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ACT No. XXIII op 1940. 

[PASSED BY THE INDIAN LEGISLATURE] 

(Rece ived  the assent  of the Governor General on th.e 
10th April, 1940) 

An Act to regulate the import, manufacture, distribution 
and sale of drugs. 

W HEREAS it is expedient to regulate the import 
into, and the manufacture, distribution and sale 

in, British India of  drug^ ; 

AND WHEREAS the Ilegis!atures of all the Provinces 
have passed resolutioi~s in terms of section 103 of the 
Government of India Act, 1935, in relation to such of 
the above-mentioned matters and matters ancillary 
thereto as ale enumerated in List I1 of the Seventh 
Schedule to the: said Act ; 

It is hereby enacted as follows :- 

CHAPTER I: 

1. (I) This Act may be cal ed thc Drugs Act, 1940. Short tlbls. 
extent and 

(2) It extends to  the whole of British India. mmm* 
ment. 

(3) It shall come into force a t  once ; but Chapter I11 
shall take effect only from such date as the Central 
Government may, by notification in the official Gazette, 
appoint in this behalf, and Chapter IV shall take effect 
in a particular Province only from such date as the 
Provincial Government may, by like notification, appoint 
in this behalf. 

2. The provisions of this Act shall be in addition to, A o&er pliaet!on lawe nob of 

and not in derogation of, the Dangerous Drugs Act, barred. 

1930, and any other law for the time being in force. 

8. I n  this Act, unless there is ctnything repugnant ~ ~ f i ~ i t i ~ ~ ~ .  

in the subject or context,- 

(a) " the Board " means the Drugs Technicrtl 
Advisory Board constituted unds.r section 6 ; 

(b) ( (  drug " 
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( b )  " d,rug " include8 d l  medicilles for internal .or 
external use of human beings or animals, 
and all substances intended to be used for 
or in the treatment, mitigation or prevention 
of disease in human beings or animals, other 
than medicines and substances exclusively 
used or preparcd for use in accordance 
with the Ayurvedic or Unani systems of 
medicine ; 

(c) " to import ", with its grammatical variations 
and cognate expressions, means to bring into 
British India ; 

(d )  " patent or proprietary medicine " meam a 
drug which is a remedy or prescription 
prepared for internal or external use of 
human beings or animals, and whioh is bot 
for the time being recognised by the Perma- 
nent Commission on Biological Standardisa- 
tion of the League of Nations or in the lateat 
edition of the British Pharmacop~ia or the 
British Pharmaceutical Codex or any other 
pharmacopceia authorised in this behalf by 
the Central Government after consultation 
with the Board ; 

(e) " prescribed " means prescribed by rules made 
under Chapter I1 or Chapter 111 by the 
Central Government, or under Chapter IV 
by the Provincial Government. 

~ ~ ; ; ~ ~ o U s  4. Any substance specified as poisonous by rule . 
8ubshnce~- made under Chapter 111 or Chapter IV shall be deemed 

to be a poisonous substance for the purposes of Chap- 
ter I11 or Chapter IV, as the oas? may be. 

CHAPTER 11. 
' 

THE DRUQS'TEOHNIOAL ADVISORY BOARD, THE CENTRAL 
DRUGS L~BORATORY AND THE DRUGS CONSULTATIVXI 

COMMITTEE. 

The Drugs 5. (1)  The Central Government shall, as soon as may 
Technical 
A ~ V I B O -  be, constitute a Board (to be ce!1sC! the Drugs Teoh- 
Board. iiiod ABdvisory Board) to advise the Central Government 

and 
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and the Provincial Governments on technical 
matters arising out of the administration of &.is Act 
& ~ d  to oarry out the other functions assigned to it by 
this Act. 

(2) The Board shall consist of the following mem- 
bers, namely :- 

(i) the Director-General, Indian Medical Service, 
ex oflcio, who shall be Chairman ; 

(ii) the Director of the Central Drugs Labora- 
tory; ex oficio ; 

(i i i)  the Mrector of the Central Ressarch Insti. 
tute, ex oflioio ; 

( i v )  the Director of the Imperid Veterinary 
Research Institute, Muktesar, ex officio : 

(v) the Chief Chemist, Central Revenues, ex 
o&io ; 

(d) two persons holding the appointment of 
Government Analyst under this Act, to be 
nominated by the Central Government ; 

(vii) one phrmacologist and one pharmaceutical 
ohemisti to be elected by the Scientific Ad- 
visory Board of the Indian Research Fund 
A~sociation ; 

(viik) three persons to be elected by the Medical 
Council of Indis, two of whom shall be 
from among teachers of medicine or thera- 
peutics on the staff of a university or college 
in British India providing a course of study 
which qualifies for admission t o  the examina- 
tion for a degree which is a recognised quali- 
fication under the Indian Medical Council 
Act, 1933, and one shall be a registered 
medical practitioner not being a servant of 
the Crown ; 

(is) one &ember of the pharmaceutical profession 
to  be nominated by t3he Central Government ; 

(2) two persons to be elected by the Council of the 
Indian Chemical Society ; 

(x i )  one 
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(z;) one peFson to be eleoted by the Contra1 Coun- 
oil of the Indian MarGa.1 kso~iat~ioon a d  
one person to be elected by the branches in 
India of the British Medical Assooiation. 

(3) The nominated and elected -members of the 
Board shall hold 06ce for three pears, but shall be 

for re-nomination and re-ele~tioll. 
(4) The Board may, subject to the previous a p p r ~ ~ ~ l  

of the Central Government, make by-laws fixing a 
quorum regulating its own procedure and the Con" 
duct of all business to be tramacted by it. 

(5) The Board mag constitute sub-committees and 
may to sub-committees for such periods, not 
exceeding three years, as it may decide, or t e m ~ o r a r i l ~  
for the Gomideration of particular matters, persons who 
are not members of the Board. 

(6) The functiol~s of the Board may be exercised 

any vacancy therein- 
(7) The central Government shall appoint Person 

to be Secretary of the Board and shall provide the 
~~~~d d t h  such clerical and other staff as the Central 
Government comiderc. necessary. 

m,,wtra~ 6. ( I )  The Central Government shall, soon as 
may be, establish a Central Laboratory under r story. 
the control of a Director to be appointed by the 
aoverment, to carry out the functions entrusted t o  

it by this or any rules made under this c h a ~ t e r  

provided that, if the Central ~~overnment so Press- 
&bea, the functions of the central 1)l'~gs Laboratory in 
respect of any drug or class of drugs 8 1"lLbe carried 
ab the Central Research Institute, Kasa'Jlili, 0" at 

L Joratory and the functions of the 
Director of the Central Drugs Laboratory in 
such drug or class of drugs shall be exacised by the 
mirector Of that institute or of that other Laborator~y - - 
as the case ma37 be. 

(2) ~h~ central Government may, after consultation 
with the Board, make rules prescribing- 

(a) the functions of the Centrd Drugs Laboratory ; 
(b) the 



(b) the procedure for the grant of certificates of 
registraliion under this Act by the said 
La,boratory in respect of patent or pro- 
prietary medicines not having displayed on 
the label or container thereof the trne formula 
or list of ingredients contained therein in a 
manner readily intelligible to members of 
the medical profession, the forms of such 
certificates and the fees payable therefor ; 

{G)  the procedure for preserving the secrecy of 
the formulae of patent or proprietary 
medicines when disclosed to the said Labo- 
&ory under this Act ; 

(d) the procedure for the submission to the said 
Laboratory under Chapter IV of samples 

- of drugs for analysis or test, the forms of 
the Laboratory's reports thereon and the 
fees payable in respect of such reports; 

(e) such other matters as may be necessary or 
expedient to enable the said Laboratory 
to carry out its functions ; 

(f) the matters necessary to be prescribed far the 
purposes of the proviso to sub-section (I). 

7. (1) The Central Government may constitute a n  Dny~e 
~~~~~~b 

advisory committee to be called " the Drugs Consul- cornwtm. 
tcltive Committee " to advise the Central Government, ' 

the Provincial Governments and the Drugs Technical 
Advisory Board on any matter tending to secure uni- 
formity throughout the Provinces in the administration 
of this Act. 

(2) The Drugs Consultative Committee shall consist 
of two representatives of the Central Government to be 
nominated by that Government. and one represent- 
ative of eaoh Provillcial Government to be nominated 
by the Provi~zcial Governmer~t concerned. 

(3) The Drugs Consultative Committee shall meet 
when required to do so by the Ce~itral Government and 
*hall have power to regulate its own procedure. 

CHAPTER 111, 
E 
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CHAPTER 111. 

 WORT O F  DRUGS. 

8; (1) For the purposes of this Chapter the ax- 
pression " standard quality " when applied to a drug 
means that the drug complies with the standard 
out in the Schedule. 

(2) The Central Government, after consultation 
with the Board and after giving by notification in 
the official Gazette not loss than three months' notice 
Gf its intention so to do, may by a like notification 
add to or otherwise amend the Schedule for the  
purposes of this Chapter, and thereupon the 
Schedule shall be deemed to be amended accordingly. 

9. For the purposes of this Chapter a drug shall be 
deemed to be misbranded- 

(a) if it  is an imitation of, or substitute for, or 
resembles in a manner likely to deceive, 
another drug, or bears upon it  or upon 
its label or container the name of another 
drug, unless it  is plainly and conspicuously 
marked so as to reveal its true character 
and its lack of identity with suoh other 
drug ; or 

(b) if it purports to be the product of a place or 
country of which i t  is not truly a pro- 
duct ; or 

(o) if it is imported under a name which belongs 
to another drug ; or 

(d) if i t  is so coloured, coated, powdered or polishecl 
that damage is concealed, or if it  is made 
to appear of better or greater therapeutio 
value than it really is ; or 

(e) if i t  is not labelled in the prescribed manner ;. 
or 

(f) if its label or container or anything accom- 
panying the drug bears any statement, 
design or devioe which makes any false 
claim for the drug or which is false or 
misleading in any particular ; or 

(g) if the label or container bears the name of 
an individual or company purporting to 

be 
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be the manufacturer or producer of the 
drug, which individual or company is 
fictitious or does not exist. - 

s- 
10. From such date as may be fixcd by the Central ~ D ~ ~ ~ ~ ~ r  

Government by notification in the official Gazette wtaln d ~ s  

in t8his hshalf, no person shall import- 
(a) any drug which is not of standard quality ; 
( b )  any misbranded drug ; 
(c) any drug for the import of which a licence 

. is prescribed, otherwise than under, and 
in accordance with, such licence ; 

(d) any patent or proprietary medicine, unless 
tbere is displayed in the prescribed manner 
on the label or container thereof either the 
true formula or list of ingredients contained 
in i t  in a manner readily intelligible 
to members of the medical profession, or 
the number of the certificate of registration 

in the prescribed manner in 
respect of such medicine by the Central 
Drugs Laboratory after being correctly 
informed of the formula of such 
medicine ; 

le) any d;ug which by means of any statement, 
design or device accompanying i t  or by any 
other means, purports or claims to cure 
or mitigate any such disease or ailment, 
or to have any such other effect, as may be 
prescribed ; 

( f )  any drug the import of which is prohibited 

by rule made under this Chapter : 

Provided that nothing in this section shall apply 
to the import, subject to prescribed conditions, of small 
quantities of any drug for the purpose of examination, 
test or analysis or for personal use : 

- Provided further that the Central Government 
may, after consultation with the Board, by notification 
in the official Ga~ette, permit, subject to any conditions 
specified in the notification, the import of any drug or 
class of drugs not being of standard quality. 

Explanation.- 
9 



Exp:(planation.-The formula or list of ingredients 
I 

mentioned in clause (cl) shall be deemed to be true i 
k and a ,sufficient compliance with that sub-clause if, 

without disclosing a fuU and detailed recipe of the 1 :: 

t ingredients, it indicates correctly all potent or poisonous f 
substances contained therein together with an approxi- 

L? 

mate statement of the composition of the medicine. 1 

A ~ ~ ~ ~ c a t ~ o n o f  11, ( I )  The law for the time being in force relating i 
law ielatlng t o  
ses omtom to sea customs and to goods, the import of which is 
and powera of 
O W I ~ O ~ E  prohibited by section 18 of the Sea Customs Act, 1878, vinofiers. 
oBoers. I 

shall, subject to the provisions of section 13 of this 
Act, apply in respect of drugs Lhe import of which is 
prohibited under this Chapter, and officers of Customs 
and officers empowered under that Act to perforin the 
duties imposed thereby on a Customs Collector and 
other officers of Customs, shall have the same powers 
in respect of such drugs as they have for the time being 
in respect of such goods as aforesaid. 

( 2 )  Without prejudice to the provisions of sub- 
section (I), the Customs Collector, or any servant of 
the Crown authorised by the Provincial Government in 
this behalf, may detain any imported package which 
he suspects to contain any drug the import of which is 
prohibited under this Chapter, and shall forthwith 
report such detention to the Director of the Central 
Drugs Laboratory and, if required by him, forward the 
package or samples of any suspected drug found therein 
to the said Laboratory. 

BOWW oi 12. ( I )  The Central Government may, after con- 
&&In1 Q,,,,,e,t sultation uith the Board and after previous publica- 

maherole'. tion by notification in the official Gazette, melzs rules \ 

for the purpose of giving eEect to the provisions or this 
Chapter. 

(2) Without prejudice to the generality c ~ f  the fore- 
going power, ~ u c h  rules may- 

(a) specify the drugs or classes of drugs for the 
import of which a licence is required, and 
prescribe Ghe form and conditions of such I 

licences, the authority empowered to issue \ ;I 
the same, and the fees payable therefor ; ! 

jbj presoribe j 



( b )  prescribe the methods of test or analysis to be 
employcd in determining whether a drug is 
of standard quality ; 

(a) prescribq, in respect of biological and organo- 
metallic compounds, the units or methods' of 
standardisatioii ; 

(d)  specify the diseases or ailments tvhich an im- 
ported drug may 1106 purport or claim to  
cure or mitigaLe and such other effects 
which such drug may not purport or claim 
to la.ve ; 

(e)  1  res scribe the con~itions subject to mhioh small 
quantities of drugs, the import of which is 
otherwise prohibited under this Chapter, 
may be imported for the purpose of examin- 
ation, test or analysis or for pervvnal use ; 

(f) prescribe the places a t  which drugs may be 
imported, and prohibit their import a t  any 
other place ; 

(g) require the date of manufacture an; the date 
of expiry of potency to be clearly and 
truly stated on the label or container of 
any specified imported drug or class of suoh 
drug, and prohibit the import of the sdid 
drug or class of drug after the expiry of a 
specified period from the date of manufac- 
ture ; 

(h) regulate the submission by importers, and the 
securing, of samples of dl-ugs for examina- 
tion, test or analysis by the Central Drugs 
Laboratory, and prescribe the fees, if any, 
payable for such examination, test or 
analysis ; 

(d  ) prescribe the evidence to be supplied, whether 
by accompanying documents or otherwise, 
of the quality of drugs sought to be im- 
ported, the procedure of officers of Customs 
in dealing with such evidence, and the 
manner of storage at places of import of 
drugs detained pendlbg admission ; 

(j) provide 
11 



(j) provide for the exemption, conditionally or 
otherwise, from all or any of the provisions. 
of this Chapter and the rules made there- 
under of drugs imported for the purpose only 
of transport through, and export from,. 
British India ; 

(k) prescribe the oonditions to be observed in the  S? 

packing in bottles, packages or other con- 
tainers of imported drugs ; 

I 
% 
$1 

( I )  regulate the mode of labelling drugs imported. 
for sale in packages, and prescribe the mattem 
which shall or shaU not be included in suoh 
labels ; 

(m) prescribe the maximum proportion of any '6 

poisonous substance which may be added 
to or contained in any imported drug, 
prohibit the import of any drug in whiob, 
that proportion is exceeded, and speoify t 

substances which shall be deemed to be 
poisonous for the purposes of this Chapter 

I 
'and the rules made thereunder ; 

(n) require that the accepted scientific name .of 
any specified drug shall be displayed in the 
prescribed manner on the label or wrapper 
of any imported patent or proprietary medi- 
cine containing such drug ; 

(0 )  provide for the exemption, conditionally or 
otherwise, from all or any of the provisions 
of this Chapter or the rules made thereunder 
of any specified drug or class of drugs. 

OfIences. 13. (1) Whoever contravenes any of the provisions 
of this Chapter or of any rule made thereunder shall, 
in addition to any penalty to which he may be liable 
under the provision of section 11, be punishable with 
imprisonment which may extend to one year, or with 
fine which may extend to five hundred rupees, or with 
both. 

(2) Whoever, having been convicted under sub- 
section ( I ) ,  is again convicted under that sub-seotion 

shall, 

12 
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shall, in addition to any penalty as aforesaid, be punish- 
able with imprisonment which may extend to two years, 
Qr with fine whioh may extend to one thousand rupees, 
.or with both. 

14. Where any offence punishable under section 13 conewallon. 

has been committed, the consignment of the drug in 
respect of which the offence has been committed shall 
'be liable to confiscation. 

15. No Court inferior to that of a Presidency Magis, J M o t l o n .  

trate or of a Magistrate of the first class shall try an 
.offence punishable under section 13. 

CHAPTER IV. 

~MANUFAOTURE, SALE AND DISTRIRUTION. OF DRUGS. 

16. (1) For the purposes of this Chapter the expres. Standard8 of 
quality. 

sion " standard quality " when applied to  a drug means 
tha t  the drug complies with the standard set out in 
the  Sohedule. 

(2) The Provincial Government, after consultation 
with the Board and after giving by notification in the 
official Gazette riot less than three months' notice of 
its intention so to do, may by a like notification add 
to or otherwise amend the Schedule for the purposes 
of this Chapter, and thereupon the Schedule shall 
'be deemed to be amended smcordingly. 

1'7. For the purposes of this Chapter a drug shall be Mlebranded 

deemed to be misbranded- drugs. 

(a )  if it is an imitation of, or substitute for, or 
resembles in a manner likely to deceive, 
another drug, or bears upon i t  or upon its 

.label or container the name of another drug, 
unless i t  is plainly and conspicuously marked 
so as to reveal its true character and its 
lack of identity with suoh other drug ; or 

.(b) if it purports t b  be the product of a place or 
c o ~ ~ n t r y  of which it is not truly a product ; 
or 

<{G) if i t  is sold, or offered or exposed for sale, 
under a name which belongs to another drug ; 
or 

i d )  if 
la  
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(d) if i t  is so coloured, coated, powdered or polished 

that damage is conceded, or if i t  is mads 
1 

to appear of better or greater t,her:rs,peutics 
value thttrl i t  really is ; or 

(e) if i t  is not labelled in the prescribed manner ; or 
4 * 

(f) if its label or container or anything accompany' 
ing the drug bears any statement, design 
or dcvice which makes any false claim 
for the drug or which is false or mis- 
leading in any particular : or , 

(g) if the label or container bears the name of an 
individual or company purporting to be 
the manufacturer or producer of the drug, 
which individual 01. company is fictitious or - 
does not exist. 

18. From such date as may be fixed by the 
Provincial Government by notification in the official 
Gazette in this behalf, no person shall himself or by I 

any other person on his behalf- \ 

(a)  manufacture for sale, or sell, or stock or 
exhibit for sale, or distribute- 

( i )  any drug which i,s not  nf st,andasd quality ; 

( i d )  any misbranded drug ; 
( i i i )  any patent or proprietary medicine, unlese 

there is displayed in the prescribed manner 
on the label or container thereof either 
the true formula or list of ingredients 
contained in i t  in a manner readily in- 
telligible to members of the medical 
profession, or the number of the certi- 
ficate of registration granted, in the manner 
prescribed by the Central Government, 
in respect of such medicine by the Central 
Drugs IJaboratory after being correctly 
informed of the formula of such medicine ; 

( i v )  any drug which by means of any state- 
ment, design or device accompanying i t  
or by ally other means, purports or claims 
to  cure or mitigate a~ny such disease or 
ailment,, or to have any such other effect 
as may be prescribed ; 

(v )  any 
i 4 



( v )  any drug, in contravention of any of the pro- 
visions of this Chapter or any rule made 
thereunder ; 

( b )  sell, $or stock or exhibit for sale, or distri- 
bute any drug which has been imported or 
manufactured in contravention of any of 
the provisions of this Act or any rule made 
thereunder ; 

(c) manufacture for sale, or sell, or stock or 
exhibit [or sale, or distribute any drug, 
except under, and in accordance with-_ 
the conditions of, a licence issued. for such 
purpose under this Chapter : 

Provided that nothing in this ,section shall apply 
to the manufacture, subject to prescribed conditions, 
of small quantities of any drug for the purpose of exa- 
mination, test or analysis : 

Provided further that the Provincial Government 
may, after consultation with the Board, by notification 
in the official Gazette, permit, subject to any conditions 
speoified in the notification, the manufacture for sale, 
sale or distribution of any drug or class of drugs no% 
being of standard quality. 

Explanation.-The formula or list of ingredients 
mentioned in sub-clanse (iii) of clause ( a )  shall be 
deemed to be true and a sufficient compliance with that 
sub-clause if, without disclosing a full and detailed 
recipe of the ingredients, it indicates correctly all the 
potent or poisonous substances contained therein to- 
gether with an approximate statement of the composi. 
tion of the medicine. 

10. ( I )  Save as hereinafter provided in this section, Pleae, 

i t   hall be no defence in a prosecution under this Chap- 
ter to prove merely that the accused wns ignorant 
of the nature, substance or quality of the drug in respeot 
of which the offence has been committed or of the 
circumstances of its manufacture or import, or that a 
purchaser, having bought only for the purpose of test 
or analysis, has not been ptejudiced by the sale. 

(2) Por 
15 



(2) $or the purposes of section 18 a drug shall not 
be deemed to be misbranded or to be below standard 
quality only by reason of the fact that- 

(a)  there has boon added thereto some innocuous 

subetance or ingredient because the same is 
required for the manufacture or preparation 
of the drug as an article of commerce in a 
state fit for carriage or consumption, and 
not to inorease the bulk, weight or meaeure 

' of the drug or to conceal its inferior quality 
or other defects ; or 

( b )  in the process of manufacture, preparation or 
conveyance some extraneous substance has 
unavoidably become intermixed with i t  : 
provided that this clause shall not apply in 
relation to any sale or distribution of the 
drug occurring after the vendor or distribu- 
tor beoame aware of such intermixture. 

(3) A person, not being the manufacturer of a drug. 
or his agent for the distribution thereof, shall not be 

Aiable for a contravention of section 18 if he proves- 
(u) that ho did not know, and could not with reason- 

able diligence have ascertained, that the drug 
in any way contravened the provisions of 
that section, and that the drug while in his 
~ossession remained in the same state as 
when he acquired i t  ; or 

(b)  that he acquired the drug from a person resi- 
dent in British India under a written war- 
ranty in the prescribed form and signed by 
such person that the drug does not in any 
way contravene the provisions of section 18, 
and that the drug while in his possession re- 
mained in the same state as when he acquired 
i t  : 

Provided that defence under clause (b )  shall be 
-open to  a person only- 

(i) if he has, within seven days of the service on 
him of the summons, sent to the Inspector 
a copy of the warranty with a written notice 
stating that he intends to rely upon it and 

giving 
A6 

@ 



giving the name and address of the 
warrantor, and 

(ii) if he proves that  he has, within the same 
period, sent written notice of such intention 
to  the said warrantor. 

20. The Provincial Government may, by notifica. z;;;;;z.ent 

tivn in the official Gazette, appoint such persons as i t  
thinks fit, having the prescribed qualifications, to be 
Government Analysts for such areas and in respect of 
such drugs or classes of drugs as may be specified in the 
notification : 

Provided that a servant of the Crown serving under 
the Central Government or another Provincial Govern- 
ment shall not be so appointed without the previous 
consent of the Government under which he is serrihg. 

21. (1)  The Provincial Government may, by noti- Inspeetors. 

fication in the official Gazette, appoint such persons as 
it thinks fit, having the prescribed qualifications, t o  be 
Inspectors for tho purposes of this Chapter within such 
local limits as it may assign to them rcspcctivcly : I 

Provided that no person who has any financial 
interest in the manufacture, import or sale of drugs shall 
be appointed to be an  Inspector under this sub-section. I 

(2 )  Every Inspectok shall be deemed to  be a public 
I 

XLY of 1860. 
servant within the meaning of the Indian Penal Code, 1 
and shall be officially subordinate to  such authority 
as the Provincial Government may specify in this I 

I 

behalf. I 

22. Subject t o  the provisions of section 23 and of any powers of 
rules made by the Provincial Government in this behalf, 1n8pee'0rs. 

an Inspector may, within the local limits for which he is 
appointed,- 

( a )  inspect any premises whorein any drug is being 
manufactured and in the case of sera, vao- 
cines and any other drug prescribed in this 
behalf the plant and process of manufacture 
and the means employed for standardising 
and testing the drug ; 

( b )  take samples of any drug which is being manu- 
factured, or being sold or is stocked or 
exhibited for sale, or is being distributed ; 

( G )  where 
1'7 
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Procedure of 
Inspectors. 

(c) where he has reason to believe that any drug 
which is being manufactured for sale, or be- 
ing sold or is stocked or exhibited for sale, 
or is being distributed, contravenes any of 
the provisions of section 18, order in writing 
the person, in whose possession such drug 
may be, not to dispose of any stock of such 
drug for a specified period not excwding 
ten days, or, unless the alleged con- 
travention is such that the defect may be 
removed by the possessor of the drug, seize 
the stock of such drug : 

Provided that the Inspector shall not take any 
action under this clause unless he has 
reported the facts to the District Magistrate 
or the Chief Presidency Magistrate and has 
been authorized by such Magistrate to take 
such action ; 

(d) for any of the aforesaid purposes enter a t  all 
reasonable times, with such assistants, if any, 
as he considers nccossory, ony premi~es 
wherein any drug is being manufactured, or 
being sold or is stocked or exhibited for sale, 
or is kept for distribution ; 

(e) exercise such other powers as may be necessary 
for carrying out the purposes of this Chapter 
or any rules made thereunder. 

23. (1)  Where an Inspector takes any sample of a , 

drug under this Chapter, he shall tender the fair price 
thereof and may require a written acknowledgment , 

therefor. \ 

(2) Where the price tendered under sub-section (1)  
is refused, or where the Inspector seizes the stock of \ 

any drug under clause (c) of section 22, he shall tender 
a receipt therefor in the prescribed form. 

(3) Where an Inspector takes o sample of a drug 
for the purpose of test or analysis, he shall intimate 
such purpose in writing in the prescribed form to the 
person from whom he takes it and, in the presence of I 
such person unless he wilfully absents himself, shall a 
divide the sample into four portions and effectively - 

seal 
r 
I 
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seal and suitably mark the samc and permit A I I C ~  

person to add his own seal and mark to all or any of 
the portions so sealed and marked : 

Provided that where the sample is taken from pre- 
mises whereon the drug is being manufactured, it 
shall be necessary to divide the sample. into three 
portions only : 

Provided further that where the drug is made up 
in containers of small volume, instead of dividing a 
sample as aforesaid, the Inspector may, and if the drug 
be such that it is likely to deteriorate or be otherwise 
damaged by exposure shall, take three or four, as the 
case may be, of the said containers after suitably mark- 
ing the same and, where necessary, sealing them. 

(4) The Inspector shall restore one portion of a 
sample so divided or one container, as the case may be, 
to the person from whom he takes it, and shall retain 
the remainder and dispose of the same as foIlows :- 

( i )  one portion or container he shall forthwith 
send to the Government Analyst for test 
or analysis ; 

( i i )  the second he shall produce to the Court, 
before which proceedings, if any, are in- 
stituted in respect of the drug ; and 

(iii) the third, where taken, he shall send to the 
warrantor, if any, named under the proviso 
to sub-section (3) of section 19. 

(5) Where an Inspector takos any action under 
clause (c) of section 22,- 

(a) he shall use all despatch in ascertaining whether 
or not the drug contravenes any of the pro. 
visions of section 18 and, if it is ascertained 
that the drug does not, so contravene, 
forthwith revoke the order passed under 
the said clause or, as the case may be, take 
such action as may be necessary for the 
return of the stock seized ; 

(b) if he seizes the stock of the drug, he shall as 
soon as may be inform a Magistrate and 
take his orders as to the cuatody thereof; 

(c) without 
@ 
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(c) witbout prejudice to the institution of any 
prosecution, if the alleged. oontravention , 

be such that the defect may be remedied . 
by the possessor of the drug, he shdl, 
on being satisfied that the defect has 
been so remedied, forthwith revoke his 
order under the said clause. 

24. Every person for the time being in charge of 
any premises whereon any drug is being manufactured 
or is kept for sale or distribution shall, on being required 
by an Inspector so to do, be legally bound to disclose 
to the Inspector the place where the drug is being 
manufactured or is kept, as the case may be. 

85. (1) The Government Analyst to whom a sample 
of any drug has been submitted for test or analysis 
under sub-section (4 )  of section 23, shall deliver to the 
Inspector submitting i t  a signed report in triplicate 
in the prescribed form. 

(2) The Inspector on receipt thereof shall deliver 
one copy of the report to the person from whom t,he 
sample was taken and another copy to the warrantor, 
if any, named under the proviso to sub-section (3) of 
section 19, and shall retain the third copy for use in 
any prosecution in respect of the sample. 

( 3 )  Any document purporting to be a report signed by 
a Government Analyst under this Chapter shall be evi- 
dence of tho facts stated therein, and such evidence shall 
be conclusive unless the person from whom the sample 
was taken or the said warrantor has, within twenty- 
eight drtys of the receipt of a copy of the report, notified 
in writing the Inspector or the Court before which 
any proceedings in respeot of the sample are pending 
that he intends to adduce evidence in oontroversion of 
the report. 

( 4 )  Unless the sample has alroody been tested or 
analysod in the Central Drugs Laboratory, where a 
person has under sub-section (3 )  notified his intention 
of adducing evidence i n  controversion of a Govern- 
ment Analyst's report, the Court may, of its own motion 
or in its discretion at the request either of the complain- 
ant or the accused, cause the sample of the drug 
, . produoed 

ae 



produced before the Magistrate under sub-section (4) of 
section 23 to be sent for test or analysis to the  said 
Laboratory, which shaIl make the test or analysis 
and report-in writing signod by, or undor the authority 
of, the Director of the Central Drugs- Laboratory the 
result thereof, and such report shall be conclusive 
evidence of the factbs stated therein. 

(5) The cast of a test or analysis made by the Central 
Drugs Laboratory under sub-section (4) shall be paid 
by the complainant or accused as the Court shall direct. 

26. Any person shall, on application in the pres- Purchaser or 
drug enabled 

oribed manner and on payment of the prescribed feel :;;$;,:eat 

be entitled to submit for test or analysis to a Govern- 
ment Analyst any drug purchased by him and to receive 
a report of such test or analysis signed by the ~ o v e r n -  
ment Analyst. 

27. Whoever himself or by any other,person on his Penalty lor 
manufacture, 

behalf manufactures for sale, sells, stocks or exhibits .$$r,"zin 
for sale, or distributes any drug in contravention of any con trnventfon 

of this Chap 

of the provisions of this Chapter or any rule mado ter' 

thereunder shall be punishable with imprisonment 
which may extend to one year, or with fine which may 
extend to  five hundred rupees, or with both. 

28. (1) Whoever, in respeot of any drug sold by penaltiesfor 
giving false him whether as principal or agent, gives to the pur. warrsntyor 

chaser a false warranty that  the drug does not in any mlsuse of 
warranty- 

way contravene the provisions of section 18 shall, unless 
he proves that  when he gave the warranty he had good 
reason to believe the same to bo true, be punishable 
with imprisonment which may extend to one year, or 
with fine which may extend to five hundred rupeos, or 
with both. 

(2) Whoever applies or permits to be applied to any 
drug sold, or stocked or exhibited for sale, by him, 
whether on the container or label or in any other 
mannor, a warranty given in respect of any other drug, 
shall be punishable with imprieonment which may 
extend to one year, or with fine which may extend to  
five hundred rupem, or with both. 

. . .  28. Whoever 
-31 
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Penaltyioruse 20. Whoever uses any report of a test or analysis 
of Qovernment 
Analy8t.a made by the Central Drugs Laboratory or by a Gov- - report for - .dverllslnf& ernment Analyst, or any extract from such report, for 

the purpose of advertivillg any drug, ~lhall be punishable 
with fine which may extend to five hundred rupees. 

Penalty for 
snbse~uent 

30. Whoever, having been convicted of any offence 
offenc~a. under section 27 or section 28 or aection 29, is again 

convicted of an offence under the same section 
shall be punishable with imprisonment which may 
extend to  two years, or with fine which may extend to 
one thousand rupees, or with both. 

aonnscst~on. 31. Where any person has been convicted under 
this Chapter for contravening any such provision of 
this Chapter or any rule made thereunder as may be 
specified by rule made in this behalf, the stock of the 
drug in respect of which the contravention has been 
made shall be liable to confiacation. 

Cognfaance 32. (1)  No prosecution under this Chapter shall be 
of oifenwe. 

instituted except by an Inspector. - - 
(2) No Court inferior to  t b ~ t  of a Presidency Magie- 

trate or of a Magistrate of the first class shall t ry an 
offence punishable under thib: Chapter. 

(3) Nothing contained in this Chapter shall be 
deemed to  prevent any person from being prosecuted 
under any other law for any act or omission which 
constitutes an offence against this Chapter. 

Power or pro. 
dnolsl Qoq. 
ernmenL t o  
make rule@. 

33. (1)  The Provincial Government may, after 
consultation with the Board and after previous publica- 
tion by notification in the official Gazette, make rules 
for the purpose of giving effect to the provisions of this 
Chapter. 

(2) Without prejudice to the generality of the fore- 
going power, such rules may- 

(a) provide for the establishment of laboratories 
for testing and analysing drugs ; 

( b )  prescribe the qualifications and duties of Gov. 
ernment Analysts and the qualifications of 
Inspectors ; 

(c) prescribe the methods of test or analysis to  be 
employed in determining whether a h g  is 
of standard quality ; 

( d )  prasoribe, 
22 
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(d )  prescribe, in respect of biological and organo. 
P metallic compounds, the units'or methods of 

standardisation ; 
(e) prescribe tho forms of licences for the manu. @- 

facture for sale, for the sale and for the 
distribution of drug6 or any specifled drug 
or class of drugs, the form of applioation for 

p 
I 

such liccnces, the conditions subject to  

V 
which such licences may be issued, the 

k authority empowered to issue the same and 

y- the fees payable therefor ; 
(f) specify the diseases or ailments whioh a drug 

f. may not purport or claim to cure or mitigate 
k and such other effects which a drug may not 
& 
k purport or claim to have ; 
5 
,- (g )  prescribe the conditions subject to which small 

quantities of drugs may be manufactured 
b 

for the purpose of examination, test or 
f 

analysis ; 
i >.  

(h) lequire the date of manufaoture and the date 
of expiry of potency to be clearly and truly 

t' stated on the label or container of any speoi- 
r. 
Q fiod drug or class of drugs, nnd prohibit the 

sale, stocking or exhibition for sale, or distri- 
- 

bution of the said drug or class of drugs after 
p the expiry of a specified period from the date 

of marufacture or after the expiry of the 
Ir date of potency ; 
w 

( i )  prescribe the conditions to be observed in the 
2 ,- 

1 
packing in bottles, packages and other con- : 

+ tainers of drugs, and prohibit the sale, < 
4 
C stocking or exhibition for sale, or distribu- 
F tion of drugs packed in contravention of 
xi 

t!" such conditions ; 
23 

E (j) regulate the mode of labelling paoked drugs, 
and prescribe the matters which shall or 

t shall not be included in such labels ; 
$= 

(k) prescribe the maximum proportion of any 
poisonous substance which may be added to 
or contained in any drug, prohibit tho mann- 

2 facture, sale or stocking or exhibition for 
9 sale, 
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sale, or distribution of any drug in which 
that proportion is exceeded, and specify 
substances which shall be deemed to be 
j?oisonous for the purposes of this chap&- 
and the rules made thereunder ; 

(1) require that  the accepted scientific name of any 
specified drug shall be displayed in the 
prescribed manner on the label or wrapper 
of any @tent or proprietary medicine con - 
taining such drug ; 

(m) prescribe the form of warranty referred to in 
sub-section ( I )  of section 19 ; 

(n) regulate the powers end duties of Inspectors ; 
(0) prescribe the forms of report to  be given bx 

Government Analysts, and the manner of 
application for test or analysis under 
section 26 and the fees payable there- 
for ; 

(p) specify the offences against this Chapter or  
any rule made thereunder in relation t o  
which the stock of the drug shall be liable 
to  codiscation under section 31 ; 

(q) provide for the exemption, conditionally or 
otherwise, from all or any of the provisions 
of this Chapter or the rules made there. 
under of any speczed drug or class of 
drugs. 

34. No suit, prosecution or other legal proceeding 
shall lie against any person for anything which is in 
good faith done or intended to be done under this 
Chapter. 

THE SCREDULE. 



TEE SCHEDULE. 

(flee seotions 8 and 16:) 

81and'ardA to be complied with- by imported drugs a d  
by' dpugs manufactured' for sale, sow, . stocked or 
exhibited for sale, or distributed. 

Glass of drug. Shndard bo be complied with. 

1.. Pa'tcnt or proprietary The formula or lisb of ingredient 
medicines. I displayed in the prescribec! 

manner on the label or con- 
tainer, or the formula disclosed, 
to bhe Cent~al Drugs Laboratory. 
as the case may be. 

- 2. Ehbstanoes commonly 
known as vaccines, 
sera, toxins, toxoids, 
antitoxins, and anti- 
gens and biological 
products of. such 
nabre.  

The standards mainbained a t  the 
National Institute for Medical. 
Research, London, and such 
furbher standards of strengbh, 
quality and puriby as may be 
prescribed. 

4. Obher drugs . 

3. Vitamins, hormones 
and analogous pro- 

I ducts. 

Tho standards of identity, purity 
and strength specified in 
bhe latesb edibion of the 
British Pharmacopceia or the 
Bribish Pharmaceutical Codex 
or any other prescribed pharma- 
copceia, or adoptetl by the 
Permanent Commission on Bio- 
logical Standardimbion of bhe 
League of Nabions. 

The standards mainhained a t  the 
National Institute for Medical 
Ressarch, London, and such 
further standards of strength, 
quality and puriby as may be 
prescribed. 

I 




