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T T TRATE HedT07 HATAd
(FaTe wE gRar Hegror fawm)

% faoetT, 23 1%, 2022

aT.#1.. 383(er).—sirofar ff=m, 1945 7 v wHemtew Fe7 % forw wfawr et F et
T, S F5T T3 Ui Tae el qATeHhIT aIe & THel ¥ uter oiie Jo e ardt afaaa,
1940 (23 ¥ 1940) =t &mer 12 FT IT-LTT (1) 3{¥ &1 33 FT IT-LTT (1) FIT =T ARFAT FT TTRT F2d
TU, TEE G TATEd g &l FATaAT arel G SARAT 0 ST & o garfaa & smar g 6w
TAZET AT & ATl g T 36 a1 {awi 9% 39 arra & 91q &A1 &t srater gareq g 9% a1 396
Tt o= T ST R A # T9 YTET AEET T A & SIS i IIAAT ST & 3dsd
FLTE ST,

T TEHE G ST4h H1SE srater & e et off =ai=e ¥ w1 g arett smafai ofiT gamat
g fa=m T s,

AT ST qATE, AR FIE G, a1 797 qrag (Shufe), Ty s afian Fearr J9red, 9ed
TCRTE, FHAT 7. 434, @ F&w, gl ga=, 92 fKe=t - 110011 #7 s 0fva BFar ST srerar drugsdiv-
mohfw@gov.in % A« fFaT ST

=Y A7
1. (1) = fo=rat =7 sirafer (... Femae) =, 2022 Fg1 ST
(2) T fRTw Trora § 2k oW weRtare i AT F Tt g
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2. Arafer AT 1945 &, g = o %9 Tedi® 39 ¥, ‘e & H{HT ofiT ad" ofid+ & o7efie w9 ¥,
i ¥, Referia wiqs sia-earfoa T s, sraiq—
‘IR o1 (), AT 30.11.2022 FT AT I9H qF AT STt 9% a1 951 R’
[®T. . T, 11014/10/2021-=1317]
=T, AT . WUSTLY, T qfaa

feoqur ;g1 R srfarg=mT e U, 28-10/45-1= (1), A 21 faawaw, 1945 ZRT 9T & TS0 |
TeRTTTT 3T T o i srfergeeT " ananM.. .. (), TG oo T faw |
Torrta o w o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 23rd May, 2022

G.S.R. 383(E).—The following draft of certain rules further to amend the Drugs Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by Sub-section (1) of
section 12 and Sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby
published in consultation with the Drugs Technical Advisory Board for information of all persons likely to
be affected thereby and notice is hereby given that the said draft rules shall be taken into consideration on
or after the expiry of a period of seven days from the date on which copies of the Gazette of India
containing these draft rules are made available to public;

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

Obijections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi -
110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs (......Amendment) Rules, 2022.
(2) These rules shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs Rules, 1945, in Schedule K, in serial number 39, in column under heading “Extent and
Conditions of Exemptions”, at the end, the following proviso shall be inserted, namely:—

“Provided that the condition(d) shall not be applicable for the drugs manufactured on or
before 30.11.2022.”

[F. No. X. 11014/10/2021-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

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