms D1 hydrostreptomycin
tor whichprice should not be
fixed

Not manufactured

Not manufactured

Not manufactured

Not manufactured
The unit was dropped for costing
Not manufactured
Not manufactured
Not manufactured

Combnation duffers from com=
pany to company

*{We have, however,

by Dey’s Medical )

this item by E: £
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29.6. Of the 28 units which manufacture formulations, seven
are small scale units, viz.,

Neogy Labs.

Sunita Laboratories
Alliance Trading
Khandelwal Laboratories
Cadila Laboratorics
Gurco Pharma

Gujarat Pharmaceuticals

In the case of one of these units, namely, Gurco Pharma,
the price of formulations were found to be higher than those of
others. Being a small scale unit the price of its products ought to
have been lower in respect of these. This unit incurred a loss in
the year for which it was costed and this is the only one of all the
units surveyed by us which has reported a loss. The other unit viz.,
Gujarat Pharmaceuticals has shown profits out of all proportion
to its invested capital. But its cost of production also is generally
higher than those of other formulators. We have thercfore not
taken these units into consideration in arriving at the fair ex-works
price or retail price. The disproportion in the costs of these units
is apparent from the statements which follow.

29.7. Fair selling price—The ex-works prices. for the
future worked out on the above lines for the representative for-
mulations in standard pack are exhibited in Table 29.1.

a
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99.8. The formulations costed by us fall into the following
forms of packs or applications

(1) Containers
(2) Capsules
(8) Ampoules
(4) Viels

(5) Granules in containers.

Tablets arc either packed in bottles or in strips of aluminium
foil or  cellophanc.  Gapsules are cither in strips or in bottles.
Ampoules and vials are individual items of packings which are
kept 1n specified numbers in  cardboard boxes. Granules are
packed in containers of different sizes. It is not possible to work
out scparatcly the cost of cach packet and we therefore snggest
the following principles for working out the cost of individual
items or of numbers smaller than the pack for which the pricc
had been shown.

29.9. Where tablets are packed in strips, the retail price
of numbers smaller than those indicated in the table should be
arithmetically proportionate. If the tablets are packed in bottles
and the bot‘le is opened in order to dispense a smaller number an

additional 5%, over the retail price per tablet may be allowed
to the retailers.

Capsules—The same principles may be observed as in the
case of tablets.

_ Vials and ampoules.—The cost may be reckoned in terms of
individual ampoules or vials irrespective of the packaging in which

it is contained by dividing the cost of the pack by the number of
items contained.

.‘ Dryp  powder for granules—These are not sold loose and the
price of packings small or big—should be directly proportionate to
the price which we have indicated.

29.10. As a result of the examination of the figures in Table
29.1 we have arrived at fair prices which are the lowest for the
same product, provided the formulation is being manufactured
by a reputable firm. The following Tables 29.2 and 29.3

show the fair retail price so computed of the various items costed
by our Cost Accounts Officers.
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CHAPTER 30
COSTS OF PRODUCTION IN SMALL-SCALL UNITS

301 One of the terms of reference 1s to examme the prices
at which baue drugs .nd formulipons could be manufactured
by small seale manutacturers 1 hio did not come within the purview
of the Industries {Development and Regulation) Act Of the
units rdopted by us for cost study, three manufacture basic drugs
and four formulitions As a result of curtrn re clasnifichtiens
made by the DGTD receatly one more umt has been transs
ferred from the Itge scale to the small scale seetor  The totrl
aumb-e of uaits thus s 7 of which two manufacture both basie
drugs and formulations and three only formutations  The partie
culars nf these nnts together wih the basic drugs and formulationy
manufictured by them are gnen in Table 30 1

Taste 301

Last of small scale units whose costs were exammed

§{l, Name of the Unit g.uxc Single drug for  Multiple drug for.
o 53

rus mulation  ma- mulation manu-
manuface nufactured with factured  with
tured gentie hame btand nare
1 2 3 4 5
1 Alliance Tradmg N 1 Todochlor- Comh
Corpn , Calcutty hydroxyqut c}nl’ &x:;!m‘r}" B2
nolene
2 PAS Caltsum PAS
2 Cadila Labs , N 1 Vitamun BI2 Com!
‘Abmedabad 2 Vitamn BI3E)  of TS an
8 C!x‘!oump!zcm- PAS
€0l

4 Sulphadiazine
5 Vitamm G

613
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TanrLe 30, 1— Corntd.

m———
1 2 3 4 5
7 PAS
8 Predaicolope
9 Di::’od‘o Lydroxy-
aquirolone
CENERE Y e e
})’i«é ..1:5, Ahmeda- 3 Chloramphcni- PAS
col
4 Vit. B 19
S Vit. p 12(0)
6 Vit. ¢
7 C'n]o:prcpz'.mx'de
& Prednisolore
9 Chloroquin
4 Gurco Pharma, Nil 1 Chloramphc~ Combination of
Delhi, nicol ¢hlorzmphenicol
2 Tolbutzmige ;‘;:éim;ig’:gdrosst;;: ‘
phate
5 Khandelywa] Labs., NI 1 Tetracycline Nil
Bombay 2 Vit. B2
3 Sulphadiazinc
4 Vit, o ‘
6 Neogy Laboratorics, Todo-chior Ni} Nii
alcutta, hydroxy-
quinolone

7 Suneeta Labs,, Indere ILN.F. Nil Nil
3(_).2. There are only two basjc drugs whicp, are being manufac-

ured in the smajy scale sector viz., INH sand Iodo-chlor-hydroxy-

uinoline, The comparative prices based op the estimates for
1€s¢ are as follows : .

e



Todo-chlor-hyd inoli
hydroxy-q

In the small scale sector this drug 1s bemg manufactured
only by Neogy Laboratorics and Alliance Trading Corpn  OF
the large scale umts cost of Last India Pharmaceutical Works
was evammned and the comparitive figures have been given in
paragraph 28 12 The costs of both the small scale unus are
simular but that of the large scale ume 1s 50 per cent lugher  The
mam 1e1son for the hugh cost of the large scale unit 1s the Iugher

e - LY ~ 1 Ay Labs

Tugher

' . Alhance

Trading gans on matertal costs 13 made up by 1ts lugher conversion

costs which are more than double that of Neogy but less than
half that of East India

LNH,

This drug 1s bemng manufactured by Suneeta Labs The
costs of Suneeta Labs were examined zlong with those of two large
scale units These costs have been shown in paragraph 28 16
and mdicate that those of Sunecta Labs are less than half of that
of Pfizer and about 58 per cent those of Biological Evans In
the case of Sunecta Labs  the matenals cost 1s low and conversion
cost 1s very much lower than that of the other two large scale
units  Conversion costs of Biological Evans and Pfizer are defi-
mueely excesstve and what Suneeta can do for Rs 4 67 per kg
1s done_by Pfizer for almost 8 tumes at Rs 39 62 and by Biolo-
gilcal Evans at more than 5 times at Rs 27 42

303 Cormng to formulations we find that the number of
formulations made by the small scale umts costed by us 15 fairly
large The following table gives the costs of production of
the various single drug formulations as between the large and
small scale units

41~1T C Bom /70
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30.4. The above figures would show that for the costed
units the range of prices as determined by us is similar in the
case of hoth sectors of the industry. Small Scale units do not
therefore afford any particular economy in comparison with
those in the organised sector.

30.5. Comparison is not possible in respect of multiple drug
formulations as the proportions of the different basic drugs in
such formulations vary from manufacturer to manufactuter.



CHAPTLR 31

RETURN ON CAPITAL

311 AManufacture of drugs 15 not a umform actmaty but
Qufferentiated s between production of basic drugs and the manu-
facture of formulations  [he analysts conducted by us in clapter
27 clearly shous that the capial as well as cost structure differs
in enther of the two cases  In the case of activity related to the
manu‘aclure of basic drugs alone, heavy capital mvestment 15
needed and return can thercfore be related to the caputal employed
On the other hand, n the case of formulations, the mdustry and
consequently mndividual umits are not capital mtensive and the
proprotion of capital employed to the sales turnover 1s very much
smaller than i the other case It would be quite safc to adopt
the capital employed as basis for the formulation of the rate of
return 1n the case of basic drug manufacture  The profit constr-
tutes the difference between the value of sales and the cost of sales
‘These have in their turn to be related to the capital ecmployed in
order to provide a fair rate of return to the sharcholder as well
as to provide funds for the discharge of other habilities imposed
on the company such as payment of bonus to workers and taxes
etc In the case of formulaung activity the rate of profit cannot
be so applied to the employed caputal since the quantum of net
assets 15 small and the working capital may be hugh The
determination of the working capital 1 the case of formulatng
actvity would be difficult and even 1f 1t 1s done 1t will be more
or less tantamount to the cost of sales e have thercfore m
the case of formulations adopted the cost of sales as the basts
for the determmation of the return  Where both basic drugs
manufacturing activity as well as that of formulation 1s bemng
conducted by the same umit, capital employed for basic drugs
has been 1solated {rom the rest of the capital employed and the
possibility of allowing retum twice over on the same actvity has
been elimmated

312 The industry has suegested that for both activaties turn-
over and not capital employed should be the criterion for the
determination of 1cturn  For the reasons mentioned above 1t 15
not possible to agree with this suggestion

313 Capital employed consists of net assets and working
capital It has been proposed by the industry that the concept

623
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of capital employed as balance sheet total minus accumulated
losses is not appropriate and that the market valuc of the industry’s
assets should be substituted for the value shown in the balance
sheet.  This means the revision of the assets from time to time
in order to conform to the current market values of the plant
and machinery. This plea has been made before us in the past
also on the ground that owing to rise in prices the valuc of the fixed
asscts also increases and that these should be revalued. Fixed
asscts of a company develop as a result of certain investments
madc during different periods of time. These items undergo
depreciation  as  time  passes  and nccessary  deductions  {or
depreciation value are made. If the principle for revaluation
were to be adopted it would be neeessary to determine the value
of cach item purchased at widely separate intervals and then
vertfy the values so determined with the help of certain definite
standards.  This cannot for obvious reasons be done. It is therc-
fore not possible to make any revaluation of the fixed assete. Such
revaluations are also not made by any industry nor arc these
countenanced by the various regulatory provisions or Income
Tax Law. Another difficulty that would arise is that the paid up
capital which is the source from which the block was sctup will
also need to be correspondingly increased in order to get revalua-
tion of the block. This for obvious reasons cannot be done since
the valuc of money may have fallen in terms of commodities but
cannot be considered to be so in terms of money itsclf. Any
attempt at revaluation of assets would lead to intractable problems
gmd complexities. It has also been argued that the basis for work-
Ing out return on capital should he what is called the total assets
and not the net assets.  This would mean the inclusion of reserves
for depreciation in the block. Since the clement for depreciation
has been added as an item of cost it cannot be accounted twice
over as an 1tem on which return is to he allowed even if it has
not been used. Where the amount allowed as depreciation has
already been utilised for increasing assets, the company in addition
to the advantage of its being reckoned as an item of cost also gets
return on the amount or such amount as may have been added
to the assets for the purpose of return. Another suggestion made
1s that research and development expenditure should be capi-
talised. As we have discussed already the expenditure on this
account is nominal and it has invariably been included as an

item of cost. Ifsuch expenditure were to be excluded from costs
ana capitalised, the only result would be the deferment of write
off and allowing simultaneously a certain quantum of returnon
the element of this expenditure so included in the net assets. The
expenditure being small, it has, wherever incurred, been shown
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as an stem of cost And therefore the question of its capatalisation
doe> not risCe

314 wih regard to working caputal the industry has argued
that current habihty should not be deducted from current assets
Workig capital has been defined as excess of current and liqud
assets over cutrent hability required m bustness having regard
to reasonable provision for contingencies S0 7s to enable 1t to
conduct 1ts operations normally and fiee from financial embarrs-
sment at the same time avording losses consequent upon mncurring
commitments bzyond 1ts capacity m the ordinary course of events
It may be possible to cairy on business with small margins  1n
cases where goods are sold for cash  While raw materials for
manuacture of such goods are bought on credit or where the
sale credit period s <horter than purchase credit period many
busiesses particularly small ones work from hand to mouth without
re erve strength required to meet special circumstances  In
many bu ness compames particlirly when these are thrving, the
tendency ts to run the busmess on 1ts own reserves rather than to
rely on byrrowangs Dinanoial wSthintiens tahe mto conmderation
th~ nat worth ol the busmess as a gmding factor for the himits of
acc mmodation offeied  On the other hand a company using
a large percentage of borrowmng may have to take a larger outlay
on the servicg of (he loans  The addibion.! re urn to wluch it
would thy Ye e 17 n
risk tahen
busmess
and gher earnimng would compensue them for the risks taken
Agam the worhing capital 1s devised on prnciples of an average
for « number of umts Any disadvant3ge accruing to 2 umt
which has 2 Jow borrowing rate would b~ compensated by the
ncrease resulting from the adoption of the purciple of averages
On the other hnd, units which have to put much greater reliance
on such borrowings will hue to find ways and means to reduce
them n order that their overall profitabilitv may not partly be
eaten mto bv the mterest on loans

315 The net result 15 that capital employed will be consts-
tuted of net fixed assets plus working capital on the assets side
and the paid up capital, reserves, borrowings minus current Ija-
bilies on the habilities side  The ndustry has  through s
Associations made 2 few pomts with regard to the demand of a
high rate of return It has been mentioned repeatedly that it
15 a tugh rish idustry  There have no doubt been fluctuations
1 the destimies of 2 number of firms abroad in relation to whether
or nat thewr mnovational activity has kept pace with demand of



626

the times.  These fluctuations have resulted mostly in conscquence
of international competition. The industry in India is not izced
with any such problems. There has been almost no innovational
activity in this country; our contribution over the last two decades
is that ol'onc drug only out of a total of 719 drugs invented and
cven this drug docs not have a very large market.  Of the 34 units
costed by us and 11 more units of which we have had occasion
to examine balance-sheets we found that losses had been shown
only in the case of one small-scale unit and cven this unit did not
maintain its accounts properly ; all other units have Qmspurcd
with varying degrees of profitability. Only when a high level
of production and substantial exports arc established is it neces-
sary for a unit to keep on its toes to be able to introduce with
a certain degree of regularity new drugs in order that it may not
lose its position. e do not find any special clement ol risk
involved in so far as the drug industry 1s concerned. On the
other hand, from the results of the analysis of the balance-sheets
we can safely say that this is quite a safe industry for invesunents.
No higher ratc of return over and above the generality of industries
in India can on this count be admitted in the case of the phar-
maceutical industry.

31.6. A factor which has been cited as having distorted
the carning pattern of the industry is the application of indis-
criminate price {reeze in 1963 and the continuance of uncconomic
price control since 1966. It has been argued that the pattern
of profitability in these yecars should not be the basis of any con-
ciusions. While not going into the question of the effect of price
freeze on the profitability we may state that our determination
of the rate of return is not based on the cxperience of the industry
in the past few years but is in consideration of the requirement
needed for the discharge of the liabilities of the companies with
regard to their duties towards the Government, shareholders
and labour. One of the units has argued for a higher rate of return
for the foreign investor on account of the investment made at pre-
devaluation rates. It says that in the absence of adequate returnl
there would be no enthusiasm to invest in the drug industry and
its growth will be impeded ; the annual consumption of drugs
is less than Rs. 4 per head while it is much more in other countries
and even in developing countries like Spain the per capita annual
expenditure is Rs. 38, in the case of France it is more than 24
times that of India ; any slight increase in the price of drugs would
not therefore constitute any serious or additional burden on the-
population ; but if the incentive to invest in the drug industry
Is impaired its growth will be impeded and once the industry is
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damaged 1t will tahe the Government and the community for
mote effort to revive 1t than the shght mital increase :f any that
may b~ occasioned now This approach presumes that even
though there 1s a c1se for granung increase m price it 1s beng
dented for fear of increasing the  burden on the commuity  Thus
13 notso  Ifincrease were warrnated we would certunly advocate
thus, wrrespectine of the additional burden on the consumer  As
to differenual treatment to forergn imvestors we find 1 difficule
to agiee with this line of argument  No special treaument 1s
proposed to be given to wuts which have n foregn base  We
2 e satisfied that the return which we have allowed should attract
all catego 1es of investors, foreign or Inditn As we Inve already
mentioned the opportunity to set up an industry 1n a foreign
country and to carn profits 1s 1 itselt a valuable advantage which
15 avat able to the foreign investor i addition to the pormal return

We find {rom the Pharmaceutical Indusiiv source book of UK

that the rcturn 15 15 per cent in UK gor the phirmaceuncal
mndustry ~s agunst 14 per cent for other industries  The cal

culttions have becn made on the baus of total capital employed
less current Imbilities and the percentage with profits (gross of
d-preciation and t1xes)  Aecordmg to the U S A Pharmaceutical
Year Book the rc urn was 18 per cent 15 werage for the years
1957 to 1966 of net worth and 10 3 per cent as percentage of
sales

317 Lmployed capital as we have adopted st 15 only a base for
refernece since the quantum of p ofits needed hins been determmned
on the basis of the amounts due to the industry for the purposes
of me ting 1ts hab:lities and commutments  Differmng interpreta

o~ 1 ot *too== ' a5 the capital emplo-

The dividends carned

1333 jointstock com

pintes i Indiz for the years 1962 63 to 1965 66 varied between
10 1 t0 10 7 per cent  On the other hand under the provision
of the Banus Act a mmumum dividend of 8 5 per cent hns  been
asum+d Adding to the latter the amounts needed for the pay-
ment of the muumum compulsory bonus the rmounts requured
for bring set ande 15 reserves and amount of corporation tax
we hive made an danalysis of 12 units 1n so far as their manufac-
turmg actrvaty of basic drugs 1s concerned  The figures at whuch,
we have thus arrived when related to the employed capital ag
worhed out by us come to 13 3 to 20 3 per cent of the employed
capttal This 1s the nummum that would be needed by the umts
for which this examination has been made 1 order to pay a divi-
dend of 8 5 per cent as agamst the higher dividends earned by
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the sharcholders of the pharmaccutical companics, Table 31.1
gives the details of these figurcs.

31.8. Considering that the drug industry is oviented to
humanitarian services it should not hanker after the high prefits
and we have assumed a low rate of dividend and consider that
the stability of the companies as well as higher margins carned on
their side activities would be conducive to the attraction of the
requisitc capital.  We have thercfore arrived at the figure of 15
per cent on the employed capital as fuir return for the industry
in respect of its manufacture of hasic drugs.

31.9. In the case of formulations calculations have been
made on similar lines and arc shown for certain selected units
in Table 31.2. It is not possible io rclate the quantum  of
profit that is nceded by the units which made lormulations only
or composite units for the formulating activity only, to the employed
capital of formulations alone. For, the manufacture of formula-
tions is an activity which docs not require heavy deployment of
plant and machinery. In a number of cases formulations are
manufactured by small units in rented buildings or even in labo-
ratorics. In such cases the investments are meagre and mnot
commensurate with the volume of work done with manual labour
and the profit nceded to run the concern would be unrealistic
if related to the employed capital. The peculiar features which
exist in the market also warrant consideration for providing a
margin of return to cover different scales of discounts, namely
to the trade, wholesalers and retailers. The margin should
therefore be such as to ahbsorb thesc clements providing a f{air
profit for the formulator cither in the small scale or large scale
sector of the industry. Of the units selected by us for costing
therc are ten units with ecxclusive formulating activity. Ex-
cluding one which showed a loss of 6.1 per cent and another for
which analysis of Balance Sheet could not be done, the rest showed
profits ranging from 4.8 per cent to 19.6 per cent on the total
cost of sales. Relating the amounts needed by formulators to
meet their commitments and liabilities to the cost of the drugs
manufactured, we find that the range is from 13.9 to 15.7 per
cent and we consider therefore that a mark up of 15 per cent
would be reasonable. We have therefore added the amount of
15 per cent on the cost of the drugs as the return on formula-
tions.
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Compulation of required surplus for basie drug manufactuters

Required
surplas
St No  Required Copitat expressed as
of units surplus employed percentage of
Rs jlakls Rs Jlakhs capital
employed
1 2 3 4
1 38 26 03 148
2 23 69 178 30 13 3
3 3875 271 23 143
4 0 42 203 207
5 268 19 3, 139
[ 11 97 73 00 16 4
7 55 03 334 80 155
8 18 79 114 16 165
9 176 93 1,065 99 16 6
10 47 08 245 09 192
11 37 9% 192 32 197
12 0 50 246 203
TasLe 31 2

Computation of required surplus as percentage of cost of sales for
!

Jormulators

Required
St No Required Cost of surplus 2z
of umts surplus sales percentage of
Ras jlakhs Rs [lakhs cost of sales
m 2) (6] )
(1) 591 37 66 157
2) 10 76 77 20 139
[6)] 378 24 55 15 4




CHAPTER 32

SUMMARY OF CONCLUSIONS AND RECOMMEN-
DATIONS

Our conclusions and ‘rccommendation® airc summarised
below :—

(1) Though the actual terms of refernece relate to price re-
duction we have interpreted the reference in terms of the provisions
of Section 12(d) of the TarifT Commission Act as an inquiry on
prices of drugs.

(Paragraph 1.2)

(2) The scope of the inquiry covers (1) the 18 specified
drugs sold in bulk ; (2) single drug {ormulations of the specified
drugs cach containing any onc of the specified drugs as its major
therapeutic ingredient ; and (3) multiple drug formulations of
the specified drugs each containing to two or morc of the speci-
fied drugs only without addition of drugs outside the list.

(Paragraph 2.2)

(3) The difficultics mentioned by the Director, Drugs
Control Administration, Maharashtra in the implementation
of the Drugs Prices (Display and Control) Order, 1966 may be
considered and suitable modifications introduced.

(Paragraphs 4.2.9 and 4.2.10)

(4) There ought to be uniformity of standards of adminis-
tration, testing, approval and other matters regulating manu-
facture of drugs. Policies may be devised and implemented

in such a way that the present disparity in these standards is
removed.

(Paragraph 4.3.5)

(5) Steps may be taken both by Government and by the
drugs and pharmaccuticals industry to arrive at uniform classi-
fications and sub-classifications of the basic drugs. Information
may be collected and published for these on uniform lines.

(Paragraph 6.1.4)
630
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(6) Steps may be taken to cusure that State Drugs Controllers
mantam records of the hicenees 1ssued by them to menufec urers
of drugs and these records should b. reediy —vailoble  Itas also
desireb ¢ that the hist of such heences s publ shed pencdically
on a Q ntral busis for tiie whole country end 1t shou d centam
the n.mes of tne umts with locatien, year ol gient of licence,
d ugs and formul.tions speeified 1 tne Licence, instalid ¢ pocity
and nwal production 1 te ms of he qu.ntitv of fo mul.ticns
and drugs to b~ m.nul.ctured or suit b e .ggreg tes of the same

{Paragraph 63 3)

{7) Even though there .re more then 2 00 small scale units
and cach one functions under a licence, very little information
1s avail.ble 1n respect of their activities and contr bution to the
pharmaceutical industry  The State D-ugs Controllers sheuld
collect information annually in respect of the small scale umits
on the lnes indicated n paragraph 633

{Paragraph 6 3 3)

(8) There are cases where the licensed capacities of umits
for manufacture of biwe drugs are substantizlly h gher than the
capacities installed  While 1t s desircb e to reccgmse the h gher
nstalled capacities where these hove been est.blished, 1t weuld
be equally adws ble to reduce licens d capacities where these
have not b=en set up within the pericd stpulated for mnstallaticn
Thrs would be conducive to more healthy growth of the industry
and would lead to more screntific assessment of the requircments
of the industry particulerly in reg-rd to fore gn ¢ change and the
size of other sapporting industries producing raw materals

{Paragraph 71 6)

(9) In the drugs and ph rmeccuticzls industry 28 »n many
other industries, on the enc h nd qute a number of licences
issued for installation ond exp nsicn frve rem mmed dormant,
on the other, there are numerous cases where nstalled c. paeity
has exceeded the licensed ¢ prcrty and been purmutted to so
exceed with ex post facto ~pprcval n sclected  nstances on the
ground of imncreased prod irtion achieved and refuszl m o hers
There 15 no umform or fi m pol ¢y at work n this regard It
wou'ld be opportune to m~ke 2 thorough review of the working
of the Industries (Develepment 2nd Regulation) Act and the Rules
and actual p-ocedures adap*ed wn granting the hicences and
approval or disapproval of changes 1n capacity from time to time

(Paragraph 717)
42—1T G Bom /70
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(10) Suitable additions may be made to the Drugs and Cos-
metics Rules for specifying the capacity of small scale units licensed
or approved to manufacture basic drugs.

(Paragraph 7.1.8)

(11) The under-utilisation of capacity for the specified basic
drugs does not reveal a healthy picture of the drugs indusiry.
Extensive replanning is needed for achieving greater utilisation of
capacities especially in the case of the units manufacturing the
specified basic drugs.

(Paragraph 8.2.2)

(12) Steps need to be taken to ensure that the units licensed
to manufacture basic drugs set up capacity within a stipulated
period of time or the licence should be revoked. In the case of
drugs which have to be imported owing to lack of adequate capacity,
this principle should be enforced with greater vigour.

(Paragraph 9.4)

(13) Our estimates of consumption of the specified basic
drugs for the years 1968, 1969 and 1970 are given in Tzble 11.4.

(Paragraph 11.5)

(14) For raw materials of which indigenous supplies are
available, imports need to be discouraged, even if the cost of the
imported material is lower than that of the indigenous one. Where
the indigenous supply needs to be supplemented by partial imports,
it would bz desirable to ensure that some system of pooling is
attempted so that the raw materials are available at the same rates
to the different manufacturers and there is no unfair advantage -
to a particular manufacturer which 1is not available to the rest.

(Paragraph 12.1.5)

(15) It would be desirable to permit imports at concessional
rates of customs duty in respect of specific raw materials and
intermediates which are needed by the drugs and pharmaceuticals
industry, until such time as indigenous capacities for such raw
materials and intermediates are set up.

(Paragraph 12.1.5)

(16)- A stage has now been reached when slaughter houses
have to be used not only for providing meat as an item of food
but also as sources of some of the important medicinal and biolo=
gical raw materials. The State must therefore take in hand the
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regulation of large slaughter houses 1n such a way that the bye-
products are not wasted but can be retnieved and utihsed for
medicinal wnd  therapeutic purposes

{Paragraph 122 8)

(17) The quality of materials bike gliuss contuners rubber
stoppers and aluminum straps and the lach of umformity m size
need the close attention not only of the industry but ilso  of
Government and 1its virious agencies wiich control and regulate
production nd quality 1n order to ensurce that the ind genous
industry 1s not found wanting even i those sphe «s where self
suffimency 1s clamed but hias not b en 1clueved owmg to lack
of quality and confo mnty to sprcifications  Attention needs
also to b= paid very closels to the arrangements for raw materials
and interm~dintes not p oduced by making their supply certamn
Schedules need to b= drawn up for this purpase 1n arder to ensure
that with 1 certain degree of vigilanee of programme planming
uncertamties are  chiminated

(Pargraph 1228)

(18) It would b~ desirable to late the ple of many
advanced countries of Europe, particularly Denmark where
no drugs 1n the form of capsules are marketed and drugs arc
sold 1n the form of tablets so that tne usc of imported Gelatine may
be el 1 and foreign exch saved

(Paragraph 12 2 8)

(\9) The existing lchshuon n our country recognises both
generic mames as well as brand names but 1t 15 imcumbent on
the manufacturer to enter the generic name also promunently
on the contamer It would be desirable to revise generic names
and imntroduce an abbreviated nomenclature for the purpose of
drug manufacture with short, distmctive and easily spelt  out
names

(Paragraph 13 25)

(20) Wherever preparations are prescribed n the form of
combmations of two or more ngredients, 1t should be incumbent
en the manufacturers who market such combnations to present to
the Drugs Controller, Government of India, pharmacological
and clinical data not only to prove the efficacy but also the
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superiority of such combinations over the straightforward pre-
parations included in the pharmacopoeia or the National For-
mulary. Waen such clinical data are presented thc menufac-
turer should also suggest 2 generic name for it which, if acceptable,
would form a generic nzme for that product and, if not acceptable,
it my bz open to the controlling authority to suggest an alter-
native generic name.

(Paragraph 13.26)

(21) The Patent Law is essentially meant to encourage
inventions and in the national interest. Hence, all precautions
need to be taken to see that patents which are granted in our
country either in respect of indigenous or foreign inventions are
not abused, i.e., are not utilised to prevent further development.

(Paragraph 14.10)

(22) In the interests of saving of foreign exchange as well as
possible economy of costs Parke-Davis, a manufacturer of the
basic drug, Amodiaquin, should manufacture 4 : 7 dichloroqui-
noline from metachloro zniline, particularly when another unit
with lesser facilities can do so and it should not therefore be
allowed to import this intermediate. On the other hand, if it is
not possible to do so, Bengal Immunity Co. should step up its

production of 4 : 7 dichloroquinoline, so that it can meet the
demand of other units also.

(Paragraph 15.7.1)

(23) It would be desirable for the other units producing
the basic drug chloropropamide to utilise the same process as
adopted b}f Bengal Chemical or alternatively a more efficient
one 2 pi-caase locally produced intermediates.

(Paragraph 15.7.1)

(24) 8-hydroxyquinoline or dicklercnitrobenzene needed

for the manufacture of Iodo-chlor-h PO 1
be produced locally. chlor-hydroxy-quinoline shou

(Paragraph 15.7.1)

(25) It is desirable to go into the reasons for the high cost
of production of Vitamin-A by Glaxo Laboratorics ard if they
are due to any process deficiencies, the unit should zdopt the
more efficient process of Roche Products.

(Paragraphs 15.7.2 and 2‘(';.2.2)
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(26) Sarabhar Merck should pay serions attention to the
reasons for the low yreld of Vitamin G obtaned by 1t

(Paragrzph 157 3)

(27) It 1» tc evant to consider whether manuf.cture of sul-
phad az ne mvolving a perpetual dram of foregn exchainge for
1mpo ung raw marcrialy should be contnued once the manus
facture of sulphad midine from predomunantly mnd genous raw
materials 13 established

(Parigroph 157 4)

{28) In order to have a more comrect picture of the extent
to which sub stardard drug, are bemng produced m the country
1t would be deairable to have analy.cs separately for gencac as
well as b .nd name p oduc  and al o by wmies m the la go scale
as well as the umall .cale sectors

(Paragraph  1713)

(29) Th~ 1nomalie; pomnted out by the manuf.cturers’
as ocrat o1 in th p ouedures of Central and State Excr ¢ Autho-
nties should be removed.

(Paregraph 194 4)

(30) Imports of basic d~ugs should alway. be related to the
requirements of the coantry Indian economy has not yet
reached a stage wnd pa ticularly wn the chemieal and  pharma-
ceutical indu tries, where 1t can b~ exposed to competition from
abroad or expcted to establish its own market i the international
field and compete at the level of mternational price. which m
many cases are¢ much lower than indigenous prices prevailing
1n the country of ongm  This industry, like other Ind an in-
dustrres has been enjoying pratection in the form of quantit itive
restrictions of imports «nd if such protection s withd awn all
of a sudd n and the ndustry 1s exposed to foreign competition,
d sastrous consequences are likely to ensue  These have been
amply d monstrated during our mquiry for the 18 deugs, when
m the case of not le, than si¢ items, the fall in the domestic pro-
duction 1nd setback to the iduastry has resulted from unplanned
imports based on such estimates of production and d mand,
which were neither realt ue nor h='pful to the consolid.tion and
development of the domestic umit  Bas ¢ manufacture of d ugs
mn the country has been ¢ tabluhed after conuiderable efforts
and no steps <hould be taken which may retard the progress al-
ready made

(Paragraph 20 7)
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activaty by atself 1s not capital intensive and profitability 1s related
to the sales turnover since eapital employed 1s about half of the
amount of sales turnover

(Paragraph 274 8)

(38) The far ex-works selling prices recommended by us
or the speeified basic drugs are given i Table 282

{(Paragraph 2820 1)

(39) The fair sclling prices recommended by us for the se-
lected essential formulations are gnen in Tables 29 2 and 293
Additional charges for dwspensing  tablets and capsules 1n loose
form may be allowed but no addition 15 needed in the case of
wvials, ampoules and tiblet strips di pensed from larger pachings

(Paragraphs 299 and 29 10)

{40) The selling prices recommended by us for formulations
are gencrally lower than the prevaling market prices, although
m some cases these m~y appuar to be gh  Invarably i all
such cases the present prices are bised on :mported materinls
the prices of which are lower than those of ind genous materals
The prices worled out by us appear therefore to be ugher smee
those are based on ind genous raw materials ¥ such drugs
contiue to be formulated by using imported raw materials,
the prices recommended by us would need to be revised

{Paragraph 29 11)

(41) The element of cxerse duty has not been taken into
account 1n fixing prices of single drug formulations sold under
generic names or brand names, although excise duty 13 payable
on formulations so'd under brand names We do not see any
reason to distinguish between brand nime and  generic name
formulations and hope that the use of brind names would be
discouraged

(Paragraph 29 12)

(42) Our findings on cost of production of basic drugs by
small scale umits are given in paragraph 302

(Paragraph  302)

(43) Small scale formulating units do not afford any parti-
cular economy 1n comparison with those of the orgamsed sector

(Paragraph 30 4)
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APPENDIM T
( ¥ide Parageaph 3 1)

List of firms/hodles/Assoctatjons to whom the Comm'ssion’s
questionualrestiettcrs were issued and those who repled,

*TLose who replicd
@Tho ¢ wha rephicd that they did rot come witlun the purview of the in-

*1
2
*3
*
*5
*6
*7
*g
*9
*10
1
*12
*13
*14
*15

*1

@

*17
*1g
*19

21
22

T Mangfactarers of baue drugs
{a) Larg~ sca's tmls
A+ tDavidLtd, 5/11,D  GuptaLane, Calentta-50
Alembic Chemical Worls Co Lid  Alerb ¢ Road, Baroda 3
Al Products 1ad o A, Balsor

Beneal Chemical and Pharmaccutical Works Lid 164 Maniktals
Mun Road, Calesita 54

Bengal Immunaty Co Ltd, Immumity House 153, Dharmatala
St eet, Cu'cutta 13

Drological Evans Ltd , 18/1 & 3, Azamabad Hyderadad 20
Bio-Chemical and Synthetic Products Lid Sanatnagar, Hyderabad
Bochimge Knoll Ltd Unuted IndiaBllg P Mehta Road, Bombay-1,
Boots Pue Drug Co (India) Lid, 17, Nicol Road, Bombay 1

Brahmachari Retearch Institute Pvt, Ltd , 82/3A Didan Saras,
Caleutta-4

Calcutta Chemieal Go  Ltd . Caleutta
Chnnog’harma Labo~aterses Ltd, Plot No C S 215, Scwrs, Bom-
ay-
Cynamid India Ltd . 234-D2, Dr Arnic Besant Road, P O Box
G377 , Worl1, Bombav -18

Deys :\{%dlul Stores (Mfg) Pvt Ltd , 6-D, Lindsey Strect , Cal-
cuttas’

East Tndia Pharmaceutical Worls, Ltd , 102, Syamaprasad Mo~
kherjee Read, Caleutta-26

Glaxo Labo-atories (India) Pvt, Ltd, Dr  Anme Desant Road,
Worl1, Bombay-18

Haffkine Institute, Parel Bombay 12
Hind Chremicals Ltd . Harris Gan), Kanpur
Hundastan  Antibioties Ltd  Pumprs Poona 8

Ho~chst Pharmaceuticals Ltd , Dugal House, Backbay Reclamation,
Bombay-1

Mac Laboratories Pvt Ltd , Vidyavihar, Kivol, Bombay 77,
May & Baber Ltd, Bombay Agra Road, Bhandup, Bombay-78
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%23
24

*25
*26
*27
¥98
*29
*30

*31
*32
*33
*34

*1

*2
*3
*4
¥5

*6
*7
*g
*9

*10
*11

|
*2
*3

*4
75
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Merck Sharp & Dohme of India Ltd., Dugal House, Backbay
Reclamation, Bombay-1.

Oricatal Pharmacecutical Industries Ltd., 64-66, Tulsi Pipe Road,
Mahim, Bombay-106. .

Parke-Davis (India) Ltd., Kurla Andberi Road. Saki Naka, Bombay-70.
Phizer Lid., ICICT Bldg., 163, Backbay Reclamation, Bombay-1.
Roche Products Ltd., 28, Tardeo Road, Bombay-34.

Sarabhai Merck Ltd., P. B. No. 80, Wadi Wadji, Bareda,

Synbiotics Ltd., P, Box No. 129. Wadi Wadi, Bareda.

Standard Pharmaccuticals Ltd., 67, Dr. Sutcsh Satkar Road, Cal-
cutla-14.

Themis Pharmaccuticals, 38, Suren Road, Andheri Xast, Bombay-58.
Unichem Laboratories Litd., 4, 5, 6, Jogeshwari Estate, Bombsay-60.
Wander Pharmed ILtd.. 33-A, New Marine Lines, Bombay-1.

Wyeth  Laboratories Litd., Steclerete House, Dinshaw Watcha Road,
Bombay-1.

(b} Small scale uniss

Alliance Trading Gorpo.ation P. Ltd.. 15, Suinhoe Lanc, Kasba,
Calecutta-42.

British Medicine & Pharmaceutical Go., 44. Eara Street, Caleutta-1.

Eaglc Laboratory, 17, Pollock Street, Caleutia-l.

G.D. A. Chemicals Ltd.. 36, Panditia Road, Calcutta-29.

Dr. Karanth’s Pharma-Chemical Industry, B-11, Tndusisial Estate,
Sanatnagzat, Hyderabad-18.

Navarathaa Pharmaceutical Laboratories, P. O. Box No. 13,
Mattancheri, Cochin-2.

Neogy Laboratorics, 205, Netaji Subhas Road. Behala, Celeutta 34.

Sunny, Industries (P) Litd., 23/3/1B, Rupnarayan Nandan Lane,
Calcutta-25.

Syno-Chem  Laboaratories, 16{1, Shamsul Huda Road, P. B. No.
16004, Calcutia-17.

Suneeta Laboratories, 89B/90 Industrial Estate, Pologround, fndors.

Swiss Chemicals, A-7-142/1 Golconda Cross Road, Musheerabad,
Hyderabad-20.

IL.  Prospective manufactuzers of basic drugs

{2) Large scale units

Atul  Drug House, 85-D, Dr. Annic Besant Road, Bombay-18.
Bayer India Ltd., 82, Veer Nariman Read, Bombay-1.

Chemical, Industrial and Pharmaceutical Laboratories, Bellass is
Road, Bombay-8.

Ghowgule (Hind) P. Ltd., India House, Fort Srect, Bambay-1.

In.dbialr;' lzrugs and Pharmaceuticals Ltd., 5, Parliament Street, Nas
eilir ~1.
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*6 Tndian Research Institute P Ltd 3 Rustomyec Parsce Road,
Cossipore Calrulta 2
*7 Kemp& Co Ltd ,88 G, Old Prabhadevs Road, Hombay28

*3 New Thima Tndustries Prvate Lid, Rastun Bulding, J Tata
Road Borbay-1

*3 South Tndi Research Tnsttue, } yaracads (AP)
#10 Warmer Hindustan Ltd, Sovoy Chambers, Wallace Street, Bom~
bay-1

{b) Small scale unsts
»

Guwa At Pharmacetucal & Chemical Works  Near Chamundas
matn  Asatwa, Akmedslad 16

*2 Qunochem Laboratonies, £93/1 hhwn Bang Sanghi (Maharashtra}
*3  Texdyes Corporation 127, Mahatma Gandhi Read Beribay-l
*4 Unneral Ghenmicaly Kothan Bulding  Arthur Read Bortday-11

*5 Uwn Laboratories P Lid 13, Dattywrya Road  Santa Cruz,
Borbar-54

-

Il Formulators
*Those who replied
QThose who rephied that they we ¢ aot mauufacturmg formulations
of specified drugs
(a) Lorge seale ung s
St Nos 1 3tof I (a) above
Sl Not 1100of IT(a)above

45 Annh
@ A

Poirmaceuticals Tt1 Station Read Post Box No 4
Amednag 1

*46 The Angle Frereh Drugz Co (Easten
Dombay-34

@47 Alta Laboratories Ltd , P O Box No 5509, Vis onps Fark, Nargars
Cross Road, Dadar, Bombay -14

48 Amrutamjan Ltd, 14/15, Luzcd urch Road AMedos-4

Itd 28 Taiceo Read,

49 Associated C.pules T Ltd, 131, Kandiuil Inuustrial Estate

Bombay 67

#50 Adeco Ltd, Adcco Nagar, Hooghlt DI (W Bengal)

*51 British Drug House (India} P Ltd, 18, Graham Road, Ballard
Estate, Bombay-1

*52 Burroughs Wellcome& Co (Indra) P Ltd,16,Bank Street, Bomboy-1.

*33 Chemteal Tndustnial & Pharmaceutical Laboratories, Lid , 289,
Bellassis Road, Byculla, Bombay-8

*54 Cap ulation Services P Ld , Bank of Barada Buddieg, Apollo Stwees,
Bombay-l

*55

Cba ofndia Ltd , 14, J TataRoad, Box No 1123, Bombgy-1
*56 Cilag Hind Ltd, Kastun: Building ,J Tata Road, Bembay-1

*57 Crookes Interfran Ltd, 254D, Dr  Anme Besant Road, Warls,
Bombay 18
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*58, 'l‘beFai:‘deaI C’orpora lon p d s Laxm; Burld'ngs, Sir p, M. Ro:
P X No, 1925, mbay. ]
*59 Geoffre Mannerr & d., J\Iagnet House, BaIIard Estat
P Box > Bomp, 1
@ Tmap Remcclxes P, Ltq,, X No, i 5, Baméc_y.
@ LELREYN Ley , 70-4, “linge St:eet., C'alcutla-13.
2 ‘ary §. ak & Mig;; 2w Extension, Ca/czztta~13.
6 de abzg Izemical an Plzarmaceutical I’Vorks L(d., P. B No. 182,
zamabau‘, H}'a’erabaa’.
@64 Ind"an Ocess C'hernical Laboratory, Yeshwantapur P o s Barg,
lore~22.
*65 I'ndo-Pba:'ma Ceuticy) Wou P. Ltg 5 83, Ko]urcor Rozg
Dag i, B,néqy 14
*6 Intrae Pbarma Cuticas, P 0. X No. 4, Macffff-]g
@ joh:zson Johng, Ltq., 30, Fo-~ €U Stree; *Bemley.g6.
* K'zn:l-lwl Lape ., rie,, 79/87, ala 10wk Roaq, Post By,
No. 7 A Bombaj-33
*69 La,, ato jeg Gz‘imaultht Ltg, 0, Haines ,Bomba_y-l]
70 hta  p Maceytjc,) P. Lig. T ozd, Chenng, ta, yig.
mrzi.mr
71 tin & Harri (Pye Ld., 182, Achary, Jagadisy, Changdr,
Bose oad C'alcutlzz 14
@72 The o e Stri] & Csting aboz-azoxy L., 1. 3 Builg.
ing\, Mchs Tam, .B‘angalare-fa‘
@73 Nily p oducts 1, 8, D T Main ,Bmzbqy—M.
Prof, aja ? tandarg Ch cal y aLtd., 2, Maszp; Lam:,
Kur] Bom&ay ~70,
@75 13 ‘me] tl., 76, CR An d Kidy, i ,Bambty'-19
276 ichg « vy Hindus[an Ltg TiecxconH Se, P, o, °x No. 627s,
Haineg Roay Bombqy—]l.
= lis r, d., (Pharg, Ceutic, Dzvision) Rall; Houys 21
Ravelin S cet, Bamba_y~1
2tako;, Brett g > P Lea % No. 6562, 47, pr, Annie
BesantRoa A Wor]i, B bay. 18
! eckite &Colman o ndia ey » 4, qp Wring eRoad,Calmtta-Iﬁ.
2 ahh,; hemicyg (Rarap, ha Temch, Pyt, Ltd.,) Post
X No 31, di, Wadi, Bayrog,
Suhrxd Gei,gy t . Box 48, adx’,Bama’a
Anitey ChemxcalI UStrieg dustyja) Rozg .Baroa’a-3
mit], Nephe (I'ndia) . ‘Paru ', My mcDuve,Bambq}-2
Sando, dia Ltg Annje Bes nt R ad, Wer, Lemie, Ig /
Smith St ux'strect& Ltd., Nvene s Caleyyy, 14
Diicey & Ltq > Moyn > Mady,
Stddmod anat » 8¢, *Inghee
Tapeyt;, } a.rmaceutical
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Tata Tion Industies Ltd, Umen Lank Pwldrg Dalal St,
Fort, Bormbeyl

U S Vitammn S Prms eutical Comporation India Lid, 43
Forhes Street, To t, Benbayl

ZanduTharmaceut eal Wo L Ltd , Gella «Rese Sl Trley 20

C'e ebrugh Tond ¢ Tneo porrted, 13, Grrlow Suet Dirley 1

Miller & Pupn  (India) Tot Lid Queen’s Mumsons Bastion
Rod Bambry 1

I K H'er CirtisLd J K Ba lding Ballurd Estate, Bembay-l

He bertiso s L d, Ewart Howre, T e Sucat Derdg 1

S ha wmg Asa 7374, ‘Advent’ Turesl o e Road, Porbay-1

Smah Klne & French (India) Ltd, 2531 Rope Walk Lage,
Bombay |

Cy'gate-Palmolne (India) P Ltd, Steele ete House, Dinthaw
Watcha Rond, Berday-l

Gllanlwe A buthmot & C> Lul, PostBox No 231, Bombay-l,

J L Mo-ion, Son & Jones (Inda) Ltd, ‘Crystal' 79, Dr A.
Besant Road, Dembay-18

Vicks Products Ind a, Tieeicen House Heme Read, Dimloy-11

T T Krihnamathar & Co ,ToitBox No 200, Madras-1

Tata Chemicals Lid  Rombay House Bivce Sueet Dinley 1

¥ ndustan O ganic Chemicals Ltd  Pasayont (Dt Kolaba)

Ind an_She ing Ltd, Mercanule Chambers, Graham Road, Bal-

la~d E(latc,&mbd}-l
Parry & Co » Dhe House, Madras 1
{b) Aediam and sraall scale umts

S1 No 111 of I{b} above
81. No 1.5 of II(L) above

Acichm Labarat ries, 1, Prabhat Nagar, Jog=shwar: (West) Bombay-60.
Ak Laboratomies, 11 58, Nampally, Hyferabad-4 (A P)
AMAVA 2{t, B dhan Sarat, Calevtte

Amoe Rea ch & Pha maceutical Works, 220, Himal
Phalion Road  Tort Bembey 1 - » HmslayaHouse,

Atco Pharma Labo-ato ses, 135 Princes Street Berbay 2

:\\zx{;}cs‘r;l’x}mgu;:nml s 1, Swamt Vivekananda Roxd, Andhen

Dea hem Tndia Pvt Ltd , Mahum, Bombay-16
B w1 Pavmatuucals 135/35, Andhert Ku 1 Road, Bombay-69,

B o~hem Pharmi~eut cal Indastriee, ‘A’ A dun Bk 15t Dhobatall
Lane, Post Office Box No 2217, Bombay 2u dg , Ist Chobitalaa

Binichem  Laboratorier, 123/24 Ardher: Kurla Rozd, O & Ashram,
ombay-69

Bengal Health Products Pvt. Ltd , Dehiserampur Read , Caleutfa-14..
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Bronkol Pvt. Ltd., 63, S. K. Dcy Road, Calentta-48.

Croydon Chemical Works P. Lid., TPost Box No. 1982, 25, Dalal
Street, Bombay-1.

Cadila Laboratorics, Ghodasar, Manmmarar, dlrwdelcd. O,
Chclsea Chemical Laboratories, Hadapsar Industrial Estate, Peorna-13,
Comteck Laboratorie . 85, Dr. Annic Besant Rowd, Worli. Zend¢5-18.

Diamond Drugs and Chemical Wo:ks, 37, Shri Gepzd Mullic] Lane,
Calcutta-12.

Dutman  Laboratesier {Tndin), Pushpa JIowsing  Soclcty, Daftaty
Road, Milad (East), Bombgy-G4.

Emsont  Tharmaceuticals Pyt Lad.. 144A, Rathlohari Avenue,
Cualeutta-29.

Eastern-Pharma Products, 43/13/1, Boore Avene, Celer ta-40.

Eisen Phammacentienl Co, (Pvt) Lid., 1246, Apte Ror d. Peera-4.

Edi on Continental Laboratories Pyt Lad., 133, Annic Desant Road
Wo.lr, Bombagy-18.

Fleming  Pharmaccuticals, 30-A.C, Parsce Panchayat Road, Anchieri
(East), Bombay-G9.

Tranco-Indian Manufacturers Lid., Bapnu Gha, Hornby Vellard,
Bombay-18.

Flora Pharma, 58/72, Birhana Road, Kenpur.

G. D. A. Chemicals Ltd., Panditia Road, Celeuztz-920,

Gurco Pharma Pet. Lid.. 35 M. Block. Connaucht Qircus, P. O
Box No. 655, New Drili-1. = Tee

Glucodex  Laboratories (P) Lid., 22[{}'};‘\, Rajomahindra Road,
Paikpara. Caleutte-37. -

Imperial Pharmaccutical Products, 49, Dockyard Road, M T
P. O. Box, 16234, Bombay-10. ; » Mazgaon,

Ipea Laborataries P. Ltd., 95, Morland Road, Bycully, Bombas-8.

Indian National Drugs Co. Pet. Ltd.. 5/2 Belephata Main Road
Caleutta-10. 4

Indo-French Pharmaceutical Co., Catholic Centre, P, .
1226, Madsas-1. : atre, P. O. Box No.

Jageat Pharma Pet. Ltd., Plot No. 4, Shantinagar Industrial Estat
Vakola, Santacruz East, Bombay-55, = ial Estate,

Lyavak Labovatories, 26-Nathoo Industrial Estate, An i-K
Road, Bombay-59. ate, Andheri-Kurla

Lyka Labs., Subhas Road A, Vile Parle (East), Bombay-57.
Milnex Laboratorics, 9, Sprot Road, Ballard Esiate, Bombay-1.

Medical Products of India, 101/103, Bhagat Singh R i
Weer, Bomban36. ’ agat Sing’ oad, Vile Parle

Neil Pha-maceuticals, Post Box 7902, Tulsiwadi Post O
Commerce CGentre, Tardeo Road, Bo’rnbay~34. ost ifice, D-4,

Navarathna Pharmaceutical Laboratories, P. O. Box No. 13, Manthra
Road, Cochin-2.

Nivea Pharmaceuticals Pvt.Ltd., Post Box No. 174, Gillander House
Caleutta-1. ’

1
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Nymph _Laboratorics, 164, Tulss Pipe Road, Opp Phoenix Mills,
Lower Parel, Boriba13

The O-usaRed Gro sBlood Bank, M.nglabag, Cutteck.

Pharman Laboratorses, Machavarim, Vygraceda-t (A P)

Pharma Medico (India) Pyt Lid 1, Prabhat Nagar, Jogeshwart
(\West), Bombay-G0

Pharma-Products Put Lad, L, Vallam  One Read, Thanjavur,
Madros

h ] & R curch Labor: toricz, 90 D= Guruswamy,
Mudrtiar Rowd, M Zras-10

Pharm-Chem Manufactu ing Corporation, 11, Chabravarthy Ashok
Rozd, Kandivh East, Bafar-67

Thoentt Drwg House Pet. Ltd,, 30 AK P Roy Lane, Cocutte-31

Iha milon Laberatorics,22)A, G B Re d, Ma'.d, Zontas 64

The Tharmed Research Laboratory, 39/G, Feeder Road, Calcutte-56

Rosl Labo-tonet, ] Neh-u Road, Afzal Guny Hydrrabad-12

R-tort Laboratories, 9-A, McNichols Road, adres 31

Roc Pharmacesticals, 808 B, Ambedlar Road Near Brodway
Cinema, Dadar, Bomby-14.

Sama-th  Pharmaceuticals, Ram mandir Road, Osluwara Bridge,
Garegron  (West), Bombay-62

The ISyglho Thy*ma Pyt Lud , 80/81, Krishna Bazar, Cloth Market
D U

2 10lon] -7-
Sh;ll;}fmg“}azvgz‘x\x;;.cals and Biological Lud , A-7-12 Mushirabad,
Sarpmn Pharmacal, 2, Nanabhoy Lane, Fort, Borbay-1

Su~ya Chemicals, Daliganj, Luckwow-7

Stamac Product , 103A/108B, Hazra Rond, Ca'eutta 56

Saways {Indi) Put Ltd , Wasmarmal Bldg , (Block N
Road, Bombay-7 5 + (Block No 19), Grant,

Trgm{ay_%nba'amncs. Dady Se'h House, 44, Gawasjt Patel Street,

Untted Paarma (Inda) Pvt Ltd, 93,
BB T G5 s g4 9% Noocappa Natk Sireer,

Lwte Laboratories {Indm) P Lid , T d E

Yo Laborato {India) » Tamarind House, A6 Tamarind
Lason & Co, 266, Jawahar Nagar, Goregaon, Bombay62
Telican Pharmaccuticals & Chemieal Indust

Darshan, BarrementNo 3,4, S V. Rao, S.mt::::n:;t’lhn’:‘b‘:;j?‘}v.’u
Ascepticus Cotopany, Swadesh Market, Kalbadevs Road, Bombay-2,
Bharat Drug House, Devka M:

PID No. 2570, Bombapde o 20, Mangaldas Road,

D pak Laboratories, 5, C: Street,
B C”m“;;\‘nmg treet, Western Portion, 2nd Floor,
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Great India Industrial & Pharmaceutical Laboratories, 221,
J jibhoy Lane, Bombay-12.

Ramzo Cuaemical Works, 661/6, Kanuga Mansion, Kopasis Bazar,
Railway Post, dkmrdabdad.

Paarm: micals, Kolaiwalla Bldg. Soneri Road, Vile Parle East,
Bombay-57.

Llls & Martyn, Opp. G.P.O. Kothari Mansion, P.O. Box 414,
Bombay-1. ‘

Incons Industrial & Techmical Consaltants &  Analytical Ghe-
mists, Vishweshwar Nagar, Vikas Estate, Off Aarey Road, Gore-
gaon (East), Bombay-62.

Thae W tehall Pharmacy (Pvt.) Ltd., 131, Lower Gircular Road,
Calcutia-14.

Tane Carbon Laboratories, 17, Mall Road (Dum-Dum), Calcutta-28.

Hofal Chzmicals, Ulaipur D stillery Co. P. Ltd., Udaisagar Road,
Ulaipur (Rajasthan ).

C. E. Falford (India) Pvt. Ltd., Elphin House, 88C, Old Prabhadevi
Road, Bombay-28.

Jadavpur Uaiversity, Caloutta-32.

Asiam Chemical & Pharmaceutical Ltd. De. Jyotish Das Road,
Gauhati-1.

AX. Dalvi & Co., 167, Netaji Subhas Road, Room No. 1, Rajakotra
Calcutta-7.

Nicholas of India Ltd., 11/12 Off Haines Road, Bombay-18.

Suren Chemicals, Amin Industrial Estate, Sonawala Cross Road,
Goregaon (East), Bombay-62.

Paramount Labs. Pvt. Ltd., 343, B. B. Road, AMadras-60.

Bharat Pulverising Mills, Pvt. Ltd., Hexamar House, Sayani Road,
Bombay-28.

Eagle Pharmaceutical Works, 114, Belgrami Road, Kurla West,
Bombay.

PiJco Pharma, Parvat: Kuti, Pandu Nagar, Kanpur.

B. A. & B -others (Eastern) P. Ltd., 6, Clive Row, P.O. Box 2809, .
Calentta-1.

Khatau WVallabhadas & Gompany, Indian Globe Chambers, Fort
St-ect, Bombay-1.

Kanchanlal Vadilal & Co., 41-43, Mangaldas Road, P.B.No.2233,
Bombay-2.

Daruvala Bros. Pvt. Ltd., 40, Princess Strect, Bombay-2.

Bahola Pharmaceutical Co., Homco House, Bakthapuri Street,
Krmbakonam.

Cama Norton & Co., Clama Chambers, Medows Street, Bombay-i.

Dr. Paul Lohmann India Ltd., Bfll, Industrial Estate, Sanatnagar,
Hyderabad. ’

Eli Lilly & Co.ofIndia Inc., Sadhana Rayon House, Dr.Dadabhai
Naoroji Road, Bombay-1.

i
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Chudge: & Co Pyt Ltd, Anand Bhuwvan 2ud Tloor  Tovt Box Mo
2448, Princess Street, Bombar-2
Baudh Chemical Works, Aska Road  Berhonpur

Tree Indta Impex Agency, Raya Babadur Compound 240, Hamam
Street, Fort, Bombay-l

Lumega Corporation, 21, Western India House, Sir Phirozshal
Mehta Road, Tort, Bombar-l

Romex Pl Is, 7, Naw b Builg 325, D Naoron Road,
Bombay 1

TInterc: 1 Phirma, Rah la Ifouse, 3rd Floor, Hemp
Street  Dombar-}

Bhattacharyya & Co , 83, Netap Subhas Road, Calcutta 1

B.Tex Omtment Mg Co, B Tex House, 80 BCD Government
Inlustrial Estate, BombapG7

Chem Med  Analyucal  Laboratonies,  2/-Western India House,
Sir P M Road, Bembay-i

International Trading Co , Manhar Binlding, 187, Lohar Chawl,
DBombar-1.

Amin & Ismal P Ltd , 80, Colootols Street, Celeutta 1

TInternationit Chemical & Biologicat Instatute Pyt Lid , 28/1, South
End Rond  Bangalore-4

Scientific Research Tndustries (India) Pve Lad , 4, Chitwapur Road,
Lucknos §

Badhwar & Ca, Bhagirath Palace, Chandm Chowk, Dellis

G_W Comne Co (Asia) Ltd, Queen’s Mansions, Bastion Road,
Fort, Bombiy

Warden Chenical Works, Ban: Park Fmpur

‘T M. Thikere & Co 43, Chuchgate Street, Fort, Bombay-1
Kings & Co Allahabad

Sapat & Co 113 Cavel Strect, Bombay-2

Emed a Export Co m b h , Commercial House, 87, D Anmie Besant
Road, Worli, Bombay-1 g

@13 Abbon Laboratories (India) Private me:d, Jehangir  Building,

@132
@133
@13t

@13
@136

@137
@38
@139

43=1T

3, Mahatma Gan-dhi Road, Bombay-

hmmek Private Lim ted, Geesl Court Lm*downe Road, A
Bund~r, PO Box No 630, Boribay- pello

Trg:r’t’: z; 1’2 8I‘n;ducu KSA ﬂulldmg. Bhavam Shankar, Dadar,

erl;\b Pharma Birth hold Labs, D/\im: Sarvodoy Hospiral
Rly G owing, Chembur, Bombay 71 o) ol Estate,

Libra D ugs (India) 92, Mangalnar l’elh, Pagna-11

Kndxa Matine & Food Products (P) Ltd , 8-B, West I
Sir P Mehta Road, Boribay ( ! ! stern Tndea House,

Khettry and Co 89, Beadon S:re:t, Caleutla 18
Madhusudan Dey and Sons, 13, Bonfield Line, Calcutta-18

Benger Pharmaceutical Dinision Ul
“Bombay-1 wision Union Bank Building , Dalal Street,

C Bom [70
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Navil Laboratories, Neor Mahal, 17/127, Tardev Road, Bombo-
34

Chemosyn Pvt. Ltd.. 38, Sures Road., Andheri (East) Bembey-34.
Cosme Matias Menczes P. Ltd., Rua 8. Thome, Parjiri, (Goa).
Universal Phavmacy, Towark, Negpar-2.

Mendine Pharmacentical Works, 36, Alipur Rond, Celentin-27.

Chemed  Laboratorics, 'Sadhna™, Nowroji Gamadia  Road,
Bombay-26.

Dolphin Luaboratorics Pvt. Lid., 1, Allenby Read, Cafeutta-20.

Orient Pharma Pet, Lul., 16, Old Trunk Road. Pallavaram,
Madras-13.

Madon Sons & Co.. Devkaran Mansion, Ist Floor. 63, Princess
Street, Bombay-2,

J. B. Modi & Co.. New Bhalia  Baug  Building, [2Z]. Tert Street,
Bombas-1.

Government  Pharmaccatical Worls, Baramulla, Xl

Manutex  Laborawn ic., Main Raed, Rayvagads, (KNoerapus Dt.)
Orissa.

New International Chemicals (P) Lid.. Civil Lines. Bare Bonki.
Vitamin Lahs. of India P. Lid., Krishna Nagar, Luclaes

L LI

Alma Laboratorics. Fort House, Behind Handloem House. DL N.
Road, Bombay-1.

Asli Dawakhana, Tilak Dwar, Mathura (U.D).,

As-aciated Corporation of Industrics {India) P. Ltd.. Commerce
Housc, Currimbhoy Road, Ballard Estate. Bembay-1,

Dr. Balachandra Laboratorics, 2153, Charni Road. Girgaum,
Bombay-4.

Bombay Drug House, Pvt. Ltd., Nair Mahal, Tulsipipe Road,
Bontbay-26.

Thera Chem Laboratories, 8/281, Tardco Road, Prem Bhuvan,
Bombay-7.

Magna Laboratories, 2nd, Hasanabad Lane, Suman Villa,
Bombay-54.
KAB Pharma Pvt. Ltd. Sunoo Lodge, Dadar T.T., Bombay-14.

Seamless Gapsules Pet. Ltd., 81-82, Kurla Andheri Road, Bombay-39.
Sigma Laboratorics, Plot No. 43. (South). Wadala. Bemlay-31.

International Chemical & Biological Institute Pet. Lid., 28/1,
South End Road, Bangalorc-4.

The Arpi Chemical Industries, &asgani (U.P.)
Ajmera Chemical Works, 12th Khetwadi Bunglow, Bombay-4.

Hindustan Chemists & Druggists Co. Pvt. Ltd., 61, Sovabazar
Street, Caleutta-5.

Loyds Pharmaceutical Go., 24, Darayaganj, Delhi-6.

Antibiotic Stores Pvt. Ltd., 55, Canning Street, G.P.O. Box No. 722
Caleutta-1.
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Chemt Pharm & P ical Peoducts, Vishweshwar  Nagar
Vilas Evtate, Goregaon, Bombay-62

Natindar S. Ubero1 & Bro.., Nattenal House, Tullech Road, Appollo
Bunder, Bombay-1.

Sarvodaya Laboratory, 2/200-A, Staton Road, Goregaen (West),
Bombay-62.

Ydomex Chemicals, Mira), Sangl.

Panama Industries & Laboratroies, 45-47, Veer Nariman Road,

ambay-1

Mega Pharma Laboratories, K, Lekhraj Carnac Bridge,
gmbay-

Nath Laboratories, Yusufguda Road, Begumpet Post, Hiderabad-16.

Ward Blenkin & Co, {Tndia) Ltd, Vikas Estate  Goregaon (Easp),
Bombay-62

Metro Golden Laboratorses (Inda), 292-A, Bellasss Road, Boméay 8.

Natwonal Drug & Chemical Works, 21 Lady Jamshedy Road,
Malim, Bombay-16

Western India Chermical Go, 2, Anand Niwas  Boinli, Bombay-92,

Zenith Chermical Works P Lid., 4, French Bridge  Bombay-7

Rippen Pharmaceuticnd  Laboratories, No 2 Princess  Street,
Bombay2

Dclta Pharma, U1, Homp Strcet, Bombay-1

Industrinl Research  Laborateries, Chandns Chowk, Delh-6.

Modern Chemical Works Pvt Ltd , 1541, Kashmer: Gate, Deths

Salub Singh Manufacturing Go P, Ltd , 7, Okhla Industrial Lstate,
New Delhn20

Rajvaidya Shital Prasad & Sons, Chandn: Chowk, Dellis-G.

Chemical and Pharmaccutical Laboratonies 285 G T. Road
Delh: 32,

Swan Surgical Dressings, F-2/25 Model Town, Delhs.

H C Sen & Co., H. C.Sen Road, Deth-G

Carba Labnratories (India), P B. No. 358, New Dethi-21.

Assam Chemical & Pharmaceutical Ltd, Dr J G Das Road, P O.
Gaukats

Doson Chemicals (P} Ltd , Kamarpatty Fancy Bazar, Gaudatt 1

Gola Chemical Works, P O. Rangiya Station Road , PO Rangya
{Kamrup Dt. Assam).

Indian Oxygen Ltd , 48/1, Diamond Harbour Road, Caleutta-27.

United Colours & Chercals {Assam) . Ltd , Panbazar, Gaukani-l,

Lachit Laboratonies P, Ltd , Kamarpatty Road, PO Gaukati-

Galen Pharmaceuticals, Panbazar, Gauhati-l,

National Chemical & Perfumery Works, Fatasil, PO Gaufatr0,

Eastern Assam Chemtcal Industries P Ltd , Dibrugark (Assam).

Neo Chemicals, 458, 466, G T. Road, Sahdara, Dehs-32.

Dulat Phatmaceutical Works, Delle-5
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Hindustan lInsecticides Ltd., Rohtak Road, Delhi-15.

Pure Pharmaceutical Works, 18-474, Nai Basti, Kisanganj, Delhi-T.
Indoce Remedies Lta., 457. 8. V. Patel Road. Bombay-4.

Kee Pharma, Jaihind Buiiding, Bhagirath ratace. Drfli-€.
Cochin Pharmacal Co., P.O. Punkunnu, Trichur-2, (Keralaj.

Hebbals Pharmaceutical & TFoods, 2nd Floot, 44, Dady Sheth
Houre, Gawasji Patel Street, Bombay-1.

Mount Mettur Pharmaceutical Ltd., 3, Grecenways Road,
Raja Annamlaipuram rost, Madras-28.

Penta Pharma Laboratovies, Evens Fraser Annex, 38, Police Court
Lane, Bombay-1.

Hemmo Pharma, C-6, Bharucha Building, Princess Sticet, Bombay-2.
Kim’s Laboratories, 11, Pushpa Kunj, 50, Sion Road, Bombay-22.
Pargaon Laboratories, F-4, Bardanwala Road, Jamnagar (Gujarat).

Andre Laboratories, Aidur Building, Ist Dhob: Talao Lane,
Bombay-2.

Mepro Laboratories, Ganeshmal Sobhagnmal Building, Sheikh
Memon Street, Bombay-2.

Calico Pharmacecutical Works, 9, Ganguli Para Lane, Calcutta-2.
The Himalaya Drug House, 251, Dr. D, Naoroji Road, Bombay-1.
A.K.Dutta & Co. P. Ltd., 115, Canning Street, Calcuita-1.

Delux Pharma, Municipal Godown Road, Abu Rogd (Rajasthan).

The Trinity Pharmaceuticals (India) P. Lid., Post Box No. 88
Trichur-1 (Kerala). ) > e ’

Associated Drug Co. P. Ltd., Sampangi Bank Road, Bangalore-2.

Bipharma Laboratories, 229230, Hind Rajasthan Industrial Estate,
Naigaum Cross Road, Bombay-31.

Amarchand Sobachand, 95, Nyneappa Naick Street, Afadras-3.
Wilfred Pereira P. Ltd., No. 2, Hunter’s Road, Vepery, Madras-7.
Everest Pharmaceuticals Works, Evervest Nagar, Bhatinda (Punjab).

Atul Pharma & Surgical Dressing Clo., 11, New Bhoiguda. Secun-
derabad.

Chudgor & Co. P. Lid., Chemical House, Bombay A Road,
Thana {(Maharashtra). ay Agra Roa

Pratap Industries, P.O. Box No. 22, Tirur (Kerala).

Kopran Chemical Co. P. Ltd., Andheri Kurla Road, Saki Naka,
Bombay-72.

Empire Chemical Works, 11-A, Bombay Agra Road, Vikhroli,
Bombay-79.

Ergsy fgxarma, 2, Mangal, 76, Rafi Ahmed Kidwai Road, Bom-
ay- .

Orion Laboratories. 210, Dr. D. Naoroji Road, Taj Building,
Bombay-1.

The Bassein Drug & Pharmaceutical Products P. Ltd., 99-B, ,Lad
Hardinge Road, Mahim, Bombay-16. hers ’ ey

Primco P. Ltd., Lamington Road, Bombay-4.
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Wilson Medicine Co., Kotbat Buldng, 391, Asthur Road, Bombay.

Unique Pharmaceutscal Laboratorses, Mohalta Bhavan, Off Hains
Read, Worli, Bombay-18

Devens Pharmaceuticals, Fatima Buildi g, Mogal Lane, Bombay-16

Elite Laboratories, 122, Himalaya House, Palton Road, Bombay-1.

Charak Pharmaceuticals, Lvergreen Industnal Estate, Shaks Mills
Lanes, Bombay-12

Bell Pharma, 74, ETC Mantr: Building, Gokhale Read, South,
Bombay-28

Mercury Pharmaceutrcal Industries, 62, Gurudwara  Bwilding,
Vineent Road, Dadar, Dombay-14

Oriental Reseatch & Chemical Lab Ltd , Qumaresh House  Salka,
Howrah,

‘Treatment Home Products, 36, Qreek Road, Caloutia 14

Drug Deal Corporation, Baghphul, Rohtak Road, Aew Delhs

Gyper Pharma, Najafgwh Road, Aeo Delfa

Delhy Chemucals & Pharmaceuticals Works Darva Gany, Delhi

Deltas, 59, Daryagany  Delhe

Jhones & Wexoes {{nd1a), 3 C/30, Rohtak Road Mew Delhs

Modern Chermical Works, hashmers Gate  Delhs

Civil Drugs Labs , D-2/14, Model Town, Defla

Washewa Brothers, 3;C-15, Rohtak Road, Deths

Medicos Products, Ramesh Naga  Delln

Gayar & Co , Manyfacturing Chemists, Princess Street, Dombay-2.

Dacruz Corporaticny, 44, Cownsy Patel Street, Bombay-1

Corrigan Pharmaceutical , No 11, Bank Street, Tort, Bombgy-1

Semmt Products P Ltd , 27, Western India House, Sir P M Road,
Bombay-1

Linksen Pharm, 152, Nyotappa Naick Street padras-3
Garutman Industries P Ltd , 86-A, Nyntappa Naick Street, Afadras-3,
Parwal & Sons, 153, Nymappa Naick Strect, Afadras-3

Onent Pharma P Ltd, Pallavaram, Madras-43

Bharat Salt & Chemical Industries Ltd , Oriya Bazar, Cutlack
Bharat Bawsajyam, Mathupatna, Cuttack 3

Biswanath Ayurved Bhavan, Marwarapura Dist Sembalpur
Choudhury Chemucal Factory, Bolangir (Orssa)

Hars Surgical Dressings, Banka Bazar, Cuttach-2

Tndian Shark Products, Industrial Estate, Jagatpur, Dist Cuttack,
¢ L & Ph i Induwanes, Madhupatna

Chy
Cuttack-3

Jaya Bharat Pharmaceutical Industries Holangir (Orissa)

M. Ch 1 Industries, Madh Cuttack

Nova Pharmacetticals {P) Ltd, Cantonment Road, Cuttack

Orissa Fisheries Development Corporation, Tuls pur, Cuttak 1
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Orssa Chemical Industries, Khariar Road, Kalakand:.
Orichem Laboiatory, Mukhipath, Station Road, Puri.
Phaima Drugs Mfg. Go., 7/8, Industrial Estate, Fammu Cantt.
Onyx Laboratories P. Ltd., Kidwai Naga, Kanpur,
Swastic Pharmaceutials, G. T. Road, Paranasi.
Allodial Chemical Mig. Co., 90, Kannon Geyan Street, Meerut.

Spa Pharma, 120/255, Lajpat Nagar, Kanpur.

Garga Pharma (P) Ltd., Talkatora Road, Lucknow.

Drug Rescaich Laboratory, Ganal Road, Fammu.

Hawon Laboratories, Hospital Road, Hanpur.

U P. Diug House Pyt. Ltd., 38, Major Banks Road, Lucknow.
Rashtiadeep Laboratories, 78, Puiani Mandi, Firozabad (Agra).
Martand Pharmaceuticals, Baraut (Meerut).

Narain Chemicals Industries. 117/515, Pandu Nagar. Kanpur.
Parker Phatiaa (P) Lid., 18-A, Fazalganj, Kanpur.

G Paiaxen & Co. P. Ltd., Tuls: Das Marg, Lucknow.

Reylite & Co., Western Court Road, AMeerut

ABM Reseaich Institute, Hapur, Distt. Meerut,

Northern India Ghemical Woiks, Dettel Village, Meeruf.

King Pharmaceutical Works, Industiial Colony, Alahabad.
Kanchanlal Maganlal & Co., Bombgy-2.

Boson & Co , 44, Ez1a Street, Calcutia-1.

Jugal & Go., 46-B, Netaji Subhas Road, Calentia-1.

Piya Phaimaceuticals, Mohannagar, Gaziabad (U.P.)

Wootom Pharmacy, Baidyanath, Deoghar, Bikar.

Bengal Phaimacy, 68-A, Bhupen Bosc Avenue, Galeutta-4.
Nandy Brothers (P) Ltd., 31, A. T. Mukheijee Road, Calcntta-20.
People’s Pharmacy P. Ltd., 90A, S. P. Mukherjee Road, Caleutta-26.

Papu Products, Tejpal Scheme Road, No, 5, WVile Parle East,
Bombay-57.

Tarachem  Laboiatories, 8/281, Tardeo Road,

Prem Bhuvan,
Bombay-7.

Vilco Laboratories, Subhas Road, Vile Parle East, Bombay-57.

Alfred Berg & Co (India) P. Ltd., Gokul Baugh, High Road,
Arumbakkam, Madras-29. ’ gh, Mg A

Bena Laboratories, Ambica Terrace, 117, Clive Road, Bombay-9.
Ashok Bio-Pharma Ltd., 10/12, Swinhoe Lane, Calcutta.

Bharathi Chemical Works, 67/42, Strand Road, Calcutta.

Emke Phatmaccutical P. Lid., 182, Ryabahad bi
Roy Road, Caleutta-24. > Ryabahadas Ambia Charan

Avee Vitamins, Main Street, Madras.

Capilex Corporation, 13, Greenways Road, Madras.
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St Sarma L 103, M Mudal Street, Medras
James Hil1& Go , Ranik Tagore Villa, A , Calcutta-35
Jadavpur Unwversny, Caleutta 32

Tablets Pu¢ Ltd, Lxpress Dstate  Aadras-2

Thio-Calein Co, PB %1 Madras 20

All India Mission Laboratories, Bengnl Pet, Aelar (Myorc)
King's Institute, Guindy, Afadres-32

Ruby Laboratories, Jai Hind Socicty, Afmedabad

Ravs Cherscal Phatm,, Hanuman Peth, §ygewada (A T)
Ruintabs Pharm, WVile Parle, Bombar

Central Research Tnsutute P 1td  Post Kasauli  (Punjab)
Aero Pharma, Shah Baug, 1, Peddar Road, Bomimn20

Amortex Agencies Pvt Ltd, Gowiha Tank, 52, Warden Court,
Bombay-26

Anail sPharm:qccuucals, Padma Niketan, Goregron (East), Borr
bar62

Ar Ex Laboratonies, 21, Sualadeser Tenpa Re ¢ Lardey 16
Cex-Pharma Pvt Ltd, 17, Cowasys Patel Read, DBembay 1

Diamo Chem  Laboratories, N 67 Lelamanya  Tilak Road,
DBombay-92

Euphwma _ Laboratorics, 22930, Hmd Rajsthan  Industual
Lstate, Naigaum Crosst Road  Bombay-31

Trance ltahan Co & V Road, \ile Patle Bombey-56

Gowdow Chenucal and Pharmaceutical Lo, 5, Sir Mamlp Road,
Peora-

Huvdley & Co, 25, Dalal Strcet, Bon brrel
India Pharma Laboratories 15, Chotars Road  Malum, Oembay-16

Kembsotie Lab Tuby Parle Dexelopment Scheme, 67
Swastic Society, Bombay-56 ! remes B

Koldex Chemical Co, Plot No 6, Station Road, Goregaon, Bom-
Fay63

Mehar Pharma, Vikas Estate, Opp. Aarey Road, Goregaon (Fast),
ombay-6

Nutr Pharma, 5, Khandubha: Desat Road, Vile Parle (West),
Bombay 62

Pliarma Kab Laboratories, Bhaglwat Kuti Mandir, I
Moraryee Peth, Sholopur 8 andir, Tind Floor,

Promojohn Pharmaccutical P, Ltd ,340, G

Bidg, Bombay-2 reaum Road, Mmara

Shalg Ph 1s, R K. 1
Goregaon East, Bombay-62

House, Wallbhat Road,

Sytup Thio«Kof Manufacturing Go India, Sh: %
Haor, Trmcess Sirest, Dombopcs o Sharal Manlor, Find

Theraped Laboratories, 106, B.zar Ward, Kutla, Bombay.70
Thera Search Laboratories, 4, Nanabhat Lane, Bombay-1
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Vir Pharmaceuticals Ramdas, Bhavan, Shivaji Park Road, No. 3,
Bombay-28. :

The Zone Chemical Co., 88-C Prabhadevi Road, Bombay-13.

Trolan Pharmaceutical Industries, 218, Hind Rajasthan Estate,
Delhi-14.

Pam Laboratories, 350/104, Balram Bhavan, Grant Road, Bom-

bay-7.

Ramban Patent Depots, 32 Princess Street, Bombay-2.

Primco Pvt. Ltd., Lamington Chambers, Lamington Road,
Bombay-4.

Romex Pharma, 7, Nabab Bldg., 325, Dr. Navreji Road, Bombay-1.
Rowti Pharma, 12, Ganesh Peth, Dadar, Bombay-28.

Ruma Laborateries P. Ltd., 2456, Tardeo Road, Karai Estate,
Bombay-1.

Lence Institvte of Pharma P. Litd., 70, Tungway, Sakivihar Road,
Andheri East, Bombay-57.

Magenta Chemicals, 135-36, Paddy Coats, Andheri Kurla Road,
Bombay-69.

Godama Laboratories, Ram Bhag, Ghod Bunder Road,  Malad,
Bombay-64.

W.T.Svren & Co. Ltd., Raly House, Raveling Street, Bombay-1.

Standard Chemical & Pharmaceutical Co., Atlas Mills Compound,
Reay Road, Bombay-10.

Delhi Chemicals & Pharmaceutical Works, Daryaganj, Delkt.
Agarwal & Son, Marhatal, Fabalpur.

Arvind Chemical Works, Budhapura, Chhindwara.

Arun Chemical Industries, 7/49 Chhotapara, Raipur.

Amser Pvt. Ltd., 47 Indvstrial Estate, Indore.

Anand Pharmacy, Industrial Cooperative Society Ltd., 159, Tilak
Path, Indore.

Ashok Thymol Factory, Indore.

Alok Lab., Industrial Estate, Ratlam.

Anil Pharmaceuticals, 12, Palsikar Colony, fadore.

Bharat Pharmaceuticals, 23, Yeshwant Niwas Road, Inderc.
Bhaijee Pharmaceutical Works, 7, Ram Kishan Ganj, Khandwa.
Behari Ayurvedic Pharmacy, 9, Brahmapuri, XKlandwa.

Binod Mills Co. Ltd., Ujjain.

Ba}rathi Chemical & Pharmaceutical Works, 15 Bairathi Colony,
ndore.

Boston Industries (India), Station Road, Bhopal.

Brite Pharmaceuticals, New Lake View Hotel, Bkopal.
Bhagwat Cosmetics Lab., 18/73 Bhagwat Mansion, Guwalio-1.
Belu Bell Lab., Narsinghpur Road, Chhindwara.

Commercial Paint & Chemical Works, 293, M. G. Road, Indore.

C. P. M. Pharmaccuticals Worss. Sadar Bazar, Raipur.
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Cyano Pharma, 9 Palsikar Colony, Indors
Chimeo Pharma, 12 Anjun Paltan, Indore
Cattles Chemucals Pharma, Fanagnr, Fabslpur
Chemt Fine, 4 Palas a Street, Tndor
Curalab Industrics, 4 Palasia, Indere
Digambar Chemmeal Worls, Ward No 8, Mam Road, Belsghat
Dccpd; )Cbtmncal & Pharmaceutical \Worls Station Road, Durg,
[834
Tros Pharma, Mahatma Gandhi Road, Burhanpur
Larnest & Co , 302 Usha Nagar Colony, fndere
Esper Pharmaccuticals, 158, Palukar Colony, Indore
Eastern Aur Product, Govindpura, Industrial Estate, Bhopal
Tine Pharmaceuticals, 26 Adarsh Nagar, Indore

Gum Corporation Manufactuning Chemists, 111 Victeria Road,
(South Cis1l Lines), Jabalpur

Gupta Avuredic Pharmacy, 23, Ganppura, Fabalpur

Gantsh Chikitsa Bhawan, Balarua No 1, Domo#

Gupta Chemicals Ratan Bhawan, 7 Simrel Road, Indors
Gandhi Jan Karyalaya Jankpura, Dhar Mandht Roead, Mandsavr,
Gu! Pharmaceuticals, 172 Palskar Colony Indore

Ginsh  Pharmaceuticals, Pendra Road, Rapyr

Ginicherm Lab , 116, Katra Bazar, Sager

Hambar Pharmacy, 4J26 Manakpura, Upain

H B Chemical Works, 43 Chhatnipura  Indore

Harda Soap Co. & House Labnratorics, 18 Subhash Road, Harda
Heavy Electnicals (India) Ltd, Oxygen Plant, Piplans, Bhopal
H M I & Sons, Phuters Ward 3, Damoh (M P)

Tmpha lgbs , 71, Palsikar Colony, Irdore

Tndian Pharmaccuticals, 216,Usha Nagar, Indore

IBY Pharma, 5 G Rajedcra Nagar, Indore

I P Pharma, L-B«10, Tilak Nagar, Incore

Tndian Cosmetics Chermcal Industrial Futate, Ruspur

Imperial Laboratonies, Shnan Nagar, Indore

Jamson Chemicals, 59/1, New Dewas Road, Indore

Jamsons Laboratories 43, Industrial Estate, Indore

Jagat Laboratones, 644, Kotwali, Jebalpur

J M Peoduc s, 13, Subhash Marg, Indore

Joy Pharmaceuticals Laboratones, 17 Pagnus Paga, Jnaore.

K L Chaturved) & Sons, Dayal Bag, Bilaspur

Kharia Chermeal Works, Narbadagar), Mand'a

Kanak Chemical Works, Rajendra Nagar 58-C, Jndure
Kamson Lab, Umana, Indore
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K. G. & Co., 50, Malipura Road, Indor..

Kwality Chemicals, 7/3, New Palasia, Indore.

Krishana Ayurvedic, Pharmacy, Bad Bag., Reue.
Krishna Chemico, Rajaswa Gram, Indere.

Lala Ramswaroop & Sons, Lordganj, Jabalpur.
Lotd Ghemical Works, 7 Tukoganj. Zudore.

Lokeshi  Chemical Works, Raipur.

Malwa Chemical Works, 26 Gautampura, Indere.
Macon Drug Lab., 217, Jawahar Marg, Indere.
NMahendra Pharma, 269, Shri Nagar Extension, Indere.
M. K. Industrice, 44546, Kotwali Ward, Fabalpuw.
Mantrr Mantri & Co., 28/29, Industrial Estate, Indore.
M. P. Pharma, 22/23 Sajan Nagar, Indore.

Malwa Drugs & Chemicals, 10, Udyogpuri, Ujjain.
Necochem Laboratories, Berzolius House, Shirpueri.
Navshakti Ayurvedalaya, Pvt. Lid., Fabalpur.

Neo Drugs (India), Kahra’s Bungalow, Nagpur Read, Chhindwara-

Niroga Pharmaceuticals, Ratlam.

Oxygen Plant of Hindustan Stecl Ltd., Bhitai.
Otiental Chemical Works, Opp. Rly. Station, Indore.
Plazma Laboratories, 37 Industrial Estate, Indoic.
Prabhakar Pharma Works, 64, Rajaswa Gram, Indore.

Pure Pharma Products (India), 41-44, Industrial Estate, Indore.

Patel Bros., Maharani Road., Indore. )
Roop Trading & Co., 456, Ketwali Ward, Fabalpur.
Regal Chemical Works, 11, Palsikar Colony, Indore.
Research Laboratories, Jawahar Nagar, Raipur.

Rai Zinc Factory, 91, Industrial Estate, Indore.
Sambhare Chemical Works, Pandurna. Chhinqwara.
Seth Mool Chand Nemichand, 16, Ranipura, Indore.
Standard Laboratories, 13, Usha Ganj, Indore.
Suneeta Laboratories, 89-B/90, Industrial Estate, Indore.
Sharma Ayurvedic Pharmacy, Sadar Bazar, Raipur.
Sakti Pharmaceuticals, 241, Rajendra Nagar, Indore.
Saundeep Laboratories, 495, Gandhi Chowk, Damok.
8. Jain & Sons, 25, Race Course Road, Indore.

Sagar Ayurvedashram, Chakraghat Pharmacy, Sagar.
Syner Laboratories, 4, Rajaswagram, Indore.

Usha Products, Jawahar Nagar, Raipur.

Unique Pharma, 2/2, Maharani Road, Indore.

Uma Ayurvedic Pharmacy, 79,Sandhya Road, d Piparia,
Hoshangabag,

Distt,
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Vadnere Chiemical Worls. 4, Palasia, Indore

Victona Chemical Worls (667, Ganesh Nagar, Raipur,
Venus Laboratonses, 27-B, Rajendra Nagar, Indore

Vimal Tiaders, 348, Jawahar Marg, Indore

Vostok Laboratories, 16, Rajaswa Gram. Indore

Van Pharma, Iodustrial Estate, Biaspur

Viaya Chermical Works, 11, Paluikar Colony,Irdere

1 adson Labotatories, West Phaphadia, Raspur

Zodiac Pharma, 16, Mabaram Road, fndcee

Khandelwal Phareviccuticals 336, Jawatur Mag, Ind re
State  Health Stores, Patna-7

Government Vacemes, Inst. Namhum, Roacki-10

S K Show & Bros, I'raser Read, Patma-l.

Dabur (D:. 5 K Burmah) Pt Ltd, PO Daburgtam, (§P).
Runa Chemical, Nayataal, Patna-4

Kunwar Ayanedic, Hapgany, Patma Qs

PC Labcratonies, Exhibinon Road, Patra<l

Barance Cole Co. Lid, Kusermda P.O. {Dhinbad)
Pharma Chem, Laboratories, Abut Acos Lane, Patna 4.

Shree Badyanath Ayurved Bhavan P Ltd 1, Gupta Lane,
Calentta-i

East Tndia Chermical Works (P) Ltd , 248, M dharaja Nand Kumar
Roal (Soath) Ba anazar, Caleutta-3G

L Arther Lyon & Co, 2, Glive Ghat Street, Caleutta-1

N P Tndustries, Ruby Patk, P O, Haltu, Dt 24 Pargs , (\West Bengal).

Ramkruhna Mission Seva Pratisthan, 99, Satta Bote Road, Calcutte-26

Immuno Biological Laboratories, P91, Lake Road, Celentta-29,

Pasteur Institute, 2, Convent Lane, Calewtta-15

Pharma Remedies Pvt. Ltd , 5/1, Rajchandra Sen Lane, Calcutta-9.

Mahesh Laboratories L. Ltd, 30/4, Canal East Road, Caleutra-11,

Pearl Chemical Industrics, 2, Banamali Chatteryee Street, Calentta-2.

A ratic Soap Co, 8, Dalhousie Sq. Last, Caleutia-1.

General Industries Corporation, 11, Rowdon Street, Caleutta-16,

G D TPharmaccutieals T, Lid,, Barohime House, 9, Girish Avenues
Caleutta<3.

Va& ,:E;n:ftc Laboratory Ltd, 13, }’{rmyba!h Mukherjee Road,

New Bengal Drug House, 4, Ramhar1 Ghosh Lane, Galeutta-9
EGZEMA House, 311, Bipm Behari Ganguli Street, Caleutta-12.

ché:{\‘n:;: 4I;x'oducu Corporation, 9-15, Swinhoe Lane, Kashba,

Eastern Drug Go Lid., 75, Buroshibtal

Main Road, Cal 38
The Indian Yeast Co Ltd , 4, Bankshall Street, Cafeuttas]
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S. Dhole & Co., 63, Baguiati Road, P.O, Dum Dum, Calcutia-28.

Alkaloid Research Laboratorics Ltd., 47, Harish Chatterjee Sticet,
Caleutta-28.

Ascharya Malam Chemical Works P. Ltd., 40/2, Lakshmi Narain
Chakravarti Lanc, Kadamtola, Hotwrak.

Mart:ik Chemicals, 68/4, Pratapaditya Road, Calcutta-26.

Bishahari Chemical Works (P) Ltd., 144, Gora Chand Roaa,
Calcutta-14.

C.8.I. (Chemicals & Pharmaceuticals) P. Ltd., 35A, Kailas Bose
Street, Calentta-G.

Eastern Pharmma Products, 418, Padda Pukur Road, Caleutta-20.
Kediti Prakash P. Ltd., 17, Rai Bahadur Road, Calcutta-34.
Kusum Products Ltd., 9, Brabourne Road, Caleulla-1.
Oriental Trading Co., 22, Canning Street, Calentla-1,

Penacea Laboratovies, 132-1, Beliaghata Road, Caleatla-15.
Mangal Storcs, 19, Banstolla Lanc, Caleutta-7.

3. C. Dutt & Co., 6/1, Marcus Square, Calentta-7.

Eastern Rescarch Laboratory, Ghola Road, 2.0. Agarpara, 24-Par-
ganas {West Bengal),

S. K. Dass. 16-B, Tagore Castle Stiect, Calentta-6.

Pasteur Laboratoiies P. Ltd., 2, Bidhan Sarani, Calcutta-6.

D. P. Gupta & Sons. 18/3, Dalimiolla Lane, Calentla-6.
Standard Phaima Remedics, 282, Rabindra Sarani. Caleuita-5.

Unique Chemical Laboratory P. Ltd.. 2-A, Shib Sapkar Mullick Sticet,
Calcutta-4,

West Bengal Vaccine Laborater
Lane, Calcuita-15.

B. P. Chemical Works, 36, Creek Row, Caleuita-14.
Balahari Sardar & Bros., 7, Nalini Sircar Street, Caleuria-4.

Govt. Quinine Factory, Govt. cf West Bengal, P.O. Mungpoo, Dist.
Darjeeling. ’

y: Govt. of West Bengal, 2, Convent

Sovin Chemicals, Room No. 9, Block ‘B’
behari Basu Road, Caleutta-l.

Tibson Pharmaceuticals P. Ltd., 66, Chowringhce Road, Calcutta-20.

Hindustan Gas & Industries Ltd., 36, Ganesh Chandra Avenue,
Caleutta-13.

» 2nd Floor, 55, Biplabi Rash-

Apex Products, First Lane, 26, Russa Road East. Caleutta-33.

Dist. Blood Bank, Darjccling, Govt. of West Bengal.
D.M.O., Darjecling. engal. Office of the

Basanti Chemical Works & Co., Vill : Gorhbari, P.O. Kai .
Midnapur. ’ orhbari, P.O. Kajlagarh, Dist.

Sankar Medical Stores P, Ltd.,55/100, Biplabi Rash Behari Basu Road,
Caleutia-1. -

Dr. Nag & Sons, 32/1A, Fakir Chand Mitter Stieet, Calcutta-9.
Commercial Enterprises, 71A, Netaji Subhas Road, DJO Calentta-1.
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Matt Ghemieal Tndwstaes, 11D, Balad Mutn Lane, Batanue Gaxden,

Tndian Surgical Emporium, 12, Indra Biswas Road, Caler 1a-37.
United Laboratories (Tndia) P Lad 29 Mannapara Read, Calestta-50,
Hindustan Medical Service ® Ltd 119 A Bangur Avenue, Ca enfta-28.

Zenuh Laboratery, 4/76, Chanditaly Lane, P O Regent Park,
Culeutta-10,

Dr Bose’s Laboratory Ltd 43, Amlierst Strect, Caleutta-9

Dr Paul Lehmann {(fndin) Ttd  Exst Anglia House, 3, Camac Street,
Calestta-\g

Esco Phatma, 11/1/1A. Nayarawa Lane, Caleutta-t

Immuno Chetmical Laboratory Ltd 50 Ezra Streer, Caleutta-l.

Embuar Labo atory Ltd , 13/IB, Balaram Ghose Street, Caleuta-14

Blood Laboratery T Ltd  23-A, EXdalia Place, Calcutta-19

“The Oriental Research & Chemical Lab Ltd , Qumaresh House,
Salkwa, Mowreh

Bengal Medical Research, 63 3, Murzapur Street, Colutta.9

Hindustan Surgical Applignces 29, Huzur: Mull Lane, Caleutla-14

Eastern Chermicl Laboratory, 1, Kah Dutta Street, Colentfa-5

Standard Laboratories P Lid, 7, Hastings Street, Coleuttasl,

Chemucal Supplies {Bengal) Co , 10C Gurudas Dutt’s Garden Lane,
Caleutta-4

Sen's Ghermueal Works P Ltd,, 271, Chittarangan Avenue, Galeutla-5,

Monico Laboratory P Lad , 16/1, Radha Bazar Strect, Calevtta-1,

The Knox Co , 1, Acharya Jagadish Chandra Bose Road, Caleutta-20.

S. Bhattacharyya & Co , 14, Upper Sirand Read, Serampore, Dist.
Hooghly

Cherme-Pharma Tndustries, 23/1, Guruprasad Chowdhucy Lane,
Caleutta G

Indian Oxygen Ltd , 5, Mayurbhany Read, Caleutta-23

Arora Pharmaccutical Industries, 44, Lzra Street, Caleutig-1,

M. L Burman, 68{D, WC Banerjee Strert, Calcutta-

KaviragN N Sen & Co P Ltd , 38 & 40, Rabmndra Saram, Caleutta-1,

Sadhana Ausadhalaya Dacea (Pharmaceutical Deptt ), 56,8 K Deb
Road, Caleutta 48

Lusmi Pharmaceutical Worls, P-18, Karungo Park, Garia 24-Parga-
nas, Goleutta

Hooghly Chemical Industries P Ltd , P O Duwilaya Via Andul-Mour,
Dist Hotwrah

Frank Ross & Co
ghee, Calcutta-l

Jokhu Lall Shaw, 153, Upper Chitpur Road, Calcutla-5
L M Saha Sankhanidhit & Co P Ltd , 32E, Jackson Lanc, Caleutta-,

DABUR (Dr S K Burman) P Ltd, 142, Rash Behars Avenue,
Caleutta-39

led »Metropolitan Insurance Buslding, 7, Chowrin-
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Everest Pharmacewticals I Ltd., 71, Indra Bisw.as Road, Celeutte-37.
Anakem Laboratories P. Ltd., 68/2, Sikdarbagan Street, Caleutlc-4.
Chemotherapeutic Laboratorics, 13A, Mahendra Bose Lane, Calertte-3.

Chandra Mohan S8ahia & Co., Prachin Mayapur Road, P.O. Naubadwip,
Dist. Nedia.

S. 8. Rescarch Luboratory, Katzdanga Reoad, P.O. Kakinwa, 24,
Parganas. (W.B.}

Bio-Drug Laboratories P, Lid., 348, ¥faharaja Nanda Kumar Road,
Caleutia-2.

Standard Chemicals GQorporation, Barrakpore Road, P.O. Noapara
(Barasat), 24-Parganas, {W.B.)

Lifc Pharmacauticals P, Lid.. P-11, Kanungo Parke, Block ‘A’ Gaia,
24-Pargancs. {(W.B.)

Vacciue Tnstitute Coporation of Galeutta, 36, Ballygunge Gircular
Road, Calentta-19.

Universal Diug Howse P. Lid,, 10, Braunfeld Row, Colenite-27.
Tropzon Pharma-Chem, 12, Rus.a Road, South {1st Law 5. Celerne-33.

The Bragal Health & Chemical Work Lad.. Agrpara, 24-Pargenas
(W.B.,

Burma-Shell Ol Storage & Dutributing Co, of Todia 1.7d.. Hong-
kong House, 31, Dalhousic Sqr.. Coleutta-1.

Alphme Industries, 892, Jashi Path. D.B. Gupta Road, Neww D=3,
Dipon Laboratory, R-19. Darga Read. Celeutra-17.

Tropical Pharmaccutic Works, Ramrajatala. Santragachi, Hewrak,
Hindustan Lever Ltd., 63, Garden Reach, Caleutta-24.

Oricntal Chemical Works P. Lid., YIB, Govinda Addy Road,
Caleutta-27.

S A. B. Bakshi & Co., 32, Collootnla Strect, Calenita-1.
B. R. & Sons, Delhi-8.

Galcutta National CGhemical Industries, 21, Bhattacharyya Para
Lane, Baranagar, Calentta-36.

The Moriengers Chemical Laboratary, 83A, Bahirsura Road,
Caleutia-10. )

ADERBINE, 1, Fordyce Lane, Calcutta-14.
Lucky Chemical Works, 3, Ma+jid Bari Street, Calcutta-6.
Galeutta Surgical Cotton Co., 115, Canning Strect, Celeutta-1.

United Chemical Industries, 136, Maharaja Nanda Kumar Road,
Calcutta-36.

Pe-t Gontrol Corporation, 47, Bentinck Street, Golenifa-1.
Kiystal Chemicals P, Litd., 9-15, Swinhoc Lane, Calcutta-42.
N. I. Pharmaceutical Works P, Ltd., P-291, G.I.T. Road, Calcutta-10,

Waldies Zinc Pigments Ltd., Gillander House, 8, Netaji Subhas.
Road, Calcutta-1.

The Pharmed Research Laboratory, 396, Feeder Road, Bclghariz;,
Calcutta-58.
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Joy Ihisitries, 142, O1d China Bazar Street, Calentta-l

“The Knex Co , 1, Acharya Jagadish Chandra Bose Road, Caleutta 20
Unton Drug Co Ltd , 182, Rat Bahadur Road, Behala, Calutta 34
Hindusthan Steel Ltd , PO Durgapur-3, Dist Burdcan
Commonwealth Trading Corpn (P) Ltd , 9, Chive Row, Caleurra-t,
Bio Pharma Laboratorics, 28/9, Library Road, Caleutta 26

Government T'nh Technological Station, Junput, Contar (Dt,
Mdnapore)

GI Laboratomies, 121f5 D, Mahohar Pukur Road, Calcutta 26
West Bengal Vacome Insutute, 2, Convent Lane, Cekutta-15

TLaly Products Corporation, F14/7, Model Town, Delhi 9
Bhatnagars & Co (P) Ltd, 7/26, Dirya Gamy Dethi

Popular Dressing Tndustries, 4, Mall Road, hangsway Camy, De'kt 9
Dr \ullesh and Sons, 990, Bazar Suitx Ram, Dl G

Hamdard (WAKF) Laboratories, Laf huan Defi-G

Jhones & Wexoes (fndia) Regd , 172, Lady Hardinge Road, Me Dethy
Indian Oxygen Ltd ,66 Najafgath Road, Industrial Area Acae Defh 15,
Arora & Co, Rajoun: Garden, Mav Dethr 23

Am:r;c;\n Surgico Corporation, 17, Deadon Pura Karol bagh, Aar
Delhs 5

Pharma Surgicals, 16, School Lane, Bibar Road, Defhs 1
Blood Bank Qrgamization, 4,Pusa Road Acw Delfa

IT GOVERNMENT DLEPARTMENTS

{a) General Gooernmet Departments

*1
*2

*3

e
*3
*6
*7
*8
*9
*10
131
12

13
14

The Drugs Controller (India}, Nstman Bhavan, Aew Def/s

The Director General of Technical Development, Udyog Dhbavan,
Mew Dotk

The Development Commussioner of Smail Scafe Indust
Bhavan, Aew Delh ustaie, Udyog

The Muustry of Commerce, Naw Delhs,
The Munustry of Health & Family Planning, Aaw Delhy
The Mimstry of Petroleum & Chemicals, Acto Delks

The Ministry of Defence, Directorate Gei 1 of
B T s aec] 3 neral of Armed Torees

The Planning Commussion, Aew Dell:

Th)\c(mD"l;zCI}l?r General of Supplies & Disposals, Parhiament Street,

\
’rh‘; g \gfcgy‘;:b:;gmml Excise, New Central Exesse Building, Queen's

The Collector of Gustoms, Madras
The Collector of Customs, Bombay
‘The Qollector of Qustoms, Caleutta
‘The Collector of Customs, Cochtn
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@

10
1
*12

13
14
15
16
It
18
19
@20
21
22
23

2

9
uR

26

27
28
29

Bological & Chemical Agency, Pan Razar, Gastany

Deugs Tndia, 15 Lamb Road Gavhatz

Andhra Mercantile Ageney, C1-77, Chaped Road, Gun Youndsy,
Hydrrabad

Royal Medical Hall, Jawaharlal Road, Afral Guny, Hyderebad
Pilepu & Co, 11 25213, Mam Bazr, ygeneds

Badnidas Kidatnath Kbanpa & Co, Amira Kadat  Ist Dridge,
Srinagar

United Tmporters (Bombay) Pt Lid,, 12329, Cannon Shed Road,
Emakulon

Bora & Co , 712, Shukrawar Peth, Poora 2

Agrawal Agrnaes, Hanuman Road, S Building, Aogpar

N Climanlal & Co , Shrofl Mansion, 36, Princess Sirect, Bombay-2.
Bhagwan Dav & Co, PQ Box 1166, Deth 6

S V Rangaswamy & Co, Pat Itd No 73, Kalasipaayam New
Extension, Dangalors 2

TPure Farma D B2, Jayach Road, Bargalere2.
Ser Ram Pharmacy, Car Street, Afangalore-1

hey Lalt & Co , Tokbardas Building, Nichodsan Ambala Contt

B A Drothers (Bombay) P Ltd , 98, Princeas Street, Berbay 2

Sahub Singh {Agencies) Pyt Ttd, 14-A, Asxl Al Road Mete Dethy
Bhagwan Das & Co , Station Road, Jaspur

Medicine Traders, Bulhion Buslding, Johatl Bazar, Japur

C J Shah & Co, Sankar Chambers, Mirzapur Rond, Akmedabed
Drogaria Saleet, Margeo {Goa)

United Friends, Dayston Sah1 Cutrsed 1

En;luh & Co , Chem 1ts & Druggists P O Box 52, 4llefy (Kerala
tate)

Central Pharmacy, Chem ta Kallay Road Caliewt (Kerala Srate).
m:s,«;\w;{ Med cal Stores Chem sty & Druggists Fratulam (Kerala
ate,

(o] sl‘(;!,n;uah Naudu & Saas, Chemis s & Drugg sts, Qulon (Kerala
ate]

City Medical Stores Chemusts, Trchwr (Keralh State)
Kerala Drug Howse, Chemuts, Trirandrum (Kerala State)

G Pappsah Nadu & So
(Mﬁl‘(’ﬁ\ 1&&1“)11 ns, 68, Big Chetty Street, £, @ Chinglepat

K th &
?Zi?“(ixadgi s([‘.:g;u:ls & Druggists, 638, Big Bazar Strect Combgn

A 8,V Naygar & Sons 114 Nuniappa Naick Street Madras.3,
Ashok Pharmacy, 510341, Pyerofia Road, AMadras3

Kumar Medicals, Town Hali Road, Madhwras (Madras State),

4l TG Bom. 0
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26

27
28
29

30

31
32
33

Miological 8 Chemical Agency, Pan Barar, Gashats

Drugs Indua, 15, Lamb Road Gaskats

Andhra Meteantile Agency, G 177, Chapel Road, Gun Foundry,
Hyderabad

Royal Medical Hall, Jawaharlal Road, Afral Guny, Jhdersked
Pilepu & Co , 11 25213, Maw Bazar, Vyayeweds

Badridas Kidamath Khanna & Co, Amusa Kadal Ist Bridge,
Seenagar

United Tmporters {Bombay) Pri, Lid., 12329, Cannon Shed Road,
Frakulors

Pora & Co , 712, Shukrawar Peth, Pocna 2

Agrawsl Agencies, Hanuman Read, Sita Buildiog, Aegtar

N CGhymanlal & Co , Shroff Mansion 36, Princess Street, Bentar-2.
Bhagwan Das & Co, PO Box 1166, Dt 6

§ V Racguwamy & Co, Par 11d, No 75 Kalaupalayam New
Extention, Rongalore 2

Ture Farma Distributors, 82, Jayachamaryendea Read, Bargalere-2.
Sr: Ram Pharmacy, Car Street, Mongaleres}

Key Lall & Co , Pokhardas Building, Nic} olsan Anbela Cortt

B A Drothers {Bombay) P Ltd , 98, Princess Street Beriday 2
Sahib Singh (Agencics) Pst Ttd, 4.4, Asal Al Road, Acte Deths
Bhagwan Das & Co, Station Read, Jaypur

Medicane Traders, Bullion Puilding, Jehati Bazar, Jeipur

C J Shah & Co, Sankar Clhiambers, Mirzapur Road, Ahmedabed
Drogaria Saleet, Morgae (Goa)

United Friends, Dayeton Satu Cutrzck 1

Ensq\\sh&(h » Chemosts & Druggnts P O Box 52 Alepy (Kerala
tate)

Central Pharmacy, Chemutt Kallaw Road Cahest {Kerala State)s

B“S’?wa;, Med cal Stores Ghem ats & Druggists, Fratulan (Kerala
ate

CS!‘(;:n)mah Nadu & Sons, Cherus s & Drugg sts, Quifon (Kerala
ate,

City Medical Stores Chemsts, Trckwr (Kerala State)

Kerala Drug House, Chemists, Tricandrum (Rerala State)

G Pappiah Nadu &

(\(:%lr)a: Sla?c‘:)u Sons, 08, Big Chetty Street, 2. 0 Chnglepst
h?;;:l,zlhs:d?: S((I{l’l:cr;usts & Druggusts, 638, Big Bazar Street, Comba~
A 8¢V Naygar & Sons 114 Namappa Nack Street, Madrar.3,
Ashok  Pharmacy, 510-341, Pyerofts Road, AMadras-3
Rumar Medicals, Town Hall Road, Aadfurac (Madras State).

44~1TC Bom {70
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Ooty ‘Dzug Stores & Pharmacy, Main Bazar, Ootacamnd (D1, Nilgiris,
Madras State).

Meenakshi Medieals, 113-A, First Agraharam, Salem.l (Madras
State).

Drugs & Chemicals P. Ltd., 15, Big Sticet, Kumbohenen:  (Madras
Siate).

D. 8. Abraham & Co., 149, High Road, Tirnerrlls (Madras State)

Murugan Medical Stores, Big Bazar Street, Trickinopo[;-8  (Madras
State).

Raja Medieal Corporation, 6 & 7, Singarathope.  Tiruckirapalle-8
(Madras State),

Ananda Emporum, Ceneral Merchants, 82, Duplex Street, Pondi-
cherry.

Mailatlal & Co., Old Taragul Yet, Hangalore-2 (Mysore State).

V. L. Nathan & Co ., Chemists & Druggists, Quadiant Road. Ban-
galore Cantt-]  (My-ote State).

United Store , Ramdeo Galli, Belgaren (My+ore Statej.
Dwarakanath Medieal Satres, QCar Street Brllars (My.ore State).
Karpatak Pharmacy, Broadway, Dharwar  (Mysore State).
Gopal Medical Stores, Sayaii Rond; Misore-1.

Totgary” Co-operative Sale Society Medical Stores Ltd., Sirsi (Dt
North Kanara), Mysore State.

Canara Mecdical Suppliers {P) Lid., Mangalore-l  (Mysore State)-
D. Rajaravatnam Chetty, Chittoor (Andhra Pradesh).

Krishna Medical Sotres, Chemists & Druggists, Main Road. Rajak-
mundry {Andhra Pradesh).

Ganesh  Medical Hall, Sultan Bazar, Hyderabad  {Andhra Pradesh).
Vijaya Medical Hall, Abid Road, Hyderabad  (Andbra Pradesh).
Arvind Medical Stores, Park Road, Vijayawada-1 {Andhra Pradesh).

Samadhan Mecdigal Stores, Nalgonda (Andhra Pradesh).

Gapapathy Medical Stores, Chemists & Druggists. Trunk Road,
Nellore (A.P,),

Vizag Medical Stores, Chemists & Druggists, Main Road, Vize-
gapatnam (Andhia Pradesh).

Srinivas Medical & Fancy Mart, Main Road, IWarangal (Andhra
Pradesh).

Akberally Ebrahimji, Behramii
bay-1.

B. Jayantilal & Co., 13, Mangaldas Road, Bombay-2.
D. Tatilal & Co., Princess Street Next to Lloyds Bank, Bombay-2.

Kundan Medical Stores, Juhu Road, Santa Cruz (West), Bombay-54.

The National General Stores, Ghodbunder Road, Malad {(West),
Bombay-64. .

Mansion, Sir P. M. Road, Bom-

Gobind Medical Stores, Camp No. 2, Kalyan (Maharashtra).
Nava Bharat Medical Stores, Jawahar Road, dmravati (Maharashtra).
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D Popular Pharmacy, Chermsts & Druggsts, Old Palace Road,
Kolahpur (Maharashtra)

Maya Medical Stores, Gandlubag  Nagpur 2 (Maharashtra)

Huralal Mchta & Co , Chenusts & Druggists 920, Sadhashuv, Laxmi
Road, Poona 2

The Co-operative Medical Stores, Datta Clhiowk, Sholoprr  (Maha~
rashira)

A B C Surgical & Medical Stores, Gandlu Road, Akmedabad
Royal Chemusts, Ellis Dridge, Aimedabed-G
Central Med cal Stores, Chokhandi Bareds (Gujarat State)

Shantital Maganlal Shah, Shroff Mansion Dt & P O Bulsar {Gujarat.
State)

Mahavir Medical Stores, Rajendra Rond, Jamnagar (Gujarat Statc).
Tilak Store, Bhavatarsal Nadied (Dt Kara Gujarat)
Ratilal Lallubnar & Brothers Sir Lakhayray Road, Reyfot (Gugatat)
C N Brothers Chem sts & Druggists Limda Chowk Surat (Gujarat).
“Melaram Brothers, Chemusts Gole Bazar Bilegpur (Madhya Pradesh).
Guwalior Medical Store  Bada, Gualier {Madhya Pradesh)
Khunneylal Parasam, Kotwall Bazar, Fibalper (Madhyn Pradesh).
€ P Medical Stores, Savdar Dazar Raypir (Madhy» Pradesh),
Deepchand Medreal Stores, Katra Bazar, ‘aug r (Madhya Pradesh).
National Medical Hall Ebealimpura, Bhopat (Madhya Pradesh)
National Pharmacy, Lbrahwmpura Bhopal  (Madhya Pradesh)
Kumar Medical Stores, Fountain, dgra (Uttar Pradesh),
Medico Cherusts,  Alrgarh {Uttar Pradesh)
Jhajee & Sons, Chemusts & Druggists Chowk Al ahabad (Uttar
Pradesh).

Rama Medical Stores, Leader Road Aflakabad (Uttar Pradesh).
K B Bass & Co, Bara Bazar, Barelly Cy (Uttar Pradesh)
Premt Medicinc Co., Pucca Bazar, Bash (Uttar Pradesh)

R B. Hamer & Co. Astley Hall, Dekra Dun (Uttar Pradech)
Byjrang Aushadi Bhandar, Man Bazar Gorabpur (Uttar Pradesh),
Bombay Med cal Stores, Bithana Road Kempwr (Uttar Pradesh).
Allied Drug & Chemical Co , Aminabad Lucknow (Uttar Pradesh).
Amir Singh Narula, New Gate Gharabad (Uttar Pradesh)
Radhey Shyam & Sons, Chowk Varanan (Uttar Pradesh)
Anand Medical Stores, Sector 19C Chandigark  (Punjab).

Beds Sons, Chandigark (Punjab)

Narang Med cal Hall Chemists & Druggists, Nicholson Road Ambala
Centt (Punjab).

Bishammbar  Lall & Co, Katrasher S ngh Amntsar (Punjab)
Friends Medical Hall, Rampur Phoo!, Bhantinda (Punjab).
National Medical Hall, Opp Nagors Gate, Hissar {Punjab)
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Himalaya Medical Storcs, Railway Road; Hoshiarpur ~ (Punjab).
Janatha Medical Stores, G. T. Road, Fullunder (Punjab).
Bhagat Singh & Sons, Chemists, Pindi Street Ludhiana (Punjab).
Balwant Singh & Sons, Sirhindi Bazar, Patials (Punjab).
Rohtak Medical Hall, Railway Station Road, Roktak (Punjab).
Jammu Medical Stores, Raghunath Bazar, Fammu (Jammu & Kashmir).
K. L. Dhar & Sons, Dal Gate, Srinagar {Jammu & Kashmir).
Harishchander Medical Stores, Mortndalee Bridge, Ajmer (Rajasthan).
G. G. Bhargawa & Bros., Chemists & Druggists, Alwar {(Rajasthan).
Associated Agencics, Haldionka Rasta, Faipur (Ratasthan).
Loung Mecdical Stores, Ghantagarh, Fodhpur {Rajasthan).

National Medical Agencies, Chemisis & Druggists, Surajpole, Udaipur
(Rajasthan).

Sripati Charan Sadhu & Sons, Ranigunj Bazar, Burdwan (West
Bengal).

East End Medical Hall, 170, Baithakhana Road, Bow Bazar, Cal-
cutta.

Anup Traders, 431, Somwar Peth, Poona-11.
Ganesh Agencies, Sulian Bazar, Hyderabad.

A. G. Stores, 100, T H. Road, AMadras-21.

Kemi-kos Traders, 105/146, Chaman Ganj, Kanpur.

Alembic Distributors, Led., Laxmi Bldg., Sir P, M. Road, Bombay-1.

Sivaram & Swamy, 3/1533, Broadway, Madras-1.

Unique Surgical Works, Exhibition Road, Patna-1.

Voltas Ltd. (Pharmaceutical Division), Graham Road, Ballard
Estate, Bombay-1.

Anand Medicine Co., 79 & 80, Colootola Street, Calrutla.
Nationa! Pharmacy, Bha

irath Palace, Chandni
No. 1004, Delki. 5 aia andni Chowk, Post Box
Victoria Medical Hall, 20, Upper Gircular Road, Calcutta-9.

R. V. Seth &jCo., MchiaBldg., 55, Canni t ‘No. 69.
(3rd Floor)i,II Ca;culz'a-l.i 8 55, Ganning Street, Room No- 63

Hiron Pharmacy, Kali Bari Road, Siliguri, Darjeeling, West Bexgal.
Niramaya, Municipal Road, Midnapore, West Bengal.

Laxmi Medical Hall, M. P, Dwivedi Road, Bhagalpur, Bikar.
Nathubhai Patel & Co., Makhaniakuan, Patna-4, Bikar.

T. M. Enterpriscrs, Cantt. Road, Gutfack-1 (Orissa).
Ramkanal Stores, Agarfale (Tripura).

Hemant Pharmacy, Fancy Bazar, Gauhati {Assam).

Inland Enterprisers, Akhtokia Road, Gauhati (Assam).

All India Sales Agencies, 24, Jawahar Marg, Indore City.

Daruvala, Bros. Pvt. Ltd., 40, Princess, Street, Bombay-2.
'Kanchanlal Vadilal & Co., 41-43
iy » Mangaldas Road, P. B. No. 2223,
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Khatau Vallabhadas & Co, India Globe Chambers, Fort Street,
Bowtay-l,

Bharat Drug }Iomc, Devkaran Mansion, 20, Mangaldas Road, P B.
No 2570, Bombay-2

B A. Brothers (Cavtern) P. Ltd, 6, Clive Road, P O Box 2809,
Caleuttas).

A. K Duatta & Co Ltd, 115, Canning Street, P B 2482, Colcutts
Suhnd Geigy Trading Ltd , Express Bldg, 14, ‘E' Road, Borbgy-l.
Wootam Fharmacy, Baidyanath Post Deogher

Babubbar & Sons, 98, Prncess Street, Mansoor Bldg , Bombay-2

VI CONSUMERS : (HOSPITALS)
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1
12
12
4
13
16

*17 The

13
19

20
*21
22
*23

24
25
26
27

Supenntendent, J J Group of Hospitals, Bembay-1
Dean, K. E M Hospital, Pavel, Bombay
‘Hedlcal Officer incharge, Cama & Alhlm Hospitals, Bombay

jent, St George's Hospitals, Frere Road, Bombay
Supcnnlcndem, Gokuldas Tejpal Hoqmal Carnac Road, Bombay.
Dean, Sasoon Hospital, Poona-l
Secretary, Medical College Hospitals, 88, College Strect, Calcutta.
Preudency General Hospital, 2H, Lower Circular Road, Calcutta.
Superintendent, Government General Hospital, Madras

Seth Vadila) Sapabhar Gencral Hospital, and Seth Clunat Matermity
Home, Ellis Bndge, Akmedabad

The Civil Surgeon, Skolapur

The Cavi) Surgeon, Surat

“The Medical Superintendent, Ishwar: Mcmonial Hospital, Banaras
The Cwil Surgeon, Ballia

‘The Director General of Armed Forces (Medical Services), New Delin

The Supenntendent, Kamla Nehru Memonial Hospital, Allekabed
(Uu;.r Pradcsl\)

Mahatma Gandhi M 1 Hospital, Parel,
som,

‘The Supermtendent, Tilak Memorial Hospital, Sion, Bombay-22.
Thbe Superintendent, Bombay Hospital, Near Liberty Cinera, Bom-
4

The Supenntendent, Wellingdon Hospital, New Delhr
‘The Supenntendent, Irwin Hospital, New Delht
The Supermtendent, Safdargan) Hosputal, New Delht

The Surgeon General with the Government of Maharashtra, Con-
tractor Bwilding, Billard Estate, Bombay-1

The Supenintendent, Government General Hospial Bangalore
The Supenmtendent, Government Genoral Hospital, Patna
The Supenintendent, Government General Hospital, Treandrum.
The Supermntendent, Government General Hospital, Bhopal
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The Superintendent, Government General Hospital, Chandigarh.
The Superintendent, Government General Hospital, Lucknow.
The Superintendent, Government General Hospital, Faipur.

Dircctor General of Supplics & Disposals, N. I. Building, Parliament
Street, New Delhi,

The Ditcctor, Central Government Health Scheme, Wellingdon
Hospital, New Delhi.

The Supcrintendent, Government General Hospital, Calcutta.

The Regional Director, Employees State Insurance Scheme, ESIC.
Building, Near Strand Cinema, Bombay-3.

The Dean, Grant Medical College, Bombay.

The Dean, B. J. Medical College, Ioona.

The Decan, Medical College, Nagpur.

The Dean, Medical College, Aurangabad.

The Dean, Medical College, AMirgj.

The Cuvil Surgeon, Vithal Sayanna General Hospit:il, Tlana.
The Cavil Surcgon, General Hospital, Ratnagiri.

The Civil Surgeon, General Hospital, Kolaba, Alibag.
The Civil Surgeon, Falgaon.

The Civil Surgeon, Gencral Hospital, Dhulia.

The Civil Surgeon, Harris General Hospital, Nasik.

The Medical Officer, In-charge, Cottage Hospital, Dahanu.

Th]cﬁ?lz:dlcnl Officer, In-charge, Cottage Hospital, Mangaon, Distt.
olava.

Thjt‘:[ §,~chical Officer-in-Charge, Cottage Hospital, Kalwan, Dist.

asik,

The Medical Officer-in-charge, Cottage Hospital, Chopda Dist,
Jalgaon.

The Medical Officer in-charge, Central Hospital, Sub-Townshi
No. 3, Ulhasnagar, Dist. Tlgma. pital, Su wnship

The Civil Surgeon, Ripon General Hospital,, Ahmednagar.
The Civil Surgeon, General Hospital, Shelapur.

The Civil Surgeon, General Hospital, Sangli.

The Givil Surgeon, General Hospital, Satara.

The Civil Surgeon, G. P. R. General Hospital, Kolhapur.

Th)c; Superintendent, Hospital for Diseases of Chest, Aundh Camp,
oona.

The Medical Officer in-charge, Services Hospital, Kelkapur.
The Civil Surgeon, Nagpur.

The Superintendent, Mayo General Iospital, Nagpur.

The Medieal Superintendent, Daga Memorial Hospital, Nagpur.
The BDean, Medieal College Hospital, Nappmr.

The Medical Superintendent, Mental Hospital, Nagpur.

The Civil Surgron, King Ldward Memorial Ho.pital, 1$%erdka.
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The Cwil Surgeon, General Hospual, Chanda

The Cwl Surgeon, Dist. Howpital Amraralt

The Medical Supenntendent, Duffersn Hospual, Amrarat
The Cwil Surgron, Dust Hospual  Yeotmal

Tac Cwl Surgeon, General Hospital, Bhandara

The Cwvil Surgeon, Dist Hospetal, Bhrr

The Gl Surgeon, Distoict Hospital, Parbbant

The Cml Surgeon, General Hosptal, Parblam

‘The Cwil Surgeon, General Hospital, Nanded

The Cinil Surgeon, General Hospia), Osmanabad

‘The Medical Officer tn-tharge, T B Clinic Sassoon General Hospital,
Poona,

The Medical Officeer In-charge, T B Clirue, Sholapur

The Medieal Officer In<charge, T B Clinie, Akola

The Medical Officer In-charge, T B Clinie, Chanda.

The Medreal Oficer In-charge, T B Clinsc, Wardha

The Medical Officer In-charge, T B Chmc, Aagpur

The Medical Ofhicer In<charge, T B Clinic, General Hospital, Neg-
bur

The Medical Oficer Incharge, T B Clinwe, Parbharl
The Medical Officer In-charge T B Clinwc, Latur

‘The Medical Officer In-charge, T B Chnc, Jalna

The Medical Officer Inwcharge, T B Climie, Awrangaded.
The Medieal Officer In-charge, T B Chme, Nandea

The Medical Officer In-charge, Cottage Hospital, Jawahar

The Medical Othoer In-charge, Cottage Hospital, Sawantwadi
Dist Ratnogiri

Director of Mcdical Services, Gasernment of Andhra Pradesh, Hy-
raba

D rector of Health Services, Government of Assam, Shillong

Director of Health Services, Government of Dihar, Patna.

Durector of Health & Medical Services Government of Gujarat,
Ahmedabad

Director of Health Services, Government of Kerala, Tmendrum

Director of Health Services, Government of Madhya Pradesh, Bhopal.

D rector of Medical Scrvices, Government of Madras, Madras

Director of Medical Services, Government of Mysore, Bangalore

Dircctor of Health Services, Government of Orissa, Bhubanesuar,

Director of Health Services, Government of Punjab, Chandigarh

Durector of Health Services, Government of Rajasthan, Jaipur

D rector of Medical & Pulbic Health Dept , Government of Uttar
Pradesh, Luckrow

Director of Health Services, Government of West Bepgal, Caloutta.
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101 Director of Medical Services, Himachal Pradesh, Simla.
102 Superintendent, Medical Services, Delhi

103 Directar of Health Services, Government of Jammu & Kashmir,
Srinagar.

*]04 Government Royapettah Hospital, Madrasel4.

* he Administeative Medical Officer, Employees State Insurance
105 T Scchcmc, “Gameco House” Tulsi Pipc’Road, Dadar, Bomby-28.

*106 The Superintendent, Central Meatal Hospital, Yeravada.

VII. RAW MATERIALS MANUFACTURERS
*] National Organic Chemical Industries Ltd., Mafatlal House, Backbay
Reclamation, Bombay-1.

Herdilla Chemicals Ltd., United India Buildings, Sir, P. M. Road
Bombay-1.

*2

*3 Hindustan Organic Chemicals Ltd., Harchandrai House, Queen’s
Road, Bombay-2.

*4 Union Carbide India I:td., Braborne Road, P. B. No. 2170, Calcuita.
*5 Indian Organic Chemicals, 28 Apollo Street, Bombay-1.

#6 Indian Drugs & Parmacecuticals Ltd., N. 1. Building, 5, Parliament
Street, New Delki.

*7 Cibatul Ltd., Bulsar.

3 Dargapur Chemicals Ltd., 10, Middleton
*9
*10

Row, Calcutta-16.

Atul Drug House, 85, Dr. Annic Besant Road, Worli, Bombay-18.

Fertilizer Corporation of India Ltd., F-43 South Extension Area
Part-1, Ring Road, New Delki-3.

*11 Hindustan Steel Ltd., Ranchi.

*12

Capsulation Services P. Ltd., Bank of Baroda Bldg., Apollo Street,
Bombay-1.

13

Pharmaceufical Capsules Laboratories, Mchta House, Apollo Street,
Bombay-1.

14 Seraikella Glass Works P. Ltd., P. O. Bandra, S. E. Railway, Dist.
Singhbhum.

s

VIII. ASSOCIATIONS
(a) Producers Associations
*1 Organisation of Pharmaceutical Producers of India, Cooks Bldg.,
D. N. Road, Bombay-1.
*2 Indian Chemical Manufacturers’ Association, India Exhange Place
Calcutta-1.

*3 The Indian Drug Manufacturers? Association, P.O. Box 7396, Bombay-58.
4 The Pharmaccutical and Allied Manufacturers and Distributors
Association Ltd., P. O. Box 473, Bombay-1.

5 All India Manufacturers’ Organisation, Jeevan Sahakat, P. M. Road
Bombay-1.
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13
14
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(b} Labour Organisations

All India Trade Union Congress
Indan National Trade Umion Congress
Hind Mazdoor Sabha

{c) Other Amocistions
Ind an Medical Ausociation, 16, Harah Park, Clerk Road, Bembay-34
Punjab Pharmacists Federaton, Pinds Street, Ludhtara

Indian Ph 1 A t Kalina, S: {East), Bem-
bay-29

Bengal l(Zhn-msu & Druggists Association, 10, Bonfield Lane, Cal.
iz

The Consumers’ Assoaiation of India, Kashmere Gate, Delis-6
Poona Chemusts & Druggists Association, 90 Budhwar Peth, Poona 2
The Retail & Dispenning Chemists, Assocation, Nazir Building,
Calicut Street, Bombay-1

OTHERS

Major Gen S S Sockey, Council of Saentific and Industrial Research,
New Delh




APPENDIX IL
[Vide Paragraph 3.1]

Statement showing the extent of response received to the
Commissions questionniares/Letters

Sl Parties addressed Number Number
No. addressed replied
1 2 3 4

I Manufacturers of basic di ugs :

(a) Large scale units . . . . . 34 34
(b) Small scale units . . . . . 11 11

IT Prospective manufacturers of basic drugs :

(a) Large scale units . . . . . 10 10
(b) Small scale units . . .

IIT Fcrmulators :

(a) Large scale units . . .. 108 85
(b) Medium and small scale units . . 612 463
IV  Government Departments :
(a) Gential Government Departments . 18 14
(b) State Drugs Controllers . . . . 17 16
(c) Embassies abroad . . . ., ., 11 9
V  Dealers/Distributors . . 147 11
VI Consumers (Hospitals) . . . . . 106 28
VII Rawmaterialmanufacturers . . . . 14 11
VIIT ~ Associations :
(a) Producers’ Associations . 5 3
(b) Labour Associations 3 Nil
(c) Other Associations . . . . . 7 3
IX Others . 1 1
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APPENDIX 11

(i"de Parrgraph 3.5]
List of factories visited by the Commission and Officer:

Name of the factoryfumt visyted By whom vastted Date ot
No st
1 2 3 4

{A) Vineed by the Lommisnian
Alembie leuc;h VWarks Limu  Shri\f Zaheer, Charman 19¢

ted, Bar
2 Biochemical & Syntheue Products I‘ml’ k T Merchant 24 5 G
Lid , Hyderabad
3 Mo'ogical LvansLid ,Hyderabad Do 25 56
4 Bocbringer hnoll Lad , Bomba) Do 2036t
5 Boots Pure Drug Co ({Indts) Shrid Zalcer,Chaeman 1836l
Ltd , Bombay
6 CIBA Rescarch Centre, Goregaon, Do 22368
Bombay
Prof L 'l‘ Merchant,
Mem
Shry S Subnmaman,
. Meml
Dr p V Gunushastys,
Secretary,
7 Glaxo Labotatories {India) Pvr  Shra M Zaheer, Gharr 20-36
Ltd , Bombay man
8 Gurco Pharma Pvt N
Bee, arma, Lid, New Do 7416
9 Indwan Drugs & Pharmcaeuticals Prof ¥ T
Ltd Hyderabad = Member R 2450
10 May & Baker Ltd, Bombay Do 183¢
1 ]\lerd’:ﬁhlz;};;ﬁbohmﬂndml’vt. Slm S Subnmaman 183¢
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1 2 3 4
12 Hocechst lermaccutxcah Ltd., Shri M. Zaheer, Chair- 9-5-68
Bombay. man.
Prof. K. T. Merchant,
Meimber,
Shri S. Subramanian,
Member,
13 Ranbaxy Laboratovies Ltd., Shri M. Zahcer, Chair- 7-7-67
New Dethi. man,
14 Roche Products Ltd.; Bombay Shri S, Subramanian, 20-3-68
Member,
15 Sarabhai Chemicals, Baioda Shri M. Zaheer, Chair- 1-9-67
man.

16 Sarabhai Merck Ltd., Baroda Do. 1-9-67
17 Synbiotics Ltd., Baroda Do. 1-9-67
(B) Visited by Officers
1 Alembic Chemical Works, Co. Shri A, K. Ganguli, 8-1-68

Ltd., Baroda. Asst. Costs Accounts
Officer (A.C.A.0)
2 Alliance Trading Corporation {P Slr Gopalakrithna an. 68
Ltd., Calcutta, ) ] 1 A.O?p'm ritbnan,  Jan
3 Bengal Ghemical & Pharmaceutical Shri R. WViswang 11-67
Works Ltd., Calcutta. * Ao Viswanathan, 24
4 Bengal Immunity Co. Ltd., Shri  Gopalakrishnan, Jan.68
Calcutta, A.GCAO.
5 Biochemical & Synthetic Products Shri A. K. Ganguli, 7-9-67 to
Ltd., Hyderabad ACAO. Eh s 0.67
© Biological Evans Ltd., Hyderabad Do. Do.
Bocehriger-Knoll Ltd., Bombay Shri M. V. Ratnam, Dec., 67
Cost Accounsts Officer,
{C.A.0.)
8 Boots PureDrug Co. (India) Ltd., Shu A. K. Ganguli, During
Bombay. A.C.A.O. the months
of August
and Sept
1967. -
8(a) Hocchst  Pharmaceuticals Ltd., Shri M.V, Ratnam, Dec., 67
Bombay. C.A.Q.
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1 2

9 Cadila Laboratotess, Ahmedabad

10 Chemical Industrial & Pharmace-
utical Warks, Ltd , Pombay

11 Cyanamud Indiy, Tad , Bular

12 Dey's Medscal Stores (MMg ) Pyt
Ltd , Calcutta

13 EautIndia Pharmaceyticals Worls

Lid, Caleutta

14 Glaxo Laboratorics Bombay

15 Guarat Pharmaceytical & Che-
mical Works, Ahmedabad

16 Gurca Pharma (P} Ltd , Detin

17 Hallkine Instute, Bombay

18 Hindustan  Antinotics  Itd ,
Poona

20 Fhandelwal Laboracortes, Bome
bay

21 Martin & Harnis(P) Ltd ,Caleutta
22 May & Bsker Ltd, Bombay

23 HMerck Sharp & Dohme of Ind,
Lid, Bombay o e

3 4
fn A K Gangult, 14th Oct.
Xeho B 062,
Do Do
Do 16787
& 17-7-67
Shrs R Vonwanubas, 24th Mov.
ACAO 1967 to

141 Dee
1967

Do Do

S$hr MV Ramam, Dec, T
CAQ

Shre A K Ganguh, 14th Qct,
ACAO 1967
§hrr MV Ratnam, Dec, 67

CAO

shri A K Gan-

During the
g, ACAO

'r{\onlhs x:;‘
ugust ant
Stpgl‘ulﬂﬁ'l.

19.7.G7
1022.7.67

De

Do Duringthe

months

Nov, 67
eré izgalakmhuan, Jan, €8

Sshri MV Ratnam, Dec, 67
CAOQ

Shri B R Ganapatht: [}
S anapathty, Nov, 67
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bay, A.C.A.O.

1 2 3 4
24 Neogy Laboratorics, Caleutta . Shri R. Viswanathan, 24th Nov,
A.C.A.O. 1967 to
14th Dec.,
1967,
25 Oriental Pharmaceutical Indus- Shri A. K. Ganguli, During the
trics Ltd., Bombay. A.CA.O, months
of August
and Sept.
1967.
26 Parke Davis (India) Ltd., Bom- Shri B. R. Ganapathy,
bay. C.A0.

27 Pfizer Ltd., Bombay . . . Do. Nov., 67

28 Roche Products Ltd., Bombay . Do. Nov., 67

29 Sarabhai Ghemicals, Baroda Shri A. K. Ganguli, 8th Jan.

A.C.AQ. 1968 to
13th Jan.
1968.

30 Saiabhai MerckLtd.,Baroda Do. Do.

31 Sunceta Laboratories, Indore Dao. 22-9-67
t025-9-67

132 Synbiotics Ltd., Baroda . Da. 8th Jan.
1968 to
13th Jan.
1968.

33 Unichem Laboratories, Bombay Do. During
the months
of August
and Sept.
1967.

3¢ Wander Pharmed Ltd., Bombay Do. Do.

35 Wyeth Laboratories, Ltd., Bom=  Shri M. V. Ratnam, Nov., 67

bay. C.A.O. T
" 36 Zandu Pharmaceuticals, Bom- Shri A. K. Ganguli, 7-9-6G7

to 13-9-67.




APPENDIX IV
(Vide Paragraph 3°6)

List of persons who attended the public inquiry on

28th February, 1968

Sk
0.

Name of the person

1

2

A PRODUCERS
1 Shn B, D Patel

[

o

o @

. Representing  Alembic Chemical  Works
L

»» J K. Gupta Roy .

s R P.Dc

D D A Padwal

Shn R.V.Rao .

,» G M Ponappa

,» A, K.Bahl ,

s 8 Mura
» N M Palekar

»» Parmal Bardhan

3

d, Alembic Road, Baro-

!

Bergat Chemeat & Phare
maceutieal  Works  Ltd.,

164, Mwlula  Man

Road, Calcutta-54

Bengal Immumiy Co Ltd,
Immumty  House, 153
Dharmatala Street,
Calcutta-13,

Puological Evans Lid, 18/t
& 3, Azamabad, Hydera.
bad-20

Biochemical & Synthetie
Products Ltd , Sanatnagar
Hyderabad

Boots Pure Drug Co (India)
Lwd, 17, Nicol Reoad,
Bombay-1,

Bochrnger-Enoll Ltd , Unmi-
ted India Bldg, P Mchta.
Road, Bombay-l

(}ynnam:d Indxa L, 234

Dr  Anme  Besant

Rond P O Box 6577,
\Vcrh, Bombay-18.

East India Pharmaceutical
Works, 102, Syamaprasad
Mukhcn:e Road, Cal.
cutta-26
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i 2

3

4

11 Shri M. Ramaswamy

12 ,, G. A. Subramanyam
i3 ,, V. Bbushan

14 ,, Mr. H, B. Richens
15 ,, S. P. Dadachanji .,
16 ,, D. Macmaster

17 Shri T.P. Chatterjee

18 ,, S. V. Pkillai .
19 ,, R. W. Leybournc
Calaghan,
20 ,» R.B.Contractor .
21 »» M. S, Sastry
22 »» M. Navaskar .
28 ,, T. L. Kripalani .
24 5 L. A Modi .
25 s B. K, Bhar.
26 s B. S. Giri .

26(a) ,, Ram Goppal Gupta |

T

k—-—-—-\r““""J

(R4

33

33

3

33

32

2

s

ss

3

..Representing

Hindustan  Antibiotics Ltd.,
Pimpri, Poona.

Hocechst PhramaceuticalsLtd.,
Dugal House, Backbay
Reclamation, Bombay-1.

Merck  Sharp &  Dohme.
of India Ltd., Dugal House,
Backbay Reclamation, Bom-
bay-1.

Parke Davis (India) Ltd,,
Kurla Andheri Road, Saki
Naka, Bombay-?(?.

Phizer Ltd., ICGICI Building,
163, Backbay Reclamation,
Bombay-1.

Roche Products Ltd., 28,
Tardeo Road, Bombay-34.

Sarabhai Merck Ltd., P.B.
No. 80, Wadi Wadi, Baroda.

Synbiotics Ltd., P. Box No.
129, Wadi Wadi, Baroda.

Wander Pharmed Ltd., 33.A

New Marine Lines, Bom-,
bay-1,
Wyeth Laboratories Ltd.,

Steelerete . House, Dinsha
Vachha Road, P.O. Box No.
1423, Bombay-1. .

Cadila Laboratories. Ghodsar,
Maninagar, Ahmedabad-8.

Dey’s Xledical Stores (MI.)
Pvt. Ltd., 6-D, Lindsey St.
Calcutta-16.

Khandelwal Laboratories,
7987, Kala Chowki Road,
ngst Box No. 7808, Bornbay-
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1 2 3 4
27 shn M G Kumnac Representing Marun & Harris Pyt Lid,
182 Acharya Jagadish Ch

andra  Bose Road, Cal-

cutta 14

28  ,, S Ramanathan , » Sarabhai Chemicals, Post Box
No 3¢,\vad: Wad: Baroda

29 ,, L N Godbole s Umnichem Laboratorses  Lid ,
4, 5, 6, Jogeshwar:  Estate,
Bombay 60,

30 ,, J K Sheth Zandul’harmacnu cal Works

" Gokhale Road South,

31 » G M Pankh chbay 28

32 ,, G Mukherjee " Neogy Laboratories, 205,
Ncmp Subhas Road, Behala,
Calcutta 3

33 ,, PV Gudwan ™ Sunceta L boratories, 898
g0, Industnal  Estate,

Pologround, Indore, M E.

34 ,, J S Khambata " Glaxo  Laboratories (India)
Pyt Ltd , Dr Anme Besant
Road, Worls, Bombay-18

35 ,, P K Godbole Haffkune Institute, Parel,
,. Bombay
36 , P K Sholapur-
wallah
37 Dr I K Rakker Todian D e v
ndian Drugs armace-
38 ,, I b Bahl uticals ~ Ltd, * National
33 Shr: C N Chan » Insurance  Building
40 ,, R Lat Parbament  St,
41, V Varadstapn Delfs
42 ,, N Sankaran
ASSOCIATIONS
43 Mr heth C Roy
4 Dr RN Mojumdar Organsation  of Pharmace
45 ,, J N Banerjee utical Producers of India,
46 8hnJ N Chaudhry » Cook’s  Buldmng, Dr
4 Mr 1 Mackinnon D N Read, Bombay 1
48 Shri K J Divata J

45—1T G Bom [70
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-~

49 Shri V. N. Shah .
50 Dr. Y. K. Hameid
51 Shri G. P. Nair .
52 Dr. K. M. Parikh

53 Shri A. M. Gadgil

34 ,, K. N. Dcodhar
55 ,, M.S. Rao

5 ,, P. R. Shah .
57 ,, N.J. Bole

58 ,, D.V. Gandhi

ss L. M. Shah

59 Dr. R. V. Sathc .,
60 ,, C. L. Jhaveri
61 ,, M. A, Panwala

DEALERS :
62 Shri K. V. Shah.

63 ,, P.B.Oza

64 ,, G. Dorai

8

2

2

»

22

Association, P. O. Box
7396, 185-191, Jaya Pra-
kash Road, Bombay-58.

}chrcscming Indian Drug Manufacturers

Indian Chemical Manufac-
turer  Association, India
Exchange, India Ex-~
change Place, Galcutta.

Poona Chemists & Druggists
Assotiation, 90, Budhwar
Peth, Poona-2.

All  India  Federation of
Chemists and  Druggists,
Block No. 3, Devkaran
Mansion, 43, Princess,
St., Bombay-2.

Chemists & Druggists Asso-
ciation  Bombay,  Block
No. 3, Devkaran Mansion,
43, Princess St., Bombay-2.

Indian Medical Association,
Shri Nivas, Sardar Val-
labhbhai Patel Road, Bom-
bay-4.

Kanchanlal Vadilal & Co.,
41/43, Mangaldas Road,
P. B. No. 2223, Bombay-2.

B. A. Brothers (Bombay) P.
Ltd., 98, Princess Street,
P. B.No. 2077, Bombay-2.

Voltas Ltd., Marketing Dvn.
19, Graham Road, Ballard
Estate, Bombay-1.
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HOSPITALS :
63 Dr (Smt) Santofkac

66 ,, B.B Gatonde .

RAW MATERIALS :
67 Shn I M Mehta

68 ,, N M Mehtr
6 ,, T R P Raman
7 ,, 5 S Ahluwala
71 ,, B Singh
72, K K Jos

73 5, M Karam

CENTRAL GOVERNMENT -
7t Shri LV Dharmadi-
kat

70 ,, V K Swamy

76 ,, V.N Kullarwar

77 ,, S Sundararajan

Representing K E. M Hospatal, Parel,
Bombay,

J. J Group of Hospitals,
Bombay-1

Unton Curbide India Ltd,
1 Middlcton Street,
Calcutia-16

Atul Drug Housc Ltd 36,
Dr Apnic Besant  Road,
Worl: Bombay-18.

Nation\l Organmic  Chemucal
Industries ~ Ltd, Sandoz
House, Dr  Anmec Besant
Road  Worli, Bombay

Hmdustan Organic Uhemicals
Ltd P Rasayam,
Kolaba

Subrid Gergy, Vadi Wads,
Baioda

Discctor (aeneral of Supphes
and Diposals, NIC Buil-
ding, Parliament Street,
New Deltu 1

Colfector of Customs  New
Customs  House, Ballard
Estate, Bombay-1

Cental Excise, New Central
Excise  Building, P Box
No 806, Mabarshy  Karve
Road, Bombay-1.

Mimstry  of Petroleum &
Chemicals, North Block,
New Delh
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3

4

78 Shri N.M, Saklani .
79 Dr. S. K. Guha . .

80 Shri Joga Rao

81 Dr, Nityanand

STATE GOVERNMENTS ;

8 ,, V. QC. Sane .

82 Shri M. K. Rangnekar l
8¢ ,, P.S.Joshi . . J

85 ,, 5. M. Shah .
8 ,, A. C. Sengupta

87 ,, G. V. Narasimhan

OBSERVERS :
88 Shri G. Narayanan
89 ,, R. Nanabhoy
90 ,, Natvar Dhruv
81 ,, X.S.S. Raghavan
92 ,, D.P. Sharma
93 ,, R. Chandrasekhar

b2

3

LR

LR}

Representing  State Trading Corporation of

India Itd., Indian.. Ex-
press  Building, Mathura
Road, New Delhi.

'Thc Asstt, Ditector General

of Health Services, Medical
Storc Depot., Bellasis Road,
Bombay-8.

Controller General of Pa-
tents, Designs & Trade
Marks,  Bombay-1.

Central  Drug  Research
Institute, Chattar Mansil
Palace, Lucknow.

Directorate of Drugs Con-
trol, Govt. of Ma-
harashtra, 127, M.G. Road,
Bombay-1.

Drugs Controller, Govern-
ment of Gujarat, Laldar-
waja, Ahmedabad-1.

Drugs Controller, Govt. of
West Bengal, College Square
West, Calcutta-7.

Drugs Qontroller, Govern-
ment of Madras, Madras-6.

I.G.I.CI., Bombay-1.
Nanabhoy & Co., Bombay.
Economic Times, Bombay.
Chemical Weekly, Bombay.
‘Capital’, Calcutta.

The Financial Express.
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1 2 3

4

94 Sin H D. Bbute, + Representing

9 ,, P.L Matha . »
ASSESSORS :

$hni S. K. Borlar . . 2

Dr.B Shah ”

Dr K Ganapathy . ”

Dr § 5 Gothoskar . . i

‘Vyapar’, Bombay.

Share-holders® representative,

Drugs Controller, Govt of
India, New Detht

Industrial  Adwiser, Direc-
torate Genera) of Technical
Development, New Delhi.

Durector, Regional Research
Laborator: CSIR),
JAMMU-TAWI

Dy Drugs Controtler, Govt.
of India, Western Region,
Bombay

(The representaties of the All India Retast Chenusts Assocration met the

Commussion separately on 27th May 1968.)



APPENDIX V-A
{Vide paragraph 5.2.5)

Recommendations of the Pharmaccutical Enquiry Committee
(1954)

(1) Licensing.—Licence under the Industries {Development and Regola-
tion) Act should be graated subject to the factory obtaining a licence under the
Drugs and Cosmetics Act. There should be co-ordination between licensing
under die Drug- and Grsmetics Act and licensing under the Industries (D and R)
Act.

A large number of firms should not be pumitted to carrvout
almost identical type of work withont due regard to  the requirements of the
country ot tne exishing capacity.

It would be cconomucal to cxtend the activities of the penicillin factory
at Pimprs to include the production of synthetic antimalrials, sulpha drugs,
other chemotherapeutic products and vitamins.  Thiswould also help to establish
a centre for wie manufacture of several essential chiemicals at one place.

Fiims not having precessing departments of their own but getting such work
done at othrrs’ factories should be given permission to put their own departments
for the purpose. provided that some of the drugs are of an ¢ssential nature and
they undertake to produce these, startingfrom basic chemicalsand/orintermedintes
as near to the basic chemicals as posable, within a reasonable time.

The small scale manufacturers should be tnduced to get together, and by
‘poiling their resources, put up properly cquipped co-operative units. Inthe
alternative, each small scale manufacturer should try to specialise in a parti-
cular type of product, after properly equipping himself for its manufacturc instead

of all of them trying to make a number of products without proper equipment
supervision and control.

(2) Policy towards foreign firm in India,—New foreign concerns should
not be permitted to sct up factories, unless they undertake to manufacture pro-
ducts that have not been manufactured in adequate quantities by other factorics,
starting from basis chemicals andfor intermediates as near to the basic chemicals
as possible, within a reasonable time.

Firms with 100 per cent forcign capital tne so-called “India Ltd.”—and
branches of foreign firms should not be permitted to be cstablished except under
special circumstances for the manufacture of basic chemicals and drugs, which
the Indian managed factories are not able to take up. The desirability of insis-
ting on pacticipation of Indian capital in cases where the manufacturing process
is comple.cd might be considered with a provisien for repatriation of foreign
capital fiom thec sixth to the fifteenth year thereafter.

(3) Collaboration with foreign firsss.—Tie-ups with foreign fitms
including participation in capital should be preferred to “tie-ups’ with no foreign
participation in capital. In the phnrmaceaticalindustry however foreign capital

participation should not generally exceed 49 per cent.
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Tor fareign collaboration, preference should be gnen orly to Fmducts
manufactured wholly 1n India’ from indigenous basic raw materrals andfor
intermediates nearer to the bans chemecals or with imported bauc chemicals
andlor intermediates nearer to the banc chemicals

Arrangement made by certain manufacturers, whetner Indian or foreign
forbuding the relling of bulk enemicals to other producers based on agreements
entered 1nto with foreign firms should be discouraged

The exssung cotlaboration agreements should be revised at the earliest
opportunity and the future collaboration with foretgn firms should be allowed
1I:yGovcmm:nt tofirmsin Indiaon the baws of the following guiding principe
€3 —

(1) Poroign collaboration should not be entertaned 1n respect of atems like
cosmetics, tooth pastes, etc

(1} Permisnon may be granted for the compounding of selecied drugs
on the basis of essentialily, provided the firm agrees to complete jts
programme of manufacture of basic dtugs within a specified penod 5

(s11) Forcign collaboration should he allowed only when a firm 1s agreeable
to commence with the manufacture of at least a few basie drugs {rom
primary raw materiats ,

(1) The scheme of heensing should be so evolved as not 1o give monopoly
to any onc firm but keep competiton alne  In approving schemes
for the manufacture of bayic drugys, care should, however, be taken to
‘rec that the production of the same drug ts not taken up by too many

irms.

fon and fon bet the drugs
, o ] roperation betwren, the,

€oa age_ €3 9pu-at on between the two sections of the industry and, wherever
required, even sponsor the manufacture of fine chemicals and drugs to bring
about a co-ordinated development of the industry,

{3} Importa, Exports and Customs duties.—In such cases, where 1m-
ports of Rnished products like synthetic drugs, anubioties, vitamins and hormones
have to be mantained in view of tharr mmportance  the pracuce of modern
wmedcine, such imports should be gradually reduced and the exisung. processing
capacity of the country shoud be utitsed fully by importing them in bulk and
processing them unul their production develops 1n the country
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Imports of vitamin preparations under the O.G.L. should be stopp;:ld
and put on a separatc quota basis which should be geadually rcd\.xccd azj tbc
indigenous production increases. Only the import of vitamins in bulk shout hc
allowed on the O.G.L. till such timc as their manufacture develops in the
country,

Dumping of forcign quinine into the country should be prevented and customs
dutics should be imposed on synthetic antimalarial and forcign quininc.

Assistance should be given in the form of reduction, remission or rebate
of import dutics on raw materials and intermediates required by the industry.
The rebate or reduction scould be so adjust as to_amount 1o & total incidence
which would be less than the duty levied on the finished products.

Consistent with mecting local demand, foreign markets should be cxp:)ndcd
for pharmaceutical preparations by permitting their liberal exports and inclu-
ding them whil:s negotiating trade agreements,

(6) Sales Selling Systems, Selling Prices and Margins.—Commercial
methods af marketing the different products of the factory should be adopted.
The product should be advertised in Indian eand forign scicnufxc and Trade
Journals, for developing wider markets and thus ensure its cconomic production.

Arrangemcents made by certain manufacturers, whether Indian or forcign
forbiding the sclling of bulk chemicals to other producers  basad on agrecements
cntered into with forcign firms should be discouraged.

. Thepractice of making available the vaccines and scra made by Government
instirutions, only to Government hospitals should be revised and the products

made available to the general public through the retail wrade by adopting
commercial methods of marketing.

. Certain manufacturers and importers supply drugs and pharmaceuticals
direct to the hospitals in consumer packs at prices lower by as much as 15 per
cent than the prices to the trade.  Such supplies may have a way of finding
themselves into the open market and disrupt the trade. Concessional rates
to hospitals should be given for special hospital packs only and not for supplies
made in the ordinary packs. As far as possible, even supplies to the hospital
should be made through recognised trade channels.

While arriving at the consumer’s price, the discount to the rrade should be
fixed at a reasonable figures of say 25 per cent of price at which the goods are

sold to the t-ade- namely, the retailer or wholesaler, with an extra 1} to 2 per
cent to cover packing, ctc.

The general wholesaler should sell at a price which gives him profit of 10
per cent and pass on the balance to the retailer.

(7) Quality.—The quality of crude drugs used as raw marerials should be
ensured. To improve the qulity of the crude drugs available in the market
dealers of such drugs and their premises should be licensed and limited to those

who are in a position to guarantee their quality to the manufacturers and
exporters.

The equipment and staff employed by the firms should be scrutinised and
wherever the required minimum enquipment and staff do not exist, the licence
under the Drugs. and Cosmetics Act should be withdrawn. ’
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A group of firms may be encouraged to join together and put up weile
equipped testing laboratoniesfor keeping a control on their raw materials and
finished products

)R h~—R h in ph I i this country 13 lagging
behind chemical rescarch and ¢his i3 one of the reasons which prevents the
development of chemical research in the field of drug industry Adequate
personnel equipment and finances for research work m medical colleges should
be provided for research in pharmacology

A well-cautpped research laboratory, and & pl‘_lo! p)anua:ould be et up for
e . PRRR SRR g

A research unit and a pdot plant should be provided 1 the Hindustan
Aatib otics Lid , to carry out investigations on the production of new type of n-
secticides and conduct expeniments on their production

e - suld

not become ava avt LAl L ow o .

‘The manufacturing operations should be gwxded into two categories (1)
e « b EREB I

Essentiaf—Not exceeding § per cent, Not essential—Not exceeding 2 per

Payment of rates of royalty for “pure know how’ as agreed by some firms
13 excessive and thisshould be  reduced 1o reasonable figure, when curcent agree.
ments come up for revision

Generally speking agreements should be revised every five years, alchough
mnspecial cases, Government may permit agreement for a longer period imtially

710 Raw materials,—The difficulty Likely to be experienced by firms 1n
. (i

Government themselves should take up the manufacture of essental coal-tar
products 1f suffi~rent response from the private sector 3s not forthcommng

Government should take immediate steps 10 orgamise the cultivation  of
medicinal plants 1n ascrentific manner and sponsor agencies for their proper
collection, storage and marketing
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Modern shaughter houses with facilities for propee collection and atorage
of glands and organs shinuld be enablished to start with, in ¢ities sucl as Bombay,
Ma fras. Ceutia and Dethi, Colleation and pre-eevation of thow glands and
organs should be supervised by qualified perronnel and net Teft to the but-
chers,

To caable the pharmactucial manufacturers to adopt mote automatic filling
and eal ng, the production of machincmade twbing and amupoules should be
expended.  Production of nratral glass tubing and itc use in ampoule making
should be encouraged.

Standards for the guality of die glass and,or alterpatise containess required
for iffe-ent purposes <hioudd be draws up with dhe help of the Centad Glars
and Ceramte Lsute and the Iadian Suealards Institatdon.

The pharnuccutical concetn. and pharmacics while {ndenting  their re-
qu rements of plass contuners frow glac suanulecturers, shoudd snet en stans
dard «pretfications andd dechne to puiena e chieap poods that do not canform
to them,

11y Administration of Drugs and Coesmetics Act.—To overcome the
defecs i he operation of the drugs conrvod and to brine about a uaiformity
in the Standard of products manulschured, e afnupicttat o o Diues
Gant ol <hautd be centrabised By bragine the contrel on mansufaciw o, aade
and distaibunton {exerer ed by the Siate Diug Conneforsd uoder the Doups
Controltrr Indiad. : '

Rule 109 (1)@) relating to dabellmg, apphoable to Schedule €@ drugs
<should be made apphicable to all drugs and sigidly enforced.  1oshould apply.
in addivon. to the label, on the containers, to ady ertisene nt in Medical, Seieutis
fic and Trade Jowrnals aud the hiterature distnibuted to the medical profession
and chemssts and druggssts.

. The exssting laboratory facilitics for testing samples of drugs are inadequate
in all the Statss. In every State o1 group of »mall States a welleequipped inde-
peudent laboratory should be sct up which should not form an appendege to
any of the existing Pubhc Health, Food or Chemical LaLoratories,



APPENDIX V-B
[Vide paragraph 5 3 2]

Recommendations of the Drugs and Equipment Standards
Commlttee (1965)

&t - w~=<laus and substandard drugs.—Central [ntefligence
. . s

. , - - ™ 50 to LU per
. . The Drugs Ins-

mestars mav be empowerey aiso w L A + and also make

- & +ife e nevers may not be

Self-sufficiency.—Where licensed umts in the large scale scctor had not
been able to 1mplement the phased programme of production their licences
may be cancelled.

High prionty for the prod of raw 1s and Diates should
be given and the achievement of self sufficiency in these and other ewsential
drugs shou'd be arrived at A portion of the basie drugs must compulsonily
be sold 2nd handed over to the formulators even 1f the basic drug manufacturer
15 also a formulator  Covts should be pre-determined by Government and the
rates shoull be mamtaned If necessary oceaston examwnation of the costs
may be made by Government

Legislation,~—The opium and the Dangerous Drugs Act may be consol-
" Te 1 0T e - Wle Ane 1054 and the relevant

. . the Drugs Act,

- . - wxcise Duttes} Act

L . - ** henal and Teilet

portable purposes,
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APPENDIX V-C
[Vide paragraph 5.3.3]

Important findings and Recommendations of the West Bengal Drugs
Enquiry Commission (1964)

(1) Supply of raw materials from indigenous sources should be developed.

(2) Indigenous manufactyre of plants and equipments should be
€ncouraged by the State with foreign collaboration, if necessary.

(3) The Government should improve following. conditions which created
difficulties to the manufacturers ¢ (a) varying and inadequate pressurc of .th};:
<ity’s gas supply ; (b) fluctuation voltage in the city’s eleciric supply ; (c) hig
maintenance cost of airconditioning;/ d) unavailability of refrigerant;(e) transport

difliculties ; and (f) inclusion of basic raw materialsinitem 28 of Tariff Schedule
which made prices high.

(4) The State Government should create a cadre of scientific personpel

and adequate testing facilities o enable the State Drug Control Laboratories
to test drugs to ensure quality control,

(5) The State Drug Control Laboratory should be aL independent unit.

£ exisuing siate of affairs of ¢he laboracory should be enquired into by Gosern-
ment,

{6) The Scate DBrug Conuol Administration should be under a full-time

Drug Controller, assisted by Assistant Controller, Senior Inspectors and Junior
Inspectors, who should be adequare in number,

(7) Malpractice in sale was due sometimes to artificial shortage created
by stockists and this should be controlled by strict enforement of the provisions
of the 'West Bengal Drug Control Act, 1950,

the case of capsules will prevent misuse, The standards for packing of drugs
should bz specified immediately. There should be statutory compulsion on
perforation of strips scparating individual tablets.

(9) In the case of all chemists and durggists snops, the minimum standards
requires under the Dry

gs and Cosmetics Act and Rules should he strictly enforced
without exception.

(10) The present Drugs and Cosmetics Act should be further amended for
(a) simplification of the definition of the term ‘drug’; (b) re-definining the terms
“.Misbrand:d”, “*Spurious”, “Substandard” and  “Adulterated” in relation

to drugs ; (c) substituting 1. P. for B.P. or B.P.C. in Entry 4 of the Schedule to
the Act; and (d) omitting Schedule F.

) (11) Life-saving drugs, not manufactured in the country, should be freely
xmported by Government,
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APPENDIX V-D
{¥ide paragraph 534 )

Imp dati of the Ci H on Drugs Control
(1966)

(1) Formulations

(a) Muluplicity of fo-mulations should be checked and prevented by re~
quiring prior approval of the formula

{b) National Formula of Indra should be umformly adopted throughout
the country.

{c) Irrational formulations of vitamins should be stopped and the:s stabality
ensured before being allowed to market them

(d) The generic name should precede the ;mgmclmy name and necessary
provisions be made 1n the Drugs and Cosmatics Rules
(2) Licensing system of sales

(a} No new Schedule C manufacturing units should be licensed without
assocating an ofhicer of the Central Drug Control Organisation in the
nspection of such premises

(b) Sale hicences should be automatically rencwed on the lines of Radio
lcences

(¢} Licensing system of sales licenses should be rationalised

(d) Wholesale and retarl trade should be separated, except Sale by wholesale
y one retaler to another retailer

(&) Inspection fees should be laid down for non-schedule C and (1) pro-
ducts  There should be only one licence for,both Biological and Non-
biological preducts  License system should be rationalised and made
very ngid

(3) Amendments to Drugs and Cosmetics Act and Rules

(a) Definition of the term “Drug” should be enlarged so as to include
substances such a3 components of drugs

(b) Schedules G H, and L of the Drugs and Cosmetics Rules should be
Tecast

(c) Sulpha drugs should be reclassificd based on safety margins
(4) Drugs Control Admimsstration
{a} Statc Governments should be asked to appomnt fallume Inspectors

(b) Zonal orgamsations of the Central Drugs Control orgamsation should
e set up immediately

(¢} Manufacturers indulging 1 fake records should be eliminated by Jont
wnspection of State and Central authontiex

{5) Production of Pharmaceutscal Equipment -

(a) Encouragement should be given to the manufacture of glass hned and
igh vacuum tuding other Ph 1

qup
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APPENDIX V-E
- [Vide paragraph 5.3.5]

Recommendations of the earlier Committees on testing of drugs and
Drugs Acts as Endorsed by the Mukhopadhay Committee (1966)

(1) A high degrec of priority should be given to the setting up of State
Analytical Laboratories in order that the tone of Drugs Standard Control may
be raised quickly. Central Government should extend financial assistance
to the State for this purpose.

(2) National sampling programme should be drawn up for testing of drugs.
(3) Prescription form should be standardised.

(4) The question of laying down standards for packing and containers
should be referred to the Indian Pharmacopoica Committec. '

(5) The National Formulary of India should be uniformally adopted
throughout the country. As an immediate measure Government Departments
should as far as possible purchase only such drugs as are included in the National
Formulary of India. Government (both Central and State) should also examine
the question of disallowing reimbursement of the cost of drugs not included in
the National Formulary of India. The Committee was of the considered view
that in order to save the Nation’s Drugs Bill and to conserve its 1esources it
would be necessary to so regulate the Drug industry as to permit manufacture
of only such drugs as are included in the National Formularly of India. 1t
would also be desirable to market such drugs only under their Pharmacopotial
or gormularly names. The National Formulary of India should be kept up
to date.

(6) The Drugs and Cosmetics Act which is operative in all the States except
the State of Jammu & Kashmir should be extended to the State of Jammu &
Kashmir in the interest of uniform enforcement of legislation throughout the
country.

(7) The codification of the Drugs and Magic Remedies (Objectionable
Advertisements) Act, 1954, the Drugs and Cosmetics Act, 1940 and the Poisons
Act. 1919 is a feasible proposition ard should be attempted.

(8) The provisions of the Drugs and Magic Remedies (Objectionable
Advertisernents) Act should be amended to control advertisements by guacks
on their promises.

. (9) The Opium Act and the Dangerous Drugs Act might be consolidated
into a single Act.

[(10) The enforcements of the Medicinal and Toilet preparations (Excise
Put\es) Act should continue to remain with the Excise authorities as hereto-
ore.

. (11) The Pharmacy Act wonid aim at regulating the education and pro-
fession of pharmacists should be left as an independent statute.
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APPENDIX V-T
{¥Fide paragraph 537)

Important Recommendations of the Indian Pharmaceutical
Delegation (1964)

(2) Theinstallation of mults purpose plants has special signaficant for India
and they should be encouraged

(3) Cach factory should mawmtan Liberal stocks of spares and replacements
of esscitial items such as glass and glass lined equipment instruments ete

(4) It1s desirable for industnal umts tn India to set up pilot {lants 5o ay
to rnable them to evaluate the processes developed in tneir own laboratenies
a3 well as those emanating from oth-r research institutes

() The Government also should encourage setting up of 1 lot plant fact
T1ties by consulung organisattons so as 1o enable them to undertake development
work on p=nalf of the industry particulaily 1o assict those units that do not have
such facilities

16) Very close hiatson between tne engineeing industries and the plare
macevtical manufacturers shoild be energenically develaped

(7) The importance and essental ty of product duvelop ment laboralories
snould be better appreciated by the Indian Industiy Lven med um  and
amall firms should fruntfuliy orgams= development raboratores aud build up
thetr own engineering facilitics

(8} Clase collaboration between th~ Atomic Energy Authorities and the
pharmaceutical Industry in India should be yromoted

{10) The Drug Control admtn strations in various Syates should insist
upon adequate staff and equipment for quality control being provided before
granting manufacturing licences

(11) To prevent some of the abuses observed durir g recent years m the
-wo king of the patent system, the law should be amended substantially as re

ded 1n the Ayy C Report

(12) The establishment of major projects in the public sector for essential
drugs will 1lso provide salutary effect on the price levels,

{13) Price regulation may be done by with the fz T
on the lmes obtaimng in” UK

{14) Foreign fiems requining Indian raw materials may be encouraged to
set up procesaing plants in India for the purpose of converting these ravy macerials
nto sem finshed concentrates or fimshed bavic drugs etc suitable for export,
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APPENDIX V¢
[Vige Paragrapy, 5.3.9)

¢ of Pcnicx'llin, Sulph, drug and Antihistaminic Ointmeny
Courageq 5, 0 antibjptje which js intendeq for YStematic gy
should pe alloweq ¢, in for lations Mmeant fyy topical yse, Opthal.
[ i other than Pcm’cillin an upbaccramidc Ointmens
and drops would howeye, ¢ nee sary Cspccially for the treatmen, of trachomg
and  othep inf‘cctl'ons.
(b) The manufacturcts should pe asked ¢o furnjsy, da
Onable anq of; ica

ta to jusu'fy the ratj.
icacy of !‘ormulations i
ationa] Formulary.

Wwhicp, are not Includeq in the
(€) Effores should pe Made (¢ Manufaciyre in the Public secye, Units dry,
Which are essentia] and b i

¢ manu!‘acturcd 1 the pyplie Stctor wity
them,

ase of the essentia] drugs whicy, have ¢ ¢ improtcd, the forej
€xchange xmplications, the posi tion regay. ing their Patents 5, data Tgarding the
I many acture sp oyl be styg; d before gagis
Oping their anufict

1 CCisions are taken fo, deve-

ure, C Mmedic,) Profession should ), ¢ appraised

of thege asp 50 that they ¢ Id a1 4YS Preseripe substitutcs wherever ne-
Cessary,
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APPENDIX VI
{V1de Paragraph 6-2 1)

{A) Names of the Units licensed to manufacture the speci.
fied basic drngs and abbreviations used for them in the

Report
St Name of the Unit Abbreviation
No
i 2 3
(3} Large Scale Units
1 Albert David Ltd , Calcutta 50 Albert David '

2 AlembicGhemical Works Ca Ltd , Baroda  Alembic Chemical

3 Atul Dug House, Balsar Atul Drug House

4 Atul Products Ltd , Bulsar Atul Products

5 Bayer (India) Ltd , Bombay-1 Bayer

6 B-ngal Chem cal & Pharmacentical Works  Bengal Chermical
Ltd , Calcutta 5¢

7 Bengal Immunity Co Ltd , Calcutta 13 Bengal Immunity

Bio-Ghemical & Synthetic Prolucts Ltd, Bio Chemucals
Hyderabad

9 B ological Lvans Ltd ,Hyderabad-20 Biological Evans

10 Bach Knoll Ltd , Bombay-1 l Knoll

11 BootsPureDrug Co (India)Ltd ,Bombay-1 Boots
12 Calcutta Chemical Co Tad , Cileutta 29 Calcutta Chemical

13 Chemucal Industrial & Pharmacentical La- QIPLA
boratorzes Ltd , Bombay-8

4 Chbmoil;harma Laboratorers Lid , Bom. hemo Pharma
ay-

15 Ghowgale& Co (Hind) Pyt Lid ,Bombay 1 Chowgule *

695 N W
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1 2 3
16 Cynamid India Ltd., Bombay-18 Cyanamid
17 Dey’s Medical Stores (Mfg.) Pvt. Ltd., Cal-  Dey’s Mecdical
cutta-16.
18 East India Pharmaccutical Works Ltd., Last India Phrrmaccutical
Calcutta-26.
19 Glaxo Laborat(;ri(;s (India) Pvt. Lid.,, Glaxo Labs.
Bombay-18.
20 Haffkine Institute, Bombay-12 Haffkinc
21 Hind Chemicals Ltd., Kanpur Hind Chemicals
22 Hindustan Antibiotics Ltd., Poona-8 Hindustan Antibiotics
23 Hoechst Pharmaccuticals Ltd., Bombay-1. Ioechst
24 Indian Drugs & Pharmaccuticals Lid., New IDPL
Delhi.
25 Ing‘i‘ztrt\a%cacarch Institute (Pvt.) Ltd., Cal- Indian Research Institute
26 Kemp & Co., Bombay-28 Kemp & Co.
27 Mac Laboratoics Pvt. Ltd., Bombay-77 Mac Labs.
28 May & Baker Ltd., Bombay-78 . May &Baker
29 ng:ﬁ,fharp & Dohme of India Ltd., Bom- Merck Sharp
30 NeoPharma Private Ltd., Bombay-1 . Neo Pharma
31 Oriental Pharmacentical Industries Ltd., OPIL
Bombay-16.
32 DParke-Davis (India) Ltd., Bombay-70 Parke-Davis
33 Phzer Ltd., Bombay-1 . Pfizer
34 Roche Products Ltd., Bombay-34 WB Roche Products
35 Sarabhai Merck Lid., Baroda Sarabhai Merck
36 Sandard Pharmaceuticals Ltd., QCalcutta- Standard Pharmaceuticals
37 South India Research Imstitute Pvt. Ltd.,

Vijayawada-7 (A.P.).

South India Res. Inast,
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38 Synbiotics Ltd , Baroda Synbiotics
39 ‘Theruis Phramaceutieals, Bombay-58 + Themus Pharmaceutieals
40 Unichera Lahoratories Ltd , Bombay-60 Unichem Labs

41 Wander Pharmed Ltd , Bombay-1 Wander Pharmed
42 Warner Hindustan Ltd , Bombay-1 Warner
43 Wyeth Laboratorics Ltd , Bombay-1 Wyeth Labs

(1) Small Seale Units
1 Albunce Trading Corporation Pyt Ltd, Alfsance Trading
Caleutta

2 Bntsh Medicine & Pharmaceutical Co ,Cal-  Batish Mediane
cutta

3 Dr Karanth’s Pharma Chemical Industry, Dr haranth’s Pharmacenti-
cal

Hyderabad
4 TLagle Laboratory, Calcutta Eagle Lab
5 G DA Chemicals, Calcutta GDA Chemicals
6 Guyarat Pharmaceutical & Chermical Works, Gujarat Pharmaceuticals
Ahmedabad
fna Ph i Lab + Ph
Cochin tical
8 Neogy Laboratories, Calcutia Neogy Labs
9 Qunochem Laboratories, Sangli (Maha- Quinochem
rashtra)
10 Sunecta Laboratories, Indore Sunceta Labs
11 Sunny Industries (P) Ltd , Calcutta Sunny Industries
12 Swiss Chemucals, Hyderabad . Swiss Chemicals
13 Syno-Chem Laboratories, Calcutta , Syno-Chera
14 Texdyes Corporation, Bombay . Texdyes

15 Umversal Chemicats, Bombay.11 « Unmiversal Chemueals

16 Usan Laboratorict, Bombay , « o« Usan Labe
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APPENDIX VI—(Contd.)
(B) List of formulators (who arc not manufacturers of the

specified basic drugs) and the abbreviations used for them
in tho Report

Sl No, Nuame of the formulator Abbreviation uted

; 2 5

(i) Large Scale Sector

1 Anglo-French Drug Go. (Eastern) Ltd., Anglo-French
Bombay.

2 British Drug House {India) Private Ltd.,, BDH
Bombay.

8 Burroughs Wellcome & Co. (India) Pvt.Lid., Burroughs Welcome
Bombay.

4 Ciba of India Ltd., Bombay . . . Giba

5 OCilag-Hind, Bombay . . . . Cilag-Hind

6 Crookes-Interfran ILitd., Bombay . . Crookes

7 Fairdeal Corporation Private Ltd., Bombay Fairdeal Corpn.
8 Geoffrey Manners & Co. Lid., Bombay .  Geoffrey Manners
9

Indo-Pharma Pharmacentical Works Pet. Indo-Phrma
Lid., Bombay.

10 Indian Health Institute & Laboratory Ltd., Indian Health Instt.
Caleutta.

11 Khandclwal Laboratorics, Bombay . . Khandehval Labs.

12 Laboratorics Grimault Pvt.Ltd.,Bombay , Labs. Grimault

13 Martin & Harris Pyvt. Ltd., Calcutta .  Martin & Harris
i4 Rallis India Ltd., Bombay . . . Rallis
15 Smith Stanistreet & Co. Ltd., Caleutta

16 Spencer & Co. Ltd., Madras . Spencer
17 Stadmed Private Ltd., Caleutta . . Stadmed

Smith Stanistrect

18 Therapeutic Pharmaceuticals Pvt, Ltd,,

Therapeutic Pharmaccuticals
Bombay.

19 U. 8. Vitamins & Pharmaceutical Company U. S. Vitamins
India Ltd., Bombay. . .

20 Zandu Pharmaceatical Works Pvt. Ltd., Zandu
Bombay. .

21 Sanitex Ghemical Industries Ltd., Bombay .

£l 2

3 -

Sanitex




699

"

2 3
{u) Small Seale Sector
1 AMAVA, Calcutta AMAVA
2 Beacon Pharmaceuticals Bombay Beacon
3 Biochem Pharm Industries Bombay Biochemn
4 Binichem Laboratonies Bombay B michem
% Dronkol Private Lt Caleutta B onkol
6 Cadila Laboratories Ahmedabad Cadila Labs
7 Duggan Laboratories {India} Bombay Duggan Labs
8 Emsons Pharmaceutials Co Pvt Ltd Lmsons Pl armaceuticals
Poona
9 Flora Pharma, Kanpur Flora Pharma
Gureo Pha ma Private Ltd  New Dethu Gurco Pharma

Imperial Pharmaccutical Products, Bom  Imperial Pharmaceutical
bay

Lyovak 1aboratorics Bombay Lyovak Labs
Lyka Laboratoties, Bombay Lyka Labs
Onissa Redeross Blood Bank Calcutta Ornissa Redcross

Pharma Chem Manufactw ng~ Company, Pharma Chem
Bombay -

Pharma Medico (Indra) Pvt Ltd, Bom- Pharma-Medico
bay

Roc Pharmaceuticals, Bombay Roc Pharmaceuticals
Royal Laboratones, Hyderabad Royal Labs
Sarpm Pharmaceutical, Bombay +  Sarpin Pharmaceutical

Shetty’s Pharmaceutical & B ologicat Ltd, Shetty Pharmaceutical
Hyderahad

Standard  Laborntories  Private Ltd, Standard Labs.
Calcutta

Syntho PharmaPavate Ltd , Deltn Syntho Pharma




APPENDIX VII

(Vide Paragraph 7-27)
(4) Names of the formuiators and the formulations
manufactured by them

Specified drugs single Specifiea drugs mul-

X i i formulations
Sl. Name of the formu- deug formauilations of  tiple drugs
No. lator which are manufac- of which are manu-
tured factured
1 2 3 4

(&) Large Scale units )
Manufacturers-cum-formulators of specified basic drugs

1 Albert David Ltd., Vitamin-BI2 I.N.H. and P.AS.
Calcutia. Vitamin C
Ambdiaguin
Iodo-chlor-hydroxy-
quinoline
Chlorpropamide
Tolbutamide
I.N.H.
P.AS.
Predanisolone

2 Alembic Chemical Vitamin-A
Works Co. Ltd., Vitamin-B-12
Baroda. Vitamin-C
Sulphadiazine
Penicillin
Streptomycin
Chloramphenicol -
Tetracycline
Chlorotuine
Iodo-chlor-hydroxy-
quinoline
Tolbutamide
Insulin
Prednisolone

Penicillin  and Strep-
tomycin -

8 Bengal Chemical and Vitamin B-12
Pharmaceutical Vitamin-G
Works Ltd.. Cal- Iodo-chlor-hydroxy-
cutta. quinoline

Chlorpropamide
ILN.H.

Tetanus Anti-toxin

I.N.H. and P.A.S.
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1 2 3
4 Bengal Immamty Co. Vitamin Bi2 Tetracycline, Chlo-
Lid , Calcutta Vitamun C roqune and 10do-
Caloropin chlor hydroxy quino-
Todo-chlo hydroxy~ line
quinoline
Insulin
INH
Tetanus Anti toxin
5 Bologcal Lvans L, Viamun G INIL and PAS
Hyderabad PA

Tetanus Anti toxin
6 B3 wringe” Knoll Ld, Chloramphemcol -
Bomby Tolbutamde

7 Boots Pare D ug Co Sulphadizine
(India) 1¢d , Bome  Insu'in
bay Prednusolone

8 Brahmachary Rescarch  Vitamin B2
Institute Dvt Ltd, Vitamin G
Calcutta Todo-chlor-hyaroxy-

quenoline
Predmsolone

g9 Calcutta ChermcalCo  INH
Ltd , Calcutta

10 Chemo-Pharma Labo- TNH
ratorses Ltd

11 Gyanamd India Ltd, Sulphadiazine
Bombay Tetracycline

12 Dey's Modical Stores » Vitamm BI2
(Mfg) Co Ltd, Vitamin G
Calcutta Sulphaciazine

Penicillin
Streptomycin
Chloramnhenicol
Tetracycline
Todo chlor hydroxy-
qusnoline
. Predmisolone

13 East India Pharmaccu Todo chlor hydroxy-
cal  Works Ltd,  gqunoline
Caleutta

- —

S —
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14 Glaxo  Laboratorics Vitamin-A Streptomycin and Peni-
(India) Pvt. Ltd., Vitamin-Bl2 cillin
Bombay. Vitamin-C
Penicillin
Streptomycin
Insulin
1N.H.
Prednisolone
15 Haffkine Institute, Tolbutamide Penicillin - and  Strep-
Bombay. Tetanus Anti-toxin tomycin
16 Hind Chemicals Ltd. Iodo-chlor-hydroxy-
Kanpur. quinoline
17 Hindustan Antibiotics, Penicillin
Poona. Streptomycin
Tetracycline )
18 Hoechst Pharmaceuti- Penicillin Penicillin and  Strep-
cal Ltd., Bombay. Tetracycline tomycin.
. Tolbutamide
P.A.S.
Tetanus Anti-toxin
Prednisolonc
19 Mac Laboratories Pvt, Vitamin-B12 Streptomycin, Chle-
Ltd.,.Bombay. Vitamin-CG ramphenicol and
. Sulphadiazine Tetracycline
Chloramphenico!
Tetracycline
ILN.H.
20 May & Baker Ltd,, Sulphadiazine .
Bombay. Penicillin
Chloroquin
Iodo-chlor-hydroxys=
quinoline
21 Merck Sharp & Dohme Vitamin-B12 Penicillin  and Strep-
of India Ltd.,Bom-~ Penicillin tomycin
bay. Streptomycin
Tetracycline
Prednisolone
22 Oriental Pharmacen- Vitamin-Bi2
tical Industries, Ltd, Vitamin-C
Boinbay. Chloramphenicol
Tetracycline
Tolbutamide
I.NH.

Prednisolone
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2 3

4

23

2

-

25

26

27

28

2

-]

30

3

3

i<

3

w

34

Packe Davis (India) Chlo-ampl
Lad , Borabay Amoliaqun’

Pfizer Ltd , Bombay Pemuliim
Streptomycin
Chloramptentcol
‘Tetracychne
Chlorproparmde
Insulin
INH

PAS
Predmisolone

Roche Products  Ltd, Vitanun A
DBombay Vitamin G

Standard Pharmaceu  Todochlor hydroxy-
tical Ltd , Galeutta quinoline

Themis  Pharmaceu Vitaoun Bi2
ticals Ltd , Bombay

Umchem Laboratorier Vitaun G
1ad ,Bombay Sulphadiazine
Chloramphenicol
Teteacycline
Chloroquin
Prednisolone

Wander Pharmed Ltd, PAS
Bombay

‘Wyeth  Laboratories, Predmsolonc
Bombay,

(B) Large Scole unste
(Formulators only)

Anglo-French  Drug  Vitamin B12
Co , (Bastern) Ltd, Vitamun Q
Bombay Sulphadiazine

Dayer {India) Ltd, Chloroquin
Bombay

Brtsh Drug House Vitarmn B12
{India) Pvt Ltd, Insulin
ombay,

Burroughy Wellcome Insulin
0 , (India} Pyt Tetanus Anti-toun
Ltd , Bombay

and
Chloamphenucol

Peucillin and Str
tomycin e

Chloramphentcol and
‘Tetracychne

Streptorycin

an
Chloramphenicol
-
..
-
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25 Chemical Industrial & Vitamin-Bi2 Vitamin-A  and Vita~
Pharmaceutical Vitamin-G min-CG
Labs. Ltd., Bombay. Chloramphenicol -
Tolbutamide
Prednisoline
86 GCiba of India Ltd., Iodochlor-hydroxy-
Bombay. quinoline
37 QGilag-Hind Ltd.,Bom- P.A.S.
bay.
38 Crookes-Interfran Ltd., T.N.H.
Bombay. P.A.S.
89 Fairdecal Corporation Vitamin-B12
Pvt. Ltd., Bombay. Chloramphenicol
Tetracycline
P.A.S.
40 Geoffrey Manners & Vitamin-B12
Co. Ltd.,Bombay Penicillin
Chloramphenicol
41 Indo-Pharma Pharma- Vitamin-A I.N.H.and P.A.S.
ceutical Works Ltd., Vitamin-C
Bombay. Iodo-chlor-hydroxy-
quinoling
INH.
42 Indian Health Insti- Vitamin-A Vitamin-A,
tute & Lab. Ltd., Vitamin-B12 Vitamin-Bl12 and
Calcatta. Vitamin-CG Vitamin-C
Todo-chlor-hydroxy- I.N.H. and P.A.S.
quinoline
43 Indian Research Insti- Iodo-chlor-hydroxy- ..
tute (Pvt.) Ltd., Cal-  quinoline ’
cutta.
44 Kemp.. & Co. Ltd., Vitamin-C
Rombay Sulphadiazine
Chlorpropamide
as Insulin
45 Khandelwal Labora- Vitamin-B12 Streptdmycin and Chlo-~
tories, Bombay. Vitamin-C

Sulphadiazine
Tetracycline

ramphenicol
I.N.H. and P.A.S.
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1 2

46 Laboratories Gnmault,
Pyt Ltd , Bombay

47 Martin & Harris Pht
Ltd , Calcutta

48 Neo-Pharma  Indus
tries Pyt Ltd,, Bom-
bay

49 RallisIndra Ltd,, Bom-
bay

50 Sarabhar Chemeals,
Baroda

81 Smuth, Stanustreet &
Co. Ltd, Calcutta

87 South India Research
Institute Pvt Ltd,
Viyayawads

58 Spemcer & Co Lid,
Madras

54 Stadmed PrvateLtd,
Calcutta

55 Therapeutic  Pharma-

ceuticals Pvt Ltd,
Bombay

- ——

3

“itamun BI2

Vitamin G
Sulphaciazine
Chloroquin
ToJo chlor hydroxy-
quinoline
AS

PAS

Vitamm-B12

Vitamn B12
Vitamwn-C
Peruaillin
Streptomyctn
Tetracychine
INH

Vitamin B12
Todochlor hydroxy
‘quinoline

Vitamn B12
Sulphadiazmne
INH

Vitamuin G
Sulphaidazine
Iodo-chlor hydroty-
quinoline
Prednusolone

Vitamun G
INH

Vitamn A
Vitamun G
Sulphadiazine
Chioroquin
INH

PAS

Tetracycline,
Chloroquin  and
Todo chlor-hydroxy-
quinoline

Tetracychinc
Chloroﬁunc and
Todo-chlor hydroxy-
quinoline

Vitamin C
Pemcillin,
Streptomycin and
“Tetracycline

~ Sulphadazme and
Peneitlin
INH and PAS
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56 U.S. Vitamins & Phar~ Vitamin-A
maceutical Go.  of Vitamin-C
India Ltd., Bombay

57 Zandu Pharmaccutical Vitamin-B12 I.N.H. and P.A.S.
Works Ltd., Bombay Chloramphenicol
Tolbutamide
I.N.H.
P.A.S.
Prednisolone
58 Sanitex Chemical Vitamin-C
Industries Ltd,, Sulphadiazine
Bombay. Prednisolone

{C) Medium and small seale formulators
Name of State : Anpunra Prapesn

I Akin Laboratories, Vitamin-B12
Hyderabad. Vitamin-QG
ILN.H.
oy Sulphadiazine

+ 2 Pharma Laboratories, Streptomycin

Combinations of Strep-
Vijaywada,

tomycin

8 Royal Laboratories, Vitamin-B12
Hyderabad. Vitamin-C

4 Shetty’s Pharmaccu- Vitamin-Bi12
tical & Biological Vitamin-C
Ltd., Hyderabad P.A.S.
Sulphadiazine
Prednisolone
Iodo-chlor-hydroxy-
quinoline
Chloroquin -

Namec of State : Assan

1 Assam Chemical & Iodo-chlor-hydroxy-
Pharmaceutical Ltd., quinoline Tahs
Gauhati.

2 Doson Chemical (Pri- Vitamin C formulation
vate) Ltd., Gauhati.

Name of State : Binar

1 National Chemcal and Vitamin-A, Vitamin-
Pharmaceutical B12, Vitamin-C, I.
Works, Patna. N.H., P.A.S., Sul-

- - phadiazine.




707

2 3

»

w
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o

o

-

Winner Pharmaccuts- Vitamuin B12, Vitamin-

cals, Patna C, Sulphadiazine

Liberty Mfg  Co Viamin C
{India}, Ranchu

“The Bihar Chemieal ¥Witamin-C
Indastries  Private
Ltd, Monghyr

PA
Sulphadiazine

Name of State  Dzvur

Ranbaxy L P S
New bdhn Chloramphenicol,
‘Tetracychines,Vita-

mn BI2

itamin-

€, INH and
PAS

La Medica, New Delln Pemelhn

Strepto

myein Ciloramphe-
nicol, Tetracycline,

cin

=

of

Vitamin-B12, Vita
min G, H,
PAS
Gurco Pharma Pvt Cul 1,Te  Chl 1 and
Ltd , New Delhn tracycline Vitamuin- Tetracychine  Chlo-
C INH,Viamme  ramphemcol | end
B2 PAS, Sul-  Streptomyan
phadiazine
Syntho Pharma Pvt Chloramphemicol,
Ltd , Delhe INH, Sulphadia.
2ine
Bhatnagars & Co, PAS, Sulphadia
Delha. zine Chloroquin
Salub Singh Mfg C> Vitam n BI12 .
Pt Ltd, New Dellu
Cyper Pharma, New Chl 1Cap 1 Chl 1
Delh: sules | Vitamin G and  Streptomy
Capsules  Tetracy- Caps
cline Capsules 2 Chloramphemeol
and  Tetracycline
DS
3 Combinations
itaming

Hamdard (Wakl) Vuamin G,
Laboratories (India), A
Delh:

Vitamin-
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Namec of State :

Arcon
cals, Alimedabad.

GUJARAT

Pharmaceuti- Chloramphenicol, Te-

tracycline,Vitamin-
€, Vitamin-Bi2.

Allicd Pharmaceuticals Chloramphenien], Te-

Baroda.

tracyclines, Vitamin-
B.12, Vitamin-C,
I.N.H,, P.AS.,
Sulphadiazine, Pre-
dnisvlone,  Tolbu-
tamide, lodochlor-
hydroxyquinoline,
Chlorpropamide,
Vitamin-A.

Asteal Pharmaceutical  Sulphadiazine

Industries, Bareda.

Alar Laboratorics, Vitamin-I'12, Vita-
Ahmedabad. min-C, Sulphadia-
zine, Prednisolone,
Todo-clilorhiydroxy-
quinoline, Chloro-
quin, Vitamin-A.
Alpha Chemicals, Vitamin-G, I.N.H,,
Ahmedabad. Sulphadiazine, Pre-
dnisolonc.
Cadila  Laboratories, Chloramphenicol,
Ahmedabad. Vitamin-B12, Vita-

min-C, I.N.H.,
Sulphadiazine, Pre-
dnisolone, Tolbuta-
mide.

Evercst Chemical In- Vitamin-B12, Vitamine

dustries, Ahmedabd.

C, ILNH. Sul-
phadiazine, Pre-
dnisolone, Icdo-
chlorhydroxyquiro-
inc, Vitamin-A,
Chloramphenicol.

Gujarat Pharmaceuti- Chloramphenicol, Tet-

cal & Chemical
Works, Ahmedabad.

racycline, Vitamine -
BI2,  Vitamin-G,
I.N.H, P.A.S.,
Sulphadizine, Pre-
dnisolone, Chloro-
quin, Vitamin-A,
Chlorpropamide.
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9 Lumk Pharma, Ahme- Vitamin-A
dabad
10 Mercury Pharmaceu- Streptomyan, Chlo- Vitamun BI2 and
tical Industries,  vamphentcol Tetra.  Vitamin-A
Baroda eycling,  Vitamin.
BI2, Vuamin G,
INH, PAS
Sulphadiazine, Pre.
dnisolone, Todo-
chlothydrouquino-
line, Chlorequin and
Vitamin
11 N Pharmaceuti- Sulphadiazine and
cals, Ahmedabad Prednisolone
12 TheRatrieve Pharma- Vitamin BI2, INH,
ceuticals, Abmedabad  Todochlor bydm'u-
quncline ~ and
Vitamin A
13 Radiant Pharmaceu- Vitamin B12 Vitas  Vitamm-BI2 and
ticals, Ahmedabad min-A, Vitamn-G,  Vitamin A
INH., Sulphadia
2me and Predmiso-
lone
14 Ruby Labora!oncs Vitamin B12 and
Ahmedaba Vitamun G, INH
Predmisolone Iodo
chor hydroxy quino.
line, “Chloroquin,
Vitamn A
15 Stan Rel Private Ltd , Vitamin B12,Vitamin
Baroda -C, INH, Sulpha.
diazine,  Prednso.
lone, Todo-chlor.
Bydebxyqunol ne,
loroquin and
Vitarin-A
16 Samtex Chemical In- _Vitamun G, Sulphadia. INH and PAS
dustriesLtd ,Baroda ™ zine and Predniso.
Ione
17 Sms  Lab cHl LVitse Vitamn-B12  and
Abmedabad, mn-BI2, Vitamin-C,  VitamneA
Sulphadiazine, Pre-
dmisolone
18 Tutor Pharmaceuti- Predmisolone, Vitamin A

cals, Ahmedabad
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Name of State : Hinacnan Prapess
19 Pharma Chemeo Vitamin-B12
Laboratory, Solan,
Name of State : Jasau & Kasnamir
1 Drug Rescarch La- Vitamin-C,Sulphadia-  Vitamin-A and
boratory, Jammu. zine Vitamin-C.
2 Government Pharma- Nil Nil
ceutical Works,
Baramulla.
3 Pharma Drugs Mfg. Vitamin-B12, Vitamin  Vitamin-A and
Co., Jammu Cantt. -A,  Todo-chlor-hy- Vitamin-C.
droxy-quinoline, Tol-
butamide, Tetra-
cycline, PAS, Sul-
phadiazine, INH.
4 Ephursum Pharmaccu- Vitamin-B12 Vitamin-A and
ticals, Jammu. Vitamin-C.
5 QGaulson Laboratorics, INH, Sulphadiazine,
Jammu. Iodo-chlor-hydroxy-
quinoline.
Name of State : Ierara
Navarathna Pharma- INH, Iodo-chlor- Iodo-chior-hydroxy-
ceutical Labora-  hydroxyquinoline. quinoline, Chloram-

tories, Cochin.

Name of State : Mapuya PrRADESH

FinePharmaceuticals,
Indore.

Indian
cal, Indore.
IB Pharma, Indore.

Neo Drugs

{India),
Chindwara.

Plazma
Indore.

Chloramphenicol, Te-
tracycline.

Pharmaceuti- Vitamin Caps, Chlo-

ramphenicol, Tetra-
cycline.

Prednisolone
Chloramphenicol, Te-

tracycline, Vita-
min-A.

Laboratories, Chloramphenicol, Te-

tracycline, Vitamin
Preparations,

phenicol, INH and
PAS.
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6 Bombay Ideal Pro- Pencllm, Chloram-
ducty, Indore phemcol,  Tetacys
chine, Vitamun G,
Vitamn A
7 Brte PI ls, Chl 1 Te-
Bhopal tracyel ne Vita
min BI2
8 Khandelwal FPharma. Preparatan of Vita
ceyticals Indore
9 Blarat _Ph Vitamin Prey
cals, Indore Antbones  pre-
parat ans

10 Cyano Pharma,Indore Vxllgmm A, Vitamun B
1 Cluimeo Pharma, Indore Preparat onsof  Vita-

12 Farnest & Co,Indore  Vitamin Preparations

13 Tmpha labi, Indorc Vitamun Preparauons

14 Jamsons Laboratorics, Vitamin Preparat
Indore

15 Kamsor Laboratorics, Antibotics Prepara
Indore tons Vitamn Pre-
parations

16 Macon Drug Labora- Vitamin Preparations
tornes, Indore

17 Mahendra Pharma, Vitamin Preparations
Indore
18 Purc Pharma Products Vitamin Preparations,
(Indta), Indore Antibiotics Pre
parations

19 UshaProducts Ratpur Preparat ons ol Vita
mins, Preparations of
Antib otics

20 Unecque Pharma, Indo- INH
I

21 Vostok  Lab Vatamin Prey
Indore Anttbiotic~ Preparas
tions

41~ 1T Q Bom |70



Name of State

1 Indo-French Pharma-
ceutical Co., Madras,

4 Pharma Prolucts P.
Lid., Madias.

3 Retort Labs,, Madras.

% United Pharma {India)}
P. Lid,, Mdras.

8 Amarchand Sobachand,
Madras.

8 T.T.K-ishnamachary
CD.,I\/I Vicae.

7 Intercem, Madras.

8 Linkson Pharma,
Madras.

g9 Garutman IndustriesP,
Ltd., M dreas.

10 Parwal& Sons, Madras

11 The South India Mfg.

Co..Madurai.
12 Shakthi
Madurai.

"3 Orient Pharma P.Ltd.,
Madras.

Remedics,

: Mapras

Vitemin-B12, Viuamin-
G, Salphadiazine,
Vitam n-A. Predni-
solone, INH, PAS,
Penicillin, Strep-
tomycin,

Vitaimn-A,

C

Vitamin-
and Vitamun-Bl2.

Vitamin-B12 Vitemin-Bi2

Vitamin-A.

TuG

Chloramphemcol, Te-
tracycl ne, Vito-
min-Bi12, Vitamin-C

. 1HN.

Vitanun-BI12, Tetracy-
cline,  V tamin-C,
PAS, INH, Penial-
I, Gidoremphen:-
col, Sulphadiez ne.

INH oaud DPAS Stre-
ptomycin and  Chlo-
romphenicol.

Chlaremphenicol, Srd-
prdies ned,  INKE,
Tolbut.mide, Viia-
m n-C.

Streptomycin
Chiorgmphenicol,

and

Vitamin-A, Vitemin-G,
Vitcmin B2,

INIT, Toibutamude,
Sulphad azine, Vita-
m.u-C.

Vitamin-A, Vitamin-C
and  Vitamin-Bi2.

Sulphad azine, PAS.

Vitemin-B12, Vitomin-
Q, INII, DPAS,

Sulnhad azme,

PAS INH, Vitamin-G,
Inlo-chlor-hydioay -
¢ :inoline, Sulphz.-
dizaine.

PAS and INH
PAS and Vitemin-A.

Vitamin-B12, Sulpha-
diazine, Vitamin-A,
Vitamin-G.

Vitamin-Cl.

Vitamin-B12, Vitamin-C
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Nam~ of State : MANARASITRA
1 Acichem Labs, Bom- Ch 1, Te-
bay tracycline.

w

-

“

&

-

o

©

Amber  Reseawrch & Ghloramphenical, Te-
Paa-maceutical Wotks, tracychine, Viamun-

Borabay

Atco Pharma  Labs ,
Bumbay

Auxil Pharmaceaticals,
Bombay.

Beacon  Pharmaceuti~
cals, Bombay.

Biochem  Pharmaceus
ueal Industrics,
Bombay

Diquchem Laborator ¢35,
omba

Croydan Chemcal
Works  Pvr, Ltd,
Bombay

Chelse, Chemeal
Laboratories, Poona

Comerx L1boratoncs,
Bomba;

Duggan Labs ((ndua),
Bombay

12,  Vitamin-G,
Sulphadiazine, Pre-
dasnlone,

Chlo~mphemcol 'l‘n—
tracycline, Vit~
mm B12, Vntamm G
INH, Prodmsolone

Vitamin-B12,  INH,
Vitamun-A

Chlor unphenieal, Vitas
mn-Bl IN]
and Prelnsolone

Chloramplienicol, Te
tracycline Vitomin-
BI2, Vitamn-C,
Sulphadizine, Pre-
dmsolone  Vitarmn-
A Ghlorpropamyde,
Tetanus Ati-tox n

Ghioramphenicol Tes
teacyoiine, Vitamins
B12, Vitam 0.G,
Sulphadiaz ne, Todo-
chlor-hydivsy-quinos
line Vnamm-A Chl-
orpropamude, Tetan-
us Ante-toxin

Chlorampkenicol, Tes
teaeycline, INH nd
S

INH

Chloramphenscol Vita
mn-BI2, Vitaoune
G, Sulphadinzine

Vuamin-Bi2,  Todo-
chlor-hydraxy-quino
ine




1 2
12 Emsong Pharmaceutx
cals Ltd
Poona,

13 Emsons & Co.,Bombay INH,

14 Eisen Pharmaceutzcal
, P

Co.P. It td., Poona,

15 Eddison
tal  Laps,
Bo Ombay,

16 FIemmg
ticals,

- Ltd,,

Pharmaceu
Bombay

17 Franco. -Indjan
Bomb

19 Ipeca Labs, Ltd., Bon,.
bay,

20 Jaggat Pharma P,

Ltd, » Bomb, ay

21 Lyovak Laboratorics,
Bombay.

22 Livite Labs, (Indm)
Ltd. Bomb

23 Lyka Labs,,

Contmen-

Mf‘g.

714

INH,

Sulphad:azmc
Predniso) one, fp’
sulin, Ghloroqum

thamm-C

Vi tam1n-B12 Vita-
min-A

INgH, Sulphadxazme
Prednhol

thamm-Bl2 Sul-
phalxazmc Prednj.
solo

Vitamin.q »INH, PAS,
Sulphaulazmc Pre.

Vi tamm-B12
min-C,

chlor. ~hy.iy OXy-quing.

Chloroquin,

Vitamin A,

ChloramphemcoI Te.
tracycline Prcdm~
solone,

Chloramph Cnicol, Te-
tracylin

INH,
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25 4 Medical Products of Sulphadizine, lodo-
India, Bambay, ehlor-hydroty-quinos
Line
26 Neil Tharmaceuticals INH and PAS
DBombay.
27 Nymph Laboratories, Chloramphenicol, Te-
Bombay. tracychint  Vatamine
A, Salphadiszine,
Prednisolone, Ghlo-
roquin
28 PhamiMedico(India) Chloramphemeel, Te-
Pvt.Ltd , Bombay tracycline,
29 Pharma-Chem Mg  Vitamun-BI2
GCorpn ,Bombay
30 Pharmakon Labora- Chloramphemical, Te- INI and PAS.

3

2

3

3

3

o

tories, Bombay, tracyel ne  Vitamune
Q, INH, PAS,
Sulphaainzine, lodo-
chiorhydroxy-quino-
line

Pemcon  Pharmacey-  Vitamin-B12
tical Cherm:eal
Industeies, Bambay.

Roc Pharmaceutrczly, Vitamin B12, Vitamm-
Bombay, C, Tolo-chlor-hy-
draxy-quinol ne
Chloroquin,  Vata
mun-,

Retort  Lab Ct 1 Te-

Bombay. tracychine, Predni-
solone,  Sylphadia«
zine, INH & Vita-

and
Chloramphenscol
Vitamin-A and
Vitamun G, Vitamin

min-B12. A and Vitamin-BI12,
Vitamun C, INH
and  Vitamin-Bl12.
Samarth P! Cht } 1 Te. CI 1 and
cal, Bombay. 1 Vitamin- S

G,  Silphadiazine,
Prednicolone, Jodo-
chlor-hydroxy-quino~
hine.

Sarpin Pharmaceuti  Prednisolone.
cal, Bombay,
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36 Sunways India) P. Chloramphenicol, Te-
Ltd., Bombay. tracycline, Vitamin-
B2,
97 Trinity Laboratories, INH and PAS

Move.— Of the 184 units who arc stated to be manufacturers of formulation:

Bombay.

of specified drugs in Maharashtra only 37 had furnished particulars.

Name of State : Mysore

Medicaids, Bangalore .

Al India M.ssion’s
Tahlet  Industrics,
Bangarpet.

Associatedd Droug Co.,
Bangalore.

Bangalore Phamacnu-
ticals & Research
Lab. Bungalote,

Indian Process &
Chem'cal  Laboras
tory, Bangalore,

Indian  Pharmaceuti-
cals. Bangilore,

Internationa} Che-
mical & Biological
Insutute, Banga
lore.

Milas iemieals &
Pharmaceut cl,
Ltd.. B ugalore,

M Yichem  Laborato-
ries, Bangalore.

Mysore  Industrizl &
Testing Labora-
torier, Bang lore,

Tetracyci'ne, Vitamin-
A, Vitamin-Bi2,

Vitamin-G, Sualpha-
diazine,  Predniso-
{one,

Todo-chlor-hydroxy-~
quinoline, Chloro-

quin,
Vitamin-B12, INH.

Vitamin-B12,
phadiazine.

Sul-
Vitamin-B12.

Vi Xunin—B 12, Vitamin.-

Vitamin-B12.

Vitamin-BiZ, Vitamin-

Vitamin-Bi2, Vitamin-
Q.

Vitamin-D12, Vitae
min-C, Vitamin-A.
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~

Pharma Auds, Banga- Vitanun-B2,  Vita
late muin-G,  Predmey.
lone, Todo-chlor-

hydroxy-quinoline

Alex Laboratories, Vitamn-B12,  Vita.
Byapur min-C

Rampen Puvate Ltd . VitaminB12,  Vita-
Bangalure Pun-

Capri Phama, DBane VitamnBI2,  Vatae
galare -

Name of State Owissa

Oawa Red  Cross Vitamun-C, TAS,Sul-
Blood Hank, Cuttack  phadinzine

Novo Phumaceuticals Vitamun-Bi2,  Vita
P Lta Cutteck min-C  Sulpladie
zme, Yo lu-chlor-
hydroxy quinolme,
Viamu-A

Bharat Salt  and Ditto
Chemical Industries
Lt , Cuttach

Orichem  Laboratory Ditto
,
Jagannath  Chrm eal Ditto
an arm eyt

cal Tndusteies, Cut-
tack

O-issa Fisheries Dever Datto
lopment Corpocation
Ltd , Cuttack

Paras  Pharmaceuti- Ditto
cals, Sambalpur
Radiant Pharmacents- Dutto

cals, Sambalpur

Seloace  Diugs Dit Ditto.
Ltd , Cuttack
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Name of State : RAJASTHAN
1 Allicd] Chemical & INH. Vitamin-Bi2, Chlor:xmphcr\_icol and
Pharmaceutical Works, Chloramphenicol, Streptomyein.
Jaipur. Sulphadiazine.
2 Aspha Lab. Dvt. Ltd,, Vitamin-C. Vitamin-
Jaipur. B12, Chiorampheni-
, col,  Tetracycling,
Chloroquin.
3 Byncchem  Laborato- Vitamm-B12.
rics, Jaipur.
4 Ducful  Laboratory, Tetracycline, Chlo. Chloramphenicol and
Jaipur. ramphenicol, Vita- Streptomycin,
min-B12,
5 Declux Pharma, Abu lodo-chlor-hydrexy-
Road. quinoline, INH,
Sulphadiazine, Vila~
min-C, Picdniso-
lone.
6 Macsen Laboratorics, Sulphadiazine, Todo- -
Udaipur. chlor-hydroxy-quino-
line, Chloroquin.
7 Relief Drug House, Vitamin C, ToGo-
Abu Roal. chlor-hydioxy-quino-
line,
8 Stanley Laboratories, Vitamin-B12, Vitamin-
Jaipur. G, Iodo-chlor-hydro-
xy-quinoline, INH,
Predni-olone, Sul-
phadiazine. ¢
9 Wander _Chemical Chloramphenicol, Te- Chloramphenicol —and
Works, Jaipur. tracycline, Todo- Streptomycin.
chlor-hydroxy-quino-
line, Sulphadiazine.
10 Thio Pharma, Falur Sulphadiazine, Iodo-
chlor-hydroxy-quino-
line, INH. Vita-
min-G, Chloram-
phenicol, Tetracy-
cline, Prednisolone.
11 Rajasthan  Pharma- Sulphadiazine, Vita-
ceutical Labora- min-C.

tories, Jaipur.
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¥ 2 3
Nameof State . Urtar PrRADESR

1 PilcoPhatma, Kanpur Penic Hin,  Chlorame
phroico

2 Flora Pharma, Kanpur  Pemtaillin,  Chlerame
phemicol,  Tetracys
cline

L3 Laboratorzes  Pemaillin, Streptomys

(l’) Ltd , Kanpur <in, Ghloramphentcol,

Tuaracychne itas
min Bi2, Vitamun-C,
Vitamunt.

4 Swawik Pharmaccuts- I‘emclllm, Streptomy=

-

3

»

cals, Varanasi,

Allodial  Chermical
Mig Co , M-rerut

Spa Pharma, Kanpur .

Piya  Pharmaceuti-
cal Works, Kanpur

Garga _ Pharma (P)
Ltd , Lucknow

Harion  Laboratories
Kanpt

loramphe
“aicol Tetracychine,
Vitimin-Bi2, Vitae
sn C Sulphadha
zme, Vitamin-A

Pemenlln, Streptomys
cn_ Chloramphes
mucol, Tetriycline,
Vitamin Bi2, Via.
min-C, Sulphad a
ane,  Vitamun-A

Streptomye n
ramphentco!  Vitac
mn B12 ‘tamuns
G, Vitymun-A

Chlo.

Streptomycin,  Chlo.
ramphenicol  Tetra.
cycline, Sulphadia.
zine

Chloramphenicol, Te-
tracvchine Vitamuine
12, Vitamun G,
Sulphad azne Todo.
chlor hydroxy quino-
Line, Vitamm-A

Cholramphenicol  Te

tracycline_ Vitas
min B12 Vitamm Q,
Sulphadiazine, Vie'
tamin-A
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10

3]

12

13

14

15

16

t7

18

19

20

21

22

Y. P.Drug House Pvt. Chloramphenicol Tet-
Ltd. Lucknow. tracycline, Vitamin-
B12, Vitamin-G,

Sulphadiazine, Vi-

tamin-A.
Rashtradeep Labora-  Tetracycline, Vita-
tory, Firozabad min-B12, Vitamin-
\Agra). C, Vitamin-A,
Martand Pharmaceu- Tetracycline, Vitamin.
ticals, Bawant  Bl2, Vitamin-G,
{Mzaerut). Sulphadiazine, Vita-
min-A.

National Chemical & Tetracycline Vitamin-

Pharmaceutical Bi2, Vitamin-G,
Works Ghaziabad. Sulphadiazine, Vita-
min-A.

Narain Chemical In- Tetracycline.
dustries Kanpw .

Parker  Phatma (PY Tetracycline, Vitamin-
Ltd., Kanpur. Bi2, Vitamin G,
Sulphadiazine, Vita-

m-A.

G. Piaxen & Co. (P) Vitamin-B12, Vita-
Ltd., Lucknosw. min-C, Vitamin-A.

Arpi Chemical Indus-  Vitamin-B12, Vita-
tries Ltd., Kasganj. min-C, Vitamin-A.

King Pharmacecutical Vitamin-B12, Vita-
orks, Allahabaa. min-C, Sulphadia-
zine, Vitamin-A,

New  Inteinational Vitamin-B12, Vitamin-C,
Chemical P. Ltg., Sulphadiazine, Vita-
Bara Banki. min-A.

Reylite & Co., Mceerut  Vitamin-B12, Viiunia-
C, Vitamin-A.

Vitamin Labs. of India Vilamin-B12, Vitrmin-
P. Ltd., Lucknow. G., Vitamin-A.

AB.M, Research In- Vitamin-Bi2, Vitamin-
stitute, Lucknow. C, Sulphadiazine,
Vitamin-A.




2

1 2 3 4
23 Natthe n India Che VexmnBI2 Viamn
malWok Dattadl € Vitamn A
V llage Meerut
24 ScewtfcRecach In Vitamin B12 Vitamn
dustr ¢ Lucknow Todo-cllo hydre-
xy«<qu olne Vita
mn
2 aca Libe atotes  Vtamn B2 A
Allahabal mnCG Vitamn A
26 Fimex Labo atores  Sulphadazic
Matbura
27 Ast Dwakhana Sulp auaz ¢
Mathu 1
28 Su ya Chem cal  Sulphad ar ne  ledo-
Luckn ¥ f}z!o 1yd  xv-qu no-
©
2 Mlcat  Phuma § pladazne
Goh v
30 S Sandad Clc Sulphadazn
med Go Algal
31 Stalchem  of Iaga Shiplad az ne
A
Name of S atc West Brnoar
1 Sathana Awililya o cllo 1yd ony Vv om A Vi
eca Calcut a q al « mnQ and Viemy
BI2
2 5m Pr 1:t  Todo-chlo hyloy V tum n Bi2 and Vita
Clesta Qi o o ¢ nA
qin INH §41
z N am
Vtan nB o
3 G D Plarmeew cal Diocol  oxy evre
PLt feu ie o orun
4 LfeT 1mace teal ¥ mnC Vtmn V
P Lul Gan B12 vfﬂ:flz e
5 Pav Lalaay ¢ Bat

Lt Qe tty

C oo n
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{ Vi 3 4
6 Bronlol v Leds, INILL Sulphadiarine,
Galeutta. Lodo-chluro-hydrocy-
quunnline,
7 Calcuuia Chemical  Vieunin-B12 Vitamin-C0 and Vit
e el Ch. A o min-A.
catton  Lad,, G-
Cutia.
3 AMotr Chemical  Ime Vitunin- A,
dustries,  Jlowrab,
4 Mahesh Laboratories VitambeRi2,
Pvt. L., Galeatia.
10 The Asholl Bio-Phuma Viemin- G, Viwnune Vit nieeA ond Vita-
Lid., Galeutta, B1Z, Vittmin-A. mi-C,  Vitamin-A,
Vitann-1312 and
Vit min-QG,
1t Alliance Tiading  Todo-chio -l Crosy- JINH mad PAS.
Corpn. I Lul,, qumoline, Vi, min-
QG.alcutta, B2 and PAS.
12 Immuno Chemical Vitamin-Bi12, Vitamin-Q  end Vita-
Laboratary, Galcutta, min-~A\.
15 Ensand  Phamaceu- Vimin-B12, INH.
tnieal. Pvi. Lad.,
Calcutta, .
14 Dr. Boe'r Labora- Vitmin-BI2, Vitamine Di-it So-hydrexy-quino~
tory, Calcutia. line and Chlores
quin.
15 International Remedics Vitamin-B12, Yitamin-
Pve, Ltd., Galeurta, -
16 Modern Drug House, Vilamin-G, Vitamin-A
Culcutta.
17 G.D.A. Chemicals, Vitamin-B12, Vitamin- Vitamin € and Vite-
Caleutta, A, INH, PAS,Todo-  min A PAS and
chlot-hyds exy-quino- INH.
linc
18 Fraak Ross& Co.Ltd., Sulphadiazine.
Calcutta.
19 Bengal Health Pro- Iodo-chlo~hyd oxy- Vitamin-G, INH and
ducts Pvt. Ltd., Cal-  quinoline, Vitamin PAS.

cutta

Bi2
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1 2 3 4
20 Indian Nahtm;\lDtug Vnamm m2 Vitamin- Vitamin-B12  and
Co , Calcutta C, PAS, fodo-chlor-  VitamnA
hyd.mxyqumuhnc
21 Glucodex  Laborato. Vitamn G, Vitamip= Vitemn B12 and
rics, Calcutta B2 tapun-A
22 Standaed Chemucal &  Vitanma A, Vitamin-
Pharmaceutical Wo &t G, Vitamin-B12 -
leutta
23 Hindusthan _ Medieal  Vitamua-BI2
wee P Lad,
Caleutta
24 Bio-Phatma Labora- Vitamun-BIQ VitamsnG sad
tories, Ga'cutta Vuamin-B12
25 East India Chemical Viamin B2, Vitamin-
Works, Caleutta A
26 Sanny D ugs & Chemi- Vitamin-A
cal Works, Caleutta
27 Diamosd Drugs& Che- Sulphadiazine,
mical Works, Cals
cutta
23 The Orien h D12, Iedo-ch
and Chcmlcal Lab,  hylrexy-gumoeline
Howraly
29 TRastern Pharma Pro- Sulphadiazine, Todoe
ducts, Caleutta :hlor -hydroxy-quino-
line
30 Meadine Pharmaceutss Vitamin-A
cal Wo ks, Cateutta
81 Pastur LaboratortesP  Vitamin B2, Vitamin-C
Ltd , Caleutta
$2 Bharat ImmumityLab, Vitamin-A, Viamune Vitamm-A  and INH
Caleutta Bl2,
33 Th- Pharmed Re earch Sulphadiazine
Laboratory, Gatcatta
8 Caleutta National Vitamun-B12,  ledo- Vitamin-A, Vitamm.
Chemical Industries Vitamane

P Ltd Galeutta

chlot-hydroty-quno.  B1Z and
Line, Qlilorequing ¢]




1 2 3 4
$5 AMAVA, Calcutta. Vitamin-C, Tedo-chlor- Vitamin-C and Vitamin-
hydroxy-quinoline, A. Vitamin-C,
Vitamin-A. INH and PAS.
36 N.I. Jharmaccutical Vitamin-B12, Vitamin-
Works, Calcutta, C.
37 Standard Pharma Vitamin-B!2, Vitamin- Vitamin-B12,  aad
Remidies, Caleutta. . Vitamin-A Vitamin-
B12, Vitamin-A  and
Vitamin-G.
38 C S.I. Chemicals and  Vitamin-B12, Vitamin- Vitamin-A and Vita-
Pharmaceuticals P. A, lodc-chloy-hydro- min-C.
Ltd., Galcutta. xy-quinoline.
39 Nivea Pharmaceuticals IAS, INH and PAS.
Lid., Calcutta.
40 Phoenix Drug House Vitamin-C, Vitamin- Vitamin-C and Vita-
P. Ltd., Calcutta B12. min-A.
41 Bhaati Chemical Vitamin-B12, JIcce~ Vilamin-A and Vita-
Works, Qalcutta. chlor-hycroxy-quine-  min-B12.
line, Vitamin-C.
42 N.P. laduotrics. Todo-chlor-hydioxy-
quinoline.  Sulpna-
dlazine, Vitamin-Q,
43 Pea | Chemical Intus- Viiamin-B12.
tries P. Ltd., Cal-
cuira.
44 Vax Institute Labu- Vitamin-B12, Vitamin-
1aio’y Ltd., Cal- A.
catta.
3 Suony Indust ies P. Todo-chior-hydroy-
Ltd., Galcutta. quiroline, and D1
iodo-nydroxy-guine-
line.
46 Panceea Laboratoies, Sulphadiazine.
Calcutta,
47 Indo-Phatama Labo- Di-iodo-hydroxy-quino-
tatory, Calcutta. Jine.
48 The Oriental Research

& Chemical Labo-
ratory Ltd., Howrah.

lodo-chlot-hvdioxy-
yuinoline, Vitamine
B-12, Vitamin-A.




t 2 3 4
49 TCadern Chemueal Vitamin A
Labo ata-y, Gilcutta
27 Stanlid Labo aterser Tolo chlo hyd oxy
P Lid, Cileutta q unoline
5t “Treatment Home Pro- lodo-chlo hyd oxy
ducls, Calcuiia yuinoline, INH Vs
amn G
52 Indian Nat onal Drug lade ¢hlo hyuroxy
T Ltd, Calcutta qurol ne
53 Chemotherapentic Lac Vitamin B12
beratonie ,Calcutta
5% The Csabon Labora Vitsmun @
to 1c+, Caleutta
55 Dipon Leboratery, Viiamun A, Vitamia
Chlcutta Bl2
56 Oricatal Chemierl Vit muin B12 Vitamn Vitmir A wd ¥ on
Wurks T Led C Ie bl hrty o min
Caleatia wv-qunat ne INH,
PAS
57 AddeoLtd, Calcutta Vizmn G Sulpha
dnazine Tecodd o
hytonyy q ndae
58 Dolptn Labetatorics Toco-ch o Ive exy
P Itd,Guleutta quuolrc Vi mr
A
59 NoexPharmaceutical  INH PAS FAS and INH
Lty , Konagar
60 Syno G cm L-be ato-

ries, Calentts

lodo—chlo lyesixy
g anoline
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important Control Policy for the specified drugs as announced in
Red Book for 196768 and as gmended by subsequent Import
Trade Control Notifications issued from time to time
i . - ‘wviduat stems was discontinted for
. - ters were allowed a general quota
The method of calculation of guotas
arc cxplamed 1na Sepatait rubne Notice dated 11th August 1967 given
herein as annexure

con

. rred
N - will
. ation.

of the State Drugs authontics

3 Import of fre¢ samples of deugs and medicines—In order to punmuse

! ' . =0 mre +s of manufacturers

. . . - g and medicines

' N .o . reensing authorities
- . . covered by List

(1) No remuttance of foreign exchange 1s mvolved
{1) The c1f value of the consignment is reasonably small and does
not tn any case exceed Rs 8000 (Rupees eight thousand only)
(1) The samples are imported n packings which are distinctly different
from regular trade packings, and
() Ea‘cl\_ paching 15 clearly marked “Physicians samples not to Le
sold ™

Applications arc to be made to the regional Licensing authoritier 1 the
prescribed form and manner  Only one Customs Clearance Permut will beassued
to the firm whenever necessary and for this purpose only the Head Office
of the firm should apply

4 Customs clearance permits for new drugs wall be considered by the GC 1
§ E ,DNKV Delhi but such applications should be made through the DGH S
ew Delhi

Policy for each of the specified drugs 1s extracted and given below

S Drug (Including Tmport licensing Import licensing
No preparations policyfor Establishe  Policy for Actual
thereof) ed smporters users
{General Quota)
1 2 3 %
1 Vitanun A Orniginally allowed but  Qrigmally allowed but
ll;;g;md from 23 8- banned from 23 8 1967

“AGD



1 2 3 4
2. Vitamin BI12 Jauned Allosved.
Pt O B.auned Ouiginally all aved but
3. Vitamin G ' b‘nmcdflmm23-3-1951.
4. Sulphadinzine ASlawed Ailoved,
5. Penicilli Ouiginally sttownd  Originally aHuwed
3. Penicillin but banned  from Lt Lanned from
23.8-1947, 23-8-1967.
6, Steptomycin Allowed Allowed.
7. Chloramphenical lanned Otiginally allived
but  bannel o
23.8-19407.
8. Tetracycliner Allowed Allowed.
9. Amoliaquin Allowed Allowed,
10, Chlotoquine Chlo:ioguin - and it
salts (but not pre-
parationt}  allowed
under genera! quota,
Combined imports of
these items  should
not exceed 29, of the
face value of liceuces.
11, Jodo-chlor-hydroxy- DBanned Allowed.
quinoline.
12, Chlorpropamide Allowed Atlowed.
13, Tolbutamide, Allowed but prepara-  Allowed.
tions not allowed.
14, Insulin Atlowed but prepara- Allowed (not prepa-
tions not allowed. rations).
15, LN.H. Banned Originally alluwed
but  banned {rom
23-8-1967.
16. DP.A.S. Originally allowed Sodium PAS, Calcium
but banned from PAS and PAS Acid
2-6-1967. were  banned from
23-8-1967.
17, Tetanus Anti-toxin Allowed Allowed.
18, Prednisolone Banned Allowed.




ANNEXURE

Public Notice No., 79-1TC(PN)/67 dated the L1th August, 1967 Issued
y the Government of India in the Ministry of Commerxce
. o N PR .

. .

2 Enguines have been recenvedinregard to the manner for the calculation
of yuotas for established importers for the stem under the policy mention~d

sbove  Accordingly the position 1s clanfied as under
e Y e e e Aecu v o tomaam o ve. .
v . .o M

on yuota basts
W f A TARTAE L L TARE e o oam e fTTe
' . ..
. . . - .
P L

LR

) 1

{w) 1l an established importer 13 not desirous of having a fr sh yont
quota for general drugs and medicines in the manner ndicated in
(n) above, the quota certificate already held by hm for drugs and
medicines will also be valid for the grant of quota licences for

Apnit 1967-March 1968, to the extent given below —

{a) The lidated quota fi for drugs and will

be valid for the grant ofyoint guota for general drugs and medi
cines

P [N .

(o) 7~

uota entitlement for a yoint quota for general drugs and medicines

Tor Apel 1967-March 1968
751



752

(¢) If the basic year of the contolidated quotn certificate and the guota
certificate of List T item referred to in (b) above, is cormmon,
even then the combined past impa’ v of bath the quata certifirales
will be talen imte avcount for caliulatine the entitlement of the
applicant for joint quota, provided the past imports on whith the
quata ceetificate tor Li t HY item Lo been deurd ate not iacludueid
in the copsolidael quoty cezrificate. I they are incuded, the
licensing authoritier will have to exchieds them while taking the
comhtned vidues of quota certificater far cale alatine the quata catitle-
ment ob the applicant, Per the paspoee of -ach choclinge, the appli-
cant s cequited 1o produce docwmentary evidences to the liernung
authotity to prove whether the past impoets on which 5 quota certis
fivatr is held by him For any Lot 171 ey have sl been indluded
in e cantalid ted gquota eertifiente for grueral drugs and medicioes
or ant.  Dorumrntacy evidener required for thic purpose will be
the Bill of Entvy and the iyvaice on the basis of which the quota
ceitsficate for Lise JTT stems wis fssundd,

3. Some of the partics have represented that they are not in o pesican
ta produce the documentry evidencr tequited as indicated 1o subeddaure (§v)
{c) above. The matter has deen considesed s 3t hias been decidesd that ifthe
party i unable to produce the sequurcd docamentary evidence, the Heenning
awthority will, on the request of the party, reduce the angiegate valie of the
quota cert ficate for dhugs and medieines (consolidated quaty  certificate and
quota certificates for List 11T pernnssible itemy) hield by the applicant by 20
per cent. In such cases th + entitlement o the applicant for joint quate of drugs
and medicines will be caleulated on the balaner combined vatue of consalidated
quota certificate and quota certificates o List [T permissible ftems feld by
tire applicant.



Sallent features of Xmport licensing policy for the year 1968-69

1 Established 1mporters ave gwen an import quota of 18 per cent
of past year suuports for general Drugs and Medicines  This quota licences
arc valid for import of the following specified drugs (among others} -

(1) Chloroqun and its salts
{17) Procame Pemasllin G in o1l with Alumimum monostearate (Tmport
should not exceed 2 per cent of the face value of the licence)

(w1) Sulphadiazine
{1v) Tolbutamide
2 The drug industry as g grmm) industty for Licens ng of raw materialy

Actual user licences are not valid for the follawing specified drugs (among
others) —

) Chloramphenicol

(1) Halogenated derwvatines of Hydroxyqumolme

(1 Insulin—all types

(Y INH
{(v) PAS and s salts
{viy Pemeillin G (Sodum/Potassium|P ocamne) with Phenocy Methyl
Pemcillin
(wii) Prednisolone
{vm) Vitamn A
{1x} Vitamin of B 12 group (C:
(x) Vitamin G (Ascorbic acid) and 1ts salts and esters

3. The follow ng items are allowed to be imported by actual users on a
d scale subject te end by the regional hicensing authorities —

{1) Chloramphenicol palmitate
(u) Chlorpropamide,
{m) Tetracyclines and their salts

bal and Hydr

753
GIPN~S6—1T C Bombay/70-12 2 71500
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