Tt . €1.uer.- 33004/99 REGD. No. D. L.-33004/99

The Gazette of India

1.5 -31.Te.-31.-29102026-277502
CG-DL-E-29102026-277502

ETETIOT
EXTRAORDINARY
AT | —Eve 3—39-T7E (i)
PART I1—Section 3—Sub-section (i)

grfee T THfAT
PUBLISHED BY AUTHORITY

. 850] TS FaeefY, QAT SRET 28, 2026/FT(IF 6, 1948

No. 850] NEW DELHI, WEDNESDAY, OCTOBER 28, 2026/KARTIKA 6, 1948
ey 3T IRAT FETT HATA
(FaTeey 3R TR Feaor faem)

< faeett, 16 @@y, 2026

T, 951(3r.).—siufer s yomas arRft srfafaaw, 1940 (1940 =1 23) F¥ &m=T 12 &t 39-
T (1) 3T & 33 T SU-aTT (1) o o7efier 7w srufera, siofer fA=rm, 1945 &7 $iiT qoas ##79 & forg
FIATT I FT TF T AL 6 LT, THTHTIT, IE-2, G 3, IT-EE (i) H AT TLHIL o Tq1827 AT
TRETE FEITT HATAT (FATE 3T TRATE FT07 [T #ht sTfesg=eT gt 41. &1, 7. 505 (31), arde 22
S, 2026 T TR foam 1 o, Sraw 36 ATS==T arer TS S aA i STAar i SqAsd FIT ST
FT AT | | & &1 a3ty a9 g | 0d, THE TATAT g i ST arel SAhdl | Aratdr oY
AT ARG FhT 7T o,

T, I TSI AT TQIT ST9qT 1 25 A, 2026 T ITAH FATS T2 of;

ST, I ITET [RFAT 9% S9a1 & 9TH A=Al ST AT 92 Ha 1 G g0 [@a=e &1 197 8

A 3T, AT ALRIT Ih ATTAT T T 12 ¥ 7T 33 FIT T&T ARAT AT TAN Fd g, rofer
THAThT TATgRTE dTe o THI FIA F THTq, oty Faw, 1945 F7 ¥ Herrad w7 & forg Fwferfea
Raw Tt 7, T —
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1. (1) = fR=wT =1 Sferg a1 sirwfer (qegat o) =97, 2026 2 |
(2) T TSI § 3ok THTA T TG FT TIT 29T
2. 9ty F=m, 1945 #, 7w 31 ¥, G g & = 9 Mefefad wiqes Tar ST, Saidq-

g ag oY T STeETae sTferRTer UHT FoReT sfrarfer 3 stara Y S At & ey v i arg w7 uE
Fi q F7 AT AAFAT AeH-ATSE qafer BT &fiw St shufet siv ARaremiefesmen &1 397 §, 99 1
Sfeaterd Aew-ATs FT |15 Tiaerd STqad T ST T

[T, &, X.11014/08/2026- St31]
feroqor: sirofer A, 1945 oo # srfang=mT Hwear wr. 28-10/45U= (1), airE 21 fREaw, 1945 g1

TERTTT FoRaT 7T 9T S Sifaw a1 faRg=ET "ear g, 713 (31), I 6 3TE, 2026 FTET serrterd
[ERIRIE

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16th October, 2026

G.S.R. 951(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. 505 (E), dated the 22" June,
2026, in the Gazette of India, Extraordinary, Part Il, section 3, sub-section (i), inviting objections and
suggestions from persons likely to be affected thereby, within 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 25" June,
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 (Thirteenth Amendment) Rules, 2026.
(2) These rules shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945, in rule 31, for the second proviso, the following proviso shall be substituted,
namely:-

“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 and in case of biological drugs and
Radiopharmaceuticals, Sixty percent of the labelled shelf-life may be allowed:”.

[F. No. X.11014/08/2026-DR]
PUSHPENDRA RAJPUT, 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. 713 (E), dated the 6th
August, 2026
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