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I

I, BACKGROUND

1. .motivation for Price Controls on Drugs

1.1 The history of price controls on consu
mer goo :.j in India "OGS back to the Second 'Soria 
'.Var, when Government authority was used extensive
ly to regulate retail prices of essential conmon 
use goous like cloth, foodgrains, sugar and petro
leum products etc. The authority v/as derived from
an omnibus wartime legislation called 'The Defence 
of Indie Act' (and Rules).

1.2 A new legislation called 'The essential
Commodities Act' v/as brought on thj statute book 
in 1955 to empower the Government to exercise con
trol over the production, supply a.id distribution 
of, and trade in certain selected goods for secur
ing equitable distribution and availability at 
fair prices.- It has been in use for enforcing such
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price controls for nearly three decades now. It 
enables the Government to promulgate special 'Orders' 
prescribing specific restrictions on the sale and 
distribution of what have been listed as 'essential 
Commodities'. The restrictions include fixation of 
controlled sale prices.

1 . 3  Tne motivation for the legislation has 
bean the public concern with ensuring availability 
of common consumer goods to the common man in sit
uations of shortages which the country often faced 
on account of che increase in demand outpacing the 
increase in production.

1.4 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 publish and display prices of medicines 
prominently. The same legislation was used later 
in 1963 (which continued till after the Indo-Pak 
Tar of 1965) to freeze drug prices. The Government 
acted to safeguard exploitation of possible local 
and/or transient drug shortages by unscrupulous 
pharmacists.

: 2 •
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1 .5 V/hat started as an emergency war-time
measure continued upto 1?6 6, by when the country 
had got used to the application of public controls 
on drug prices. In 1966, the permanent price con
trol mechanism - the "Essential Commodities Act" 
care to be used for this purpose when the ’Drug 
Prices (Control and Display') Order 19661 was issued 
under it. Subsequently two more price control or
ders were promulgated under this legislation in 
1970 and 1979 (The latter being currently in force).

1.6 A key tc the motivation for the conti
nuity and refinement of these controls lies perhaps 
in the backdrop of the rapid growth of the pharma
ceutical industry and products in the previous dec
ade, hie 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 Multinational drug 
companies of British, American, Swiss and German 
origin in the country. More drugs were being used 
by more people. Democracy had come of age in India 
and the second countrywide election had been held 
in 1962. The Government had embarked upon a 
"socialistic pattern of society" and consumer inte

: 3 :
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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 
large Penicillin and antibiotic plants in the rtib- 
lic .Sector (;IA.L 1: IGPL) ; which fact is also indi
cative of the awareness of the Government that 
essential drugs had to be reached to the masses 
cheaply and that the existing drug industry had 
not been able to do that as well as the Government 
would wish.

1.7 In the decade beginning with 1962, India
saw three wars (1962: Chinese aggression; 1965 and 
1971: Indo-Pak conflicts). These were years of 
relative ausxerity and tighter state controls on 
business and industry. The socio-political climate 
favoured increase in checks on large and unrestra
ined profits in industry. Balance sheets of large 
industrial houses and Trans-National Corporations 
a"tracowJ critical public scrutiny and discussion. 
Consequently in 1966, the Government ordered an en
quiry (for the first time) into the cost-structure 
of bulx drugs which was completed in 1 9 6 8. 3y 1970, 
Government had devised and promulgated a more ela
borate price control order for drug formulations.
It aimed at bringing down prices of essential drugs,

.5Contri



curbing excessive profits, promoting Rc<D, and diver
sification. of the range of products.

1.8 In the early seventies, discussions in 
the Indian Parliament and Press focussed more inten 
sely on the profits earned by the Drug Industry.

1.9 A report on the Pharmaceutical Industry 
(of India) published in the Eastern Economist (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 desire 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 ill health or disease for mak
ing excessive profits for themselves. 
Then there is the widespread suspicion 
that the pharmaceutical industry is so 
organised that its units are able to 
^njoy an undesirable immunity from the

..6Cont



free play of the market! 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 pharmaceutical industry is one 
of the 'high profit' industries, yield
ing a larger return on the capital inves
ted than many other industries. Conse
quently, governments in most countries 
are under the constant pressure of pub
lic opinion to exercise vigilance, if 
not control, over the prices of drugs 
and pharmaceuticals.

In our country, there have 
been some additional reasons for govern
ment or public opinion being particu
larly sensitive co the prices of drugs 
and medicines. Since there is a large 
foreign presence in the Indian pharma
ceutical industry, it has been tempt
ing to assume that our country's depen
dence on foreign know-how or technology

Contd 7
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has been or is being exploited for the 
earning of quick or large profits, 
secondly, since foreign participation 
in the industry involves payment in 
foreign exchange in the form of royal
ties or know-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 exchange expenditure is not 
inflated through high prices for drugs 
or chemicals or high profit levels for 
the firms manufacturing them.

Regulation a 'must*

A certain degree of regulation or 
control of the prices of drugs and phar
maceuticals seems to have become one of 
the general obligations of governments 
towards their citizens in all parts of 
the world. Even in countries where there 
may be no formal government control over 
the prices of drugs or pharmaceuticals, 
there is often either a regular machi
nery or periodical investigations to

, oContd
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ascertain facts and exercise vigilance 
in the public interest on production, 
prices and profits in this industry.
In our own country it would be quite 
unrealistic to plead that the govern
ment should adopt a 'hands off' policy 
tov;ards drug prices or profits."

1.10 A full-fledged report was commissioned 
by the Government on all aspects of the Industry 
('Hath!' Committee Report) in February 1974 which 
culminated in the introduction of a more comprehen
sive price control system for the industry than had 
existed heretofore. This is presently in force since 
1979.

1.11 The Government of India Order constitut
ing this Committee stated :

"In the context of the large-scale ex
pansion of the drugs and pharmaceuti
cal industry envisaged during the Fifth 
Five Year Plan with a view to ensuring 
the regulated and rapid growth of drugs 
manufacture, and further wixh a view 
to ensuring that ail essential drugs

: 8 :
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are made available to the consu
mers at reasonable prices, Govern
ment have decided to constitute 
a Committee..."

Among the matters entrusted for examina
tion and report to this Committee were :

"The measures taken so far to red
uce the prices of drugs for the 
consumer"

It was asked to recommend such further 
measures as may be necessary to rationalise the pri
ces of basic drugs and formulations.

1.12 A popular 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 drug policy had come to 
be delineated and drug production and distribution 
had been left to the mechanics of market relations 
and the profit motives of the drug industry which 
was dominated by the foreign sector'.*

*Document of the Natioval Convention on 
Economic Independence and Perspective of 
Drug Industry - 16 January 1975.

Oont....10



: 10 :

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. Sometime 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 pharmaceutical market v/as 
the quick product change or product adaptation tech
nique which is only partly based on proven improve
ments. In a large part, this is essentially a mar
keting technique 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 Vlll-t’age 173-174 Cont...11
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tantial 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 large the multi-national corporations 
use their research outlays in the parent company 
to introduce new drugs/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 them to compare prices of drugs 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 12



tion could well be attributable to "the introduc
tion of new products at higher pri cos"..."while the 
growth of the pharmaceutical 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 .1 5 Y/hen it came to defining what ought to 
be achieved through governmental action in the field 
of drug prices, it noted that the per capita consump
tion of modern drugs and pharmaceuticals in India 
was then estimated to be lb. 6 per year and according 
to some estimates, only about 20% of the population 
used modem drugs. The total annual expenditure on 
drug formulations was roughly estimated to be below Rs. 3 0  

per family where the family income was Rs.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

Cont 13
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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 relatively 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 prices, 
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

Cent 14
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of commercial considerations and 
social needs and priorities. The 
emphasis has to be on increasing 
the social utility of the industry 
particularly in the context of 
extreme poverty and the urgent 
need for extending as rapidly as 
possible certain minimum facili
ties in terms of preventive and 
curative medicines to the large 
mass of people both urban and 
rural,”

1,17 An analysis of governmental 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 Government's effort was aimed 
at containing sudden inflationary trends in the eco
nomy, Hence a price 'freeze' was enough.

Conti.... 15
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In 1 9 6 6, 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 products with high prices.

The first enquiry into the cost struc
ture of bulk drugs and formulations (by the Tariff 
Commissionjl was ordered in the same year (1966) 
which confirms that the Government had become awa
re that the industry could not be left to itself 
in price fixation.

In 1970 followed the first of the com
prehensive price control orders which extended to 
a large range of retailed 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 
consumers•

- The 1974 action to appoint the 'Hathi
Committee' proved that there was a dissatisfaction 
with the 1970 Pricing Order and its scope.

Cont 16
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- The issue of the culminating order of
1979 shows the desire to re-structure the existing 
drug market and thereby change the production patt
ern of the industry in the hope of bringing it mere 
in line with the social requirements of the country.

1.18 Surveying the 20 year long process as
a v/hole, it may be concluded that the instrument 
of drug price control has been gradually developed, 
refined and transformed from a mere crude implement 
for checking inflation to a subtle tool for remould
ing and channelling chug production into a new pat
tern. It is to be noted that each successive price 
control order (1963» 1966, 1970, 1979) lasted for 
a longer term than its precursor.

: 16 :
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2. Nature of Price Controls

Compulsory controls

2.1 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 Drugs :

2.2 Under DPCO 1979, it is compulsory for
manufacturers 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 DPCO 1970, 
initially only a declaration of price was suffi
cient, except for certain bulk drugs listed as 
'essential'•

2.3 New bulk drugs which may be developed 
through original research and development efforts 
in the country and have not been earlier produced

Cont
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elsewhere, are exempted from price-control for a 
period of 5 years.

Formulations :

2.4 Both under the above order, and its 
precursor DPCO 1970, the drug manufacturing units 
in the Small Scale Sector with annual turnovers 
of upto Rs.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.

Contd...
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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 & II 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 III formulations. Manufacturers who 
wish to adopt these or keep below these do not re
quire to obtain Government approvals.



3. History of Price Control Legislation

The first statutory control;
A freeze on formulation prices

3 .1 The history of price control legislation 
in India is precisely 20 years old.

3.2 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 1st 
April 1963.

3.3 The Befence of India Act & Rules were
promulgated during the period of the Second World 
War; with which India was involved being a part of 
the British Empire. Thi3 Emergency legislation v/as 
not specifically concerned with the Drug Industry 
or Drug Prices but with the equitable distribution 
of 'essential commodities'. These were defined
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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

3 . 4  In 1966 the "Drug Prices (Display & 
Control) Order 1966" was issued under the "Essen
tial Commodities Act 1955”.

3 . 5 The Essential Commodities Act was pro
mulgated in 1955 with a view to providing a perma
nent legislative framework for controlling distri
bution of essential commodities independently of 
the powers available to the Government during war
time emergencies. It has provisions for distribu
tion and price 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 
etc.

3 . 6  It ha d come to be felt by the Govern

Cont
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that the blanket freeze of 1963 had started to 
affect the growth of the Indian drug manufactur
ing companies in the Small and medium Scale Sec
tors and it was time to allow price increases.
The order, therefore, permitted manufacturers to 
increase prices of formulations on their price
lists on 30th June 1966 subject to prior approval 
by the Government, exemptions from such appro
vals were provided (by separate amendments) to 
items listed in pharmacopoeias and for new drugs 
based on original research.

Introduction of price controls on Bulk Drugs 
Cost verification and ’fair* return on capital

: 22 :

3 . 7  In August 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 Commission pre
sented its report recommending prices of 17 essen
tial bulk drugs and 49 connected formulations.
Thus, price controls now came to be extended to 
bulk drugs.

Contd,...
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Tariff Commission Report (1968)

5 . 8  The 'Tariff Commission Report' (1968) 
established that generally the costs (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
(a) 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 
teclinology 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 formula
tions in several cases - even after allowing for 
full costs and a reasonable return on investment 
(15/0. Selling expenses being charged were high.

3.10 The Commission took all these aspects 
into account and adopted generally the principle

Contd



: 24 :

of weighted average for arriving at fair ex-works 
price for each essential bulk drug where more than 
one manufacturer was involved. The price of each 
individual costed unit was built up 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, manufacturing 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 to 
15 per cent of the total factory cost. The out
ward freight and excise duties were added on the
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basis oi the then existing rates. They recommen
ded selling prices included in addition to the 
above items, a 15/j mark-up on the total cost of 
sales, i.e. total factory cost plus freight and 
the selling expenses corresponding to 15 per cent 
on capital employed in the 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 findings of the Tariff Commission
brought home to the Government that firstly there 
was a divergence in the costs and expenses 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 - the Drug Prices 
(Control) Order 1970 which was issued under the 
essential Commodities Act*to bring down the prices 
of essential drugs, to curb 'excessive' profits,

26C o m
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and to promote Research & Development activities 
and product diversification,"

3.13 The QPCO 1970 was promulgated on
16th Hay 1970. The principal objective of the 
order v/as to effect a measure of rationalisa
tion in the prices of drugs and to build up a 
rational system of price control. The order 
v/as also designed :
(i) to bring dov/n the prices of those 

essential drugs where prices gene
rally remained very high,

(ii) to 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 
to curb excessive profits.

;onl 27
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■j.14 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 oulk 

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 whiui detailswsre required to 
be furnished in the prescribed form.

(iii) In regard to formulations, certain 
norms for conversion charges and 
packing charges were prescribed 
for reworking the costs and a for-
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roula was devised for calculating 
the prices of all formulations 
having due regard to. products of 
original research and development.

Under the usual scheme, the formulations 
were priced with a mark-up of 7556 on the total ex- 
factory cost. The mark-up included provision for :
(i) Outward freight,
(ii) Distribution costs and the trade 

commission,
(iii) Promotional 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 
applicable to essential and other formulations and
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overall profitability not exceeding 15 per cent on 
sales turnover.

3.17 It v/as provided under the'alternative
scheme' that gross profits made by this industry 
(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 prior approval of Government, 
for following purposes :
(a) Research and development;
(b) Adjustments against future profits

or losses; and
(c) Such other purposes as may be spe

cified by the Central Government 
from time to time.

3.13 The Order provided certain time limits
for submission of revised price lists supported by 
complete data for approval by the Government. ;.'hen 

it was found that there v/as 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 1st of August, 1970, v/ere
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"frozen" at the level prevailing immediately bef
ore the commencement of the Order, pending scrutiny 
of the pricing data by Government.

3.19 Subsequently, necessary approvals after
scrutiny of the detailed cost data, were issued in 
December 1970. There are over 2,600 drug manufac
turing units of various sizes in the country. As it 
was obviously not possible for the Government to 
examine the detailed price calculations of all ohese 
units in respect of the formulations within the time
limit specified in the Price Control Order, a begin
ning was made by fixing the prices of the drugs pro
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.

3^20 Details of cost structure of 11,732
packs of formulations as produced by the manufactu
rers were examined on a quick basis by the Ministry 
of Petroleum & Chemicals, during a short period by 
constituting a Drug Prices Review Cell. As a result 
of this exercise, prices of about 45;j of the forrnu-
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lations/packs were reduced, 36% were kept at the 
earlier level, and increases were permitted only- 
in respect of 11.45/S of packs of finished formula
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 a result of the above 
exercise, the community would have benefited to the 
extent of .Ь.20 crores in a total turnover of about 
h.220 crores.

3.21 In September 1970, a Working Group was 
set up by the Ministry of Petroleum & Chemicals 
under the Chairmanship of the Chairman, Bureau of 
Industrial Costs <5 Prices 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 Group sub
mitted its report in four volumes the first three 
relating to bulk drugs and the fourth to formulations.

3.22 Reports of the V/orking Group were sub
mitted to Government between April to October 1972,
In April and May 1974, Government announced its deci-
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sions in respect of the recommendations pertain
ing to norms of conversions and packing charges.
As costs of production had undergone a signifi
cant change since the initial investigation by the 
'forking Group, the Government asked the Bureau of 
Industrial Costs and ; rices to examine whether 
and to what extent, the earlier recommendations 
needed modification. In the light of this exami
nation, later Government announced the revised 
prices which came into force from 1st Kay 1975.

3.23 The price control on the Drugs « Phar
maceutical industry has thus been in force in one 
form or another for two decades. Since 1970, vir
tually all changes in the prices of drugs and for
mula cions have required prior approval of Govern
ment. The operation of the controls unto the 70s, 
however, had a lesser impact on the structure and 
level of prices of drugs and formulations than was 
perhaps expected in view of the very large propor
tion of items in respect of v/hich reductions in 
prices were effected.

3.24 As pointed out earlier, the Drug Prices 
Review Cell undertook a quick examination of the 
cost structure of 11,732 packs and formulations and

: 32 :
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after discussions with the manufacturers, certain 
price adjustments mainly downward v/ere effected.
In such an exercise, however, it was only to be 
expected that manufacturers agreed to reduce the 
prices of chose it ecu, where the sales value was 
small and/or growth prospects v/ere limited, V/hile 
the nrice reductions covered nearly 45:o of the for
mulations in terms o:" numbers, in terms of totax 
sales of the 110 com.xinies, the proportion was loss 
than 30%, Similarly, in the case of more than l/pr
of the f omulations, prices v/ere allowed to be kv.pt
at the earlier leva:Is . In a large number of CCv̂ C-o ,
thes e items which top :ther constituted ado ou t 6,; of
the sales v/ere also products which carried a much 
cipher mark-up, and therefore, had a significantly 
higher margin of profit.

3.25 Rigid control on prices of drugs and
formulations had to be modified and selective in
crease in orices permitted on the merits of each 
case to take account of any substantial variations 
in costs of materials including packaging material. 
But the extent to which such modifications v/ere 
required was relatively small, until the last quar
ter of 1973. For instance, the total number of
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applications received for refixation of prices was 
759 in 1971, 2716 in 1972 and 2653 in 1973. With 
the oil crisis and the subsequent spiralling of 
world prices and also the high rate of domestic 
inflation, the situation v/as radically altered by 
the end of 1973. During the first quarter of 1974, 
the number of applications for price revision vent 
up to 1469 and increased further to 2151 in the 
quarter ending June 1974. It was evident that with 
the ste<;p rise in production costs, the revision of 
prices both of bulk drugs and formulations was nece
ssary if supplies in the market were to be maintained.

3.26 In July 1974, after detailed discussions
with representative associations of manufacturers, 
the Government evolved a system unuer which manufac
turers could apply for price increases but the ex
tent of such increases was to be limited to the act
ual increase in costs of materials (including packa
ging materials) only. Other cost increases such as 
the ones due to increase in wages, electricity rates, 
freight charges, distribution costs etc. v/ere not to 
be taken into account. The salient features of the 
connected guidelines v/ere to provide :

A basis for calculation of escalatory
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effect due to rise in the prices of 
raw and packing materials over the 
prices used in the cost data of 
1970/the latest cost data approved 
for price revision prior to May 1974. 
A simplified procedure for adoption 
and acceptance of prices for drugs 
and excipients used in the formula
tions duly certified by Chartered/ 
Cost Accountant in the prescribed 
proforma.
Notified rates besides norms for 
Conversion Costs, rackaging Costs 
and process loss for overages for 
working out current ex-factory 
costs.
Provision of an additional mark-up 
on the escalatory effect to provide 
for the increased cost of commission, 
transport and miscellaneous selling 
and distribution expenses as under :
i) 50 ,j on escalatory effect wherever 

the existing mark-upuis 75/° or 
less •

ii) 25/3 on escalatory effect wherever
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the existing mark-up was between 
75% to 100%.

iii) Kark-up on escalatory effect upto 
a maximum of 25% wherever the 
e::isting mark-up was between 100 -
150,o limited to a maximum mark-up 
of 100,5 on the revised ex-factory 
cost.

iv) Ho mark-up on escalatory effect for 
items where the existing mark-up 
was ...ore than 150%. In such cases, 
even the escalatory effect would 
be so restricted as to limit the 
revised mark-up to 150%.

Further, in order to assist smaller 
units which, in any case, would have to price their 
products in relation to the prices charged by the 
larper manufacturers in the industry, Government also 
decided to raise the exemption limit from it.5 lakhs 
to is. 50 lakhs. (R* Ç Mi Hi «0

3.27 As a result of these measures, it was
possible to deal with the large number of applica
tions received for price revisions much more expo-

Cont 37



: 37 :

л

ditiously. In general, decisions on applications 
were taken within 4 to 6 v.reeks although the total 
number of applications was very large. Thus, the 
monthly receipt of applications which was on an 
average of 221 in 1573 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 September 
and November 1974, it was possible to deal with 
as many as 1466 price revision cases.

The procedure laid down in the guide
lines for price revision, however, was intended to 
be a stop-gap arrangement in order to provide inte
rim relief to the industry in an expeditious manner. 
The main purpose of this revision was to ensure 
that there was no serious disruption in supplies 
on account of the spiralling of production costs 
and the continuation of uneconomic and low price. 
This purpose was, by and large, achieved.

Hathi Committee Report
New Drug Policy

3,28 The Committee on Drugs and Pharmaceu
tical Industry, popularly known as the ilathi

font
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Committee, which had been set up in 1974, submitted 
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 exchanges of views with the repre
sentatives of the industry. The proposals based on 
this could come up to the Cabinet 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 Marcs 1978.

3.29 It imposed a specific freeze on the pri
ces of bulk drugs and formulations for a period of 
one year. This period was over in March, 1979 and 
on 31st March 1979, the Drugs (Prices Control) Order, 
1979 was promulgated. The Drugs (friges Control) 
Order, 1979 provided for the revision in the prices 
of bulk drugs and formulations. Government announ
ced increase in the prices of petroleum products in 
August 1979 which affected the cost/price structure 
of bulk drugs and formulations. The procedure for 
allowing price adjustments in bulk drugs and formu
lations was approved by the Cabinet in August 1980. 
The price revisions under Drugs (Prices Control) 
Order, 1979, therefore, started after August 1980.
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3.30 The price revisions of bulk 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, 19S0. In a few (21) cases 
(chiefly of fermentation oased drugs), Government 
have also updated the costs of utilities upto 
31st December, 1981 taking into account the price 
hikes in Petroleum Products which the country faced 
during 1981. In other words, in the prices revised 
so far, the effect of the increases in the prices 
of Petroleum products announced by the Government 
in August 1979 and June 1980 have been taken into 
account. The effect of the June 1980 escalations 
on the costs of inputs 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 Government in January 
1981 and July 1981 is yet to be reflected in the 
prices of *fche most bulk drugs and formulations.

3.31 The 1980s price increases of bulk 
drugs and formulations are, therefore, attribu
table to :
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(i) Increases in the Petroleum pro
duct prices announced by the 
Government in August, 1979 and 
June, 1980.

(ii) Increases in the rates of Utili
ties like power, electricity, 
steam 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
ing material costs.

Decreases

3.32 In the case of some bulk drugs, prices
have decreased upon revision under DPCO 1979.
These are mostly in cases where the previous prices 
were the 'declared prices' under DPC0/1970. These 
drugs were not. then specified as essential drugs in 
Drugs (Prices Control) Order, 1970. The manufac
turers were, therefore, allowed to declare their 
prices on commencement of production. Theywere 
brought under price-control in 1979 and their prices
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ofwere fixed on the basis* cost studies.

3.33 A fev.T manufacturers ox some of the
bulk drugs whose prices have been revised down
wards have challenged the revised prices in Courts. 
The High Courtsof Oelhi and Calcutta have stayed 
the implementation of some revised prices of bulk 
drugs and their formulations.

11ecent Reduction in Prices

3.34 Government have recently taken a series
of steps to bring dov.n the prices of certain impor
tant medicines, which are given below :

i. Reduction in prices of Rifampicin 
Tormulations
On account of reduction in the import 

price of Rifampicin from a.5361 per kg. to 4209 per 
kg., the prices of formulations based on Rifampicin 
were reduced v/.e.f. 16гh February, 1983. By this, 
reduction would range from 25% to 30%.

ii. Ithambutol Formulations
Government have shifted Ethambutol and
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its formulations from Category III to Category II 
in March, 1983, thereby reducing mark-ups from 
100/o to 55>S.

iii. Trimethoprim and Sulnhamethoxazole 
Formulations
Prices of Trimethoprim were reduced 

from is.2420.67 per kg. to is.1055.00 per kg. and 
that of Sulphametho::azole from Rs.539 per kg. to 
fc.390 per kg. w.e.f. 16th February 19Q3. This 
combination is used in anti-bacterial formula
tions. The prices of important brands of this 
combination like Septran and Bectrin have already 
been reduced.

iv. Cimetidine Formulations
The prices of Cimetidine formula

tions v/ere also reduced in February 1983 by al
most 50/ o.

v. Propranolol Hydrochloride 
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

ofpricesAwhich were announced earlier in the year.



Chronology of Price Controls on 
Drues (and essential commodities)

1942 : DIR - Cloth (Textiles) Control
1955 : EC Act framed

1962 : (China - India War)
DIR - Display of Prices Order 

for various commodities 
Also Drugs

1963 : Inflationary trend accentuated

1965 : (Pakistan-India War)
1966 : EC Act - Price Control Order 1966
1968 : Tariff Commission enquires into 

17 bulk drugs and formulations 
based on these

1970 : BICP enquires into another 24 
bulk drugs

1?70 : Full-fledged orice control order 
under EC Act : DPC0/1970

1973 : First petroleum price hike. 
Inflation accentuated.

1974 : Parliamentary discussion, Public 
conventions - Media analyses

1974 : Constitution of ’Hathi* Committee 
to report after detailed enquiry 
into drug industry
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1976 : Price freeze
1978 : Report of Hathi Committee
1978 : Formulation and adoption of a 

new Drug Policy (23 March, 1978)
1979 : Promulgation of Drug Prices Con

trol Order 1979 w.e.f. 1.4.1979
1980 : Procedures regarding pricing under 

DPCO 1979 finalised by Government
Price revision of bulk drugs on 
fresh cost studies commences 
September 1930
Formulation price revisions 
commence December 1980.

1983 : National Drugs & Pharmaceutical 
Development Council formed - to 
assist Government in reviewing 
existing measures including price 
controls

DIR Defence of India Rules
DC Act = Essential Commodities Act 1955
DPCO Drug Price Control Order
DICP Bureau of Industrial Costs and Prices
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4. The Customers for Druas

4.1 I-Iarket surveys carried out by Opera
tion Research Group specialised in pharmaceutical 
audit, give the following picture :

URBAT-? RJRAL TOTAL
Number of towns 
as oer 1971
census 2,978 557,013 559.991
Population in 
the above places
in millions 109.06 434.79 543.85
Total retail 
off-take of 
Drugs (Jan to 
Dec *77) in 
million of
rupees 4,030 370 4,400

Trade sales per 
1,00,000 popu
lation in rupees 37 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 reported 
to exist.
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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 & Sub 
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 departments and agen
cies, such as, Central Government Health Services, 
Employees' State Medical Services, Defence and 
Railway Medical Services, etc. Drugs are also 
required in large quantities for National Programme 
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

^Health Statistics of India 1982 - Ministry of 
Health & Family Welfare.

♦Medical Council of India and Dental Council of India
I
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period is a coverage of 35 million population*. 

Ma.ior Public Health Needs

(Source: Health Statistics of India - 1962:
Ministry of Health & Family Welfare,

_________ New D e l h i ) _____
* Sixth Five Year Plan 1980 - Planning 

Commission of India

4.4 Reported Cases (1981)
1. Dysentery
2. Ga s tro-Mntritis

6,193,280
887,124

2,666,244
2,674,202

557,994

3. Malaria
4. Leprosy
5. S.T.D.
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5. The Pattern of Drug Distribution and Sales:
Marketing Systems

5.1 Sales of medicines are generally effec
ted by manufacturers through Distributors or Sto
ckists and authorised Y/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. Most 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-Knoll, Cyanamid, Hoechst, Pfizer and 
Y/yeth Laboratories) sell their products directly to 
formulators. Producers claim that by means of con
tinuous contacts and inspection of the depots of 
the distributors through the manufacturers' own 
staff appointed for this purpose effective control 
over the selling system 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, 
hospitals and medical people. Such distributing 
agencies worked on commission basis and v/ere given 
territorial rights. As domestic production inc
reased, manufacturers in general set up their own 
supply points in the form of sales depots. Most 
of the manufacturers now have such supply points 
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, and are free in turn to supply these 
drugs and medicines to retailers and doctors as 
and where needed. Under this system, 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 industry has already
developed a vast distribution network to ensure 
ready availability of a wide variety of drugs and
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medicines in all parts of the country. A typical 
example of a large company manufacturing and mar
keting a number of well-known brand formulations 
is given below after para 5.17.

The Mode of Transport of Drugs

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 offers safe, speedy 
and convenient transport services suited to the 
carriage of drugs ana pharmaceuticals even to the 
remote parts of the country.

5.5 The hospitals under the Government of
India (as distinct from the States) receive medi
cines from the 'Government Medical Stores' run 
by the Ministry of Health & Family 7/elfare. Those
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stores invite tenders, and then enter into rate- 
contracts for a full year's supply - as a rule at 
the lowest rates*

5 .6  State Governments make purchases sepa
rately through tenders for lots or annual rate con
tracts. Indenting Officer can procure medicines 
directly in accordance with the rate contracts as 
required. Drugs which may not be on these con
tracts , or may not be read:ly available from the 
contracted suppliers may be bought in immediately 
required lots by floating 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 formulators,

5.8 All other things being equal, the buy
ing departments of the Government of India (not 
the State Governments) are expected to give a 
price-preference of 10/j to the Public Sector Drug 
manufacturing units like IDPL & HAL, However, 
they are also expected 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*maximum retail prices’ of 
most formulations procured by these public insti
tutions are fixed by ■one 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 Scale Units whose costs are lower on 
account of lower overheads etc. Drugs and medici
nes are required to be supplied to these institu
tions in special packings, with special markings, 
on credit and at highly competitive rates. These 
conditions necessitarne that supplies are made 
directly from manufacturers.

Sales Promotion

5.10 The normal means of mass communica
tions are not available/sufficient for the drug 
industry as pharmaceutical products have to pass 
through 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 expenditures are incurred.



5.11 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 permissible. Manufacturers arrange and 
finance seminars, work-shops and other 'get-togethers' 
of doctors which help them build a rapport with the 
profession.

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 quantum of amounts spent on sales 
promotion is not relatable 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 costs 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 Fs. 2,773 per doctor.
On the other hand, there a re about 100,000 regis
tered Medical Practitioners in India and the cost 
comes to Fs.410 per doctor which is almost 1/7th 
of the figures for UK". It also noted that "this 
compares with the ratio of the per-capita costs 
(incurred) of drugs in the two countries."

5.15 Sales promotion expenses actually
incurred by a large manufacturer with a wide range 
of bulk drugs & formulations may be seen below :

i) A-/ A £- r Û ^ JTS ^  -

P(T\J2/S S S  i  T(aJL

Utii-dv K) Hu, frrAfTndJ-
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Head of Account Total Cost

1. Employees Remuneration oc Bene
fits including Leade 3c Medical

Es./Hi 11 ions 

8.48
2. Incentive to Staff 

(Achievement related) 0.84
3. Travel 6; Hotel Expenses 5.66
4. Advertisement 0.13
5. Conferences £< Entertainment 0.13
6. Printed Promotional mterial, 

Stationery A Postage 2.76
7. Samples 9.16
3. Gifts 2.00
9. Training & Dev. 0.20
0. Hisc. Awards (To Trade) 0.30

2TT66

Total Ho. of Med. Reps. 
Ha-nan Formulations 
Vet.
Bulk 
Total :

Average expenditure per Rep. per year ¡¿.77,290

t



TYPICAL CO;— PATTERN OF DPUG DISTRIBUTION AND SALESi \

1. Distribution Chain î

Factory
I
I

V
Sale? Office

tItI
TII
xl/

Government 
Institutions 
Statutory 
Bodies and 

Hospi tais

V-"
DispensariesIII

’------->

Wholesalers - ---:>i i• •■ i■ ■
\1/

Dispensing
Practitioners

I
I

Retailers £-- Semi-
Wholesalers

Consumers
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 distribute 
them to wholesalers and other institutions. As shown 
in the Distribution chain, the stocks percolate down 
to the consumer.

3. Margins :
a. Sales Offices - The cost of distribution from

factory to wholesalers through the sales offices 
is borne by the Company. This comprises of 
sales office overheads, primary transport to 
stock points and secondary transport to the 
stockists.



b . Wholesalers» Minimum wholesalers' margins are 
stipulated by the Drugs (Prices Control) Order,
1979. The present margins offered by the 
Company are :
Ethical - Categories I, II and III - 6% of trade pric 
Products Category IV - 8% "

Non-Ethical
Products - 4% " " "

c. Retailers - Minimum retail margins are also stipu
lated bv DPCO. The present levels are:
Ethical - 
Products

Categories I, II and III 
Category IV

12% of retail r. 
18% "

Non-Ethical
Products - - 10% "

Costs incurred by LeveL :
The Company bears the full cost of transport from 

factory to sales offices, sales office establishments 
and the cost of transport from sales offices to whole
salers. The wholesalers and retailers meet their costs 
out of their own margins. Their margins account for the 
costs of .market credit, quantity discounts and soles 
service in addition to the costs of their establishmer.es 
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-regular.ory 
situation the differentiation is based on product 
category and the trade practices.
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FLOW -  CHART OF DISTRIBUTION PATTERNS WITH INVENTORY L E V E L S  IN WEEKS

I II III IV V

t o r y  e x c l .  
t r a n s i t
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DISCOUNT MARGINS ENJOYED BY EACH ON SALES TO N EX T L E V E L  CUSTOMER

Margin % 
all Prod,

Margin % 
Cat. I & II 

III 
IV

Margin % 
Cat. I ,  II 

k III

IV

I II III IV V

M A N U F A C T U R E R M A N U F A C T U R E R M A N U F A C T U R E R
1

M A N U F A C T U R E R  1 M A N U FA C TU R E R

_____i______________
C k F 
2 .5

Agent

Y > \' 4-
Branch
Warehouse

National
Distributor

Regional
Distributor C & F Agent:____

Regional
Distributor

N. A . 6 to 10 6 to 8 2. 5 6 to 8

1 l 1 1
Stockist Stockist j Stockist Stockist Stockis t

3 to 5 
5 to 7.  
8

5
3 to 5 
5 to 7 
8 1

3 to 5 
5 to 6 
8

3 to 5 
5 to 8 
8

3 to 5 
5 to 6 
8

1 >* 1 l >/
Retailer Retailer R etaile r Retai 1er Retailer

10 -  12 10 -  12 10 -  12 10 -  12 10 -  12

18 18 18
—

18 18



COMPARISON OF EXPENSES AS # OP SALaS VALUE AT VARIOUS
LEVELS OF DISTRIBUTION

• NATIONAL '
• DISTRIBUTOR '

REGIONAL
DISTRIBUTOR

f STOCKISTS 1 1 » RETAILERS

Cost of Capital I 1.75
i •

1.50 ! 1.50 | 
t i

1.50

Freight Exp., Delivery I 1.00 | 0.75 0*50 ; 0.10
cost i « i i

« « f t
Administration ; 1 . 2 5  i 1.00 ; 0.75 1 0.70
Labour, Rent etc. f ( 1 t

t f 
1 f

Cost of credit t 1i 0.75 ,
i •

0.75

« 
^ 

m 

• o o 0.25

HI o £ • 1, 4.75 
• •

4.00 ; 3.00 ; 2.55

REMARKS:
t «
• * High cost » * Partly own ,* Negligible , » Low capital
• of capital. ' unutilised i direct credit , cost due to
• * No own funds. • capital. » facility i credit facility
• * High freight • * Freight t available i from stockists.
• Exp. due to « lower due i from Distri- i * Low Admn. cost
' long distancei smaller i butor. • due to employ-
» * High Admn. • area of t * Admn.,  labour i ment of depen-
• cost due ' operation. i cost margin- t dents, less
• better paid »

* Admn. Labour, i ally lower i qualified
» employees, ' rent lower i due to less • persons.
• better 1 being smaller i packing cost i * Managerial
• premises. * towns. i and less « functions by
1 1 i costly labour.« family members.

* Managerial 
function by family membere.

5é<l



I I  :  T H E  N A T I O N A L  P R I C E  C O N T R O L  K E C H A N I S M

1. Controlled Prices

1.1 The prices of bulk drugs as well as formu
lations are controlled in India by a single legis
lation called the 'Drugs (Prices Control) Order 
1979' issued under the 'Essential Commoditie Act 
1 9 5 5» - 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 prises" permissible. They are the retail 
prices printed on medicine labels in the case of 
the formulations. However, the minimum margins 
which must be provided to both the Retailers and 
the Wholesalers - whether Stockists or Distributors 
of the manufacturers - have been specified under 
the DPCO 1979. Thus retailers' and wholesalers'
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prices can be derived by discounting the MRP by 
those margins.

1«3 Most manufacturers base their prices on 
these discounts although on some products the 
trade or pharmacist may receive larger margins 
than the minimum prescribed.

Legal Status of Controlled Prices

1.4 The Indian Courts have examined the question 
whether control should be exercised on ex-factory 
prices, -holesule prices or retail prices. The 
Supreme Court of India has held that “There is no 
warrant for holding that the Govern ¡ent must not 
only fix ex-factory prices but also wholesale and 
retail prices. V/hat prices the Government will fix 
depend upon their estimate of the situtation which 
would serve the 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
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that the object can be achieved only if retail 
prices are fixed and that there is no other v/ay of 
chieving it." (1959 Supreme Court P 629-631).
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2. Basis for Controlled Prices:
'Cost-Plus'

2.1 The methodology in drug pricing adopted by 
the Tariff Commission (1966-68) and later adopted 
by the BICP and Government under the DPCO 1970 and 
DPCO 1979 has remained basically unchanged. The 
cost of production is determined first to which is 
added a return based on the same, to arrive at the 
'maximum selling price*. However, the basis of 
computing the return to the industry for bulk drugs 
and formulations is different, the one based on capi
tal employed in business and the other on sales turn
over.

2.2 The Tariff Commission had adduced the reasons
for .adopting tiiis differential oasis of computing 
returns thus:

"In the case of activity related to the manu
facture of b sic drugs, heavy capital invest
ment is needed and Return, therefore, can be 
related to the capital employed. On the 
other hand in the case of formulations, the 
industry and consequently the individual 
units are not c-pital-intensive and the
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proportion of capital employed to sales 
turnover is very much smaller than in the 
other case, hhile.it would be quite safe 
to adopt the capital-employed basis in the 
case of basic drug manufacture, in the case 
of formulating activity, the rate of profit 
cannot be so applied bo the employed capital, 
since the quantum of net assets is small and 
working capital high. The determination of 
the working capital in the case of formu
lating activity would be difficult and even 
if it is done it will be : sure or less tanta
mount to the cost of sales."

Bulk Drugs
Unit rl'anuiacturing Costs

2.3 The actual unit manufacturing cost for trie 
latest available year is collected from the manu
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 including depreciation charges. 
Based on the actual unit manufacturing cost, the 
proposed costs are projected for the next three

: 61 :
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years taking into consideration the installed capa
city, likely changes in salaries and wages, additions 
to plant and 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 
intervals and are so made.

Return on Net V/orth

2.5 The method of allowing return in respect of 
bulk drugs is related to Net V/orth, which has been 
defined as Equity Capital + Free Reserves. For the 
purpose of arriving at Net Worth, net fixed assets 
for each bulk drug/activity are arrived at on a 
suitable basis of apportioning. Working capital 
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 
available from the latest Balance Sheet. The
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equity portion is allov/ed 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 borrow
ings. Return is allowed on net worth @ 14% in respect 
of Category I & II bulk drugs and @ 12% in respect of 
Category III bulk drugs.

Formulations
Ex-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 Government 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 so worked out, 
a mark-up varying from 40% to 100% in respect of 
price controlled formulations is allowed depending 
on the category status of the formulation. The mark
up includes distribution cost, outward freight,

: 63 :
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promotional e:<penses trade commission and manu
facturers' margin.

P ro fi t/Margin:

2.7 The actual margin/profit earned by the manu
facturer on formulations depends upon the extent 
upto which the manufacturer is able to economise 
his expenses. The rates of 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.

(b) fifty-five per cent in the case of formu
lations specified in Category II of the said
Schedule.
/ Icpto(c) /one 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 demonstrably 
irrelevant to the policy." It has been held that 
"Parliament having entrusted the fixation of price
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to the expert judgment of the Government it would 
be wrong (for the Courts) to examine each and every 
detail pertaining to the Government decision....
The interest of the producer and 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
mental power to fix fair prices is broadly within 
a zone of reasonableness.." (Supreme Court of India ■ 
Prag Oil Hills 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 balance more in favour of the 
consumer than the manufacturer - if that has to be
done.



3. Prices of New Drugs:

3.1 There was no price control 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 
study the cost structure of18 important bulk drugs. 
The Commission submitted its report in 1968. The 
bulk drugs, cost structure of wnich was studied 
by the Tariff Commission, were included in the 
Schedule I of the 1970 Order and were called 
•Essential bulk drugs1. 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
mum selling prices and no manufacturer could sell 
such bulk drugs at prices exceeding the prices as 
notified by the Government.

3.2 In respect of remaining bulk drugs at the 
time of commencement of Drugs (Prices Control)
Order 1970 in May 1970, Lhe manufacturers were free 
to make declaration of the selling prices or the 
notional prices within 15 days of the commencement
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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 drugs 
production of which was commenced subsequently, manu
facturers were free to declare prices within two 
weeks of commencement of production, but, subsequent 
increases, if any, could be effected only after 
approval of the Government.

3.3 Under the Drugs (Prices Control) Order1979 
the manufacturers cannot 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 present over 300 bulk drugs included 
in the list. Out of these about 2C0 bulk drugs are 
indigenously produced in the country. In a majority 
of the cases (184 in April 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 Government is normally fixed for a period of 
six months. After completion of six months, the 
manufacturers are once again required to furnisn 
details about the cost of production, depreciation, 
plant and machinery cost, borrowings etc in the 
specified Form. These details are based on the 
actual cost and actual working experience which 
becomes available to the manufacturers by then.
After scrutiny of the details furnished and a 
detailed study of technical aspects and other para
meters, the final price is fixed and published by 
the Government in the Official Gazette.

3.9 The Drugs (Prices Control) Order 1979 also 
deals witn the new bulk drugs produced through ori
ginal research and development efforts in the coun
try. In respect of such bulk drugs which are not 
produced elsewhere i.e. in other parts of the v;orld, 
exemption 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 certificates 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 Y/elfare. The prices of formulations based 

«
on such bulk drugs are, however, price controlled.
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4. The Controlling Authority:
Its Tasks?

4.1 The final authority for fixing/revising the 
prices of hulk 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 Industrial 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 Commissioner Drugs, who scrutinises them and 
notifies them in the Official Gazette after obtain
ing approvals of the Minister for Chemicals and Ferti
lizers in each case.

4.3 The work in the BICP is overseen by a Commi
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 the economic Adviser in the 
Ministry of Industrial Development*

: 70 :
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4.4 A Sub-Committee of the jjPRC meets every week 
to scrutinise the price recommendations regarding 
formulations before they are sent to the Development 
Commissioner Drugs. Since the DPCO 1979 provides 
for higher mark-ups on formulations which are market 
leaders, a Working Group constituted by the Develop
ment Commissioner identifies ’market leaders' from 
monthly market survey reports (Operations Research 
Group).

: 71 :

4.5 Thus the BICP does the initial costing on 
each drug and formulation. The Development Commi
ssioner Drugs finalises the prices, obtains Govern
ment approvals, and publishes them in the OfL'icial 
Gazette. The other tasks of the Development Commi
ssioner’s Organisation are to collect constant inte
lligence about imports of drugs and raw materials 
from the ports and to keep a track of the C.i.f. 
prices as well as domestic market prices. When
ever these prices change significantly, revisions 
are initiated by it. Early in 1903, prices of popu
lar formulations based on Trimethoprim-Sulpharnethoxa- 
zole combinations, Rif mpicin and Cemetidine were 
revised dov/nwards when sharp falls in bulk drug 
prices and imports were observed.
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4,6 The Development Commissioner Drugs operates 
the Drug Prices Equalisation Account established 
under DPCO 1979. He mops up any unexpected savings 
that may accrue to a manufacturer if his costs fall 
well below those taken for pricing him.(e.g. in a 
case vnhere a drug priced on the basis of basic- 
stage production is manufactured temporarily faon 
and intermediate stage). This fund is also operated 
where two or more manufactuers of the same bulk drug 
have to be provided a ’retention1 price whereas the 
sale is at a 'common’ sale-price. He also initiates 
penalties/punitive action against violations of the 
price-order.



5 METHOD OF CALCULATING THE COST OF IMPORTED 
RAW MATERIALS

Finished & Packed Products
5,1 Import of only those finished and packed 
pharmaceuticals is permitted which are not produced 
in the country. Most of the medicines imported in 
the finished and packed form are essential and life 
saving medicines. The requirements are small, but 
these are important for treating major diseases like 
Cancer, Leprosy, Perkinsonism. The c.i.f. import 
price of the finished and packed product is verified 
fro..i the proforma invoice and bill of entry. Duty 
of customs is allowed over the c.i.f, cost at the 
prevalent rates-which are nil in respect of essen
tial and life saving medicines,and are allowed on 
other medicines on slab basis specified by the Cover 
nment from time to time. Letter of Credit opening 
charges, voyage interest and other incidentals are 
allowed subject to a ceiling of 2% on the c.i.f. 
price. The sum total of c.i.f. import price + duty 
of customs + letter of credit opening charges etc. 
gives the costs of the imported finished and packed 
medicines.

5.2 The prices of finished and packed medicines



: 74 :

are also fixed under the Drugs (Prices Control)
Order 1979. In fixing their prices, a mark-up of 
50% cn the cost indicated above o.nd also referred 
to as landed cost of imports is allowed. The mark
ups besides distribution cost, freight, trade commi
ssion and promotional expenses includes the profit 
margins of the importers.

Bulk Drugs
5.3 The c.i.f. import price of the bulk drug is 
verified with the help of proforma invoices and bills 
of entries. Over the 101% c.i.f. price of the bulk 
drug, duty of customs is calculated. Customs uuty 
levied on drugs at present varies from 0% to 105%.
LC opening charges and voyage interest etc are allowed
subject to a ceiling of 2% on the c.i.f. cost. ’he
sum total of the c.i.f. Cost, duty of customs and the

»above charges establishes tiie la >ded cost ofimport 
on a bulk drug. This landed cost normally forms the 
basis for fiing the prices of formulations under the 
Drugs (Prices Control) Order 1979.

5.4 The imports of bulk drugs are made by formu-
1stars from different sources at diverse prices, dot 
only the sources of imports, but, the prices of imports
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art also monitored and scrutinised from time to time. 
This scrutiny reveals t e lowest. and the highest cost 
paid for the import of a bulk drug. Data relating 
to import of drugs is also collected by the Officers 
of the D~nig Controller (India) stationed at various 
Ports and Internet!"sial Airports of the country.
Based on the collected data, the average c.i.f. 
import price for a complete year or for a limited 
period is determined and such a price with prevail
ing rates of duty of customs and LC opening charges 
etc. calculated on the above basis gives the landed 
cost of imports. Such landed cost of import i.; also 
used for the purpose of regulating the prices of for
mulations in those cases ’.mere imports of bulk drugs

lire
are significant and^arra. gad by the importers from 
different sources at different prices.

5.5 At limes model values of c.i.f. import prices 
are also used to determine the landed cost of imports 
for regulating the prices oj/formulations•

Iniemeaiates used in Dru ; Synthesis
5.6 The range of intermediates used for the pro
duction of bn.Ik drugs is quite large. Intermediates 
which are not available .in the country or the pro
duction of which is not adequate, a reimported lor
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production of bulk drugs. The rates of duty of 
customs on intermediates are also levied on a slab 
basis and vary from 2b,j of the c.i.f. price to much 
higher percentages. The procedure for working out 
the landed cost of imports of die intermediates is 
the same as for the bulla drugs. Tne landed cost + 
transport charges incurred on their transportation 
to the factory of the producer of the bulk dru , 
form the basis for adopting the rates for such 
intermediates while corking out che cost of the 
bulk drugs.

5.7 The import of finished «and packed medicines, 
bulk drugs and intermediates is regulated under the 
Imports & Export Policy issued early year by tee 
Government of India. In the Import Policy restri
ctions varying from absolute ban, limited permissible 
imports, to imports un 1er Open General Licences have 
been imposed. Such restrictions are imposed keeping 
in view the indigenous production, capacity installed 
etc.

Hov/ is the Level of Above Prices Calculated
for the Purpose 'ox;
Calculating Customs Tarrif and other du ties :

5.8 Duty of customs on imports is levied ad valorem;
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the value that form:; the basic for levy of such duty 
is the c.i.f* price. The various elements of the 
duty of customs are the basic rate of duty of customs, 
auxiliary rate of duty of customs and counter-vailing 
rates of duty of customs. All these duties are cal
culated on ad valorem basis.

Transfer prices for inter-companies tr. nsacbions
5.9 In India for the purpose of fixing prices of 
imported finished medicines, bulk drugs and interme
diates used in drug synthesis, the principles of 
cost + margin of the transferer is not recognised.
The charges that are recognised heve already been 
indicated in the above discussion, and the cost incurred 
by the transferer, if ary, over and above these charges 
is not recognised. The principle of transfer price 
is, however, relevant in respect of production of
certain intermodiates/chernicnls required for indi

casesgenous production of bulk drugs. In thoseAwhere one 
company produces inter*, mediate alone -and the other 
company produces bulk drug out of those intermediates, 
the cost of such intermediates is first studied and 
after veri ic-.tion sues cost is allowed for deter
mining the price of a. bulk drug.



6. METHOD 0:-' C A L C U L ATIMG O T H E R  AVAILABLE C O E T S s

Research & Development
6.1 Research Cast is Refined as ' tne cost o f  sear
ching for ncv/ or improve i products, new applications 
o f  materi- Is, or ne;; or improved methods of produc
tion'. On the other i v m c i  development cost is t h e  

cost o f  t h e  process i c h  begin: with the . t r i p l e  . e . i -  

tai.ion of t h e  ¡.leeisio.i lo produce a  new or i i i . j r c v e d  

product or lo employ a .ia-w or improved method and 
ends with t a - a  commerce - . iont  of formal production of 
to at product t n  t . v  t  m e t h o d .  I n  other words, d e v e l o p  

meat starts whore research ends.

6.2 In so 1- r is drug industry in India is con
cerned, ebon t two decades back, there ’/ore no mspor 
research - n  ! i  melcy o u t  centres to undertake b  sic 
research. i> sic rer.e. res centres nave since ooen sec 
up by i ' i / s  d o j c c i S i ,  i a, e  s e n  icals Limited i d / s  L i a d r s -  

t a n  Ciba-Oed .y, ../s A n a . - d i a l  barabnai E.; terprises L^d, 
I  G P L ,  HAL a n d  a  nun o r  ■ other units, dost o f  the 
other units n ve under waken applied re sear c i which is 
aimed at improvement of existing products, mo Lads 
or equip.ends, exploring or establishing new pio ;uc e r s  
processes ar.b m s e n r e d  i ¡’or raw Materials and o t h e r
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(vi) The objectives for which research & develop
ment is undertaken are varied and,therefore, 
different accounting treatments are required 
for different circumstances.

6.4 Budgets for research & development are drawn 
in advance. Tue costs incurred on basic research are 
on capital account and revenue account. The total 
expenditure incurred on R&D and the projections indi
cated for the future are taken into consideration to 
arrive at the figure apportionable to the cost of 
various products produced by a company. The total 
R&D costs so arrived at are apportioned to the various 
products on the basis of conversion cost incurred in 
their manufacture. This practice is being followed 
since 1970.

License Cost
6.5 This cost relates to the cost of acquiring a 
brand name or a process to produce a drug. Foreign 
brand names are now mostly not allowed for use in 
the country. In so far as the cost of acquiring 
process of rnnufacture is concerned, the owner of 
such a process is either allowed a lumpsum payment 
or royalty or both, in lieu of parting with the



process know-how. The lumpsum cost allowed is a 
specific percentage of the saleable value of the 
product and is allowed for a period of five years.

6.6 These costs are absorbed in product pricing 
based on the production likely to be achieved and the 
sale value relatable to such production etc.

Sales Promotion Cost
6.7 These costs are also called in common parlance 
'selling and distribution costd. Most of the items 
constituting selling and distribution costs are not 
identifiable with the individual products and, there
fore, these costs are call-ed 'indirect costs'. All 
expenses incurred for the purpose of selling to the 
existing customers or for increasing sales to the 
existing and potential customers are grouped together 
under the head 'Selling Costs'. The various elements 
constituting selling costs are direct selling costs 
on functions like soliciting and obtaining orders, 
market investigations to ascertain size, nature and 
expenditure of the market .nd costs of issuing goods 
to the customers, costs on advertisements and sales 
promotion, costs of credit and credit calculation 
and costs of financial and general administration.



These costs are accotmted for by any of the well- 
known methods, namely, by cost centres, by functions, 
by products or by costs units and are then apport
ioned to the products mu an acceptable basis. In so 
far as the drugs St pharmaceuticals industry is con
cerned, details of costs incurred in the past, and 
the future projections of these costs are obtained 
from the manufacturers and are then apportioned to 
the products.

6.8 In respect of formulations such costs form a 
part of the mark-up and are not separately allowed 
while fixing the prices of formulations. In so far 
as bulk dru. ;s re concerned, the costs actually in
curred or 5;o of the cost of sales, whichever is lower, 
forms the basis for allocation of such costs.

6.9 In so far as .Distribution costs are concerned, 
they include cost of packing materials, transportation 
costs warehousing and storage cost and costs of fin
ancial and general administration. These costs ore 
allowed on the 1 nsis of: actuals incurred in the past. 
In respect of formulations, they are included in the 
overall percentage of mark-up on the ex-factory cost 
allowed by the Govern.ent under Drugs (Prices Control)
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Other allowable costs
6.10 The other allowable costs are administration 
overheads, bonus, cost on quality control. Adminis
tration cost or administrative overheads are the 
expenses incurred on the administration division of 
a concern responsible for planning and control of 
the organisation. The administration costs are 
allocated to product cost based on any acceptable 
basis, namely, as a portion of selling cost, sales 
value, conversion cost or product units. The method 
followed for allocating administration overheads cost 
to product cost is any one of the above well recog
nised bases of allovcation.

6.11 In so far as drug formulations are concerned, 
the administration overheads costs are included partly 
in conversion cost and pertly in the mark-up on the 
ex-factory cost as allov.ed on the various categories 
of formulations under the Drugs (Prices Control) Order 
1979.

6.12 While determining prices of bulk drugs, bonus 
is allowed at the minimum statutory rate of 8,33% of 
salaries & wages. In fixing prices of formulation^,
bonus is not separately allowed but, it forms a part 
of the overall mark-up allowed on the ex-factory cost
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6.13 Quality control costs are allowed based on the 
actuals of the cost and projections for the future, 
and are allocated to various bulk drugs based on quan
tum of production. In formulations, such costs form 
a part and parcel of the mark-up allowed on the ex
factory cost as explained above.
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7. Publication of Controlled Prices

7.1 The publication of the controlled prices is 
the responsibility of the Development Commissioner 
Drugs. Under DPCO 1979, a controlled price may 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 the Governrnexnt may be to encourage a new 
manufacturer to enter into the manufacture of a 
drug already under manufacture in the country it may 
fix separate 'retention1 prices for various manu
facturers and a 'common sale price' at which they 
may sell the drug (Para 4). Similarly, 'retention' 
prices and 'pooled' prices may be fixed (Para 7) 
where a drug is sold to the formulators from indi
genous production as well as imports.

7.2 V/here a controlled drug price is applicable 
to a drug and is not exclusive to a particular manu
facturer, it is invariably published in the Official 
Gazette of the Government. When a price is specific 
to a manufacturer the order may be communicated dire 
ctly to hi®.
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7.3 The formulation prices are also published 
on the same basis and in the same manner in the 
Official Gazette. There is no prescribed frequency 
for such publication. Prices are published as soon 
as fixed and are effective immediately on publication. 
They apply to all unsold stocks held by the manu
facturer or Trade and Pharmacists on the day of publi
cation.

. *•>
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3T“
No.
T ~

1 .

2.

3.

Drug
~~2

Unit
~3

Faximum sale price fixed 
by the^Govern.nent_______
--- (Rupees )-------------

Analgesics
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 (8.1.1931)
43.00 (5.7.1932)

Paracetamol Kgs 50.00 (18.5.1970)
78.08 (19.4.1974)

Anti-Leprosy
Dapsone Kgs 90.00 (18.5.1970)

113.35 (19.4.1974)
133.91 (22.8.1974)
156.47 (6.12.1980)

Cardiovascttlar 
4. Propranolol Hcl Kgs 2000.00 (1975)

2415.00 (16.2.1983)
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1 2__________________________________

Antifilarial
5. Diethylcarbamazine 

Citrate

Anti-diabetic 
6. Insulin

Anti-malarial 
7, Chioroquin Phosphate

8. Amodioquin Hcl

Kgs 190.00 (18.5.1970) 
257.88 (19.4.1974) 
281.19 (10.2.1975; 
171.51 (29.12.1930) 
177.23 (17.2.1981)

MU 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)

Kgs 259.53 (18.5.1970)
311.40 (20.1.1975)
352.00 (1976)
476.00 (13.6.1982)

Kgs 106.91 (18.5.1970)
177.86 (3.11.1970)
216.86 (14.7.1971) 
282.72 (5.9.1974)
367.00 (1976)

* ..... .......4"
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2 I
468.00 (22.1.1982)
525.00 (26.6.1982)

131.70 (19.4.1974) 
161.41 (22.8.1974) 
178.56 (7.12.Ъ30) 
192.18 (17.2.1981)
199.00 (20.5.1982)

87.69 (19.4.1974) 
102.25 (22.8.1974) 
113.10 (4.10.1980) 
119.62 (4.1.1981)

105.37 (19.4.1974)
116.17 (17.7.1974)

66.63 (19.4.1974) 
89.74 (22.3.1974) 
103.32 (29.1.1981)
121.00 (20.5.1982)

Antibacterial drugs 
9. Sulphadimidine Kgs 77.00 (18.5.1970)

10. Sulphacetamide Sodium Kgs 62.50 (18.5.1970)

Kgs 99.90 (18.5.1970)

Kgs 44.00 (18.5.1970)12. Sulphaguanidine
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1 2 3 ft
Corticosteroids

13. Betamethasone Alcohol Gm 176.00 (18.5.1970)
119.88 (19.4.1974)
134.28 (22.8.1974)
113.34 (12.5.1981)

14. Prednisolone Kgs 11946.21 (18.5.1970)
14266.21 (17.6.1°70)
17100.00 (8.8.1974)

Anti-tuberculosis
15. Isonicotinic Acid 

Hydrazide
Krs 126.16

130.32
(18.5.1970)
(22.7.1970)

153.17 (4.3.1975)

16. Ethambutol Kgs 730.00 (1973)
620.00 (19.12.1930)
837.00 (9.8.1982)
8C4.00 (21.3.1983)

Vitamins
17. Vitamin A 1G00HHU 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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f
1 2 ......... 3 --- - 4 —

19. Vitamin B12 Gm 100.00 (18.5.1970)
95.00 (1976)
98.70 (16.12.1980) 
124.87 (27.9.1982)

20. Vitamin C Kgs 72.70 (18.5.1970)
90.72 (8.3.1974)
104.00 (1975)
115.48 (29.12.1980) 
127.54 (25.2.1981)
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III. NATIONAL PRICES & FOREIGN 
PRÏCES : A GOÎ'lPÀRÏSON

3.1 The price control authority uses the
actual verified costs of production within the 
country for pricing the drugs and formulations.
It does not, therefore, require to collect infor
mation on prices of these products in other coun
tries for the purposes of pricing. However, in 
the process of looking at the invoices and other 
documentation relating 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 Develop
ment Commissioner Drugs does, however, collect 
information on international prices of bulk drugs 
and intermediates as also formulations,being char
ged with the scrutiny of the cost actually incur
red by the manufacturers after the fixation of 
the price. He is also 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 drugs, intermediates and formula
tions is also fixed and varied from time to time 
by the Government on his recommendations. Simi
larly the restrictions on imports of drugs and 

are
oharmaceuticals also based on his recommendations.A
In this connection, therefore, that office stu
dies and has uptodate information on prices of 
imports made into India. At times, special stu
dies are undertaken with reference to specific 
products during the course of which worldwide 
prices are scrutinised.

3.2 There is no system of regular sharing 
of cif price information with other countries. 
Exchange 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 appear that it would be will
ing to share this information,-if approached,-with 
UNIDO and/or developing countries subject to con
fidentiality and reciprocity.



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 been 
in implementation besides the drug price control.
It is, therefore, obvious that the changes that have 
occurred since then are attributable 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 drags 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. Pri
ces of a much wider range of formulations now stand 
rationalised on the basis of updated costs and the 
new scale of mark-ups. The sectorwise production 
of drugs and formulations has changed in the favour
of the large and medium scale units of the Indian

aresector and the small scale units(which^entirely in 
the Indian sector)whose share of the total produc-
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VALUE OF PRODUCTION OF BULK DRUGS & FORMULATIONS 
CHANGES IN SECTORAL SHARES

Г ----- Sector 1978-79 1979-80
r u x i j . u u ù

1980-81* ;

BULK DRUGS
t
fI1

1. Public Sector 49 59 63 ;
2. Foreign sector 56 53 53 '
5. Indian organised 

Private Sector 75 90
r1

93 ¡
4. Small Scale Sector 20 24 26 ¡ 1
TOTAL: BULK DRUGS 200 226

1
240 {

FORMULATIONS
f111

1. Public Sector 60 72
1

80 ;
2. Foreign Sector V 

f
V

3.
VIndian Organised { 

Private Sector __}
800 778 790 i

f1
f

4. Small Scale Sector 190 300 330 ;
f

TOTAL; FORMULATIONS 
________________________________________________________________________

1050
!

1150
V

1200 ; »—  . . ... .. . i
* Estimated
Source: Ministry of Chemicals & Fertilizers (GOI)



tion has increased. Serious efforts have been 
made by the manufacturers to reduce their costs 
and improve production as v/ell as marketing effi
ciencies. Some major manufacturers have reduced 
the number of employees. Many others are restrain
ing themselves in v/age increases although the 
industry still pays by and large a better wage 
than most other sectors. Packaging costs nave 
been reduced by discontinuing avoidable frills.

V/holesale Price Index of Medicines

1.2 The wholesale price index for drugs
and medicines exhibits more steadiness as compared 
to other commodities. This may be seen from the
following Table

1970-71 = 100 = Base Year
Year Drugs 1 Medi

cine o
All commodities taken 
together

1975-76 118.7 173,0
1976-77 139.9 176.6
1977-78 136.3 185.0
1973-79 136.3 135.8
1979-80 135.2 217.6
1980-81 137.5 257.1
1981-82 151.6 280.4
1982-83 
(Apr. to 
1983)

176.0
Jan.

288.1 (provisional)
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INDIA

DRUGS PRICE INDEX

1970-71 =  tOO

1974-75 75-76 76-77  77-78  7 8 -7 9  7 9 -6 0  8 0 -8 1  81-82  8 2 - 8 ?

APR-OfcC

M. f. D.f C.*F.
P&v. COMMHR &RUGS

-Tun'L.



3 2 0 0

2 8  0 0

2 4  0 0

2000

I 6 0 0

I 2 0 0

8 0 0

4 0 0

O

A
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PRODUCTION OF 
BULK DRUGS & FORMULATIONS

INDIA

R S . CRORES
(- tyre* VS ̂  AJ////trhs)

.......FORMULATIONS
_______

BULK DRUGS

f  "I

1974*75 75-76  76-77  7 7 -7 8  7 8 -7 9  7 9 *8 0  80-81  8 1 -8 2  8 2 -8 3
f c M I M A U D

9SV-C0MM-DRUGSm .c.o., c.* F. -ru/n»



: 99 :

1.3 On the negative (?) side, as the industry
has 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 also does not support this view.

Year Bulk drugs Formulations
(Rs./00,000)

1979-80 226 1150
1980-81 240 1200
1981-82 289 1430
1902-83
(anticipated)

325 1545

Profitability

*• A survey conducted by the Economic
Times, Bombay, on finances of 20 large pharmaceu
tical companies during 1980-81 brought our the 
following data. The survey being limited to a 
few companies - mostly multi-national subsidia-

Source : Annual Report 1582-8^, Ministry of Chemi- 
cals and Fertilizers, New Delhi
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ries who are subject to growth and capacity con
trols - 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 
Applied 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 ib.433 crores in 1979-80 to 
Pc.474 crores in 1980-81 or by 9.5 per cent. Their 
gross profits declined from Rs.61 crores in 1979-30 
to Fs.54 crores in 1980-81. The decline in profits 
was due to rising cost of inputs such as raw mate
rials, power and fuel, salaries and wages etc. 
Expenditure 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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cent during the same period. With the sharp dec
line in profits, profitability ratios showed a 
decline. The ratio of gross profits to total capi
tal employed declined from 20,2 per cent in 1979- 
80 to 15.8 per cent in 1980-81. The ratio of gross 
profits to net sales also declined from 14,3 per 
cent in 1979-80 to 11.3 per cent in 1980-81, Racio 
of profit after tax to net worth declined to 15.3 
per cent in 1979-80 and to 11.8 per cent in 1980-81 
(Table 1.5 - A  to D).

1,6 The profits before tax of the 20 com
panies declined by 25.2 per cent from Pc,51.9 crores 
in 1979-80 to fc.38.8 crores in 1930-81. Profits 
after tax also declined by 15.7 per cent from Pc, 19.9 
crores in 1979-80 to Pc,". 6.8 crores in 1980-81. The 
impact of the decline in net profits was reflected 
in retained profits which fell from Pc.9.4 crores 
to ic.7.3 crores. Total borrowings went up from 
Pc.70.5 crores in 1979-80 to Pc.87.6 crores in 1930-81 
or by 24.2 per cent mainly as a result of an inc
rease in bank borrowings from Pc.47.0 crores in 1979- 
80 to Pc.54.5 crores in 1980-81. Consequently, inte
rest charges spurted from Ps,9.4 crores to fc.14,8 
crores. Gross fixed assets rose by 18,3 per cent
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from Fs.147.9 crores in 1979-80 to Fj.174.9 crores 
in 1980-81. Some companies undertook diversifica
tion and expansion programmes. Inventories vent 
up from Rs.134.3 crores in 1979-80 to P.s.149 crores 
in 1980-81, the share of this in the total assets 
having gone up fractionally from 43.9 per cent to
44.1 per cent. Sundry debtors increased from 
Fs.47.4 crores in 1979-80 to 1.53.5 crores in 19^0- 
81, their share in the total assets having gone 
dov/n from 15.6 per cent to 12.9 per cent during 
the year.

1.7 A balance-sheet study of the same 20
companies made in the Ministry of Chemicals and 
Fertilizers with reference to years 1980-81 and 
1981-82 shows a different level of profits. 
(Please see Table 1.7-A). These leading private 
sector companies are, by and large, in a sound 
financial health.

Source : d?he Economic Times dated January 28, 1982
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Table 1. :j-a

Selected Financial Data Of 20 Pharmaceutical Companies During 1979-80 And 1980-81

SSsl4*»# i f companies Total capital 
employed

Net Worth Net Sales * Gross Profits Profite 
before tax

1979- 1980- 1979- 1980- 1979- 1980- 1979-•1980- 1979- 1980-
80 81 80 81 80 81 80 81 80 81
1 2 3 4 5 6 7 8 9 10

1. Albert David 274 304 4 30 632 1120 41 69 13 27
2 . Alcab f c 2394 2475 714 684 3188 3387 203 143 51 - 72
Î. Bayer 3404 3701 1472 1528 4688 4954 651 522 493 257
4. Bechringer-Knoll 575 637 194 204 821 895 70 73 40 34
5. Boots 940 1660 376 409 1533 1828 221 234 202 204
A. Cyanaaid 1509 1509 957 975 1947 1606 415 57 415 48

Duphar-Interfran 486 481 196 217 713 669 109 97 93 75
*. Glaxo 5087 6155 2/P9 2881 7114 7249 1093 1157 1006 1029

Сггглп Remedies 1045 1227 349 391 1563 1786 323 285 268 194
10. Hoecbst Pharma 2530 3148 1030 1148 4054 4657 573 482 486 329
11. May & Baker 1978 1368 385 512 1644 1969 99 71 75 49
12. Nicholas Lab. 297 387 100 201 621 7d8 92 102 85 96
1). Pilier 2865 2897 2004 1952 3898 3829 703 584 697 579
14. Ranbaxy Lab. 913 1178 254 300 1282 1664 172 194 108 104
15. Rsptakos-Brett 795 1259 172 505 1336 1543 1C2 125 54 56
16. Richardson Hind. 732 943 226 246 1176 1432 129 222 96 175
17. Sandoz 2852 315C 950 1076 4207 4677 710 526 629 356
IB. Senrle (India) 358 464 203 243 455 633 91 128 82 112
19. Unlchcn Lab. 648 853 233 242 1071 1303 78 100 42 49
?0. Warner Hind. 74 j 757 398 410 1350 1424 262 196 260 183

Total
) pharmaceutical 
coepanics

30427 33953 12976 14154 43293 47413 6137 5367 5195 3884

* Net Sales are exclusive of Excise Duty and Sales Tax
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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
2 . Power and fuel 2.1 2.4
3. Other mfg. expenses 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



Table 1.5-C
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Combined Profits 5 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
2. Other income 990 1360
3. Closing stock of finished 

goods 7012 8216
Tot a l : 51294 56985

Expenditure 6 Appropriation
4. Opening stock of finished 

goods 5650 6982
5. Raw materials consumption 21857 25569
6. Power and Fuel 938 1189
7. Other mfg. expenses 2725 2327
8. Salaries 5 wages 5642 6342
9. Welfare expenses 1181 1318

10. Other expenses 6379 6942
11. Depreciation 785 951
12. Gross Profits 61o7 5365
13. Less interest 941 1483
14. Profits before tax 5196 3882
15. Less tax provision 3204 2204
16. Profits after tax 1992 1678

a. Dividends 1054 951
b. Retained profits 938 727

Total 51294 56985
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Table 1«3-0
Profitability, Ratios of 
Pharmaceutical Companies.

Percentage

GP
TCE

GP PAT
Net

Sales
Net

Worth

1 9 7 5 - 7 6  l a ) 1 8 . 2 1 3 . 0 1 2 . 0
i  'J 7 6 -  7 7 ( a ) 2 1 . 5 1 4 . 2 1 4 . 6

1 9 7 7 - 7 8  ( a ) 2 1 . 4 1 4 . 2 1 6 . 5

1 9 7 8 - 7 9  ( a ) 2 5 . G 1 5 . 7 1 6 . 3

J 9 7 9 - 8 0  ( c ) 20.2 1 4 . 3 1 5 . 3

1 9 8 0 - 8 1  ( c j 1 5 . 8 1 1 . 3 11.8

Notes:
GP - Gross profit
TCP, - Total capital employed
PAT - Profits after tax
(a) - Estimate as given in the RBI

survey on 52 companies vide 
RBI bulletin May and July, 1980.

(c) - F.T estimates.
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SAMPLE 3ALANCE SHEET STUDY
Selected Data of 20 Pharmaceutical Companies 

1980-81 and 19Ò1-82

Name of the Companies
Gross Profits Profits before 

Tax
Grpsa Profits 
as of Total 
Capital Employed

Profits after 
tax as % of Net 

Worth
1980-81 1981-82 1980-81 1981-82 1980-81 1981-82 1980-81 1981-82

1, Albert David 69 65 27 21 33.8 24,7 90.0 31.3
2. Alembic 143 469 (-) 72 256 8.6 25.9 (-) 10.5 26.1
3. Bayer 472 529 208 112 15.3 11.9 4.7 2.3
4. Boehringer Knoll ?4 78 55 18 15.9 13.7 10.8 8.4
5. Boots 235 250 205 226 35.5 36.3 19.0 19.9
6. Cyanamid 57 48 48 2 4.9 3.5 2.7 0.2
7. Duphar Interfran 97 58 75 26 28.4 12.4 14.7 5.8
8. Glaxo 1155 1027 1028 800 35.8 26.7 16.0 15.2
9* German Remedies 282 366 191 268 27.1 33.6 16.9 20.2

10* Hoechst 512 566 559 358 24.5 23.8 17.3 15.5
11. May & Baker 74 207 52 175 9.2 23.3 5.7 14.1
12. Nicholas Lab. 102 89 96 85 50.5 a • CD 15.8 15.0
13. Pfizer 586 583 581 583 29.2 28.2 11.2 12.6
14. Ranbaxy 196 271 112 167 21.7 25.2 20.3 29.6
15. Raptakos Brett 122 156 54 77 13.2 12.6 5.1 8.8
16. Richardson Hindustan 222 232 174 159 40.7 37.2 22.0 20.2
17, Sandoz 521 730 352 545 24.6 35.4 21.9 14,1
18, Searle (India) 128 195 111 149 40.0 37.3 24.3 24.6
19. Unichem Lab. 88 96 36 30 14.4 14.0 7.8 7.3
20. Warner Hindustan 196 208 183 186 40.9 35 .4 1C.6 17.7

Total (1 to 20) 5331 6031 3855 4243 23.3 23.9 11.4 13.5
Data for both the years has been compiled in Ministry of Chemicals 2< Fertilizers f гл о т  \  

;
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INVESTMENT IN DOUGS & PHARMACEUTICALS

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:Ministry of Chemicals & Fertilizers

RESEARCH AND DEVELOPMENT EXPENDITURE
* Handbook of Research & Development Statistics 

1976-77, Deptt of Science & Technology (GOI) 
** OPPI Estimate
__________________________________USS/Millions

Year R & D Expenditure

1972- 73*
1973- 74*
1974- 75*
1975- 76*
1976- 77**
1977- 78**
1978- 79**

5.86

6.28
7.29
8 .0 0

10.50
12.00

14.75



Cost EfficiencvEfforts to j-Ttprove

2.1 One ^i.pact cf the expansion of the range 
of price controls and introduction of differentiated 
mark-ups on formulations has been that a large number 
of manufacturers have been forced to improve their 
cost efficiencies. An illustration is provided by 
a report of a very lorge bulk drug and formulation 
producer which reads as below:

"The remedial measures proposed to be taken 
up by the Plants ..nd the Marketing Organi
sation in this regard are as fellows:
Plants Level

i) Maximum utilisation of capacity after 
removing built-in imbalances and re
adjusting them to market demands;

ii) Reduction in variable costs and better 
utilisation and control of raw materials 
and utilities;

iii) Improving production efficiency for 
attaining higher yields; and

iv) Economising in administrative overheads
and cutting down unproductive expenditure. 

Marketing Level
(a) Short Term:
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i) Minimising inventory of finished 
products by selling them at reas
onable prices and not just for the 
purposes of liquidation; and

ii) Realisation of outstanding payments 
from the State Governments for insti
tutional sales.

(b) Long Term:
i) Maximising trade sales; 

ii) Reducing institutional sales unless 
the State Governments assure pur
chase of their medicinal require
ments in our range at the prices 
fixed by the Government and prompt 
payments;

iii) Increasing the range of pharmaceuti
cal specialities under Category III 
and IV; and

iv) Introduction of house-hold reme
dies and OTC products."
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3. THE COSTS CE Diiuas:

Cost of Drugs to the Consumer:
3.1 Maximum retail prices fixed for formulations 
under the Drugs (Prices Control) Order 1979 (rai'as:
12 to 16) are the ceilings and no manufacturer or 
importer or distributor can sell a formulation at
a price higher than the price fixed by the Govern
ment. The manufacturers or importers are, hov/ever, 
free to seek revision in prices from the Government 
from time to time based on changes in the costs.
The cost of a formulation to the consumer is the 
retail price including excise duty fixed by the 
Government plus sales tax and local taxes. Normally, 
the incidence of these two caxes is 5% to 9?o of the 
retail price. A statement showing the changes in 
the price to the consume-a in respect of 10 important 
formulations during the 1 st decade is attached.

Cost.of Drums to the National Health Service
3.2 Drugs lor major .¡iseases like Mp.ln.ria, Leprosy 
i'ilaria, LTD, TB, etc. are supplied by (Government) 
medical Gtores/Depots. These Depots purch.se the 
bulk drugs and have the various dosage forms manu
factured for themselves by exclusive arrangement.
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The objective is to reduce the cost to the minimum. 
Medicines ore supplied to the consumer free of cost 
from Government hospitals and dispensaries end the 
entire cost is borne by the Government.

Cost of Drugs to Hospitals
3.3 Director General Supplies and Disposals in
vites open tenders for supply of medicines from the 
manufacturers in t.;e country. The manufacturers 
quote the rates and lowest tender consistent with 
the quality and the s banding of the manufacturer 
is normally acceptsi. Government hospitals purchase 
at the rates negotiated by the Director General Supp
lies and Disposals. The system of tendering ensures 
that purchases are made at the best prices, detail 
prices fixed ŷ the Government serve only -as a guile. 
In respect of those medicines where t .ere is no rate- 
contract enter' 1 into by DG3&D, tenders a^e directly 
invited by hospitals.

Cost of Imported Bulk Drugs and medicines
3.A Imports of bulk drugs and intermediates are 
permitted to the actual users for use in their fac
tories. A statement giving the import prices of 10 
bulk drugs and 5 intermediates over a period from 
1970 is attached. ( M vhZx h 'vL £(A) )•



4 COST AUDIT OK BULK DRUGS AMD INTERMEDIATES
R£tj1red "f6r the production of BULK drugs

4.1 Cost audit (under Cost Accounting Record 
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 1996. Statutory 
cost audit i.e. compulsory audit of cost accounts 
by an ex ernal and independent accountant under the 
provisions of Law, is special to India. Though 
internal verification of cost accounting records
as a part of a good known accounting system; or 
specific cost studies conducted at the instance of 
management-., either by company's own selected staff 
or outside consulting accountants, for improving 
operational efficiency or profitability or for 
securing cost reduction are routine in the advanced 
countries.

4.2 So far Cost Audit of companies engaged in the 
production of bulk drugs is being under taken on a 
selective basis by the Central Government Department 
of Company Affairs. It has now been suggested that 
such an audit should be undertaken on a regular basis 
so that in addition to the data furnished to the



A

Government by the manufacturers from time to time, 
a separate set of data duly verified by independent 
external statutory Auditors becomes available to the 
Government. It has been possible with the help of 
Cost Audit to watch the progress and cost efficiency 
achieved by bulk drums 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 also be undertaken. This 
proposal is, however, still under consideration.
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Expenditure on Drug Promotion
Please see page 52 (Paras 5.10 to 5.15)

Return on Investment of Companies 
Please see page 99 (Paras 1.4 to 1.7)



ANN¿XUAX I

Extracts from the? Drup; Prices Control Order. 1970

ORDER
S.O. 1752.—In exucise of the powers conferred , oy Section 3 of the Essential Commodities Act, 1955 (10 oi 1955), and in supersession of the Drugs Prices (Display and Control) Order, 1966, 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, 1970.
(1) It extends to the whole oi India.
i.;,) It shall come into force on the date of its publication in the Official 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 same 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 formulation 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 case may be, shall furnish information and details of calculations regarding retail price ns in Form 3.
(3) The Central Government shall accord the approval subject to such modification as may be considered necessary having legard to the provisions contained in paragraphs f>, 7, 11 and 14 for the calculation of retail price within four months of the receipt of the application complete in all respects.
(4) The manufacturer or importer shall issue a price list or supplementary list in respect of the formulations or packs for which the approval is accorded by the Cent'al Government within a fortnight of the receipt of approval by him. Where the approval is not accorded within the specifu'd time-limit, the manufacturer or importer shall market the new formulation or new pack at the price c umulated by him. and shall issue price list or supplementary orice list accordingly.
(5) The provisions of sub-paragraphs (1) to (4) shall apply to a new manufacturer or importer who markets his formulations for the first lime.
11. Power of the Central Government to fix retail prices of form illations.—(1) If on the scrutiny of the price lists and the information and details of calculations furnished to it under paragraph 9, the Central Government is of the opinion that the retail price of ar.y formulation has not been fixed in accordance with paragraph 6 or 7, it may fix the retail price of such formulation in accordance with the provisions of ihc said paragraphs and communicate the retail price so fixed to the manufacturer or importer, who shall amend the rclo'-ant piicv list and communicate the same to the dealers:



P ro v id e d  th a t  b e fo re  fix in g  th e  m a x i m u m  p r ic e  i r e s p e c t  o f a K  
e s s e n tia l  b u lk  d ru g , i t  s h a ll  b e  th e  d u ty  o f  th e  C e n t r a l  G o v e r n m e n t to  
in s ti tu te  s u c h  in q u iry  a s  i t  d e e m s  lit f o r  th e  p u rp o s e .

P ro v id e d  f u r t h e r  t h a t ,  a s  r e g a r d s  th e  f ix a tio n  o f th e  m a x im u m  p r ic e  
of th e  e s s e n tia l  b u lk  d ru g s  in c lu d e d  in  S c h e d u le  I  a t  th e  c o m m e n c e m e n t  
of th is  O r d e r , th e  re c o m m e n d a tio n s  m a d e  in  th is  b e h a lf  b y th e  T a r if f  
C o m m iss io n  in  i ts  R e p o r t  o f  A u g u s t, 196 8  s h a ll  fo r m  th e  b a sis  a n d  n o  
su ch  in q u iry  a s  a fo re s a id  s h a ll  b e  n e c e s s a ry .

(2 )  N o p e rs o n s  s h a ll  s e ll  a n  e s s e n tia l  b u lk  d ru g  a t  a  p r ic e  e x c e e d in g  
th e  p r ic e  fixed  f o r  th e  s a m e  u n d e r  th is  p a r a g r a p h  p lu s  lo c a l  t a x e s  p a y 
a b le  if a n y .

5. M axim u m  sellin g  p rices  o f b u lk  d ru gs.— (1 )  E v e ry  m a n u f a c tu r e r  
o r  im p o r te r  of a  b u lk  d ru g , s h a ll  r e p o r t  to  th e  C e n t r a l  G o v e r n m e n t  
w ith in  tw o  w e e k s  o f th e  c o m m e n c e m e n t  o f th is  O r d e r , th e  n a m e  o f  
th e  b u lk  d ru g  m a r k e te d  h y  h im  o r  u sed  e x c lu s iv e ly  b y  h im  fo r  f o r m u la 
tio n s, a n d  its  m a x im u m  s e llin g  p r ic e  o r  th e  n o tio n a l p r ic e  a s  th e  c a s e  
m a y  be, a t  th e  tim e  o f  th e  c o m m e n c e m e n t of th is  O rd e r , an d  h e  s h a ll  
n o t th e r e a f te r  in c re a s e  th e  sa id  s e ll in g  p r ic e  o r  n o tio n a l p r ic e  o f su ch  
b u lk  d ru g  w ith o u t th e  p r io r  a p p r o v a l  o f th e  C e n t r a l  G o v e r n m e n t fo r  
w h ic h  p u rp o s e  h e  s h a ll  a lso  fu rn is h  in fo rm a tio n  a s  re q u ire d  :n  F o r m  
N o. 1.

P ro v id e d  th a t  th e  C e n tr a l  G o v e r n m e n t m a y  fo r su fficien t c a u s e ,  
e ith e r  g e n e ra lly  o r  in in d iv id u a l ca s e s , e x te n d  th e  sa id  p erio d  of tw o  
w e e k s  to  fo u r  w e e k s .

P ro v id e d  f u r t h e r  th a t  e v e r y  im p o r te r  o f a  b u lk  d r a g  sh a ll re p o r t  to  
th e  C e n tr a l  G o v e r n m e n t w ith in  15 d a y s  o f  e v e r y  im p o rt, th e  la n d e d  
co st of th e  im p o r te d  b u lk  d ru g  a n d  th e  s e llin g  p r ic e  th e re o f  a n d  h e sh all  
n o t th e r e a f te r  in c re a s e  th e  sa id  se llin g  p r ic e  w ith o u t th e  p rio r  a p p ro v a l  
o f the C e n tr a l  G o v e rn m e n t.

<1-A ) N o tw ith s ta n d in g  a n y th in g  c o n ta in e d  in  s u b -p a ra g ra p h  ( 1 ) ,  th e  
C e n tr a l  G o v e r n m e n t in a y , a f t e r  c a ll in g  fo r  s u c h  in fo rm a tio n  a s  m a y  b e  
n e c e s s a ry , fix th e  se llin g  p r ic e  o f  a n y  im p o r te d  b u lk  d ru g  h a v in g  
r e g a r d  to  its  handed c o s t , h a n d lin g  .¿ b a r g e s , s to r a g e  e x p e n s e s , d is tr ib u tio n  
c o s ts , a n d  r e a s o n a b le  r e t u rn ' on  c a p i ta l  in v e s te d -

(2 )  T h e  p ro v is io n s  o f s u b -p a ra g ra p h  ( 1 )  s h a ll  a n o ly  a lso  to  b u lk  
d ru g s  in tro d u c e d  a f t e r  th e  c o m m e n c e m e n t of th is  O rd e r  e x c e p t  th a t  th e  
sa.vi p e rio d  o f tw o  w e e k s  sh a ll b e  c o m p u te d  f r o m  th e  d a te  of in tr o d u c 
tio n  of th e  sa id  b u lk  d ru g .

(3 )  N o p e rso n  sh a ll s e ll  a  b u lk  d ru g  a t  a  p r ic e  e x c e e d in g  th e  p r ic e  
re f e r r e d  to  in  s u b -p a ra g ra p h  ( 1 )  p lu s  lo c a l  ta x e s  p a y a b le  if a n y .

K.i p lan ation ,— L a n d e d  c o s t  fo r  th e  p u rp o s e  of th is  p a ra g ra p h  m e a n s  
th e  erst, of im p o rt in c lu s iv e  of c u s to m s  d u t y  a n d  c le a r in g  c h a rg e s .



P ro v id e d  Unit th e  C e n tr a l  G o v e r n m e n t s h a ll  h a v e  th e  p o w e r to  a u o p t  
.¿u ch  m a r k -u p  w ith in  th e  c e il in g s  m e n tio n e d  in  p a ra g ra p h  7 , a s  m a y  b e  
e x p e d ie n t in  th e  p u b lic  in te r e s t  in  th e  c a s e  o f  a n y  p a r t ic u la r  f o r m u la 
tio n  h a v in g  r e g a r d  to  a l l  r e l e v a n t  f a c to r s  s u c h  a s  c h a n g e s  in  th e  c o s t  o f  
ia w  m a n u a l s ,  p ro m o tio n a l e x p e n s e s , v o lu m e  o f s a le s  a n d  th e  m a r k -u p  
a p p ro v e d  in th e  c a s e  o f o th e r  s im ila r  o r  c o m p a ra b le  fo rm u la tio n s .

(g ) T in ' r e ta il  p r ic e  of a n y  fo r m u la tio n  f ix e d  fcjy the* C e n tr a l  G o v e r n 
m e n t u n d e r  s u b -p a ra g ra p h  (1 )  a n d  th e  s a id  a m e n d e d  p ric e  list h ..ll  
c o m e  in lu fo r c e  n o t l a t e r  th a n  fif te e n  d a y s  Iro n t th e  r e c e ip t  o l  th e  
a fo re s a id  c o m m u n ic a t io n  b y  th e  m a n u f a c tu r e r  o r  im p o r te r .

(ii) T h e  p o w e r  u n d e r  s u b -p a r a g r a p h  ( 1 )  to  fix th e  p r ic e s  of fo r m u la 
tio n s  sh a ll b e e x e r c is e d  b y  th e  C e n t r G o v e r n m e n t  W ith in  fo u r  m o n th s  
i t e m  th e  d a te  o f r e c e ip t  b y  it o f  th e  in tim a tio n  o f  r e t a i l  p r ic e  fo r  a n y  
io r m u la tio n  to g e th e r  w ith  th e  in fo r m a tio n  a n d  d e ta ils  o f c a lc u la t io n s
i c f e n v i l  to  in  p a r a g r a p h  9 :

P ro v id e d  th a t  th e  sa id  p e rio d  o f fo u r  m o n th s  m a y  be e x te n d e d  b y  th e  
C e n tr a ! G o v e r n m e n t to  s ix  m o n th s  in  th e  c a s e  c f  fo rm u la tio n s  in v o lv in g  
d e ta ile d  e x a m in a tio n .

P ro v id e d , h o w e v e r , t h a t  a n  in tim a tio n  th a t  th e  p e rio d  h as b e e n  
e x te n d e d  to  s ix  m o n th s  s h a ll  be s e n t  b y  th e  C e n t r a l  G o v e rn m e n t b e fo re  
th e  e x p i i y  of th e  s a id  p e rio d  of fo u r  m o n th s  to  th e  m a n u f a c tu r e r  o r  
im p o r te r  c o n c e rn e d .

( 4 )  N o tw ith s ta n d in g  a n y th in g  c o n ta in e d  in  s u b -p a ra g ra p h  ( Î )  a n d  
p a ra g ra p h s . (5. T. 11!, l a ,  a n d  14. th e  C e n t r a l  G o v e r n m e n t m a y  e i t h e r  
g e n e ra lly  o r  in in d iv id u a l ca s e s , b y o rd e r , fix , in  th e  p u b lic  in te r e s t , th e  
r e t a i l  p r e e  i f  a n y  fo rm u la tio n  o r  c la s s  of fo r m u la tio n s  e s s e n tia l to  th e  
file  of t ! v  c o m m u n ity .

(Pi T im  price fixed u n d e r  s u b -p a r a g r a p h  ( 4 )  sh a ll b o  in fo r c e  u n til  
rd ie rcd  o r  c a n c e lle d  b y  th e  C e n t r a !  G o v e rn m e n t.

12. D e te rm in a tio n  o f  a  n e w  fo r m u la tio n .— ( 1 )  T h e  n . r .u f a c tu r e r  o r  
im p o r te r  o f a n e " -  fo rm u la tio n  m a y . b e fo re  in tro d u c in g  su ch  a  n e w  
fo r m u la tio n  Pa- s a le  o r  in c lu d in g  th e  r e t a i l  p ric e  of su ch  a  n e w  fo r m u la 
tio n  in th e  p rié e  lis t , a p p ly  to  th e  C e n tr a l  G o v e r n m e n t fo r  a d e c is io n  a s  
’ o w h e th e r  th e  fo r m u la tio n  c o n s t i tu te s  a  n e w  fo rm u la tio n  w ith in  th e  
v n -a n in g  ot c la u s e  ( i )  ( a )  o r  c la u s e  ( i )  ( b )  o f  p a ra g ra p h  7.

(2 )  W in :о. an  a p p lica tio n  is  re c e iv e d  u n d e r  s u b -p a ra g ra p h  ( 1 ) ,  th e  
C e n tr a ! G o v e r n m e n t m a y  w ith in  a p e rio d  o f  fo r ty -f iv e  d a y s  ot th e  re c e ip t  
ел tin- sa id  a p p lic a tio n , b y  o rd e r , in fo rm  th e  a p p lic a n t o f its  d e cis io n  as

w h e th e r  o r n o t th e  fo r m u la tio n  c o n s t i tu te s  a  n e w  lm m u la t io n  a s
.-.forese id.

(2 )  T h e  m a n u f a c tu r e r  of su ch  a  n e w  fo rm u la tio n  m a y -

f i t  on r e c e ip t  of th e  o rd e r  of th e  C e n t r a l  G o v e r n m e n t t h a t  th e  
foi m u ta tio n  c o n s ti tu te s  a  n e w  fo rm u la tio n , o r



<ii) w h e re  n o  s u c h  o r d e r  is s e n t b y  th e  C e n tr a l  G o v e r n m e n t , b e fo re  
th e  e x p ir y  o f  th e  p e rio d  o f fo r ty -f iv e  d a y s  r e f e r r e d  to  in  su b -  
p a ra g ra p h  ( 2 ) ,  fo llo w  th e  p ro c e d u r e  la id  d o w n  in p a r a g r a p h  9  
o r  10, a s  th e  c a s e  m a y  b e , fo r  in tro d u c in g  th e  n e w  fo r m u la tio n  
r >r s a le  o r  in clu d in g  th e  r e t a i l  p r ic e  o f  s u c h  n e w  fo r m u la tio n  
in  th e  p r ic e  lis t a n d  th e  p ro v is io n s  o f  p a r a g r a p h  7  s h a ll  in  so  
fa r  as th e y  r e l a te  to  th e  f ix a tio n  o f  r e ta il  p r ic e  a p p ly  to  th e  
sa id  n e w  fo rm u la tio n .

13. lte v is iu n  o f  P r ic e s .— ( 1 )  T h e  r e t a i l  p r ic e  o f a  fo r m u la tio n  o n c e  
fixed  in a c c o r d a n c e  w ith  th e  p ro v is io n s  o f  th is  O r d e r  s h a ll  r o t  b e  in 
c re a s e d  e x c e p t  w ith  th e  p r io r  a p p r o v a l o f  th e  C e n tr a l  G o v e r n m e n t .

( 2 )  E v e r y  a p p lic a tio n  fo r  in c re a s e  in  th e  r e t a i l  p r ic e  o f  a fo rm u la tio n  
s h a ll  b e  a c c o m p a n ie d  llv  in fo rm a tio n  a n d  d e ta ils  o f c a lc u la t io n s  a s  r e 
q u ire d  in F o r m  3 .

( 3 t  It sh a ll b e la w fu l fo r  th e  C e n tr a l  G o v e r n m e n t to  r e v is e  th e  
re ta il p r ic e  o f  a n y  fo rm u la tio n  su o  K io to .

( 4 )  F o r  th e  p u rp o s e  o f su ch  re v is io n , th e  C e n tra l  G o v e r n m e n t m a y  
r a i l  f o r  su ch  in fo rm a tio n  r e g a r d in g  c o s t  s t r u c t u r e  of a n y  fo r m u la tio n  a s  
i t  m a y  c o n sid e r  n e c e s s a ry  f r o m  a n y  m a n u f a c tu r e r  o r  im p o r te r  a n d  fix 
th e  r e t a i l  p r ic e  in a c c o r d a n c e  w ith  p a r a g r a p h s  6  a n d  7  in  w h ich  c a s e  
th e  m a n u f a c tu r e r  o r  im p o r te r  s h a ll  w ith in  fif te e n  d a y s  f r o m  th e  d a te  

o f  r e c e i p t  of th e  C e n tra l  G o v e r n m e n t 's  c o m m u n ic a tio n  f ix in g  th e  r e t a i l  
p r ic e  o f su ch  fo rm u la tio n  a m e n d  th e  p r ic e  l is t  a n d  m a r k e t  th e  sa id  
'fo rm u la tio n  a t th e  r e ta il  p ric e  fixed  b y  th e  C e n tra i  G o v e r n m e n t :

P ro v id e d  th a t  if th e  m a n u f a c tu r e r  o r  im p o r te r  fa ils  to  fu rn is h  th e  
re q u ire d  in fo rm a tio n  w ith in  th e  tim e  s t ip u la te d , th .e C e n tr a i  G o v e r n 
m e n t  m a y  o n  th e  b a sis  o f  su ch  in fo rm a tio n  a s  is  a v a ila b le  w ith  i t ,  tix  
th e  r e t a i l  p r ic e  o f th e  sa id  fo r m u la tio n  a n d  c o m m u n ic a te  th e  s a m e  to  
t h e  m a n u f a c tu r e r  o r  im p o r te r  a n d  th e  m a n u f a c tu r e r  o r  im p o r te r  s h a ll  
w ith in  if) d a y s  o f  th e  r e c e ip t  o f  th e  a fo r e s a id  c o m m u n ic a t io n  r e v is e  th e  
p ric e  lis t a c c o rd in g ly , a n d  m a r k e t  th e  fo r m u la tio n  ai. th e  r e t a i l  p r ic e  so  
fixed .

14. A l te r n a t i v e  s c h e m e  o f p ric in g .-— ( 1 )  N o tw ith s ta n d in g  a n y th in g  co n 
ta in e d  in  th e  o th e r  p ro v is io n s  o f  th is  O r d e r , th e  m a n u f a c tu r e r  o r  im 
p o r te r  m a y , if h e  so  ch o o se s , s u b m it to  th e  C e n t r a l  G o v e r n m e n t  f o r  
■approval a  s c h e m e  o f  p r ic e s  c o v e r in g  a l l  o f  th e  fo r m u la tio n s  m a r k e t e d  
b y  h im  so  th a t  th e  o v e r a l l  g ro s s  p ro n t b e fo re  t a x  d o e s  r .o t e x c e e d  15  
p e r  c e n t  of th e  s a le s  tu r n -o v e r  a s  e s tim a te d  b y  h im  a n d  s u b m it th e  
p ric e  lis t  re s u lt in g  th e r e f r o m , a lo n g w ith  s u c h  o th e r  in fo r m a tio n  a s  is  
re q u ire d  in S c h e d u le  III  fo r  th e  p u rp o se :

P ro v id e d  t i n t  th e  s c h e m e  s h a ll  b e s u b je c t  to  th e  fo llo w in g  c o n d itio n s , 
n a m e ly . -

( i ;  th e  fo r m u la tio n s  b a se d  on th e  e s s e n tia l  b u lk  d ru g s  s h a ll  b e  
p ric e d  in a c c o r d a n c e  w ith  th e  p ro v is io n s  o f  p a r a g r a p h s  6  
a n d  7 ;



( i i )  th e  fo r m u la tio n s  b a se d  o n  th e  b u lk  d ru g s  o th e r  ‘ h a n  t h t  
e s s e n tia l  b u lk  d ru g s  s h a ll  b e  p r ic e d  in  a c c o r d a n c e  w ith  th e  
fo r m u la  in  p a r a g r a p h  6 , in  s u c h  a  w a v  th a t  th e  m a r k -u p  in 
a n y  in d iv id u a l c a s e  d o e s  n o t e x c e e d  150  p e r  c e n t  o f  s u c h  lo w e r  
o r  h ig h e r  m a r k -u p  a s  th e  C e n tr a l  G o v e r n m e n t m a y  p e r m it  
in  a n y  e a s e  h a v in g  r e g a r d  to  th e  c ir c u m s ta n c e s  o f  t h a t  r a s e ;

( i i i )  T h e  m a n u f a c tu r e r  o r  im p o r te r  s h a ll , o n  c h o o sin g  th e  s c h e m e ,  
u n d e r ta k e  a n d  m a in ta in  s e p a r a te  a c c o u n ts  f o r  fo r m u la tio n s  
b a se d  o n  e s s e n tia l  b u lk  d ru g s  a n d  th e  lo r m u la tio n s  b a se d  o n  
o t h e r  b u lk  d ru g s , a n d  s u b m it th e m  f o r  s c r u t i n y  in  s u c h  m a n n e r  
a s  m a y  b e  sp e cifie d  b y  th e  C e n tr a l  G o v e r n m e n t ;

( i v ) in c a s e  th e  a c tu a l  g ro s s  p ro fit b e fo re  t a x  f o r  a n y  p a r t i c u l a r  
y e a r  a s  s h o w n  in  th e  a u d ite d  a c c o u n ts  o f  th e  in u n u f a c tu ie r  
o r  im p o r te r  e x c e e d s  15  p e r  c e n t  o f  th e  s a le s  tu r n -o v e r  o f  th e  
y e a r ,  a s  c e r t if ie d  b y  th e  a u d ito r , th e  e x c e s s  s h a ll  b e  fu n d e d  
s e p a r a te ly  a n d  sh a ll n o t b e u til is e d  fo r  d is tr ib u tio n  o i d iv i
d e n d s  b u t s h a ll  be u tiliz e d  w ith  th e  p r io r  a p p r o v a l  c f  th e  
C e n t r a l  G o v e r n m e n t , f o r  a n y  o f  th e  fo llo w in g  p u rp o se s , 
n a m e l y .—

( a )  re s e a r c h  a n d  d e v e lo p m e n t e x p e n d itu r e ; ;

(b )  a d ju s tm e n ts  a g a in s t  fu tu r e  p ro fits  o r  lo sse s ;

(e ) su ch  o th e r  p u rp o se s  a s  m a y  b e  sp ecified  b y  th e  C e n t r a f  
G o v e r n m e n t f ro m  tim e  to  t im e .

£ x p iu im ti< m .-- ‘ th e  fo r m u la tio n  b ased  o n  th e  e s s e n tia l  b u lk  d ru g s '"  
m e a n s  th e  fo r m u la tio n  w h ich  c o n ta in s  o n e  o r  m o re  o f  th e  e s s e n tia l  b u lk  
d r u g s  a s  m a jo r  th e r a p e u tic  in g re d ie n t.

( 2 )  T h e  o p tio n  r e f e r r e d  to  in  s u o -p a ra g ra p h  ( 1 )  sh a ll  be e x e rc is e d  
a n d  th e  p r ic e  lis ts  u n d e r  th e  a l t e r n a t iv e  p r ic in g  s c h e m e  a c c o m p a n ie d  b y  
in fo r m a tio n  u ..d  d e ta ils  o f c a lc u la t io n s  re g a r d in g  r e t a i l  p r i c e  a s  re q u ire d ,  
in  F o r m  N o . 3 s h a ll  b e  s u b m itte d  to  th e  C e n tra l  G o v e r n m e n t b y  th e  
m a n u f a c tu r e r  o r  im p o r te r , a s  th e  c a s e  m a y  b e , w ith in  tw o  m o n th s  of 
th e  c o m m e n c e m e n t o f th is  O r d e r ;

P ro v id e d  th a t  th e  C e n tr a l  G o v e r n m e n t m a y  f o r  su ffic ie n t c o n -e .  
e i t h e r  g e n e r a l ly  o r  in  in d iv id u a l c a s e s , e x te n d  th e  sa id  p e rio d  o f  tw o  
m o n th s  to  su ch  f u r t h e r  p e rio d  o r  p e rio d s  a s  i t  m a y  d e e m  f it  so  h o w e v e r , 
th a t  t h e  p e rio d  o r  p e rio d s  so  e x te n d e d  s h a ll  n o t  e x c e e d  fo u r  m o n th s  
f ro m  th e  d a te  o f  c o m m e n c e m e n t o f th is  O r d e r  in a n y  ca s e .

( 3 ;  P e n d in g  th e  d e c is io n  o f th e  C e n tr a l  G o v e rn m e n t cm th e  p r ic e  !>. ‘.s 
s u b m itte d  to  it  u n d e r  s u b -p a ra g ra p h  ( 2 ) ,  th e  m a n u f a c tu r e r  o r  im p o r te r  
m a y  m a r k e t  h is  fo rm u la tio n s  a s  p e r  p r ic e  lis ts  s u b m itte d  b y h im  u n d e r  
th e  sa id  s u b -p a ra g ra p h :

P ro v id e d  t h a t  in  a n y  c a s e  w h e re  th e  p r ic e  fo r  a n y  fo rm u la tio n  c a l 
c u la te d  in a c c o r d a n c e  w ith  th e  p ro v is io n s  o f  s u b -p u ra g ra p h  ( 1 )  is h ig h er  
lh a n  th e  p r ic e  p re v a il in g  o n  th e  1 5 lh  M a y , 1970 , fo r  s u c h  fo r m u la tio n ,  
th e n  u n til s u c h  tim e  th e  d e r is io n  o f th e  C e n t r a l  G o v e r n m e n t o n  th s



I t  i c e ' l i s t  s u b m itte d  u n d e r  s u b -p a ra g ra p h  ( 2 )  is  r e c e iv e d , s u c h  f o r m u la -  
;i . n s h a ll  b e  m a r k e te d  o n ly  a t  th e  p r ic e  p r e v a il in g  o n  th e  d a te  a fo r e s a id .

( 4 )  T h e  C e n tr a l  G o v e r n m e n t sn a il  h a v e  th e  p o w e r  to  a p p r o v e  o r  
m o d ify  th e  p r ic e  o f a n y  fo rm u la tio n  in c lu d e d  in  th e  p r ic e  lis t  s u b m itte d  
to  i t  u n d e r  s u b -p a ra g ra p h  ( 2 )  a n d  s h a ll c o m m u n ic a te  i t s  d e c is io n  to  th e  
m a n u f a c tu r e r  o r im p o r te r  n o t l a t e r  th a n  th e  3 1 s t D e c e m b e r , lkTO

P r o v id e d  t h a t  in  c a s e s  w h e re  th e  c o m m u n ic a t io n s  r e g a r d in g  s u c h  
d e cis io n s  a r e  n o t issu ed  b y  th e  a fo re s a id  d a te , t h e  p r ic e  lis ts  s u b m itte d  
u n d e r s u b -p a ra g ra p h  <2) sh a ll  b e d e e m e d  to  h a v e  b e e n  a p p r o v e d  b y  th e  
C o n tr a i  G o v e r n m e n t an d  s h a ll b e  d e e m e d  to  b e  v a lid  p r ic e  lis ts  l o r  th e  
p.u  p o se  (if th is  p a ra g ra p h .

( a )  F o r  th e  p u rp o se  o f a p p ro v a l o r  m o d iiia tio n  o f  th e  p r ic e  o f a n y  
fo r m u la tio n  in c lu d e d  in  th e  p r ic e  lis t  s u b m itte d  to  it  u n d e r  s u b -p a ra 
g ra p h  C-> it s h a ll  b e  la w fu l fo r  th e  C e n t r a l  G o v e r n m e n t to  ta k e  in to  
c m :s id é ra tio n  a ll  r e l e v a n t  f a c to r s  su ch  a s  p r o d u c t -m ix , m a t e r ia l  c o s ts ,  
th e  n u m b e r  a n d  n a tu r e  o f  s p e c ia lis e d  f o r m u la tio n s , if a n y , e x p o r t  p e r-  
inrn  ir.ee  d u rin g  th e  p re c e d in g  th r e e  y e a r s ,  a m o u n t a n d  n a tu r e  o f  e x 
p e n d itu re  on r e s e a r c h , t r e n d  o f g ro ss  p ro fits  b e fo re  t a x  d u r in g  th e  
im m e d ia te ly  p re c e d in g  th r e e  y e a rs  of th e  m a n u f a c tu r e  a n d  th e  p r ic e s  
a p p ro v e d  fo r s im ila r  o r  co m p a ra b le  fo r m u la tio n s  o f o th e r  m a n u fa c tu re s

im p o r te rs  a s  th e  c a s e  m a y  b e.

(ü ) T h e  p r ic e s  o f  th e  fo rm u la tio n s  u n d e r  th is  p a r a g r a p h  s h a l l  ta k e  
e ffe c t w ith in  fifte e n  d a y s  o f  th e  r e c e i p t  o f th e  c o m m u n ic a t io n  r t g a r d -  
:n g  d e c is io n  o f  th e  C e n tr a l  G o v e r n m e n t r e l a t in g  to  a p p r o v a l  o r  m o d i
fia a t i o n  of th e  p r ic e  of a n y  fo rm u la tio n  b y  t h e  m a n u f a c tu r e r  o r  im p o r te r .

( 7 )  W h e re  th e  C e n tr a l  G o v e rn m e n t m o d ifies  the- p r ic e  o f  a n y  fo r m u 
la tio n . it s h a ll  c o m m u n ic a te  in  w ritin g  th e  re a s o n s  fo r  s u c h  m o d ifica tio n  
to  th e  m a n u f a c tu r e r  o r  im p o r te r  u n le ss  s u c h  m o d ifica tio n  fo llo w s  fro m  
th e  re v is io n  m a d e  b v  th e  m a n u f a c tu r e r  o r i m p o r t e - h im s e lf  in  c o n s u l
ta tio n  w ith  th e  C e n tra l  G o v e rn m e n t.

T h e  p ro v is io n s  o f  p a ra g ra p h  1.3 sh a ll  so fa r  a s  m a y  be. a p p ly  to  
re v is io n  o f  p r ic e s  o f fo r m u la tio n s  fixed u n d e r  th is  p a ra g ra p h .

ill) T h e  p ro v is io n s  o f  p a ra  ra p h  10. s h a ll  so  fa r  a s  m a v  b e , a p p ly  to  
iv. w p a c k s  ( ! e x is t in g  fo rm u la tio n s  a n d  n e w  fo r m u lâ t  ion s to  b e  m a r 
k e te d  by a m an u  f a c tu r e r  o r im p o r te r  w h o  o p ts  fo r  th e  a l t e r n a t i v e  
s c h e m e  o f p ricin g .

U 0 )  T  he ont ion o n ce  e x e rc is e d  b v  th e  m a n u f a c tu r e r  o r  im p o r te r  sh a ll  
not b e  ch a n g e d  w ith o u t tire p re v io u s  a p p ro v a l o f  ’ h e C e n tra l  G o v e rn -
11 i T i t .

t i l )  If  a n y  (hlficuli.v  a r i s e -  in r iv in g  e ffe c t to  (h e  p ro v is io n s  of th is  
r .- r a g r a p h . th e  O u t r a i  G o v e rn m e n t m a y . fro m  tim e  to t im e , issu e  su ch  

tie rs , d ire c t io n s  o r  in s tru c tio n s , n ot in co n siste n t, w ith  th e  p ro v is io n s  
of th is  O rd e r  as a p p e a r  to  it to  h e tv e o s s a r y  o r  e x p e d ie n t  fo r  th e  ¿ e m o v a l  
nf su ch  d ifficu lty .

v



ANn.vlU.U 2ii\)

IMPORT PRICES - BULK DRUGS AMD IM35R..E,PLATES - A. ILLUSTRATIVE LIST

C.i.f. Import Price (Rs)

sl
Mo Product Unit 1971-72 1 9 7 3 -7 4 1975-76 1977-78 1979-80 1 9 8 1 -8 2

1 2 3 4 5 6 7 8 9
Bulk Drugs

Analgesic £ Antipyretic
1. Analgin Kg 43.26

Antibacterial
2. Chloramphenicol Powder Kg 257.16
3. Tetracycline Kr 262.39
4. Streptomycin Kg 203.22

Antifungal
5. Griseofulvin Kg 2 0 5 .2 6

Anti-malarial
ro. Chloroauin Phosphate Vcrlv0 145.93
"7 
! • Primaquin 379.66

29.38 61.99 6 6 .9 9 66.85 68.85

1 2 0 .1 0 281.49 1 8 5 .0 0 357.73 379.48
136.23 232.89 238.07 2 5 6 .8 2 281.86
121.55 226.14 328.12 376.50 245.50

357.28 969.19 756.05 724.24 Mil

125.55 172.52 2 6 0 .2 2 276.66 247.53
850.78 787.52 1248.52 1 1 8 3 .8 8 1067.69



1 2 3 5 5 ... 5 7 8 9
Anti-diabetics (Oral)

8. Chlorpropamide Kg 58.15 67.02 97.62 Nil Nil Nil
Antidiuretics

9. Hydrochlorthiazide Kg 81.12 55.00 226.00 207.50 NA 205.16
Vitamins

10. Vitamin B6 Kg 120.33 138.36 328.47 328.09 370.46 347.18

Dru& Intermediates
1. Netaminophenol Kg Nil 16.54 Nil Nil Nil Nil
2. Betapicoline Kg Nil 11.60 Nil 13.03 NA NA
3. L Base (Aniodiol) Kg NA NA 261.53 300.76 385.00 400.00
4. 8-Hydroxyquinoline Kg NA NA 74.41 68.98 . 82.18 76.23
5. 4-7 Dichloroquinoline Kg NA NA 224.19 293.40 NA Nil



ANNEXURB - 2(B)
PRICES OF SOME MAJOR FORMULATIONS AS APPROVED - ' THE GOVERNMENT

sT"
Mo iMame of the formulation Pack

size
Fie tail Price 
in 1971

Retail Price 
in 19/6

detail Price 
in 1983

1. Althrocin Tablets 250mg/tab 
(Erythromycin Estolate)

10’s Strip 16.72 14.91 14.91

2. Lasix Tablets 40mg/tab 
(Frusemide)

25x10*s 170.00 52.26 29.28

3. Resochin Tablets 250mg/tab 
(Chloroquin)

10x10* s 14.36 19.54 27.56

4. Dapsone Tablets 100mg/tab 1000's 22.28 24.42 24.42
3. Chloramphenicol Capsules 250mg/Cap 12*s Strip 4.12 4.15 4.73
6. Neurobion 

(3t, B6 & B12)
10x3ml 25.00 25.89 25.89

7 • Novalgin Tablets 500mg/Tab 
(Analgin)

1px10*s 19.38 18.27 22.74

8. Terramycin 250m^/Cap 
(Oxytetracycline;

100 Caps 63.00 46.19 44.05

9. Tetracycline Capsules 250mg/Cap 100 Caps 61.50 45.39 41.56
10. Streptomycin Injection 1gm 1 Vial 1.11 1.19 2.57
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MINISf«\ Ol CHEMIC ALS & FERTILIZER 
Oflice of the Develop'Mint Coin 111 issioncr (Drugs)

NOTIFICATION 

N.-w Delhi, the |9lh April, 198.1

S.O. 321(E).—In exercise of (he powers conferred 
In section (i of the Industries (Development and 
Regulation) Act, 1951 (65 of 1951). tend with rules 2. 
.i, 4 and 5 of the Development Councils (Procedu- 
ral) KHie--. 1952, the Central Government nerchy 
estal l i s l t e s Development Council for (he Drugs and 
Pharmaceuticals Industry. The said D.'vc'opmem 
Council shall be known as the National Drugs and 
Pharmaceuticals Development Council and shall 
consist of the members specified in Annexmc I to this 
Order, 'hose tenure of appointment shall be for a 
period of two r ears from the dale of j abliiation of 
this Order in Ihc OITiein! Gazette.

2. The s o',1 Development Council sh d h p . ,orni 
I unctions as ate specified ¿in AnncMire II n> tin 
Oriler.

3. Siit i Vii. iy Malik, Joint Secretata and Deve
lopment Commissioner (Drugs), Ministry of Chemicals 
and fertilizers. New Delhi is lierebv appointed to 
carry on the functions of the Member-Secretary to 
ihe said Development Council.

[No.7(7)'83-I>.lli 
VINAY MALIK. .It. Secy.
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ANNFXllRI 1
ч 'I the Members of the Development Council for 

Drugs and Pharmaceutic;!К Industry.

i Wiri Vacant Sathe, Chairman
Minister of Chemicals & Fertilizers

7* Sliri Ram Chandra Rath. Vice-Chairman
Minister of Stale in the 
Mini ti) of Chemicals and 
Fertili/’ors

.V Shri S. Ranianathan. Member
Secretary, Ministry of Chemicals 
& Fertilizers

■I. Dr. I.D. Baiai Member
Director General of Health 
Service-.
Mmi-ii of Health.

s. |)r. S.S. Gothoskar. Mendvr
Duty l \mtroIIcr.
Mini-ire of Health.

14. Shri .1.1). Modi.
President.
Indian Drug Manufacturers 
Association,
Bombay.

15. Shri Jagmohan Singh Rocha r.
All India Small Scale
Drug Manufacturers Association 
Delhi.

lo. Shri Y.1J. Gharpure.
Managing Director.
Hindustan Antibiotics Ltd., 
Poona.

17. Shri Viuoohnai Shah,
President,
All India Organisation of 
Chemists & Druggists.

a Shri llrishan Mohan lihuniidip.di. 
Member of Parliament from 
Raisa S.tbha.

; . Shri Mahendra Prasad,
Member of Parliament,
1 ok Sablta.

s. Dr V. Kamalin.easwami. 
Chairman,
I no in n Council of Medical 
ftesea i clt.

a. Prof. Sharrna,
Department of Chemical 
Tech nolo, y,
Bombay University,
Bombay.

JO. Dr. Nam Jo.shi,
Specialist in Indigenous 
Medicines.
Bo nba}.

11 Dr. Nit)anniid.
Dircclot,
Central Dnu’ Research Institute,
I tii.hno'-.

P . nr M.G. Garry 
Piv.idcn..
Indian Medical Association,
Iiclhi

Mendie-

Member

Menibei

Vieni he i

Member

Member

IN. Dr. B.B. Gaitonde. New Delhi

id. Shri Raja Kulkami, Labour 
I.cader, Bombay.

20. Dr. M.P. Ballai,
Chief Cardiologist Silver Jubilee 
Ca rdiac.
Rehabilitation & Research Centre, 
Project Sadar, 'Nagpur.

21. Shri Yasbod liait Kale.
Chartered Accountant,
Bombay.

V. Shri M. Satyapal 
Secrotary.DGTD.

7 ì. Shri D. /averi,
Chairman, Fxpoit Promotion 
Council. Bombay.

’4. Dr. V. Vcnkilanarayanaii,
Joint Secretary (Drugs),
Ministry of Chemicals &  Fertilizers.

Membri

25. Shri Vinay Malik,
Joint Secretan' and Development 
t 'ommissioncr (Drugs)-,
Ministry of Chemicals & Fertilisas.

IV Mr. George D unici Maubn
President,
Op'uni -d.ion o| Pitarnuicoi'io.l 
Producer- ol India

St s . 5(ii)'j

Member

Member

Member

M m be i

Mem х r 

Mc m к

Member

Member

Member

Member

Mem her

Mcinber-
SeetClarv
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ANNFXURE-11

J unctions of the Development Council for Dm;1-' 
and Pharmaceuticals Industry

( I )  R ecom m ending targ ets fo r p ro d u ction , c o 

o rd in atin g  p ro d u ctio n  p rogram m es and 

reviewing progress fro m  tim e to  tim e.

(2 )  Suggesting norms o f efficiency w ith a view to 
eliminating waste, obtaining maximum pro
duction, improving quality and reducing 
costs.

(3 )  R ecom m ending m easures fo r  securing the 
fuller u tilisation  o f  th e  installed  ca p a city  and  
fo r im proving th e  w ork in g  o f  ‘ he industry, 
particularly  o f  less effic ien t units.

(4 )  P rom oting arran gem en ts fo r b etter m arketing 
an d  helping in the devising o f  a  system o f  
distribution an d  sale o f  th e  p ro d u ce o f  the 
industry w hich w ould be sa tisfacto ry  to  the 

consum er.

(5 ) Prom oting stan d ard isatio n  o f  prod ucts.

(6 ) A ssisting in the d istrib u tio n  o f  con trolled  
m aterials and p ro m o tin g  arrangem en ts for 
obtain in g  m aterials fo r the  industry.

(7 ) P rom oting o r  u n d ertak in g , inquiry  as  to 
mate rials and  eq u ip m en t an d  as  to  m ethods 
o f  p ro d u ction , m anagem ent an d  labour 
utilisation , inclu ding  the d iscovery and 
developm ent o f  new m aterials, equip m en t and 
m ethods an d  o f  im provem ents in those already 
in use. the assessm ent o f  the  ad vantages o f  
different a lternatives and the co n d u ct o f 
experim ental estab lish m ents and ot tests on a 

com m et cia  1 scale.

(S) P rom oting the tra in in g  o f  persons engaged o r 
proposing engagem ent in the  industry and 
their ed u cation  in tech n ica l or artistic  su b jects 
relevant th ereto .

(9) Promoting the retraining in alternative o ccu 
pations of personnel engaged in or retrenched 
from the industry.

( 10) Promoting or undertaking scientific and 
industrial research, research into matters 
affecting Industrial Psychology and research 
into matters relating to production and to the 
consumption or use o f goods and services 
supplied by the industry.

(11) Promoting improvements and standardisation 
of accounting and costing methods and prac
tice.

(12) Promoting or undertaking the collection and 
formulation o f statistics.

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

(14) Promoting the adoption of measures for 
increasing the productivity of labour, inclu
ding measures for securing safer and better 
working conditions and the provision and 
improvement of amenities and incentives for 
workers.

(15) Advising on any matters relating to the 
industry (other than remuneration and con
ditions o f 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

(16) 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.

[Part 3(ii)j
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fft nW «1 fin» R®5 ROR! A Wift 5 •*? TOPI «TOR YTO TO RW I
Sep ara te  paging is g irea  to tU s  P a rt ia  order that it  n ap  be filed  as a  separate com p ilation .

t fr t f R R R , r R IR iT  a rfr T t f r *  T O W

(trwr # c trtri fwnr)
r t R*t

R f f a # ,  31 RTR, 1979

atiosn» i9 o (« t )- - R # R  r t r r t , RTRw ar R fa faR R , 
1955 (  1955 RR in )  4TT RTO  3 T FT  5TRTT dTfR=T*ff RT RR>T 

*# gir, faRf*Tf%R RfaR R# ti RRfa:—
1 . R fs rR  r t r , fiTrTiT # t  h t t t r  — ( 1 ) t «t R fa R  rt  r t r

R H fa  ( W  fR R R R ) Rfa*T, 1979 £  I

( 2 ) ?R R T  fa *R P  R I^ R  RTTR IT  RTRT 1

( 3 ) RR ™  R  RRTpRR RTf R K W  TT R^TT fTm  I

2. MftRIRTt— TR RTRR R, RR RT far Rt4 R SFRRT
RRftPT R  ?T,

( r ) "jp jTT  r W r ”  R . R k fR  R V  RRTRR R IR tft RfR- 

faR R , 1940 (1 9 4 0  an 2 3 ) %  t # R  # a n r  tih ro  

RR ff RT tP R  RTRTT %  M-JR9 R R f R t RRTR RflTRR 

k ,  PSTR̂ T R<TRR '^ rfR R , TTRTRfaa?, R *  RT RRPrfa 

7RTTR W T  t f tRRTR  J?R  RT t  I RRRR RRTR 7RT * R  

R  RT fTRT R R R R  R  R R Z V  %  R R  i f  PflRT TfTRT ?T;

( * )  '*R R ?T fr' R  RRT *R ftR  R fR R R  $ RT «fTRT RT 'R JR R  

R  RRT f t #  tF R  RRTRTT $  R IR R T  7 R %  faRT, tftR- 
ftn ff 3T H R-pH iR RR RTTRTT RTTRT k  I ? R %  * R # T  

sRRRrfT RT R fR R R f *fT fc ;

( r )  TR-i <*>’ 5T RRT RlTf r f a f a  fRTTR  R ] RR^T tr fR T #  

RT « i f e  R fR ^ R  t  f # .  f t #  SRR^rfr ait RRRT 
T T ^ R R  R #  %  f #  RRT # # #  *  f t ! #  ftrfRRfRT 
RT RTRTRR# STTT fRRRR ft>RT RRT k ;

( R )  'r W r ’ %  tFTRR,—

(  l )  RTRR RTftrRT RT ^ T T R ^ V t ^  RTRTftRT R f RT^T 

RRTR %  ftn r a rtf R>TfR tr tr  $ ?r RRT RTT«f 

k  R f  RTRR RTftTRT RT RTr  R R Jtff %  fW f  ^  

fR R R , RRTR  W RR RT 7 #  RRTR %  ftlR  

R tfft ftn r RTR V  f t r t  RTRfRR ^ ;

( 2 )  $?T RRTR ?  RT RTRTT7 JTTT RRR-7RR R r  

TTTFT t  R f^ fR R T  JTTT ftrftrfRRr ftn r f[ 

tftT  RTRR RT R TR -R^  R T F  #  RTRRT RT 

ftRTT RRtf T t RRTfRR a #  %  ftfir anRTfRR k  RT
t r  fW a r RR5  rt  v h rftp fr arr t t t  ^ttr %  ftrtr

R lR fR R  k  4 t RTRR RTftnfr RT RTR if
ftn 7TRW a>̂   ̂;

(  3 ) !TT[R a rh fR R f a ftr f t fR fq f^ R t ;

( i )  ''R R R  % "  RVfT R ^ J #  *r fR fR fta j R R R  R fR ^ T  t ;

( R )  'ftrftrftrfR " TT f t #  ^ R p R #  RJTRRT R  rt  7 #  
ftTRT, RTRR RTftTRt RT # R - R *g v l %  f #  i  RTRtftaT 

RT R #  ! # R  ^  ftftr RT 7»ftr fR R R , RRTR, ITRR 
RT T #  RRTR %  fRlT 1TRT RT STf̂ RT ST̂ 3T tfta fit

1387 01/78—1 (329)



[Papt II—Sbc. 3(ii)]THE GAZETTE OF INDIA : EXTRAORDINARY330
in  ita f t r f i it  f ir s m  fo t r  i t  rfa fir  «r[«m
17*5 T 7 Ì 3T77 fH M p rfiil t t )?  :—

(i) 3TO7f?T nJtnl (f*t77 nrvm fire 7f )̂ 71
q;^HT ( fT ? )  ¡m it  i t  ì l i  «rnrrfàiT iftT f? ;

( i i )  sp irit i r  i t i  «rtw r :

(H i) nm  i t f  ttt?  fjf% itT Ì?  i t r  sitto?  »nmft
«rW n p r, 1940 (1940 77 23) i  37371 7T7 7#

;

(<5) " ij?? w irfarf?” ìt  T ri*  i  fw ftn fm  7 wz i t i  
T it ftr fii wfròrT I ,  ftsg  i n i  arTió? w ir it r*  mf???, 
ìm i?w <t ?i7, T ifa r , 37*^77 *ffT ^nt $  wm 
wrftrftnrf nff t ;

( 7 )  " t t t t t ”  ir  i r r t ?  j p r r r  w f ìm  £;

( 3 ) " o t t it”  ir, i n i  «m rrfìiTT 3 77 7 ) 3)7  t t h it  t t ì

7f£7, 7TT7 ì  3Tj!T fÌT T  ITT? ir t t F l ìf  7T7T irfW T  

*rtr f i r )  i t  t t t  fa rfr 3*33 )  % flw pr %fTK 
T r i t i  ì  i l '  in T T Ì  733 i ,  "n o i'i+ d i” ì  ÌT-OId,
i t i  rm rt ¡ri i r i  tin r arfar k i r  377  n r  i t  
in ira m f i l  0 v i  ;

( » )  ‘w n fr it T ? ’ ir >*71 i t i  ÌT77 3f75T7 k i r  77PTT 
k <ttfr fa fa fT fa ii i  ì w  fa faT fa rit i r  7177  tt 
fW jv ird i tt  t ìt )  i t  sri7  ìf  Trfa|n, t t i io  irt^ 
itT  11  i  T K 'V t i  3 7 7 17  r ir ?  T T j i f  % u r i 1, 

¡ n i  2 TT SR-if 3 Ìf fafafalT fafafTfant' % fan
fa r?  i t  k ;

( 2 ) f i i t  ita fa  % « f in  i ,  ‘mfwm’ i  7 7 7 7  k i i r  
i t i  srfprr ?r T m  ir#  t it  i r  f i i t  iH f t r  % 
fa ro  if a  f ir m  i r  sttt i  w i  fn , T r i  ttp t

T r i, T f ^ f r r  fan in i,  n frtfW  f in  T r i, TfT fan 

T T Ì, T T  77 737 TT in  7T7, T r i  fa'H f 'H  fan

T r i tt *RT«rr to %  m if iT m  tt  371737 fan arri 
Ì  f in  i r  T ld l k, faTJ ? 7 Ì W'd<!7 fa ir  iftrfs i 
TT w r fw r  71 7PTT 3TT71 7T <5277: 771777 %
713177 vdHH ìf  7777 7T |Ì7T TTTT T^t Jt, Ìt7  
"fTftfpTTT TiTTT" 77 777717 77 TI77T TrnTT;

(s ) "fTfTTfnr” ir  7? *7f77 7 f»m  k i r  i t i  SjtTftr
fìr fT fw  TT77T ?t;

(? ) ‘^ 3  TTfNTW’ ir fTTft 77741 i r  777 7r7f5Tf*T, Tifi 
i t i  ijt, 7ff=T 7 7 Ìt 77-<ÌTr ^;

(? ) "77 STJT fftTftr’ Ì ,  ?7 7TÌW % 71717 Ì  7»7r7 
77 Ì  7T77 TiTTr 7T7 f7 fif7 7  T T T  7Vlf7 7f777

t;
(7 ) s r j»  *fhRr % 71717  7, "J7 f7  irn d " ir, TTr 7 i  

7 # r  farm i r  rrf ÌT77 7 f7 ÌT  k:

(7 ) '77-^7 f i T l i f ' it, 7T7-T7 it t i 7f717 i  T7T7 5; 
^ [W ff 7T7 7 f7 Ì7  k *rtr ?7% 71777 1Ì 7  717  Spr 

7t 7f*7ÌÌ7 k i t  № rf7 f7  i t  7T77 i  TTO^T 7 Ìf

«f;
( 7 ) " «C W ^ r” Ì ,  T7 7TÌ7 Ìf fT fil?  JJB7 ip fr lrf'777

S Ìt7  f 7 Ì  717Ì7 jnr. JfW  7 7 i i r  k;

(? ) “<72717 Ìt7 7 " i  ?7 Trèw i  TTTHt i  « f « l7  fÌ7 t 
i t T f i  i t  77 ITT f777 i t  7 f 7f777 ft 7^7 ? 7 Ì 
71777 7V«fr ÌT77 7t ft ;

(7 ) "<52TT fq iT T ’’ 7 IÌ7T STT^rfr 7f777 t  T t 7T?Ìf 

i t  7 trf7 ?r % <R27T fTTW 7r T ti'TP  777T ft ;

(7 ) f i lf t  !T j7  tfW ni i  71T7 if  SlfTOTiTr Ìf7 7 ’ 7 

nrfr 7 7 Ì iW f ilf f  i  STfTTTl f im ÌT rm  7T TT7T7- 
V T ÌT t 7T P r ifT*I i  f in  'tv | 4 7 i  7717 PfMd
i t  7 f ÌT77  7 f? Ì7  7 :

(7 ) "f?T7  7T?<T” Ìr f77i 77T 77 if , fTW -TTr 7T77 <7277 
it7 7  ir  nplpT Pnfr fTTTTÌTT 71 fÌ7 T  TTTTTTTt 
(ÌRT, 77Tfl7f7, 717 f77>7 Ì f  7 f Ìt M ÌPT ì  r rT ir  
77 7PT r r f ìm  & fTT^ n*fr Ìf7 7  ì  7777 T7TT7- 
SRTT T t i F rrfn r Tir, q-f? 77f ?T, 77T t ,

(T i) W 7 7 Ìr'’ ir 57 7(77 7 TTtTT 77771 7f*TTT f ;

(?) “I?l4> fd7>7T' 7 7t7Ì77f 77 nTT 77f 7T71 f?Ì7T
77 TT7T 7f777t, 7777 f77f777 7p777 t  Ì77 fTTTT 
■777T f? ÌT r  7ÌT ITlfr iftTf>T7T f777 777 ì  fan 
n»fr 7t7f? ì  fTTTT fTfTTTTr 77 7771777) 5m 
Ì7777 fTTir 777 I I

3. 777 7 7 7 ? r ?r {3717 77^71 ìf fT fTfTT  77 7
f?f7)77 T r i  srta fa ìi i r  7177177 f?77T Ìf7 7

f777 777 i r  T f ir  ( 1 ) 71777 , T77 77JJ7T 71 fjfTW  7 TJ7 I' 

ìf f?f7 fT7  77 7 f?fTf77 fT T l TTT  ift7 f?  ì  i7T7TfÌ7 
fW7<7 ÌT  f?r7?f77 7117 i t i  -7 ^ 7  ( 2 ) ìf  f?n 7 7  TTTTf 

Ì  S ÌR  ?ÌT Tf?7  ÌT77  T i TTltsa 77Ì7 ÌT  ^ 7  7 77T ^7T 

T t?  7777 ì  7T777, T7T 7? 517 777, nqt 7 177777 ÌT77 
fT7  77 q71 T T T  ifm ?  ?7f TTn(fr. 777-777 77 1TTTT 
f  rrf7 7 7 7 r 3T7T Ì777 77  7%ifr I

(2 ) 77777, T 7 7  ( H ì  77t7 flT fr 77,7 iffT f?  ÌT  
i m  ÌTT7 T77 777, fpifr 7T f?f7>r?7r 3T7 fdfdfìpr nTT 
T^ T  T lo ftì ì  T^TT?? i l  7 )7 7  7177 i l  WT7 if  7*9T 7ÌH7T 
Ìt7  7TÌ777 7T T fÌ7  7ÌT57 773TFT 77 7%7f I

17^777— 57 T T -tTr if, “7sr f?f77T77'r 7? 7 nTT f?Ì7-
7)71” 7f777 —
( 1 ) f7T*7 ?W ìf, n it  T J7  7t7Ì7 i  f -7 T7T?7 ì  

T i? !?  ìf, 7 i r  777 7t?f7 77 T7T77 7f771 k; 
71

( 2) i r  n*fr T j?  itT f?  i  T7177 ìf  ?w ì t i r f i r i t  TTPTr

*1
( 3 ) i t i  i r  *7pFT fprft rr^T 7 t7 f?  ÌT T lÌ7 T ( l)  i  

7TT7 7ftnjf?=T Ìt7 7  7 3TT7 8'3?^if\'H i «TT7t7 T7t 
ì  n trf'T T , Tftm  4Ti77 77 77t 777T I

7715 T7  7T 77T 7*7f7 i l  Ìt7 7  TT  51777 Tfff^fTtT 
7ift i t  Trtft 77 771 1*7* sr;T  ift?fW ÌT  Ì177 7? Ìr7 7  ffrft 
T t ?7 riT Ìrt ì  5117*7 7 Ì f »  y f  f777T7 «ft it ?  i f i f  St̂ ST 
iftT f?  71 f7f77)7r 771 777 ih f ?  Ì f  771 J7  f7W717 Ìt7 7  
7 Wf9?l ÌT77  77 7iff Ì7 7 II

(4 ) (71) 7?! i t i  firf77f71, 377 «P T ^ il 31 f i it ?  3 7 ^ÌT
ìf  M'SirZ f ir f t  ftifr 77T it? f7  77 141147 57 *n^W i

5IT7t7 ì  777^ 717*3 7771 f ,  fa ir it  7777 7*717 3T71 737
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5t a f ir ç f r e  T t  е т  е т Г  I ,  e ç i v r *  u rte fe 4ft т е  я т т т  

a f r ^ f r a  ‘ "T O  à  a f a r  T ta a  ЧТ aifT 1чП Т  I

( * )  H f í f r é t  STj3r 4ft Г Т О  e T T R  ÏR T  a f e f f r a  

=Tfï T t ï ï f  t ,  4 f t  frfd a id T  ¡¡a t  Я Ч Г  a te fe  |r d W IW  %  ЯТТ«Т 

it  é t ï ?  f a r %  a td T  W K  T t  Я Т Ч  1 *r a T O n  In T  TÛT e T T R  

T t  9>l4i ^ [fra  ТТПТ f^l*T ЧТ <кч+1 ПП Я ^ Г  a ls f r  TT 

e e l  TT f r e í r  ït, ï# T  e T T R , à é t  П а  T f r  T  s rq id  â é t  4 f  

S f r  а П Т , m in  ÏR T  ППГ a n tè re  +14-1 f r e e  T T  e à é t  f r e  ЧТ 

fre t Я Т Я  ü M ï  l e t  a n p ft I

( а )  * a  п ч ч т т  ir  fèrRres: f r f r e fa r  è é t  narren  %  e r r o  

it  щ  e r e  Ir a ta r , е т т т т  t í  я т е  1 i t  ç t  a t r  m è ra  te r ,

a tr  eTTR, * é t  -ЩГЧ T r i  àfr ЧГТЧТТТ, â é t  e ?  5TT m  
ТТЯЧа if  a fr^ ^ d f ïR T  fre í Я ЧП  é f r f r  T t  T te a  Íd9d T T

a à t t  i

4- Я^ТеТТГ T Ì4 d  é V . «ТЧ1-Ч fdT4 T ta n  ГЦчН ТТП  T t 

r f r r — ётт л  ff f r e t  e ra  %  f t i  f a  â r, n f l  е т т к ,  а ч а  этаеаГ чт 

f ïé te  a n ^ â r e  f r f r f a n  I r  à  f a fr f r n  f r e t  í r j r  f W í  

T  ПТЧГеП T Í 5Rfrr T  f r a  frífT ¡ТГТПТ П е * Ч Т  ЧТ a é té ta  

a a r è t  f , ñ  a r l r  ït t t  :—

( t ) frq t Я Ч 7  a te fe  т т  ЯЁТЯТТа T ir o  fre n  T T a á á t ;

( e )  g ì ?  ( т )  Ir e é t n  fre n  « it e t  я % е т т а  T te a  %  

m ira  a te n  r t  se ra  è  т а !  grr, fre t я ^ а  a te fe  Ir f r a

« N ifq  f e r e  т Г а а  fd<Td т т  - lid i i

5. n f  я ч а  ï h f s  т т  e t è r n e  f a r e  T T O  f r e e  т т ё  тт  

a f r a — ( i )  frw r e f  t t t  e te fe  т т  т т ч т  fa fè e fa r ^ é t 

e f  ч т т  t W ìt  %  t ? t iíh  т  тп ттт  ê  e k f  f ? e  %  т Г а т  

ч т т т т  т т  5ТТТ i  îf  е т о т  т т е т , * ftr е т т т т , ^ é t u fe  т т !  

%  ч н 1 а  щ  T T W T T  е е # , fré t e í  я е е  e te fe  T t  т е  

e r le  if  e f te fè e  т т ё  т т  fè fe ie e  т т ^ Г  e t r  e r le  тттт, 

Т т  е т Г гте  т г е т  P r o  T f e t  f è e  е т  fr«ft =rf т тте  « te fe  

W t  e n j ít ;

( 2 )  ( т )  s r I t  e re ir  e , e f t  f r e t  a f  ip je  e te fe  т

f r e  e a f r r e  t t o  fe e a  т т  тт  e t  ^ é t e f  s e e  e te fe

т т  e r ò  fr fe e fe i, fre t e f  трте e V rfe  т  ееттее ir  B f  e re

f t  е т ё  ч т , е т т т т  т т  ттее т »f t it  e t r  е т ч е е  1ет i

(e r ) w  ( т )  т  e é re  f r e t  e r è r e  т т  тгтРе т т , e r r R ,  

^ é t e f e  t t I  t  e v e r f  # е т т е  ít t  е е н , т т е т е  if  e fe ^ e e r  

ït t t , frtfr s r je  e te fe  T t t t o  f r e e  т т  e% *ft 1

( e )  ( t ) t  w ire fre e  Tftee, fret e t  e te fa
eft e t e r e e  f e r e  eftee fter e t r  r r t  ®efrr (fre%  еетее 
e f  «efrr e t  ^ e t  e»fr ere frtft e t  e ^ e  e te fe  tt  f r fre ír  
ттет t )  i?ét e t  e r e  e te fe  t ì  ? е е т т т  e fr ^ fr e  r t e e  è  

e f e r  гтее  tt  a j i  è è e r  1

6. e r e  e t f rè te  e a ^ ê r  e  fe frfr« z  e re rfra  тгрт e te fe  

# t e f e r a e  f e r e  # r o  f r e e  т т а  # t  e f r a — ( 1 )  e r e  

e ^ jè t  ет frè te  e ^ ^ é t if  fa fr frM  f r é r  e ^ e  e te ftr  t t  

TRf r r  e n n e a d i , fré t е ^ е  e te fe  %  e te ra  it  è f r f  fà a  т  

é te r , e r r R  T t  e r e  2 if  е т  е т та а  t e r  1

( 2 ) ( т )  е т т т т , e r e  2 î f  e f f e t  -m eri Л  T t «ere if

fT . frè r e te fe  # t e ftee , e f r e  зттт, f re e  t t  r f r è t  1

(w )  щрпr ( r )  I t e è ta  fa e a  4ft e t  # te a  ^ è t 

e te fe  aft e f e r a e f a r e  T te a  f f r t  e V  T t t  è t  *e fra  fre t

r je  etefe Tt те еттт free r t  at atea Ir efer Ttea 
er a f̂ tear 1

7. ta if. frfrfea atr aierfra, eee aaçét atr frète 
aâ çât if frfrfrM эта atefaèf % fare tr fer» яГечка 
rma 4#т •jfrd rfea frea r f r  rt afra— ( 1 ) açt trae 
ea$ét atr frète aa^ét if frfrfcr e  rtt e^e a te f r  l a  if 
frfrfea r f  arat  ̂ ak aierfra èr t̂èt t, arrf етттт la  
è frfrfea spje ateftref atraierfra sr¿a atefeer % eft if 
еее-еее ет fraera fere Tteat Tt sera if теI  5e, eà 
aaretaaf efra, êif errR  атакет eeà, arla ïttt—

( r )  ^èt ееа atefaèf % aea-aea frfrafarat , атета- 
Tafaf ет frarrt % fecK efèerra Ttea free т т  etèt \

(a) 'tèt ¡r^a atefeef %• fare % fair jfra  rtea free 
гг e%èt ;

( 2) a^ t fàfafafaef гт  r i t  frfaeiar a e l  aanea ir ет 
f r e t  aar a ia  ir en a  f r é t  e e a  a te fe  r i ,  fa e r t  r te a  
a e  r t e a  ê  f a r o r  | é t a i t  a e r t  frfrfe fae i % f r a  ааета  
r t  a t  & ^ rét frfrfefaef % aeeta  if erar e ? t  e ^ r R  

¡té  fr frefar é  a è r r  t t  a é é r  f r  e ? —

( t )  e r r R  ïttt aeerfra  тт e t  afèr Tifr a te  fa 

Tfea ea rè ta a  é w  é  frfèrer t t j  чт

(a) frfrfefàêf Tt ’tét efteaf ет tà  at errR  freaTT I
s. l e  a  f ra  ne an eara é t r  fe rre  ït t t  aanfra sp je  

atefe  r r  r t e a — ( 1) a n  annera a t r  fèrrét eerét ït t t  
l e  é , a  f r  a t r  r f f  aanfèa a t  яч;а atefeeì Ir frfrefa ial  
тт егатпта l à  r f  à , <?êf e ^ a  atefeef r t ,  àé f  
a t  я а а  atefeef Ir nanea Ir е т т т  r f  d itte  é  e t r  e è  
é t a e fe  r  frrr, ^  a r l e  Ir n e efr e ra  nçf ÿfè :

чг^ à at at яаа atefe гг я?ег frfrefar, ¡tét at 
еча atefe Ir nanea т  яттаа é étea fia % étar, етчтт 
гт яга i a, fruirà atr âtetfàrt freía ïttt яатеча affa 
free nel» ее ere тт afeaarra $frr fr e? ^éa: at 
яча atefe I ,  arèna 1ат étr ее етгк  r t  пча яеа 
atefe гт are, e? rtea fra ет neir ïttt free freí n  erar 
t ет aura neéta r  frrî nell ïttt nenie fret гт erar 
I  ет èâf a frfw  amrrtt 1er frert етгтт ачят r t  :

чт'З e ?  a t r  fr пет a t  я^ е sftefe % e r i  ìf a t r  к  rt 
ef§a ér et rtea errR r t  é^rt Ir frar e f i f  ait 
зтща'г i

( 2 ) aeêrr(i) è frflaî ere eé eft aefe Ф ечттчт 
г  екетц ее arle Ir neèe, ne пачтт é frfiw at я^г 
atefr rt ет^ èfà i

9. frfafafrèf Ir frfrafanff rt я^п atefeeì гт free 
г т ! т frfr яча atefeef Ir frfrafarat гт f r lr  là  Ф afta—
( т ) е тгк  еее-еее ет, етвттт ет fera aièr ïttt, frét 
я^г atefe r  frét frfaefar rt  èét et^étefe, fefrfàfrèf 
% èà fefrefaraf eà frre rrà  à fra ^er free I  eàèr 
ter ¡¡à a rlr à frfrfea frer ne ;

ч т^  è r r  r t t  a r i a  l à  e e e , е т г к  fàn frftra  nat à  
aét et fn# r t  frn r à ràét, ra fa ;—

(т ) nà frfrafrr r  aren nena eà ечгта;
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( « )  sw; asqpst ft i m  3 *r fsfsfros ftftftRw f ftt sro  

f t .................................. WS«f«W« I

( « )  fs Tsfs f s a li %  a ro  fs fs s fs rwY s t  w sw ts  ;

( s )  «SS-WSS ST T O K  ftt fttf« % VSSM SSWtS ««tS
« ts a rs *  afw^fis i

( 2 )  s s s t t (  1 )  %  a f t ts  s t t  s if t s  w aft f t  s s tw s  %  P ro , 

a w n  s « j«  s ts fa ftf  %  f s P r s k ta f , sT srssrrfsT  s r  f a r m s

it S «t TOSSTTt S R  S%»ft iftftr S$ w m f  «SW s k  SS
firfrorfro , w rs ra s s f itt f s s r s  it s  s r s i tT, ^ a t t o  ft  a t« T  

f t s i  « W IT  fs fs fa a r S T , ft«  ft  P R  TOW ?pT  I

1 0 . rsP w iw u it' i t  <57s t  s ts w  s t  s s s s t — fftftr fsfft- «
fftfft ftt <SETO StSS ftfc rfwf t tw ft SSSK S«f«S ftt

TOTOft, S « i$  :—

WoSto *  («ToTO® 4- ftoTOo 4" « 0 ST0

+  «oS o) X ( l  +  Softto)

S£t—  -f 7oW° 100

" is »  ftto” ir  t o s t  s t s s  w fa a a  £ 1

" « to« t« ”  ir  s r s a t  s t  s t s s  s f s s s  t  ® rk  ? « f t  m s s ,

« W IT 5TO T S  TOT ft S S S - S S S  ST  TO SSS it  S fs ^ a S T  5TTT 

ftp r ftre  f f ts  I R  « f t  ST Sf ft S S S T W  it  sV rfsST  ftt TO SS

f t t r  w Tj Tt m  to w , s fe  s t f  a t, s f p  w «  t o s  s s r o s

«$ J«ST , STO 7W  ST  s fS S IS S  ^ ifs  ftt ?  1

"R o  «T o”  i t  « f t  TOSt %  SS S T T  P lST W t *rt « ?  S S f r s fo

w in s  s fw t s  |  ftt « w i t  * s  w iY it  s s s - s s s  <tt  t t w  

i t  « fa r ro w  a m  faPtffta t s t i

"SoTOo” ir  « ft  ST St %  SSST T  P lS IW t s f  i f t r  s r s s t  

s t  w m , fw sft sw ifts  o t  t t  j f  s f s s m  ?rfft ftt &  

s fro rs  t  ^ft t o k  i s  toY  ft  s s s - s s s  s r  t it o t s  i t  sfw - 

^toti jttt In f t  fa vt to 1

”«o So” ir $ft STSt % SSS1T fSSTft *TTT ftffta STOT 

s f f ts s  t  ftt « WIT X R  STY ir WSS-SSS ST TTTOTS it Sfft- 
gTOTT 5TTT P rP tftgg ST I

"«e^To” ir s a  1 1  it fsf«r«t«s sfiR VtSiT * tfs s «

" 7 0 W o”  ir  7TTO-W5W s f w s « i :

ST?5  fw ffr SR T fS iT  faOTf a t  wt ?WT « , 7 7 *  ttt«  r r  

stT WRW sir SlfiR «f^T S«T «SS-WSS ST SSITTS WT,
«TrtET s frs s  P m  s r s  s t  w t h r  ? > f r :

ST*3 S ?  tCVt  f s  wrrt W lf SH T tp R  fs P rfT R  | S :  S S  S t

w r it  s ip  R R &  s f m  P m  s r s  s r  w ta rr  s s  s rs  ? rs r
S t  fT5r w r it  S  SSST T , S S  S T S tT  S S S - S S S  ST  T tw sa  ir 

s fa ^ s s T  j m  f s fs R R  s i ,  s w *  s s r s  s s  t it  w m , i f s s  

« is t ft  sft s m  r ft r  s f s s  s s r  s 't s 'r s s r  s n j 1

m s ts r w — ? «  <ttt s  s s r s s t  %  f s s , “ s s r  s s  s r  w m ” 

s  « T s t- s is  s >t  fs s r s t  s w m  s fs s  t fts fa  s  s t s r  s r  s r s s  

w f a s a t i

1 1 . s fa s  it t s s — i n  t o ir  fs f is s  s fs s  s t s t  s  m s s  

t ,  fS S T S  TOSS, w rs s  S f l t ,  7TOTS sq«, fs fs fs s r  s r  m fs s  

a f r  m s r s  s s m s  w k  s s  fS F S P rfs ts  ir  a f a s  s?'r ?r>fr :—

( s )  s s t s  V S ^ S I s  a s s ' 1 S  f s f s fS R  fs fs fs fs u f sfr sw r 

it  ...........................W isT w jrfsw a i

(w ) ttb a ^ ^ r ^ ass 2 r fsfsfvz  PrfsfsPnftsr srft 
s ................... ssss afsws ;

12 . s ifts a s f ( t  s  a s s  1 a k  2 it P r P r ts w fW W n  
sr wawt s t s s  f s s s  st S  s t  st stt  tit w fs.— ( l )  «TSiT, 

s i t s  a s f s t  ir a s s  1 rftr a s s  2 ft PrPrfsR f s s t  fsPrftrpr s t  

w s r  s t s s  s s s - s s s  s r  rm sst ft a fa g s s i  s r o  P m  s r  «%st 

a )r  ^ st a s s t  s t s s  ii« t fsPrfsfss'f s  s t s s  W sstst % Pro 
a f a s s s  f s s s  rftss ti s s  ft r|ifr 1

( 2 ) ssftTT ( 1 ) ft ssrfsR fssr srs % ^tft |S st, Sft 
T « arsw ft arrnr st srrtsr st fsm fsPrstsr st fsPtfsftt st 
fsss stss Tssrr ( 1 ) ft aats Prss st s f aswt stss it ss 
I,  tbi qsr f-iPrsisr st st t  ft 3s a^sks ft Pr i asst fsfsfsfs 
st kss  stss ft s^t skft 1

( 3 ) s t s it , tostto ft st t s  fsftm fsPrstsr am, sst - 
ftsPr, ass 3 sr ass 4 ft ffts ss wm s sr, sftt ^r s r t  
sist srft ft ssiTOs s «r s^ arsrss ssw, ska  am fsst 
kfsfsfs st jsrtffts aaftt stss fsss s r sftsr 1

1 3 . s s t s  a s g s t  ft a s s  3 ft fsPtPtR fsfsfsfssf sr  
j s s r  s t s s  f s s s  s r ft  s t  ststt s r  wfsi.— ( 1 ) STSTT, STT 
1 0  a t r  n  ft dsavat ft ssstt sifts  a s^ sr  ft a s s  3 ft 

fs ts fo e  fs fsfsfssf s t  f r s r  s t s s  s s s - s s s  a r  arfts srrr 
P rss ST sftiftl

( 2 ) w p sT srr j r  akw  ft TTsrof ft s a t s  fftst a a s  
a ts fa  s r  s r s s  P m  ar ^sftfws s r s r  % ak . s 'tf fsfssrsr 
s s t s  «•jfl'St ft a s s  3 ft fs fs fsR  a s s t  fs fs fs fs  ft ftftt afts 
fttsfa  s r  s a s ts  s r s r  t  s t sir 'rft P m s  ft jsffiT 'S  30 fas 
ft s ts s ,  «t sst  s r  sarfrfafs, a s a  3 sr a s a  4 ft s t s s s  sftsr 
aYr « tstt s fs  s s  a rs a rs  s ro f sr, ft»fr fs fs fs fs  s r  s t s s  
f s s s  sr is ft fs ts  ST WftST I

( 3 ) s'tf fsPrstsr 7 sa rr(i) ft aftts fsftrfsfsfsfs st 
st st t  am os srr Pm  tit s f j t s t  t im  ft s t s r  s  
a^fttss ft fssr s fe sff srsr 1

( 4 ) sfs sTf fsfssrsr ssftTT ( 1 } ft atfts P m  st st 
fftftr fsfsfsfs st fSSR stss sr 5STtSTW STTSi STiTST it ar s? 
st st t  sr, ssrfHftfs, ass 3sr asa 1 ft srsss srs; atr 
st st t , ^srsRski arro s t s  ft « stow to s s  arswrs saw, 
arftw am, ftjfr fsfsfsfs sr -¡sftffts stss fsss st  sftsr 1

( 5 ) ^ssrsr 7S«7-( ft SRfSR fsftr SPT ft ftS fT  ST, 
ijtfrs a^fftr ft ass 3 ft fa fsfsR  fsfsstsr sr fsftr 
fsfsfss sr s rs r fsss, ss ss fs  7SST STST STSS 
ts  arsw ft sassff ft atfR fsss sftr s t  sr tost, ss 
stss arst to ?s arsw ft sm s ft <jtto 3s fswsrs ftr 
a k  frftr fsfsfss s  fsfssfs ffftt fsfsfsfs st 5^  m  ft 
fswsrs stss ft afas fsss stir s k r  1

f 6) (TO) jsssr saaTiar ft Tsroat tt sfsss as issri 
fssr, STSTT sfs ST ssr srsr aTSRS sr ssrsTs ssw sr, 
w r s  ft afugrorr am rpfrs as*tsr ft ass 3 ft fsfsfss 
fsftr fsfsfsfs ftt asftr ftrss fsss to sftsi aYr oftr fsfsfsfs 
st fsPmtsr qftt fsfsfsfs si fsss rs a s r  afagfss srss s 
afas sr s?r to. sftsr atr sto5stt ststt sr flfss skrr 1

(w) s «« «  ( 7 ) ft TTS'-i ^s fstssfsr sr TO»r sar a »  1
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29- WrfÒTré :— ÇTT ЧГТТГ % -З Ч «1  if  if  fré ff ré  ЗЧТТГ
тт iréar. vhwt irfHpt’Tfl. i«5> (loss тт ю ! ̂
1ТчгЧ1 T  V  H *i i r  <»s4Í4 ¿14 í I

jo frérr:—4ft foré Г<ГчГчГо ré ¡pré rnjfré % Tréft 
If foré Tré if T ré  % r é  if ré# тяг tw w  ?H i ? ré t w
т  чттту зга fofom fon тттот i

31 Зй: r é  r é  r é  T :— 1 Ч 7 Т К . ЗЧЧТГ (  2 ) Í  8?ГчГ<п Т Ш  ré

sth ìr rré jit, ré Tré nré % ré ré# ?fti Tré Tré fi ré 
ч? т п т  if  r é n  з га  f r é f r é  т т ,  fo ré  ré ré r й Г-тч^п  т г т  
т г  ф т fo ré  " ^ т  ré  ré , w ré rT o ré  t i fré rr r é a  т т г ш  

if ̂ g ? *râré rér тога rçà чп%чг тт Tfréforr тт зчиЧ»1 ré 
тт *foré i

( 2) «гттгт, i r é  ( 1 ) % a ré  вг ré w r , wmftr fofa- 
a fa i " т т  TT fo ré  т а г  ré  à  ré fré  fré ré ré rr T iré  îf  *r a ré  

TT fo ré  TT STFT TSnît, ТТЧТТ :—

(t) frétfré +4+HÌ ré тчтт ;
( ч )  fré rfré  <jré ré  t t w  ;
( т )  1чW in  354RT ré  хщ ré r  fo o t ;
(a )  f o r r  ïtrré  i

32. réréré ti twih'w  :— ттттт, тпт îf «Гнчт-л зга 
щ foré Ч чттт fo ça ïrrrér зга т т  réréTf ü if ta  27,28, 
зо ré r  з 1 îf  ïr o f ré ï a fo rré  ré  r é r r r ,  a ré  т т  t o ü  à  fo ré  
TT тч г т , fH f fré ré f, rm rré  ré r  o ré  %, ré r ré# ré, ré ré  

T^à f ir , ré  fo ré  îf  fa fà fré r fo r  зла, fa w fa ie r  з га  rér fo n
TÏÏTÏÏT, STTfa :—

( т )  ré ré r а т п т  T  rm fo w  à ir rérérrré т т  jr rfà rrfr
sra; тгттт

( 4 ) a ré  t it t  а т т т т  TT ТП Т г т т т т т  % т п л ч т т  ê ít

ré a n ré  чт ч|ГнттЛ з ш  ré  fré n  i f  f? fñ fré r frérr
nré i

33. frw :— ят îrén % 7rt« ч, réafe (ijpt frérén) 
41ÌV 1 1970 я^оТ т ^ п  frén  ^ ré  a iré  % ч к  if
я л  "rrérr ré oré ч^п т  Tré % тг ré ^ in frérn fré̂  r é  
îf  ré r  |чг I  i

[то э(з)/78—réna-II] 
гт^о rrjfc «ff^n , 7 T-JTfré ,

ЦТПТ iT^ ffré

Р т т  3, 4, 6 ( l ) ,  7 ( 1 )  Îfré T]

srrér ré réa

^nré n^çré if nçrérét tort 1 rér 2 ré Wñlíffflré if réw 
ré  n ré  T iré  ччч  ré ré ré f (fréré « w i  ч т ч , r r r r r r é r  o w  «., 
ufir ré f  ré , ré*? )

I .  i r é  : W ñfréfréff îf  7ЧТТ ü^ t  ré ré ré ri
réafa тт чтч

T 4 g »

1 . ï M
2. я тч тт ré tfr  R T rÿtffré R fré r 

3 rTTnréfñréréfrép *п то  з п ^ л п г т

4. TW  w w
5. TW  41Г444
s. Ttt ftf'w  4 'fréfw  ré

7. tn ìfré w  Tfré fré  ré

8- rérén iferé-i
9. TfiWT réêfréw (réffrré Гччцп réñfré)

10. TÿÈmnrén «rè i
11. frérrânrér
1 2 . îwré
13 rrfwfré
14. 44ifré
15. réréfré Trérrén
16. ifrénw TW
1 7 TTîftw g'iWTii
18. frén fTTT î iw ir ?

19. ¿44« î 'M f i
20. fréftftw
21. iH/l+réfiMUi
22. fñurérépréréfrénrfrér
2 3. 41TÎÇ4 SçTT

T l. т о т  йГчГчГччТ ré т г п т  snr ré rfa ré

1. ré tfré rñ m

2. rérawréTW
3. t iW t h

4. réfréfré-.
5. ïçw tçfréT
6. ¿H44I4IÇÎ

7. nwiT wnfimvT
8. Гзчцп +М1Ч4I|4 HTffí
9. iwfréw

10 . réfm fréré
11. rérwi^n тгчячтттзГн
12. réréwrréo Tw
13. fTTTWTiT
14. TrénrM
15. Wfréì^HUfaH
16. Tnwrfrm
17. <réw(ré
18. fm iç î
19. TTiOfarw  Гчт ин ¿4i4nrél4
20. вп*1чцч réni ^5т«т|Гттч

fsréríW fré

[(ta  з, 4, 6( 1), 7(i) %fertr]

réfjMTTfré if réréftrT Tré 3 % frérfW ff if réré ré rér 
Tiré Tré rérfréff (frré  rém  w r , ré n  rér tott rér réf 
ré, ré ?) ré fré

nrerar rér wrfrér frérér
1. rértnnn
2. т т гтГттч
3. rérén
4. Í47
5. т л я т  réhrig 
e. aréré
7. f? réfréffnrén
8. rérén
9. TTTrérrré (ftaréfré)
10. nrré



цдцмаА i
: мд|?фда ПХ

l» k lh U < b  в  

bjbUKglt S
яиндод *

t,HutJAbk. С
»иым*>шь г

a^lbiaVl* I

I¿H1 Ofebit X 
b|»kĵ  e 
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чч о оч о ftfftq т т  rrfftq

M IN ISTRY OF PETRO LEUM  CH EM ICALS AND 
FER TILIZ ER S

(Department of Chemicals and Fertilizers)
ORDER

New Delhi, the 31st March, 1979
S.O. 190(E).— In exercise of the powers conferred by 

Section 3 of the Essential Commodities Act, 1955 (10 of 
1955), the Central Government hereby makes the following 
Order, namely :—

1. Short title, extent and commencement— (l)T h is  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, chemical, biological or plant product or 
medicinal gas conforming to pharmacopoeia! or 
other standards accepted tinder the Drugs and Cos
metics Act. 1940 (23 of 1940), which is used as 
such, or as an ingredient in any formulation"!;

[чтчИ—ч»ч з(Н)] чт W 3 : ячгапчт 347

(b ) “dealer" means a person carrying on the business 
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 aeent of 
a dealer ;

(c) "distributor" means a distributor o f drugs or his 
agent or a stockist appointed by a manufacturer 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 treatment, miti
gation or prevention of disease in human beings 
or animals ;

(ii) such substances, intended to affect the structure or 
any function o f  the human or animal body or 
Intended to be used for the destruction of vermin 
or insects which cause disease m human beings 
or animals, as may be specified from time to 
time by the Government by notification in the 
Official Gazette ; and

(iii) bulk drugs and formulations ;
(e) “Form” means a Form specified in the Fourth 

Schedule ;

( f )  “formulation” means a medicine processed out of, 
or containing one or more bulk drugs or drugs, 
with o r wi hout the use o f any pharmaceutical aids 
for in'em al 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 ;

(iii) 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, revaluation 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 importation 
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 III o f the Third Schedule, in 
accordance with the provisions of paragraphs 10 
and 11 keeping in view the cost or efficiency, or 
both, o f major manufacturers o f  such formulations;

(k ) "manufacture”, in relation to any drug, includes 
any process or parr 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 doe« 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 ;

(l) “manufacturer” means any person who manufactures
a drug ;

(m ) “net-worth” means the share capital of a company 
plus free reserve, if any ;

(n ) “new bulk drug” means a bulk drug manufactured, 
within the country, for the first >ime 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 ;

(p) “pre-tax return” means profits before payment of 
income-tax and surtax and includes such other ex
penses as do not form part o f the cost o f formula
tion ;

q ) ‘‘price list” means a price list referred to in this 
Order and include a supplementary price list ;

(r) “retail price” means the retail price of a drug arrived 
at or fixed in accordance with the provisions o f this 
Order and includes a leader price ;

(s) "retailer” means a dealer carrying on the retail
business ot sale of drugs to customers ;

(t)  “retention price”, in relation to a bulk drug, means 
the price fixed under paragraphs 4 and 7 for indivi
dual manufacturers, or importers, or distributors, of 
such bulk drugs ;

(u) “sales turn-over” means the product ot units ot 
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 sales by the manuafeturer or importer 
but does not include excise duty and local taxes, 
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 o f his drugs to a re
tailer.

[Part H—Sec. 3 (ii)l

(b ) Where the price o f a bulk drug has not been notified 
by the Government, the manufacturer shall, within 
fourteen days o f  the commencement o f the produc
tion of such bulk drug, make an application to  the 
Government in Form 1 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.

tc ) The manufacturer referred to in this sub-paragraph 
shall, within six months o f the commencement o f 
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 Official Gazette, fix the price of 
such bulk drug.

4. Power to fix retention price and common sale price.— 
Notwithstanding anything contained in paragraph 3 . the 
Government may, if it considers necessary o r 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 retention price o f such bulk drug ;

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

5. Power to fix maximum sale price o f new bulk drug.—
(a ) Every manufacturer o f new bulk drug shall, within 
fourteen days o f the commencement o f production o f 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 
m this Order and by order, fix a provisional price at which 
such new bulk drug shall be sold.

3. Power to fix the maximum sale price o f indigenously 
manufactured bu k drugs specified in First Schedule or Second 
Schedule.— (1) The Govemmen may, with a view to regu*1- 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 provisions 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 manuafetured 
bv an efficient 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 Ls large or

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

(3 )  No person shall sell a bulk drug at a  price exceeding 
the price notified under sub-paragraph (1 ) , plus local taxes
i mv. pa' able :

(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 o f six 
months o f  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 o f such bulk drug.

vw ,n c  price nxea under clause (b ) shall be the maxi
mum selling price o f such new bulk drug and no 
person (including a person manufacturing such bulk 
drug  ̂ thereafter) shall sell such ne^y bulk drug at 
a price exceeding the price so notified.

6. Power to fix the maximum sale price of imported bulk 
drug specified in First or Second S c h e d u l e r ) Everv
importer of a bulk drug specified in the First Schedule o r the

Form 2 .k *• *ke an apPIlcat,°n to the Government in

deration the information furnished 
nx the price of such drug. in Form 2, by order

(b ) The price fixed under clause (a ) shall be the m»-

S -  *• 4 T? fi?S?
Provided -hat until the price of a bulk drug is so notified

’kfr bu,\ .drug 5hal1 be fhe Pnce which prevailed 
ihi-^nvlnnfV , b€fore, the commencement of this Order and 
.he manufacturer of such bulk drug shall not sell such bulk 
drug at a price exceeding the price which prevailed as afore-

(4 )  (a ) Where (after the commencement of this Order» 
any manufacturer commences production of a bulk 
drag specified in the First Schedule or 'he Second
fi^ e fcU e;». h^ pnce of whicb has already been noti- fied by the Government, he may sell the bulk drug 
af a price not exceeding the price so notified.

¿.c , , ul uo3. speemea m First Schedul* or S-cr

2 »  *  i r

c L i X  S y  a ’

(b ) a pooled price for the «ale o f such bulk drugs
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(2) Where a manufacturer of formulations utilises in 
his formulations any bulk drug, 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—

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

(b) to sell the formications 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 etlorts 
in the country and have not been produced elsewhere, the 
provisions o f this Order shall not apply to such bulk drugs 
for a period of five years from the date of commencement 
of production o f such new bulk drugs :

Provided that every’ manufacturer of such new bulk drug 
shall, within fourteen days of the commencement of pro
duction of such new bulk drug, make an application to the 
Government in Form I 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 margeted by him or used 
by him for captive consumption and such other additional 
information as may be required by the Government.

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 years referred 
to in sub-paragraph (1), the provisions of this Order shall 
apply to the new bulk drug referred to in that sub-para
graph..

9. Power to direct manufacturers of bulk drogs 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 any 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 :

v'a) the requirements for captive consumption of such 
manufacturer :

(b the requirements of other manufacturers of formu
lations ;

(c) the planned grovyth of the pharmaceutical industry 
in conformity wiih the policy of the Government 
from time to time.

(2 ) For the purpose of making any order under sub- 
paragraph (1 ) . the Government may call for such informa
tion from manufacturers, importers or distributors, o f 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.

us may be specified by the Government from tunc to time 
by notification in the Official Gazette in this behalf-

C.C.” means conversion 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 including 
process loss thereon worked out in accordance with such 
norms as may be specified by the Government from time to 
time bv notification in the Official Gazette in this behalf.

“P.C." means packing charges worked out in accordance 
with such nouns as may be specified by the Government 
from time to time by notification in the Official Gazette 
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 imported formula* ton the 
landed cost shall form the basis for fixing its price along 
with such margin as the Government mav allow from time 
tv- time.

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

Explanation.— For the purposes of this paragraph, “landed 
cost” shall mean the to d  of import of drug inclusive of cus
toms duty and clearing charges.

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

(a) forty per cent in the case of formulations specified 
in Category 1 of the Third Schedule :

(b) fifty-five per cent in the case of formulations speci
fied in Category II of the said Schedule :

(c ) one hundred per cent in the case of formulations 
specified in Category III of the said Schedule.

12. Power of Government to fix leader prices of formula
tions specified in Categories I and 11 of the Third Schedule— 
(1 ) The Government may, from time to time, by notifica
tion in the Official Gazette, fix the leader price of a formula
tion specified in Category I or Category II of the Thud 
Schedule and such leader price shall operate as the celling 
sale price tor every manufacturer of ^uch formulationv

(2 )  Notwithstanding anything contained in sub-paragraph 
(1 ) where the selling price of a formulation of a manufac
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 o f his 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 c r  Form 4 as ihe case may be, after calling for such in
formation as it may consider necessaiy, by order, fix a re
visen leader price for a formulation.

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

R .P. =(M .C . + C .C .+ P .M . + P .C .) x

+E.D.

Where----------

•'R. P ." means retail price.

"M C" means material cost and includes the cost of drugs 
and other pharmaceutical aids used including overages, if 
any, and process loss thereon in accordance with such norms

13. Power of Government to fix retail price of formula
tions specified in Category III of Third Schedule.— (I) The 
Government may, from time to time, by order, fix the re
tail price of a formulation specified in Category HI of 'he 
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 inder the provisions of this order and a manu
facturer utilises such bulk drug in his formulations specified 
In Category III 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 the case may 
be and Government may, if it considers necessary, fix or 
revise the price of such formulation.



350 THE GAZETTE OF INDIA

(3 ) The retail price of a formulation once fixed by the 
Government under sub-paragraph t l )  shall not be increased 
by any manufacturer except with t t . prior approval of the 
Government.

(4 ) Any manufacturer, who desires revision of the retail 
price of a formulation fixed 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 II of the Third Schedule, of a manufacturer 
shall, until the retail price thereof is fixed imder the provisions 
of this Order, be the price which prevailed immediately 
before the commencement of this Order and the manufac
turer o f such formulation shall not sell 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 o f the Third Schedule and any manufacturer 
o f 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 .— 
(I)  No Manufacturer or importer shall market a new lormu- 
laticr or a new pack, or a new dosage form of his existing 
formulation specified in Category I or Category 11 or Cate
gory III  of the Third Schedule without obtaining the prior 
aproval of its price from the Government.

(2 ) No person shall sell or dispose of any imported for
mulations specified in Category 1 or Category II 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 l l )  or Suo- 
Paragraph (2 ) , shall make an application to the Govern
ment in Form 3 or Form 4, us the case may be. and the 
Government may, within a period of four months of the re
ceipt of an application accord its approval, subject to such 
modifications, as it may consider necessary :

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 referred to in sub-paragraph (i) at 
the price declared by him in his application, issue the price 
list forthwith and intimate tlje Government accordingly.

Provided further that the Government may. if it consi
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 sell 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 such 
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 sales turnover of such manufacturer or importer 
does not exceed the maximum pre-tax return 
specified in the Fifth Schedule ;

(b ) the Government _may. if it considers necessary so 
to do in public interest, by order, revise the retail 
price of any formulation specified in any of the 
categories of the Third Schedule.

16. Fixation of price under certain circumstances . VVIt-r ■ 
any manufacturer, importer, or distributor of any bulk drug 
or formulation fails to furnish information as required under

: EXTRAORDINARY [Part II—Sec. 3(ii)]

this order within the time specified therein, the Government 
may, on the basis of such information as may be 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 .— t l )  The Govern
ment shall maintain an Account to be known as the Drugs 
Prices Equalisation Account to which shall be credited—

(a) by the manufacturer, importer or distributor, as 
the case may be—

(i)  the amout determined under sub-paragraph (2 ) 
o f paragraph 7 ;

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

(b) such other sums o f 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 o f increasing the production, or securing the 
equitable distribution and availability at fair prices, 
of drugs ;

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

(3 )  Every manufacturer, impor'er or distributor may, if 
he has any claim under clause (a ) o f 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.

f4 )  The Governmen' 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 II or Category 
III of Third Schedule.— The provision of this Order, other 
than those contained in paragraphs 10 to 14 (both inclusive), 
shall apply to any formulation not specified in Category I, 
Category H or Category III of the Third Schedule.

19. Furnishing of price list by manufacturer or importer 
to dealers.— ( I ) Every manufacturer or importer o f 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 o f excise duty) and the retail price of such formulation 
and the list shall be furnished to the dealers, in Form 5. 
not later than thirty days from the commencement of this 
Order :—

Provided that where a manufacturer or an importer fur
nishes such a price list, it shall not he 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, deletion or alteration in 
that list. In which case a supplementary price list including 
such additions, deletions or alterations shall he furnished.

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

(3 )  Every dealer shall display the price list at a conspicuous 
part of the premises where he carries on business, in a manner 
so as to be easih accessible to any person wishjne to con 
suit the same.



[•fPT II— -toi )]

20. Retail price to be displayed on label o f container. 
Every manufacturer, importer or distributor of a formulation 
intended for sale shall display in indelible print mark on the 
label of the container of the formulation or the minimum 
pack thereof offered for retail sale, the maximum retail price 
of lhat formulation with the wools -retail price not to exceed' 
preceding it. and local taxes extra" succeeding it.

21. Control of sale prices o f formulations specified in 
Third Schedule — No retailer shall sell any formulation speci
fied in any o f the categories in the Third Schedule to any 
peison 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, payable.

Explanation.— For the purposes o f this paragraph, “local 
taxes" include sales tax and octroi actually paid by the re
tailer under anv law in force in a particular area.

22. Sale of split quantities o f formulations.—No dealer 
shall sell loose quantity of any formulation drawn from a 
bottle pack o f such formulation at a price which exceeds the 
pro-rata price of the formulation plus 5 per cent thereof :

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

23. Manufacturer, distributor and dealer not to refuse sale 
of drue.— Subject to the provisions o f the Drugs and Cosme
tics Act. 1940 (23 of 19401

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

(b l no dealer shall withhold from sale or refuse to sell 
and drug available with him to a customer wanting 
to purchase such drug.
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(2) Every manufacturer shall, within six months of the 
close o f 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 and shall make available the 
said records for inspection by the Government.

26. Power of entry, search and seizure.— UJ Any gazetted 
officer of the Central Government or of a State Govern
ment authorised 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 compliance 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, is being, or is about to be, contravened, 
and thereafter take all measures, necessary for secur
ing production o f 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 o f 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 under 
this Order.

Vtrri Tt TTVtër P̂TTJTT'II

24. Price to the wholesaler and retailer.— (1 ) No manu
facturer. importer or distributor shall sell a formulation to 
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 unless otherwise permit
ted under the provisions of this Order or any order made 
thereunder, at a price higher than ;—

(a) the retail price minus 12 per cent thereof, in the 
case of ethical drugs, and

(b) the retail price 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 specified ir 

Schedule C. entries Nos. I. 2. 3, 7. 8 and 9 ol 
Schedule C t l ) .  Schedule E. Schedule G. Scheduli 
H and Schedule !.. appended to the Drugs ant 
Cosmetics Rules, 1945. made under the Drugs am 
Cosmetics Act. 1940 '2 3  of 1940) ; and

fii) "non-ethical drugs ’ shall mean all drugs other than 
ethical drugs.

- .n i  m l,i ? ,andlnfr i,nylhin8 contained in sub-paragraphs fl 
and (2). the Government may. by a general or spcc-al ordei 
fix. in public interest, the price to the wholesaler or retaile 
in aspect of any formulation the price of which has bee 
lived or revised under this Order

of rec? rtls !,nd production thereof for i 
as n f  very manufacturer shall maintain in such fo
as may be specified by the Government, records relatin’ 
hne. s? 'es "¡m over of individual bulk manufactured by f 

and the sales turnover of formulations packwise. and a 
: ' ' f r ° 'her records as may be directed from time to time

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 o f 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 o f 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 Essential Commodities Act. 1955 fit) o f 1955).

30. Interpretation.— If any question arises as to the placing 
of a 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 Order and may, as often as may 
be. revoke or modify such Order.

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

ta) number of wotlfers employed ;
(b) amount of capital invested ;
fc) 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 o f 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—

fa) such officer or authority subordinate to the Central 
Government; or

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

as may be specified in the direction.

33. Repeal.— As from the commencement of this Order, 
the Drills 1 Pi ices Control) Order, 1970, shall cease to operate 
except as respects things done or omitted to be dure before 
such cesser.

[No. 5(3)/78-Drug. II] 
M. S. PANDIT. Dy. Secy.

TH E f i r s t  s c h e d u l e

[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. Bulk Drags used in Category I  bormulations ■ —

SI. No. Name of the Bulk Drug

1. Insulin
2. lodo-Chlorohydroxyquinoline
3. Isonicotinic Acid Hydrazide
4. PAS Acid
5. PAS Sodium
6. Potassium Penicillin G.
7. Sodium Penicillin G.
8. Procaine Penicillin
9. Penicillin Potassium V 

(Phenoxy Methyl Penicillin)
10. Streptomycin Sulphate
11. Thiacetazone
12. Dapsone
13. Aspirin
14. Pethidine
13. Benzathine Penicillin

16. Calcium PAS
17. Pertussis Toxoid
18. Diptheria Toxoid
19. Tetanus Toxoid
20. Digoxin
21. Hydrochlorthiazide
22. Di-Iodohydroxyquinolinc
23. Morphine Sulphate

II. Bulk Drugs used in Category II Formulations

1. Amodiaquin
2. Chloramphenicol
3. Chloroquin
4. Prednisolone
5. Tetracycline
6. Tolbutamide
7. Sulphadimidine
8. Diethylcarbamazine Citrate
9. Analgin

10. Phenobarbitone
11. Phthalyl Sulphathiazole
12. Calcium B. PAS
13. Piperazine
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14. Frusemide
15. Oxytetracycline
16. Primaquin
17. Glyceryl Trinitrate
18. Quinine
19. Pyrolidine Methyl Tetracycline
20. Demethyl Chlorotetracycline

TH E SECOND SCHEDULE 

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

List o f Bulk Drugs (including salts, esters and derivatives, 
"ÎT any) used in Category III  formulations appearing in Third 
Schedule

I.  A n aestb atics, G en era l and L o c a l :

1. Benzocaine
2. Chloroform
3. Cocaine
4. Ether
5. Ethyl Chloride
6. Halothane
7. Trichloroethylene
8. Procaine
9. Xylocainc (Lignocaine)

10. Marcaine
11. Thiopentone Sodium
12. Ketamine

II. A n alag esics and  A n tip y re tic s  :

1. Amidopyrin
2. Baralgan Ketone
3. Codiene
4. Dextropropoxyphène
5. Fentanyl Citrate
6. Methyl Salicylate
7. Osadrine
8. Paracetamol
9. Pentazocaine

10. Phenacetein
11. Propoxy Phenazone
12. Phenylisopropyipyrazolone

III. A n th elm in tics :

1. Bephenium hydroxy nephthoate
2. Dithiazamin Iodide
3. Pyrivinium
4. Tetramisol
5. Thiabendazole
6. Pyrantel

IV . Antiameobics :

1. Broxyquinoline
2. Brobenzoxalidine
3. Bismuth Glycollylarsanilate
4. Dchydroemetine.
5. Diloxamide
6. Emetine
7. Furazolidone
8. Chiorophenoxamide (Clefamide)
9. Metronidazole

10. Phanquone
V. Anti-asthmatic and Enteric Antiseptics :

! .  Ephedrine
2. Pseudo-Ephedrine
3. Salbutamol
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4. Aminophylline
5. Theophylline
6. Papaverine
7. Ajmalicin

VI. Antibiotics :

1. Amphotericin
2. Bacitracin
3. Carbenicillin

I 4. Cloxacillin
5. Cephalexin
7. Cephaloridinc
6. Cycloserine

• 8. Doxycycline
9. Framycetin

10. Gentamycin
11. Gramicidin
12. Griseofulvin
13. Kanamycin
14. Lincomycin
15. Methicillin
16. Nystatin
17. Neomycin
18. Oxacillin
19. Oleandomycin
20. Paranmomycin
21. Polymixin
22. Rifampicin
23. Spiramycin
24. Viomycin
25. Lymecycline
26. Colistin
27. Tyrothricin
28. Ampicillin
29. Erythromycin

VII. Anti-Cancer D r u g s  :
1. L-Asparaginase
2. Busulphan
3. Chlorambucil
4. Cyclophosphamide
5. Cerubidin (Daunorubicin)
6. 5 Flurouracil]
7. 6-Mercaptopurine
8. Thiotepa (NNN-Trienthylenethiophosphoramide)
9. Mitomycin

10. Adviamycin
11. Bleomycin
12. Azathioprime

, 13. Melphalan
14. Vinblastin
15. Vincrastine

VIII. Anticoagulants :

1. Warfarin 3—£—Acetonylbenzyl)-4-hydroxycoumarin).
2. Heparin
3. Ethyl Biscoumacetate.
4. Pheniyridione
5. Heparinoid substance isolated or derived from Lung 

Tissue.

IX . Antfcovulsants

1. Ethosuximide
2. Diphenyl Hydantoin
3. Primidone

X . Antidiabetics :

1. Carbutamide
2. Chlorpropamide
3. Glybenclamide
4. Glipizide
5. Metformin
6. Phenformin

X I. Antihistamtnics :

1. Antazoline
2. Bucilizine
3. Cyclizine
4. Carbinoxamine
5. Chlorocyclizine
6. Chlorpheniramine
7. Clemisole
8. Dimenhydrinate
9. Dimethindone

10. Diphenhydramine
11. Diphenyl Pyraline
12. Diphenyl-Piperadine-Propane
13. Hydroxyzine
14. Mepyramine
15. Methdilazine
16. Methapyrilene
17. Meclozine
18. Pheniramine
19. Halopyramine
20. Promethazine
21. N-Phenyl-N-Benzyl-4-Amino-l-Methyl-Piperadine
22. Pyrolidylethyl Phenyl Benzyl-Amine
23. Isoihiopendyl
24. Phenindamine
25. Triprolidine
26. Triplenamine
27. Thenalidine
28. Trimeprazine
29. Cyproheptadine
30. Dexachloropheniramine
31. Bamipiem (Soventol)

XII. Antileprotic Drugs :

Clofazimine

XIII- Antimalarial Drugs :

1. Mepacrine
2. Pyrimethamine

XIV. Antirheumatic :

1. Ibuprofen
2. Indomethacin
3. Oxy-Phenylbutazone
4. Phenyl Butazone
5. Sodium Salicylate

XV. Antiseptics :

1. Chloroxylenols
2. Chlorocresols
3. Hexyl-Resorcinol
4. Greosote
5. Hydrogen Peroxide
6. Iodine
7. Cetrimide
8. Chlorhexidine

t ™  : WTIURg| 352/1
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XVI. Antispasmodics :

1. Atropine Methylnitrate
2. Ethylmorphine
3. Belladonna Alkaloids
4. Hyoscine

XVII. Antitubercular :

1. Ethambutol
2. Ethionamide
3. Pyrazinamide
4. Morphazinamide
5. Prothionamide

XVIII. Cardiovascular :

(i) Antibypertensive :

1. Rauwelfia Alkaloids
2. Guanethidine Sulphate
3. Methyl Dopa
4. Pentolinium Tartarate
5. Dihydroargocrystine
6. Cloposamide
7. Clonidine
8. Dihydralazine

(ii) Peripheral Vasodilators and Coronary Vasodilator :

1. Histamine
2. Isoxsuprine
3. Nylidrine
4. Penta Erythritol Tetranitrate
5. Prenylamine
6. Sorbide Nitrate
7. Dipyridamol
8. Amyl Nitrite
9. Mannitol Hexanitrate

(iii) Cardiac Glycosides :

1. Digitoxin
2. Lanatosides
3. Onabaine

(iv) Others
1. Nikethamide
2. Clofibrate
3. Xanthinol Nicotinate
4. Carbacol (40)
5. Propranalol
6. Quinidine
7. Procainamide
8. Methacholine

X IX . Corticosteroids

1. Dexamethasone
2. Betamethasone
3. Triamcinolone
4. Prednisone
5. Hydrocortisone
6. Cortisone
7. A.C.T.H. (Corticotropin)

X X . Diuretics :

1. Benzthiazide
2. Bendrofluazide
3. Chlorthalidene
4. Polythiazide
5. Spiranolactone

EXTRAORDINARY [Part II—Sec . 3(ii)]

6. Triamberene
7. Mersalyl Acid
8. Acetazolamide
9. Ethoxzolamide

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

X X I. Drugs used for Calcium therapy :

1. Calcium Gluconate
2. Calcium Levulinate
3. Calcium Lactate
4. Calcium Lactobionate

X X II. Haematinics :

1. Ferrous Gluconate
2. Ferrous Fumerate
3. Ferrous Sulphate
4. Iron-Dextran Complex
5. Liver Extract
6. Ferric Ammonium Citrate
7. Iron-Sorbitol Complex

X X III. Oral Contraceptives :

1. Oestradiol
2. Lynestrenol
3. Ethisteroce
4. Mestranol
5. Nor-ethisterone
6. Dimethisterone
7. Norgestrel
8. Megestrol
9. Ethynodiol

10. Norothynodral.

X X IV . Opthalmolgical Preparations :

1. Sulphacetamide
2. Boric Acid
3. Atropine
4. Pilocarpine
5. Phenylophrine
6. Homatropine
7. Physostigmine Salicylate

X X V . Oxytocics :

1. Ergot Alkaloids
2. Oxytocin

X X V I. 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 antitoxin
5. Diphtheria antitoxin
6. Gasgangrene antitoxin

t

!
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7. Antirabic Serum
8. Antivenom Serum

9. B.C.G. Vaccine
10. Typhoid Vaccine
11. Polio myclitics Vaccine (oral)
12. TAB vaccine

XXVIII. Urinary :

I. Nitrofurantion.
7. N iliJixie Acid.
3. Methanamine.

XXIX. Vitamins:

1. Vitamin —A.
2. Vitamin -B l.
3. V itam in-BIT
4. Vitamin Bft.
5. Vitim ' i 3  2 (Cy n o  an l Hydroxy), 
ft. Vit im l C
7. Vitamin D3.
8. Vitamin K.
9. Vitamin P.

10. Vitamin E.
11. Niacin and Niacinamide.
12. Panthenols and Panto-thcnatcs.
13. Folic Acid.

X X X . Antacids :

1. Aluminium Hydroxide.
2. Magnesium carbonate.
3. Magnesium Triplicate.
4. Mignesium Hydroxide.
5. Sodium Bicarbonate.
6. Calcium Carbonate.

X X X I. Antidiarrhoeals :

1. Diphenoxylate.
2. Sulphaguanidine.
3. Kaolin.
4. Pectin.

X X X II. Antigout drugs ::

1. Allopurinol.
2. Probenecid.

X X X IH . Disinfectants:

Cresols.

X X X IV . Antitussives and Expectorants :

1. Chlophodional.
2. Dextromethorphan.
3. Guiacol Glyceryl Ether.
4. Noscapine.
5. Oxeladine.
6. Piperazethate.
7. Pholcodeine.
8. Menthol.

X X X V . Dental products other than those containing local anaes
thetics:

1. Sodium Fluoride.
2. Stannous Fluoride.

X X X V I. Dermatological preparations not containing antibiotics 
sulphonamides and corticosteroids:

1. Sulphur sublimed.
2. Methoxsalen.

3. Ichthammol.
4. Ammoniatcd mercury.
5. Resorcinol.

6. Chrysarobin.
7. Dithranoi.
5. Salicylic acid.
9. Benzoic acid.

10. Zinc oxide.
11. Benzyl benzoate.
12. Gamma benzenehex'chloride.
13. Calamine.
14. Chlorphenesin.

X X X V II. Parasympathomimetics:

1. Me'hacholine.
2. Carbachol.
3. Neostigmine.
4. Physostigmine.
5. Acetyl Chloline Chloride, 
ft. Pyridostigmine.

X X X V III. Other \nti-infectives

1. Trimethoprim.
2. Sulphimthoxazolc.
.3. Sulphtmoxole.
4. Sulpbadimcthoxir.
5. Sulphaphenozole.
ft. Sulphamcthoxypyridazine.
7. Sulphasom'dine.
8. Sulphadiazine.
9. Sulphafurazolc.

10. Succinyl Sulphathiazole.
11. Tolnaftatc.

TH E TH IRD  SCH ED ULE

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

L IS T  O F CATEGORY I, CATEGORY H AND CATEGORY 
III FORM ULATIONS

Category-I Formulations

1. Aspirin Tablets.
2. Digoxin Tablets.
3. DDS Tablets.
4. DPT Vaccines.
5. Insulin Injection (all sorts)
6. Hydro-Chlorothiazide Tablets.
7. lodo-chloro-hydroxv-quinoline tablets and Di-iodo-hydro- 

oxy-quinolinc tablets.

8. INH tablets.
9. INH plus Thiacetazone tablets.

10. Morphine sulphate injection.
11. Penicillin injection including procaine Penicillin G and 

Benzathine Penicillin (all strengths)
12. PAS and its salts, granules and tablets.
13. Phenoxymethyl penicillin tablets.
14. Streptomycin injection all strengths plus combination with 

penicillin.
15. Pethidine Injection.

Category-II Formulations
1. Analgin Tablets.
2. Amodiaquin Tablets.

3. Chloramphenicol oral preparations inchidirg chlorampheni
col palmiate, suspension and Syrup and chloramphenicol 
Sodium Subcinatc injectable.
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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. Furscmkle tablets, injection.

10. Glycaryl Trinitrate tablets.
11. Phthalyl Sulphathiazole Tablets.
12. Prednisolone Tablets and injection.
13. Phenobarbitone Tablets.
14. Piperazine and its salts— tablets, syrup.
15. Sulphadimiiiire tablets.
16. Tetracyclines, capsules, tablets, syrup, injection, eye oint

ment (including Oxy-Dcmcthyl-Chloio and P y u ria  a c 
Methyl Tetracyclines).

17. Tolbutamide tablets.
18. Tetanus Toxoid Injection.
19 Diphtheria tetanus toxoid injection.
20. Quinine Salts, tablets and injection.

Category-Ill Formulations

Formulations based on drugs falling under the following 
Categories excluding the formulations included in Categories I

and II:

1. Anaesthatics, General and Local.
2. Analagesics and Antipyretics.
3. Antheliminics
4. Antiamoebics.
5. Anti asthmetic drugs and Enteric Antiseptics.
6. Antibiotics including semisynthetic antibiotics.
7. Anticancer Drugs.
8. Anticoagulants.
9. Anticonvulsants.

10. Antidiabatics.
11. Antihistaminics.
12. Antileprotic Drugs.
13. Antimalaria! Drugs.
14. Antirhemotic and Antigout drugs.
15. Antiseptics.
16. Antispasmodics.
17. Antitubercular Drugs.
18. Cardiovascular Drugs.
19. Corticosteroids.
20. Diuretics.
21. Drugs used for Calcium therapy.
22. Haematinics.
23. Oral Contraceptives.
24. Opthalmological preparations
25. Oxytocics.
26. Plasma Expanders and Transfusion Solutions.
27. Sera and Vaccines.
28. Vitamins.
29. Urinary drugs.
30. Antacids.
31. Antidiarrhoeals.
32. Disinfectants.
33. Antitussives and Expectorants.
34. Dental products other than those containing local anaes

thetics.
35. Dermatological preparations not containing antibiotics 

sulphonamides and Corticosteroids.
36. Otic preparations not beased on antibiotics.

37. Parasympathomimetics.
38. Other Anti-infectives

THE FOURTH SCHEDULE 
FO R M S

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

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

‘1. Name o f the Bulk Drug:
2. Name o f the Manufacturer:
3. Address o f the Registered/Head Office of the Manufacturer.
4. Address of the Factory: (a) Industrial Licence/SSI

Registration No.
5. Licensed capacity (b) Date o f issue o f the Licenc e/

Date of Registration.
(c) Production capacity: 

Licensed: Tonnes/Kgs/ 
Litres/etc.

6. Installed capacity: (a) No. o f shifts; One/Two/
Three

(b) No. o f operating days per 
year.

(c) Mase production per shift: 
Tonnes/Kgs/Litres/etc.

(d) Date o f commissioning.
(e) Installed capacities per 

annum.

7. Date o f commencement o f commercial production:

8. Actual 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 adopted by you 
indicating all stages including recovery of bye-products, 
if any, solvents etc. and state-wise overall yields for each 
drug.

10. Average hourly rate of production for each o f the bulk 
drug since commencement o f commercial production.

11. Maximum hourly rate o f production achievable.

12. Estimated production of the bulk drug during me next 
three years.

13. If  the product’on is proposed to be captively consumed for 
manufacture of the formulation, please furnish the quantity 
to be so consumed out o f the production given against 
SI. No. 8. and SI. No. 12.

14. Capital employed for the manufacture o f the bulk drug(s):
(a) Net fixed assets (after depreciatir ............................
(b) Working Capital .....................................
(c) Total ..............................................

(In the case o f multi-purpose plant the capital employed
as above and the share to be allocated to the bulk 
drug/intermediate under consideration tn ne given)

15. Please state how the above capital employed is financed by 
net worth and borrowings.

16. Please state the average rate o f interest paid by you on your 
borrowings, supported by figures.

17. Please furnish latest c.i.f. price o f the bulk drug if  the 
same had been imported oi is being imported by you or 
by any other agency known to you.

18. Please furnish the cost o f 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 lor production 
o f more than one product the information as per 
Serial No. 6 may be given productwise.

(3) Please furnish a copy each o f audited Balance Sheet 
and Profit and Loss Account for the last three years.

PROFORMA 

(Sec Item 18)

I. Name o f the Bulk Drug

II. (a) Production in Tonnes 'Kgs Litrcs/etc.
(b) Sales in Tonncs/Kgs./Litrcs etc.
(c) Despatches in Tonnes/Kgs./Litrcs/etc.

III. Period for which the cost data is given :

10. Transit Insurance Charges

11. Total cost of sales

12. Profit margin (Basis of calculations to be given)
13. Selling Price ( l l- f l2 |

14. Existing price or National price or Declared price 

Notes

(i) Items of expenses to be excluded from costs :

(a) Bonus in excess of statutory minimum

(b) Bad Debts & Provisions 

(c> Donations and charities

t

Particulars Norms of Unit 
consumption 
as per 
Project 
report of 
know-how 
or sup
pliers’ gua
ranteed 
norms or 
the norms 
developed 
by you as 
standards

l. Raw materials :
(a) Imported1.

2,

3.

(b) Indigenous

Actual Rate Per Unit
Cotisu- Amount of produc-
mption tion
during --------- -------
the Qty. Cost
period Rs.

2.
3.

Total raw material cost 
Less Recoveries of S', ivents 
Net Raw material 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 consumable stores.
(c) Repairs and Maintenance
(d) Other factory overheads
(e) Administration overheads.
(f) Depreciation

(d) Loss Gain on sale of assets

(e) Brokerage and commission

(f) Expenses not recognised by Income-Tax authorities
(salary;'prequisities. advertisements etc.)

(g) Adjustments relating to previous years.

(ii) In the case of imported raw materials please furnish 
separately the c.i.f. price, duly of customs and other 
charges totalling to the landed cost adopted against 
SI. No. l(a.)

(iiD Cost of into,mediates manufactured for caplive use 
should be on the basi of factory cost of production 
inclusive of administmtion overheads and shown 
separately against SI. No. I (b). A separate cost-sheet 
in the same proforma may please be appended.

(iv) Cost of genera tea utilities like power, steam, etc. should
be separately given furnishing the details of purchased 
i consumed, rate and cost with other expenses
i. i  on generation, vvitn ref. to SI. 2.

(v) Details in respect of factory overheads, administration 
overheads and selling expenses 'hould be furnished, 
against SI No. 3 (d) (e) and SI. No. 8

(vi) The basis of depreciation adopted in your financial 
accounts may please he given, against SI. No. 3 ( f>

(vii) Please indicate whether Ihc existing price is notional, 
deleared or approved against SI. No. 14.

TO BE CERTIFIED  B Y  COST ACCOUNTANT/ 
CH ARTERED ACCOUNTANT.

FORM  2

(To lie submitted in Duplicate by the importers of drugs 
appearing in the First and Second Schedules for each 
imported consignment).

[See Paragraph 2(e) and 6]

4. Total cost o f production

5. Interest on Borrowings

6. Minimum Bonus 
Total

1. Name o f the Company

2. Address of Registercd/Ilcad Office/Factory, if any :

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

7. Packing :
(a) Materials
(b) Other expenses

8. Selling Expenses
9. Transport Charges

4. Name of the drug

5. Specification of the drug

h. Country from which imported

7. Quantity imported Tonncs/Kgs/Littrcs/etc.

à
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8. c i  f. va|iic in foreign currency
Total Per unit
Rs. Rs.

(a) c.i.f. vaiue actually paid in 
Rs. (Not to include bank 
commission, interest, etc.)

(b) Duty of customs actually 
paid

(c) Clearing charges actually
incurred with details 

fdi Landed cost (a ;-b rc) 
fe) Inooitcrs nrtrgin-in case of 

those who import for sales 
only

(!') Prop »s?d S tiling Prioe/Notio- 
m l Price

(g) Existing S'lling Price/Notio- 
iul Price, if any

Note : The figures given here to be certified by a paractising 
Cost Accountant/Chartcred Accountant.

FORM 3

[Paragraph 2(e). 12, 13 and (14)]
(Form of application for manufactures seeking approval or 

revision of price of formulations to be submitted in seven 
copies)

1. Name of the Manufacturer
2. Address of Rcigistercd^Hcod Office

3. Address of the Facotrv
4. Name of the Formulation
3. Catcgoty of formulation and therapeutic group to which it 

b 'longs as per Third Sehedule of Drugs (Price Control) 
Order. 1979.

6. Composition as approved by Drug Control Authorities.
7. Industrial Liocnce/Smal! Seale Industrial Unit Registration 

No. and Date
8. Drug Control Authorities Permission No. and Date

SI. Nam: of materials Unit Previous
No Rate/

unit, if 
any (Date) 

Rs.

1 "" 2 3 4

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/ Pa per/Cellophane/Strips/Vials/ Ampoules,Tott- 
les/tins/Jars/With/Without/dropper/Cutting blades/cr.tch
covcr/ctc.

11. Size o f Packs
10's/100's/etc./1 ml/2 ml/10 ml/ctc./5 gjns/10 gms/etc.

12. No. o f Packs sold during the last accounting year
13. Value of sales effected durig the I; st recounting ycr r ext hi

ding duty of excise and its percentage to total sales of for
mulations excluding duty of excise (12 and 13 above appli
cable in case of revision application only).

14. Break-up of Retail Price : Fxisting Now
(If any) claimed
Rs/Pack Rs./Pack
approved 
on ------ )

: EXTRAORDINARY [Part II—Sec. 3(H)]

(a) Materia! Cost [M. C. as per
S. No. 15C'!

(b) Conversion Cost (C. C  as 
per norms)

(c) Packing Material Costs (P. M )
(As per S. No. 16 as per 
norms)

(d) Packing charges (P. U.) (as
per norms) -----------------------------------

(e) Ex-factory cost (a to d)
(f) Mark-up ( M .  V --------- % on

(c) above
(g) Excise Duty
<h) Retail Price (R.P.) (e +  f-fg)

15. Material Cost:
(a) Batch Size:

Nos./I.itres/Kgs/etc.
(b) No. of packsactuallyobtaincdfrom the batch size as in

(a) above.
(c) N o-of Packs that can be theoretically obtained from the 

batch si/c as in (a) above.
(d) Materials' Cost for the batch site as in (a) above:—

Current Theoretical Ove r  age. Total O'y- Cost for the 
Ratc/unit Qty if any required batch (5 x 8 )

required
(Date) Per batch

Rs.

5 6 .....7 8 9

Imported

2.
3.

etc.
Indigenous1.

2.
3. etc.

Total:
Add :Process!ossasperNorms% 
Total Material Cost ....................

Toatl Material cost

Material Cost per Pack
Theoretical No of Packs
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16. Packing Materials Cost:

SI. Name of packing Materials 
No.

Batch Size ...........Packs of .............Tabs/
gms/etc. each

Unit Rater per Unit 
Rs.

Quantity 
required 
per batch 
Nos., Kgs./ 

etc.

Value of 
packing 
materials 
pci batch 

Rs.
Previous
(date)

Present
(date)

3 4 5 6 7

Add : Process loss as per norms
........................% of above

Total

Total packing material cost

Packing Material cost per pack Total packing Material cost

No. of Packs as per batch size.

Note:—The figures in this form to be certified by a practising Cost Accountant Chartered Accountant.

FO RM  4

(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.

1. Name of the Company
2. Address ofthe Registered/HcadOffice/Factory, if any
3. Reference to Permssion, if any, given by drug control authorities 

for import of the item.
4. Name of the imported formulation.
5. Type o f formulation :

Capsule/Tablcts/ctc.
6. Composition of the Formulation
7. Type’of Packs :

Strip/vial/Ampoule/ctc.
8. Pack size:

10’s/etc./10ml/etc. 5 gms./etc.
9. Country from which imported and Date o f Import

10. Quantity/No. of Packs imported ----------------------------------------------------------------
Total Per pack

Rs. Rs.

11. C.I.F.value in Foreign Currency
(Not to include bank commission, interest, etc.)

12. C .I.F . value in Rs. actually paid
(Not to include bank commission, interest, etc.)

13. Duty of customs, if any, actually paid
14. Clearing Charges (with details) actually incurred

15. Landed Cost (12+134-14) -)
16. Packing Material, if any as per forms 4 Applicable in case o f  re-packing
17. Packing Charges, ifany, as per forms J
18. Landed cost (including re-packing cost, ifany (15 to IT)
19. Mark-up claimed........................% of S. No. 18
20. Duty of excise, if any

21. Retail Price claimed (18 to 20)

22. (a) Existing Retail price, if any
(b) No. of Packs sold during the last accounting year, if  any.
(c) Value of sales excluding duty o f excise effected during the 

last accounting year, ifany.

Note : Figures given here to be certified by a practising Cost Accountant/Chartercd Accountant.
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S. N im : o f the formulation and its 
No. form

Composi
tion 
(main 
ingredients 
to be 
given)

Specification o f the pack Duty of excise Price to 
the retailer 
(inclusive 

of excise 
duty)

Rs.

Retail 
Price 
(inclusive 
o f excise 
duty)

Rs.

Type Size 
(strip/ 10/100/ 
bottle/etc.) etc./l ml/ 

etc./lgm / 
etc.

Rate
%

Amount
Rs.

1 2 3 4 5 6 7 8 9

Note:—Information as per this Form shall be given Categorywisc as specified in the Third Schedule for all the iums including the 
formulations which are not price-controlled.

FO RM  6

Yearly Information 

(See paragraphs 2(e) and 25)

1. Name of the Manufacturer
2. Address o f the Rcgistcrcd/Head office/Factory
3. Accounting period for which information is given

4. Turnover of bulk drugs:—

Nam : of the bulk drugs

(I) Drugs listed in First Schedule

(a) Imported:1.
2.
3. etc.

(b) Indigenous:
1.
2.

3. etc.

(II) Drugs listed in Second Schedule
(a) Imported:

1 .

2.
3. etc.

(b) Indigenous:
1.
2.
3. etc.

(III) Other bulk drugs:
1.
2.

Quantity Sales Value
(excluding duty o f excise, if any)

Consumed Sold Consumed Sold

Kg/Ltrs/
etc.

Kg./Ltrs/
etc./

Rs.- Rs

t
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5. Turnover of Formulations:—

SI. Name
No.

352/9

Pack Size No. of packs Sales Value 
excluding duty 
of excise

Rs.

A. Own Formulations:
(i) Category I :

1.
2_
3. etc.

(:i) Category II:
1.
2.
3. etc.

(iii) Category III:1.
2.
3. etc.

(iv) Others1.
2.
3. etc.

B. Sub-Total ( )
Purchased Formulations:
(a) Imported:

(i) Category I:
1.
2.
3. etc.

(ii) Category II:
1.
2.
3. etc.

(iii) Category III :
1.
2.
3. etc.

(iv) Others
1.
2.
3. etc.

Sub-Total (Ba)
(b) Indigenous :

(Category-wise as indicated above). 
Sub total (Bb)

C. Export Sales

_____  Total (A + B + C )

6. Allocation of sales and expenses as shown in the audited Profit and Loss Account :—

SI. Particulars 
No.

Total as Allocation to
per audi- ------------------------------------------------------- —
ted Profit Bulk Formulations
and Loss Drugs ----------------------------------------------
Account Own Imported Export Indige-

manufac- nous
ture purcha

sed

(In Rupees)

Other Basis of
activities alloca- 
(if any) tion

Sub
total 
(5 to 8)

I 2 3 4  5 6 7 8 9  10 II

A. Income
1. Sales Income (excluding duty 

of excise and other taxu)

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

----------x 100
A .l

Note :— (i) The basis o f allocation should be reasonable and followed consistently.
(ii) The figures against SI. No. 1 under Cols. 4 to 9 should 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.

TH E 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 turnover exceeding Maximum
Rs. 6 crores per annum. pre-itax 

return on 
sales 
turnover.

(a) having no basic drug manufacturing activity 
nor any research activity 8%

(b) having basic drug manufeturing activity 
at 5% or more of turnover but no research 
activity 9%

(c) having basic drug manufacturing activity.at 
5%  or more of the turnover and engaged 
in approved research and development 
work relating to new drugs 10%

Category ‘B’— Medium size unit with turnover bet
ween Rs. 1 crore to Rs. 6 crores per 
annum.

(a) having no basic drug manufacturing acti
vity nor any research activity 9%

(b) having basic drug manufacturing activity 
at 5%  or more of turnover but no research
activ ity 11 %

(c) having basic drug manufacturing activity
at 5 % or more of turnover and engaged in 
approved research and development work 
relating to new drugs 13%

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 5 %  or more of turnover 13 %

[5(3)/78-Drug-II] 
M. S. PANDIT, Dy. Secy.
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