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TS 3T IRETT FeAT0 HATAT
(FaTeey iR g weamr fam)

T2 faeett, 21 STa<T, 2026

qra[. 54(3).— Aofdr sfiw ywe arft sferf=em, 1940 (1940 7 23) #t gy 12 #¥
ST-TT (1) 3T gT 33 AT IT-GTT (1) T T&T AREAT HT TANT Fd U, g TLHTL, SAUTer Tahetent
AATEHIT dTe F TN % THTq, drurer a9, 1945 T 7 Ferred # * o0 g Fawi #v fetated
ITET ST T TEdTe FaT g, Forer s wsirfag g arer asft srieat St sttt 3 forg gaek g srarfora
TRt STTaT &, 3T 9 1T A8 AT & STl ¢ fo6 3 WTed a9 39 ariw o, S|t =9 yrew [ast
T AATHY FLA AT AT oF TSI T TTAAT TdT 7 IqAsl FT oF 17 8, T fam v srafer qum g
U AT IHF TAT A= =T ST

Ta¥ ATy safer F faw Gt off =i & 919 g9 AT e ST gATEl T hE qYRT g
fa=me B st

AT T AT, AT e g, FaL Tr=a (3HTTer), TTeT i TATE Fe ol HATAd, T G,
T-6, 7 gier |1 &, oI\ 1, Fdex qaq-1, 72 faoett, 110001 FT Farfara fFam ST aear & srerar -7
AqTEAH F drugsdiv-mohfw@gov.in TT ST ST JdT g

492 GI/2026 (1)
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EIRERE R L]

1. () = et v sirafer (... ") R, 2025 F7T S Tt 2l

(@) T TSI | sifad FIwi o TH F 3 "glA o TETG TG g4

2. shufyr ff=w, 1945 ¥, qEATU=1 A FAEEAT50 Y IHE Hafgd wEateAi & 74,

feferfed ww e sfiw wafe sia et i ST, i

— “51. YIS

[®1.5. 7. 11014/14/2025-3F31T]

feroqoft; g1 ey oo § srfereET Hear v, 28-10/45-t=(1) A 21 fREaw, 1945 g yaria o

T 9 ST TAH AT SATee@==T geat anFr. M., (3), T, ... T "errfera fohu T o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, 21st January, 2026

G.S.R. 54(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, U-6, Work Hall- C Wing, first floor, Kartavya Bhawan-1,
New Delhi, 110001 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the Drugs (...... Amendment) Rules, 2025.

(i1) They shall come into force after the 3 months of publication of the final rules in the Official
Gazette.

2. In the Drugs Rules, 1945, in Schedule H1 after serial number 50 and entries relating thereto, the
following serial number and entry shall be inserted, namely: —

“51. Pregabalin”
[F. No. X.11014/14/2025-DR]
HARSH MANGLA, 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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