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1. wotivation for Price Controls on Druc:cs

1.1 | The history of vrics controls on ¢ ..su-
mer zouls in Indiz coes back to the Second Jorld
var, woen rovernment authority was used extonsive-
ly to rosulate retail prices of essential coicion
use ;oois like cloth, foodgrains, sugar and vetro-
leum products etc. The authority was derived ‘ronm

an omnivus wartime legislation called 'The Lei:nce

of Indiz Act' {end Iwules).

1.2 A new legislation culled 'The ssseacial
Commodities Act! was brousht on tn: statute book
in 1955 to empower the Tovernmen' to exercise cone-
trol over the production, supply azd distribution
of, and trade in certain selected joods for secur-
ing equitable distribution and availability at

fair priczs. It has becen in use for enforcing such
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price controls for nearly three decades now. 1t
enables the Government to prouaulgate special 'Orders!
prescribing specific restrictions on the szle and
Cistribution of what have been listed =s '"Zssential
Commodities'. The restrictions iaclude fixation of

controlled sale prices,

1.3 Tne motivation for the legislation has

be2sn the public concern with ensuring availability
of common consumer.goods to the comnmon man in sit-
uations of shortages which the country often faced

on account of the increase in demand outpacing the

D O Sk A SR AN VIS S Gy AR AN s

increase in production,

1ot During the India-China conflict in 1962,
the war-time legislation was revived and among
other things, came to be used for issue of an order
making it compulsory for the manufacturer and phar-
macist to cublish and display prices of medicines
nprominently, The same legislation was used later
in 1963 (which continued till after the Indo-Fak
dar of 1965) to freeze drug prices, The Goverament
acted to safeguard exploitation of possible local

and/or transient drug shortazes by unscrupulous

comme ecoumy MNGS SN W VAR gEak M

pharmacists,
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1.5 vhat started as an emergency wisr-time
measurc continued upto 1966, by when the country
had got used to the application of public cont.ols
on dru;: prices. In 1966, tne permanent price con-
trol mechanism - the "tissential Commodities Act"
ca.c to pe used for this purpvocse when the 'Drug
rices (Control and Displav) Order 1S05' was issued
under it, Subseqguently two more price control or-
ders ware promulgated under this legislation in

1970 and 1979 (The latter being currently in force).

1.0 A Key tc the motivation for the conti-
nuity nd refinement of these contrcls lies perhans
in the backdrop of the rapid growth of the pharma-
ceutical industry and cpreducts in the previous dec-
ade. e capital investment in this industry had
more than doubled and the production grown more
than threefold during the decade ending 1962, A
strong base had been built by iHultinational drug
companics of British, American, Swiss and German
origin in the country. uore drugs were being used
by morc pecople, Democracy had come of age in India
and the second countrywide election had been held
in 1962, The Government had embar<ed upon a

"socialistic pattera of society" and consuner inte-
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rest cane to attract more public concern than cor-
porate profitability, In fact during these years
(1962 to 1965) were laid the foundations of the
larce tenicillin and antibiotic plants in the fub-
lic Jsector (AL % IDPL); which fact is also indi-
cative of the awareness of the Govermizent that
scentizl drugs had te be reacned to the masses
cheaply and that the existing drug industry had
not beeii able to do that as well as the Government

would vwilsni,

1¢7 In the decade beginning with 1962, India
saw thrce wars (1962: Chinese aggression; 1965 aand
1971: indo-Pak conflicts). These vere years of
relative austerity and tighter stace coatrols on
busines. and industry, The socio=-political climate
favour>:d increase in checks on larie and unrestra-
inod profits in indurtry. Balance sheets of lorge
inducstrial hous2s and Irans-National Corporations
a*tractcd critical public scrutiny and discussion,
Consequ2ntly in 1966, the Government ordered an en-
quiry {(for the first time) into the cost-structure
of bulx drugs which was completed in 1968. 3y 1¢70,
Zovernnent had devised and promul:zted a more ela~
borate price control order for drus formul:ztions,

It aimed at bringing down prices of essential drugs,

Contleeessed
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curbing excessive profits, promoting R&D,and diver-

sification. of the range c¢f products.

1.8 In the early seventies, discussions in
the Indian PFarliament and Fress focussed more inten-

sely on tne profits ecried by the Jrug Industry,

1.9 A report on the Pharmaceutical Industry
(of India) publisned in the EZastern Zconomist (New

Delhi) of April 20, 1973 noted :

"The fact remains that drug prices or the
cost of medicines has always been an emo-
tive issue in discussions all over the
world, This is due To a number of rea-
sons., In the first place, there is a
natural dzsire among people everywhere
that health care should be kept as in-
expensive as possible and that commer-
cial interests should not be allowed to
exploit i1l health or disease for mak-
ings excessive profits for themselves,
Then ther.: is the widespread suspicion
that the pharmaceutical industry is so
organised that its units are able to

njoy an undesirable immunity from the

CoNtvees.sbd
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free play of the markell forces of supply
and demand. In other words, it is wide-
ly suspected that there is not enough
free competition in this industry and
that therefore there is a large element
of monopoly entrenched in this industry,
Finally, there is the objective fact
that the pharmzceutical industry is one
of the 'high profit' industries, yield-
ing a larger return on the capital inves-
ted than many other industries, Conse-
quently, governnents in most countries
are under tne constant pressure of pub-
lic opinion to exercise vigilance, if
not control, over the prices of drugs

and pharmaccuticals,

In our country, there have
been some additional recsons for govern-
ment or public opirion being particu-
larly sensitive co the prices of drugs
aznd medicine:. OSince th2re is a large
foreign presence in the Indian pharma-
ceutical industry, it has been L mpt-
ing to assume that our country's depen-

dence on forecign know-how or technnology

Contd. L 07
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has been or is being exploited for the
carning of quick or large profits,
Secondly, since foreign participation
in the industiry involves payment in
foreign exchange in the form of royal-
ties or lnow-how fees or repatriation
of dividends, the people and the govern-
ment of this country are naturally anx-
ious to ensure that the burden of this
foreign exchan~e expenditure is aot
inflated through high prices for drugs
or chemicals or hign profit levels for

the firms manufaciuring tnem,

Rerulation a 'nust'

A certain degree of regulgtion Qr
contr.l of the prices of druzs and phar-
maceuticals sceins to have become one of
the general obligations of governnents
towards their citizens in all parts of
the world, Lven in countries where tnere
rnay be no formal zovernmeat control over
tne prices of drugs or pharmaceuticals,
there is often either a regular machi-

nery or periodical investigations to

Contd,..s.O
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ascertain facts and exercise vigilance
in the public interest on production,
prices and prorits in this industry.
In our own country it would be quite
unrealistic to plead that the govern-
ment should adopt a 'hands off' policy

towards drug prices or profits.”

1.10 A full-fledged report was commissioned
by the Government on all aspects of the Industry
('Hathi' Committee Report) in February 1974 which
culminated in the introduction of a more comprehen-
sive price conirol systen for the industry than had
existed heretofore, This is presently in force since

1979.

1,11 The Government of India Order constitut-
ing tiis Committee stated :
"In the ccntext of the large-scale ey-
pansion of the drugs and pharmaceuti-
cal industry envisaped during the Fifth
Five Year Plan with a view to ensuriug
the regulated and rapid growth of drugs
manufacture, and further with a view

to ensuring that all essential drurs

Contd, «es9
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are made available to the consu-
mers at reasonable prices, Govern-

ment have decided to constitute

a Comnmittee,.."

Among the matters entrusted for examina-

tion and report to tnis Committee were :

"The measures taken so far to red-

uce the prices of dru;s for the

consumer®

It was asked to recoinmend sucin further
measures as may be necessary to rationalise the pri-

ces of bacic drugs and formulations,

1.12 A ponular feeling had grown in the coun-
try during the preceding years that despite the eff-
orts at development by planning, a comprehensive
public health scheme had not materialised due to
constraints of resources., In this background, ‘no
perspective of a national drusg policy had come to

be delineated and drug production and distribution
had been left to the mechanics of market relations
and the yrofit motives of the drug industry which

was dominated by the foreign sector'.*

*Document of the Natior 1l Convention ou

Economic Independence and Perspective of
Drug Industry - 16 January 1978.

Conteeea10




A national convention on the drug indus-
try attended by eminent and knowledgable persons in
December 1974 noted that : 'the question of drugs
in one form or the other (has been) exercising all
of us at various times., Scmetime we face shortages;
at other (times), prices rise inordinately; then

there is the whole question of adulteration and of

excessive profits by some manufacturers and formu-
lators, Indeed the impact of distortions in various
aspects of drugs manufacture and trading on the help-
less patients and their families is tragic to say

the least’',

1.13 While dealing with its task, the Hathi
Committee noted® that an important characteristic
of the highly competitive pharmaceutiqal mark:t was
the quick product change or product adaptation tech-
nique which it only partly based on proven improve-
ments. In a large part, this is essentially a mar-
keting tochnique used with a view to retaining or
augmenting one's share of the market, Such a mar-
keting technique, necessarily involves substantial
selling costs which in turn are added to the prices
of the drugs, It observed that in advanced coun-

tries, the pharmaceutical industry also spends subs-

¥Chapter VIlI-Page 173-174 Cont. . .11
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tzantial amounts - around 10% of total turn-over -
on drug research and product development, But
these expenditures are relatively less signifi-
cant in developing countries, including India,
and by and larg~ the multi-national corporations
use their research outlays in the parent company
to introduce new ‘rugs/formulations by their sub-
sidiaries in developing countries, The use of
brand names enables the industry to sell essen-
tially similar drug formulations at widely vary-
ing prices. Quite often, it is difficult for the
doctor and almost impossible for the patient to
have, at their disposal, information which will
enable thein to compare prices of druzs which are
virtually identical.Advertisements rarely mention
prices, and in general, the medical representatives
canvass the superiority of their particular brand
of medicines not on the grounds of prices but on
other grounds such as therapeutic effectiveness

or advantages of the new or improved drug.

1.14 The Committee also observed that in
view of this special feature of the pharmaceutical
industry, despite the previous price controls on

drugs in India, the increase in the value of produc-

COnt.... 012




tion could well be attributable to "the introduc-

tior of new products at aigher prizes"...'while the
growth of the pharmaccutical industry over the last
15 years has been quite impressiVe in terms of out-
put, it has been less so, if one takes into account
the product composition and the pricing policies of

the industry."

1.15 YWhen it came to defining what ought to

be achieved through governmental action in the field

of drug orices, it noted that the per capita consump-~
tion of modern drugs and pharmaceuticals in India

was then estimated to be k.6 per year and according

to some estimates, only about 20% of the population

used modern drugs. The total annual expenditure on

drug formulations was roughly estimated to be below R,30
per family where the family income was fs,4,20C per

per year,

1,16 The Committee, therefore, concluded :
"The pricing of drugs is thus a
socially important issue not be-
cause of its effect on the family
budget but for certain other con-
siderations, High prices of drugs,

for instance, would effect the
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ability of the public hospitals

to cater to the needs of the poor;

but...the cost of medicines cons-

titutes a relétively small propor-

tion - around 12 to 15 per cent

of the total cost cf the public

health services, The reduction
in the prices of drugs, by itself,
therefore, will not make much dif-
ference to the ability of the muni-
cipal or state agencies to provide

medical facilities,'

"The concern about drug »rices,
therefore, really arises from the
fact that many of them are essen-
tial to the health and welfare of
the community; and that there is

no justification for the drug in-
dustry charging prices and having

a production pattern which is based
not upon the needs of the community
but on aggressive marketing tactics
and created demand. In other words,
the main objective of policy has to

be to secure a better convergence

CoNteeeoorllt




of commercial considerations and
social needs and priorities, The
emphasis has to be on increasing
the social utiiity of the industry
particularly in the context of
extreme poverty and the urgent
need for extending as rapidiy as
possible certain minimum facili-
ties in terms of preventive and
curative medicines to the large
mess of people both urban and

rural,”

1.17 An analysis of govermmental action shows
that the motivation for price control on drugs has

been changing from stage to stage.

- In 1962 the problem perceived was only
the possibility of Trade malpractices that could
arise from sudden increase in demand. It was consi-
dered sufficient to insist on printing of retail

prices on product labels,
- In 1963 the Govermment's effort was aimed

at containing sudden inflationary trends in the eco-

nomy, Hence a price 'freeze' was enough,

COﬂt-ﬁl.... 015




- In 1966, prior price approval system
was first introduced, albeit in a limited way -
only to apply to new products or formulations,
This indicates an awareness that the industry

exploited new producis with high prices,

- The first enquiry into the cost struc-
ture of bulk drugs and formulations (by the Tariff
Commission] was ordered in the same year (19€6)
which confirms that the Government had become awa-
re that the industry could not be left to itself

in price fixatione.

- In 1970 followed the first of the com~-
prehensive price control orders which exteniled to

a large range of reteiled products and was inspired
by the principle of 'fair' prices, based on the
cost of production and a specified return, Appa-
rently the motivation was to ‘rationalise' the
retail market and prevent undue exploitation of

CcConsumers.

- The 1974 action to appoint the 'Hathi
Committee! proved that there was a dissatisfaction

with the 1970 Pricing Order and its scope,

r
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- The issue of the culminating order of
1979 shows the desire to re-structure the existing
drug nmarket and thereby change the production pvatt-
ern of the industry in the hope of bringing it nc.e
in line with the social requirements of the country,
1,18 Surveying the 20 year long process as

a whole, it may be concluded that the instrument

of drug price control nas been gradually developed,
refined and transformed from a mere crude implement
for checking inflation to a subtle tool for remould-
ing and channelling diug production into a new pit-
tern, 1t is to be noted that each successive price
control order (1963, 1966, 1970, 1979) lasted for

a longer term than its precursor.

Contesees17




2. Nature of Frice Controls

Conpulsory controls

261 The present controls on drug and formu-
lation prices as imposed by Drugs Prices Control
Order 1979, are compulsory, although they do not
cover the entire range of drugs and formulations

on sale in the country.

Bulk Drugss

—— e

2.2 Under DPCO 1979, it is compulsory for
maaufacturers to obtain prior price approvals for
price-controlled bulk drugs or to conform to bulk
drug prices fixed by the Government based on the
costs of others, Under the previous DPFCO 1970,
initially only a declaration of price was suffi-
cient, except for certzin bulk drugs listed as

'essential',
2.3 New bulk drugs which may be developed

through orizinal research and development efforts

in the country and have not been earlier produced

Contecsees
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elsewhere, are exempted from price-control for a

period of 5 years,

Formulations :

2.4 Both under the above crder, and its
precursor DPCO 1970, the drug manufacturing units
in the Small Scale Sector with annual turnovers
of upto fs,5 million were/are exempted from the
requirement of getting Government approval to the

prices of their formulations,

2.5 The current price controls extend only
to formulations listed under Categories I, II &
III in DPCO 1979 and the bulk drugs which are used
for their manufacture, The rest (15-20% of the
total turnover) of the formulations and bulk drugs
are not price-controlled., However, the category
of formulations exempted from fixation of price by
Government is subject to the general provisions
regarding publication and printing of maximum re-
tail prices on the packs. Also the profits earned
on these formulations are subject to the overall
ceilings (ranging between 8% and 13% on sales turn-
over pre-tax), as are applicable to the profits

earned on price-controlled formulations,

COI’Itd [ N ]
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2.6 All manufacturers of price~controlled
drugs and formulations do not require prior Govern-
ment approvals for prices. In respect of Category
I & 11 formulations, the DPCO 1979 provides for
fixation of 'Leader Prices', based on the prices

of large-selling packs (assumed to be the most effi-

cient manufacturers). These operate as ceiling
prices for all identical formulation packs and stre-
ngths including those in the Small Scale Sector,
'Leader Prices' are also fixed in a similar manner
for Category 1II formulations., IHanufacturers who
wish to adopt these or keep below these do not re-

quire to obtain Government approvals,

—— NS ) GEENS ey GENEE cunes el VIR I GBS MR AN 2o




r-’: R ~—-—

—en GENR A SRR TEn GEN sem EEE B Y N G GR IR TINN AT MULE GEae M Eaew  Seeam

-

3, History of Price Control lLezislation

The firs: statutory control;

A freeze on formulation prices

361 The history of price coatrol legislation

in India is precisely 20 years old.

342 There had been no statutory control on
prices of drugs and formulations before 1962, Follow-
ing the declaration of a state of emergency in the
country in the wake of Chinese aggression, the Defence
of India Act was invoked, first to issue the 'Drugs
(Display of Prices) Order 1962', and then to promul-
gate the 'Drugs (Control of Prices) Order 1963',
freezing prices of medicines as they stood on ist

April 1953,

3.3 The Befence of India Act & Rules were
promulgated during the period of the 3econd World
War; with which India was involved being a part of
the British Empire, This Emergency legislation was
not specifically concerned with the Drug Industry
or Drug Prices but with the equitable distribution

of 'essential commodities', Tnese were defined

CONCaoose
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(under Rule 35 clause 5) to mean 'food, water, fuel,

light, power or any other thing specified by the

Central Government in this behalf as essential for

the existence of the community'.

The first scheme of price approvals
by the Government

Selective price fixation for formulations

3l In 1966 the "Drug Prices (Display &
Control) Order 1966% was issued under the "Sssen-

tial Comrmodities Act 1955%,

3¢5 The Essenci.l Commodities Act was pro-
mulgated in 1955 with a view to providing a perma-
nent legislative framework for controlling distri-
bution of essential commodities indewendently of
the powers available to the Government during war-
time emergencies., It has provisions for distribu-~
tion and nrice controls which are basically similar
to those of the Defence of India Rules., The list
of commodities (Section 2 (9)) includes Textiles,
Food-stuffs, Drugs, Paper and Petroleum products

etce

3.6 It ha d come to be felt by the Govern-

Cont.l'..
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that the blanket freeze of 1963 had started to
affect the srowth of the Indian drug manufactur-
ing companies in the 5mall and Fedium Scale Sec-
tors and i%t was time to allow price increases.
The order, therefore, permitted manufacturers to
increase prices of formulations on their price-
lists on 30tk June 1966 subject to prior approval
by the Government, uxemptions from such appro-
vals were provided (by separate amendnents) to
items listed in pharmacopoeias and for new drugs

based on original researche

Introduction of »rice controls on Bulk Drugs

Cost verification and 'fair' return on cavnital

3.7 In Aurust 1966, the Government also
asked the Tariff Commission to examine the cost
structure of 18 essential bulk drugs and their for-
mulations, and to recommend fair selling prices
for them, This decision followed representation
from the industry that while the prices of formu-
lations were controlled, the prices of their in-
puts were not under control, The Comaission pre-
sented its report recomiending prices of 17 essen-
tial bulk drugs and 49 connected formulations.
Thus, price controls now came to be extendea to

bulk drugs.
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Tariff Commission Report (1968)

3.8 The 'Tariff Commission Report! (1968)
established that generallyAthe éosts (and prices)
of bulk drugs manufactured in India were higher
than those in the developed countries, The main
factors to which these were attributed were

(é) smaller and lower plant capacities than those
in the developed countries; (b) higher costs of
capital goods, intermediates, and other raw mate-
rials; and (c) difficulties in obtaining efficient

technology and know-how owing to patent laws,

3.9 In the case of formulation prices, it
was found that they were comparable to prices in
developed countries, The Commission found that
production and distribution costs being lower in
India than in the developed countries, and the
activity not being capital-intensive, there was
definite scope for reduction of prices of formuia-
tions in several cases -~ even after allowing for
full costs and a reasonable return on investment

(15%). Selling expenses being charged were high,

3.10 The Commission took all these aspects

into account and adopted geuerally the principle

Contdeecsese
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of weighted average for arriving at fair ex-works
price for each essential bulk drug wnere more than
one manufacturer was involved. The price of each
individual costed unit was builtAup after a care-
ful analysis of the data collected by them in res-
pect of the years 1965-66 and 1966-67 for the units
and after determining the costs on account of mate-
rials, manufacturin: expenses, packing, royalty,
research and selling expenses incurred by them,
Provision was also made for a pre-tax return of 15

per cent on capital employed,

3.11 The Commission's findings in respect
of selected formulations was that the prices can
bear some reduction even after allowing for all
costs and a reasonable return on investment, For
arriving at the fair retail prices for the selec-
ted formulations of each firm, the Tariff Commi-
ssion computed the factor cost comprising of costs
of ma terials and packing materials, conversion
cost and packing cost,. As regards selling expen-
ses, the Commission found that their incidence
varied from company to company and was "rather on
the high side"., Accordingly, they restricted it W
15 per cent of the total factory cost, The out-

ward freisht and excise duties were added on the

Con'tﬂb...o
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basis of the then existing rates, They recommen-
ded selling prices included in addition to the
above items, a 15 mark-up on the total cost of
sales; i.e, total factory cost plus freight and
the selling eixpenses corresponding to 15 per cent
on capital employad in tne case of essential drugs,
the commission of the retailers, the wholesalers
and other intermediates at differential rates for
ethical drugs and non-ethical drugs (i.e. drugs
saleable against a doctor's prescription and those

saleable without such a prescription).

Drug Prices (Control) Order 1970

3.12 The findin:;;s of the Tariff Commission
brought home to the Government that firstly there
was a divergence in the costs and exrenses being
charged to various pharmaceutical products by the
manufacturers, and secondly some of these charges
as well as the mark-ups' on the ex-factory costs
were too high to be fair, It, therefore, decided
to introduce a new legislation - tThe Drug Prices
(Control) Order 1970 which was issued under the
Ussential Commodities Act'to bring down the prices

of essential drugs, to curb ‘excessive' profits,
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and to promote Research & Development activities

and oroduct diversification,'

3.13 The DFCC 1970 was promulgated on
16th lMay 1570. The principal objective of the
order was to effect a measure of rationalisa-
tion in the prices of druss and to build up a
rational system of price control, The order
was also designed :

(1) to bring down the prices of those
essential drugs where prices gene-
rally remained very high,

(ii) o provide sufficient incentives to
the industry to maintain/facilitate
its growth from the basic stages
and to develop research facilities
and expansion in a planned manner,

(iii) to promote diversification of entre-
preneurship in the future develop-
ment of this industry, and thereby
provide better opportunities, for
Indian personnel with requisite
technical qualifications, and

(iv) to curb excessive profits,

Conteceess2?



31l The Drug (Prices) Control Order 1970
was'subsequently amended from time to time in the
light of the experience gained in its working and
suggestions received from the industry and trade,
The salient features of these amendments and Order
are as follows :

(i) Selling prices for 17 essential bulk
drugs in different forms were fixed
by Government taking into account
the recommendations of the Tariff
Commission,

(ii) Selling prices of other bulk drugs
were frozen at the level prevail-
ing immediately before the promul-
gation of the Order., No manufac-
turer, importer etc, were to be
permitted to increase the selling
prices of the bulk drugs without
prior approval of the Government
for whiwi detailswere required to
be furnished in the prescribed form,

(iii) In regard to formulations, certain
norms for conversior. charges and
packing charges were prescribed

for reworking the costs and a for-
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mila was devised for calculating
the prices of all formulations
having due regard to procucts of

original research and development,

Under the usual scheme, the formulations
were priced with a mark-up of 75% on the total ex-

factory cost, The mark-up included provision for :

(1) Outward freight,

(ii) Distribution costs and the trade
commission,

(1id) Fromotional expenses, and

(iv) Manufacturers' margin,

3.15 In case of formulations involving origi-

nal research, higher rates of mark-up upto 100% were
permissible, In respect of formulations involving
original research in India on basic drug a mark-up

upto 150% was permissible,

3.16 This order also provided for an alterna-
tive scheme of pricing, This alternative scheme

provided some flexibility in the fixation of prices,

- subject to certain conditions relating to mark-up

appliczble to essential and other formulations and
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overall profitability not exceeding 15 per cent

sales turnover.

3.17 It was provided under the‘'alternative
scheme' that gross profits made by this industiry
(gross profit before tax) will not exceed 15% of
turnover in any year; and any excess thereof; if
earned, shall be funded separately which could be
utilised with the vrior approval of Government,
for following purposes :
(a) Research and developuent;
(p) Adjustments against future profits
or losses; and
(c) Such other purposes as may be spe-
cified by the Central Government

from time Lo time,

3.18 The Order orovided certain time limicts
for submission c¢f revised price lists supported by
complete data for avproval by the Government., inen
it was found cthat there was a rise in the selling
prices of certain products, Government issued an
amending order on 18th August 1970 whereby the pri-
ces of such products where increases had been effec-

ted by the industry after Ist of August, 1970, were
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"frozen® at the level prevailing immediately bei-
ore tne commencement of the Order, pending scrutiny

of the pricins data by Government,
y .

3.19 Subsequently, necessary aoprovals after
scrutiny of the detailzsd cost data, were issued in
December 1970, There are over 2,600 drug manufac-
turing units of various sizes in the country, s 1T
was obviously not possible for the Government to
examine the detailed =rice calculations of all :ihece
units in respect of the formulations within the time-
limit specified in the Price Control Order, a be; in-
ninz was made by fixing the prices of the drugs oro-
duced by the more important units numbering about

110. It was considered that as a result of operation
of the market forces, the prices of formulations manu-
factured by other units would have to move in sympathy

with those of the aforesaid leaders in this industry,

5420 Details of cost structure of 11,732
packs of formulations as produced by the manufactu-
rers werc examined on a quick basis by the Plinistry
of Petroleun & Chemiczls, during a short period by
constituting a Dru; Prices Review Cell, As a result

of this exercise, prices of about 45 of the formu-
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lations/packs were reduced, 36t were keot at the

earlier level, and increases were permitted only

in respect of 11.45% of packs of finished formulz-
tions, At the same time, new introductions accoun-
ted for 7.5 of the total number of packs examined.
It was then estimated that as a2 result of the above
exercise, the community would have benefited to the
extent of 5,20 crores in a total turnover of about

5.220 crores,

3.21 In Sentanber 1970, a Working Group wis
set up by the liinistry of FPetroleum & Chemicals
under the Chairmanship of the Chairman, Bureau of
Industrial Costs & irices to examine the cost
structure of 24 bulk drugs and other allied matters.
This Working Group also investigated the cost struc-
ture of certain connected formulations and developed
norms of conversion and packing charges of different
packs of these formulations, The Working Grouvp sub-

mitted its report in four volumes the first three

relatinz to bulk druss and the fourth to formulations,
3.22 Reports of the Working Group were sub-

nmitted to Government between April to October 1372,

In April and May 1974, Government announced jits deci-
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sions in respect of tiie recommendations pertain-
inz to nofms of conversions and packing charges.
4s costs of production had undergone a signifi-
cant chante since tho initial iﬁvestigation by the
Working Group, the Government asked the Bureau of
Industrial Costs and rrices to ciuanine whether
and to what extent, the earlier recomaendations
nseded modification, In the 1licht of this exari-~
nation, later Governnent announced the revised
vrices which came into force from Ist lay 1975.

3.2 The prices control on the Drugs & thnar-

Wl

-

naceuticul industry nas thus been in force in one

-

forn or another for two decades, Since 1970, vir-
tually all chances in the prices of druss and ror-
mulacions have required orior avoroval of Govern-
nment, The onocration of the controls unto the 7Cs,
however, had a lesser impact on the structure and
level of prices of drugs and formulations than was
perhapvs expected in view of the very larze proosor-
tion of items in resnect of which reductions in
prices were effected,

34,24 is nointed out earlier, the Drus irices
Review Cell undertool a quick examination of the

cost structure of 11,732 packs and forrnulations and

rt e
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after discuszions with the manufacturers, certoin

crice aljustments mainly dowmward were effected

In such an exerciso, owvever, it was only to be

expected that manufacitarers asgreed To raduce tne

crices of those iterns wiere the sales value was

small and/or growtih nrospects were limited, While

the nrice raductions covered nearly 453 of the
rulations in terms o7 nunmbers, in cerms of tota
the 110 coiiurnies, thoe grosertion wacs
than 307, Siailarly, in the case of nore than
ol the foriwulations, »rices were aiiowed to be
at tae earlicr lev:=ls, 1In a larse aumber of co
these itews which Lo :ther constituted ebout 6,
ths sajes were also oroducts whicin carriad a mu
hi~her mark-up, an therefore, had a sirnifican

hisier marcin of orovit,

3.25 iizid control on pricus of drugs an

Termulations nad ©o o nodified and selective ii-

croase in prices wveralited on tne nerits of eacn

case to take account of any substantial variati
in costs of materials including packaging mater

But the extent to wnich sucn modifications were

reguired was reolatively small, wmtil the last o
g ’ !

ter of 1973, For instance, the total number of
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applications received for refixation of prices was
752 in 1971, 2716 in 1972 and 2653 in 1973, With
the o0il crisis and the subsequent sopiralling of
world »nrices and also the high rate of domestic
inflation, the situation was radically altered by
the end of 1973, During the first quarter of 1974,
the number of applications for price revision went
up to 146S and increased further to 2151 in the
quarter ending June 1974, It was evident that with
the stecp rise in production costs, the revision of
prices botn of bulk druzs and formulations was nece-

ssary if supplies in the market were to be maintaincd.

3.26 In July 1674, after detailed discussions
with representative associations of manufacturers,
the Government evolved a system unuer which manufac-
turers could avply for nrice increas=s but the ocx-
tent of such increascs was to be limited to the act-
ual increase in costs of materials (includins packa-
ging materials) only, Other cost increases such as
the ones due to increase in wanes, electricity rates,
freicht charges, distribution costs etc., were not to
be taken into account., The salient featurcs of the
connected guidelines were to provide :

1. A basis for calculation of escalatory
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effect due to rise in the prices of
raw and ovacking materials over the
prices used in. the cost data of
1970/the latest cost data aporoved
for price revision prior to lay 1974,

2. A simplified procedure for adoption
and accentance of prices for drugs
and excipients used in the formula-
tions duly certified by Chartered/
Cost Accountant in the prescribed
proforna,

De Notified rates besides norms for
Conversion Costs, rackaging Costs
and process loss for overages for

workin;; out current ex-factory

4, Provision of an additional mari-up

on the escalatory effect to provide

Tor the increased cost of commission,

transnort and miscellaneous selling

and distribution e:penses as under :

i) 50,5 on escalatory effect wherever
the oxisting mark-upwés 755% or
less,

ii) 255 on escalatory effect wherever
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the euisting mark-up was betweszn
75:5 to 100%,

iii) Fark-uvo on escalatory effect upto
a maximum of 25} whercver the
existine mark-up was between 100 -
150, linited to a moximum mark-uo

of 100.5 on the revised ex-factory

iv, l!lo mark-up on escalatory effect for
iteuns where the existing marii-=un
was ..ore than 150%. In such cases,

leven the egscalatory effect would
b 50 restricted as to limit the

revised mark-up to 150%,

murtaer, in order to assist smaller
units which, in anv case, would have to price taeilr
products in relation to the prices charged by the
lar:er manufacturers in the industry, Government als
decided to raise the ciemption limit from 1,5 luxas

£0 13,50 lakns, (Rs 5 Millie)
3427 As a result of these measures, it wos

possible to deal with the larze number of applica-

tions received for price revisions much more exne-
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ditiously, In general, decisions on applications
were talen within 4 to G weeks although the total
number of applications was very large, Thus, the
monthly receipt of applications which was on an
average of 221 in 1973 went up to 603 in the first
half of 1974, As a result of the revised proce-
dures, in the course of 3 months between Sevtenber
and November 1974, it was possible To deal with

as many as 1466 price revision cases,

The procedurc laid dowm in the guide-
lines for price revision, however, was intended to
be a stup-gap arranzemsnt in order to provide inte-
rim relief to the industry in an expeditious mnner,
The main purpose of this revision was to ensure
that there was no serious disruption in supplies
on account of the spirallin; of production costs
and the continuation of uneconomic and low price,

This purpose was, by and large, achieved.

Hathi Committee eport

New Druy Policy

3,28 The Comaittec on Drusns and Pharmaccu-~

tical Industry, popularly known as the liathi
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Committee, which had been set up in 1974, subnitted
its report and recommendations to the Government in
April 1975. It generated a lot of discussion both
in the Parliament as well as outside and the Govern-
ment held several c:iichanges of views with the repre-
sentatives of the indusiry. The proposals based on
this could come up to th2 Carinet only in early

1977 but they could not be considered as soon there-
after,General Elections wore held and the Government
changed. The New Drug Policy came to be announced

by Government in ilarcua 1578,

3.29 It imposed a specific freeze on the »ri-

ces of bulk druzs and formulations for a period of
one year, This period was over in liarch, 1979 and
on 31st liarch 1979, the Drugs (Prices Control) Order,
1979.was promulzated. The Drugs (Friges Control)
Order, 1979 provided for the revision in the prices
of bulk drucs and formulations., Government announ-
ced increase in the prices of petroleum products in
August 1979 which affected the cost/price structure
of bulk drurs and formulations., The procedure for
allowing price adjustments in bulk drugs and fornu-
lations was aporoved by tihe Cabinet in Ausust 1830,
The price revisions under Druss (Frices Control)

Order, 1979, therefore, started after August 1920,
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3430 The price revisions of buik drugs
announced since then take into account the esca-
lations in the costs of all inputs upto end of

1979 and those in the cost of major raw materials
upto 31st August, 1980. In a few (21) cases
(chiefly of fermentation pased drugs), Governnent
have also updated the costs of utilities upto

31st December, 1981 taking into account the price
hikes in Petroleum rFroducts which the country fazced
during 1981, In other words, in the prices reviscd
so far, the effect of the increases in the prices
of Petroleum products announced by the Govermment
in August 1979 and June 1980 have been taken into
account. The effect of the June 1980 escalations
on the costs of inputis other than the major raw
materials and in a large number of drugs of utili-
ties, is yet to be allowed., The effect of the two
subsequent increases in the prices of Petroleum
products announced by the Govermment in January
1981 and July 1981 is yet to be reflected in the

prices of ¢he most bulk drugs and formulations,
3¢37 The 1980s nrice increases of bulk

drugs and formulations are, therefore, attribu-

table to :

COI’lt. e .40




(i) Increnses in the Petroleum pro-
duct prices announced by the
Governuent in August, 1979 and
June, 1980,

(ii) Increcaces in the rates of Utili-
ti=s like power, clectricity,
stean water etc,

(iii) In the case of formulations, the
increases in prices are mainly
on account of (a) increases in
the prices of the connected bulk
drugs, (b) increases in the pack-

in~ material costs.

Decreases

3432 In the case of some bulk drugs, prices
have decreased upon revision under JPCO 1979,

These are mostly in cases where the previous prices
were the 'declared prices' under DPCO/1970, These
drugs were not then specified as essential drusgs in
Druzs (‘rices Control) Order, 1970. The manufac-
turers were, thercfor2, allowed to declare their
prices on commencement of production, Theyware

brought under price-control in 1979 and their prices
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were Tixed on the basis,cost studiles.

-

Fe53 4 Tew manufacturers of some of the

Wl

bulk druzs whose prices have been revised cdown-
wards nave challen~ed the revised prices in Courtis,
The Hi~h Courtsof telal and Calcutta have stayed
the implemsntztion of some revised nrices of bulk

drugs and their formulations,

Recent leduction in Srices

3,34 covernment have recently taken a serics
of steps to bring do.n the prices of certain im:or-

tant medicines, whicn are given below :

i. Reduction in orices of Rifampicin
rormulations

On account of reduction in the imnort
price of Rifampicin from .3,5861 per k7. to 4205 per
kg., the prices of fornmulations based on Rifampicin
were reduced w.e.’. 16th February, 1983, By this,

reduction would ranse from 25% to 30%.

ii. othambutol tormulations

Governnent have shifted Ethambutol and
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its formulations from Category I11 to Category Ii
in March, 1983, thereby reducing mark-ups from

100% to 55.

iii, Trimethoprim and Sulvhamethoxazole
Forinulations

Prices of Trimethoprim were reduced
from 15,2420,67 per X:i. to 5,1055.00 per kg. and
that of Sulphametho:azole from f.539 per kg. to
5,390 per Kge. Weeof. 16tn February 1983, This
combination is used in anti-bacterrial formula-
tions, The prices of important brands of this
combination like Septran and Bectrim have already

been reduced.

iv, Cimetidine “ormulations

The prices of Cimetidine formula-
tions were also reduced in February 1983 by al-

most 50%,

V. Propranolol ilydrochlorice
Formulations

In the year 1983, no increase in the

price of any major bulk drug have been allowed,
However, there have been increases in the prices
of a number of formulations based on bulk drugs

of
prices,which were announced earlier in the year.
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Chronology of Price Controls on
Drugs (and essential commodities)

1942 DIR - Cloth {(Textiles) Control
1855 : EC Act framed
1962 : (China - Incia War)

DIR - Display of Prices Order
for various commodities
Also Drugs

1963 : Inflationary trend accentuated
1965 : (Pakistan-India ‘ar)

1966 : ZC Act - Price Control Order 1966
1968 : Tariff Commission enguires into

17 oulk druzs and formulations
based on these

1970 : BICP enquires into another 24
bulk druss

1770 Full-fled;ed price control order
under ZC Act : DPCO/1970

1973 : First petroclcum price hike,
Inflation accentuated.

1974 Parliamentary discussion, Public
conventions - Media analyses

1974 Constitution of ‘Hathi' Committee

to report after detailed enquiry
into drug industry

L ]
-——c———-——————-—-
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1978
1978

1979 :

1980 :

1983

DIR
£C Act
DECO
BICP

L]

Price fre:ze
Report of iathi Committ:e

Formulation and adoption of a
new Drug rolicy (23 Harch, 197S)

Promulgation of Drug rrices Con-
trol Order 1979 w.e.f. 1.4,1979

Procedures regarding pricing under
DPCO 1979 finalised by Government

Price revision of bulk druss on
fresh cost studies commences
September 1930

Formulation price revisions
commence December 1980,

National Druss & Pharmaceutical
Development Council formed - to
assist Government in reviewing

existing measures including price
controls

Defence of India Rules
Essential Commodities Act 1955
Drug Price Control Order

Bu?eau of industrial Costs and
Prices
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4, The Customers for Druszs

4,1 llarket survevs carried out by Opera-

tion Research Group specialised in pharmaceutical

audit, give the following picture :

e
URBAN
JiiDass

Nunmber of towns
as per 1971
census 2,978

Population in
the abov2 places
in millions 109.06

Total retail

off-take of

Drugs (Jan to

Dec '77) in

million of

rupees 4,030

Trade sales per
1,00,000 popu~-
lation in rupees 37

FJIRAL TOT5L
557,013 559,991
434,79 543,85
370 4, 4100
0.9 38

The survey further indicates that there are 435,321

villages with less than 1,000 population covering

160 million, where regular chemists are not renorted

to ecxist.
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4,2 There are reported to be over 1,00,000
licensed retailers and wholesalers, 17,000%¥ hospi-
tals and 16,000 dispensaries®, 65,000 primary & 3Sub
health centres¥*, 1,40,000 doctors' dispensaries and
clinics, over 1,00,000 general merchants, licensed
to sell home remedies, The number of doctors was

2,68,700 and that of dentists was 8,650 in 1981+.

Hospitals & Government Institutions

4,3 The Government is the biggest single
buyer and distributor of drugs. It buys and dis-
tributes through its various departﬁents and agen-
cies, such as, Central Government Health Services,
Employees' State Medical Services, Defence and
Railway Medical Services, etc, Drugs are clso
required in large quantities for National rrogramne
for eradication of epidemics or other diseases

such as malaria, tuberculosis, leprosy, control of
blindness and sexually transmitted diseases, In
1979-80, 25 million population'was covered by these

programmes, The target set for the 1980-1985 Plan

Gl TN SR TS ees S G NN N S B IEE WS s R Seees ARy e

#[lealth Statistics of India 1982 = Ministry of
Health & Family Welfare.

+/Medical Council of India and Dental Council of India

A OB EER S
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period is a coverage of 35 million population*,

Major Public Health Needs

L4 Reported Cases (1981)
1. Dysentery: : 6,193,280
2. Gastro-intritis : 887,124
3, Malaria : 2,666,244
4, Leprosy : 2,674,202
5. S.T.D. : 557,994

(Source: Health Statistics of India - 1982:
Ministry of Health & Family Welfare,
New Delhi
xth Five Year Plan 1980 - nning
Commission of India

Contess .48




\"\4

aees  ewewee messws RSN 2 WREEN  PunERy

5. The Pattern of Drus distribution and Sales:

Marketin;: Systens

561 Sales of medicines are enerally effec-
ted by manufacturers through Distributors or Sto-
ckists and authorised “holesalers to retailing drug-
gists and chemists (pharmacists) and the latter dis-
pense them to consumers, In certain cases, sales
are organised by a sole selling agent or agents who
supply the goods from their regional branches and
depots to the wholesalers and retailers., IHost lead-
ing manufacturers have their own regional offices

or depots from where goods are sent to dealers,

Some of the manufacturers of basic drugs (such as
Boehringer-inoll, Cyanamid, Hoechst, Pfizer and
‘iyeth Laboratories) sell their products directly to
formulators, Froducers claim that by means of con-
tinuous contacts and inspection of the depots of

the distributors throush the manufacturers' own
staff appointed for this purpose effective control

over the selling systen is exercised.

Evolution of Distribution System

5.2 In the forties and early fifties impor-
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ters and manufacturers of drugs and pharmaceuti-
cals predominantly relied on 'Distributing Agen-
cies' to make products available to the trade,
nospitals and medical neople, Such distributing
agencies worked on commicsion basis and were given

territorial rights. As domestic production inc-

: reased, manufccturers in general set up their owm
l supply points in the form of sales depots, lost
l of the manufacturers now have such supply points
I established in every state in the country. Supp~

lies of drugs and medicines flow from these stock
points to a large network of wholesalers, These
wholesalers are not subjected to any territorial

restraint, aad are free in turn to supply these

druzs and medicines to retailers and doctors as
and where needed, Under this systen, the resources
of the manufacturers have been coupled with the
collective resources of thousands of wholesalers

! working in a climate of competitive trade to

effect supplies to a maximum number of consumer

outlets,

5¢3 Thus the drug induétry has already
developed a vast distribution network to ensure

ready availability of @ wide variety of drugs and
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nmedicines in all parts of the country. A typical
example of a large company manufacturing and mar.
keting a nuwmber of well-known brand formulations

is given below after pora 5.17.

The lode of Transvort of Druss

5.4 Transport of drugs and medicines has
progressively changed from carriage by rail to
carriage by road transport and, in fact, carriage
of drugs by rail has been practically abandoned.
This has come about because of the large incidents
of breakages and pilferage of goods consigned by

rail.

In the recent years, road transport
has rapidly developed and today cifers safe, specdy
and convenient transport services suited to the
carriage of dru:s anu pharmaceuticals even to tae

remote parts of the couatry.

5¢5 The hosvpitals under *he Tovernment of
India (as distinct from the States) receive medi-
cines from the 'Governazcnt Medical Stores' run

by the lMinistry of Health & Family Jelfare, Those
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stnres invite tenders, and then enter into rate-
contracts for a full year's supply - as a rule at

the lowest rates,

566 State Governuents make ourchases sepa-
rately through tenders Ifor lots or annual rate con-
tracts. Indenting Officer can procure medicines
directly in accordance with the rate contracts cs
required. Drugs which may not be on these con-
tracts, or may not be readily available f?om the
contracted suppliers may be bought in immediately

required lots by floatins local tenders,

5.7 The local tenders are filled by the
local distributors or stockists of the manufac-
turers, The larger contracts are made directly

with formulatorse.

5.8 All other things being equal, the buy=-
ing departments of the Government of India (not
the State Governmments) are expected to give a
orice-preference of 10, to the Public Sector Drug
manufacturing units like IDPL & HAL, However,
they are also expecte.. to give a 15 price prefe-

rence to the Small Scale Sector Units.
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5.9 Although under the present Drug Price
Control System, the'ma:imum retail orices' of

most formulations procured by these opublic insti-
tutions are fixed by t.ae Government of India, there
is (naturally) no insistence that public sector
units may receive these very prices. They have to
face competition equally and often lose business
to Small Sczle Units whose costs are lower on
account ol lower overheads etc, Druss and medici-
nes are required to ne suvplied to these institu-
tions in special packinis, with special markings,
on credit and at highly comnetitive rates. These
conditions necessitate thzat supplies are made

directly from manufacturers,

5.10 The normcl means of mass communica-
tions are not available/sufficient for the drug
industry as pharmaceutical products have to pass
throush the medical profession before they can
reach the consumer, The manufacturers have, there-
fore, to promote their product sales through other

means on which sizeable cxzpenditures are incurred.

Conteessed?
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5011 This is done by various means : appoint-
ment of a large number of travelling salesmen (medi-
cal representatives), supply of free literature, and
free samples to the medical profession, advertise-
ment in medical journals for ethical drugs, and for
others as vermissible, ilanufacturers arrange and

finance seminars, work-snops and other 'get-togethers'

of doctors which help them build a rapport with the

orofession,

5.12 The 'medical representatives' travel from
town to town, calling on doctors (8 to 10 a day)
dealers and hospital administrators (3 to 4 a day).
They are large forces (over 10,000) and their cost of

travel and stay is considerable,

5.13 The quantun of amounts spent on sales

promotion is not relatcble to the total turnover of

a particular unit or even that of the industry, but
is relatable to particular groups of drugs under

promotion,

5.14 The cocsts of sales promotion are however
considerably less than in the developed countries,

The Tariff Commission had observed in 1968 that, "In
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UK, the number of doctors is about 50,000 and the

promotion cost works out to f5.2,773 per doctor,

Un the other hand, there a re about 100,000 regis-
tered lMedical Practitioners in India and the cost
comes to 75,410 per coctor which is almost 1/7th

of the figures for UK". It also noted tnat "this

‘ : compares with the ratio of the per-capita costs
' (incurred) of drugs in the two countries,"
l 5.15 Sales promotion expenses actually

incurred oy a large manufacturer with a wide range

of bulk drugs & fornulations may be seen below :
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Head of Account Total Cost
BSe./lillions

1. Employees Remuneration & Bene-

fits including Leade & HMedical 8.48
2. incentive to Staff
(Achievement related) 0,84
3. Travel & Hotel uxpenses 5.60
L, Advertisement C.13
5. Conferences & Zntertzinment 0.13
' 5. ?rin?ed Pro?otiona} iaterial, _
stationery & Posta:e 2.70
I 7. Samples : 9.16
3. Gifts 2.00
9.’Training & Dev. 0.20
f 10, Lisc, Awards (To Trade) 0.30
29.86

Total Mo, of Med., Rens.

Hunan Formulations 350
Vet. 16
Bulk 10
Total : 325

, Avera:se uwxoenditure .er Rep, per year 5,77,290
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& TYPICAL C{;--PATTERN OF CxUG DISTRIBUTION AND SALES

1. Distributicn Chain ¢

Factcery

Vv

fm————————————— Sal=g Office —ee-- ————————— T
' ) ;
A4 : v
Government  &----- Wholesalers ~---3» Dispensing
Institutions H H Practition=rs
Statutory ' H '
Bodies and N N ;
Hospitals .
! Retailers €~--Semi~ :
' : wWholeszlers ;
" i '
] ’ s
A\ " '
' (]
Dispensaries : ¢
i ' '
1 [}
[N, > Consumers €----=-m--m—e~m———— p—

2. Distribution Set-up :

The country is divided into four Zones - North,
South, East and West. The Company runs distribution
points called Sales Offices (total 13 in Nos.),
which receive stocks from the factory and distrioute
them to wholesalers and other institutions. As shown
in the Distribution chain, the stocks percolate down
tc the consumer,

3. Margins :

a, Sales Offices = The cost of distribution from
factory to wholesal«~rs through the sales ofiices
is borne by the Company. This comprises of
sales office overheads, primary transport to
stock points and secondary transport to the
stockists.
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b. Wholesalers- Minimum wholesalers' margins are
stipulated by the Crugs (Prices Control) Order,
1979. The present miargins offered by the
Company are 3

Ethical - Categories I, II and III - 6% of trade price

Products
Categcecry IV - 8% " "

Non-Ethical
Products - 4% " u

c. Retailers - Minimum retail margins are also stipu-
1ated by DPCO, The rresent levels ares

Ethical -~ Catecories I, II and III - 12% of retail

Products Category IV _18% v .
Non-Ethical
Products - - 10% " "

Costs incurred by Level

The Company bears the full cost of transport from
factory to sales offices, sales oifice establishments
and the cost of transport from sales offices to wicle-
salers, The wholesalers and retailers meet their costs
out of their own margins. Their margins account for the
costs of market credit, quantity discounts ana sales
service in addition to the costs of their establishmer.ts
and investment in stocks,

Differentiation in Margins

The basic differentiation in margins is provided
for by the DPCO and tripartite agreements between
Government, Industry and Trade, In a non-regulatory
situation the differeci-iation is based on product
category and the trade practices.

nrioe
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FLOW - CHART OF DISTRIBUTION PATTERNS WITH INV.E:NTORY LEVELS IN WEKKS
I 11 111 v Vv
MANUFACTURING MANUF¥ACTURING MANUFACTURING MANUFACTURING MANUFACTURING
WAREHQUSE WAREHQUSE WAREHOUSE WAREHOUSE WAREHOQUSE,
2 2. 4 - 5 2 : f
‘ C & F Agent
l 5 - 7
, ¥ \L )
Branch i | National Regional C & F Regional
Warchouse Distributor Dist ributor Agent Distributor
3 - 4 6 - 8 | 4 - 6 5 - 1 4 -~ 6
l J | l
Stockist , Stockist Stockist J’ Stockist Stockist
2 - 4 2 - 4 2 —3 -2 - 4 2 - 3
\ ! ) }
Retailer Retailer Retailer Retailer Rctailer
1 « 2 1 - 2 1 - 2 1 - 2 1 - 2
8 - 10 11 - 14 11 - 16 10 ~ 13 14 -« 18
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Margin %
all Prod,

Margin %o
Cat. 1 & 11
Il

v

Margin %

Cat.I, II
& III

Iv

56-B

DISCOUNT MARGINS ENJOYED BY EACH ON SALES TO NEXT LEVEL CUSTOMER

I II 111 Iv Vv
MANUFACTURER MANUFACTURER MANU¥FACTURER MANUFACTURER MANUFACTURER
C & F Agent
2.5
v
Branch National Regional Regional
Warechouse Distributor Distributor C & F Agent Distributor
N. A. 6 to 10 6 to 8 2.5 6 to 8
Stockist Stockist I Stockist Stockist Stockist
3 to 5 3 to 5 3 to 5 3 to 5 3 to 5
5 to 7.5 5 to 7 5 to 6 5 to 8 5 to 6
8 8 8 8 8
Retailer Retailer Retailer Retailer Rctailer
10 - 12 10 -« 12 10 - 12 10 - 12 10 - 12
18 18 18 18 18

P



COMPARISON OF BXPSNSES AS % OF SALoS VALUE AT VARIOUS

L3vaLlS OF DISTRIBUTION

' NATIOIAL ' REGIONAL ' STOCKISTS ¢ RETAILEKS
' DISTRIBUTIOR °* DISTRIBUIOR ! '
] ]
Cost of Capital . 1.75 . 1.50 ' 1,50 : 1.50
L ] ] ]
L * | ]
Freight Exp., Delivery 1.00 . 0.75 \ 0.50 . 0.10
cost ' ' ' '
] ] 1 ] 1
L ] ]
Administration . 1.25 ' 1.00 . 0.75 : 0.70
Labour, Rent stc. ' ' ' '
] ] [} L}
) [ ] ] ]
Cost of credit ' 2.75 ; 0.75 ' 1.00 . 0.25
] ] ] ]
? ' ] L}
TOTAL ' 4.75 ' 4.00 . 3.00 ' 2.55
] ] ] N
REMARK S : *# High cost v % Partly own ,* Negligible v * Low capitel
' of zapitel., ¢+ unutilised | direct credit , cost due to
'# No own funds.s  capital. v  facility ' credit facility
'# High freight + * Freight + availeble ' from stockists.
v Exp. due to + lover due v from Distri- Low Admn. cost
' long distence:  Smaller ¢« butor. ' due to employ-
'# High 4dmn. 1+  srea of +* Admn., labour ment of depen-
' cost due »  operation. v cost margin- dents, less
' better paid ' ¥ Admn. Labour,, glly lower ' qualified
' employees, + Trent lower , due to less persons.
' better ' being smaller, packing cost . * Manegerial
»  premiscs. ' towns. + and less ' functions by
' ' '

56 C

costly labour.

* Managerial

function by
family members.

family members.



II : THE NATICUAL PRICE CCONTROL MECHANISH

1e Controlled Prices

1.1 The prices of bulk drugs as well as foriu-
lations are controlled in India by a single legis-
lation called the 'Dru-s (Frices Control) Order
1979' issued under the 'Essential Commoditis Act
1955' - a well tried and much used legislation,
which has stood repeated and varied scrutiny of
the country's courts and has been found to be in
harmony with the Constitution of India, It is

protected by the 9th Schedule of the Constitution.

1.2 The controlled prices are the "maximum
selling pri-es™ permissible, They are the retail
prices printed on medicine labels in the casse of
the formul:utisns., However, the minimum margins
which imust be provided to both the Retailers and
the Wholesalers -~ whether Stockists or Distributors

of the mznufacturers - nave been specified under

the DPCO 1979. Thus retailers! and wholesalers!
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prices cail be derived by discounting the MRP by

these margins.

1.3 liost manufacturers vase their prices on
these discounts although on some products the
trade or pharmacist niay receive larger margins

thaan the minimum prescribed.

L.egal Status of Controlled Prices

1.4 The Indian Courts have examined the questioun
whether control should be exercised on ex-factory
prices, -holesule prices or retail prices. The
Supreme Court of Indiz has held that "There is no
warrant for holding that the Govern .ent must not
only fix ex-factory prices but 2lso wholeszle and
retail prices. ‘hat prices tne Government will fix
depend upon their estinate of the situtation which
would serve thne object of the (Essential Commodities)

Act . "

"The object of the Act is to secure essential

commodities for the consumer, i.e, the general pub-

lic at fair prices; but it does not follow from this




that the object can be achieved only if retail

nrices are fixed and thaat there is no other way of

cnieving it." {1959 Supreme Court P 629-631).
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2. Basis for Controlled Prices: -
YCost-Plus'
2.1 The methocology in drug pricing adopted by

the Tariff Commission (1966-68) and later adopted

by the BICP and Government under tne LDFCO 1970 and
DPCO 1979 has remained baxsically unchanged. The

cost of production is determined first to which 1is
aédded a return based on the same, to arrive at the
"maxinun selling price'; However, the buasis of
computing the return to the inducstry for bulk drigs
and formulaticns is different, the one based on capi=-
tal employed in business end the other on sales turn-

over.

2.2 The Tarift Coumission r:d adduce.i the rensons
for adoptiug this diffcrential basis of computing

2

returns thus:

s

"In the case of «ctivity related Lo the ..anu-
fucture of b sic drugs, heavy capital invest-
ment is neededl -ad Return, therefore, cun be
related to the cepital employed. On the

other hand in the case of formulations, the

industry and co..sequently the individual

units are not crpital-intensive and the
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proportion of capital employed to sales
turnover is very much smaller than in the
other cuise. hile. it would be quite szfe

to adopt the capital-employed basis 1n the
cnse of basic drug manufacture, in the case
of formulating activity, the rute of profit
cannyt be so apulied Lo the employed conital,
since the qusitun of net aszsets is smzll and
vorking capital high., The determinztion of
the working c~nital in the case of formu-~
lsting activity would be difficult and even
if it is done it will ke . -e or less tunta-

nount to the coust of sales. M

BEulk Drues

Unit .cnufacturing Costs

|

.3 The actusl unit sanufacturing cost for tue

N

[

atest avoailable year is collected from the munu-
facturers. The cost of production (referred to as
unit manufacturing cost) takes into consideration
raw material cost, cost ol utilities and services
and conversion cost iacluding depreciation chirszes.

Based on the actusl unit manufzcturiag cost, the

prososed costs are projected for the next tures
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years taking into consideration the installed capa-
city, likely changes in salaries zand wages, additions

to plant :ind machinery etc.

2.4 The costs projected are mostly valid under
the normal circumstances and do not require changes.
However, in situations of rapidly changing input
prices, the adjustments in the projected unit manu-
facturing cost become necessary at times at shorter

intervials and are so made,

Return on Net Worth

2.5 The method of allowing return in respect of
bulk drugs is related to Net Worth, which has been
defined as Equity Capital + Free Reserves, For the
purpose of arriving at Net Worth, net fixed zssets
for each bulk drug/activity are arrived at on a
suitable basis of apportioning. VWorking capitel
cost is allowed based on certain specified (usually
four) months' cost of production., The sum of net
fixed assets and working capital gives the total
capital employed for a particular product. This

is apportioned in the ratio of debt: equity as

avallable from the latest Balance Sheet. The




equity portior is allowed return and the provision

for tax is built separately. The borrowings portion
(debt) is allowed interest - based on the average
rate of interest paid in the past on long-term borrov-
ings. Return is allowed on net worth @ 14% in respect
of Category I & II bulk drugs and @ 12% in respect of
Category III bulk dru:s.

Formulations
kEx~factory costs plus Mark-ups:

2.6 In so far as formulations are concerned, the
ex-factory cost is arrived at by taking into consi-
deration material costs, conversion costs, packing
material costs and packing charges., Norms have been
notified by the Governu.ent for conversion cost and
packing charges. In respect of material cost and
packing materials, the costs are established by
taking into consideration the invoices and bills
submitted by the manufacturers in support of their
claims and on the ex-factory cost su worked out,

a marke-up varying from 40% to 100% in respect of
price controlled formul:-tions is allowed depending

on the category status of the formul:tion. Tae mark-

up includes distribution cost, outward freight,
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promotional expenses trade commission and manu-

facturers'! margin.

Profit/Margin:

2.7 The actual margin/profit earned by the manu-
facturer on formulations depends upon the extent
upto which the manufacturer is 2ble to economise

his expenses., The rates c¢f mark-ups allowed on

various categories of formulations are given below:

(a) forty per cent in the case of formulations
specified in Category I of the Third Sche-
dule,

(v) fifty-five per cent in the case of formu-
lations specified in Category II of the said
Schedule,

pto

(c) <6ne hundred per cent in the case of formu-

lations specified in Category III of the

said Schedule.

2.8 The Courts in India have ruled that cont-
rolled prices can be assailed only if they are
"patently arbitrary, discriminatory or demcnstrably

irrelevant to the policy." It has been held that

"Parliament having entrusted the fixation of price




to the expert judgnent of the Government it would

be wrong (for the Courts) to examine each and every
detail pertaininzg to the Governaent decision...e.

The interest of the producer und the investor is

only one of the variables in the constitutional
calculus of reasonableness and the Court ought not

to interfere so long as the exercise of the Govern- J
nernitzl power to fix fezir prices is broadly within

a zone of reasonableness.." (Supreme Court of India -
Prag 0il (1ills V/s Union of India (1978) 2 Cr.L J.
1281 at pp 1294, 1302 & 1303).

2.9 The clear implication is that the prices may
be fixed keeping the bzlance more in favour of the

consumer than the manufacturer - if that has to be

e  tEme WHENSY cppees MR 2 YRR W

done.
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3. Prices of New Drugs:
3.1 There was no price cont:ol on bulk drugs

whether new or existing - before the promulgation
of Drugs (Prices Control) Order 1970. Government
deputed the Tariff Commission in August 1966 to
sfudy the cost structure o0f18 important bulk drugs.
The Comission submitted its report in 1968. The
bulk drugs, cost structure of wnich was studied
by the Tariff Commission, were ircluded in the
Schedule I of the 1970 Order and were called
'Essential bulk drugs'. Prices for these bulk
drugs were notified in the official Gazette of
India in 1970 by the Government and were revised
thereafter, In respect of these bulk drugs the
prices as notified by the Government were the maxi-
num selling prices znd no manufacturer could sell
such bulk drugs at prices exceediny the prices as

notified by the Govern-ent.

3.2 In respect of remaining bulk drugs at tae
time of comuencement of Drugs (Prices Control)
Order 1970 in May 1970, Lhe manufacturers were frec

to make declaration of the selling prices or the

notional prices within 15 days of the commencement




of Order and subsequent increase, if any, of the
prices of bulk drugs so declared could only be
effected by the manufacturers with the prior appro-
val of the Government. In respect of new bulk druss
production of which was commenced subsequently, manu-
facturers were free to declare prices within two
weeks of commencement of production, but, subseguent

increuses, if any, could be effected only after

approval of the Governirent,

3.3 Under tne Drugs (Prices Control) Order1979

the manufacturers cannoi opt to have their declared
prices as selling prices of notional prices. The list
of price controlled bulk drugs has also been enlarged
and there are at precent over 300 bulk drugs included
in the list, Out of these about 2C0 bulk drugs are
indigencusly produced in the country. In a majority
of the cases (184 in fpril 1983), Government have
notified the prices of indigenously produced bulk
drugs. The notified prices of the bulk drugs are

binding on the new manufacturers,

3.4 In respect of bulk drugs for which there

are no notified prices the manufacturers are required

within 14 days of the commencement of production to




furnish the details of cost of production, plant
and machinery, borrowings etc. in the proforma
specified in the Drugs (Prices Control) Order 1979.
After verification of the details relating to cost,
Government fixes a provisional price of new bulk
drugs under the said Order. The price fixed by
the Govern:ent is normally fixed for a period of
six months. After completion of six months, the
manufacturers are once again required to furnisn
deteils about the cost of production, deprecistion,
plant and machinery cost, borrowings etc in the
specified Form. These details are b=zsed on the
actual cost and antusl working experience which
becomesz available to the manufacturers by then.
After scrutiny of the details furnisihed and a
detailed study of technicel aspects and other pora-
meters, the final price is fixed and published by

the Jovernnent in the Official Gazette,

3.5 The Drugs (Prices Control) Order 1979 also
deals wita the new bulk drugs produced through ori-
ginal researcn and development cfforts in the coun=
try. In respect of such bulk drugs which are not

produced elsewhere i.e, in other parts of the vworld,

exeaption from price control for a period of five
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years from the date of commencement of production

of such bulk drugs is available under the said Order.
Necessary certificctes to the effect whether a parti-
cular bulk drug is produced elsewhere or not is issued
by the Department of Science & Technology of the
Government in consultation with the Organisation of
Drug Controller (India) in the Ministry of Health

and Family Welfare., The prices of formulations based

on such bulk drugs zre, however, crice controlled,
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4, The Controlling Authority:
: Its Tasks:
4.1 The final authority for fixing/revising the

prices of bulk drugs and formulations rests with the
Central Government. The Development Commissioner
(Drugs) in the Ministry of Chemicals and Fertilizers
has the responsibility to operate the scheme of

pricing under the Drug (Prices Control) Order.

4,2 The basic costing work is done by the Bureau
of Industriazl Costs & Prices - an expert body of the
Government which receives and collects data from the
manufacturers, examines it and presents its cost-
study reports and recommendations to the Develop-
ment Comuissioner Drugs, wino scrutinises them and
notifies them iz the O0fficial Gazette after obtain=-
ing approvals of the liinister for Chemicals and Ferti-

lizers in each case.

4,3 The work in tlie BICP is overseen by a Comui-
ttee called the 'Drug Prices Review Committee' on
which are represented the Development Commissioner
Drugs, the Drug Controller, Ministry of Health and

Family Welfare, and tne iiconomic Adviser in the

iiinistry of Industrial Development.
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4.4 A Sub-Committee of the UPRC meets every week
to scrutinise the price recommendations regarding
formulations before they are sent to the Development
Commissioner Drugs. 3ince the DPCO 1979 providns
for higher mark-ups on formulations which are narket
leaders, a Working Group constituted by the Develop-
ment Comnissioner idantifies 'market leaders' from
monthly warket survey reports (Operations Research

Group) .

4.5 Thus the BICP does the initial costing on
each drug and formulz:tion. The Development Comni-
ssioner Drugs finalises the prices, obtains Govern-
ment approvals, and publisnes them in the Oflicial
Gazette. Tue other tasks of the Development Comuni=
ssionert's Organisation are to collect constant inte-
1lligence about imports of drugs =ad rew materinls
from the ports =nd to keep a track of the C.i.f.
prices as well ~s domestic market prices., Vhen-
ever these prices chunge significantly, revisions
are initis«ted by it, Early in 1983, prices of popu-
lar formulations based on Trimethoprim-Sulphamcthoxa=-
zole combinations, Rif mpicin and Cemetidine were
revised dovnwards when sharp falls in bulk drug

prices and imports were observed,




4.6 The Development Commissioner Drugs operates
the Drug Prices BEqualisation Account established
under DFCO 1479, He mops up any unexpected savings
that may accrue to a manufacturer if his costs fall
well belov those taken for pricing him.(e.g. in =
case where a drug priced on the basis of basic-
stage production is manufactured temporarily from
and intermediate stage). This 7und is also operated
wrere two or more manufactuers of the same bulk drug
have to be provided a 'retention' price whereas the
sezle is at a 'comuon' sale-price, He also initiates

penalties/punitiwe action against violations of the

price-order,




5 METHOD OF CALCULATING THE COST OF INMPORTED
: RAW HATERIALS

Finished & Packed Products

5.1 Import of only those finished and packed
pharmaceuticals is permitted which are not produced
in the country. DMost of the medicines imported in
the finished and packed form are essential and life
saving medicires, The requirements are small, but
these are important for treating mzjor diseases like
Ceacer, Leprosy, Perkinsonism, The c.i.f. import
price of the finished =ird pncked product is verified
fro. the proforma invoice and bill of entry. Duty
of customs is allowed over the c.i.f, cost at the
prevalent rates-wiich are nil in respect of essen-
tial and life saving medicines,und are allowed on
other medicines on slab bacsis specified by the Gover-
nnent from time to time., Letter of Credit opening
charges, voyage interest and other incidentals are
alloved subject to u ceiling of 2% on the c.i.f.
price. The sum total of c.i.f. import price + duty
of custons + 1etter‘of credit opening charges etc.‘
gives the costs of tie imported finished and packed

medicines.,

52 The prices of finisned and packed medicines




are also fixed under tie Drugs (Prices Control)
Order 1979. In fixing their prices, a mark-up of
50% cn the cost indic=te ! above and also referred
to as landed cost of imnorts is allowed. The mari-
ups besidies distritution cost, freight, trade coimi-
ssion and promotional exvenses includes the profit
m:rgins of the impcriers.

Bulk Drugs
5¢3 The c.i.f, import price ol tine bulk dru; is
verified with the help of proforme in?oices and bills
of entries. Over tue 101% c.i.f. price of the bulk

drug;, duty of cusz is calculated, Customs uuty

stoins
levied on druis at present varies from 0% to 10%5%.
LC openiug charges ~nd voyage interest etc are zllowed
subject to a ceiling of 2% on the c.,i.f. cost. The
sum total of the c.i.f, @ost, duty of customs ~=d the
alLove churges establisnes tne lu .ded cost ofﬁmport
oan a bulk drug., This landed cost normally forus the
basis for fxing the prices of formulations under the

Drugs (Prices Control) Order 1979.

S5l The imports of bulk drugs are mode by formu-
lators from different sources at diverse prices, ot

only the sources of imports, but, the prices of imports
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are also monitored z.ad scrutinised from time to time.
This scrutiny reveals t e lovest and the highest cost
paid for the import of u bulk drug. Data relating
to import of drugs ic clso collected by the Officers
of the Drug Controller (India) stationed at various
Ports and Internzati-nal Alrports of the country.
Based on tie collected dsota, the average c.i.f.
import price for a complete year or for a limited
period is detaormined :nd such 2 price with prev:il-
ing rates of duty oif custons and LC opening churges
etc. ralculated on the ~bove basis gives the laucded
cost of imports. Such landed cost of impert i. ~lso
used for the purpose of resulating the prices of for-
mulations in those cises wmere imports of bulk arugs
awe
are sipgnitficent andAnrr:,ng by t.e importers iron

differe it sources at different vrices.
5e¢5 At Limes model v lues of «.i.f, import prices
are =1co used to deterauise the loded cost of imsorts

fer resuls=ting the pricos offformulations,

Interneciates used in Dru - Syathesis

5.6 Tre rinze of interuediates used for the pro-
duction of brlx drugs is guite lerge. Intermedictes
which are not available iu the country or the .ro-

ductiow of whichi is not ~deiuste, areimported for
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production of vulk drugs., The rotes of duty of
custoiis on intermediztes =re also levied oa a slab
basis and vary from 29,5 of the c.i.z. rice to uuch
higher ncrcentages., The procedure for working out
the landed cost of inmorts 2f _le intermediztes ig
the sme as for the bulll druzs. T..e londed cont +
transport chuarges incurred on thelir tronsportation
to the Irctory of the producer of the bulk dru,
form the basis for sdontin~ the rates lor such
internediates while . crlkinz out the coct of tie

bulk drugs,

5¢7 The import of finisied «nl packed medicies,
bulk druvgs znd intermedintes is regulated under the
Imports & Evport Policy issued enrly year by t..e
Governmeiit of Indiz., In the Import Policy resticri-
ctions varying from absolute ban, limited permissible
imports, to imports unlcr Open lcreral Licesnces hzve
teen imposed. JSuch r.strictious cre imposed kooping

in view the indigenous nroduction, capacity icsonliled

etc,
How is the Level of Above Prices Colculated
Tor the Purpose ois
2lculating Customs Tarrif and other dutico:
5.8 Duty of custous on imports is levied ad valorem;
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the value th=t forim: the bnsis for levy of such duty
is the ceiefe price. e various elements of tiie
duty of custous are the bo-sic rate of duty ot custons,
auxiliary rate of duty of custous and counter-vailing

rates of duty of custoums, All tihese duties ore col-

culated on zd valorenm basis,

Transfer pricec for inter-conparies tr nsasclions

5.9 In Indicz for the purpose of Tixing prices of

imported finished wmnodicines, oulil druj;s and interie-

diates nsed in drug syntlesis, tiae principles ol

cost + mergin of the tronsterer ic not recogniszed,

The chnrges thnt are recognised wve already been

indicated i.. tne abcve discussion, znd the coat incurred

by the transferer, if zry, over nnd zbove *these cihzrges

is not recosulsed, Thne priaciple of traasfer price

is, however, relevant in respect of production of

certain interumediantes/chiemicrls required for indi-
cases

senous production of bulic drugs. In those,where one

company produces internesicte ~lone nnd the other

company oroduces bhulk :drus out of those intermedi- tes,

the cost of such intermedir res iu first studied and

after veri ic.:tion sucn cost is ellowed for detor-

mining the price of :: bulk drug,.
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rResearchh & Develoouent

5.1 Resenrc: Cost is deflined +s 'tae cost of sear-
ching for ncw or improvaei oroducts, new applicutions
of materi- 1l:, or ael or inpsroved methods of ro.uc-
tion'., Un zie otier hnnd develonnent cost is tle
cost of ltne s rocess o leh bezin s with the imle e~
taition of Lo decisio. v produze = new or ilo revel
product or (o employ o .o or ilaproved mebnod :ad
ends with tua coumverce.ont of formal productisn of

taat product bt U onetiod,  In othier words, develip-

ment starts wrwere recacrcin ends,

6.2 In so O r a5 dews iodustry in Indla is con-
cerned, =boui two decades back, there wvere ne nejor
research -n:!l 1welen eae centres to undertoke bsic
resesrchi, v sic rosoorea contreshave since ocen sed
up by /s Voscinn taomscen icels Limited 1i/s Hiadvse
tan Ciba=Te’ v, .fs Auwonlol Sarebasi Soterprizes Lud,
IOPL, HAL 2l o nun eor o F other wndls. ost ol the
odher units o ve wvler. ien applied researc) «.lc: 15
cdmed ot inyprovonent ol ezisting products, mel o ds

or equin.ents, =xiloplng or esiasliching new pia noos,

Srocesses i sesencch Jor raw natericls cad oticr
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(vi) The objectives for which research & develop-
ment is undertaken are varied and,therefore,
different accounting treatments are required

for differeiit circunistances,

6.4 Budgets for resezrch & development are drawn
in advance. T.:e costs incurred on basic research are
on capital account and revenue account. The total
expenditure incurrcd on R&D and the projections indi-

cated for tiae future =re taken into consideration to

arrive at the figure apportionable to the cost of

various products produced by a company. The total
R3D costs so arrived at «re apportioned to the various
products oa the bzsis of conversion cost incurred in
their manufacture, This practive iz belng followed

since 1970.

License Cost

6.5 This cost relztes to the cost of acquiring a
brand name or a process to produce a drug, Foreign
brand names ::re now mostly not allowed for use in
the country. In so far as the cost of acquiring
process of mnufacture is concerned, the owner of
such a process is either allowed a lumpsum payment

or royalty or both, in licu of parting with the
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process kKnow-how. The lumpsum cost allowed is o
specific percentage of the saleable value of the

product and is allowed for s period of five yeurs,
6.6 These costs are abrorbed in product pricing
bzsed on the production likely to be achieved cnd the

sale value relatable to such production etc.

Sales Promotion Cost

6.7 These costs are also called in comuon parl:ance
'selling and distribution costd. HMost of the items
constituting selling and distribution costs zre not
identifiable witih the individual products and, there-
fore, these costs are call-ed ‘'indirect costs'. All
expenses incurred for the purpose of selling to the
existing cus-omers »r for increasiang sales to the
existing and noteatizl customers are grouped together
under the head '3elling Costs's The various elements
constituting selling co:ts are direct selling costs
on functions lilte soliciting and obtaining ord.rs,
market investigations to cscertcin size, nature cnd
expenditure of the market .nd costs of issuing goods
to the customers, costs on advertisesents and sales
promotion, costs of creldit =nd credit calculation

snd costs of financizl =nd zeneral administration.
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These costs ure accounted for by any of the well-
knowvn methods, namely, by cost centres, by functions,
by products o: by cusis units and are then apport-
ioned to the nroducts 21 zn accentable basis. In so
far as the drugs & phwerwscernticzls industry is con-
cerned, details of cousts incurred in the past, cond
the future pro,ecti-ns of these costs are obtained
from the manufactur:rs -nd are tnen apgortionel to

the products.

6.8 In resnzct ol formulations such costs form =
part of the mark-up snd ore not separately allowed
while fixing the prines oi formulations, In so far
as bullt dru z ~re concerncd, the costs actually in-
curred or %! of the cest of sales, whichever iz lover,

forms the besis for llogation of such costs.

649 In 50 [zr as iistribution costs are concerned,
they include cost of »nackirng materials, transportation
costs warehousing and storage cost and costs of fin-
ancial ond general aduinistiration, hese costs are
allowed on tire @ :sis of ~ctuwls incurred in thic pest.
In respect of formul-tions, they are included in the
overall percentaze of mark-up on the ex-factory cost
allowed by the Govern.ent under Drugs (Prices Control)

Order 1979.
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Other allowable costs

‘8.10 The other zllowable costs cre administration

overheads, bonus, cost on quality control. Adminis-
tration cost or administrotive overheads are the
expenses incurred on the administration division of

a concern resnonsible for planning and control of

the organisation. The administration costs are
allocated to p-oduct cost based on any acceptable
basis, nanely, as a portion of selling cost, sales
value, converzion cost or product units. The iethod
{ollowed for allocating administration overheads cost
to product cost is any one of the above well recog-

nised bases of allowcation.,

6.11 In so far as drus- formulations are concerned,
the administration overheads costs are included partly
in conversion cost and partly in the mark-up on the
ex-factory cost as alloved on the various categories

of formulations under the Drugs (Prices Control) Order

1979.

6.12 VWhile determining prices of bulk drugs, bonus
is allowed at the minimuui statutory rate of 8.33% of
salaries & wages., In fixing prices of formulationsg,
bonus is not separately allowed but, it forms =z part

of the overall mark-up allowed on the ex=factory cost,




6.13 Quality control costs are allowed based on the
actﬁals of the cost and projections for the future,
and are 21llocated to various bulk drugs based on quan-
tum of production., In formulations, such costs form

a part and parce¢l of the mark-up allowed on the ex-

factory cost as explained above,




7o Publication of Controlled Prices

Te1 The publication of the controlled prices is
the responsibility of the Development Commissioner
Drugs., Under DPCO 1979, a controlled price uay be
fixed for a particular drug irrespective of its
being manufactured by one or more than one manu-
facturer (Paras 3,5,6). However where the objec-
tive of L.e Government may be to encourage a new
manufacturer to enter into the manufacture of =2
drug alre:dy under manufacture in the country it may
fix separate 'retention' prices for various nznu-
facturers and a ‘com.on sale price' at which they
may sell the drug (Para 4). Similarly, ‘retention!
prices <nd 'pooled' prices may be fixed (Para 7)
where a drug is sold to the formulators from indi-

genous production as well zs imports,

Te2 Vhere a controlled drug price is applicnble

to a drur and ig not exclusive to a particular manu-
facturer, it is invariably published in the Official
Gazette of the Government. VWhen a price is =specific
to a manufacturer the order may be communicated dire-

ctly to himg,




7.3 The formulation prices are also published

on the same basis and in the same manner in the
Officisl Gazette., There is no prescribed frequency
for such publication. Prices are publisied as soon

as fixed and are effective immediately on publication,
They apply to 2ll unsold stocks held by the manu-
facturer or Trade and Fharmacists on the day of publi-

cation,




CONTROLLED PRICES COF DRUGS = SINCE 1970
(4 selectzor)

It e
[ il 2 3 (Rugees)
' : Analzesics
1.,  Acetyl Salicylic Acid  Kgs 13.97 (18.5.1970)
18.62 (19.4.1974)
20.90 (11.6.1974)
23.84 (4.3,1975)
24,58 (19.5,1976)
32.71 (8.1.1981)
43,00 (5.7.1982)
2. Paracetamol Kgs 50,00 (18.5.1970)
| 78.08 (19.4,1974)
‘. Anti-Leprosy
i 3, Dapsone Kgs 90,00 (18.5.1970)
113.35 (19.4.1974)
133.91 (22.8,1974)
156,47 (6.12.1980)
Cardiovasctlar
4,  Propranolol Hcl lgs 2000,00 (1975)
2415,00 (16.2,1983)
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1 2 3 |y
Antifilarial
5. Diethylcarbamazine Kzs  190.00 [18.5.1970)
ciirate 257.88 (19.4.1974)
281.19 (10.2.1975)
171.51 (29.12.1930)
177.23 (17.2.1981)
Anti-diabetic
6., Insulin 1y 4900,00 (18.5.1970)
6680,00 (2.8.1972)
8898.00 (21.1.1974)
9869.74 (5.9.1974)
12637.25 (30.7.1975)
Anti-malarial
7. Chloroquin Phosphate Kgs 259.53 (18.5.1970)
311.40 (20,1.1975)
352,00 (1976)
476,00 (18.5.1982)
8. Amodioquin Hcl Kgs 106.91 (18.5.1970)
177.86 (3.11.1970)
216.86 (14.7.1971)
282,72 (5.9.1974)
367.00 (1976)
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10,

11.

12

Intibacterial drugs

Sulphadimidine

Sulphacetamide Sodium

Sulphasomidine

Sulphaguanidine

Kys

Kgs

Kirs

468,00 (22.1.1982)

' 525.00 (26.6.1982)

77.C0 (18.5.1970)
131.70 (19.4.1974)
161.41 (22.8.1974)
178.55 (7.72.1580)
192.18 (17.2.1981)
199.00 (2C.5.15682)

62.50 (18.5.1970)
87.69 (19.4,1974)
102,25 (22.5.1974)
1132.10 (4.10,1980)
119,62 (4.1.1981)

99.90 (18.5.1970)
105.37 (19.4.,1974)
116.17 (17.7.1974)

4l 00 (18.5.1970)
66.63 (19.4,1974)
89.74 (22.2.1974)
103.32 (29.1.1981)
121.00 (20.5.1982)
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Corticosteroids
13,  Betamethasone Alcohiol Cm ' 176.00 (12.5.1970)
119.88 (19.4.1574)
134,28 (22.8.1974)
113.34 (12.5.1981)
14,  Prednisolone Kes 11940.21 (18.5.1970)
14266.21 (17.6.1970)
17100.00 (8.8.1974)
Anti-tuberculosis
15. Isonicotinic Acid K:s 126,16 (18.5.1970)
Hydrazide
130.32 (22.7.1970)
153,17 (4.3.1975)
16,  Ethambutol Kzs 730.00 (1573}
620,00 (19.12.1980)
837.00 (9.8,1952)
8C4.00 (21.3.1983)
Vitamins
17. Vitamin A 1000M-U  391.00 (18,5.1970)
452,54 (20.1.1971)
562,00 (4.3.1975)
555.00 (28.1.1981)

18, Vitamin B2 Kgs 1300,00 (1975)
' 1417.95 (13.11.1980)
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19, Vitamin B12 Gm 160,00 (18.5.19790)
95,00 (1976)
98.70 (16.12.1980)
124.87 (27.9.1982)

20, Vitamin C Kgs 72.70 {18.5.1970)

90,72 (8.8.1974)
104,00 (1975)
115,48 (29.12,1980)
127.54 (25.2.1981)




IIT, NATIONAL PRICuES & FORZIGN
PRICES : A COMPARISON

%1 The price con*trol authority uses the
actual verified costs of production within the
country for pricing the drugs and formulations,
It does not, therefors, require to collect infor-
mation on prices of these products in other coun-
tries for tre purposes of pricing. However, in
the process of looking at the invoices and other
documentation relatins to materials imported by
the manufacturers, it is able to collect and
scrutinise a vast amount of data on such prices,
This applies to intermediates also, The Devclop-
ment Commissioner Drugs does, however, collect
information on international prices «f bulk drurs
and intermediates as also formulations,being char-
ged with the scrutiny of the cost actually incur-
red by the manufacturers after tne Iixation of

the price, He is a2lso responsible for the imports
to be made by the centralised canalising agency
(State Trading Corporation of India Limited) for

distribution of intermediates and bulk drugs to




manufacturers. The levels of the duty of customs
to be charged on dru-s, intermediates and formula-
tions is also fixed and varied from time to time
by the Jovernment on nis recommendations, Simi-
larly the restrictions on imports of drugs and
pharmaceuticaléailso based on his recommendations,
In this ccruection, thorefore, that office stu-
dies and has uptodate information on prices of
imports made into India. At times, spvecial stu-
dies are undertaken with reference to speciiic

products during the course of which worldwide

prices are scrutinised,

342 Therz is no system of regular sharing
of cif price information with other countries,
fxchang= of such information on a bilateral basis
can, however, be made subject to its being kept
confidential and confined to a limited number of

major items of import.

3.3 In a few cases where requests have

been made from the developing countries, the
controlling authority has responded positively;
from which it would anpear that it would be will-
ing to share this information,-if approached,-with
UNIDO and/cr develoning countries subject to con-

tidemtiality a2nd reciprocity,




3

IV, IMPACT CF PRICE CONTROL

1.1 Since 1978 when the present Drug Policy
of the Government of India was announced, a number
of controls on licensing of new products, ceilings
on capacities of production, ratios of production
between bulk drugs and formulations, etc., have becn
in implementation besides the drug orice control,

It is, thcrefere, oObvious that the changes that have
occurred since then are attribitable to a mix of all
controls although the impact of the latter is defi-
nitely the prominent one. The most noticeable im-
pact is that the drugs price index: has not mounted
at the same rate as the price index for all commodi-
ties., The accompanying chart shows how the diver-
gence between the two has somewhat increased., Fri-
ces of a much wider ranse of formulations now stand
rationalised on the basis of updated costs and the
new scale of mark-uns. The sectorwise production

of drugs and formulations has changed in the favour
of the large and medium scale units of the Indian
sector and the small scale units(wbicgzgntirely in

the Indian sector)whose share of the total vroduc-
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tion has increased. Secrious efforts have beoen

rnade by the nmanufacturers to reduce their costs

and improve production as well as marketing effi-
ciencies, Some major manufacturecrs have recuced
the number of employeaes, iany othners are restrain-
in? themselves in wa:se increases although the
industry still pays by ant large a better wage

than most other sectors. iackaging costs have

been reduced by discontinuing avoidable frills,

Wholesale rrice Index of Medicines

1.2 The whol~sale orice index for drugs
and medicines exhibits more steadiness as compared
to other commoditiez, This may be seen from tne
followin: Table :-

1970-71_= 100 = Base Year

Year Drucs & redi=- All commodities taken
cineo together
1975-76 116,7 17340
1976-77 139.9 176.6
1577-78 136.3 13200
1978~79 136.3 185.8
1979-80 135.2 217.6
1980~-31 1375 257 41
1961-82 151.6 2804
1982-83 176.,0 28841 (wrovisional)

(Apr., to Jan.,
1983)
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1.3 On the negative(g) side, as the industry
haé been complaining, profitability has generally
decreased or not improved and the rate of invest-
ment has been slow. The extremist representatives
of the industry at times claimed that the industry
is going sick, This is, however, not supported by
the overall profitability of the industry and the
expansion of the medium level Indian sector units,
The rate of growth in production both of bulk drugs

and formulations alsc does not support this view,

Year sulk drugs Formlations
(Rs4/00,000)
1979-80 226 1150
1980-81 240 1200
1981-82 289 1430
1982-83 325 1545
(anticipated)
Profitability
1.4 A survey conducted by the iZconomic

Times, Bombay, on finances of 20 large pharmgceu-
tical companies during 1980-81 brought out the
following data., The survey being limited to a

few companies -~ mogtly multi-natioral subsidia-

Source : Annual Report 1682-83, Ministry of Chemi-
cals and Fertilizers, New Delhi




ries who are subject to growth and capacity con-
tréls - is only indicative and not representative
of the whole industry., Currently, a more repre-
sentative survey (mix of over 40 companies) is
being carried out by the National Council for
Ap;lied Economic Research, the results of which

will be available this year,

1.5 According to the ET Survey, sales
income of 20 large and medium pharmaceutical com-
panies increased from %.,433 crores in 1979-80 to
RBo474 crores in 1980-81 or by 9.5 per cent, Their
gross profits declined from fs,61 crores in 1979~30
to 5,54 crores in 1980-81, The decline in profits
wvas due to rising cost of inputs such as raw mate-
rials, power and fuel, salaries and wages etc,
zZxpenditure on raw materials as a percentage of
the value of production increased from 48,9 per
cent in 1979-80 to 52,6 per cent in 1980-81, and
that of wage bills from 15,3 per cent to 15,7 per
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ceat during the same reriod, With the sharp dec-
line in profits, profitability ratios showed a
decline, The ratio of =zross profits to total capi-
tal employed declined from 20.2 ver cent in 1979~
€0 to 15.8 per cent in 1980-81. The ratis of ;ross
profits to net sales alsc declined from 14,3 per
cent in 1979-80 to 11.3 »nz2r cent in 1980-81., Raiio
of profit after tax to net worth declined to 15.3
per cent in 1979-80 and to 11,8 per cent in 1930-31

(Table 1.5 - A to ).

1.6 " The profits before tax of the 20 com-
panies declined by 25.2 per cent from ,51,9 crores
in 1979-80 to [5.38.8 crores in 1980-C1, Profits
after tax alsc declined by 15.7 per cent from :,19,9
crores in 1979-80 to :,7.6.8 crores in 1980-81. The
impact of the decline in net profits was reflected
in retained profits which fell from ?5,9.4 crores

to [5,7.3 crores, Total borrowings went up from
’5,70.,5 crores in 1979-80 to %,87.6 crores in 1930-21
or by 24,2 per cent mainly as a result of un inc-
rease in bank borrovings from [5.47.,0 crores in 1979-
80 to %.54,5 crores in 1980-81, Consequently, inte-
rest charges spurted from 5,%.4 crores to f5,14,8

crores, Gross fixed assets rose by 18,3 per cent




from Fs.147.9 crores in 1979-80 to f:,174.9 crores
in 1980-51. Some companies undertook diversifica-
tion and expansion vrosrammes, Inventories went
up from B,134,3 crores in 1979-80 to 15,149 crores
in 1980-81, the share of this in the total assets
havins gone up fractionally from 43,9 »er cent to
44,1 per cent, Sundry debtors increased from
Iselt7 o4 crores in 1979=-30 to 5.53.5 crores in 1920~
81, their shar: in the total assets having ;one
dovm from 15.6 per cent to 12.9 per cent during

the year,

1.7 A balonce-shieet study of the same 20
companies made in the iiinistry of Chemicals and
Fertilizers with reference to years 1980-81 and
1981-£2 sliows a ulfferont level of profits.
(Please see Table 1,7-4), These leading private
sector companiec are, by and large, in a sound

financial health.

Source : 7The sLconomic limes dated January 28, 1982
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Table 1,5-4

telected Financial Data Of 20 Pharmaceutical Companies During 1979-%0 And 1980-81

0Dy 000 -
e (Rs/ )
Zaae ! companies Total capital] Net Worth Net Sales *|Gross Profi.e Profits
employed before tax
1979~ 1980-) 1979- 1950+ 1979~ 1980~} 1979-1980-] 1979~ 1980-
80 81 80 81 80 - 81 80 81 80 81
1 2 3 h 5 6 7 8 9 10
1. Aldbert David 274 304 4 30 632 1120 41 69 13 27
2. Alesbdic 2394 2475 714 684 3188 3387 203 143 51 -72
3. Bayer 3404 3701 | 1472 1528 4688 4954 651 522 493 257
4. BReehringer-Knoll} S75 637 194 204 821 895 70 73 40 34
S. PRaots 940 1660 376 409 1533 1828 221 234 202 204
4. Cyanamid 1509 1509 957 975{ 1947 1606 415 57 415 48
?. Duphar-Interfran| 486 481 196 217 713 669 109 97 93 75
R, Glaxo 5087 6155 | 27>9 2881} 7114 7249 | 1093 1157 | 1006 1029
%, Cerean Remedies | 1045 1227 349 391 1563 1786 323 285 268 194
10. Hoechst Pharma 2530 3148 | 1030 1148} 4054 4657 573 482 486 329
11. “ay & Baker 1978 1368 385 5127 1644 1969 99 N 75 49
12. Nicholas Lab. 297 g7 | 100 201 621 748 92 102 85 96
13. Plfizer 2865 2897 | 2004 1952| 3898 3829 703 584 697 579
1&. Ranbaxy Lab. 913 1178 254 300 1282 1664 172 194 108 104
15. Raptakos-Brett 795 1259 172 505 1336 1543 162 125 54 56
16, Richardson Hind. 732 943 226 2461 1176 1432 129 222 96 175
17. Sandoz 2852  315¢C 950 1076 4207 4677 710 526 629 356
18. Searle (1India) 358 464 203 243 455 633 91 128 82 112
19, Unichem Lab, 648 853 233 2424 1071 1303 78 100 42 49
0. Warner Hind. 74, 757 398 410§ 1350 1424 262 196 260 183
Total
1) pharmaceutical 30427 33953 |12976 14154 43293 47413 | 6137 5367 | 5195 3884
companies

#* Net Sales are exclusive of Excise Duty and Sales Tax
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Table 1,.5=-B

Cost structure (as percentage
of Value of Production) of 20
Pharmaceutical Companies

Item 1979-80 | 1980-81
1. Raw materials consumed 48.9 52.6
Z. Power and tuel 2.1 2.4
3. Other mfg. cxpenses 6.1 4.8
4. Wage bills 15.3 15.7
5. Other expenses 14.3 14.3
6. Depreciation 1.8 2.0
7. Interest 2.1 3.0
8. Profit margin 9.4 5.2

Total 100.0 100.0




Combined Profits § Loss Accounts
of 20 Pharmaceutical Companies:
1979-80 and 1980-81

(Rs. 00,000°

Income 1979-80 1980-81
1. Net Sales income 43292 47409
Other income 990 1360
Closing stock of finished
goods 7012 8216
Total: 51294 56985
Expcenditure § Appropriation
4. Opening stock of finished
goods 5650 6982
5. Raw materials consumption 21857 25569
6. Power and Fuel 938 1189
7. Other mfg. cxpenses 2725 2327
8. Salarics § wages 5642 6342
9, Welfarc expenses 1181 1318
10. Other e<penses 6379 6942
11, Depreciation 785 951
2. Gross Profits 6157 5365
13. Less interest 941 1483
i4., Profits bcfore tax 5196 3882
15. Less tax provision 3204 2204
16, Profits after tax 1992 1678
a. Div.dends 1054 951
b. Retaincd profitcs 938 727
Total 51294 56985




Table 1.,5-D

Profitability, Ratios of
Pharmaccutical Companies.

Fercentage

P GP PAT

TCE Net Net
Sales Worth

iY76-77 (a) 21.3 14.2 14.6
1977-78 (a) 21.4 14.2 16.5
1978-79 (a) 25.9 15.7 16.5
1979-80 (¢) 20.2 14.3 15.3

1G80-81 (c¢) 15.8 11.3 11.8

Notes:
GP - Gross profit
TCE

PAT - Profits after tax

Total capital employed

(a) - Estimatec as given in the RBI
survey on 52 compaunies vide
RBI bulletin May and July, 1980.

(c) - ET estimates.

I 1975-76 (a) 18.2 13.0 12.0
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SAMPLE BALANCE SHEST STUDY

Selected Data of 20 Pharmaceutical Companies
O and 1 182

(Ps,/in 00,000)

Gross Profits Profits before

- . - =

Gross Profits

'

Profits after

1 v
Name of the Companies § g Tax %:'?;gi ggtii od tax %iréhof Net
1 T980-81 _1981-82 ToEO=ET T9B7=85 | 1oB0-0T 1981=62 1980-81__1987=32
1
1, Albert David P69 65 27 21 33,8 24,7 1 90,0 31.3
2. Alembic P 143 469 (=) 72 256 8.6 25.9 1(=) 10.5 26,1
3. Bayer Po472 329 208 112 15,3 11,9 | b7 2.3
4, Boehringer Knoll E 74 78 E 35 18 15.9 13.7 | 10,8 8ol
5. Boots Poo235 250 i 205 226 3545 3643 § 19,0 19,9
6. Cyanamid 57 48 48 2 4,9 3.5 1 2.7 0.2
7. Duphar Interfran 97 58 75 26 1 26.4 124 1 14,7 5.8
8. Glaxo 1155 1027 1028 800 35,8 26,7 16,0 15,2
9. German Remedies i 282 366 191 268 27,1 33.6 16,9 20,2
10. Hoechst P512 566 359 358 1 24.5 23,8 17.3 1545
11. May & Baker 7L 207 1 52 175 9,2 23.3 5.7 T
12. Nicholas Lab. P 102 89 | 96 85 50.5  41.8 15.8  15.0
13. Pfizer 586 583 561 583 1 29,2 28,2 11,2 12,6
14, Ranbaxy 196 274 1 112 167 1 21.7 25.2 20,3 29,6
15. Raptakos Brett o122 156 1 54 77 13,2 12.6 | 5,1 8.8
16, Richardson Hindustan! 222 232 174 159 40,7 37.2 ! 2240 20,2
17. Sandoz 521 730 352 545 1 24,6 35,4 21.9 14,1
18, Searle (India) 128 195 1 111 149 1 40,0 37.8 24,3 24,6
19. Unichem Lab, {88 96 36 30 b 14,0 7.8 7.3
20, Warner Hindustan ! 196 208 183 186 ! 40,9 35.4 1.6 177
Total (1 to 20) 5331 6031 3855 4243 23,3 23,9 114 13,5
Data for both the years has been ccmpiled in IMinistry of Chemicals & Fertilizers (GOI)

€ T




INVESTMENT IN DRUGS & PHARMACEUTICALS

_US$/Millions
Year Investment
1952 24
1962 56
1967 . 150
1971 200
1973 225
1975 250
1977 450*
1980 (Estimated) 500

¥ Including equity, reserves and long-

term loans

Source:iiinistry of Chemicals & Fertilizers

RESEARCH AND DEVELOPE:T EXPENDITURE

¥ Handbook of Research & Development Steotistics
1976-77, Deptt of Science & Technology (GCI)

** OPPI Estimate

US$/Millions
Year R & D Expenditure
1972-73% 5.86
1973=7h* 6.28
1974=75% 7.29
1975-76% 8.00
1976=TT7** 10.50
1977=78%*% 12,00
1978=79%* 14,75
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Efforts to :mpro.e Cost Efficiency

2.1 One .ipact ¢ the expansion of the range
of price controls and iutroduction of differentiated
mark-ups on formulztions has been that a large number
of manufacturers have been forced to improve tleir
cost efficiencies, An illustration is proviied by
a report ¢? a very liurge bulk drug and formulation
producer wnich reads as below:
"The remedi=l .exc ires prorosed to be tz=xen
up by the Flzunts .nd the Hairketing Organi-
sation in this regard cre os follows:

Plants Level

i) Maximua utilisation of capacity after
removing built-in imbalances and re-

djusting tienm to market demendss

A5

o

ii) Reduction in varisble costs and better
utilisation =id control of raw materials

and utilities;

[N
e
[N

~r

Improving production efficiency for
attaining aisier yields; and
iv) Econonisics in adwministra*ive overneads

and cuttines dowr unproductive expenditure,

Marketir.g Level

(a) Short Term:




ii)
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Minimising inventory of finished
products by selling them at reas-
onable prices and not Jjust for the
purposes of liquidation; and
Realisation of outstanding payments
from the State Goveraments for insti=-

tutional sales.

(b) Long Term:

i)

ii)

iii)

iv)

Maximising trade sales;

Reducing institutional sales unless
the State Governments assure pur-
chase of their medicinal require-~
ments in our range at the prices
fixed by the Goverament and pronmpt
paynents;

Increasing the range of pharmaceuti-
cal specialities under Category 111
and IV; and

Introduction of house-hold reme=-

dies and OTC products."



3e THE COSTS Q. DrUGS:

Cost of Druss to tie Consunier:

3.1 veximum retail poices fixed for formulations
under tiie Druzs (Prices Control) Order 1979 (Faras:
12 to 16) are the ceilings and no manufactursr or
importer or distribuior can sell a foruul:iticn at

a price higlier tha: the nrice fixed by thae Govern-
ment, Tiie manufacturer:s or importers are, hovever,
fozz to seek revision in prices from the Governuent
from time o time vascd on changes in the costs,

The cost of 2 formulation to the consuner is tue
retail price including excise duty fixed by tne
Governzent plus sales tax and local taxes. HNormally,
the iricidence of these two caxes is 5% to 9% of the
re*ail price, A st:teent showing the changes in
the price to the consu.c in regpect of 10 inportant

formulations during the l:st decade is attaclied,

Cost.of Drusrs to the National Hezlth Cervic

e ——

362 Drugs for mujor iseases like Moluiria, Leprosy
filaria, -TD, TB, etc. are supplied by (Government)
dedical 3tores/Depots. These Depots purch .ce the
bulk drugs and have the various dosage forms manue

factured for themselves by exclusive arrnngenent,




The objective is to reciduce the cost to the minimumn.
iledicines 2re supplie! Lz the consumer iree of cost
from Governi:ent hospitzls and dispensuries xnd the

entire cost is borne by the Government.

Cost of Drurs to Hospitals

3.3 Director General Supplies and Disposzls in-
vites open tenders for suprly of mediciaes from the
manufacturers in t.e country. The manuiacturers
quote the rates and lowvest tender consistent with

~he quality and the sti~nding of the mznufzcturer

is normally acceptei, Government hospil ls purchase
at the rotes negotinted by the Director Gsoeral Suup-
lies and Disposals. The Jystem of tenderin_ eansures
that purch:ses cre made 2t the best prices. Retail
prices fixed 'y the GCovernzent serve only nos = ‘ulle,
In respect of those izdicines where t .ere 15 no rate-
contract entei~1 into by DGS&D, tenders =re :irectly

invited by hospitals,

Cost of Imported Bulk Drugs and icdicires

3.4 Imports of bulk drugs and interuediates are
permitted to the actuu:l users for use in their fac-
tories. A statement ;iving the import prices of 10
bulk drugs and 5 intermediates aver a period from

1970 is attached. (Anmexuse 2 (A) )




COST AUDIT Oif BULK DRUGCS AND INTEJDIATES
SUIRED FOR THE ©iODUCTION OF SULK bdubo

4o Cost audit (under Cost Accounting Reccrd
Rules 1968) was extended to bulk drugs w.e.f. 1st
April 1974. This audit is already in existence in
respect of a number of other industries. it is
undertaken under the Company's Act 1956. Stotutory
cost audit i.e. comsulsory audit cf cost accounts
by an ex ernal and independent accountant under the
provisions of Lzw, is sgpecial to India. Though
internal verification of cost accounting recorus

as a part of a good known accounting system; oOr
specific cost studies conducted at the irstance of
managements, either by company's own selected staff
or outside consulting acccuntants, for improving
operational efficie.cy or profitability or for
securin;; cos t reduction are routine in the advanced

countries,

4,2 So far Cost Audit of companies eng:ged ia the
production of bulk drugs is being under talien on a
selective bdasis by the Central Government Department
of Company Affairs, It nhas now been suggested that
such an audit should be undertaken on a regular basis

so that in addition to the data furnished to the
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Government by the manufacturers from time to time,

2 separate set of data duly verified by independernt
external statutory Auditors becomes available to the
Govédrnrent. It has been possible with the help of
Cost Audit to watch the progress and cost efficiency

achieved by bulk drurs manufactured; by various units.

4,3 It has also been suggested that audit of cost
of selected intermediates used in the production of
major bulk drugs should =2l1so be undertaken. This

proposal is, however, still under consideration,

Expenditure on Drug Promotion

Please see page 52 (Paras 5.10 to 5.15)

Return on Investaent of Companies

Please see page 99 {Paras 1.4 to 1.7)




ANNSZURS 1

E:tracts from the Drug Prices

2

ontrol Order, 1970

ORDER

S.0. 1752.~In exercise of the powers conferred: oy Section 3 of the
Esseatial Conunodities Act, 1955 (10 of 14855), and in supersession of the
Drugs Prices (Display and Control) Order, 1966, the Central Govern-
ment hereby makes the following Order, namely:—

1. Short litle, extent and commencement.—(1) This Order may be
called the Drugs (Prices Control) Qrder, 1970.

(7)) It extends to the whole of India.

15) It shall come into force on the date of its publication in the Offi-
cial Gazette.

4. Power to fix the maximum sale price of an essential bulk drug.—
(1) The Central Government may, with a view to regulating equitable
distribution of essential bulk drug and making the saime available at a
fair price. from time to time fix. by notification in the Official Gazette,
the maximum price at which the said essential bulk drug shall be sold:

10. Special provisions in respect of new packs, new formulations and
new manufacturers.—(1) No manufacturer or importer shall market a
new forinulation or a new pack of his existing formulation except with
the prior approval of the Central Government.

(2) For the purpose of applying for the approval of the Central
Government, the manufacturer or importer, as the casaz may be, shall
furnish information and details of calc.iations regarding retail price
as in Form 3.

(3) The Central Government shall accord the approval subject to
such modification as may be considered necessary having redard to the
provisions contained in paragraphs 6, 7, 11 and 14 for thc calculation of
retail price wiftiin four_months of the receipt ol the ayplication
complete in all respécts.

(4) The manufacturer or importer shall issue a price list or supple-
mentary list in respeet of the formulations or packs for which the
approval is accorded by the Central Government within a fortnight of
the receipt of approval by him. Where the approval is not accorded
within the specitied  time-limit, the manufacturer or importer shall
market the new formulation or new pack at the price c:iculated by him
and shall issue price list or supplementary orice list accordingly,

(3) The provisions of sub-paragraphs (1) to (4) shall apply to 2 new
manufacturer or importer who markets his formulations for the first
ume,

11. Power of the Central Government to fix 1etail prices of formula-
tions.—(1) If on the scrutiny of the price lists and the information and
details of calculations furnished to it under paragraph 9, the Central
Governmeni is of the opinion that the retail price of any forraulation
has not been fixed in accordance with paragraph 6 or 7, it may fix the
retail price of -uch formulation in accordance with the provisions of
the said paragraphs and communicate the retail price so fixed to the
manufacturer or nnporter, who shall amend the rclevant price lst ana
communicate the some to the dealers:
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Provided that before fixing the maximum price i-. respect of an
essential bulk drug, it shall be the duty of the Central Government to
institute such inquiry as it deems fit for the purpose.

Provided further that, as regards the fixation of the maximum price
of the cssential bulk drugs included in Schedule I at the commencement
of this Order, the recommendations made in this behalf by the Tariff
Commission in its Report of August, 1968 shall form the busis and no
such inquiry as aforesaid shall be necessary.

(2) No persons shall sell an cssential bulk drug at a price exceeding
the price fixed for the same under this paragraph plus local taxces pay-
able if any.

5. Maximum selling prices of bulk drugs.—(1l) Every manufacturer
or importer of a bulk drug, shall report to the Central Government
within two weeks of the commencement of this Ovder, the nane of
the bulk drug marketed by him or used exclusively by him for formula-
tions, and its maximum selling price or the notional price as the case
may be, at the time of the commencement of this Order, z1:d he shall
not theveafter increase the said selling price or notional piice of such
bulle drug without the prior approval of the Central Government for
which purpose he shall a'so furnizsh information as requived :n Form
No. 1.

Provided that the Central Government may for sufficient cause,
either wenerallv or in individual cases, extend the said period of two
wecks to four weeks.

Provided further that every importer of a bulk drig shall report to
the Certral Government within 15 days of every import. the landed
¢ost of the imported bulk drug and the selling price thercol and he :hall
not thereafter increase the said scliing price without the prior approval
of ‘I Central Government.

(1-A) Notwithstanding anything contained in sub-paragraph (1), the
Central Government may, after calling for such infoermation as may be
necessary, fix the celling price of any imported bulk drug having
regard to its landed cost, handling ¢harges, storage expenscs, dictribution
costs, ard reasonable return on capital invested.

P PRI

(2) The provisions of sub-paragraph (1) shall anoly 2iso to bulk
drugs introduced after the commencement of this Order except that the
sanl period of two weeks shall be computed from the date of introduc-
tion of the said bulk drug.

ST e @, T TS

(3) No person shall sell a bulk drug at a nrice excecding the price
reforred to in sub-paragraph (1) plus local taxes payable if anv.

Erplanation~-Landed cost for the purpose of this paragraph means
the ccst of import inclusive of customs duty and clearing cherges.
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Provided that the Central Government shall have the power to acopt

.such mark-up within the ceilings mentioned in paragraph 7, as may be

expedient in the public interest in the case of any particular faimula-
tion having vegard to all relevant factors such as changes in the cost of
raav mateiials, promotional expenses, volume of sales and the mark-up
approved in the case of other similar or comparable formulations.

(:1) The vetail price of any formulation fixed by the Central Govern-
stent under sub-paragraph (1) and the said amended price  list hull
come intu foree not lator than fifteen days from the receipt ot the
aforesaid communication by the manufacturer or importer.

(3) The power under sub-paragraph (1) to fix the piices of formula-
tions shall be exercised by the Cento il Government within four months
trom the date of receipt by it of the intimation of retail price for any
iwormulation toecther with the information and details of calculations
referred to in paragraph 9:

Provided that the said period of four montas nay be extended by the
Central Government to six months in the case ¢f formulations involving
detaited examination.

Provided, however, that an intimation that the period his been
extended to six months shall be sent by the Central Government before
the expity of the said perivd of four months to the manufacturer or
importer concerned.

(4) Notwithstanding anvthing contained in sub-paragraph (i) and
poragraphs 6. 7. 10, 13, and 14, the Central Government may either
senerally or in individual cases, by order, fix, in the public intcrest. the
retail piree of any formulation or class of formulations essential to the
Pie of the comamunity.

(5) Unie price fixed under sub-paragraph (4) shall be in force until
shiered or caneelled hy the Central Government.

12, Determination of a new formulation.-—(1) The m.nufacturer or
importer of o new formulation may. before introducing such a new
formulation for sale or including the retail price of such & new formula.
tion in the price list, apply to the Central Government for a decision as
v v hether the formulation constitutes a new formulaticn within the
meaning of clause (i) (a) or clause (i) (b) of paragraph 7.

(2) Wiere an application is received under sub-paragraph (1), the
Sentral Government may within a period of forty-five days of the receipt
~i the said application, by order, inform the applicant of its decision as
o whether or uot the formulation constitutes a new formulation as

loroseid,

(2) The manufacturer of such a new formulation may—

(i) on receipt of the order of the Central Government that the
fommulation constitutes a new formulation, or
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(it) where no such order is sent by the Central Government, before
the expiry of the period of forty-five days referred to in sub-
paragriph (2), follow the procedure laid down i paragraph 9
or 10, as the case may be, for introducing the new lormulation
for sale or including the retail ‘price of such-rew formulation
i the price list and the provisions of paragraph 7 shall in so
far as they relate to the fixation of retail vrice cpply to the
said new formulation.

13. Revision of Prices.—(1) The retail price of a formulation cnce
lixed in accordance with the provisions of this Order shall rot be in-
creased except with the prior approval of the Central Government.

(2) Every application for increase in the retail price of a formulation
shall be accompanied My information and details of calculations as re-
-quired in Form 3.

(3 It shall be lawful for the Central Governinent to revise the
retail price of any formulation suo moto.

(4) For the purpose of such revision, the Central Government may
rall for such information regarding cust structure of any formulation as
it may consider necessary froia any manufacturer or importer and fix
the retail price in accordance with paragraphs 6 and 7 in which case
the manufacturer or importer shall within fifteen deys from the date
of receipt of the Central Government's communication fixing the retail
price of such furmulation amend the price list and market the said
Tformulation at the retail price fixed by the Centrali Governnient:

Provided that if the manufacturcr or importer fails to furnish the
required information within the time stipulated, the Central Govern-
ment may on the basis of such information as is available with it, tix
the retail price of the said formulation and communicate the same to
the manufacturer or importer and the manufacturer or importer shall
within 15 days of the receipt of the aforesaid communicalion revise the
price list accordingly, and market the formulation ai the retail price so
fixed.

14. Alternative scheme of pricing.—(1) Notwithstanding anything con-
tained in the other provisions of this Order, the manufacturer or im-
porter may, if he so chooses, subnui to the Central Goverament for
approval a scheme of prices covering all of the formulations marketed
by him so that the overall gross prout before tax does rot exceed 15
per cent of the sales turn-over as estimated by him and submit the
price list resulting therefrom, alongwith such other information as is
reguired in Schedale T for the purpose:

Proviced that the scheme shall be subject to the following conditions,
namely. -

(i) the formulations based on the essential bulk drugs shall be
priced in accordance with the provisions of paragraphs 6
and 7;




(ii) the formulations based on the bulk drugs other than the
essential bulk drugs shall be priced in accurdance with the
formula in paragraph 6, in such a way that the rmark-up in
any individual case ducs not-exceed 150 per cent of such luwer
or higher mark-up as the Central Government may permit
in any casc having regard to the circumstarnces of that cose:

(iii) The manufacturer or importer shall, on chousing the schene,
undertake and maintain separate accounts for formulations
Fased on essential bulk drugs and the ormulations rased on
vther bulk drugs, and submit them for scrutiny in such manuner
as may be specified by the Central Guveirment;

(iv) in case the actuw! gross profit before tax for ary puarlicular
year as shown in the audited accounts of the manufactuer
er importer exceeds 15 per cent of the sales turn-over of the
year, as certified by the auditor, the cxcess shall be funded
scparately and shall not be utilised for eistribution of divi-
dends but shall be utilized with the prior spproval «f the
Central Government, for any of the following purposcs..
namely:—

(a) research and development expenditure;
(b) adjustments against future profits or losses;

(¢) such other purposes as may be specified by the Centrai
Government from time to time.

Eaplanation.—-“the formulation based on the essential bulk drugs™
means the formulation which contains one or more of the essential bulk
drugs as major therapeutic ingredient.

(2) The option referred to in sub-paragraph (1) shall be exercised
and the price lists unier the alternative pricing scheme acccmpanied by
information a..d dctails of calculations regarding retail price as required.
in Form No. 3 shall be submitted to the Central Government by the
manufacturer or importer, as the case may be, within two months of
the commencement of this Order:

Provided that the Central Government may for sufficient cuuso,
cither gencrally or in individual cases, extend the said period of two
months to such further period or periods as it may deem fit so Lowever,
that the period or periods so extended shall not excced four ronths
from the date of commencement of this Order in any case.

(3) Pending the decision of the Central Government an the price lists
submitted to it under sub-paragraph (2), the manufacturer or importer
may market his formulations as per price lists submitted by him under
the said sub-paragraph:

Provided that in any case where the price for any fermulation cal-
culated in accordance with the provisions of sub-paragraph (1) is kighe
than the price prevailing on the 15th May, 1970, for such formulaticn.
then until such time the decision of the Central (ievernment on the




$tice list submitted under sub-paragraph (2) is received, such formula-
i...n shall be marke-ted only at the price prevailing on the date ajoresaid.

(4) The Central Government saall have the power to approve or
nodify the price of any formulation included in the price list submitted
ta it under sub-paragraph (2) and shall communicate its decision to the
manufacturer or importer not later than the 31st December, 1970:

Provided that in cases where the communications regarding such
decisions are uot issted by the aferesaid date, the vrice lists submitied
vnder sub-paragrapih (2) shall be deemed to have been approved by the
Central Government and shall be deemed to be valid price bsts for the
purpose of this paragraph,

(5) For the purpose of approval or modifiation of the price »f any
iormulation included in the price list submitted to it under cub-para-
wiuph (2) it shall be lawful for the Central Government to take into
cersideration ail relevant factors such as product-mix, n.aterial costs,
the number and nature of specialised formulations, if any, export per-
1t ance during the preceding three years, amount snd nature of ex-
senditure on research, trend of gross profits befure tax  during the
‘mmediately preceding three years of the manufactrre and the prices
approved fov similar or comparable formulations of other manufactures
v importers as the case may be.

{6) The prices of the formulations under this paragraph shall take
effect within tifteen days of the receipt of the commiunieation regard-
g decision of the Central Government relating to aporoval or mcdi-
fication of the price of any formulation by the manufacturer or importer.

(7) Where the Central Government modifies the price of any formu-
Istion, it shall communicate in writing the reasons for such modification
10 the manufacturer or importer unless such madification follows from
the revisien made by the manufacturer or importer himself in consul-
tation with the Central Government.

t8) The provis.ons of paragraph 13 shall so far as may be. woply to
revision of prices of formulations fixed under this vavagraph.

t3) The provisions of para-raph 10, chall so far 2s mav be, aoply te
now packs of caisting formulations and new forinulaticas to be mar-
teted by o manufacturer or jmporter who opts for the alternative
scheme of pricing.

{10) The option onee exercised by the manufac'urer or imoorter shall
net be changed without the previous approval of the Central Govern-
neent,

{11) Tf aav dulficulty arises in viving effect to cthe provisions of this
prragraph. the Central Government mav. from time o time, 1:sue such
o ders, directions or instructions, not inconsistent with the provisions
of this Ovder as appear to it to be noecessary or expedient {or the jemoval
af such difficuity.

v




ILPORT PRICES - BULK DRUGS ACD TUUMERLSOIATES - AL ILLUSTRATIVE LIST

C.i.f, Import Price (Rs) ﬁ
> Product Unit 1971-72 197374 197576 197778 197980  1981-62
T 2 3 3 5 <) 7 8 9
Bulk Drugs
Analzesic & Antipyretic
1.  fnalgin i< 43,26 29,38 61.99 65.99 66,85 68.85
Antibacterial
2. Chloramphenicol Powler Kg 257.16 120.10 281,49 185,C0 35773 379,43
3. Tetracycline Kr 262.39 136,23  232.89 238,07  256.82 281,86
4o Streptomycin Kg 203,22 121.55 225,14 328,12 '376.50 245,50
Antifungal
5.  Griseofulvin g 205.26  357.28  969.19 756,05  72k.24  uil ‘
Anti-mnlarial
0. Chleoroquin Phosphate g 145.93 125.55 172.52 260,22 276,66 247,53
7. Primaquin g 379,66 850,78 787,52  1248.52  11235.88  1067.69
|
/




1 2 > L 5 & 7 8 9
Anti-diabetics (Oral)
' 8. Chlorpropamide Kg 58.15 67.02 97.62 Hil Nil Hil
tidiuretics
9. Hydrochlorthiazide Kg 81.12 55,00 226,00 207.50 NA 205,16
Vitamins
10, Vitamin B6 Kg 120.33 38.36 328,47 325409 370.46 347,18
Drug Intermediates
T1e Metaminophenol Rg Nil 16.54 Nil Nil Nil H1l
2. Betapicoline Kg Nil 11.06 Nil 13.03 A NA
3. L Base (Aniodiol) Kg NA NA 261.53 300.76 385,00 400,00
’ 4, 8-Hydroxyquinoline Kg NA NA Th .41 68.98 . 82.18 76.23
5. 4~7 Dichloiogquinoline Kg NA NA 224.19 293,40 NA Nil




ANNEXURE - 2(B)

PRICES OF 3OME :TAJOR FORMULATIONS AS APPROVED : - THE GOVERNENT

S1 . PacXk Hetall Price Retall Price Retall Price

uo Neme of the formulation size in_ 1971 in 1976 in 1943

1. Althrocin Tablets 250mg/tab 10's Strip 16.72 14,91 14.91
(Erythromycin Estolate)

2. Lasix Tablets 4Omg/tab 25x10's 170.00 52.26 29,28
(Trusemide)

3, Resochin Tablets 250mg/tab 10x10's 14,36 1954 27.56
(Chloroquin)

4, Dapsone Tablets 100mg/tab 1000's 22.28 24,42 24,42

5. Chloramphenicol Capsules 250mg/Cap 12's Strip 4,12 4,15 4,73

6. Neurobion 10x3ml 25,00 25.89 25.89
(B¥, B6 & B12)

7. Novalgin Tablets 500mg/Tab 10x10's 19.38 12,27 22.74
(Analgin)

8, Terramycin 250az/Cap 100 Caps 63,00 46,19 44,05
(Oxytetracycline7

9, Tetracycline Capsules 250mg/Cap 100 Caps 61450 45,89 41,56

10, Streptomycin Injection 1gm 1 Vial 1,11 1.19 2,57
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VINISTRY OF CHEMICALS & FERTILIZER

Office of the Developmient Comunissioner (Drugs)

NOTIFICATION
Now Delhi, the (9th April, 19823
8.0, 321(F).--In excrcise of the powers conterred _ 7 1;,n 5 —( ]):\_c_lopm 2t Cmnhll ~h !" porm

by section 6 of the Industrics (Development and
Resulation) Act, 1951 (65 of 1951). 1cid with ruleg 2.
3.4 and 3 of the Development Councils {Procedu-
raly Role-, 1952, the Central Governmwit nereby
ootitd Hihes o Development Councit for the Drugs and
Pharmaceuticals Industry. The said - D2velopment
Council shall be known as the National Drogs and
Pharmacouticals  Development Councd and  shall
consist of the members speciticd 1 Ansiexuie 1 to this [No.F(7),83-D.11§
Order, vhose tenare of appointment shull be for a VINAY MALIK, Jt. Secy.

functions as e speeifizad i Anpcue 1 1ot
Order.

3. Shri Viray Malik, Joint Secrctary and Deve-
lopinent Comumissioner (Drugs), Ministry of Ciemicals
and Fertilizers, New Delhi is hereby appomnied 1o
carry on the functions of the Membor-Sxeretary o
the said Davelopment Council,

period of two years from the date of iblication of
this Order in the Officiat Gazette.
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. Shr S. Rumanathao,
- Sacietary, Miristry of Chemals

ANNEXURI-I

i1 tiie Members of the Developinent Coungit tor

Diues and  Pharmaceuticals Induosery,
Shri Vasant Sathe, Chairan
Minister of Chemieals & Fartilizers
Shyt Raim Chaudra Rath, Viece-Chaitman
Ainister of State in the

Minity of Chemicals and

Fertilizors

Memher

© & Fertilizers

9.

1.

1.

S D LD Bajaj

. Do 8.8, Gothoskar,

o She Mabhendra Prasad,

- Dr V. Ramalingaswami

My George Danied

Memby -
Director Goneral of Health

Aise of Health,

Member
Drue Centroller,
Anistry of Health,

Shri Fvishan Mohan Bhamidinati. Membe
Yembor of Partiameni From

Rajva Sabha.

Mamb.r
Member of Parfiament,

I ok Sabha.

Membe
Chairman,

Inaian Council of Mediced
PResearch.

Prof. Sharma,
Department of Chemical
Technolo, vy,

Bombary University,
Bombay

IDr. Num Joshi,

Speciatist in Tndigenous
Medicines,

o nbay.

Menibey

Member

Do ity and,

Dircctor,

Central Drug Reseioch Tnstitute,
T uinoy,

bhr. M.G. Garg,

Proshlen..

b Medical Assockition,
ethi

Membey

Membes

Membor
Prosidant,

Orpoani ation of Pharinacentcad

Producers of Tdi

Tonb
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. Shri 1.B. Mod;,

President,

{ndian Drug Manufacturers
Association,

Bombay.

. Shri Jagmohan Singh Kechar,

Al India Suwll Scale
Prug Manuitcturers Association,
elhi,

Shri Y.H. Ghurpure.
Managing Ditector.,
Hindustan Antibiotics 1.td.,
Poon.t.

. Shri Vigoobnai Shah,

President,
All India Organisation of
Chemists & Drugaists.

. Dr. B.B. Gaitonde, New Delhi.
9.

Shyi Ruja Kulkarni, Labour
Leader, Bembav.

Dr. M.P. Baliat,

Chief Cardiolazist Sibver Jubilee
Cardiac,

Rehabilitation & Research Cengre.
Project Sadur, Nagpur.

. Shri Yashodhan Kale.

Chartercd Accountant,
Bombay.

Shri M. Satyapul
Secretary, DGTD.

. Shri D. Zaveri,

Chairman, Export Promotion
Council, Bombuy.

Dr. V. Vepkitanaravanan,

Toint Secrctry (Drags),

Ministry of Chemicals & Fertilizers,

. Shri Vinay Malik,

Joint Secretary and Developmen:
Commissioner (Drugs).,
Ministry of Chemicals & Feptilices.

See iy

Member

Member

Member

Mo mbe:

Memxr

Mom wes

Member

Member

Member

Member
Member

Membey-
Seeretar




Functions of the Development Council for Drugns

and Pharmaceuticals Tndustry

(1) Recommending targets for production. co-

2)

(3

4

(5)
(6)

(N

(*

ordinating Pproduction programmes  and

reviewing progress from tim: to time.

Suggesting norms of efficiency with a view to
climinating waste, obtaining maximum pro-
duction, improving quality and reducing
Costs,

Recommending measures for securing the
fuller utilisation of the installed capacity and
for improving the working of *he industry.
particutarly of less efficient units.

Promoting arrangements for bettcr marketing
and helping in the devising of a system of
distribution and sale of the produce of the
industry which would be satisfactory to the
cansumer.

Promoting standardisation of products,

Assisting in the distribution ol controlled
materials and promoting arrangements for
obtaining materials for the industry.

Promoting or undertaking, inquiry as to
materials and equipment and as to methods

of production, management and lbour
utilisation, including the discovery  and

development of new materials, equipment and
methods and of improvements in those already
in use. the assessment of the advantages of
different  alternatives and the conduct of
cxperimental establishments and of tests on a
commeicial scale.

Promoting the training of persons cngaged or
proposing engagement in the industry and
their education in technical or artistic subjects
relevant thereto.
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)

(1)

(1

(12)

(13)

(14

(15)

(16)

[ParT IL--Sec. 3(i)]
Promoting the retraining in aliernative occu-
pations of personnel engaged in or retrenched
from the industry.

Promoting or undertaking scientific and
industrial research, research into matters
affcting Industrial Psychology and rescarch
into matters relating to production and 10 the
consumption or usc of goods and services
supplied by the industry.

Promoting improvements and standardisation
of accounting and costing methods and prac-
tice.

Promoting or undertaking the collection and
formulation of statistics.

Investigating  possibilities of decentralising
stages and process of production with a view
to encouraging the growth of allicd small scale
and cottage industries.

Promoting the adoption of measures for
increasing the productivity of lubour, inclu-
ding measures for securing safer and better
working conditions and the provision and
improvement of amenities and incentives for
workers.

Avising on any matters relating to the
industry (other than remuneration and con-
ditions of employment) as to which the Central
Government may request the Development
Council to advise and undertaking inquiries
for the purpose of enabling the Development
Council so to advise, and

Undertaking arranagments for making availa-
ble to the industry information obtained and
for advising on matters with which the
Development Council are concerned in the
exercise of any of their functions.
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NEW DELHI, SATURDAY, MARCH 31, 1979/CHAITRA 10, 1901

™ wm & faw qes de & e § farerd e og o dewr S w0 d T wT e
Separate paging is gives to this Part in order that it may be filed as a separate compilation.

deiteaw, raww aft rivs dTER

(vemmy site qwon fawnt)
LiELd
75 freir, 31 WA, 1979
wioamte 190(®).--F¥m TR, wawE Ty wifrm,
1955 (1955 %1 10) &1 groy 3 3MT ¥3w AfEra) ¥ quw
®7x gu, freafafag aw F74 8, saig—
1. sfga A, fre B o — (1) I T W oA
sty (Froa frgam) araw, 1979 &1
(2) za®r freme wepl qTOT MY Er
() s AR & TEWT Y A< BT Sy AT
2. qPrATAM—g wAw ¥, A9 AT f @ & vy
uifr 7
(%) “sqw swfy” &, omfg o garer wonh oy
fraw, 1940 (8940 ¥ 23) & A THwTe ey
9z AT WG WAR ¥ wyer wf N v3d wfeia
2 Prax dom dafes, wamfeF, A7 oo wefa
T wqm Wadx dq Ar &1 gAEr I 3@ wy
i qv e gwar # qves & w7 ¥ P s
(w) =agér @ dur afer afila § A 9 a1 gEE
i aqy PR wem FrearT ® mear I9% faan, o
fanl ¥ wg-Prsy F7 P wXAT ¥ ) XAE sl
sprhr w1 ufeeat s 8

1387 G1/78—1

(329)

(7) 'frrew’ & dww B rrafy Prrors w0 I wiwwat
o =nfrer sfnla & a9, fofr s ®t o
ferr &0 & o A4t aiefaady & frd fafrfar
a1 wETTA qra fge feay w3

(7) ‘awfa’ & gnia,—

(1) w3 wfordi ar ferorgei

(®) “ses ¥ ay gt § fafefee gwr ofidy
(%) ‘fafrfafe” & fody dafued wgrmr & o ome
far, srrr siford} a7 et & N ¥ oo
o wrw gD ¥ o o Ik frarr, oo,
o TR M ¥ A ook om owfes aYx swfy
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{ParT II—SEC. 3(ii)]

a7 afyat ¥ fadree dare § of ofy ghedT g,

oy i wen PP o 3, weiw—

(i) =wadfes o (Ford seoim fag o @) @
qar (fred) g &7 #rf apwtar whuiy

(ii) @fwardfaw som=r #1 a6 sy

(iii) 7ar *r§ ond ¥ whwly o AT ATAET

wfafrad, 1940 (1940 %1 23) F Awww A A

o ;

(%) “qea wdfmfa” & A ¥ fafaew ¥ gz s
srdwfa wfwda &, feg ¥a% sewia wE(Es aifge,
fraTEr TA, A%, TR WR @E § oww
srfafaat ff &;

(%) “wwr]’ ¥ FEW oA wiegy

(7) g’ &, v ey wewE @1 qAET 9%t
afga, wrea & avge feet wqra & s W AET AR
3, o fedr T fedt qEel & o ok
I ¥ RA ITF A49 F, “gqrrreat” & g,
F§ wAndr @ A dar afer 2 A wIw oW A
gamFal Sifgq #7T;

(®) ‘wwofr Fwa’ ¥ qdr $E For7 whAgA 2 AT AR
¥ odr frfafafagt & g7 fafabei §0 Som
WAGUTST 1 AT Y oI H AT, G 10 A
du 11 ¥ IowEl F g qdw o oW g,
gri 2 a1 gw 3§ fafafzer fafafmfraY & fao
fra ® &

(z) fedv wYafg & qa3y &, ‘Gfwin’ & g+otr 3 ot
wr 9fFT a1 e AT wAmr ofr Pedr ooy ¥
fera ST faaTr #1 st W WA 3T, I awo
A, afafa feg o, ofegr Mo i, §% o
A, I TC A AT AW, IAF frerfrr fer
A I wAGT IAF wiaPemm ar ghiEe o
¥ fr &t ot 2, ey wA% weia felr oiefg
N WMAAT W ATA IAT AT FTFT AT &
HETT W H TR OF P owAr aft ¥, e
“fafafen w1 ovEONT wF AT AT

(3) "fafmim” & =g =fer =fipa 2 it & oy
fafafawar F7ar 3;

(%) ‘ma miwaa’ & frfr e &1 A weefafy, of
ot &, Afgy IR gwger

(3) “7r WX Avafy’ ¥, 7 wdtw F AN F oowg
3w & sfrar e o fafafad swr whfe i
&

(m) s« oy F mwy F, CqwET wwaow, dnog
gftr frar &7 w8 Fwr wfedr 3,

(7) ‘TeqF foroil’ &, A oy wfr w dag i
q@adft v afwis 2 A ek et A oy mm
W afenfrn § A fafafafr &0 Ao % aer
z;

(7) “gEEE A, 0 o A fafrer ger g wiqgw
2ol wwta oE qer g ofr 2;

(2) “mzwx FrAa” ¥ = ogdw & IWE ¥ wIER PR
avefy # @ a1 Frag & w5 ufinir & o gad
T W RnE T &

(9) “mzwr fasr’ & oar aEmrlr ghtka 3 W aEwd
a1 WfRdl ¥ e fewsw ¥ oo T d
() fosft agx awi * A & afeew fmr @
dofr wy7 shfadi ¥ sferm Pfda o -
wafat ar frreel ¥ P G 4R 7 ¥ i faw

# € FA wfea 1

(%) “fowr grad” & ffi v af #, SrRgwe At R
7 7 nfm Pl fatmiAr @ PR smErat
¢Ta, qqifeafq, da frer &1 wF fafaA & qEwl
Am ahwT § fEey o4 ST ¥ oFe -
ueE AT AT ¥, oTiE ¥ g A 4

(%) wgH"” ¥ & wtw ¥ TEAZ gAwAr wtow ¥

(T ‘A P’ & omfagp w om w8 9w (A
3 wwEA, wa enfrer whera g Oor Pl
§zF7, frdar w1 oAr qlabrmi frsr v #faw
nHr sty ¥ feAr fafrgiar oo wmamAEAt g
frasr femr o 2

3. 999 wqEAr w1 G owamgEr ® fafdfer awow
fafafr w7 owfedl F1 o wdsm Peer A
frrr #37 #7 wfe (1) &7, 19 gagEr 7 fgdm g
¥ fafafrer 2w § ffafe felr wiw omfy & emafeg
feror #1 fafmfer #7570 vdw (2) & frooam g
¥ odm X 9T Fryw v ITeed T A gfee 7 oAur qET
AT FTA F quEIF, A Az S5 AR, THT quETR FT
far o0 QEt wiF wmis A i, TT-AAw 9T TN
§ gfrgTar g fra 7 s

(2) 17, Y7 (2) *F omiva Prdc SsgF o €
Frav oA &7 wwm, (66T g fafm T g fafafra odr
A sy ¥ A A At AR #1oemA § Twowdn
oY wg im0 39T giAwT gaE #7 T

e E—58 T4 H, Vo frfaetn” ot ok ofar fafa-

afn”’ wfayy §,—

(1) fe; 2w &, 6ot q{x dmfy ¥ §T TUOEA ¥
waer X, qdr sqT eyqlr 1 TemRy wfie 3
v

(2) # o s afy & T § <o Srfivet Ao
4

(3) wré ot aafer Pray aw awfe & wwto(1) &
ity i Kram 7 Hve ol w9
* gfaforr, gfus Kgr mr H FHam)

Y wF AF AU Awfe oA oy were afagfe
gy At wfy v 7% I8 s stqfa Fr Swa ag Frve oy
At &7 AWM ¥ arow 8 3 qd frawm At o ddr age
wafy w1 fafrqter a3t gqga a¥fs 7t 7aqr g3 frgwre aw
a afis o T oAd dFm

(4) (%) gt ®x fafmtar, sqw sqaer ot feefa sopger
¥ fafefrsr felt odr aqsr ohfg w1 3eme 2w omdw &
NI A A A0 &7 §, Rl w9 gro oy
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(=7 [—az 3(11)] )

& wfagfer ﬁmwﬁg,argrqg ¥ Wwfa N w 5w
wfagfes vox ¥ v&mmq‘(wﬁi&m

(w) gt et aga safa A wror Foerc I wfugfa
T4 w7 3, gt faboriar ddr sq atafy & oA & srow
¥ 92g faa d W3T g F1 wEg 1 ¥ wETT 37 W FER
t 3y Fr gfer &0 faw o gEEr @ ww wafy 1
Y 1 A g, AT wORR, A AW FE F TR K6 3
&% guw, wAw 191 Ay safaw e faa v i fag oo
nar gox stefy q€t angh

(%) v svdq # fafxee fafamtar Gdr gema & oo
¥ oy W@ F AT, A W Isy | ¥ ox g wmaaa &,
AR qTerR, A AT TG ® TeAE, K@ ag S® @A,
AT ¥ wfegEAr gwr tdr qqw owfy € dwr fma s
R |

4. gfoer Awa w7 g fosr Ny foe w79 o8
wfR-—dxr 3% Pt am & drge o, 2ft g, Tew et o
fefrr s # fafafee 2w ¥ fafafer fedt wga oy
F o3 Fr @ Ao dar son wavgd ar g@EE
auRd §, T oArEw g -

(%) 2t qax wwfy &1 sfraron frer far s,

(9) @ (%) awdw frag & o€ gfoaror v &
wfr ot & ona ¥ @y gu, v agx aefe F o
e frr #rer fa &7 @R

5. 7% wiw wvwfy F1 gfywaw frsa a7 faa 73
wfi—(1) fedr A& Ty aiefe #1 osaw fafmio Q@
T 977 shfy & 3omew § gw & Wty A § faz
TTETT T I€T | ¥ "WERA w00, $ T, od A w1
¥ 9@ b 33 wrawws goR, T8 G a9 sufs w1 @
ow ¥ afenfer w0 w1 fafavm U0 sk miw g,
nE gafAn €197 frar s fax g7 @ af goor oefy
& o

(2) (%) wis ama & 9zt fefr f gq aiwfy ¥
faw wafem S fer F¢ 4r of g, 3 A ww sy
w1 gax fafmiar, ddr 7% g9 shafu & sare ¥ og @
qX AN 7, FTRI FTAET 1 § UF A7 qrazq 1)

(W) w73 (%) & wdte fody smawT 1 sfa 7T, gOeIY,
ot Aty w1 ¥ qearg F oag Sw ww, ooga § sfagee
gra, od s{x whafy 8 fraw from s akdn)

(7) aw (%) & wdm frow F, Oy A€ A wYefy
w gfeeaw frsr o Qo of 1€ wfer (e gwora
agsfe Wt 3 @ IR am odr wf ago wefy B fefmbr
wn §) @ Al giw Aefe 1 weEr wfgfe A @
wfas ®we 7 Agi ¥4y

6. wqq a1 frdra wqgedr ¥ fafafrer wrnfes aqor sefe
N ofewrw favwr fwr frgr w0 @ afer—(1) T
agh o1 frity wAg ¥ fafafrer fedt aqor shefa &
seitw  srarawat, ddr g shafs & A ¥ oA fa F
WY, FORI KT 989 2 § T qAKT AWM

(2) (%) woerg, goq 2 % Hraf wAErHT N T F
™3 gv, tfr tafa € fmy, mw oo, faw T e

(@) ave (%) & nftar famm oy 7€ oy QY 9w
ayfy A ofirerr ey v 2efr oty K ot swfe o

T wafy & @ o fae G Y & ofaw o
Y A§ &%

7. 2w % faffoe o wmfee, sew et o fedia
gigdr ¥ fafrire sqo defudl & froer & foo sfaaron
Fgg A qgfer A7 fraz w0 wfe—(1) agr g
g WK g wag ¥ fafifese o€ ag@ owfe 2w ¥
fefafra &1 ot & o wrher st @t 8, @E AT dw
¥ fafafra gqa siwfedt sfoammfer sqa shefadi & ot &
sag-gaa 97 fream fewr Swdt # e § Wy g, 6@
FaTEAT afgg, I T AwE  9uH, WY Srr—

() 28 sqar shefudi & gwrwe fafmiae), anm-

FAte a1 faawet & 1 sfrgrer $97 fraa we okt ;

() var gg7 Aafedt ¥ frer & fag gfer ¥ fraw

LA C L

(2) wgi fafafufadi &1 61§ fafamiar v G & o
frdt v &\d ¥ 9@ felr ggx shfa w1, faest s
I8 Ftag ¥ frar § I gaer fafafafedi & fag e
o 2 wrr fafafafedl & Sww ¥ arar @, W@t g
vy fafmiar & o9ar T 980 5 ag—

(%) s grm wamf & i wfuw ofw  siafy

i garEeA XEr ¥ fafas w%;

() faffafaal 1 @ Fimai ax % o goee fagg
Lxd

8. 2w # fen a7 oqEam G frwre IR e sqw
sfy 1 Fma—(1) 9 AdeE W) fars g o
¥ 7 5 Al #dt sofxe af wysr stefudi & fafmfan
1 SrEwEA 2 & 3fe ¥, @ wqw awfedi ey, e
7€ wqo wefuai & IART F ATOW € arde ¥ 9w =y
£ gafys ¥ fAq, 1§ WM ¥ Ivatg Ay A N -

qrg @@ 7€ wuw vl & wedw  fafmia, ddr A
gg7 svafa & SO & wrow § sky A F ey, g
# guq 1 #, fqaA wYfr NOfET fawer g gamoe afew
frmit T9% Tw o9 W sfoww @ & oag g w4
gy% wwfa &, wEaw M W I G W IR YA
gYyrfu &1 7w, a7 Faa foa ax 3% g faww feqr o awen
g a wrwg 8w w fAT IE gy gewe fegr o wwr
2 o1 G@r wfafom wAErd I fredr g waer w3

gy ag A 5 am b g Aoy & ol g e
qegt # mE AT e A qf Axd ¥ fer agrd
]’qﬂ

(2) sega(1) & fafese oiw 29 & mfa & eniw
wmq T RN & gvAy, I¢ odw ¥ fafe € agw
o g7

9faﬁrfwfau’fkf¢fwwimlﬁﬁsr{wm'wﬁw
t&%ﬁqw:xﬁwﬁ:ﬁ%ﬁrﬁwmﬁmﬁﬁm—

c.n

3

dar aﬁ aaw ¥ fafafass far o

Te dur W ww W T, goee foafafen ami ¥
afy 7 feg Ay faere ¥ vefr, wafn—

(%) An fafmatar = oAy T o A0
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(w) fafafafasi & v fefmiot & w9 ;
(7) Tmm-Ewy 9T wET W Aft & eres wwiw 36O
Dxmag  whnafe o

(2) ¥ (1) & mim NE wdw F7 ¥ W@ § fQ,
goe wow sisfadl & fafrwiandl, swreafel ar faaos
TR amErd wim adft A ag wwwE @@ N7 98
fafmter, wwaeat a1 fraos &F srerdy, Tt vy % AT
dar goex faftfase &3, 24 & foag arer g9

10. fafrafanl A gew Forw W wem—fea fla-
faft & Geer A frafafes g3 ¥ se fo &
yfy, watg

Fo¥lo = (AToTATo -+ HoHTo + qo Hlo
+FoFe) x (14Fo¥lo)
qgt—~ + Jo¥e 100

“go Mo ¥ FEFT 1T WWHA T

“HroATe” A FOM ¥r Awa wiwda & W @R W,
O ITC X a1 ¥ quE-guT 9X UeE § sfEgear o
fafifee fre o A% WAl F sqaewr ¥ wefudt & o
Wk wfafom am, afz W @), afgr waR WU AN
wgrEaT, ag1 Iq 9 stEqrm gl W € )

“Ho A" ¥ TX WA ¥ wamre Frsret 7€ ag @t
ama wiwid ¥ o gTerT W AR ¥ gNw-ang 9T AT
# wfugen gro faffee 520

“FouTo” A BY WY * wAmre frerenr W §few amw
¥ arr, faad saota 9w 9 gE 9P gl o 2,
wfwdid 3 N @R W AR ¥ gNE-HAY X q9Yd & wid-
gonr grg fafafee &0

“§o Wo" ¥ AW WA ¥ wa@ ey my Ffem wwrL
wfwia & N g W AR ¥ FEm-aw T I § wh-
gwnt gra fafafess 7

"goflo” ¥ G 11 ¥ faffger afaq ¥ wiwis &)

“Foqe” ¥ IoaR-MEE wiwHA §:
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(b) “dealer” means a person carrying on the business
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MINISTRY OF PETROLEUM CHEMICALS AND
FERTILIZERS
(Department of Chemicals and Fertilizess)
ORDER
New Delhi, the 31st March, 1979
§.0. 190(E).—In exercise of the powers conferred by
Section 3 g‘; the Essential Commodities Act, 1955 (I0 of
1955), the Central Government hereby makes the following
Order, namely :(—
1. Short title, extent and commencement—(1)This Order
may be called the Drugs (Prices Control) Order, 1979.
(2) It extends to the whole of India.

(3) It shall come into force on the date of its publication
in the Official Gazette,

2. Definitions—In this Order, unless the context other-
wise requires —

(a) "bulk drug” means any substance including pharma-
ceutical, cbemical, biological or glant product or
medicinal gas conforming to pharmacopoeial or
other standards accepted under the Drugs and Cos-
metics Act, 1940 (23 of 1940), which is used as
such, or as an ingredient in any formulations

of purchase or sale of drugs, whether as a_whole-
saler or retailer and whether or not in conjunction
with any other business and includes an asent of
a dealer ;

(¢) “distributor” means a distributor of drugs or his

agent or a stockist appointed by a manufaciurer or
an importer for stocking his drugs for resale to
a dealer ;

(d) “drug” includes :—

(i) a medicine for internal or external use of human
beings or animals and all substances intended to
be used for, or in, the diagnosis treatm2at, mili-
gation or prevention of disease in human beings
or animals ;

(ii) such substances, intended to affect the structure or

any function of the human or anjmal body or
fntended to be used for the destruction of vermin
or insects which cause disease in human beings
or animals, as may be specified from time to
time by the Government by notification in the
Official Gazet'e ; and

(iii) bulk drugs and formuiations ;
(¢) "Form” means a Form specitied in the Fourth

Schedule ;

(f) “formulation” means a medicine processed out of,

or containing one or more bulk drugs or drugs,
with or wi hout the use of any pharmaceutical aids
for in‘ernal or external use for, or in the diagnosis,
treatment, mitigation or prevention of disease in
human beings or animals, but shall not include :—

(i) any bona fide Ayurvedic (including Sidha) or
Unani (Tibb) systems of medicine ;

(ii) any medicine included in the Homoeopathic sys-
tem of medicine ;

(ili) any substance to which the provisions of the

Drugs and Cosmetics Act, 1940 (23 of 1940)
do not apply ; !

(g) “free reserve” means a reserve created by appro-

priation of profits, but does not include reserves
provided for contingent liability, disputed claims,
goodwill,  revaluaticn and other similar reserves ;

(h) “Government” means the Central Government ;

(i) “import”, with its grammatical variation and cog-

nate expressions, means bringing into India from
a place outside India; and “importer”, in relation
to any goods at any time between their importa‘ion
and consumption, includes any owner or any person
holding himself out to be the importer ;

(j) “leader price” means a price fixed by the Govern-

ment for formulations specified in Category I, Cate
gory II or Category 11l of the Third Schedule, in
accordance with the provisions of paragraphs 10
and 11 keeping in view the cost or efficiency, or
both, of major manufacturers of such formulations;

(k) “manufacture”, in relation to any drug, includes

any process or pari of a process for making, alter-
ing, finishing, packing, labelling, breaking-up or
otherwise treating or adapting any drug with a view
to its sale and distribution but does not include
the compounding or dispensing of any drug or the
packing of any drug in the ordinary course of
retail business, and “to manufacture™ shall be cons-
tuted accordingly ;

() “manufacturer” means any persun who manufactures

a drug ;

(m) “net-worth” means the share capital of a company

plus free reserve, if any :

{n) "new bulk drug” means 2 bulk drug manufactured,
within the country, for the first time after the
commencement of this Order ;
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(o) “pooled price”, in relation to a bulk.drug, means
the price fixed under paragraph 7 ;

” t

“pre-tax return” means profits before payment o

®) ixl:come-tax and surtzx and includes such other ex-

penses as do not form part of the cost of formula-
tion ;

tq) “price list” means a price list referred to in  this
""" Order and include a supplementary price list ;

D oo d

r) “retail price” means the retail price of a_drug armve

® at or fixed in accordance with the provisions of this
Order and includes a leader prce ;

(s) “retai'er” means a dealer carrying on the retail
business ot sale of drugs to customers ;

t) “retention price”, in reiation to a bulk drug, means

© the price fixed under paragraphs 4 and 7 for mdwg-
dual manufacturers, or importers, or distributors, of
such bulk drugs ;

(u) “sales turn-over” means the product of umts of
formulations sold by a manufacturer or an importer,
as the case may be, in an accounting year multi-
plied by retail price inclusive of sales tax, if any,
paid on direct saleg by the manuafcturer or importer
but does not include excise duty and local taaes,
if any ;

(v) “Schedule” means a Schedule appended to this
Order ;

(w) “wholesaler” means a wholesaler of drugs or his
agent, or a stockist appointed by a manufacturer
or an importer for the sale of his drugs to a re-
tailer,

3. Power to fix the maximum sale price of indigenousty
manufactured bu k drugs specified in First Schedule or Second
Schedule.—(1) The Governmen may, with a view to regu-
I'ting the equitable distribution of an indigenously manu-
factured bulk drug specified in the First Schedule or the
Second Schedule and making it available at a fair price and
subject to the provisjons contained in sub-paragraph (2) and
after making such inquiry as it deems fit, fix. from time to
time, by notification in the Official Gazette, the maximum
price at which such bulk drug shall be sold.

(2) While fixing the price of a bulk drug under sub-
paragraph (1), the Government may take into account the
average cost of production of such bulk drug manuafctured

bv an cfficient manufacturer and allow a reasonable return
on net-worth.

Explanation.—In this sub-paragraph, the expression “efficient
manufacturer” means a manufacturer :—

(i) whose production of such bulk drug in relation to

the total  production of such bulk drug in the
country is large or

(ii) who employs efficient technology in the production
of such bulk drug.

(3) No person shall sell a bulk drug at & price exceeding
the price notified under su

b-paragraph (1), plus local taxes,
i anv. pavable :

Provided 'hat until the
the nrice of such bulk dru
immediately before the

price of a bulk drug is so notified,
g shall be the price which prevailed
commencement of this Order and
the manufacturer of such

t butk drug shall not sell such bulk
gg:jg at a price exceeding the price which prevailed as afore-

(4) (a;n\;Vh"c're ;aftglr the commencement of this Order)
anufacturer commences production of
drug specified in the First Schedul or ek

] e or the
Schedule, the price of which has already bceie::;:g

fied by the Government, he may sell the bulk drug

at a price not exceeding the price so notified.

i a bulk drug has not been notified

® r;hif; ﬁ(licoecnrc:n:fn, the manufacturer shall, within

fourteen days of the commeuncement of the produc-

tion of such bulk drug, make an_application to the

Government in Form | and intimate Government

the price at which he intends to sell the bulk drug

and the Government may, after making such inquiry

as it deems fit, by order, fix a provisional price at
which such bulk drug shall be sold.

¢} The manufacturer referred to in this sub-paragraph
shall, within six months of the commencement of
such production, make a further application to the
Government in Form 1 and the Government may,
after making such inquiry as it deems fit, by noti-
fication in the Officjal Gazette, fix the price of
such bulk drug.

4. Power to fix retention price and common sale price.—
Notwiths‘anding anything contained in paragraph 3, the
Government may, if it considers necessary or expedient so
to do for increasing the production of an indigenously manu-

factured bulk drug specified in the First Schedule or the
Second Schedule, by order, fix :(—

(a) a re’ention price of such bulk drug ;

(b) a common sale price for such bulk drug, taking into
account the weighted average of the retention price
fixed under clause (a).

5. Power to fix maximum sale price of new bulk drug—
(a) Every manufacturer of new bulk drug shall, within
fourteen days of the commencement of production of such
new bulk drug, make an application to the Government in
Form 1, and the Government may, after making such in-
quiry as it deems fit, decide to include such new bulk drug
in this Order and by order, fix a provisional price at which
suct new bulk drug shall be sold.

(2) (a) In every case where a provisional price has been
fixed for a new bulk drug, every manufacturer of
such new bulk drug shall on completion of six
months of production of such new bulk drug, make
a; further application to the Government in Form

(b) On receipt of an application under clause (a), the

Government may, after making such inquiry as it
deems fit, by notification in the Official Gazette,
fix the price of such bulk drug.

(c) The price fixed under clause (b) shall be the maxi-

mum selling price of such new bulk drug and no

person (including a person manufacturing such bulk

drug.thercafter.) shall sell such new bulk drug at
a price exceeding the price so notified.

6. Power to fix the maximum sale
drug l13pe<:1tf'ied b“l,k First or Seco
Importer of a bulk drug specified i
Second Schedule shall, wig;xinl fou
such bulk drug, make
Form 2.

price of imported bulk
nd  Schedule.—(1) Every
n the First Schedule or the
ourteen days of the impoit of
an application to ‘the Government in

(2) (a) The Government may, after
deration the information fur,
fix the price of such drug,

(b) The price fixed under clause (a) shall th j
mﬁm sa'e price of such bufk drug and nobepers:n n;la‘;h
;icxcds“‘:h bulk  drug at a price exceeding the price so

! t taking into consi-
nished in Form 2, by order,

7. Power to fix retention nrice and

sale of bulk drugs specified in First

pooled price for the
Schedule indi

Schedule or Second

genously manufactured as well as imported
(1) Where a bulk drug specified in the First Schedss’ or
the Second Schedule jx mp;nufact\;;‘ e dint  Schedule or

. ed indigenously

also imported, the Government may, havingg;e rcgar{J ::gd thi:

:zae’:o ‘ml;esm gre\;aﬂ:ng mer:’ﬂ ktime to time in respect of indi.
L nufacture drugs and thos i

bulk drugs, by order, fix, withg s oy mported

Government

! uch adjustments a
may consider necessary—. ! s as the

(a) retention prices ,yr individuat

ces. manufacturers, im-
porters, or distributors of such by "

1k drugs ;

(b) a pooled price for the sale of such bulk drugs.
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() Where a manufacturer of formulations _utiliSCS in
his formulations any buik dJrug, either from his own pro-
duction or procured by him from any other source, the
price of such bulk drug being lower than the price allowed
to him in the price of his formulations. the Government may
require such manufacturer—

(a) to deposit into the Drug Prices Equalisation Account
referred to in paragraph 17 the excess amount to
be determinad by the Government ; or

(b) to sell the formulations at such prices as may be
fixed by the Government.

8. Prices of bulk drugs produced through indigenous
research and development.—(1) With a view to providing
encouragement to the manufacturers of new bulk  drugs,
produced through original research and developmental efforts
in the country and have not been produced elsewhere, the
provisions of this Order shall not applv to such bulk drugs
for a period of five vears from the date of commencement
of production of such new tulk drugs :

Provided that every manufacturer of such new bulk drug
shall, within fourteen days of the commencement of pro-
duction of such new buik drug, make an application to the
Government in Form 1 with a certificate from the Depart-
ment of Science and Technology authenticating his claim
of having produced it as an entirely new bulk drug and also
furnish to the Government the name of the said new bulk
drug, the price at which it may be margeied by him or used
by him for captive consumption and such other additional
information as may be required by the Governm:nt.

Provided further that the price furnished to the Govern-
ment in respect of the said new bulk drug shall not be in-
creased without the prior approval of the Government.

(2) After the expiry of the period of five yeurs referred
to in sub-paragraph (1), the provisions of this Order shall
applifl to the new bulk drug referred to in that sub-para-
graph..

9. Power to direct manufacturers of bulk Jruws tc sell
bulk drugs to manufacturers of formulations—(1) The
Government may, from time to time, by general or special
order, direct any manufacturer_ of wny bulk drug to sell such
bulk drug to such manufacturers of formulations as may be
specified in such order :

Provided that while making any such order. the Govern-
ment shall have regard to all or any of the following factors,
namely :

va) the requirements for captive consumption of such
manufacturer :

(b the requirements of other manufacturers of formu-
lations ;

(¢) the planned growth of the pharmaceutical industry
in conformity with the policy of the Government
from time 'o time.

(2) For the porpose of making uny order under sub-
paragraph (1). the Government may call for such informa-
tion from manufacturers, importers o: distributors, of bulk
drugs as it may consider necessary and such manufacturers,
importers or distributors shall be bound to furnish such in-

formation within such time as mav be specified by the
Government.

10. Calculation of retail price of formulations .--The
retail price of a formulation shall be calculated in accordance
with the following formula, namely :

RP.=(M.C.4+C.C.4+P.M.4+P.C.)x

Mu
I + — R+ED,
100

Where~-——
“R. P.” means retail price.

“MC” means materiq] cost_and includes the cost of drugs
and other pharmaceutical aids used including overages, if
any, and process loss thercon in accordance with such norms

us may be specified by the Government from time to time
by notilication in the Official Gazette in this behalf.

~C.C.” means comversion cost worked out in accordance
with such norms as may be specified by the Government
from time to time by notification in the Official Gazette in
this behalf.

“P.M.” means the cost of packing material inciuding
process loss thercon worked out in accordance with such
rorms as may be specilicd by the Government from time o
time by notificetion in the Official Gazette in this behatf.

“P.C." means packing charges worked out in accordance
with such notms as may be specified bv the Government
from time to time by notification in the Official Guzetie
in this behalf.

“M.U." means mark-up refcired to in paragraph 11
“E.D.” means excise duty :

Provided that in the case of an imperted formuta'ion the
linded cost shall form the besis for fixing its price along
with such margin as the Government mayv allow from time
te time.

Provided further that where wn imported formulation is re-
packed, its landed cost plus the cost of packing materials
and packing charges as worked out in accordunce with such
nurms as may be specified by the Government from lime
to time. by notification in the Officiul Gazette. shall from
the basis for fixing its price.

Explanation.—For the purposes of this paragraph. “lenled
cost” shall mean the cost of import of drug inclusive of cus-
toms dwty and clearing charges.

11. Mark-up.—Mark-up referred to  in paragraph {0
includes the distribution cost. outward freight, promotionat
expenses, manufacturer’s margin and the trade commission
and shall not exceed—

(a) forty per cent in the case of formulations specifica
in Category I of the Third Schedule :

tb) fifty-five per cent in the case of formulations speci-
fied in Catcgory II of the said Schedule :

(c) one bhundred per cent in the case of tormulations
specified in Category (I of the suid Schedule.

12. Power of Government to fix leader prices of formula-
tions specified in Categories 1 and II of the Third Schedule—
(1) The Government may, from time to time, by notificu-
tion in the Official Gazette. fix the leader price of a formulu-
tion specified in Category I or Category II of the Thid
Schedule und such leader price shall operate as the celling
sale price tor cverv manufacturer of <uch formulations.

(2) Notwithstanding anything contained in sub-paragraph
(1) where the sclling price of a formul:tion of a munutac-
turer on the date of commencement of this Order is less
than the leader price fixed under sub-paragraph (1), suen
manufacturer shall not except with the prior approval of the
Government increase the selling price of hiv formulation.

(3) The Government may, of its own motion or on appli-
cation made to it in this behalf by a manufacturer in Form
3 or Form 4 as the case may be, after calling for such in-
formation as it may consider necessary, by order, fix a re-
viser leader price for a formulation.

.13, Power of Government to fix retail pricc of formuluy-
tions specified in Category IIT of Third Schedule.—{(1) The
Government may, from time to_ time, by order, fix the re-
tail price of a formulation specified in Categorv I of the
Third Schedule in accordance with the provisions of para-
graphs 10 and IT.

(2) Where the Government fixes or revises the price of
any bulk drug uader the provisions of this order and & manu-
facturer utilices such bulk drug in his formulations specified
in_Category Il of the Third Schedule he shall,  within
thirty days of such fixation or revision. make an application
to the Government in Form 3 or Form 4, as thc cuse may
be .and Government may, if it considers necessary. fiv or
revise the price of such formulation.
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(3) The retail price of a formulation once fixed by the
Government under sub-paragraph (1) shall not be increased
by any munufucturer except with tk . prior approval of the
Government.

(4) Any manufacturer. who desires revision of the retasl
price of a formulation tixed under sub-paragraph (1), shall
make an application to the Government in Form 3 or Form
4, as the case may be. and the Government may. after call-
ing for such information as it may consider necessary, by
order, fix a revised price for such formulation.

(5) Notwithstanding anything contained in the foregoing
sub-paragraphs, the retail price of a formulation, specified
in Category Il of the Third Schedule. of a manufacturer
shall, until the retail price thereof is fixed under the provisions
of this Order. be the price which prevailed immediately
before the commencement of this Order and the manufac-
turer of such formulation shall not seil such formulation at
a price exceeding the price which prevailed as aforesaid.

(6) (a) Without prejudice to the provisions of the pre-
ceding sub-paragraphs the Government may, if it considers
necessary or expedient so to do, by notification in the official
Gazette, fix a leader price for any formulations specified in
Category III of the Third Schedule and any manufacturer
of such formulation may sell such formulation at a price
not exceeding the price so notified and intimate the Govern-
ment accordingly.

(b) The privisions of sub-Paragraph (2) shall not apply
to such manufacturer

14. General provisions regarding prices of formulations .—
(1) No Manufacturer or importer shall market a new Jormu-
latice or a new pack. or a new dosage form of his existing
formulation specitied in Category I or Category 1l or Cate-
gory HI of the Third Schedule without oblaining the prior
aproval of its price from the Government.

(2) No person shall sell or dispose of wny imported for-
mulations specified in Category 1 or Cutegory I or Category
III of the Third Schedule without obtaining the prior appro-
val of its price from the Government.

(3) Any manufacturer or importer. who desires to obtain
the approval of the Government in respect of the price for
any formulations referred to in sub-paragraph (1) or Suo-
Paragraph (2), shall make an application to the Govern-
ment in Form 3 or Form 4, as the case may be. and the
Government may, within a period of four months of the re-
ceipt of wn application accord its approval, subject to such
modifications, as it may consider necassary :

Provided that where approval is not accorded with the
said period of four months, the manufacturer or importer.
as the case may be, may market the new formulation or new
pack or new dosage form referrad to in sub-paragraph (i) ut
the price declared by him in his application. isme the price
list forthwith und intimate the Goverament accordingly.

Provided further that the Government may. if it cunsi-
ders necessary. by order, revise the price so declared by the
manufacturer or importer, as the case may be, and upon such
region, the manufacturer or importer shall not scll such for-
mulation at a price exceeding the price so revised.

_15. Power to revise prices of formulations .—Notwithstan-
ding anything contained in this Order :—

(a) The Government may. after obtaining such infor-
mation as it may consider necessary from a manu-
facturer or an importer. fix or revise the retail price
of one cr more  formulations marketed by snch
manufacturer or importer, including a formulation
not specified in any of the categories of the Third
Schedule, in such manner as the pre-tax return on
the safes turncver of such manufacturer or importer
does  not exceed the maximum pre-tax  return
specified in the Fifth Schedulc :

(b) the Govzrnment may, if it considers necessary 50
to_do in public interest, by order. revise the retail
price of anv formulation specified in uny of the
categories of the Third Schedulc.

16. Fixation of pricz under certain vircumstances - Whaps
any mamlfa_cturer.. importer. or distributor of any bulk drug
or formulation fails to furnish information as required nnder
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this order within the time specifed therein. the Government
nay, on the basis of such information as may ove available
with it, by order, fix a price in respect of such bulk drug
or formulation. as the case may be.

17. Drug Prices Equalisation Account .—(1) The Govern-
ment shall maintain an Accoant te be known as the Drugs
Prices Equalisation Account to which shall be credited—

(a) by the manufacturer, importer or distribuior. as
the case may be--

(i) the amout determined under sub-paragraph (2)

of paragraph 7;

(ii) the excess of the common selling price or. as
the case may be. pouled price over his retention
price ; and

(b) such other sums of money as the Central Govern-
ment may, after due appropriation made by Parlia-
ment by law in this behalf. grant from time to time.

(2) The amount credited under sub-paragraph (1) shall
be spent only :—

(a) for paying to the manufacturer. importer or dis-
tributor. as the case may be, the short-fall between
«his retention price and the common selling price
or. as the case may be. the pooled price for the
purpose of increasing the production. or securing the
equitable distribution and avajlability at fair prices.
of drugs ;

(b) for expenses incurred by the Government in dis-
charging the tunctions under this paragraph.

(3) Fvery manufacturer, importer or distributor may, if
he has any clajm under clause (a) of sub-paragraph (2).
make an application to the Government and the Government
may, in settling the claim_ require the manufacturer. impor'er
or distributor, as the case may be. to furnish such deiails
as may be specified by it in this behalf.

(4) The Government shall maintain account of all moneys
credited to, and expended from out of, the Drug Prices
Equalisation Account and such other reports and returns as
it may consider necessary relating to the said account.

18. Certain provisions of this Order to apply to formula-
tions not included in Category I. Category Il or Category
I of Third Schedule.—~The provision of thic Order, other
than those contained in paragraphs 10 to 14 (both inclusive),
shall apply to any formulation not specified in Category I,
Category Il or Categorv 1T of the Third Schedule.

19. Furnishing of price fist by manufacturer or importer
10 deualers.—(1) Every manufacturer or imposter of a for-
mulation intended for the sale shall furnish to the dealers. State
Drug Controllers and the Government, a price list showing
the price at which the formulation is sold to a retailer (in-
clusive of excise duty) and the retail price of such formulation
and the list shall be furnjshed to the dealers, in Form §,
gotd later than thirty days from the commencement of this

rger f-——

Provided that where a manufacturer or an importer fur-
nishes such a price list. it shall not be obligatory for such
manufacturer or importer to furnish a fresh price list at the
time of every subsequent sale to the dealer unless there is
any change by way of addition. delction or alteration in
that list, in which case a supplementary price list including
such additions. delctions or alterations <hall he furnished.

(2) Every manufacturer or impaorter shall give effect to
the change in prices as approved by the Government from
time to time, within fifteen days from the reccipt by such
manufacturer or importer of the communication in this
behalf from the Government.

(3) Every dca.lcr shall display the price list at a conspicuous
rart of tho.;wpreml;'cs where he carries on business, in a manner
80 as to easil accessible 1o any person wishi
e v op shing to con
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0. Retail price to be displayed on label of container.—
E\ir\' lrlnanufapcturer. importer or distributor of a formulation
intended for sale shall display in indelible print mark om the
label of the container of the formulation or the minimum
pack thereof offered for retail sale. the maximum retail price
of that formulation with the words “retail price not to exceed
preceding it. and “local taxes extra” succeeding it

21. Control of sale prices of formulations specified in
Third Schedule.—No retailer shall  <ell any formulation spect-
fied in any of the categories in the Thlrgi Scl]edulc to any
petson at a price exceeding the price specified in the current
price list or the price indicated on the label of the container
or pack thereof whichever is less. plus the local taxes, if
any, pavable.

Expluna‘ion.—For the purposes of this paragraph. “local
taxes~ include sales tax and octroi acmz}l]y pald by the re-
tailer under any law in force in a particular area.

22. Sale of split quantities of formulations—No dealer
shall sell loose quantity of any formulation drawn from a
bottle pack of such formulation at a price which exceeds the
pro-rata price of the formulation plus § per cent thereof :

Provided that nothing in this behalf shall apply to any
formula‘'ion compounded at the premises of the dealer.

23. Manufacturer, distributor and dealer not to refuse sale
of drug.—Subject to the provisions of the Drugs and Cosme-
tics Act. 1940 (23 of 1940) :—

(a) no manufacturer or distributor shall withhold.from
sale or refuse to sell to a dealer any drug without
good and sufficient reasons ;

(b) no dealer shall withhold from sale or refuse to sell
and drug available with him to a customer wanting
to purchase such drug.

24. Price to the wholesaler and retailer.—(1) No manu-
facturer. importer or djstributor shall sell a formulation 10
a wholesaler unless otherwise permitted under the provisions

of this Order or any other order made thereunder. at a
price higher than :—

(a) the retail price minus 14 per cent thereof, in the
case of ethical drugs, and

(b) the retail price minus 12 per cent thereof, in the
case of non-ethical drugs.

(2) No manufacturer, importer, distributor or wholesaler
shall sell a formulation to a retailer urless otherwise permit-
ted under the provisions of this Order or any order made
thereunder. at a price higher than :—

(2) the retajl price minus 12 per cent thereof. in the
case of ethical drugs, and

(b) the retail pricc minus 10 per cent thereof. in the
case of non-ethical drugs.

Explanation.—For the purposes of this paragraph, —

(i) “ethical drugs” shall include all drugs speci i
Schedule C. entries Nos. I, 2. 3, 7?8p::('lﬁeg (l)'f‘
Schedule C(1), Schedule F. Schedule G. Schedule
H and Schedule 1. appended 1o the Drugs and
Cosmetics Rules. 1945 made under the Drugs and
Cosmetics Act. 1940 /23 of 1940) ; and

(i) “non-ethical drugs' shall m
ethical drugs, ean all drugs other than

(3) Notwithstanding anything cont
gnd (2). the Government may. by o general or special order,
X. in public interest. the price to the wholesaler or retailer

in respect of any formulation the rice of whi
n ) ich has
fixed or revised under this Order, P h has been

ained in sub-paragraphs (13

25. M;nntenqncc of records and production thereof for ins-
Pcclmn.—(l) Every manufacturer shall maintain in such foﬁn
s may be specified by the Government, records relating to
the sales turnover of ‘individual bulk manufactured by.‘him
and the sales turnover of formulations packwise. and also
such other records as may be directed from time to !ime' by

the Government and such record i i
: and s s shall h 5
by the Government. © Open for inspection
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(2) Every manufacworer shall, within six months of the
close of the accounting year, submit to the Government in-
formation for that year in Form 6.

{3) Every dealer or manufacturer shall maintain the cash
memo or credit memo, books of account and records of
purchase and sale of drugs und shall make available the
said recordy for imspection by the Government.

26. Power of entry. search and seizure.—tl) Any gazetted
officer of the Ceniral Government or of a State Govern-
.ment apthorised by a general or special order by the Central
Government or, as the case may be. the State Government
in this behalf may. with a view to securing compliaice with
this Order or to satisfy himself that the provisions of this
Order have been complied with—

(a) enter and search any place;

(b) seize any drug. along with the containers. packages.
or coverings in which the drug is found. in respect
of which he suspects that any provision of this Order
has been. js being, or is about to be, contravened,
and thereafter take all measures, necessary for secur-
ing production of the drug, containers, packages or
coverings, so seized. in a court of law and for
their safe custody pending such production ;

(c) seize any document. such as, cash memo or credit
memo books, books of account and records of pur-
chase and sale of the drugs in respect of which he
suspects that any provision of this Order has been.
is being. or is about to be contravened.

{2) The provision of section 100 of the Code of Criminal
Procedure, 1973 (2 of 1974), relating to search and seizure

shall, so far as may be. apply to searches and seizures undetr
this Order,

27. Power to review.—Any person aggrieved by any notifi-
cation or order under paragraphs 3. 4, 5, 6, 7, 9, 12, 13,
14, 15 or 16 may apply to the Government for a review of
the notification or order within fifteen days of the date of
publication of the notification in the Official Gazette, or, as
the case may be, the receipt of the order by him. and the
Government may make such order on the application as it
may consider necessary.

28. Power to issue directions.—The Government may, from
time to time. issue such directions, consistent with the provi-
sions of this Order to any manufacturers or importer, as may
be necessary to carry out the provisions of this Order and

such manufacturer or importer shall comply with such direc-
tions.

29. Penalties.—Any contravention of any of the provisions
of this Order shall be punishable in accordance with the pro-
visions of the Fssential Commodities Act. 1955 (10 of 1955).

30. Interpretation.—I1f any question ariscs as to the placing
of « formulation in any of the categories of the Third Sche-
dule. such question shall be decided by the Government.

31. Power to exempt.——(1) The Government may, having
regard to the factors mentioned in sub-paragraph ‘2) and
subject to such conditions, if any, as it may specify, by Order
in the Official Gazette, exempt any drug manufacturing unit
or a class of such units from the operation of all or any
of the provisions of this Qrder and may, as often as may
be. revoke or modify such Order.

(2) While granting exemption under sub-paragraph (1), the
Government shall have regard to all or any of the following
factors relating to the drug manufacturing unit or a class of
<uch units, namely :—

(a) number of worRers employzd ;

(b) amount of capital invested ;

(c) range and type of products manufactured ;
(d) sales turnover.

32. Delegation of powers.—The Government may. by noti-
fication in the Official Gazette, direct that all or any of the
powers conferred upon it by this Order, other than those
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contained in pragraphs 27. 28, 30 and 31 shall, subject to such
restrictions. exceptions and conditions; if any. as may be
specified, in the direction. be exercisable also by—

43 such officer or authority subordinate to the Ceatrul
Government ; or

(b) such State Government or such officer o authority
stbordinate to the State Government.

as may be specified in the direction.

© 33, Repeal —As from the commencement of this Order,

the Drugs - Piices Control) Order, 1970, shall cease to operate

ewept as respects things done or omitted to be dore before
such cesser.

[No. 5(3)/78-Drug. 11}

M. S. PANDIT, Dy. Secy.

THE FIRST SCHEDULE
{See Paragraph 3, 4, 6(1) 7 (1)]
BULK DRUGS

List of Bulk Drugs (Including salts, derivatives and esters,
if any) used in Cat. I & II formulations appearing in Third
Schedule -

I. Balk Drugs usad in Category I bormulations

Sl No. Name of the Bulk Drug

. Insulin

. lodo-Chlorohydroxyquinoline

. Isonicotinic Acid Hydrazide

. PAS Acid

. PAS Sodium

. Potassium Penicillin G.

. Sodium Penicillin G.

. Procaine Penicillin

. Penicillin Potassium V
(Phenoxy Methyl Penicillin)

10. Streptomycin Sulphate

t1. Thiacetazone

12. Dapsone

{3. Aspirin

14. Pethidine

15. Benzathine Penicillin

16. Calcium PAS

17. Pertussis Toxoid

18. Diptheria Toxoid

19. Tetanus Toxoid

20. Digoxin

21. Hydrochlorthiazide

22. Di-lodohydroxyquinoline
23. Morphine Sulphate

O 0NN AWy ™

II. Bulk Drugs used in Category I1 Formulations

. Amodiaquin

. Chloramphenicol

. Chloroquin

. Prednisolons

. Tetracyeline

. Tolbutamide

. Sulphadimidine

. Diethylcarbamazine Citrate
. Analgin

. Phenobarbitone

. Phthalyl Sulphathiazole
. Calcium B. PAS

. Piperazine

—
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14. Frusemide

15. Oxytetracycline

16. Primaquin

17. Glyceryl Trinitrate

18. Quinine

19. Pyrolidine Methyl Tetracycline
20. Demethyl Chlorotetracycline

THE SECOND SCHEDULE
[See Paragraph 3, 4, 6(1), 7(1)]

List of Bulk Drugs (including salts, esters and derivatives,
T any) used in Category III formulations appearing in Third
Schedule

1. Anaesthatics, General and Local :

. Benzocaine

. Chloroform

. Cocaine

. Ether

. Ethyl Chloride

. Halothane

. Trichloroethylene

. Procaine

. Xylocaine (Lignocaine)
10. Marcaine

11. Thiopentone Sodium
12. Ketamine

I1. Analagesics and Antipyretics :

. Amidopyrin
Baralgan Ketone

. Codiene

. Dextropropoxyphene
. Fentany! Citrate

. Methy! Salicylate

. Osadrine

. Paracetamol

., Pentazocaine

10. Phenacetcin

11. Propoxy Phenazone
12. Phenylisopropylpyrazolone

111, Anthelmintics :

. Bephenium hydroxy nephthoate
. Dithiazamin Iodide

. Pyrivinium

. Tetramisol

. Thiabendazole

. Pyrantel

O 00 <1 N b wh—
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1V. Antiameobics :
1. Broxyquinoline
2. Brobenzoxalidine
3. Bismuth Glycollylarsanilate
4. Dehydroemetine.
5. Diloxamide
6. Emetine
7. Furazolidone
8. Chlorophenoxamide (Clefamide)
9, Metronidazole
10. Phanquone
V. Asti-asthmatic and Enteric Antiseptics :
1, Ephedrine
2, Pseudo-Ephedrine
3. Salbutamol




[amr TT—=we 3(ii)]

!

ntidiabetics :

4. Aminophylline X. Al
5. Theoph)"lhne 1. Carbutamide
6. P apaverine 2. Chlorpropamide
7. Ajmalicin 3. Glybenclamide
VI. Antibiotics : 4. Glipizide
5. Metformin
1. Amphotericin 6. Phenformin
2. Bacitracin
3. Carbenicillin XI. Antihistaminics :
4. Cloxacillin
5. Cephalexin 1. Antazoline
7. Cephaloridine 2. Bucilizine
6. Cycloserine 3. Cyclizine
8. Doxycycline 4. Carbinoxamine
9. Framycetin 5. Chlorocyclizine
10. Gentamycin 6. Chlorpheniramine
11. Gramicidin 7. Clemisole
12. Griseofulvin 8. Dimenhydrinate
13. Kanamycin 9. Dimethindone
14. Lincomycin 10. Diphenhydramine
15. Methicillin 11. Diphenyl Pyraline
16. Nystatin 12. Diphenyl-Piperadine-Propane
17. Neomycin 13. Hydroxyzine
18. Oxacillin 14. Mepyramine
19. Oleandomycin 15. Methdilazine
20. Paranmomycin 16. Methapyrilene
21. Polymixin 17. Meclozine
22. Rifampicin 18. Pheniramine
23, Spiramycin 19. Halopyramine
24. Viomycin 20. Promethazine ] .
25, Lymecycline 21. N-Phenyl-N-Benzyl-4-Amino-1-Methyl-Piperadine
26. Colistin 22. Pyrolidylethyl Phenyl Benzyl-Amine
27. Tyrothricin 23. Isothiopendyl
28. Ampicillin 24. Phenindamine
29. Erythromycin 25. Tr. iprolidiqe
26. Triplenamine
VII. Aati-Cancer Drugs : 27. Thenalidine
. 28. Trimeprazine
. L-Asparaginase 29. Cyproheptadine
2. Busulphan .
: 30. Dexachloropheniramine
3. Chlorambucil 31. Bamipiem (Soventol)
4. Cyclophosphamide - Bamipiem (S0V
5. Cerubidin (Daunorubicin) XII. Antileprotic Drugs :
6. 5 Flurouracil} .
7. 6-Mercaptopurine Clofazimine
g 'lh'dhi:;t:];;ii(nNNN-Tnenthy]enethrophosphoramnde) XIML. Antimalarial Drugs :
10. Adviamycin 1. Mepacrine
11. Bleomycin 2. Pyrimethamine
12. Azathioprime
13. Melphalan X1V. Antirheumatic :
14, Vinblastin 1. lbuprofen
15. Vincrastine 2. Indomethacin
. 3. Oxy-Phenylbutazone
VIIf. Anticoagulants : 4. Phenyl Butazone
1. Warfarin 3—£—Acetonylbenzyl)-4-hydroxycoumarin). 5. Sodium Salicylate
2. Heparin
3. Ethyl Biscoumacetate. XV. Antiseptics :
4, Pheniyridione
s. Hf:parinoid substance isolated or derived from Lung ; gﬁ:g:ﬁ;‘ﬁ::g Is
Tissuz. 3. Hexyl-Resorcinol
P 4. Greosote
IX, Asticovelsants :— 5. Hydrogen Peroxide
1. Ethosuximide 6. Iodine
2. Dipheny! Hydantoin 7. Cetrimide
3, Primidone 8. Chlorhexidine
1387 GI178/—4.
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XVI. Antispasmodics :

. Atropine Methylnitrate
. Ethylmorphine

. Belladonna Alkaloids

. Hyoscine

B W D e

XVII. Antitubercular :

. Ethambutol

. Ethionamide

. Pyrazinamide

4. Morphazinamide
5. Prothionamide

(3 R =

XVIII. Cardiovascular :
(i) Antihypertensive :

. Rauwelfia Alkaloids

. Guanethidine Sulphate
. Methyl Dopa

. Pentolinium Tartarate
. Dihydroargocrystine

. Cloposamide

. Clonidine

. Dihydralazine

(ii) Peripheral Vasodilators and Coronary Vasodilator :

. Histamine

. Isoxsuprine

. Nylidrine

. Penta Erythrito]l Tetranitrate
. Prenylamine

. Sorbide Nitrate

. Dipyridamol

. Amyl Nitrite

. Mannitol Hexanitrate

GO~ AN W
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(iii) Cardiac Glycosides :
1. Digitoxin
2. Lanatosides
3. Onabaine

(iv) Others

. Nikethamide

. Clofibrate

. Xanthinol Nicotinate
. Carbacol (40)

. Propranalol

. Quinidine

. Procainamide

. Methacholine

0O =2 AN UL WA

XTX. Corticosteroids

1. Dexamethasone

2. Betamethasone

3. Triamcinolone

. Prednisone

. Hydrocortisone

. Cortisone

. A.C.T.H. (Corticotropin)

XX. Dioretics @

1. Benzthiazide
2. Bendrofluazide
3. Chlorthalidene
4, Polythiazide
8. Spiranolactone

AL R
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. Triamberene

. Mersalyl Acid

. Acetazolamide

. Ethoxzolamide

10. Chlorothiazide

11. Cyclopent iiazide
12. Hydroflumethiazide
13. Ethacrinic acid.

XXI. Drugs used for Calcium therapy :

oI -

b

. Calcium Gluconate

. Calcium Levulinate

. Calcium Lactate

. Caleium Lactobionate

W N -

XXII. Haematinics :

. Ferrous Gluconate

. Ferrous Fumerate

. Ferrous Sulphate
Iron-Dextran Complex

. Liver Extract

. Ferric Ammonium Citrate
. Iron-Sorbitol Complex

NN R LN -

XXIII. Oral Contraceptives :

. Oestradiol

. Lynestrenol

. Ethisterore

. Mestranol
Nor-ethisterone
. Dimethisterone
. Norgestrel

. Megestrol

. Ethynodiol

. Norothynodral.

XXI1V. Opthalmolgical Preparations :

. Sulphacetamide

. Boric Acid

. Atropine

. Pilocarpine

. Phenylophtine

. Homatropine

. Physostigmine Salicylate

R O T A O N
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XXV. Oxytocics :

1. Ergot Alkaloids
2. Oxytocin

XXVI. Plasma Expanders and Transfusion Solution :

1. Dextran

2. Polyvinyl Pyrrolidone
3. Dextrose Anhydrous
4, Sodium Chloride

5. Sod. Lactate

6, Pot, Chloride

XXVII. Sera and Vaccines :

1. Antirabic Vaccine

2, Yellow Fever Vaccine
3. Cholera Vaccine

4. Tetanus antitoxip

8. Diphtheria antitoxin
6. Gasgangrene antitoxin
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Antirabic Serum 3. Ichthammol.
Antivenom Serum ’ 4. Ammoniated mereury.

S. Resorcinol.
6. Chrysarobin.
7

1
. Dithranoi.

7.

8.

9. B.C.G. Vaccine
0. Typhoid Vaccine
1.
2.

11. Polio myclitics Vaccine (oral) franos.
12. TAB vaccine 8. Salicylic acid.
. 9, Benzoic acid.
XXVIII. Urinary : 10. Zinc oxide.
! t1. B:nzy! benzoate.

1. Nitrofurantion.

2. Nalidixie Acid. 12, Gamma benzenchex:chloride.

13. Calamine.

3. Methanamine.
; 14. Chlorphznesin.
XiX. Vitamins :
X Hamins XXXVII. Parasympathomimetics:
I. Vilamin —A.
.!, : 1. Methacholine.
2. Viamin -BIL. > Carbachal
3. Vitamin-B12. -+ Larbachot.
4. Vitamia B5. 3. Neostigmin.
5. Vinm'1 372 (Cy1o an | Hydeoxy). 4. Physostigmine.
6. Vitnm'1 C 5. Acetyl Chloline Chloride.
7. Vitamin D3. 6. Pyridostigmine.
8. Vitamin K. .
. X I1. Anti. i
9. Vitamin P. XXVIII. Other Anti-infectives

1. Trimethoprim.
2. Sulphimthoxazole,
3. Sulphimoxole.
4. Sufphadimethoxir.
5. Sufphaphenozole.
XXX. Antacids : 6. Sulphamethoxypyridazine.
1. Aluminium Hydroxide. 7. Sulphasomidine,
2. Magnesium carbonate, 8. Sulphadiazine.
9. Sulphafurazole.
10. Succinyl Sulphatbiazole.
1. Tolnaftate.

10. Vitamin E.

11, Niacin and Niaginamide.

17, Panthenols and Panto-thenates.
13. Folic Acid.

. Magnesium Hydroxide.
. Sodium Bicarbonate.
6. Calcium Carbonate.

s
3. Magnesium Trisilicate.
4
5

THE THIRD SCHEDULE

XXXI. Antidiarrhoeals :
(See paragraphs 2(j), 11,12, 13, 14,15, 18, 21 and 30)

1. Diphenoxylate.

Z;.. Sulplhaguanidinc. LIST OF CATEGORY I, CATEGORY Il AND CATEGORY
;14 ?2[(:‘:1. 11T FORMULATIONS
. rectin,

t - ions
XXXII. Antigout drugs :: Category-1 Formulations

1. Allopurinol. I. Aspirin Tablets.
2. Probenecid. 2. Digoxin Tablets.
3. DDS Tablets.
XXXIII. Disinfectants : 4, DPT Vaccines.
Cresols. 5. Insulin TInjection (all sorts)
L . 6. Hydro-Chlorothiazide Tablets,

) XXXIV. Antitussives and Expectorants : 7. Todo-chloro-hydroxy-quinoline tablets and Di-iodo-hydro-
, 1. Chiophodional. oxy-quinoline tablets.

2 Dex'tromcthorphan. 8. INH tablets.

3. Gulacol' Glyceryl Ether. 9. INH plus Thiacetazone tablets.

4. Noscap.lne. 10. Morphine sulphate injection.
; S. QXcladl"C- 11. Penicillin injection including procaine Penicillin G and

6. ";)P"i‘m‘,h“"’- Benzathine Penicillin (all strengths)

7. Pho c‘(:dlelne. 12. PAS and its salts, granules and tablets.

8. Menthol. 13, Phenoxymethyl penicillin tablets.

XXXV. Dental products other than those contalning Jocal anaes- 14. Streptomycin injection all strengths plus combination with
thetics: penicillin.
. . 15. Pethidine Injection.

' 1. Sodium FIu‘ond’c. Categors-T1 Formulations

2. Stannous Fluoride. 1. Analgin Tablets.

XKXXVI. Dermatological preparations not containing antibiotics 2. Amodiaquin Tablets,
sulphonamides and corticosteroids : 3. Chloramphenicol oral preparations includir g chlorampheni-
col palmiate, suspension and Syrup ard chloramphenicol

1. Sulphur sublimed. | :
Sodium Subcinate injectable.

2. Methoxsalen.




17.
18.

20.

35.

36.
37.
38.
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4. Chloramphenicol in combination with Streptomycin.

5. Chloroquin salts,

6. Primaquin Tablets.

7. Calcium Benzoyl PAS Tablets.

8. Diethyl carbamazsine citrate tablets.

9. Fursemide tablets, injection.

. Glycaryl Trinitrate tablets.

. Phthalyl Sulphathiazole Tablets.

. Prednisolone Tablets and injection.

. Phenobarbitone Tablets.

. Piperazine and its salts—-tablets, syrup.

. Sulphadimidire toblets.

. Tetracyclines. capsules, tablets. syrup. injection. c¢ye cirt-

ment (including Oxy-Demethyl-Chloio ard Pyniclicite
Methyl Tetracyclines).

Tolbutamide tablets.
Tetanus Toxoid Injection,

19 Diphtheria tetanus toxoid irjecticn.

Quinine Salts, tablets ard injectior.

Category-1II Formulations

Formulations based on drugs falling under the following

Categories excluding the formulations included in Categories 1
and I1:

. Anaesthatics, General and Local.

. Analagesics and Antipyretics.

. Antheliminics

. Antiamoebics.

. Anti asthmetic drugs and Entcric Antiseptics.
. Antibiotics including semisyuthetic antibiotics.
. Anticancer Drugs.

. Anticoagulants.

. Anticonvulsants,

. Antidiabatics.

. Antihistaminics.

. Antileprotic Drugs.

. Antimalarial Drugs.

. Antirhemotic and Antigout drugs.
. Antiseptics.

. Antispasmodics.

. Antitubercular Drugs.

. Cardiovascular Drugs.

. Corticosteroids.

. Diuretics.

. Drugs used for Calcium therapy.
. Haematinics.

. Oral Contraceptives.

. Opthalmological preparations

. Oxytocics.

. Plasma Expanders and Transfusion Solutions.
. Sera and Vaccines.

. Vitamins.

. Urinary drugs.

. Antacids.

. Antidiarrhoeals,

. Disinfectants.

. Antitussives and Expectorants.
. Dental products other than those containing local anaes-

thetics.

Dermatological preparations not containing antibiotics
sulphonamides and Corticosteroids.

Otic preparations not beased on antibiotics,
Parasympathomimetics,

Other Anti-infectives

X
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THE FOURTH SCHEDULE
FORMS
Form-1 (To be submitted in duplicate)
(See paragraphs 2(e), 3(4), 5 and 8(1),

Form of application for fixation or revision of prices of
bulk drugs.

‘). Name of the Bulk Drug:
2. Name of the Manufacturer:
3. Address of the Registered/Head Office of the Manufacturer.

4. Address of the Factory:  (a) Industrial Licence/SSI
Registration No.

(b) Date of 1ssue of the Licenc ¢/
Date of Registration.

{c) Production capacity:
Licensed: Tonnes/Kgs/

5. Licensed capacity

Litres/etc.
6. Installed capacity: (a) No. of shifts; One/Two/
Three
(b) No. of operating days per
year.
(c) Mase production per shift:
Tonnes/Kgs/Litres/etc.

(d) Date of commissioning.
(e) Installed capacities
annum.

per

7. Date of commencement of commercial production:

8. Actuai production achieved during the last accounting
year (preferably month-wise) and also n onthly production
during the current year; Tonnes/Kgs./Liires/etc.

9. Brief note on the manufacturing process adonted by you
indicating all stages including recovery of bye-products,

if any, solvents etc. and state-wisc overall yields ‘or each
drug.

10. Average hourly rate of production for each of the bulk

drug since commencement of commercial production.

11. Maximum hourly rate of production achievable.

12. Estimated production of the bulk drug during *ne next

three years.

13. If the production is proposed to be captively consumed for

manufacture of the formulation, please furnish the quantity
to be so consumed out of the producticr. given against
Sl. No. 8. and Sl. No. 12,

14. Capital employed for the manufacture of the bulk drug(s):

(a) Net fixed assets (after depreciatic -
(b) Working Capital

(¢) Total
(In the case of multi-purpose plant the capital employed

as above and the share to be allocated to the tulk
drug/intermediate under consideration te he given)

15. Please state how the above capital employed is financed by

net worth and borrowings.

16. Please state the average rate of interest paid by you on your

borrowings, supported by figures.

17. Please furnish latest c.i.f. price of the bulk drug if the

same had been imported or is being imported by you or
by any other agency known to you.

18. Please furnish the cost of production of the bulk drug as

per Proforma (attached) duly certified by a Practising Cost/
Chartered Accountant,

Notes :

(1) Any hold up affecting production to be shown clearly
against Serial No. 8.
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(2) In case the same plant facilities arc used for production
of more than one product the information as per
Serial No. 6 may be given productwise.

(3) Plezse furnish a copy each of audited Balance Sheet
and Profit and Loss Account for the last thres years.

PROFORMA
(Sce Ttem 18)
[. Name of the Buik Drug

'[. (@) Production in Tonnes/Kgs/Litres/etc.
{b) Sales in Tonnes/Kgs./Litres etc.
(c) Despatches in Tonnes/Kgs./Litres/etc.
I11. Period for which the cost data is given :

Particulars Norms of Unit Actual Ratc Per Unit
consumption Consu- Amount of produc-
as per mption tion
Project during —
report of the Qty. Cost
know-how period Rs.
or sup-
pliers’ gua-
rantced
norms or
the norms
developed
by you as
standards

1. Raw materials :
(a) Imported
1.
y

-

3

(b) Indigenous
I.

2
3
Total raw material cost *
Less Recoveries of S¢ ivents
Net Raw matcerial cost
2. Utilities
(a) Power
(b) Water
(c) Fuel Oil
(d) other services (to be specified)

3. Conversion cost
(a) Salaries and Wages
(b) Operating supplies or consumablc stores.
(c) Repairs and Maintenance
(d) Other factory overheads
(e) Administration overheads.
(f) Depreciation

4. Total cost of production
S. Interest on Borrowings

6. Minimum Bonus
Total
7. Packing :
(a) Materials
(b) Other expenses
8. Selling Expenses
9. Transport Charges
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10. Transit Insurance Charges

I1. Total cost of sales

12. Profit margin (Basis of calculations to be given)
13. Sciling Price (11412}

14. Existing price or National price or Declared price

Notes
(iy ftems of expenses to be excluded from costs &
() Bomus in cxcess of statutory minimum
(b) Bad Debts & Provisions
(¢c) Donations and charities
(d) Loss/Gain on sale of osaets
(¢) Brokcrage and commission

(f) Expenses  not recognised by Income-Tax authorities
(salary/prequisitics,  advertisements etc.)
(g) Adjustments relating to previous years.

(i) In the case of imported raw materizls please furnish
separately the c.i.f. price. duty of cusioms wnd other
charges totelling to the landed cost adopted against
SLNo. (@)

(iiiy Cost of inteymediates manufactured for captive use
should be on the basi. of factory cost of production
inclusive of adminisusation overheads and shown
senarately agonst S1 Na. | (). A separate cost-sheet
in the same proforma may please be appended.

(iv) Cost of gencratea uutitics like power. steam. ete. should
be separctely given furnishing the details of purchased
] consunied. rate and cost with other expenses
. 1 on generation. witn ref. to SI 2.

(v) D:tails in respect of factory overhcads, adoinistration
overheads and sclling cxpenses <hould be furnished,
against SI. No. 3 (d) (e) and Sl. No. 8

(vi) The basis of depreciation adopted in your tinapcial

accounts may please he given, against SI. No. 3 (f)

(vii) Please indicate whether the cxisting price is notional,
delcarcd or approved against Sl. No. 4.

TO BE CERTIFIED BY COST ACCOUNTANT/
CHARTERED ACCOUNTANT.

FORM 2

(To be submitted in Duplicate by the .mporters of drugs
appearing in the First and Sccond Schedules for each
imported consignment).

{See Paragraph 2(c) and 6]
1. Name of the Company
2. Address of Registered/Head Office/Factory, if any :

3. Reference to permission given by compctent authority for
import of the bulk drugs.

4. Name of the drug.
5. Specification of the drug
. Country from which imported

7. Quantity imported Tonnes/Kgs/Littres/fetc.
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8. ¢.i [ value in foreign currency
Tota! Per unit
Rs. Rs.

(@) c.if. viue actually paid in
Rs. (Not to include bank
commission, interest, etc.)

(5 Duty of customs actually

9. Type of formulation

Plain Tablets/coated tablets/soft/hard/printed/capsules;wi-
thout/with/sealing  band/Saterile/Non-Sterile/Liquids/pow-
der/Ointment/Cream/etc.

10. Type of Packing

Aluminium/Paper/Cellophane/Strips/ Vials/Ampoulcs, bott-
les/tins/Jars/With/Without/dropper/Cutting blades/catch
cover/cte.

paid 11. Size of Packs
(c) Clearing charges actually 10°s/100°s/etc./1 mi/2 mi/10 ml/ctc./5 gms/10 gms/etc.
incurred with details — 12. No. of Packs sold during the last accounting year
(dy Landed cost (@ =-b-r¢) - 13. Valuc of sales effected durig the L st cccounting veir exclu-
ey Immorters margin-in case of ding duty of cxcise and its percentage 1o total seles of for-
thosz who imnort for sales mulations excluding duty of excicc (12 2nd 13 above appli-
only e —_ e —— cable in case of revision application onlyvi.
() Pron \);’;(lrSriling Price/Notio- 14. Break-up of Retail Price : Fxisting Now
n1l Price e — (If any) claimed
—— R Rs/Pack Rs./Pack
() Existing S:tling Price/Notio- approved
nal Price, if any - - on )
Note : The figures given here to be certified by a paractising @) l\gat;r(i)allg o§}] M. C.as per
0h . . 1l artere < i T, N ~ -
Cost  Accountant/Chartered  Accountant. (b) Conversion Cosi (C. C. as
1 per norms)
FORM (c) Packing Material Costs (P. M)
[Paragroph 2(¢). 12, 13 and (14)] (As Pg" S. No. 16 as per
norms
(Form of application for monufactures seeking approval or . . 2%
revision of price of formulations to be submitted in scven (d) ';"‘cﬁ_khn(ﬁ.nf:‘)argcs (P. U (o ——
f GOPVI‘-\)‘ (e) Ex-factory cost (a to d)
1. Name of thc Manufucturer (F) Mark-up (M. U — ° on
2. Addrass of Reigistered/Head  Office (c) above
3. Address of the Facotry (2) E"Ci‘_‘: l?"ny(R Py (€fig)
: ce (R.P) (e4+ftg
4. Name of the Formulation (h) Ret.‘“lcrl: erite
5. Materia st
8. Categoty of formulation and therapeutic group to which it 15 ?;;te;;ch :;76,
I(’)?::i,:r:%;l::)}‘;“ Third Schedule of Drugs (Price Control) Nos /1 itres/K gs/etc.
. . - (b) No. of packsactually obtaincd from the batch size as in
6. Comnosition as apnroved by Drug Control Authorities. (a)above.
7. Industrial Licencee/Small Scale Industrial Unit Registration (¢) No-of Packs thatcan be theoretically obtainzd from the
No. and Date batch sizc asin(a)above.
8. Drug Control Authoritics Permission No. and Date (d) Materials’ Cost for the batch siteasin (a)above:—
St Nam: of materials Unit Previous Current Theoretical  Owverage.  Totel Qty.  Cost for the
No Rate/ Ratc/unit  Qty. if any requircd batch (5 x 8)
unit, if requircd
any (Date) (Date) per batch
Rs. Rs.
T Ty Ty T T Ty T Ty T T s 7 ] 9
Imported T )
1.
2.
3.
etc.
Indigenous
3. ete

Total;
Add : ProcesslossasperNorms %, .. .......
Total Material Cost ....................

......................

Material Cost per Pack
Theoretical No. of Packs

—— A
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16. Packing Materials Cost:

Batch Size Packs of ...... ...

3527

....... Tabs/

gmslete. ecch

SI. Name ofibi‘c:}(;ing Materials
No.

Unit Rater per Unit
Rs. required

per batch

Nos. Kgs.

etc,
6

Present
(date)

5

Previous
(date)
3 4

Quantity

Volue of
packing
materials
+ per beich
Rs.

7

DD v

11.
12.

13.
14.

18.
. Packing Material, if any as per forms

17.
18.
19.
. Duty of excise, if any

21

22.

. Quantity/No. of Packs imported

~ Total
Add : Process loss as pcr norms

............ '

of above

Total packing material cost

Packing Material cost per pack

FORM4

" Note:—The ﬁéﬂr&mﬁxs form to be certificd bya ﬁfﬁ;ﬁéing%OSt Accountant Chartercd Accountant.

Toial packing Material cost

No. of Packs as per botch size.

(To be submitted in seven copies)
(Paragraphs 2(e), 12, 13 and 14)
Form of application to be submitted for price approval of formulation imported in finished form.

. Name of the Company
. Address of the Registered/Head Office/Factory, if any
. Reference to Permssion, if any, given by drug contro! authoritics

for import of the item,

. Name of the imported formulation.
. Typeof formulation :

Capsule/Tablets/ctc.

. Composition of the Formulation
. Type“of Packs:

Strip/vial/Ampoule/ctc.

. Pack size:

10%s/etc./10ml/etc. § gms./etc.

. Country from which imported and Date of Import

Total
Rs.

Per pack
Rs.

C.1.F.value in Foreign Currency

(Not to include bank commission, interest, etc.)
C.LF. value in Rs. actually paid

(Not toinclude bank commission, interest, etc.)
Duty of customs, if any, actually paid

Clearing Charges (with details)actually incurred

Landed Cost (12+13-+14)"

Packing Charges, if any, as per forms ]
Landed cost (including re-packing cost, ifany (15t017)
Mark-up claimed % of S. No. 18

Applicable in casc of re-packing

Retail Price claimed (18 to 20)

(a) Existing Retail price, if any
(b) No. of Packs sold during thelast accounting year, if any.
(¢) Value of sales excluding duty of excise effected during the

tast accounting year, if any.

Noate : Figures given here to be?:érzi_ﬁéd by afb;é'c-tkising Cost Accountant/ck'f\;r;rcd Accountant.

)

f

|
!
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FORM §

(See paragrephs 2 (e) and (19)
(Form of Price List)

S. Nim: of the formulation and its Composi-  Specification of the pack  Duty of excise Price to Retail

No. form tion the retailer  Price
{main Type Size Rate Amount (inclusive (inclusive
ingredients  (strip/ 10/100/ % Rs. of excise of excise
to be bottle/etc.) etc./t ml/ duty) duty)
given) etc./lgm/ Rs. Rs.

ctc.
1 2 3 4 5 6 7 8 9

Note:—Information as per this Form shall be given Categorywise as specified in the Tkird Schedule for all the items including the
formulations which are not price-controlled.

FORM 6
Yearly Information
(See paragraphs 2(¢) and 25)
1. Name of the Manufacturer
2. Address of the Registered/Head office/Factory

3. Accounting period for which information is given
4. Turnover of bulk drugs:—

Nam: of the bulk drugs Quantity Sales Value
(excluding duty of excise, if any)
Consumed Sold Consumed Sold
Kg/Ltrs/ Kg./Ltrs/ Rs.- Rs.
etc. etc./

(I} Drugs listed in First Schedule

(a) Imported:
1.

L)

N

3, etc.

(b) Indigenous:
1.
2.
3. etc.

(11) Drags listed in Second Schedule

(a) Imported:
1.
2.
3. etc.

(by Indigenous:
1.
2.
3. etc.

(I11) Other bulk drugs:
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5. Turnover of Formulations:—

S - Name

No.

Sales Value
excluding duty
of excise

Rs.

No. of packs

A. Own Formulations:
(i) Categoryl:
1.

2

3. etc.
Category II:
1.

2.

3. etc.
Category LI
1.

2.

3. etc.
Others

1.

2.

3. etc.

B. Sub-Total( )

Purchased Formulations:
(a) Imported:
(i) CategoryI:
1.

4]
(iii)

(iv)

2.
3. efc.

(ii) Category II:
1.
2.
3. etc.

(iii) Category III :
1.

2.

3. etc.
(iv) Others

1.

2,

3. ete.

Sub-Total (Ba)
(b) Indigenous :
(Category-wise as indicated above).
Sub total (Bb)
C. Export Sales

Total (A+B+4-C)

6. Allocation of sales and expenses as shown in the audited Profit and Loss Account:—

(In Rupees)

sl
No.

Particulars Total as

per audi-

Allocation to

Other Basis of

ted Profit Bulk
and Loss Drugs

Formulations

activities alloca-
(ifany) tion

Account Own
manufac-

ture

Imported Export

Indige-
nous
purcha-

Sub-
total
(5to )

1 2 3 4 5 6 7

11

A, Income

1. Sales Income (excluding duty
of excise and other taxes)

1387 GI/78—5
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1 2 3 4 5

6 7 8 9 10 11

2. Cash subsidy (if any)
3. Other Income

Total (1 to 3)

B. Expenses
4. Raw materials consumed
5. Packing materials consumed
6. Powers and Fuel
7. Salaries and Wages
8. Stores and Spares
9. Repairs and Maintenance
10. Insurance
11. Depreciation
12. Royalty
13. Interest
14. Head Office Expenses
15. Dealer's Commission and
Discount

16. Research and Development
expenses

17. Other Expenses
Total (4 to 17)

C. Profit before tax
(A-B)
D. Profit before tax as a %age of
sales turnover C

Al

x 100

Note :— (i) The basis of allocation should be reasonable and followed consistently.

(ii) The figures against SI. No. 1 under Cols. 4 to 9 skould tally with the figures under SI. Nos. 4 and 5 respectively of this

Form.
(iii) This Form should be certified by the Company’s Auditors.

THE FIFTH SCHEDULE
(See paragraph 15)
Statement showing maximum pre-tax return on sales turnover
of manufacturers or importers of formulations.

Category ‘A’—Large units with tumover exceeding Maximum
Rs. 6 crores per annum. nrestax

return  on
sales
turnover.
(2) having no basic drug manufacturing activity
nor any tesearch activity 89

(b) having basic drug manufcturing activity

at 5% or more of turnover but no research

activity 9%
(c) having basic drug manufacturingactivity.at

59 or more of the turnover and engaged

in approved research and development

work relzting to new drugs 109

Category ‘B'—Medium size unit with turnover bet-
ween Rs. 1 crore toRs. 6 crores per
anngm.
(a) having no basic drug manufacturing acti-
vity nor any research activity 99
(b) having basic drug manufacturing activity
at 897 or more of turu.over but no research
activity
(c) having basic drug manufacturing activity
at 5°/ or more of turnover and engaged in
approved research and development work
relating to new drugs 139,
Category ‘C’—Other units with turn-over of less
than RS. 1 crore per annum,

(a) having only formulation capacity 12¢;

(b) having basic drug manufacturing activity
at 59/ or more of turnover 1394
[5(3)/78-Drug-11)

M. S. PANDIT, Dy. Secy.
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