
ITHI< DIiUGS AND COSMETICS (AMENDMEN') 
ACT, 1964 

C12th May, 19641 

An Ace further to amend the Drugs and Cosmetics Act-, 194.0. 

BE it enacted by Parliament in the Fifteenth Year of the Republic 
of India as follows:- 

1. ( 1 )  This Act may be called the Drugs and 'Cosmetics (Amend- Short title. 

went) Act, 1964. m d  c o x -  
rnence 

(2) It shall come into force on such date1 as the Central Govern- 
ment may, by notification in the Official Gazette, appoint, and differ- 
ent dates may be appointed for different provisions of this Act;. 

23 of 1940. 2. In  section 3 of the Drugs and Cosmetics Act, 1940 (hereinafter 
referred to as the principal Act),- ::lent of 

(a) clauses (a) and (aaj shall be re-lettered as clauses (aa) Section3' 
and (aaa) respectively, and-- 

(i) before clause (aa) as so re-lettered, the following 
clause shall be inserted, namely:- 

'(a) "Ayurvedic (including Siddha) or Unani drug" 
includes all medicines intended for internal or external 
use for or in the diagnosis, treatment, mitigation or 
prevention of disease in human beings, mentioned in, 
and processed and manufactured exclusively in accord- 
ance with the formulae described in, the authoritative 
books of Ayurvedic (including Siddha) and Unani 
(Tibb) systems of medicine, specified in the First 
Schedule;'; 

(ii) for clause (aa) as so re-lettered, the following 
clause shall be substituted, namely:- 

' (cta) "the Board" means- 
-. - - - - - - - -- - - - -- - - - - - - - -. - - -- . . -- - 

'The provisions of this Act exccpt sections 25 and 26 and Sch. I referred 6-~n  section 
31, shall come into force on 15-9-1964: Vide S. 0. 3404, dated 3-9-1964, Gazette 
of India, Pt. 11, Sec. 3(ii), p. 3911. 
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( i )  in relation to Ayurvedic (including Siddha) 
or Unani drug, the Ayurvedic and Unani Drugs Tech- 
nical Advisory Board const,ituted under section 33C; 
and 

(ii) in relation to any other drug or cosmetic, 
the Drugs ,Technical Advisory Board constituted 
under section 5;'; 

(b)  in clause (?I),- 

(i) in sub-clause (i), the words "other than medicines 
and substances exclusively used or prepared for use in ac- 
cordance with the Ayurvedic or Unani systems of medicine" 
shall be omitted; 

(ii) in sub-clause (ii), for the word "vermins", the 
word "vermin" shall be substituted; 

(c) for clause ( c ) ,  the following clause shall be substituted, 
namely : - 

'(c) "Government Analyst" means- 

(i) in relation to Ayurvedic (including Siddlia) or 
Unani drug, a Government Analyst appointed by the 
Central Government n r  a State Government under sec- 

tion 33F; and 

(ii) in relation to any other drug or cosmetic, a 
Government Analyst appointed by the Central Govern- 
ment or a State Government under sectioii 20;'; 

i d )  for clause (e), the following clause shall be substituted, 
namely: - 

ye) "Inspector" means- 

(i) in relation to Ayurvedjc (including Siddha) or 
Unani drug, an Inspector appoiated by the Central Gov- 
ernment or a State Government under section 33G; and 

(ii) in relation to any other, drug or cosmetic, an 
Inspector appointed by the Central Government or 
a State Government under section 21;'; 

(e) for clause (h) ,  the following clause shall be  substituted, 
namely:- 

'(h) "patent or proprietary medicine" means a drug 
which is a remedy or prescription presented in a form ready 
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for internal or external administration of human beings or 
animals and which is not included in the edition of the 
Indian pharmacopoeia for the time being or in any other 
pharmacopoeia authorised in this behalf by the Central 
Government alter consultation with the Board;'. 

3. In section 4 of the principal Act, after the word and figures Amend- 
'Thapter IV" wherever they occur, Che words, figures and letter "or mdntof 
Chapter IVA" shall be inserted. section 4. 

4. In section 5 of the principai Act,-- Amend- 
ment of 

section 5 .  
( a )  for sub-section (2),  the following sub-section shall be 

substituted, namely:- 

"(2) The Board shall consist of the fallowing members, 
namely: - 

(i) the Director General of Health Services, ex 
officio, who shall be Chairman; 

(ii) the Drugs Controller, India, ex ogicio; 

(iii) the Directolr of the Central Drugs Laborato~y, 
Calcutta, ex oflicio; 

(iv) the Director of the Central Research Institute, 
Kasauli, ex oficio; 

(v) the Director of the Indian Veterinary Research 
Institute, Izatnagar, ex oflicio; 

(vi) the President of the Medical Council of India, 
ex o#icio; 

(vii) the President of the Pharmacy Council of 
India, ex oofcio; 

(viii) the Director of the Central Drug Research 
Institute, Lucknow, ex qflicio; 

(ix) two persons to be nominated by the Central 
Government from among persons who are in charge of 

drugs control In the States; 

(x) one person, to be elected by the Executive Com- 
mittee of the Pharmacy Council of India, from among 
teachers in pharmacy or pharhaceutical chemistry or 
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pharmacognosy on the staff of an Indian University or- a 
college affiliated thereto; 

(xi) one peison, to be elected by the Execut,ive Com- 
inittee of the M;edical Council of India, from among 
teacliers in medicine or therapeutics on the staff of an 
Indian university or a college affiliated thereto; 

(zii) one per4on to be nominated by the Central 
Government from the pharmaceutical industry; 

( x i  one phakmacologist to be elected by the 
Governing Body of ?he Jndian Councjl of Medical 
Research; i 

(xiz~) one person to be elected by the Central Coun- 
cil of the Indian Med-ical Association; 

(xv)  one person to be e l ~ c t ~ d  by the Council of the 
Ir ldia~ Pharmaceutical Association : 

(xvij two persons hold i~g  the appointinent of Gov- 
ernment Analyst under this Bct, to be nominated by the 
Central Government;" 

1 .  

( b )  in sub-section (3) ,  for the pro~Qso, the following proviso 
vYiall he substituted., namely:- 

i 

"Provided that the person nomiisled or elected, as the 
case may. be, under clause (ixj or cl!?use ( x )  or clause (xi) 
or clause ( m i )  of smb-section ( 2 )  shaQ hold office for so long 
as he holds the appointment of the o$ce by virtue of which 
he was nominated or elected to the Elpard.". 

\ 
Amend- 5. In section 6' of the principal Act, in clause (d) of sub-section 
merit of (21% for the words and figures "under Chapter I+", the words, figures 
section and letter ''under Chapt~r  IV or Chapter  shall be substituted. 

t 
I 

Insertion 6. In Chapter Zi of the principal Act, after sedtion 7, the following 
of new i" section7a. secti~2n shall be inserted, namely:- 

i 
I 
i 

"78.  Nothing contained in sections 5 afd 7 shall apply to 
Sections 5 
and 'i' not Ayurvedic (including Siddha) or Unani drugs.". 
to apply to 
Avurvedic 

I 
I 

(including 
Siddha) 
or Unani 
drugs. 
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7. In section 8 of the principal Act, for the -words "the Schedule" &nend- 
ment of wherever they occur, the words "the Second Schedule" 

sha.11 be sectioll 8. 
substituted. 

8. After sectjon 9A of the principal Acl, the following section Insertion 
shall be inserted, namely:- of new 

section 
9B. 

"9B. For the purposes of this Chapter, a drug shall be deem- t,""::;;: 
ed to be adulterated- 

(a) if it consists, in whole or in part, of any filthy, 
putrid or decomposed substance; or 

(b)  if it has been prepared, packed or stored under 
insanitary conditions whereby it may have been contaminat- 
ed with filth or whereby it may have been rendered 
injurious to health; or 

(c) if its container is composed, in whole or in part, 
of any  poisonous^ or deleterious substance which may render 
the contents injurious to health; or 

( c l )  if it bears .or contains, f4or purposes ' of colouring 
o~lly, a colour other t h a n  on€ which is prescribed; or 

( e )  if any substance has been- 

(i) mixed or packed therewith so as to reduce its 
quality or strength;. or 

(ii) substituted urholly or in part therefor. 

E.rplanation.-For the purpose of clause ( a ) ,  a drug shall 
not be deemed to consist, in whole or in part, of any decomposed 
substance only by reason of the fact that such decomposed sub- 
stance is the result of any natural decomposition of the drug 
within the period, if any, specifled on the label of the drug 
within which the drug is to be used: 

Provided that such decomposition is not due to any negli- 
gence on the part of the manu-facturer of the drug or the im- 
porter or the dealer thereof and that it does not render the 
drug injurious to health.". 

9. In section 10 of the principal Act, after clause (b ) ,  the  follow- Amend- 
ifig clause shall be inserted, namely:- ment of 

section.10. 
"(bb)  any adulterated drug;". 
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10. In section 12 of the principal Act, in sub-section ( 2 ) ,  after 
clause (c), the following clause shall be inserted, namely:-- 

"(cc) prescribe under clause (d) of section 9B the colour w 
colours which a drug may bear or contain for purposes of colcrur- 
ing ;". 

11. In section 16 of the princjpal Act, for the words "the Schedule" 
wherever they occur, the words "the Second Schedule" shall be 
substituted. 

12. After section 17A of the principal Act, the following section 
shall be inserted, namely: - 

"17B. For the purposes of this Chabter a drug shall be 
deemed to be adulterated- 

(a) if it consists, in whole or in part, of any filthy, put- 
rid or decomposed substance; or 

(b) if it has been prepared, packed or stored under 
insanitary conditions whereby it may have been contarni- 
nated with filth or whereby it may have been rendered in- 
jurious to health; or 

( c )  if i8s container is composed, in whole or in part, of 
any poisonous or deleterious substance which may render 
the contents injurious to health; or 

(d) if it bears or contains, for purposes of colouring 
only, a colour other than one which is prescribed; or 

( e )  if any substance has been- 

(i) mixed or packed therewith so as to reduce its 
quality or strength; or 

(ii) substituted wholly or in part  therefor. 
Exp1anution.-For the purpose of clause (a), a drug shall not 

be deemed to consist, in whole or in part, of any decomposed 
substance only by reason of the fact that such decomposed sub- 
stance ils the result of any natural decomposition of the drug 
within the period, if any, specified on the label of the drug within 
which the drug is to be used: 

Provided that such decomposition is not due to any negli- 
gence on the part of the manufacturer of the drug or the dealer 
thereof and that it does not render the drug injurious to health.". 

13. In section 18 of the principal Act, in clause (a), after sub- 
clause (ii), the following sub-clause shall be inserted, namely:- 

" (ib) any adulterated drug;". 



OF 19641 Drugs and Cosmetics (Amendme 

14. After section 18 of the principal Act, the followi~lg section shall Insertion 
be inserted, namely : - of new 

section 
1 8 8 .  

"18A. Every person, not being the manufacturer of a drug or Disclosure 
cos~l~etic or his agent for the distribution thereof, shall, if so re- Of the 

name of quired, disclose to the Inspector the name, address a ~ d  other par- the manu- 
ticulars of the person from whom he acquired the drug or cos- facture,, 
metic.". etc. 

15. In section 19 of the principal Act,- 

(a)  in sub-section (2) ,- 

Amend- 
ment of 
section 19. 

(i) for the words and figures "For the purposes of sec- 
tion 18 a drug or cosmetic shall n;t be deemed to be mis- 
branded or to be below standard quality", the words and 
figures "For the purposes of section 18 a drug shall not be 
deemed to be misbranded or adulterated or to be below 
standard quality nor shall a cosmetic be deerned to be mis- 
branded or to be below standard quality" shall be substi- 
tuted; 

(ii) clause (aa) shall'be omitted; 

( b )  for sub-section (3), the following sub-section shall be 
substituted, namely: - 

" (3) A person, not being the manufacturer of a drug or 
cosmetic or his agent for the distribution thereof, shall not 
he liable for a contravention of section 18 if he proves-- 

(a )  that he acquired the drug or cosmetic from a 
duly licensed manufacturer, distributor or dealer thereof; 

(b) that he did not know and could not, with reason- 
able diligence, have ascertained that the drug or cos- 
metic in any way contravened the provisions of that 
section; and 

(c) that  the drug or cosmetic, while in his posses- 
sion, was properly stored and remained in the same 
state as when he acquired it.". 

16. In section 23 of the principal Act, for clause (iii) of sub-sec- Amend- 
ment of tion ( 4 ) ,  the following clause shall be substituted, namely:- 
section 23. 

"(i.ii) the third, where taken, he shall send to the person, if  
any, whose name, address and other particulars have been dis- 
closed under section 18A.". 
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17. In section 25 of the princil?al A.ct,- 

(a) in sub-section (2), for the words, brackets and figures 
"and another copy to the ~v't~rrantor, i f  al:y, named under the 
prov.so to sub-section (3) of section 19", the words, figures and 
letter "and- another ccpy to the person, if any, whose name, 
address and other partic~~lars have been disclosed under section 
188" shall be suhstilutcd; 

(b)  in sub-section (3) ,  for thc words "or the said warrantor", 
the words, figures and letter "or the person whose name, address 
and other particu-lars have been disclosed under section 18A" 
shall be ,substliut;ed. 

18. For section 27 of the principal Act, the following section shall 
be substituted, namely: -- 

"27. Whoever himself or by any other person on his behalf 
manufactures for sale, sells, stocks or Bxhibits for sale or dis- 
tributes- - I 

( a )  any drug- 

(i) deemed to be misbranded under clause (a), 
clause ( b ) ,  clause ( c ) ,  clause ( d ) ,  clause ( f )  or clause 
( g )  of section ;$ or adulterated under section f7B; or 

(ii) wilhou t a valid licence as requjred under clause 
( c )  of section 18, 

shall be punishabl~ with imprisonment fo: a term which 
shal! not be less than one vear hut which may extend to ten 
yea& and shall also be liable to fine: 

Provided thnt the Court may, for arly special reasons to 
be recorded in writing, impose a se~~tence  of imprisonment 
of less than one year; 

(b) any drug other than a drug referred to in clause ( a )  
in contravention of any of the provisions of this Chapter or 
any rule made thereunder shall be punishable with imprison- 
ment for a term which may extend to three years, or with 
fine, or with both.". 

19 For section 28 of the principal Act, the following section shall 
he substituted, namely: - 

"28. Whoever contravenes the provisions of section 18R 
shall be punishable with im~risonment for a term which may 
extend to one year, or with fine which may extend to five 
hundred rupees, or with both.". 
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(a) in sub-section ( I ) ,  ior  the words "five years" wherever 
30. 

they occur, the words "ten years" shall be substituted; 

( b )  in sub-section (2) ,- 

(i) the words and figures "section 28 or" shall be  
omitted; 

(ii) for the words "two years", the v~ords "ten years" 
shall be,  substituted. 

21. In section 31 of the princjpal A.ct,--- Amend- 
ment of 

(a)  in sub-section (I,), the following shall be added at the section 31. 

end, namely: - 

"and if such contravention is in respect of- 

(i) manufactlclre of any drug deemed to be mis- 
branded under cla.use ( a ) ,  clause (b) , clause (c) , clause 

, .  ( d ) ,  clause (f)  or clause (g) of section 17 or adulterated 
under section 17%; ar  

(ii) mnnufacture for sale, or saie, or stocking or 
exhibiting for sale, or djstribution of any drug with- 
o u t a  valid licence as required under clause (c) of see- 
tion 18, 

any implements or machinery used in such manufacture, 
sale or distribution and any receptacles, packages or cover- 
ings in which such drug i s  contained and the animals, 
vehicles, vessels or other convegalices used in carrying such 
drug shall also be liable to confiscati~n~?; 

(b) in sub-section (2), for the words "or is a misbranded 
drug", the words "or is a misbranded or adulterated drug" shall 
be substi tut~d. 

22. After section 31 of the principal Act, the following section Insertion 
shall be  inserted, namely : - of new 

section 
31A. 

"31A. The provisions of this Chapter except those contained Applica- 
in section 31 shall apply in relation to the manufactu.re, sale or tion pP 
distribution of drugs by any depar tm~nt  of Government as they ~~~~~; 
apply in relation to the manufacture, sale or distribution of drugs Govern., 
by any other person.". ment 

depart- 
ments. 
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23. After section 32 of the principal Act, the-following section shall 
be inserted, namely: - 

"32A. Where, at any time during the trial of any ofience 
under this Chapter alleged to have been committed by any per- 
son, not being the manufacturer of a drug or cosmetic or his 
agent for the distribution thereof, the Court is satisfied, on the 
evidence adduced before it, that such manufacturer or age121 is 
also concerned in that oEence, then, the Court may, notwith- 
stainding anything contained in sub-secttion ( I )  of section 351 of 
the Code of Criminal Procedure, 1598, proceed against him as  5 of 189%. 

though a prosecution had been instituted against him under sec- 
tion 32.". 

24. In section 33 of the principal Act,- 
*- 

(i) in sub-section ( Z j , -  

la) after clause (d),  the following clause shall ha 
inserted, namely : - 

"(dd) prescribe under clause (d) of section 17B the 
colour or colours which a drug may bear or contain for 
purposes of colouring;"; 

(b) clause (m) shall be omitted; 

(c) for clause (p), the following clause shall be substi- 
tuted, namely : - 

"(p) specify the offences against this Chapter or any 
rule made thereunder in relation to which an order of 
confiscation may be made under section 31; and"'; 

(ii) sub-section (3) shall be omitted. 

25. In Chapter IV of the principal Act, after section 33, the fol- 
lowing section shall be inserted, namely: - 

"33A. Save as otherwise provided in this Act, nothing con- 
tained in this Chapter shall apply to Ayurvedic (including Sid- 
dha) or Unani drugs." 



26. After Chapter IV of the principal Act, the following Chapter Insertion 
shall be insert@&, namely: - of new 

Chapter 

'CHAPTER IVA 
IVA. 

33B. This Chapter shall apply only to Ayurvedic (including Aplplica. 
Siddha) and Unani drugs. t ion  of 

Chapter 
IVA. 

33C. (1) The Central Government shall, by notification in ,A,$uy;$; 
the Official Gazette and with effect from such date as may be D,,~, 
specified therein, constitute a Board (to- be called the Ayurvedic Technical 
and Unani Drugs Technical Advisory Board) to advise the Cen- 

Board. tral Government and the State Governments on technical matters 
arising out of this Chapter and to carry out the other functions 
assigned to it by this Chapter. 

(2) The Board shall consist of the foll'owing members, 
namely: - 

(i) the Director General of Health Services, ex oficio; 

(ii) the Drugs Controller, India, ez ojOicio; 

(iii) the Adviser in indigenous systems of medicine, 
Ministry of Health, ex olgicio; 

(iv) the Director of the Central Drugs Laboratory, Cal- 
cutta, ex olgicio; 

(v) one person holding the appointment of Government 
Analyst under section 33F, to be nominat'ed by the Central 
Government; 

(vi) one Pharmacognocist to be nominated by the Central 
Government; 

(vii) one Phyto-chemist to be nominated by the Central 
Government; 

(viii) two persons to be nominated by the Central Gov- 
ernment from among members of the Central Council of 
Ayurvedic Research; 

(ix) one teacher in Dravyaguna and. Bhaishajya Kal- 
pana, to be nominated by the Central Government; 

(x) one teacher in IL-MUL-ADVIA and TAKLIS-WA- 
DAWASAZI, to be nominated by the Central Government; 
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' i) two persons, one each to represent the Ayurvedic 
luding Siddha) and Unani drug industry, to be nomi- 

nated by the Central Government; 

(zii) two persons, one each from among the practi- 
tioners of Ayurvedic (including Siddha) and Unani systems 
of medicine, to be nominated by the Central Government. 

(3) The Central Government shall appoint a member of the 
Soard as its Chairman. 

(4) The nominated members of the Board shall hold office 
for three years but shall be eligible for renomination. 

(5) The Board may, subject to the previous approval of the 
Central Government, make bye-laws fixing a quorum and regu- 
lating its o~wn procedure and conduct of all.,business to be tran- 
sacted by it. 

( 6 )  The functions of the Board may be exercised notwith- 
standing any vacancy therein. 

(7) The Central Government shall appoint a person to be 
Secretary of the Board and shall provide the Board with such 
zlericd and other staff as the Central Government considers 
xecessary. 

Prohibition 33D. From such date as may be fixed by the S k t e  Govern- 
of manu- ment by notification in the Official Gazette in this behalf, no facture for 
sale of person shall himself or by any other person on his behalf, manu- 
hsurvedic facture for sale any Ayurvedic (including Siddha) or Unani, 
(including 

Siddha) drUg-- 
and ~ n a n l  
drtgs. (a) except under prescribed hygienic conditions; 

(b) except under the supervision of a person having 
the prescribed qualifications; 

( c )  except under and in accordance with the conditions 
of a licence issued for such purpose under this Chapter; 

- ! (d) unless the raw materials used in the preparation of 
such drug are geniune and are property identified; 

(e) unless such drug is labelled with the true list of all 
rP - the ingredients contained 'in it and with such other particu- 

lars as may be prescribed; and 

(f) in cuntravention of any of the provisions of this 
Chapter or any rule made thereunder: 



Provided that nothing in this section shall apply to Vaidyas 
and Hakims who manufacture such drugs for the use of their 
own patients : 

Provided further that nothing in clauses (a), (b) and (c) 
shall apply to the manufacture, subject to prescribed conditions, 
of sinall quantities of any such drug for the purpose of exami- 
natien, test or analysis. 

33E. From such date as may be fixed by the State Govern- Restriction 

ment by notification in the Official Gazette in this behalf, no 
person shall himself or by any other person on his behalf, sell, Ayurvedic 
or stock or exhibit for sale, or distribute, any Ayurvedic (includ- (including 
ing Siddha) or Unani drug other than that manufactured by a Z:;&ini 
manufacturer licensed under this Chapter. drugs. . 

33F. (1) The Central Government or a State Government Govern- 
may, by notification in the Official Gazette, appoint such persons riyJts. 
as it thinks fit, having the prescribed qualifications, to be Gov- 
ernment Anlalysts for such areas 'F may be assigned to them by 
the Central Government or the State Government, as the case 
may be. 

(2) Notwithstanding anything contained in sub-section (I),  
neither the Central Government nor a State Government shall 
appoint as a Government Analyst any official not serving under 
it without the previous con.sent of the Government under which 
he is serving. 

33G. ( I )  The Central Government or a State Government Inspectors. 
may, by notification in the Official Gazette, appoint such persons 
as it thinks fit, having the prescribed qualifications, to be 
Inspectors for such areas as may be askigned to  them by the 
Central Government or the State Government, as the case may 
be. 

(2) The powers which may be exercised by an Inspector and 
the duties which may be performed by him and the conditions, 
limitations or restrictions subject to which such powers and 
duties may be exercised or performed shall be such as may be 
prescribed. 

@ (3) No person who has any financial intetest in the manu- 
facture or sale of any drug shall be appointed ty be an Inspector 
under this section. 

(4) Every Inspector shall be deemed to be a public servant 
4.5 of 1860. within the meaning of section 21 of the Indian Penal Code and 

shall be officially subordinate to such authority as the Govern- 
ment appointing him may specify in this behalf, 
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33H. The provisions of sections 22, 23, 24 and 25 and the rules, 
if any, made thereunder shall, so llar as may be, apply in rela- 
tion to an Inspector and a Government Analyst appointed under 
this Chapter as they apply in relation to an Inspector and a Gov- 
ernment Analyst appointed under Chapter IV, subject to the 
modification that the references to "drug" in the said sections, 
shall be construed as references to "Ayurvedic (including Siddha) 
or Unani drug". 

331. Whoever contravenes the provisions of section 33D or 
section 33E or section 24 as applied by section 33H or any rule 
made under this Chapter shall be punishable with imprison- 
ment for a term which may extend to three months, or with fine 
which may extend to five hundred rupees, or with both. 

335. Whoever, having been convicted of an offence u n d e ~  
section 33D or section 33E is again convicted of an offence under 
the said section shall be punishable with imprisonment for a term 
which may extend to six months, or wicth f k e  which may extend 
to one thousand rupees, or with both. 

33K. Where any person has been convicted under this 
Chapter, the stock of the Ayurvedic (including Siddha) or 
Unani drug, in respect of which the contravention has been made, 
shall be liable to confiscation. 

33L. The provisions of this Chapter except those contained 
in section 33K shall apply in relation to the manufacture for sale, 
sale, or distribution of any Ayurvedic (including Siddha) or 
Unani drug by any department of Government as they apply in 
relation to the manufacture for sale, sale, or distribution of such 
drug by any other person. 

33M. (1) No prosecution under this Chapter shall be institut- 
ed except by an Inspector. 

(2) No Court inferior to that of a Presidency Magistrate or 
of a Magistrate of the first class shall try an offence punishable 
under this Chapter. 

33N. (1) The Central Government may, after consultation 
with the Board and after previous publication by notification 
in the Official Gazette, make rules for  the purpose of giving 
effect to the provisioris of tbb Chapte~: 
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Provided that consultation with the Board may be dispens- 
ed with if the Central Government is of opinion that circum- 
stances have arisen which render it neckssary to make rules 
without such ccmsultation, but in such a case, the Board shall 
be consulted within six months of the making of the rules and 
the Central Government shall take into consideration any sug- 
gestions which the Board may make in relation to the amend- 
ment of the said rules. 

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

(a) provide for the establishment of laboratories for 
testing and analysing Ayurvedic *(including Siddha) or 
Unani drugs; 

(b) prescribe the qualifications and duties of Govern- 
ment Analysts and the qualifications of Inspectors; 

(c) prescribe the methods of test or analysis to be em- 
ployed in determining whether any Ayurvedic (incluching 
Siddha) or Unani drug is labelled with the true list of the 
ingredients which it is purported to contain; 

(d) specify any substance as. a poisonous substance; 

(e) prescribe the forms of licences for the manufacture 
for sale of Ayurved4c (including Siddha) or Unani drugs, 
the form of application for such' licences, the conditions sub- 
ject to which such licences may be issued, the authority 
empowered to issue the same and the fees payable therefor; 

(f) regulate the mode of lalbelling packed Ayurvedic 
(including Siddhra) or Unani drugs and prescribe the 
matters which shall or shall not be included in such labels; 

(g )  prescribe the conditions subject to which small 
quantities of Ayurvedic (including Siddha) or Unani drugs 
may be manufactured for the purpose of examination, test 
or analysis; and 

(h) - any other matter which is to be crr may be pres- 
cribed under this Chapter. 

330. The Central Government, after consultation with the Power to 
Board and ,after giving, by notificakim in the Gazette, amend 
not less than three months' notice of its intentiofi so to do, may, First 

Schedule. 
by a like nlotification, add to or otherwise amend the First 
Schedule for the purposes of this Chapter and thereupon the 
said Schedule shall be deemed to be amended accordingly.'. 



Insertion 28. After section 34 of the principal Act, the following section 
of new shall be inserted, namely:- 
section 

Offences "34A. Where an offence under Chapter IV or Chapter IVA 
by Gov- has been committed by any department of Government, such 
ernment 
depart- 

authority as is specified by the Central Government to be in- 

ments charge of manufiacture, sale or distribution of drugs or where 
no authority is specified, the head of the department, shall be 
deemed to )be guilty of the offence and .shall be liable to be 
proceeded against and punished accordinglj.: 

Provided that nothing contained in this section shall render 
any such authority or person lialble to any punishment provided 
in Chapter IV or Chapter IVA, as the case may be, if such 
authority or person proves that the offence was committed with- 
out its or his knowledge or that such authority or person exer- 
cised all due diligence to prevent the commission of such off- 
ence.". 

Amena- 29. In section 36 of the principal Acf, the words and figures 
ment o i  
section 36. "section 32 of" shall be omitted. 

Insertion After section 37 of the principal Act, the following section 
of new 
section 38. shall be inserted, namely:- 

Rules to 
be laid 
before 
Parlia- 
ment. 

"38. Every rule made under this Act shall be laid as soon 
as may be after it is made before each House of Parliament 
while it is in session for a total period of thirty days which may 
be comprised in one session or in two or more successive ses- 
sions, and if before the expiry of the session in which it is so 
laid or the successive sessions aforesaid, both Houses agree in 
making any modification in the rule or both Houses agree that 
the rule should not ;be made, the rule shall thereafter have 
effect only in such modified form or be of no effect, as the case 
may be; so however that any such modification or annulment 
shall be without prejudice to the validity of anything prevlousry 
done under that rule.". 
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31. For the Schedule to the principal Act, the following - Sche- Substitu- 

- tion of 
dules shall be substituted, namely: - Schedule. 

"THE FIRST SCHEDULE 

[See section 3 (a)] 

A.-AYURVEDIC (INCLUDING SIDDHA) SYSTEM 

Serial No. 
- - 

Name of book 
- - ' -- 

Ayurveda 

Arogya Kalpadruma 
Arka Prakasha 
Arya Bhishak 
Ashtanga Hridaya 
Ashtanga Samgraha 
Ayurveda Kalpadruma 
Ayurve& Prakasha 
Ayurveda Samgraha 
Bhaishajya Rainavali 
Bharat Bhaishajya Ratnakars 
Bhava Prakasha 
Brihat Nighantu Ratnakara 

Charaka Samhita 
Chakra Datta 
Gada Nigraha 
Kupi Pakva Rasayana 
Nighantu Ratnakara I 

Rasa Chandanshu 
Rasa Raja Sundara 
Rasaratna Samuchaya 
Rasatantra Sara Siddha Prayoga Samgraha 
Rasa Tarangini 
Rasa Yoga Sagara I 

Rasa Yoga Ratnakara 
Rasa Yoga Samgraha 
Rasendra Sara Samgraha 

--- .--- ---. -.* _. ,. _. 
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Serial No. Name of book -- 

55. Siddha Vaidya Thirattu 

- 
27. Rasa Pradipika 

28. Sahasrayoga 
29. Szvaroga Chikitsa Ratnarn 
30. Sarvayoga Chikitsa Ratnam 

31. Sharangadhara Sarnhita 

32. Siddha Bhaishajya Manimala 
33. Siddha Yoga Samgraha 
34. Sushruta Samhita 

35. Vaidya Chintamani 

' Vaidyaka Shabda Sindu 

Vaidyaka Chikitsa Sara 
< 

Vaidya Jiwan 
Basava Rajeeyam 
Yoga Ratnakara 

Yoga Tarangini 

Yoga Chintamani 
Kashyapasamhita 

Bhelasamhita 
45. Vishwanathachikitsa 

47. Ayurvedachintamani 

48. Abhinavachintamani 

50. Yogaratnasangraha 

51. Rasamrita 

52. Dravyagunanighantu 

53. Rasamanj ari 

54. Bangasena . 

Siddha 

56. Therayar Maha Karisal 

57. Brahma Muni Karukkadai (300) 
58. Bhogar (700) 

59. Pulippani (500) ,,.. . . -. . . 
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---- 

Serial No. Na ------ 
60. Agasthiyar Paripuranam (400) 

62. Agasthiyar Chenduram '(300) 

64. Athmarakshamrutham 

65. Agasthiyar Pin (80) 

66. Agasthiyar PCa.tlnna Churukkarn 

67. Therayar Rarisal (300) 

68. Veeramamuni Na.sa Kand= 

70. Agasthiyar Xcanma. Soothiram 

71. 18 Siddhar's Chillarai Kovai 

72. Yogi 'Vatha Kaviyam 

73. Therayar Tharu 

74. Agasthiyar 'Vaidya Kaviyam (15100) 

75. Bala Vagaclam 

76. Cl~iinittu Rathna (Rathns) Churukkam 
77. Nagarxiuni (200) 

78. Agas'chiyar Clnillarai Kovai 

79. Chikicha flatinna Deepan 

80. Agaslhiyar Nayana Vidhi 

81. Yugi Karisal (151) 

82. Agasthiyar Vallathi (600) ', 

83. Therayar Thaila Varkam - - 
3.--TJNANI (TIBB) S Y S T E ~  

- - - -- 
Serial No. Name of book 

- . -- . . -- -- 
1. Karabadin Qadri 
2. Karabadin Rabir 
3. Karabad.in Azam 
4. Ilaj -ul-Rmraz 
5. A1 Icarabadin 
6. Biaz Kabir Vol. I1 
7. Karabadin Jadid 
8. Kitab-ul-Taklis 
9. Sanat-ul-TaMis 

10. 1Uif ta-ul-Khazain 
11. Madan-ul-Aksir 
12. ~akhzan-ul-hurabbat.  
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STANDARDS TO BE CORIPLxW WITH BY X M P O R ~  AND BY DRUGS 
FOR SALE, SOLD, STOCKED OR EXHIBITED FOR SALE OR 

DISTRIBUTED. 

---- 
Class of drug 

--- - Sticandard to be complied with 

1. Patent or proprietary medi- m e  formula or list of ingre- 
cines. dients displayed in the pres- 

cribed manner on the label 
or container and such other 
standards as may be pres- 
cribed. 

2. Substances comm~nl3r known The standards maintained at 
as vaccines, sera, toxine, the International Laboratory 
toxoids, antitoxins, and for Biological Standards, 
antigens and biological St antans Seruminstitut, 
products of such Tature. Copenhagen and such fur- 

ther standards of strength, 
, quality and purity as may 

be prescribed. 
3. Vitamins, hormones 'find The standards maintained at 

analogous products. I the International Laboratory 
for Biological Standards, 

LL National Institute for 
Medical Research, London, 

' and such further standards 
'* of strength, quality and 

purity as may be prescribed. 
4. Substances (other than Such standards as may be 

food) intended to affect prescribed. 
the structure or any func- 
tion of the human body 
or intended to be used 
for the destruction of ver- 
min or insects which 
cause disease in human 
beings or animals. 

5. Other drugs: Standards of identity, purity 
(a) Drugs included in the and strength specified in 

Indian ~harmacopoeia. the editiqn of the Indian 
Pharmaco~oeia for the time 
being and such other 
standards z i ~  may be pres- 
cribed. 

(b) Drugs not included in Standards of identity, purity 
the Indian Pharmaco- and strength specified for 
poeia but which are the drugs in t e edition of 
included ~ J I  

a such phmmacop eia for the 
BIIY time being and buch other Pharmacopoeia of any 

other country. standards as may \ be pres- 
cribed." 
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32. Until the constitution of the Drug5 Technical Advisory Board Transitow 
under section 5 of the principal Act as amended by this Act, the provision. 

Drugs Technical Advisory Board constituted under section 5 of the, 
principal Act and functioning immediately before the commence- 
ment of this Act shall be deemedito be the Drugs Technical Advisory 
Board constituted' under section $,,of the principal Act as amended 
by this Act and shall continue to function as if this Act had not been 
passed. 

, 
"? 
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