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MINISTRY OF HEALTH AND FAMILY
WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 19th October, 1993

G.S.R. 658 (E).—Whereas a draft of certain
rules further to amend the Drugs and Cosmetics
Rules, 1945 was published as required by Sections
12 and 33 of the Drugs and Cosmetics Act, 1940
(23 of 1940) with the notification of the Govern-
ment of India, in the Ministry of Health &
Family Welfare (Department of Health) No.
GSR 780(E) dated 28th September, 1992 in the
Gazette of India, Extraordinary Part II—Section
3, Sub-section (i), dated 28th September, 1992
inviting the objections and suggestions from all
persons likely to be affected thereby before the
expiry of period of sixty days from the date on
which the copies of the Gazette were made
available to the public;

And, whereas, the copies of the Gazette were
made available to the public on the 27-11-92.

And, whereas the objections and suggestions
received from the public on the said draft rules
have been taken into consideration by the
Central Government;

Now, therefore, in exercise of the powers
conferred by the Sections 12 and 33 of the said
Act, the Central Government, after consultation
with the Drugs Technical Advisory Board, hereby
makes the following rules further to amend the
Drugs & Cosmetics Rules, 1945, namely :—

1. (1) These Rules may be called the Drugs
and Cosmetics (IVth Amendment) Rules, 1993.

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

2. In the Drugs and Cosmetics Rules, 1945
for Rule 49, the following rule shall be substi-
tuted, namely :—

"49 Qualifications of Inspectors
A person who is appointed an Inspector
under the Act shall be a person who
has a degree in Pharmacy or Pharma-
ceutical Sciences or Medicine with
specialisation in clinical pharmadology
or Microbiology from a University
established in India by law :

Provided that only those Inspectors :—

(i) Who have not less than 18 months exDe-
rience in the manufacture of atleast
one of the substances specified in Sche-
dule C, or

(iD Who have not less than 18 months'
experience in testing of atleast one of
the substances in Schedule C in a Labo-
ratory approved for this purpose by the
licensing authority, or

(iii) Who have gained experiences of not
less than three years in the inspection
of firms manufacturing any of the subs-
tances specified in Schedule C during
the tenure of their services as Drugs
Inspectors;

shall be authorised to inspect the manufacture
of the substances mentioned in Schedule C".

[No. X-11014|5|92-DMS & PFA]

B. S. LAMBA, Jt. Secy.

Note : The Drugs & Cosmetics Rules, 1945
as amended upto 1-5-1979 is contained in the
publication of the Ministry of Health & Family
Welfare (Department of Health) containing the
Drugs & Cosmetics Act and the Rules (PDGHS-
61). Subsequently the said rules have been amend-
ed by the following notifications published in Part
II, Section 3, Sub-section (i) of the Gazette of
India, namely :—

1. GSR 1241 dated 6-10-1979
2. GSR 1242 dated 6-10-1979
3. GSR 1243 dated 6-10-1979
4. GSR 1281 dated 12-10-1979
5. GSR 430 dated 19-04-1980

6. GSR 779 dated 26-74980
7. GSR 540(E) dated 22-9-1980
8. GSR 680(E) dated 5-12-1980

9. GSR 631 (E) dated 5-12-1980
10. GSR 682(E) dated 5-12-1980
11. GSR 27 (E) dated 17-1-1981
12. GSR 478(E) dated 6-8-1981
13. GSR 62(E) dated 5-2-1982
14. GSR 462(E) dated 22-6-1982

15. GSR 510(E) dated 26-7-1982
16. GSR 13 (E) dated 7-1-1983
17. GSR 318(E) dated 1-5-1984
18. GSR 331 (E) dated 8-5-1984
19. GSR 460(E) dated 20-6-1984
20. GSR 487(E) dated 2-7-1984

21. GSR 89 (E) dated 16-2-1985

22. GSR 758(E) dated 10-10-1985
23. GSR 17(E) dated 7-1-1986

24. GSR 1049(E) dated 29-8-1986
25. GSR 1060(E) dated 5-9-1986
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26. GSR 1115(E) dated 30-9-1986
27. GSR 71 (E) datead 30-1-1987
28. GSR 570(E) dated 12-6-1987
29. GSR 626(E) dated 2-7-1987

30. GSR 792(E) dated 17-9-1987

31. GSR 371 (E) dated 24-3-1988

32. GSR 75(E) dated 2-64988

33. GSR 675(E) dated 2-6-1988

34. GSR 676(E) dated 2-6-1988

35. GSR 677(E) dated 2-6-1988

36. GSR 680(E) dated 6-6-1988

37. GSR 735 (E) dated 24-6-1988

38. GSR 813 (E) dated 27-7-1988

39. GSR 944(E) dated 21-9-1988 (Corri-
gendum)

40. GSR 43 (E) dated 20-1-1989 (Corrigen-
dum)

41. GSR 44(E) dated 20-1-1989 (Corrigen-
dum)

42. GSR 100(E) dated 14-2-1989 (Cirrigen-

dum)

43. GSR 443(E) dated 12-4-1989

44. GSR 588(E) dated 2-6-1989 (Corrigen-

dum)

45. GSR 691 (E) dated 11-7-1989

46. GSR 784(E) dated 28-8-1989

47. GSR 16(E) dated 10-14990

48. GSR 731(E) dated 23-8-1990

49. GSR 865(E) dated 25-10-1990

50. GSR 11(E) dated 7-1-1990

51. GSR 223 (E) dated 19-4-1991

52. GSR 246(E) dated 1-5-1991

53. GSR 301 (E) dated 7-6-1991

54. GSR 302(E) dated 7-6-1991

55. GSR 491 (E) dated 25-7-1991

56. GSR 495 (E) dated 25-7-1991

57. GSR 532(E) dated 14-7-1991

58. GSR 626 (E) dated 11-10-1991

59. GSR 668 (E) dated 1-11-1991

60. GSR 730(E) dated 10-12-1991

61. GSR 59(E) dated 22-11-1991

62. GSR 305(E) dated 4-3-1992 (Corrigen-

dum)

63. GSR 445 (E) dated 30-4-1992

64. GSR 597 (E) dated 17-6-1992

65. GSR 663 (E) dated 3-7-1992

66. GSR 723(E) dated 11-8-1992

67. GSR 796(E) dated 1-10-1992

68. GSR 877 (E) dated 1741-1992

69. GSR 904(E) datd 2-12-1992

70. GSR 923 (E) dated 14-12-1992

71. GSR 27(E) dated 22-1-1993 (Corrigen-

dum)

72. GSR 28 (E) dated 224-1993

73. GSR 86(E) dated 26-2-1993

74. GSR 296 (E) dated 24-34993

75. GSR 373 (E) dated 13-4-1993 (Corrigen-
dum)

76. GSR 374(E) dated 13-4-1993 (Corri-
gendum)

Printed by tho Manager, Govt. of India Press, Ring Road, Maya Puri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054, 1993


