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. 342] 7% faeeft, qara, WE 20, 2026/39T@ 30, 1948

No. 342] NEW DELHI, WEDNESDAY, MAY 20, 2026/VAISAKHA 30, 1948
T A TRAT FTO HATAT
(FaTe=g 3% TRRET Fedror fasim)

2 faoett, 13 12, 2026

ar.#1.. 377(31).— ot R, 1945 7 i< Herrer Fe & forw wfaua Fawt 1 s, siafer
S TETer TR AT, 1940 (1940 7 23) #¥ €T 12 #7 IT-4TeT (1) 37 ooy 33 ¥ I7-m7 (1) F
T TAT TUTT, AT TLHTL 6 TATEST T TRAT FHed 0 HATAT (FATEST 3T TRATT FHw 17 foramr) i
SATE=AT "t AL, 54 (37), a0 21 SHa<d, 2026 T 91T & T, ST, 96 1, €€ 3,
ST-GT (i), TG 27 SFaT, 2026 F THTILT 7T T3 9T, reH I ATSEEAT ATt TToTaT 07 Tt Stear
T ITASH FIT ST 6T ATEG F A QAT 0T TS T THIE & Tgot, THH TATEAT g ATl SATiad A hal
T AT ST AT ArE B B T o

T, ITH TITA Y IIAFT 27 FTHaRT, 2026 FT STAAT T T FAS TS o

3T, I TTET RIHT 9% AT F T AT 3 AT T g TEh1 g (o= TFar 1w g;
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A, AT, FRlT TLHTL Ih AT T &7 12 3T 33 T T8 ARAT T TART FLd g0, e
T[0! TATGRIT ATS T LAY o6 THTq, Aorer 7w, 1945 FT ST Herge Fed & forw Mufateg = am
FATAT &, TAT| —

1. (1) == =t T Stera qm sirafer (e sareae) ==, 2026 2

(2) T FFT® TSI | T TR T AT F U 7 AT QAT 6 TET T gl
2. sirafer 92w, 1945 &, STe=T 571 | %7 93T 50 3T SA datad Tarsai & Tarq, Meteted w9 aedr
sie wfaf® siaerfag £t STy, st -

“51. JRTTETIoE|
[®T. /. TFT.11014/14/2025-1317]
feroquft: sfrofer A, 1945 TSt & srferg=aT /. U, 28-10/45U=(1), AT 21 fREaw, 1945 g7 Y10

fFT T o S Sifaw AT stfereE=aT JeaT anan e 135(3), T 16 wadd, 2026 FIT F9rfed
e T )

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 13th May, 2026

G.S.R. 377(E).— Whereas a draft of certain rules further to amend the Drugs Rules, 1945 were 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 Wel
fare (Department of Health and Family Welfare) number G.S.R. 54 (E), dated the 21 January, 2026 published in the
Gazette of India, Extraordinary, Part 11, section 3, sub-section (i), dated the 27 January, 2026 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 Official Gazette containing the said notification were made available to the public;

And whereas, copies of the said Official Gazette were made available to the public on the 27 January, 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 (Second Amendment) Rules, 2026.
(2) They shall come into force after one eighty days from the date of publication of these rules in the Official Gazette.

2. Inthe 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 Drugs Rules, 1945 were published in the Official Gazette vide notification No. F. 28-10/45H(1), dated the
21st the December, 1945 and last amended vide notification number G.S.R 135(E), dated the 16 February, 2026.
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