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MINISTRY OF HEALTH AND FAMILY WELFARE
(Depariment of Health and Family Welfare)
. NOTIFICATION
New Delhi, the 30th May, 2011

GS.R. 418(E).—Whereas, the Central Government
was satisfied on the basis of the recommendations of an

;»expert sub-committee set up by the Drugs Technical
7 Advtsory Board that use of certain drugs, inchuding the
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drug “Human Placental Extract and its formulations for
human use”, is likely to involve certain risks to human
beings and whereas safer alternatives to the said drugs
are available;

Whereas, the Central Government was satisfied that
it is necessary and expedient to prohibit the manufacture,
sale and distribution of the said drugs in public interest
and accordingly in exercise of the powers conferred by
section 26A of the Drugs and Cosmetics Act, 1940 (23 of
1940) prohibited the manufacture, sale and distribution
~ of the said drugs with immediate effect by a notification
No. GS.R. 82(E) dated 10-2-2011;

Whereas, the said notification dated 10-2-2011 with
respect to its part relating to the drug “Human Placental
Extract and its formulations for human use” was challenged
in the High Court of Dethi in Writ Petition (Civil) No.1054/
2011 and during the deliberations before the Hon’ble Court,
the Government gave an undertaking that the issues
related to safety, efficacy etc. in respect of the drug ‘Humian

Placental Extract’ may be examined by a larger committee;

Whereas,-on the undertaking of the Government,
the Hon’ble High Court of Delhi in its Order dated
6-4-2011, while disposing off the matter, opined that the

decision as to whether the ban is to be sustained or lifted
can only be arrived at after the Committee carries out a
comprehensive exercise and submit a report in that regard;

Now, therefore, on the basis of the recommendations
of the Expert Committee constituted by the Government
as per the directions of the Hon’ble High Court of Delhi,
the Central Government hereby amends item No. {(4) of the
third paragraph of the aforesaid notification No.G.S.R 82(F)
dated 10.2.2011 as under:

* “4, Human Placental Extract and its formulations for
human use except its :

(i) Topical application for wound healing, and
(ii) Injection for pelvic inflammatory disease

subject to the condition that the manufacturers of Human
Placental Extract and its formulations for human use shall
maintain meticulous details and traceability of the donors
of the Placenta so as to ensure that the Placenta is collected
from the donors who are free from HIV,HBsAg, HCV and
other viruses,”

[F. No. X-11014/1/2011-DFQC]
ARUN K.PANDA, Jt. Secy.

Printed iby the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.

AN



