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ey 3 TRET Feamor dETe
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T, 607(37).— iufer e, 1945 ® 3w wemrer Fw & foro swfaua fFeet & yrew, siwfer
S STETereT FTEAT AR, 1940 (1940 FT 23) #Y 6T 12 F¥ IT-47eT (1) 37 6T 33 A IT-aeT (1) F
Ff STUferg &9 F, W qCahTY, T ¥ TRETe Hed o HATaT (FaTesy ¥ Iiare Fearor fasmr) &
srtereEeT "eT 9r.a M. 760 (37), A 16 sFaT, 2025 FIT, AIEd 6 LS9, SHER, A9 11, &< 3,
Y- (i) § FRTiera R s o, o ve safrat |, S SHE TATET g9 sl GHTEAT Tad § 39 dare
FT FHTE & T, ST I ATTLAAT ATl TSI T TTAAT STAAT T ITASH FATT ST 67 a0 & o faet v
ofF, e &Y qATT Arf=a o o o

#fiT, I<F TSI T T ST U 18 FFaT, 2025 FT T FT AT TS o
ST, 3% YT (Rl 3 "@ee § ST F Al AT ST g I Tal gv;
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A, A, FHT TLHIT I AT AT AT g7 12 37T 33 FT T&T ARAT HT TI0T Fd g0, 3T
ST The el TATGRIT ATS o LAY 6 TAT, ATTe 7w, 1945 7 ¥ HereT e oIy Aefered
e F=TT |, AT —

1. (i) =7 =T =T Sfera ar sirater (F9ar gerge) =, 2026 2
(if) T TSI ® = AIHT F TR % 6 "I THAT TGgT g
2. sfrufer e, 1945 #, —

(). SITIAT F, §, Fe T /T &7 ot ofreie o refir, %3 e 10 % 9o, "AfEray o 39 e
R oredt 3 T, "30 fAefiefe & srferr i afEwr a7 Faat § O T a= 9 arer 12% &
eI AohIgel AT TAA/AATA (T sTeanrger) arer adt qaersr AT # gewn” oass, o,
T e, LT ST g sq-eTioa o S,

(ii). ST U= H, "51. SATrEtter” it & v, et sate sia et & S, seriq-

“52. 30 Toefiettes & stfere st AT a7 aaet § 9% 3T 9= S a1 12% & AT sohig
AT/ (TTAST AeHIge) ATed Tl qaored A

[T, &. 7. 11014/07/2025-3r=me-Am1(3)]

feoqur: sirafer M=, 1945 Fr SfegE=HT H&aT U, 28-10/45T=(1), A 21 f&Ea<, 1945 g0 T1a= §
STERTTQTT o 1T T S 38 H sifaw dene srfag=aT sear 9.4, 561(37), e 2 AT, 2026
ESRERIRIE ]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 8th July, 2026

G.S.R. 607(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. 760 (E), dated the 16" October, 2025, in the Gazette of India, Extraordinary,
Part 11, 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 18™ October, 2025;

And whereas, no objections and suggestions received from the public on the said draft rules;
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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. (i) These rules may be called the Drugs (Tenth Amendment) Rules, 2026.
(ii) They shall come into force after the 6 months of publication of these rules in the Official Gazette.
2. In the Drugs Rules, 1945, —

(i) in Schedule K, under the heading Extent and Conditions of Exemptions, against the serial no. 10, after the
words “Act and rules thereunder”, the words, figures, symbols, letters and brackets “except for all oral
formulations containing more than 12% alcohol v/v (Ethyl Alcohol) packed and sold in packings or bottles
of more than 30 milliliters.”, shall be inserted;

(if)  in Schedule H1, after the entry “51. Pregabalin”, the following entry shall be inserted, namely: —

“52. All oral formulations containing more than 12% alcohol v/v (Ethyl Alcohol) packed and sold in
packings or bottles of more than 30 milliliters.”.

[F. No. X.11014/07/2025-DR-Part(3)]
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. 561(E), dated the 2nd July, 2026
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