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FERTILIZERS
(Depurtment of Chemicals and Petrochemicals)
ORDER;
New Delhi, the 6th January, 1995

5.0. 18(E).—In exercise of the powers con-
ferred by section 3 of the Essential Commodities
Act, 1955 (10 of 1955), the Central Government
hereby makes the following Order, namely:—

1. Short title and commencement.—(1) This
Order may be called the Drugs (Prices Control)
Qrder, 1995.

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

2. Definitions.—In this Order, unless the con-
text otherwise requires,-—

(2) “bulk drug” means any pharmaceutical,
chemical, biological or plant product
including its salts, esters, sterco-isomers
and derivatives, conforming to pharma-
copoeial or other standards specified in
the Second Schedule to the Drugs and
Cosmetics Act, 1940 (23 of 1940), and
which is used as such or as an ingre
dient in any formulation:

(b) “capital employed” means net fixed as-
sets plus working capital of a manufac-
turer in relation to manufacture of bulk
drugs;

t¢) “ceiling price” means a price fixed by
the Government for Scheduled formula-
tions in accordance with the provisions
of paragraph 9;

(d) “dealer” means a person carrying on the
business of purchase or sale of drugs.
whether as a wholesaler or retailer and
whether or not in conjunction with any
other business. and includes his agent;

{e) “distributor” means a distributor of drugs
or his agent or a stockist appointed by
a manufacturer or an importer for stock-
ing his drugs for sale to a dealer;

(f) “drug” includes:—

(i) all medicines for internal or external
use of human beings or animals and
all substances intended to be used for,
or in the diagnosis treatment, mitiga-
tion, or prevention of any discase or
disorder in human beings or animals,

mciuding preparations applicd on hu-
man body for the purpose of repelling
insects like mosquifoes;

(ii) such substances, intended to affect the
structure or any function of the human
or animal body or intended to be used
for the destruction of vermin or in-
sects which cause disease in human
beings or animals, as may be specifi-
ed from time to time by the Goverp-
ment by notification in the Official
Garzette; and

(iii) bulk drugs and formulations;

(g) “Form” means a form specified in the
Second Schedule;

(h) “formulation” means a medicine proces-
sed out of, or containing one or more
bulk drug or drugs with or without the
use of any pharmaceutical aids, for in-
ternal or external use for or in the diag-
nosis, treatment, mitigation or preven-
tion of diesease in human beings or ani-
mals, but shall not mclude:—-

(i) any medicine included in any bona
fide Ayurvedic (inclnding Sidha) or
Unani (Tibb) systems of medicines;

(ii) any medicine included in the Homoeo-
pathic system of medicine; and

(iii) any substance 10 which the provisions
of the Drugs and Cosmetics Act, 1940
(23 of 1940) do not apply;

(i) “free reserve” means a reserve created
by appropriation of profits, but does not
include reserves provided for contingent
liability, disputed claims, goodwill, reva-
luation and other similar reserves;

(i) “Government” means the Central Gow-
ernment;

(k) “import” with its grammatical variations
and cognate 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;

(1) “manufacture” in relation to any drug,
includes any process or part of a process
for making, altering, finishing, pack-
ing, labelling, breaking or otherwise treat-
ing or adapting any drug with a view
its sale and distribution, but does not in-
clude the compounding or dispensing of
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any drug or the packing of any drug in
the ordinary course of retail business
and “to manufacture” shall be constru-
ed accordingly;

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

(n) “pet-worth” means the paid-up share
capital of a company plus free reserve,
if any, and surpluses excluding outside
investments which are not readily avail-
able for operational activity;

(0) “won-Scheduled bulk drug” means a bulk
drug not specified in the First Schedule;

(p) “non-Scheduled formulation” means a
formulation not containing any bulk
drug specified in the First Schedule;

(q) “pre-tax return” means profits before
payment of income-tax and surtax and
includes such other expenses as do not
form part of the cost of formulation,

(r) “price list” means a price list referred to
in paragraphs 14 and 15 and includes a
supplementary price list;

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

(t) “retailer” means a dealer carrying on the
retail business of sale of drugs to custo-
mers;

(u) “Scheduled bulk drug” means a bulk
drug specified in the First Schedule;

(v) “Scheduled formulation” means a formu-
lation containing any bulk drug specifi-
ed in the First Schedule either individual-
ly or in combination with other drugs,
including one or more than one drug or
drugs not specified in the First Schedule
except single ingredient formulation
based on bulk drugs specified in the
First Schedule and sold under the gene-
ric name;

(w) “sale turn-over” means the product of
vnits of formulations sold by a manufac-
turer or an importer, as the case may be,
in an accounting year multiplied by re-
tail price inclusive of sales tax, if any,
paid on direct sales by the manufactu-
rer or importer but does not include ex-
cise duty and local taxes, if any;

(x) “Schedule” means a Schedule annexed
to this Order;

(y) “wholesaler” means a dealer or his
agent or a stockist appointed by a manu-
facturer or an importer for the sale of
his. drugs to a retailer, hospital, dispen-
sary, medical, educational or research
institution purchasing bulk quantities of
drugs.

3. Power to fix the maximum sale prices of
bulk drugs specified in the First Schedule,~—(1}
The Government may, with a view to regulate the
equitable distribution and increasing supplies of a
bulk drug specified in the First Schedule and mak-
mg it available at a Fair price, from different
manufacturers, after making such inquiry as- it
deems fit, fix from time to time, by notification in
the Official Gazette, a maximum sale price at
which such bulk drug shall be sold ;

Provided that for the purpose of enquiry, in ad-
dition to the information required to be furnished
by the manufacturers under this Order, the manu-
facturers shall provide any such additional infor-
mation as may be required by the Government,
and shall allow for inspection of their manufac-
turing premises for verification through on the
spot study of manufacturing proce:ses and facili-
ties and records thereof. by the Government.

(2) While fixing the maximum sale price of a
bulk drug under sub-paragraph (1), the Govern-
ment shall take into consideration a post-tax re-
turn of fourteen per cent on net worth or a return
of twenty two per cent on capital employed or in
respect of a new plant an internal rate of return of
twelve per cent based on long term marginal cost-
ing depending upon the option for any of the spe-
cified rates of return that may be exercised by
the manufacturer of a bulk drug :

Provided that where the production is from
basic stage, the Government shall take into consi-
deration a post-tax return of eighteen per cent on
nct worth or a return of twenty six per cent on
capital, employed :

Provided further that the option with regard to
the rate of return once exercised by a manufactu-
rer shall be final and no change of rates shall be
made without the prior approval of the Govern-
ment.

(3) No person shall sell a bulk drug at a price
exceeding the maximum sale price fixed under
sub-paragraph (1) plus lecal taxes, if any :

Provided that until the price of a bulk drug is
fixed. by the Government under sub-paragraph (1),
the price of such bulk drug shall be the price
which prevailed immediately before the commen-
cement of this Order and the manufacturer of such
bulk drug shall not sell the bulk drug at a price
exceeding the price prevailing immediately before
the commencement of this QOrder.
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(4) Where, after the commencement of this
Order, any manufacturer commences production
of any bulk drug specified in the First Schedule, he
shall within fifteen days of the commencemeant of
production of such bulk drug, furnish the details
10 the Government in Form I, and any such addi-
tional information as mav be required by the Gov-
ernment and the Government may after receipt of
the information and after making such inquiry as
it may deem fit, may fix the maximum sale price
of bulk drug by notification in the Official Gaze-
tte,

(5) Any manufacturer, who desires revision of
the maximum sale price of a bulk drug fixed un-
der sub-paragraph (1) or (4) or as permissible
under sub-paragraph (3), as the case may be, shall
make an application to the Government in Form I
and the Government shall after making such en-
quiry, as it deems fit within a period of four
months from the date of receipt of the complete
information, fix a revised price for such bulk drug
or reject the application for revision for reasons
to be recorded in writing.

4, Tnformation to be furnished by the manufac-
turer in relation to the Scheduled bulk drugs.—
Every manufacturer, producing a Scheduled bulk
drug shall furnish to the Government:—

(a) alist of all Scheduled bulk drugs produc-
ed by him within thirty days of the com-
mencement of this Order and indicate
the details of the cost of each of such
bulk drug in Form 1;

(b) the details of the cost of each Scheduled
bulk drug produced by him, including
such bulk drug which has been produc-
ed after the commencement of this Or-
der, in Form I by the 30th Septcrober,
every year.

5. Information to be furnished by the manufac-
turer in relation to the non-Scheduled bulk
drugs.—Every manufacturer, producing a non-
Scheduled bulk drug shall furnish to the Govern-
ment:—

(a) a list of all snch bulk drugs produced
by him within thirty days of the com-
mencement of this Order and indicate
the details of the cost of each of such
bulk drugs in Form 1T :

() the details of the cost of each non-Sche-
duled bulk drg produced by him, in-
cluding such bulk drug which has been
produced after the commencement of
this Order, in Form II.

" Provided that, for the purpose of this paragraph,
the Governmeunt, may after making such inquiry
as it may deem necessary in public interest, fix or
58 G1/95—4.

revise the price of any non-Scheduled bulk drug
and the manufacturer or importer of such bulk
drug shall not sell the such non-Scheduled bulk
drug at a price exceeding the price so fixed or re-
vised, within fifteen days of receipt of the order.

6. Power to direct manufacturers of bulk drugs
to sell bulk drugs to other manufacturers of for-
mulations.— (1) With a view to achieving ade-~
quate production and regulating the equitable dis-
tribution, the Government may, from time to time,
by general or special order, direct any manufac-
turer of any bulk drug to sell such bulk drug to
such other manufacturers of formulations as may
be specified in such order;

Ptovided that while making any such order,
the Government shall have regard to all or any
of the following factors, namely:-—

(1) the requirement for captive consumption
of such manufacturer, and;

(i) the requirement of other manufacturers.

(2) For the purpose of making any order un-
der sub-paragraph (1), the Government may call
for such information from manufacturer, importer
or distributor, of bulk drugs, as it may consider
necessary and such manuofacturer, importer or dis-
tributor shall be bound to furnish such informna-
tion within such time as may be spzcified by the
Government.

7. Calculation of retail price of formulation.——
The retail price of a formulation shall be calculat-
ed by the Government in accordance with the fol-
lowing formula, namely:—

RP.=M.C.+C.C.+PM. +P.C)X
(14 MAPE/100) + ED.

Whore—

“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, plus
process loss thereon specified as a norm
from time to time by notification in the
Official Gazette in this behalf;

“C.C.” means conversion cost worked nut in
accordance with established procedures
of costing and shall be fixed as a norm
every year by notification in the Official
Gazette in this behalf;

“P.M.” mears cost of the packing material
used in the packing of concerned formu-
lation, including process, loss, and shall
be fixed as a norm every year by notifi-
cation in the Official Gazette in this
behalf;

“P.C.” means packing charges worked out jm
accordance with established procedures
of costing and shall be fixed, as a norm
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every year by notification in the Official
Gazette in this behalf;

“MAPE” (Maximum Allowable Post-manu-
facturing Expznses) means all costs in-
curred by a manufacturer from the stage
of ex-factory cost to retailing and in-
cludes trade margin and margin for the
manufacturer and it shall not exceed
One hundred per cent for indigenously
manufactured Scheduled formulations;

“E.D.” means excise duty:

Provided that in the case of an imported formu-
lation, the landed cost shall form the basis for fix-
ing its price alongwith such margin to cover sel-
ling and distribution expenses including interest
and importer’s profit which shall not exceed fifty
per cent of the landed cost.

Explanation.—For the purpose of this proviso,
“landed cost” means the cost of import of formu-
lation inclusive of customs duty and clearing char-
ges.

8. Power to fix retail price of Scheduled Formula-
tions.~—(1) The Government may, from time to
time, by order, fix the retail pricc of a Scheduled
formulation in accordance with the formula laid
down in paragraph 7.

(2) Where the Government fixes or revises the
price of any bulk drug under the provisions of
this Order and a manufactorer utilises such bulk
drug in his Scheduled formulations, he shall, within
thirty days of such fixation or revision, make an
application to the Government, in Form-IIT for
price revision of all such formulations and the
Government may, if it considers necessary, fix or
revise the price of such formulation.

(3) The retail price of a formulation once fixed
by the Government under sub-paragraphs (1) and
(2) shall not be increased by any manufacturer
except with the 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 III or Form IV as the case
may be, and the Government shall after making
such enquiry, as it deems fit within a period of two
months from the date of receipt of the complete
information, fix a revised price for such formula-
tion or reject the application for revision for rea-
sons to be recorded in writing,

(5) Notwithstanding anything contained in the
foregoing sub-paragraphs, the retail price of a
Scheduled formulation, of a manufacturer shall,
until the retail price thereof is fixed under the pro-
visions of this Order, be the price which prevailed
immediately before the commencement of this
Order, and the manufacturer of such formulation

shall not sell the formulation at a price exceeding
the price prevailing immediately before the cor-
mencement of this Order.

(6) No manufacturer or impotter shall mar-
ket a new pack, if not covered under sub-paragraph
3 of para 9, or a new formulation or a new dosage
form of his existing Scheduled formulation with-
out obtaining the prior approval of its price from
the Government,

(7) No person shall sell or dispose of any im-
ported Scheduled formulation without obtaining

the prior approval of its price from the Govern-
ment.

9. Power to fix ceiling price of Scheduled for-
mulations.—(1) Notwithstanding anything con-
tained in this Order, the Government may, from
time to time, by notification in the Official Ga-
zette fix the ceiling price of a Scheduled formula-
tion in accordance with the formula laid down
in paragraph 7, keeping in view the cost or effj-
ciency, or both, of major manufacturers of such
formulations and such price shall operate as the
ceiling sale price for all such packs including those
sold under generic name and for every manufac-
turer of such formulations.

(2) The Government mav. either on its own
motion or on applicatirn made to it in this behalf
by a manufacturer in Form YT or Form 1V, as
the case may be, after calling for such informa-
tion as it may consider necessarv, bv notification
in the Official Gazette. fix a revised ceiling price
for a Scheduled formulation.

(3) With a view to enabling the manufacturers
of sim'lar formulations to sell those formulations
in nack size different to the pack size for which
ceiling price has heen notified under the sub-para-
graphs (1) and (2), manufacturers shall work out
the price for their respactive formulation packs in
accordance with such norms, as mav be notified
by the Gov=rnment., from time to time, and he,
shall intimate ths price of formulation pack, so
worked out, to the Government and such formu-
lation packs shall be released for sale only after
the expirv of sixty davs after such intimation.

Provided that the Government mav, if it zonsi-
ders neressary, by order revise the nrice <o inti-
mated bv the manufacturer and non such revi-
sion, the manufacturer shall not sell cuch formula-
tion at a price exceeding the price so revised.

Explanation.—Fnr the pamnse  of this nara-
graph the “Schedul~d formulation™ includes sinsle
ingredient formmlation based on bulk drues sosci-
fied in the First Schedule and sold nunder the gsene-
ric name.
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10 Po_wcr tc_) rev:se _ ;icc of bulk drugs and for-
muiauons.—Notwithstanding anything  contained
i thus order:—

(a) the Gouvernment may, after obtaining
such nformaton &S may b considered
necessary trom a manufacturer or umpor-
ter, fix or revise tae 1etal price of one
or more formulations maiketed by such
manufacturer or iripoiter, including a
non-Scheduled formulauon, in such man-
ner as the pre-tax return on the sales
turnover of such manufacturer or impor-
ter does not exceed the naxinum  pre-
tax return specified in the Third Sche-
dule;

(b) the Government may, if it considers
pecessary so to do in public interest,
alter caling for such information by
order fix or revise ihe retad price of any
formulation including a non-Scheduled
formulation;

(c) the Government may, if it considers
necessary so to do in public interest, by
order include any Lulk drug ia the First
Schedule and fix cr rovise the prices of
such a bulk drug und forinulations con-
taimung such a bulc diug in uccordance
with the provision: of paragraphs 3, 7,
8 and 9, as the cise may be.

11. Fixution of price und:r cartain circumstan-
ces.—Where any manufactur :r, importer of a bulk
drug or formulation fais to submut the applica-
tion for price fixation or revision, as the case may
be, or to furnish information as 1equired under
this Order, within the time spzcfied thersin, the
Government may, on the bisis of such informa-
tion as may be available with it, by order fix a
price in respect of such bulk drug or formulation,
as the case may be.

12. Power to recover dues ascrued under the
Drugs (Prices Control) Order, 1979 and to depo-
sit the same into the Drug Prices Ecualisation Ac-
count-—(1) Notwithstanding an:/thing contained
in this Order, the Governmeat raay by notice, re-
quire the manufacturer, importer or distributor, as
the case may be, to deposit the smount which has
accrued under the provisions of the Drugs (Prices
Control) Order, 1979 on or be'ore the commen-
cement of this Order, into the Drugs Prices Equzli-
sation Account and the mannfacturcr, importer or
distributor, as the case may be, shall deposit the
said amount into the said Account within such
time as the Government may specify in the said
notice.

(2) The existing amount, if any, in the Drugs
Prices Equalisation Account on or before the date
of commencement of this Order, and the amount

deposited under sub-paragraph (1) shall be utilis-

ed tor,—

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

(b) meeting the expenses incurred by the
Government in discharging the functions
under this paragraph; and

(c) promoting higher education and research
m Pharmaceutical Sciences and . Tech-
nology and for the purposes incidental
therelo.

13. Power to recover overcharged amount.—
Notwithstanding anything contaiuced in the order,
the Government shall by notice, require the manu-
facturers, importers or distributors, as the case
may be, to deposit the amount accrued due to
charging of prices higher than those fixed or noti-
fied oy the Government under the provisions of
Drugs (Prices Control) Order 198/ and under
the provisions of this Order.

14. Carrying into effect the price fixed or revis-
ed by the Government, its display and proof
thereof.-~—~(1) Every manufacturer or importer
shall carry into effect the price of a bulk drug or
formulation, as the case may be, as fixed by the
Government from time to time, within fifteen days
from the date of notdication in the Official Gaz-
ette or receipt of the order of the Government in
this behalf by such manufacturer or importer,

(2) Every manufacturer, importer or distribu-
tor of aformulation intended for sale shall display
in indelible print mark, on the label of container
of the formulation and the minimum pack thereof
offered for retail sale, the retail price of that for-
mulation, notified in the Oficial Gazette or order-
ed by the Government in this behalf, with the
words “retail price pot to exceed” preceding it,
and “local taxes extra” suceeding it, in the case of
Scheduled formulations :

Provided that the case of a container consisting
of smaller saleable packs. the retail price of such
smaller pack shall also be displayed on the label
of each smaller pack and such price shall not be
more than the pro-rata retail price of the main
pack rounded off to the nearest paisa.

{3) Every manufacturer or importer shall issue
a price list and supplementary price list, if requir-
ed, in Form V to the dealers. State Drugs Con-
trollers and. the Government indicating refemence
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to such price fixation or revision as covered by the
order of Gazette notification issued by the Gov-
ernment, from time to time.

(4) Evecry retailer and dealer shall display the
price list and the supplementary price list, if any,
as furnished by thc manufacturer or nuporter, on a
conspicuous part of the premises where he carries
on business in a manner so as to be easily acces-
sible to any person wishing to consult the same.

15. Display of prices of non-Scheduled formu-
lations and price list thereof.—(1) Every manu-
facturer, importer or distributor of a non-Schedul-
ed formulation intended for sale shall display in
indelible print mark, on the label of container of
the formulation and the minimum pack thereof
offcred for retail sale the retail price of that for-
mulation with the words “maximum retail price”
preceding it and the words “inclusive of all taxes”
succeeding it;

Provided that in the case of a container  con-
sisting of smaller saleable packs, the retail price of
such smaller pack shall also be displayed on the
label of each smaller pack and such price shall
not be more than the pro-rata retail price of the
main pack rounded off to the nearest paisa.

(2) Every manufacturer or importer shall issue
a price list and supplementary price list, if requir-
ed, of the non-Scheduled formulations in Form V
to the dzalers, State Drugs Controllers and the
Government indicating changes, from time to
time.

(3) Every retailer and dealer shall display the
price list and the supplementary price list, if any,
as furnished by the manufacturer or importer, on
a conspicuous part of the premises where he carries
on business in a inanner so as to bc easily ac-
cessible to any person wishing to consult the same.

16. Control of sale prices of bulk drugs and
formulations.—No person shall sell any bulk drug
or formulaion to any consumer at a price exceed-
ing the price specified in the current price list or
price indicated on the label of the container or
pack thereof, whichever is less, plus excise duty
and all local taxes, if any, payable in the case of
Scheduled formaulations and maximum retail price
inclusive of all taxes in the case of non-Scheduled
formulations.

17. Sale of split quantities of formulations.—
No dealer shall sell loose quantity of any formula-
tion at a price which exceeds the pro-rata price of
the formulation plus 5 per cent thereof.

18. Manufacturer, distributor or dealer not to
refuse sale of drug.—Subject to the provisions of
the Drug and Cosmetics Act, 1940 (23 of 1940)
and the Rules framed thereunder:——

(a) no manufacturer or distributor shall
withhold from sale ot refuse to sell to'a
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dealer any drug without good and suffi-
cient reasons,;

(b) no dealer shall withhold from sale or
retuse to sell any drug avadable with
m 1o a customer mteud.ng to purchase
such drug.

19. Price of formulations sold to the dealer.—
(1) A manufacturer, distributor or  wholesaler
shall seit a rormulanion tw a retailer, unless other-
wise pernutied under the provisions of this Order
or any order made thereunder, at a price equal to
tie retail price, as speciled by an order or notued
by the Government, (excluding excise duty, if
d4ny) nunus sixieen per cent tinereot in the case
of >chedwed drugs.

(2) Notwithstanding anything contained in sub-
paragraph (1) the Governmeai may by a general
or special order fix, m public interest, the price
of tormulation sold to the wholesaler or retailer
resp:ct of any rormulation the price of which has
been uxed or revised under this Order.

20. Maintenance of records and production
thereot 10r mnspsction.—(1) Every manuracturer
and amporter snall mamntan in such form as may
be specned by the Government, records relating
to tne sales turnover of individual bulk drugs
manutactured or mmported by hum, as the case
may be, and the sales turnover of romuiauons
pacs-wise and also such other records as may be
directed trom time to tume by the Government and
the Government shall have the power to call for
such records or to inspect such records, at the pre-
mises of the manufacturer or importer.

(2) Every manufacturer or importer shall,
within six months of the close of the accounting
year, submut to the Government information in
respzct of turnover and allocation of sales and
expenses for that year in Form VI

(3) Every dealer, manufacturer or importer
shall maintain the cash memo or credit memo,
books of account and records of purchase and
sale of drugs and shall make available such re-
cords for inspection by the Government or any
officer authorised in this behalf by the Gov-
crnment.

21. Power of entry, search and seizure.—(1)
Any Gazetted Officer of the Central Govern-
ment or of a State Government authorised by
a general or special order by the Central Gov-
emmment or, as the case may be, by the State
Government in this behalf may, with a view
to securing compliance with this Order or to
sutisfy himself that the provisions of this Order
have been complied with—

“(a) enter and search any place;
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(b) seize any drug, alongwith the con-
tawers, packages of covenngs ln which
the arug is round, 1 respect of wiuch
he suspects thac any provision of thus
Order has oeen, is beng, or
is about fto bz  contravened,
and thereafter take all measures neces-
sary for secur.ag production of tie
drug, contamners, packages oI cover-
ings, so seized, in a court of law aad
tor thewr saie custody pending such
production;

(c) seize any document, such as, cash
memo or credit memo books, books
ot account and records of purchase and
sale ot 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 ihe Code
of Criminal Procedure, 1973 (2 of 1974), rclat-
ing to search and seizure shall, so far as may te
apply to searches and seizures under this Order.

22. Power to review.—~Any psrson aggricved
by any notiucation issued or order made under
paragraphs 3, 5, 8, 9 or 10 may apply to the
Government for a review of the noumncation or
order within fifteen days of the date ot publ.ca-
tion of the notification in the Official Gazette or
the receipt of the order by him, as the case may
be, and the Government may make such order
on the application as it may deem proper :

Provided that pending a decision by the Gov-
crnment on the application submitted under the
above paragraph, no manufacturer, importer
or distributor, as the case may be, shall sell a
bulk drug or formulation, as the case may be,
at a price execeeding the price fixed by the Gov-
ernment of which a review has been applied for.

23. Power to issue guidelines and directions.—
(1) The Government, may for the purpose of
implementing the provisions of this Order, autho-
risc any Officer, by a general or special order,
to inspzct the premises of any manufacturer, im-
porter, distributor or dealer and such manufac-
turer, importer, distributor or dealer shall allow
such authorised officer and make available all
relevant information required for the purpose.

(2) The Government may, from time to time,
issue such guidelines and directions, consistent
with the provisions of this Order to any manu-
facturer or importer as may be necessary to
carry out the provisions of this Order and such
manufacturer or importer shall. comply with such
guidelines and directions. T
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24, Pznaltics—Any contraventon of any of
the provisions of this Order shall oe punisned
accordance with the provision of the Essential
Commodities Act, 1955 (10 of 1953).

25. Power to exempt.—(1) Government may,
having r:gard to the tactors ment:ioncd in  sub-
paragraph (2) and subject to such conditions as
it may specify, by an order in the Ofiicial
Gazette, exempt any manufacturer from the opz-
ration of all or any of the provisions oi this
Order.

(2) While granting exemptior. under sub-
paragraph (1), the Government shall have regard
to all or any of the following factors :

(a2) number of workers emyloyed;
(b) amount of capital inves.ed;

(c) range|group and
manutactured;

typc of products

(d) sales turnover,

(e) production of bulk crug: from basic
stage by a process deve.oped through
indigenous research and development,
and which is significantly different from
known processes and iesults in  cost
reduction.

(f) production of a new drug which has
not been produced elsewhere, if deve-
loped through ind.genous researcn and

development.
26. D:legation of pewers.—-The  Government
may, by notification in the Official Gazette,

direct that ail or any of the powers conferred
upon it by this Crder, other than those con-
tained in pavagraphs 22, 23 ard 23 shall, subject
to such restrictions, except.ons anc condiiions, as
may be spzcified in the direction, je  exercisab'e
also by such Officer or authorilty ar may ba speci-
fied in she notification.

27. Rzpeal and saving—{(1) The Drugs
(Prices CTontrol) Order, 1987 1 hereby re-
pealed,

(2) Motwithstanding such rcpial,  anything

uulle or any action taken, including any notifi-
cation or Order made, direciion given, notice
issued o exeription granted under the Drugs
(Prices Contrcl) Order, 1987, shell, in so - far
as it is 10t irconsistent with the provisions of
this Ord:r, be deemed to have becn done, taken,
made, given, issued or granted, as the case may
be, unler the corresponding provisions of this
Order,

{No.-.5(4)[94-P1.111
VINOD. VAISH, JIt. Sccy.
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THE FIRST SCHEDULE

(See paragraphs 2 and 3)
BULK DRUGS

SULPHAMETHOQ>AZOLE

PENICILLINS
TETRACYCLINE
RIFAMPICIN
STREPTOMYCIN
RANITIDINE
VITAMIN C
BETAMETHASOME
METRONIDAZOLE
CHLOROQUINE

. INSULIN

. ERYTHROMYCIN
. VITAMIN A

. OXYTETRACYCLINE
. PREDNISOLONE

. CEPHAZOLIN

. METHYLDQPA

. ASPIRIN

. TRIMETHOPRIM

. CLOXACILLIN

. SULPHADIMIDINE
- SALBUTAMOL

. FAMOTIDINE

IBUPROFEN

. METAMIZOL (ANALGIN)
. DOXYCYCLINE

. CIPROFLOXACIM

. CEFOTAXIME

. DEXAMETHASONE
. EPHEDRINE

. VITAMIN Bl (THIAMINE)
. CARBAMAZEPINE
. VITAMIN B2 (RIBOFLAVIN)
34,

35.

THEOPHYLLINE
LEVODOPA

36 TOLNAFTATE.

_—

37.
38.
39,
40,

41.
42,

43.

44,
435.

46.

47.
48.
49.
50.
51,
52.

53,

54,

55.
56.
37.
58.

59.

60.
61.
62.
63.
64,
65.
66.
67.
68.
69.
70.
71.

72,
73.
74,
75.
76.

A e _._._(—D:.“,_:_“'.:\:_‘_‘_.,‘_':_'—_"_::‘:_ =

VITAMIN E

NALIDIXIC ACID
GRISEOFULVIN
GENTAMICIN
DEXTROPROPOXYPHENE

HALOGENATED HYDRCX'Y QUINO-
LINE

PENTAZOCINE
CAPTOPRIL
NAPROXEN
PYRENTAL
SULPHADOXINE
NORFLOXACIN
CEFADROXYL
PANTHONATES & PANTEENOLS
FURAZOLIDONE
PYRITHIOXINE
SULPHADIAZINE
FRAMYCETIN
VERAPAMIL
AMIKACIN SULPHATE
GLIPIZIDE
SPIRONOLACTONE
PENTOXYFYLLINE
AMODIAQUIN
SULPHAMOXOLE
FRUSEMIDE
PHENIRAMINE MALEATE
CHLOROXYLENOLS
BECAMPICILLIN
LINCOMYCIN
CHLORPROPAMIDE
MEBHYDROLINE
CHLORPROMAZINE
METHENDIENONE
PHENYL BUTAZONE
LYNESTRANOL
SALAZOSULPHAPYRINE
DIOSMINE

TRIMIPRAMINE
MEFENAMIC ACID.



{rrnIl—arew 3(i1)] " WTTY 'Y AR | RIIOTTY 3)

e

—— e e e =S =S e LT ——
THE SECOND SCHEDULE
FORMS
FORM 1

(To be submitted in Duplicate)
(See Paragraphs 2, 3 and 4)

Form of information/application for fixation or revisien of prices of Scheduled balk drugs.

1.

2
3
4.
5

10.

11.
12.
13,

14,

15.

16.
17.
18.

19.

Name of the Bulk Drug.

Name of the manufactu:er.

Address of'the Registered/Head Office of the Manufacturer.

Address of the Factory.

Capacity under Industrial Licence/Small Scale Industry Registration/Industrial Entrepreneuse Memorandum

acknowledgement :—

(a) No. and date of Industrial Licence/Small Scale Industry Registration/Industrial Entreprencure Memo~
randum acknowledgement ;

(b) Production Capacity (Tonnes/Kgs./Litres etc.).

Installed Capacity :—

(2) Number of shifts per day;

(b) Number of operating days per year;

(¢) Maximum production per shift (Tonnes/kgs./Litres etc.);

(d) Date of commissioning;

(¢) Annual Installed capacity.

Date of Commencement of Commercial Production.

Actu_al production achieved during the last accounting year (preferably monthwise) and aiso monthly pro-
duction during the current year (Tonnes/Kgs/Ltrs etc.)

Brief note on the manufacturing process adepted by you indicating all stages including recovery of by-products,
if any, solvents etc. and stage-wise overall yield for each bulk drug.

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

Maximum hourly rate of production achievable.

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

If the production is proposed to be captively consumed for manufacturer of the formulation, please furnish
the quantity to be so consumed out of the production given against Serial No. 8 and Serial No. 12.

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

(a) Net fixed assets;

(b) Working Capital;

(c) Total,

Please state how the above capital employed is fi1anced by net worth and borrowings,

(In the case of multi-pu-pose plant the capital employed/net worth as abcve and the share to be allocated to the
bulk drug/intermediate under consideration to be given).

Please state the average rate of interest paid by ycu on youwr borrowings, supported by figues of the amount of
loans, average rate of interest etc. as per latest audited Balance Sheet.

Please furnish latest c.i.f, price of the bulk drug if the same had been imported or is being imported by you or
by any other agency known to you.

Please furnish the cost of production of the bulk drug as per Annexure to this Fcrm duly cert'fi.d by a
Practising Cost Acccuntant/Chartered Acccuntant.

Pleasc furnish number of persons employed/to be employed, grade-wise and their average monthly emoluments
including contribution on account of Provident Fund etc,
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20. Please furnish the total amount of expenses under each of the element of other conversion costs viz., stores,

factory and administration overheads and depreciation and the basis adopted for allocation to the product
in question.

21. If this item is manufactured/to be manufactured in a multi-product plant, the method adopted for allocations
to individuzl drugs for common expenses viz. process hours, equipment hours etc. may be furnished.

22, Please also furnish the following:—
(a) The types of packing materials used and their average rates;
(b) Basis and calculations of piofit margin;
(¢) Photocopies of invoices of raw materials having substantial consumption and also for power, fuel oil etc.

(d) Details of the flxed asscts, method of depreciation, rate of depreciation alongwith working capital required
for the product;

(e) A copy each of audited Balance Sheet and Profit and Loss Account for the last three years and in the case of
a company copies of the latest Cost Audit Report and Annual Report.

Notes:
(1) Any hold up affecting production to be shown cleaerly against Serial No. 8.

(2) In case the same plant facilitics are used for production of more than one product, the in.ormation as per
serial No. 6 may be given productwise.

ANNEXURE
(See item no. 1€ of Fo:m I of the First Schedule)
1. Name of the Bulk Diug.
II.  (2) Production in Tonnes/Kgs./Lities etc.
(b) Sales in Tonnes/Kgs./litres etc.
(c) Despatches in Tonnes/Kgs./litres etc.
I11, Details of Cost:
(a) Pericd :
(b) Cost Data:

Sl Purticulars Norms of Consumption Unit Actual Consumption
No. guaranteed by know how (Per kg/lit etc. of the product)
supplier or as per standards Quantity Rate/Unit Amount
developed
(Rs.) (Rs.)
1 2. ‘ 3 4 5 6 7

— o — o — ——

1. Raw Materials:—

(a) Imported
1.
2,
3. etc.

(b) Indigenous
1.
2.
3. etc.

Total raw materials cost:

Less Recoveries of Solvents:
Net Raw Materials Cost:

e I
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1

2 3 4

2

-

4,

10.
1L

Utilities - —

(a) Power

(b) Water

(¢) Fuel (Oil/Coal)

(d) Others (To be specified)
Total Ultilities cost.
Conversion Cost:—

(a) Salaries and wages

(b) Operating supplies or consumable stores
{c) Repairs and Maintenance
(d) Quality Assurance

(¢) Effluent treatment

(f) Other fuctory overheads
(g£) Administration overheads
() Research and Development expenses
(i) Depreciation

Total conversion Cost.

Cost of production (1 +2+3)
Interest on borrowings.
Minimuam Bonus.
Total (44-5+6)

Packing :—

(a) Materials

(b) Other expenses
Total Packing Cost.

Selling Expenses.
Transport Charges.

Transit Insurance Charges.

33

2. Non-Recoverable Taxes.
(Pleasc specify and submit details alongwith supporting documents)
13. Total cost of sales.
14, Profit Margin.
(Basis of calculations be submitted)
15. Selling Price (13+14)
16. Price notified by the Government, if any,
(Picase give No, and date of Notification)
17. Actval sale price or Notiona! price,
if used captively.
NOTES:
1. Ttems of expenses to be excluded from costs:

(a) Bonus in excess of statutory minimum
(b) Bad debts and Provisions

(¢) Donations and charities

(d) Loss/Gain on sale of assets

(¢) Brokerage and commission

58 GI/95—5
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() Expcnscs not recogmsed by Income Tax authomtlcs
(Salary, perquisites, advertisements etc.)

(g) Adjustments relating to previous years.

2. In thecase of imported raw materials, please furnish separately the c.i.f. price, duty of customs and other charges
totalling to the landed cost adopted against S.No. 1(a)

3. Cost of intermediatcs manufactured for captive use should be on the basis of factory cost of production inclu-
gsive of administration overheads and shown separately against S.No., 1(b). A separate cost-sheet in the same
proformy mmay please be appended,

4, Cost of generated utilities like power, steam cte. should be separately given furnishing the details of purchased
utilities consumed, rate and cost with other expenses incurred on generation with reference to S.No. 2.

5. Details in respect of factory overheads, administration overheads and selling expenses should be furnished
against S.No. 3(d), /3(¢) und 8.

The basis of depreciation adopted in your financial accounts may please be given against 8.No. 3(f).

7. Please indicate clearly whether ihe existing price is notified by the Government or notional price against S.No,
16 and 17.

8. THE INFORMATION FURNISHED IN THIS FORM IS TO BE CERTIFIED BY THE AUTHORISED
SIGNATORY OF THE COMPANY AND BY THE COST ACCOUNTANT/CHARTERED ACCOUN-
TANT.

The information furnished above is correct and true (o the best of my knowledge and  belief.

Authorised Signatory:
Place : Name:
Date : Designation :

FORM-1I
(To be submitted in duplicate)
(See Paragraph 2 and 5)

Form of information in respect of price of non-Scheduled bulk drugs.
Name of the bulk drug.

Name of the manufacturer.

Address of the Registered/Head Office of the Manufacturer.

Address of the Factory.

Capacity under Industrial Licence/Small Scale Industry Registration/Tndustrial Entrepreneure Memorandum

acknowledgement:

(a) Number and date of Tndustrial Licence/Small Scale Industry Registration/Industrial Entrepreneure
Memorandum acknowledgment.

(b) Production Capacity (Tonnes/Kgs./Litres etc.).

A

Annual Installed Capacity.
Date of commencement of commercial production.
Actual production achieved during the last accounting year/current year (Tonnes/Kgs/Lits etc.),

© ® 2

Brief note on the manufacturing process.
10. Estimated production of the bulk drug for next three years.

11. If the production is proposed to be captively consumed for manufacture of formulation, please furnish the
quantity to be so consumed out of the production given against S1. No. 8 and 10.

12. Please furnish latest c.i.f. price of the bulk drug if the same had been imported or is being imported by you or
any agemcy known to you.
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13. Please furnish the cost of production of the bulk drug as under:—
I. Name of the Bulk Drug.

I1.  Period.
oI, Major Raw Materials:—
Name:

Quantity consumed per Kg. of Product;
Cost per Kg. of Product;

IV. Total Raw Material Cost.
V. Cost of production
VI. Cost of Sales
VII. Profit Margin
VIII. Selling Price (VI4-VII).
IX. Existing price with effective date.

14. Plensefurnish a copy each of the audited Balance Sheet, Profit and Loss Account for the last threo yearsand  the
latest Cost Audit Report and Annual Report.

NOTE : THE INFORMATION FURNISHED IN THIS FORM IS TO BE CERTIFIED BY THE AUTHO-
RISED SIGNATORY OF THE COMPANY AND BY THE COST (ACCOUNTANT/CHARTERED
ACCOUNTANT.

The information furnished above is correct and true to the best of my knowldge and belief.

Authorised Signatory:
Place: Name:
Date: Designation:
FORM 11

(To be submitted in seven copies)
(See paragraphs 2, 8, 9 and 10)

Form of Application for approval or revision of price of Scheduled formulations.
Name of the Formulation.
Name of the Manufacturer.
Address of Registered/Head Office/Administrative Office.
Address of the Factory.
Composition as per label claim and approved by Drug Control Authorities,
Drug Control Authority Permission Number and Date (copy to be enclosed).

S e

Number and date of Industrial Licence/Small Scale Industry Registration/Industrial Entreprencure Memo-
randum acknowledgement (copy to be enclosed).

Date of Commencement of Production.
9. Type of formulation:

(i) Type [Plain/Coated Tablets, Multi-layered sustained release/Soft/Hard/Printed capsules (without/with/
scaling band) sterile/non-sterile Liquid/Powder/Ointment/Cream etc,]

(ii) In case of Tablets please furnish average weight of 100 Tablets;
(iii) In case of Capsules please furnish size of capsule.
10. Type of packing (Aluminium/Paper/Cellophane/Strips/Blistcr/Vinls/Ampol}lcs[White Colour . Bottles/Ting/
Jars/with/without dropper/cutting blades/catch cover etc.).
11. Size of packs (10’s/100's/etc; 1mi/2ml/10ml/etc.; Sgms/10 gms/etc.).
58 G)/95—6



36 THE GAZETTE OF INDIA : EXTRAORDINARY [PArT II—SBC. 3(ii)]

12.  Number of packs sold during the last accounting year and details of other packs of the same formulation with
their retail prices.

13. Break-up of Retail Price:

Details - T " Existing price "Now claimed
if any*
(Rs./Pack) (Rs./Pack) o

(a) Material Cost (as per 5.No. 14d);

(b) Conversion Cost (as per norms);

(c) Packing Material Costs (as per S.No. 15 or as per norms);
(d) Packing Charges;

(¢) Ex-factory Cost (a to d).;

(f) MAPE 1009, on (¢) above;

(g) Excise Duty;

(h) Retail Price (R.P.) (¢ +f+g)

*Existing Retail Price Approval Letter No. and Date—copy to be enclosed .

14. Material Cost:;—
(a) Batch Size (Nos/Litres/Kgs/etc.):
(b) No. of packs that can be theoreticaly obtained from the batch size as in (2) above.
.e (c) Material Cost for the batch size as in (2) above:

S. Name of the Material Unit Theoretical Actual  Total  Rate/ Cost for
No. Quantity Overages Quantity  Unit the Batch
‘ 4+5) 6xT)

1 2 3 4 5 6 7 8

etc.
Indigenous

1.
2.

ete.

Total

—_—

Add : Process lossas pernorms................ % :

Total Material Cost.......civiernvnennrnnnnns

Total Material Cost
Material Cost per Pack =

Theoretical No. of Packs
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15. Packing Material Costs:

Packsof..............

Batch Size ................ Tablets/Gms/etc. each
S. Name of the Packing Material Unit Rate per Qty. Required . Value of Packing
No. Unit (Rs.) per Batch  Materials/Batch

) . (Nos/Kgs etc) (Rs.)
1 2 3 4 5 6
Imported \ o
1.
2.
3.
etc.
Indigenous
1.
2.
3.
etc.
Total :

Add : Process loss as per norms............ % *

Total Packing Material Cost
Packing Material Cost per Packs = Total Packing Material Cost/No. of packs as per Batch Size.

Note :
1. The iaformation furnished in this form is to be certified by the authorised signatory of the company and Cost
Accountant/Chartered Accountant.

2. Inrespect of bulk drug and major raw materials the following documents shall be enclosed:

(a) A Statement indicating the purchases made during the last three months with copies of invoices certified by
Cost Accountant/Chartered Accountant shall be enclosed.

(b) Certified copies of recent batch prodﬁc‘tion records or, in case production has not commenced, other
doucments maintained under Drugs and Cosmetics Act and the Rules made thereunder, in support of the
quantities of the raw materials claimed.

3. The rates claimed shall be net of modvat, wherever applicable.
4, Basis and calculation of excise duty [S.No. 13(g)] to be given.

The information furnished above is correct and true to the best of my knowledge and belief.

Authorised Signatory:
~ Place: Name:
Date: Designation:
FORM IV

(To be submitted in seven copies)
(Sée Paragréphs 2,8, 9 and 10)
Form of Application for approval or revision of price of Scheduled formulations imported in finished. form.
Name of the company

Address of the Registered/Head Office/Factory, if any.
Reference to Permission, if any, givén by Drug Control Authorities for import/sale of the item.

Name of the imported formulation/therapeutic group.
Type of formulation (capsule/tablet/inj. etc.).

LA O
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6. Composition of the formulation. o
7. Type of Packs (strip/vial/ampoule etc.).
8 Pack size(lﬂ"é etc/10ml etc/5’gms etc.).
9. Country frem which imported and date of import.
10. Quantit;/Number of packs imported with Batch/Lot Number.

11. C.LF. Value in Foreign Currency.
{Not to inchude bank commission, interest etc.)
Total Pe r Pack
(Rs.) (Rs.)

12. C.LF. Value in Rs. actually paid.
(Not to include bank commission, interest etc.).

13."" Duty of customs any, actually paid.
14. Clearing Charges (with details) actually incurred.
15. Landed cost (12+13+14).

16. Packing Materials, if any, as per norms.
(Applicable in case of repacking).

17. Packing Charges, if any, as per norms.

18. . Landed Cost (including repécking co.ét,"if any).
TQSFI6K1TY o ' '

9. Margin'@’50%.”
20. Duty of Excise, if any.
21. Retail price claimed (18+19+20)
22. Existing retail price, if any:
(copy of approval letter to be enclosed).
NOTES:

(i) Information furnished should be certified by the Authorised Signatory of the company and a Cost/Chartered
Accountant. :

(ii) In respect of SI. Nos. 11 to 14 and 16, the claims shall be supported by certified copies of documentary
evidence. ’ '

The information furnished above is correct and true to the bést of my knowledge and belief,
Authorised Signatory:
Place: Name:

Date: Designation:
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FORM V
(See Paragraph 2, 14 and 15)

Form of Price List

1. Name and address of the manufacturer/importer/distributor.

2, Name and address of the marketing company, if any.
3. Details of Prices:

S1. Name of the Product Compo-  Specifica- Excise Local  Priceto be Retail  Maximum Eﬂ'éctive

No. (Bulk Drug/Formu- sition tions of Duty, Tax, Retailed Price Retail Batch
Iation and its dosage approved the Pack if any if any  (inclusive (inclusive Price No. and
forms) by Drug of Excise  of Excise inclusive  Date
Control  Typey  Rate Amount Duty) Duty) of All

Authorities Size**  Amount (Rs)) (Rs.) (Rs.) Taxes (Rs.)

1 2 3 4 5 6 1 8 9 10 11 12

A. BULK DRUGS
[

etc.

FORMULATIONS
OWN PRODUCTION

[ o ]

3. ete.

11, PURCHASED
1.

2.

3. cte.

* Strip, Bottle etc.
** 10's, 100’5, 1 ml, 1 gm. etc.

NOTES:
1. Information to be given separately for Scheduled and Non-Scheduled items.

2, Incase of purchased formulation, name of the manufacturer shall be indicated.

3. The price list must be signed by the authorised signatory of the manufacturer, importer or distributor.
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T

FORM VI
[See Paragraph 2 and 20(2)]

YEARLY INFORMATION ON TURNOVER AND ALLOCATION OF SALES AND EXPENSES

—_—

1. Name of the manufacturer
2. Address of the Registered/Head Office/Factory.
3. Accounting year.
4. Turnover of Bulk Drugs.
S. Name of the Bulk  Unit Production Captive Consumption Domestic Sale Exposts -
No. Drug Quantity
Quantity Value  Quantity Sale Value Quantity FOB
Excl. E.D. Excl, Value
(Rs. lakhs) E.D. (Rs. lakhs)
(Rs. lakhs)
1 2 3 4 5 6 7 8 9 10
1. SCHEDULED BULK DRUGS
1.
2.
3. etc.
II. NON-SCHEDULED
BULK DRUGS
1.
2
3. ete.
TOTAL
5. Turnover of Formulations:
S.No. Description Value of Domestic Exports Total
Sales excl. Excise FOB Value (Rs. lakhs)
Duty and local taxes . (Rs. lakhs)
(Rs. lakhs)
1 2 3 4 3

1. SCHEDULED FORMULATIONS
1. Own Produced
2. Purchased

(a) Indigenous

(b) Imported

II. NON-SCHEDULED BULK DRUGS
1. Own Produced
2. Purchased

(2) Indigenous

(b) Imported

TOTAL
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6. Allocation of sales and expenses as showa in the Audited Profit & Loss Account (In Rupees)
S. Particulars Total Allocation Allocation to Formulations Other Basis
No. asper to Activities of

P& L Bulk Own Purchased Purchased Export Total if any allocation
Acctt. Drugs Produced Indigenous Imported Sales

1 2 3 4 3 6 7 . 8 9 10 11

A. INCOME

1. Sales Income
(Excl. Excise duty and other taxes)

2. Cash Subsidy (if any)
3. Other Income (Import incentives)

TOTAL (1+2+3)

! B. EXPENSES
4. Raw Materials
5. Packing Materials
6. Power & Fuel
7. Salaries and Wages
8. Stores and Spares
9. Repair and Maintenance
10. Insurance
11. Depreciation
12, Royalty
13, Interost
14. Head Office Expenses
15, Dealer’s Commission and Discount
16. Research and Development Expenses
17. Other Expenses
TOTAL (4 to 17)

e e -

C. PROFIT BEFORE TAX (A—B)

D. PROFIT BEFORE TAX
(As a Yage of Sales Income)
Cx100/A

NOTES:
(i) The basis of allocation should be reasonable and followed consistantly.

(i) The figures against S.N>. A under Cols, 4 & 9 of Item 6 should tally with thr fiz-e:
under Items 4 and 5 respectively of this Form.

(iii) This Form should be certified by the Company’s Auditors.
The information furnished above is correct and true to the best of my knowledge and belief.
Authorised Signatory:
Place: . Name: '
Date: Designation :
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THE THIRD SCHEDULE
(See Paragraph 10)
Specified maximum pre-tax return on sales turnover of manufacturers or importers of formulations:
CATEGORY A:
Large units with turnover exceeding Rs. 6 Crores per annum:
-~ (a) having no basic drug manufacturing activity nor any reasearch activity—eight per cent,

(b) having basic drug manufacturing activty at five per cent or more of the turnover but no research
“activity— nine per cent.

(c) having basic drug manufacturing activity at five per cent or more of the turnover and engaged in
approved research and development work related to new drugs—ten per cent,

CATEGORY B:
Medium sized units with turnover between Rs. 1 crore to Rs. 6 crores per annum.
(a) having no basic drug manufacturing activity nor any research activity—nine per cent.

(b) having basic drug manufacturing activity at five per cent or more of the turnover but no research
activity—eleven per cent.

(c) having basic drug manufacturing activity at fiva par cant or more of the turnover and engaged in approved

research and development work related to new drugs—thirteen per cent.

CATEGORY C:
Other units with turnover of less than Rs. 1 crore per annum :
(a) having only formulation activity—twelve per cent.

(b) having basic drug manufacturing activity at five per cent or more of the turnover—thirteen per cent.
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