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7% faeelY, 6 arred, 2026

T, 713(3).—fwg =, 1945 &7 7 denas Feq % forw oo et #1 uw are,
e ST TET TEAT At HaE, 1940 (1940 T 23) Fr =T 12 FF IT-41=T (1) 3i¥ &1y 33 it IT-emT
(1) % Tefe 7T TUTerg, T O3 & TS 3T URETT FedTu §arad (TATesd T IRar Hedror
o) it srferg=eT Sear arFn. . 299(3), A 21 o1%e, 2026 FRT AT & TSI, STHTLTI, AR
11, @vE 3, IT-Tv< (i) H whrtrd foram s o, e 39 =gt &, S o& warfaa g s gwraer of,
S ARG &, ST 3 ATSEAT ATl TSI il TTAAT STAar 7 Iqesd Frs T2 o, d19 7 #7 sty
T FATH & @ AT ST GATT AW 60 T,

e, IF ST i It 22 1%, 2026 FT AT T ITAY FAE TS o
ST FS T HLRIT I, 36 AT AT 92 AT 8§ I i S gAmar o7 A= 7 omw
T E;

AqA:, T, Ha T TLHIT I ATAIH a0l 1T 12 3T &7 33 FIT T&T TRAT T TART Fd gO, e
TR TATZHTL AT I F T, siwer 2, 1945 #7 sfiv Hemrae e * forw Mwtorfag e
FATAT &, FATL —
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1. (1) =1 =T T Sierg 97 e (Sgar gerge) =, 2026 2
(2) T TSI § 3ok THT T TG FT TG 29T

2. oy fHaw, 1945 =1, F99 89 #, "y=9 25 AT T=T 28" 9Teal AT Hi & &9 I "9&=7 25 T I59
25% AT T2 259 AT T&T 28 IT TET 285 IT T&T 28T IT TET 285 IT I&T 285 IT 28 IT T&T 289"

9152, 3 ST AL T S0
[®T. /. X.11014/03/2026-DR]
feoqur: sfrwer 91w, 1945 i1 Tera= # ATSg=AT S=AT W, 28-10/45T= (1), aTErE 21 fawaw, 1945 gT

TERTTAT T 0 9 ST sifaw aTe stfeg=eT et |ar.#. M. 706 (31), aria 30 Jars, 2026 31T "erred
fo T o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 6th August, 2026

G.S.R. 713(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. 299(E), dated the 21% April, 2026, 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 22" April, 2026;

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 (Twelfth Amendment) Rules, 2026.
(2) They shall come into force from the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945, in rule 89, for the words and figures “Form 25 or Form 28” the words, figures and letters
“Form 25 or Form 25A or Form 25F or Form 28 or Form 28A or Form 28B or Form 28D or Form 28DA or 28E or
Form 28F” shall be substituted.

[F. No. X.11014/03/2026-DR]
HARSH MANGLA, Jt. Secy.

Note: The Drugs Rules, 1945 were published in the Official Gazette vide notification No. F. 28-10/45H (1), dated the
21 December, 1945 and last amended vide notification number G.S.R. 706 (E), dated the 30th July, 2026.
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