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. 341] 7% ol gaam, A 18, 2022/39T9 28, 1944
No. 341] NEW DELHI, WEDNESDAY, MAY 18, 2022/VAISAKHA 28, 1944
ey 3 gRaEr Femr dETeT
(FaTesy i aR@T< ST fawm)

T faeet, 18 WS, 2022

aT.F1.. 357(s1).—sifer W, 1945 &7 i¥ e 3 & forw st [t 1 arey, siufer
S ST ST AT, 1940 (1940 7 23) #¥ 6T 12 F¥ ST (1) e ey 33 £ ITEET (1) F
Ff T 2T Srufera, ATed AT o TATE Y UTET HeaTo AT (FaTesy 3fi¥ afare Fearor fasmn) fi
STeR=AT . AT.FLE. 75(31), I 1 Fadt, 2022 T ATA & TS99, STETER, 97 |, 92 3, 376
(i) & wrewTtera o = o, e 39wt satrat &, S S8 g9rfad g & §9TadT § 39 ag ¥,
FTeent SFd ATIRAAT SAvafa g FEA ATAT TSI il TTAAT STAAT T IqAH FAT &F T2 of, o1 f&Ar 67
AATY F AT | Tl AT 3T AT SAHT vy 7T ¥,

3T, IF TS it IfaAT 2 AT, 2022 FT ST F ITAY FT &F TE o

3T, 3FT YT FIHl 9% S=ar § AT AET ST THAEN T FeR ¥ qEE g0 GF w7 o

LR LS

A AT, Frald TCHRTE, OIS T woTed arady Afafa=w, 1940 (1940 FT 23) #T & 12 3T
#TT 33 GIXT Wacd IRRAT FT TIRT Fd gU, SAUTer Taheiehl TATSHE ATe & TIHI FIA 6 AT, SHOTer
AT, 1945 FT T Ferrge e & o Aeterted Fe a9 g, saiqg—

1. (1) =7 R &1 gfer A sirafer (3T geree) =, 2022 2)
(2) T =W AT 1 9897, 2022 § 99 g

3348 G1/2022 )
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2. sfufer f=m, 1945 & = & ®, ®7 G&di® 551 ¥ TO a5 Jafe & g4rq, Fatated w9
AT ST VAT Siq:EqTiaa it SITust, -

“552. THiZfeA" |
[®T. &. T, 11014/11/2021-31317)

Tf. AFGIT % WUST, §<h q1a

feoqur ;g1 A, AfeR=ET et U.28-10/45-t= (1), A 21 fGaway, 1945 g1 9=a & o= |
TERTTAT TR0 T o T SITe=eT §&a1 Aar.F. M. 158(3), T 24 weat, 2022 T faw <
Tonrtera o o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th May, 2022

G.S.R. 357(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. 75(E), dated the 1
February, 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 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 2™
February, 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 (Fourth Amendment) Rules, 2022.
(2) They shall come into force with effect from the 1% day of November, 2022.
2. In the Drugs Rules, 1945, in Schedule H, after serial number 551 and the entries relating thereto,

the following serial number and entry shall be inserted, namely:—
“552. Acitretin®.
[F. No. X.11014/11/2021-DR]
Dr. MANDEEP K BHANDARI, Jt. Secy.

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. 158(E),
dated the 24th February, 2022.
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