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(FaTe= 3T IRET Feaor fasimm)

e faeelt, 22 S, 2026

aT.#1.1. 506(s1).— ot i swETe AT e, 1940 (1940 T 23) Fir amer 12 # 39-
T (1) 3T & 33 it SU-aTeT (1) o o7efier 7 srufera, soter fA=rm, 1945 &7 s qoas ##7 & forg
Ffaaa fA=a FT TF ITET 9T F TGS, AHTHTL, 907 |, T2 3, IT-T2 (i) § AT TR 6 Fqreey 07
TRETE FEITIT HATAT (FATEST ST TRATE FEAT0T {3 ) it feg=eT wear arar[. 757 (), ae 16
FAT, 2025 FTT AT FoFaT 17 o7, e I A=A aTer TS0 il ATAAT STAAT ] ITAE FIT
ST T ariE & o 3 o srafd a6 g 8§ 9d, 398 TATET 2 s SWIEET are AR § it
ST AT R R T,

ST, I TIoT9o T T ST F7 18 37eFgay, 2025 FT IqTse FLT TS o

T, ITF TTET RIHT 9% AT F T AT 37T AT T Fa 1T TR gIT &= &y = g;
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AT, T, Fld AL Ih ATATHIH T o7 12 37T T 33 T & AHAT FHT TN Fd g0,
ATTer TReThl TATEHIT qIS F TLH FA 6 TL7d, Aoiy 77w, 1945 #i7 T Forred & & forg
feferfad e aardt 8, seriq —

1. (1) = =T =T Siera 91 siruter (Araat gered) Fa9, 2026 3

(2) T A9\ 1 TE, 2027 FT TG I, HLOR-3 § F7 Te77F 2 %, [ 2 F 92 (@) F fam o ¢
TS, 2028 FT T 21|

2. srafer e, 1945 ¥, st =12 ¥,
(F) |t 1 ATl 1" % ' | gegifa BT sroem
(@) =H T Gt q1eoit 1 % Terq, et aroft sidq:efoa it STos, s —

“FTOft 2
A sirorfer =t it et Soft
qeq7
L EAED
o [t TrTTorETeEft

3. [eft T frwtaET ST AT geTe, ST ST SO teET T A HTE T uery atafaae, 1985
Siiv 3T STefie T U Rt 3 srefie geag §

4. [T FET Y st

[T, 7. TT.11014/07/2025-313117]
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 22nd June, 2026

G.S.R. 506(E).— Whereas a draft of certain rules further to amend the Drugs Rules, 1945 was published, as
required under sub-section (1) of section 12 and sub-section (1) of section 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. 757 (E), dated the 16" October, 2025, 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;

Whereas, copies of the said Gazette were made available to the public on the 18% October, 2025;
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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 the 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 (Seventh Amendment) Rules, 2026.

(2) These rules shall come into force on the 1% day of July, 2027, except serial number 2 in Table 2 of clause (b) of
rule 2, which shall come into force on the 1% day of July, 2028.

2. In the Drugs Rules, 1945, in Schedule H2,—
(a) the Table shall be numbered as “Table 1”.

(b) after the Table 1 as so numbered, the following Table shall be inserted, namely: —

“Table 2
Serial Therapeutic Category of drug formulations
Number
1. All Vaccines
2. All Antimicrobials
3. All Narcotic Drugs and Psychotropic Substance, listed under the Narcotic Drugs and Psychotropic
Substance Act, 1985 and rules made thereunder
4. All Anticancer drugs.”.

[F. No. X.11014/07/2025-DR]
HARSH MANGLA, Jt. Secy.

Note: The Drugs Rules, 1945 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. 496(E), dated 18th June, 2026.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.  kumer o—

y
KUMER CHAND MEENA
CHAND

Date: 2026.06.25
MEENA 020:43 40530



