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m?aj tfft <rfHfK ?̂fT«r jRrreTT 

^ fe-ft, 30 srihr, 199:: 

w . w . fir. 445 (w) :—«fWfa tftr srcmFT awift fair, 
1945 <FT «rtT JfrfftR *r?:ft % ftpr *f=TTT ft*Rf «fT ^ 

JTTCT iftafa *ftr sflT-rr *rr*nft irfaftw, 19.10 ( 1940 TT 
23) «rY HTO 12 w'r? HTTT 3:t =rfr *nt«TRHTC TT?) 

trTipp; % ^m$ ufa Tfw? «P«ITT mrm (*snw farmr) 
*rt wftpj^rr tf. wr. «pr. #r 492 (ir) m'W 25 wrrf, 
1991 % wtffa «rna % rr3ror, wmmw, *rm- 2, >shf J, 
,jmai (1) if ?rrOw 2s «w£, 1 t»o 1 rit srrrfifrff f w Wf 
»TT, fiwft ^ r̂pFTrfT ft, foR% 3*rft smf^r eVt irf *fvrmr 
«ft, OT TT^JT ft fVmrr ' .ww tit STRPI'" T^TI "pt ^ro^tr 

»n 5t »rf «ft; ?ft*r for >PY *mfer ^ r̂;Rrm ftTi^ sn£ft 
*ftr qpR" IT*? TTT #; 

ifrC 3W VJ3PW lit TtfM 11 frlW, 1991 *ft 9PTf(T 

^ r ?fH ft TOW T ^ - % q̂ T̂q: wWtr sftr JT̂ rrâ  wrmfr 
PTTT, 1945 ^r rfK TfpfTER "PT̂ T % fsrq f^rRrPa^ fwr 
anrnft % mfr •— 

1. (1) ^f P r w ^ nfwer *rnr ŝ Tf̂  «ft?: S I W R 
^ • * r ('i^vn Ttpfitn ) f^nr, 1992 11 

(2) ^ •jjsrq^ ft jrmfR TV m^ny T> irfrr gfii 1 

2. vtqftr tfrc s*rrar tfrnft f w , 1945 Jt, :— 

( 1) fafR 3-T % :J7H1Tfr ( 1) * T T ^ % W f Tl, 

"qrrj ws^^j "frftnit fl^eW Trtflw^ Win* %gOTlf 

"Pffl̂ t 4\ ^m ft "ftftpft ^f#T TTtWT TqtTOTTI T Jrani 
fp.r f=P7T w^ir 1" 

1073GT/92 ( i ) 



THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)] 

(2) ftw 3 - T *TTftTT ( 1 ) * w^mr ftwrFrrVr 

" ( H « F ) jpr^T qYfkifr torfa ^r wwr JWT«r»rRT 

% f^ff TT TTTCT ftirftrfaH' TWTTTT j m 

% f fn'f •FT jpfrr *fafa*r TFTFT % ft^w rrrr 

ftntr srFTrr:— 

(«•) wtwPnni W^TSTH *»ir (?rra*fa B I ^ I H 

jppfHTJT TTTTT ), ^ f f e r i ^ 3 ^ •FT-

3T, T^T, T^r f -400012 I 

[T. TW-11014/5/89—ift tr*r "T T5 "ft <?£ IT] 

st . ^ r . ^rn^r, H^gr T H T 

TTS :—wVtrfa sftT JWDIT TTTrfr ft*rr, 1945, 1-5-79 m 

WT TtfifiR *T" T FTR̂ T tfr»; TfV̂ TT ^MTT (̂TTTOT 

farTr) s w s T far^r *fVrfa fltr w w r̂nnfY, 

wrfirftTJT tftr; fair ("ft.-st. rfl". T T . ) tfr Tfar-
f*RT $, *TRTfW l£ I JTWRlfT WT ftrTTf if WP/T ^ 

^msr w r - 2 , w>z (3) (i) *r jrcrrfwf ftRrfafif 

wftrĝ TTwf STTT f i t t e r tVr w. % •— 
1. TT. >FT. ft. 1241 ^ r r ^ 6-10-79 

2- TT. "FT. ft. 1 2 4 2 7 ^ ^ 6-1D-79 

3. m. w. ft. 1243 wtw 6-10-79 

4. TT. w . ft. i28i mffar 12-10-S9 

5. TT. TJT. fa, 430 Tl^fa 19-4-80 

fi- TT. "FT. ft. 779?rrfra' 2^-7-8n 

7. Tf. TT. ft. S40 (*t) Offal 22-9-80 

8. TT. <FT. fa. 680 (W) arftw 5-1 2-81) 

9. TTT, "FT. ft. 681 (W) dT'^T 5-12-80 

10. TT. W. ft. 682 (w) ?frtNr 5-12-80 

i i . m. ^T. ft. 27 (w) ?rr^a" j7-1-si 

12. TT. TT. ft. 478 (A) ^rrd^r e-a-si 

13. TT. ^r. ft. 62 (*r) srrttsr 15-2-82 

14. AT. TT, ft. '462 (*T) <TTfW 22-6-82 

15. TT. "FT. ft. 510 (*T) fTRfff 26-7-82 

16. TT. *r . ft. 13 (*r) crr*W 26-7-82 

17- *TT. "FT. ft. 318(fl")fTrfrW 1-5-84 

18- TT. "FT. ft. 331 (*t) Tr f^ 8-5-84 

. 9 ^ TT. m. ft. 460 (W) i5T*T»J 20-6-84 . 

20. TT. W. ft. 487 (w) TlTT^ 2-7-84 

21- TT. "FT. ft. 89 («T) fllfl»g 16-2-85 

22. HT. * T . f t . 788 (w) Frrffaf 10-10-83 

23. f tT.TT.ft . 17 (w)Tr f W' 7-1-S4 

24. m. TT. ft, 1049 (ff) OTfriff 29-5-86 

5{5. ar. «KT. ft. 1060 (q-) ?rrf̂ ar 5-9-86 

26. IT ^ t . ft. 111 5 (W) TT^W 30-9-86 

27. *TT. =PT. ft. 71 (*T) fm>I 30-1-87 

28. JTT. *"T. ft, 570 (W) 3 K V T 12-6-87 

29. *iT. >FT. fa. fi26 (W) nr^W 2-7-87 

30. m. "FT. ft. 792 (*T) m^W 17-9"-S7 

31. TT, W. ft. 3 71 ( q ) TTTfr̂  14-3-88 

32. m. TT. ft. 75 (*r) wtrw 2-6-88 

33. m. ^T. ft. 675 (w) ?rrfrT 2-6-88 

31. m. "FT. ft. 676 (sr) ?mfT»!r 2-6-88 

35. JTT.TT.ft. 677 (ff) Trft^ 2-6-8S 

36. AT. "FT. fa". 681 (^ ) !rT̂ T̂ f 6-fi-RS 

3 7- IT, =FT. fa. 73 5 (ff) HTflPT 24-6-88 

3M. TTT. "FT. fa. 813 (w) TT^t'J 27-7-88 

39. HT. ^T. fa. 944 (?T) ^ f T ^ 21-9-88 

40. trr. "Ft. ft. 43 (*r) mffs 20-1-39 (JjfeT^) 

41. m, T^T-ft. 41 (*r) m r t a 20-1-89 ( ^feT?r) 

42. ^ r r . ^T . f a . 100 (ir) m^Vi 14-2-83 

43. TT. TT . f t . 443 (ff) fTTtVur 12-4-89 

44. IT. W. fa. 588 (̂ T) mtt'ff 2-6-89 ( ^f^TW ) 

45- W. "FT. ft. 691 (w) wrttflT H-7-89 

46. »TT. EFT. ft. 784 (IT) fTT^ 28-8-89 

47- AT. TT. ft. 16 (?r) TTffaT 10-1-90 

48. m. W. fa. 731 (w) ?rrtt<T 23-8-90 

49. WT.TT.ft. 865 (*r) m%T 25-10-90 

50. ^ . T T . f t . 11 ('<T) TriTiJ 7-1-91 

51-fTT.^T.f t . 233 («r) crrft«r 19-4-91 

52. HT. "FT. ft, 24G (ff) artV<ff 1-5-91 

53- AT. TT. ft. 301 (tf) mrtiff 7-6-91 

54. T T . W . f t . 302 (ST) TTtfl 7-6-91 

55- TT. 'FT. ft. 491 (fl-) rTTfr̂ r 25-7-91 

56. TT "FT. ft. 495 (*TJ TRta 25-7-91 

57. TT. SFT. fa. 532 (W) tfRTT 14-8-91 

58. TT.^T. fa . 626(w)^r t tW 14-10-91 

59. ST. "PTft. 668 (ff) WrfW 7-11-91 

60. TT. "FT. ft. 730 (*T) ^TT^T 10-12-91 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

NOTIFICATION 

New Delhi, the 30th April, 1992 

G.S.R.445(E).—Whereas o draft of ceirtain rules 
further to amend the Drugs and Cosmetics Rules, 
1945, was published as required by sections 12 and 
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33 of the Drugs and Cosmetics Act. 1940 (23 of 
1940), with the notification of the Government of 
India, in the Ministry of Health and Family Welfare 
(Department of Health) No. GSR 492(E) dated the 
25th July, 1991 in the Gazette of India, Extraordin­
ary Part II. Section 3, Sub-section (i) , dated the 
25th July, 1991 inviting the objections and sugges­
tions from all persons likely to be allected thereby 
before the expirj/ of period of thirty da>s from the 
date on which the coipes ol1 the Gazette were made 
available to the public; 

And whereas the copies of the Gazette were made 
available to the public on the 11-9-1991; 

And whereas no objections' and suggestions were 
received from the public on the said draft rules by 
the Central Government; 

Now, therefore, in exercise of the powers confer­
red by sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drugs Techni­
cal Advisory Board, hereby makes the following rules 
further to amend the Drugs and CbsmeMcs Rules. 
1945, namely :— 

1. (1) These rules may be allied the Drugs 
and Cosmetics (Second Amendment) 
Rules, 1992. 

(2) They shall come into force on the date 
of their publication in thy Official 
Gazette. 

2. In the Drugs and Cosmetics Rules, 1945— 

(1) For the proviso to sub-rule (1) of rule 
3A„ the following proviso shall be substituted, 
namely :— 

''Provided that the functions of the Direc­
tor in respect of Oral Polio Vaccine shall 
be exercised by the Deputy Director and 
Head of the Polio Vaccine Testing Labora­
tory in case of Central Research Institute, 
Kasauli only". 

(2) After sub-rule ( I ) of rule 3A the following 
sub-tule shall be inserted, namely :— 

"(1-A) The functions of the Laboratory in 
respect of Oral Polio Vaccine shall be 
carried out by the following Institutes and 
the functions of the Director in respect 
of the said drugs shall be exercised by the 
Director of the respective Institute :— 

(a) Pasteur Institute of India, Conoor. 

(b) Enterovirus Research Centre (Indian 
Council of Medical Research), 
Haffkine Institute Comnound, Parel, 
Bombay-400012. 

[No. X. 11014J5I89-DMS&PFA] 
R. S. LAMB A, Jt. ,Secy. 

NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of thB Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
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the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the follow­
ing notificu-ions- published in Part 11, Section 
3, Sub-section (i) of the Gazette of India, 
namely :—-

GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 
GSR 

1241, dated 6-10-1979 

1242, dated 6-10-1979 

1243, dated 6-10-1979 

1281, dated 12-10-1979 

430, dated 19-04-1980 

779, dated 2o-07-1980 

540(E), dated 22-09-1980 

dated 5-12-1980 

dated 5-12-1980 

dated 5-12-1980 

dated 17-01-1981 

dated 6-08-1981 

dated 5-02-1982 

dated 22-06-1982 

dated 26-07-1982 

13(E), dated 7-01-1983 

318(E). dalcd 1-05-1984 

dated 8-05-1984 

dated 20-06-1984 

date ' 2-07-1984 

dated 16-02-1985 

dated 10-10-1985 

17(E), dated 7-01-1986 

1049(E), dated 29-08-1986 

1060(E), dated 5-09-1986 

1115(E), dated 30-09-1986 

71(E), dated 30-01-1987 

570(E), dated 12-06-1987 

626(E), dated 2-07-1987 

792(E), dated 17-09-1987 

371(E), dated 24-03-1988 

75(E), dated 2-06-1988 

675(E), dated 2-06-1988 

676(E), dated 2-06-1988 

677(E). dated 2-06-1988 

680(E), dated 6-06-1988 

735(E). dated 24-06-1988 

813(E), dated 27-07-1988 

680(E). 

631 (E), 

682(E), 

27(E), 

478(E), 

62(E), 

462(E), 

510(E), 

331(E). 

460(E), 

487(E), 

89(E), 

788(E), 

41. 

42. 

GSR 
dum 
GSR 
dum 
GSR 
dum 
GSR 
dum 

944(E), dated 21-09-1988 Corrigen-

43(E) , dated 20-01-1989 Cojrrigen-

44(E) . dated 20-01-1989 Corrigen-

100(E). dated 14-02-1989 Corrigen-
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43. 

44. 

45. 

46. 

47. 

48. 

49. 

50. 

51. 

GSR 443(E), 

GSR 443(E) 
dum 

GSR 691(E), 

GSR 784(E), 

GSR 16(E), 

GSR 731(E), 

GSR 865(E), 

GSR 11(E), 

GSR 223(E), 

dated 12-04-1989 

. diilerl :'06-1989 Corrigen 

dated 11-07-1989 

datwl 28-08-1989 

dated 10-01-1990 

dated 23-8-1990 

dated 25-10-1990 

dated 7-01-1991 

dated 19-04-1991 

52. 

53. 

54. 

55. 

56. 

57. 

58. 

59. 

60, 

GSR 246(E). 

GSR 301 (F\ 

GSR 302(E), 

GSR 441(E), 

GSR 195(E), 

GSR 532(E), 

GSR 626(E), 

GSR 668(E), 

GSR 730(E) 

dated 

daled 

daioj 

dated 

dated 

dated 

dated 

dated 

dated 

1-05-1991 

7-06-1991 

7-06-1991 

25-07-1991 

25-07-1991 

14-08-1991 

14-10-1991 

7-11-1991 

10-12-1991 
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