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L. 391(3).—FET avER, vy v yErgd arnRi afafaaa 1940 (1940 wv 23) #Y
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Rt =1 wetar

(1) = f=ret =7 sirorer f9ery (Femrer), 2024 FT STuT|
(2) T ATTARTIE TSI | SATAH TRT il T | AN g
sirofer e, 1945 % fAw 96 & sufaaw (7) #:
i. forT =7 q geqr (vi) § o “quria T e, i w T qwT A ariE,” el § wiaertud B
STTORTT
TR E R o B e | AVZIT) B B i o 1 e M e e i o M o B E 1 e e L e B R =
g BT SToem
i, Tarere |=AT (Viii) #F 9T 9reR (ix) UiEE ey FT feEwer siqsetua T Srom

[T, 7. TFT.11035/44/2024 St3m7ud]
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feoqur-ger fFaw srfag=mT " U%.28-10/45-1= (1), fadis 21 feEaw, 1945 FRT At o= &
TRTTAT TR0 T 9 ofie ffaw a1 SffaRg=mT Jear shuese 293 (2), faAT+ 28 7, 2024 T gertad &y

T )
MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 12th July, 2024

G.S.R. 391(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), after 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 the said draft rules shall be taken into consideration on or after the expiry of a period of thirty
days from the date on which the 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. 434, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
(1) These rules may be called the Drugs (... Amendment) Rules, 2024.
(2) They shall come into force on the date of their final publication in the Official Gazette.
In the Drugs Rules, 1945, rule 96, in sub-rule (7):
i. In particular no (vii) the words “date of expiry; and” shall be substituted with the words “date of expiry;”.

ii. In particular no (viii) the words “manufacturing licence number.” Shall be substituted with the words
“manufacturing licence number; and”.

iii. After particular no (viii) the words “(ix) details of excipients.” shall be inserted.
[F.No. X.11035/44/2024-DRS]
RAJIV WADHAWAN, Adviser (Cost)

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 293(E), dated 28.05.2024
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