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MINISTRY OF HEALTH AND FAMILY WELFARE
NOTIFICATION
New Delhi, the 9th April, 2010

G.S.R. 303(E).—The following draft of certain rules
further'to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, after
consultation with the Drugs Technical Advisory Board, in
exercise of the powers conferred by Section 12 and Section
33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is
hereby published as required by the said Sections for the
information of all persons likely to be affected thereby, and
notice is hereby given that the said draft rules will be taken
into consideration after the expiry of a period of forty-five
days from the date on which the copies of the Official
Gazette in which this notification is published, are made
available to the public;

Objections or suggestions, if any, may be addressed
to the Secretary (Health), Ministry of Health and Family
Welfare, Government of India, Nirman Bhavan, New
Delhi-110011;

Any objection or suggestion which may be received
from any person with respect to the said draft rules before
the expiry of the period as specified above will be taken
into consideration by the Central Government.

DRAFTRULES '

I. (1) These rules may be called the Drugs and
Cosmetics (2nd Amendment) Rules, 2010.

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

2. In the Drugs and Cosmetics Rules, 1945

(hereinafter referred to as the said rules),

() inrule43-A, for the woids “Chennai, Kolkata,
Mumbai, Cochin, Nhava Sheva , Kandla and '
Inland Container Depots at Tuglakabad and
Patparganj, Delhi: in respect of drugs
imported by sea into India.”, the words
“Chennai, Kolkata, Mumbai, Cochin, Nhava
Sheva, Kandla, Inland Container Depots at
Tuglakabad and Patparganj, Delhi and
Tuticorin in Tamil Nadu: in respect of drugs
imported by sea into India.” shall be
substituted;

(i) in Schedule A, in Forms 45 and 46, for

condition number 5 under the conditions for
Grant of Approval/permission the following
shall be substituted, namely:—
“(5) As Post Marketing Surveillance, the
applicant shall submit Periodic Safety Update
Reports (PSUR) every six months for the first
two years. For subsequent two years the
Periodic Safety Update Reports (PSUR) need
to be submitted annually.”

(ii) in Schedule F, under para H, in clause (1), (a)
shall be substituted with the words and
numbers “the donor shall be in the age group
of 18 to 65 years;”.

(iv) in Schedule K, in item number 33, under the
column Class of Drugs’ after the words
“Nicotine gum” the words “and lozenges”
shall be inserted.

[F. No. X-11014/6/2009-DFQC]
VINEET CHAWDHRY, Jt. Secy.
Foot Note : The Principal Rules were published in the Official
Gazette vide notification No. F. 28-10/45-H(1)
dated 21-12-1945 and last amended vide G.S.R.
45(E) dated 21-1-2010. The Drugs and
Cosmetics Rules, 1945 as amended up to
1-5-1979 is contained in the publication of the
Ministry of Health and Family Welfare
(Department of Health) containing the Drugs
and Cosmetics Act, 1940 (PDGHS 61).
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