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MINISTRY OF HEALTH AND FAMll..Y WELFARE

(Department of Health and Family Welfare)

NOI1FICAll0N

New Delhi, the 7th June, 2012

GS.R. 432(E).- Whereas the Central Government
is satisfied that the use of the serodiagnostic test kits for
diagnosis of tuberculosis are giving inconsistent and
imprecise results leading to wrong diagnosis and their use
is likely to involve risk to human beings and whereas safer
alternatives are available;

And whereas the Central Government is satisfied
that it is necessary and expedient to prohibit the
manufacture, sale, distribution and use of the said test kits
in public interest;

Now, therefore, in exercise of the powers conferred
by Section 26A of the Drugs and Cosmetic Act, 1940 (23 of
1940), the Central Government hereby prohibit the
manufacture for sale, distribution and use ofthe following
test kits with immediate effect.

"Serodiagnostic test kits for diagnosis of
tuberculosis"

[p. No. X. IlOI4/13/201I-DFQC (1)]

ARUN K. PANDA, Jt. Secy.
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MINISTRY OF HEALTH AND FAMR..Y WELFARE

(Department of Health and Family Welfare)

NODnCATION

New Delhi, the 7th June, 2012

GS.R. 433(E).-Whereas the Central Government is
satisfied that the use of the serodiagnostic test kits of
diagnosis of tuberculosis are giving inconsistent and~
imprecise resultsJeading to wrong diagnosis and their use
is likely to involve risk to hUinan beings and whereas safer
alternatives are available;

And whereas the Central Government is satisfied
that it is necessary and expedient to prohibit the import of
the said test kits in public interest;

Now, therefore, in exercise of the powers conferred
by Section lOA of the Drugs and Cosmetic Act, 1940
(23 of 1940), the Central Government hereby makes the

following amendment in the notification of the Government
of India in the Ministry of Health and Family Welfare
number G S. R. 577 (E), dated the23rdJuly, 1983,namely :-

In the Table appended to the said notification, after
serial number 10 and the entry relating thereto, the following
serial number and entry shall be inserted, namely :-

"11. Serodiagnostic test kits for diagnosis of
tuberculosis."

[F.No. X-1101411312011-DFQC (2)]

ARUN K. PANDA, Jt. Secy.

Foot Note: The principal notification was published in the
Gazette ofIndia vide No. G S. R. 884(E), dated
11-12-2009.
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