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e 3 TRET Feamor HHETeE
(FaTeey 3R qRETe weamor )

CIEE R
T2 faeett, 7 379, 2021

ar.#1.f7. 258 (31).— siroter R, 1945 7 ¥ Hemrer w37 & forw wfaua [t &1 yrey, sofer
AT T AR sfafaad, 1940 (1940 T 23) #it €T 12 &t IT-eTT (1) 3 &m=T 33 #Hi IT-a1T (1)
FfT 2T rufera, AT TERTE & T 3T URET FedTo HATAT (FATEed 3fi¥ Ufare Fearr fasmr) &
ATERL=AT &, A1.H1.1. 656(3T), T 20 3rFea<, 2020 FTT FIT & LS9, ETLTI, 9 |, T 3, ITET
(i) % seprtera foram s o, e 9 ot safeat &, e S99 T91Ed gie il §91EAT § 59 aid ),
SET IFT ATSGHAT A=ATAY LA ATSAT TSI o0l TAAT STAAT H ITAH FT &F T2 off, e o= v

AT o AT & Tl STAT T TATT AHAT 67 TT 2,

AT, 3Th ST AT TTAAT 21 AT, 2020 FT AT T ITAH FAT &1 TS AT,
ST, I FAIHT 9% S9am | 9T ST SR AT T et LR g o= w7 fomm mw g

qq: AT, Feal T T, ST T TATET AT AT =T, 1940 (1940 FT 23) T &MT 12 ¥ &1
33 ZTRT W& RAT AT YA Fd g, ST Tahe ol AAT@HI TS & T FIe & q9=7q, efruter Faw,
1945 T T FTeT e o forw fReferiad ==ae aard 2, i —

1. (1) EferT AT i< TEH.— = RFHT F7 |@ferdg e sfuter arRit (Fre=T gerge) =, 2021 21
(2) T 1 FFaT, 2021 | I9d BT |
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2. sirofer f=e, 1945 Y ST 1 ¥, 77 "9edis 47 37 269 dag Tae & 77, Fefotead #9
AT ST ST e eI q AT ST, st —

“48. =TSt
[FT.®. Te.11035/519/2019 — Sram=uH]
=T, AETT F qUSTH, HHT AT
foroqur.- g AW, 9 & TSI § AfSeEET s U.28-10/45-U= (1), A 21 fREwEy, 1945 g

TERTTAT o0 0 o 7 STfeeg=mT sedis an.F.H. 202(37), I 22 A1, 2021 0T sifaq a1 "qerrterd
o T o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 7th April, 2021

G.S.R. 258(E).— Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945,
was published, as required under sub-section (1) of sections 12 and sub-section (1) of 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. 656(E), dated the 20th October, 2020, 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 21st October,
2020;

And whereas, objections and suggestions received from the public on the said 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 (3rd Amendment) Rules, 2021.
(2) They shall come into force with effect from the 1st day of November, 2021.

2 In the Drugs Rules, 1945, in Schedule H1, after serial number 47 and the entry relating thereto, the following
serial number and entry shall be inserted, namely:—

“48. Tapentadol”.
[F.No. X.11035/519/2019-DRS]
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. 202(E), dated the 22nd March, 2021.
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