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ar.#.[A. 1190(sr).—=iuter S s|Tee ARt ==, 1945 F7 ¥ HeTg" e & o wiaay Faer
& Fofoead wTeT, ™ F% a3 iule Tl aaeae aie & Iwe 7 Sufd T Tqre arair
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FF T T STAH (MIaE Aare % Sfae el @7 =i<h ¥ 9T g arell st ofiT AT 97
EEIESERIES I

AT 37 g2, af w1 g, a7 qE7 qug (SutE), e 6 aiEr fmr /e, 9
LRI, FEC &, 4141, 7 &, F|tr a9, 98 et - 110011 7 s9fug & Sro sreEm drugsdiv-
mohfw@gov.in 9% -7 T ST
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2. Ut o7 TETET AU REw 1945 ®, SqEEr U dd H gog feoqer F 977 ¢ F wana Aatetaa
AT ertHe FohaT ST, st
°5. =4 Aot ®§ 3 off RfET 29 F arasE, 9™ % TSI, ST F qn-I-Ee-3 39ET () #
TRTIAT A 23 AT, 2018 T AILT HLHIL, FTET T T Fed 00 GATAT 1 AT HeAT
ATFAT, 277(3) F AILAW | FH GC4T 538 7 79 HEAT 551 9% ¥ oA @AAfEs garsy & 99 §
7w 65 7 7w 97 & YTaeTe, T ATEE=AT & TAT | S hf e § I i 31 71+, 2019 FHr
THTCA g ATAT STAfe T Tafwegh ST 9% g 3l aeaTd stfaerd g 17
[®T. 7. T, 11014/14/2017-<=muH]
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feoqor: qor e srfae=mT e v, 28-10/45-t= (1), i 21 faawaw, 1945 3T 9°A F o9 §
seTtaa o o o s srfergEET e araEnL (3), T o g sifaw T
Tonteaa o I o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 10th December, 2018

G.S.R. 1190(E).—The following draft of certain rules further to amend Drugs and Cosmetic Rules,
1945, which the Central Government proposes to make, in exercise of the powers conferred by section 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), in consultation with the Drugs Technical
Advisory Board is hereby published for information of all persons likely to be affected thereby, and notice is
hereby given that said draft rules will be taken into consideration on or after the expiry of a period of ten days
from the date on which copies of the Gazette of India containing these draft rules are made available to the
public.

Objections and suggestions which may be received from any person within the period specified above
will be considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi - 110011
or emailed at drugsdiv-mohfw @gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (.......... Amendment) Rules, 2018.
(2) They shall come into force on their final publication in the Official Gazette.

2. In the drugs and Cosmetics Rules 1945, in the Schedule H, in the Note appended thereto, after
paragraph 4 the following paragraph shall be inserted, namely,-

“S. Notwithstanding anything contained in these rules, the provisions of rule 65 and rule 97 in
respect of drugs specified from serial number 538 to serial number 551 inserted vide Notification
number G.S.R. 277(E) dated 231 March, 2018 published in the Gazette of India, Extraordinary,
Part-II - Section (3) - Sub-section (i) shall be on voluntary basis for a period commencing on the day
on which this notification shall come into force and ending on the 31" March, 2019 and thereafter
shall be mandatory.”.

[F. No. X.-11014/14/2017-DRS]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The principal rules were published in the Gazette of India vide notification No. F.28-10/45-H (1), dated
21" December, 1945 and last amended vide notification number G.S.R. ......., dated .........
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