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TITE MR TRAT FeITT HHATT
(FaTe= 3% TRETR Feaor AT

ST

T fawett, 20 srFqae, 2020

.. 656(37).—siufdr siw yomew avnRft F=w, 1945 1 sfiw "o F2q * forw s
et o Meferfed sTed, S FT aea iufd Tadih adrgHe aIS & TaHeT o iutd v Sara=
arEt srtafeaa, 1940 (23 % 1940) it &mer 12 Fit ITT (1) 3T o9m=T 33 Fit ITITT (1) T I&
IFAT T STANT FTd g, THh GILT THTTAT B ol SATAAT ATel FHT SARRAT 1 AR & forw Tawriora
fohaT SITAT 8 ST UdE g7 G947 & STt ¢ 3 39 I Rt o2 39 are | Ji9 oA i saty qure
2 9T 7 I a1 fer=e foFar stroe o a1 27 I {9t a1 9a & e i aiad T st\ar

T TS LTS SATUIN

FAT AL T SUAT [AATes safe & Wiy et o =i o ST g1 aretl It i gmai
¥ fa=me R sroem)

Aot ST g2, AT A g, ar a7 qi=a, (3iufe), ey i 9Ran a1 §37ed, ed
qHRTY, FA |, 4141, & &, [t ga9, 98 Reeft-110011 #1 s@foa Brar smosrerar drugsdiv-
mohfw@gov.in 9% - &t JTU|

5082 GI/2020 ()
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1. (1) == RIwt & eiofdr $ie seras art (... Ferae) (e, 2020 Fgr S
(2) T fgw Troro ® Teen sifaw wehter Y A v et g

2. St s yHTe et FEw, 1945 #, Sqg=t 91§, wH 66T 47 7 "ateq qate & o4,
Freferfaa 9 g 0w gataq gf= e swa:cenfia BT s, sgie: -

"48. THaTSIT " |
[#7.5. TF.11035/519/2019-rsmuH]
1. AT F WUSTL, I A

feroqur : g R 1 arde 21 femwa, 1945 #it sTfae=@T . U, 28-10/45-U=(1) % qgq TLHTLT TSI
H YT TR T3T i Sifa| ae srfeeg=eT &, ananM. _ (), 9@ _, % dgq gentdd ar
T

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 20th October, 2020.

G.S.R. 656(E).—The following draft of certain rules further to amend the Drugs and Cosmetics 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) and in 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
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, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (.....Amendment) Rules, 2020.
(2) They shall come into force on the date of their final publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945, in Schedule H1, after serial number 47 and 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. ......(E), dated .......
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