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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Henlth)
NOTIFICATION
New Delhi, the | 7th January, 2012

GS.R. 28(E).—Whereas a draft of certun 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), vide notfication of
the Government! of Indha, Mimstry of Health and Famuly
Welfare (Departinent of Health), nimmber GS.R. 911(E), dated
12th November. 2010, in the Gazeue of India, Extraordinary,
Part I, Section 3, Sub-section (1), dated the 12th November,
2010, inviting objections and suggestons from all persons
likely o be affecied thereby before the expiry of a penod of
forty five days from the date on which the copies of the
Official Gazette in which thas notfication 1s published are
made available to the public,

And whereas copies of the Gazette were made
available to the public on the | 5th day of November, 2010;

, And whereas, objecthions and suggestions received
from the public on the said rules have been considered by
the Central Government,

Now, therefore, in exercise of the powers conferred
by Sections 12 and 33 of the Drugs and Cosmetics Act,
1940 (23 of 1940), the Central Government, after consultation
with the Drugs Technical Advisory Board, hereby makes

the following rules further to amend the Dmgs and
Cosmetics Rules, 1945, pamely :—

1 (l) These rules may be called the Drogs and
Cosmencs ( 13t Amendment) Kules, 2012

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

2 Inthe Drugs and Cosmetics Rules, 1945, in rule 97,
after sub-rule (3) the following shall be 1nserted,
pamely —

“(3A) The contamer of a medicine for treatment
of food producing animals shall be labelled with
the withdrawal penod of the drug for the species ‘
on which 1t 1s intended to be used o

Provided that if the specific withdrawal pcrio'd
has not been validated, the withdrawal -period
shall not be less than seven days for eggs or pulk,
twenty eight days for meat from poultry and
mammals including fat and offal, five hundred
degree days for fish meal

Explanation.--—For the purpose of tus rule, the
withdrawal penod s the penod of interval between
the last admimistragon of a vetennary medicme to
amumals under the normal conditions of use and
the production of food stff from such anitnals to
ensure that food stuffs do not contain residues n
quantities Ln excess ofl.he maximum remdue lll:mts
lard down s

[F. No:X-1 lOI4/l/20!O—DFQC]
ARUN K PANDA, L Secy

Note :—The pnincipal rules were published in the Official
Gazette vide notfication No-F 28-10/45-H (1),
dated 2 | st December, 1945 and last amended vide
notificatton number GS R 899(E), dated the
27th December, 2011
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