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T A TRAT Fe Tl AT
(FaTe= 3T IRET Feaor fasimm)

e faeelt, 22 S, 2026

aT.#1.7. 505(37).— siroter fA=rmTastt, 1945 | i¥ Torres #e & for swfaua et 1 Feterfea
aTed, o ST T, Sty siT e arafy stfarf=ay, 1940 (1940 =1 23) &t gmer 12 &t IT-4mRT
(1) T &7 33 T IT-GTT (1) FTT T&T ARAT FHT TART FIT g, AT Tl FATgawe are (Drugs
Technical Advisory Board) & Tar®el & THTd, 3T THT SATRAT T SAFRT 6 forT SerTtara et g o
THH TATET g il ATEAT §; A T8 G I8 TAAT &f ATl g [ Sh JTeT (HIH) 9T 39 qeig 4,
et =0 1= 99 ater 9 & TS9O A TTAAT STAdT A STAsY FIT &f STl 8, e QT @l srafer i
THT 9% A7 39 T7q A= & sroam)

I fafAfee sty & e et o =i & 918 srafai o gamEt a2 3 99 g0 G=Ew
ERuS I

4612 G1/2026 (1)
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AT ST qATE, TQ FIS BT, TaT qraa (3fufer), T i TRar FedT0r €37, 9T3d qYFTY,
7-6, a% - #1 &0, 9| 1, Fiq waw-1, 9% faeell, 110001 *1 HOfgq o U q6d g 4T
drugsdiv-mohfw@gov.in 9% $He fohT ST TR B

&Y [
1. () = Ry T A e (L. "era) A, 2026 FET ST Fe

(i) ¥ =g Tor=r (Official Gazette) W T ITAW T & THT TR ZINT AT Fit I
FTeAT fafer & wg=r ghm

2. sfuter Maemastt, 1945 % H=w 31 #, BT Tq® (proviso) & #IT 9% Mwferfaa staenioa f&ar
STTUATT:-

"< Ag M T srgsTa Wi (licensing authority) fReT ot U= sfrofer 3 srama it stqAta
TE! <7 orereht At OeF-a1s® Tatd (residual shelf-life period) srma #T fafr =1 s a9 ¥ w7 g
gIAith, St irafet (Biological drugs) s YRammMEcwed (Radiopharmaceuticals) & ATH ,
SR Ah-AATS & 60% T SATATT <1 ST Tt 21"

[®T. 7. X.11014/08/2026-T31<]

feoquft: sirafer fRemmaet, 1945 Fr stfaRg=ET @ear U, 28-10/45T=(1), fai® 21 fawaw, 1945 grr
STTErRTI TISTT=T | STERTTTT FohaT 1T o7 3% ifaw werrerd stfag=er a7 aranM......(3), ...
ERSRERIRIE ]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 22nd June, 2026

G.S.R. 505(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.
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DRAFT RULES
(i)These rules may be called the Drugs (...... Amendment) Rules, 2026.

(ii)These rules shall come into force from the date as specified by the Government at the time of final publication of
the rules in the Official Gazette.

In the Drugs Rules, 1945, in Rule 31, the second proviso shall be substituted as follows:-

“Provided further that the licensing authority shall not allow the import of any drug having less than one year residual
shelf-life period as on the date of import. However, in the case of Biological drugs and Radiopharmaceuticals, 60% of
the labelled shelf-life may be allowed.”

[F. No. X.11014/08/2026-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......(E), dated the.......
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