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e 3 TRETE Hedmor T
(FaTeeT 3 afE Fearr )

CIEE R
e fawelt, 30 S, 2022
aT.F1.5. 502(31).—=ufar A, 1945 7 =i Heme™ F3 & forg swfawr Rawi 7 g, sirofer
AT g T T SAfHEH, 1940 (1940 =1 23) FT €T 12 FT ITTT (1) < 917 33 F¥ IT9TT (1) F
T TAT T, AT TEHTL o AT T TRAT FHeATI HATAT (FATEST 37T TRATT FeaTo7 foramT) i
Ate=AT . AL, 383(3T), AT 23 |z, 2022 FRT 9EA & {579, AFTL, 90 |1, €T 3, 3769
(i) & reRTiera o v o, e 39 "t st &, o9 sa9 yarfaa g it §9TeHT g 39 arig ¥,
ST SFT ATSEEAT T=AEAY FT ATl TSI 6l I SAaT ®l S9ee FT &f T2 ff, a7 &= &
FATY F AT | Tl AT 3T TATF AHT e 7T
AT, I T Y TfaaT 23 ¥, 2022 FT AT T 3T FT of T2 A
3T, 3FT YT FIHl 9% S{ar ¥ I SAET ST GATE I bRl T A g GF w7 o

T

AT AT, Frald TCHRTE, OIS woTed arady Afafa=w, 1940 (1940 FT 23) #T &7 12 3T
1T 33 FIXT Wacd AT FT TIRT Fd gU, SAUTer Taheehl TATSHE ATe & TIHI FIA 6 AT, SHOTer
A, 1945 T =T Ferrege e & o0 Aefortea Fa| a9 g, staig—

1. (1) =7 R &1 gfer A sirafer (et gerae) e, 2022 2)
(2) T TSI H Ik THRTIT T AT T 9T il
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2. Sty w1945 ®, ST =T = % % GeaiE 39 H, “Fe i HAT i ord” ofiT % el &9 * oiq ¥,
Referia wiqs siaeafua T s, sraiq—
‘i g (7) # AT ad, arie 30 q99v, 2022 T a7 399 @ AT srwfiTt 9% any a8t
T 1”7 1
[®T. /. T, 11014/10/2021-1=1¢]
TS TLTAT, TATSHTT

feoqur: g fAew, 9a F o § AfSgEET @'t Uh.28-10/45-17 (1), v 21 T, 1945
FTT FeRTTRrT FoFT 1w o i srferg=mT geas | [ 357(3), At 18 wE, 2022 3T s
T genteaa o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 30th June, 2022

G.S.R. 502(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. 383(E), dated the
23rd May, 2022, in the Gazette of India, Extraordinary, Part Il, section 3, sub-section (i), inviting
objections and suggestions from persons likely to be affected thereby, before the expiry of a period of seven
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
23rd May, 2022;

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 Drugs and
Cosmetics Act, 1940 (23 of 1940), 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 (Fifth Amendment) Rules, 2022.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs Rules, 1945, in Schedule K, in the serial number 39, in the column under the heading
“Extent and Conditions of Exemptions”, at the end, the following proviso shall be inserted,
namely:—

“Provided that the condition specified in clause (d) shall not be applicable for the drugs
manufactured on or before the 30th November, 2022.”.

[F. No. X.11014/10/2021-DR]
RAJIV WADHAWAN, Advisor

Note : The principal rules were published in the Gazette of India vide notification number F.28-10/45-H
(1), dated the 21st December, 1945 and last amended vide notification number G.S.R. 357(E), dated
the 18th May, 2022.
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