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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 16th April, 2008

G.S.R. 290 (E).-Whereas, the Central Government

is satisfied that 'Fixed dose combinations of Salbutamol
or any other bronchodilator with centrally acting anti-

tussive and/or antihistamine' is likely to involve risk to
human beings or the said fixed dose combination does

not have the therapeutic value claimed or purported to be
claimed for them or contain ingredients and in such quan-
tity for which there is no therapeutic justification and it is
necessary and expedient to prohibit the manufacture, sale
and distribution of the said fixed dose combination in the

public interest;

Now, therefore, in exercise of the powers conferred

by Section 26-A of the Drugs and Cosmetic Act, 1940
(23 o f t 940), the Central Government hereby makes the
following further amendments in the notification of the

Government of India in the Ministry of Health and Family
Welfare number G.S.R. 578(E), dated the 23rd July, 1983,

namely:-

in the Table appended to the said notification, for

item 36 and the entires relating thereto, the following item

and entires shall be substituted, namely

"36. Fixed dose combination of Salbutamol or
any other drug having primarily bronchodilatory

activity with centrally acting anti-tussive and/or

antihistamine.".

[F. No. 1 10 1 4/82007-DFQC]

DEBASISH PANDA, Jt. Secy.

Note:-The principal notification was published in the
Gazette of India, Extraordinary, vide G.S.R. 578(E),
dated the 23rd July, 1983 and subsequently were
amended vide

1. G.S.R. 49(E), dated 31-01-1984

2. G.S.R. 322(E), dated 03-05-1984

3. G.S.R. 863(E), dated 22-11-1985

4. G.S.R. 700(E), dated 15-6-1988

5. G.S.R. 1057(E), dated03-11-1988

6. G.S.R. 743(E), dated 10-08-1988

7. G.S.R. 999(E), dated 26-12-1990

8. G.S.R. 69(E), dated 11-02-1991

9. G.S.R. 304(E), dated 07-06-1991

10. G.S.R. 444(E), dated 07-06-1992

11. G.S.R. I I l(E),dated22-02-1994

12. G.S.R. 612(E), dated 9-9-1994 (Corrigendum)

13. G.S.R.731(E),dated 30-09-1994

14. G.S.R. 848(E), dated 07-12-1994

15. G.S.R 57(E), dated 07-02-1995

16. G.S.R 633(E), dated 13-09-1995

IT G.S.R. 776(E), dated 5-12-1995 (Corrigendum)

18. G.S.R. 793(E), dated 13-12-1995

19. G.S.R. 123(E), dated 11-3-1996 (Corrigendum)

M. G.S.R. 230(E), dated 04-06-1996 (Corrigendum)

21. G.S.R. 499(E), dated 14-08-1998

22. G.S.R. 395(E), dated 19-05-1999

23. G.S.R. 405(E), dated 03-06-1999

24. G.S.R. 590(E), dated 17-08-1999 .

25. G.S.R 704(E), dated 20-10-1999

26. G.S.R. 814(E),dated 16-12-1999

27. G.S.R. 169(E), dated 12-03-2001

28. G.S.R.100(E),dated 11-02-2003
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