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e 3 TRAT FedTor HATAT
(Fareey 3R afRaT Fwearer Hareard fawm)

EIPGREI

T2 faeetT, 18 3mrea, 2025

AT.H.A. 554(3).—iaf 7w, 1945 1 &fiT geita F<7 * forw wfaua Rt #1 arew,
Sroter ST yoTee ATy srfarfeee, 1940 (1940 =1 23) #iY &y 12 FF ITLTRT (1) i< 91T 33 it ST
(1) el STUeAT SIqATY, AT TEAT o TATET SiY TRET Fed o) §ATAT (FATEST 3T TRamT w0
framT) FT stfeeEaT deFi® ananLE. 391(3), aE 12 JATs, 2024 T 9= & TS99, T,
qWT-2, @< 3, UG (i) § Sewriora o ar o, s 398 y9riad g arer §97eT =A<l o, 39 g
q e AT & srafe a9 g | g, ST 3 ATSE=AT A7 SAqrag Fid arel TSI i T s=ar
T IqAeH FXTe T2 AT, ATET ST AT AHAT (T 7T o,

3T, ITh TSI AT AT 12 JATS, 2024 T ST Al ITASH FT &F TS AT,

AT, ITF TTET (RIHT 9% ST & T A&7 ¥ TATAT 9T Feg T TEanT g &A= 33T T 8;

5493G1/2025 (1)
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A AT, Fea T TLHL, Ih ATATHIH 0T g7 12 T o127 33 FRT T& IR T TN F4d g0,
ATTer TheTehl TATZHIT dTe o AT TOHET 6 TH7q, fufd Fad 1945 F7 sfiw Henfaa #: & o,
Aerfertera e a9 §, o -

1. (1) == FF=aT =7 "fer A sfrofer (g gemye) T, 2025 2
(2) T 01 &7, 2026 | T iV
2. ot ey, 1945 % R 96 & IUaw (7) ¥, -
(F) @@= (vii) F, “THIE i a0 ST 9Teat % T I¥ WA i ariE” 9768 T STUA;
(@) @< (viii) F TETa, Feferiead g siqeaaa Bar S, o9iq;: -
(ix) “TFE e T T Faer’|
[F7.5. T, 11035/44/2024-Sr=m0]

e T, S 9=

fooqur © g7 Few, ad & TN, § AfegEAT 6eid UE. 28-10/45- U (1), A 21 fRETET 1945
T YA FohT 1w o @t Sifaw a stfag=eT ges aran[. 127 (o) aria 11 wadd, 2025 3T
Terfera f3hr

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th August, 2025

G.S.R. 554(E).—Whereas a draft of certain rules further to amend the Drugs Rules, 1945 was
published, as required under sub-section (1) of sections 12 and sub-section (1) of 33 of the Drugs and Cosmetics Act,
1940 (23 of 1940) vide notification of the Government of India in the Ministry of Health and Family
Welfare (Department of Health and Family Welfare), number G.S.R. 391 (E), dated the 12" July, 2024, in the Gazette
of India, Extraordinary, Part II, Section 3, sub-section (i), inviting objections and suggestions from persons likely to
be affected thereby, before the expiry of a period of thirty days from the date on which the copies of the Gazette
containing the said notification were made available to the public;

And whereas copies of the said Gazette were made available to the public on the 12"July, 2024;

And whereas objections and suggestions received from the public on the said draft rules have been
considered by the Central Government.

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the said Act, the Central
Government, after consultation with Drugs Technical Advisory Board, hereby makes the following rules further to
amend the Drugs Rules, 1945, namely:—

1. (1) These rules may be called the Drugs ( 2" Amendment) Rules, 2025.
(2) They shall come into force from 1% March, 2026.

2. Inthe Drugs Rules, 1945, in rule 96, in sub-rule (7), —

(a) In clause (vii), for the words “date of expiry; and”, the word “date of expiry” shall be substituted;
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(b) After clause (viii), the following clause shall be inserted, namely:-

“(ix) qualitative details of excipients.”

[F. No. X.11035/44/2024-DRS]
NIKHIL GAJRAJ, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F. 28-10/45-H(1) dated the
21st December, 1945 and last amended vide notification number G.S.R. 127(E), dated 11th February, 2025.
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