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ar.#.A. 382(s1).—siufer Am, 1945 &7 i Heltaw #wa & forw wfquy et & Fwfefaa
TTed, S8 F3E g Sufe aEdlel aede e & qaHe | SiufY e yEreT aredt s,
1940 (23 F 1940) it 4T 12 FT IT-LTT (1) 37T &TEr 33 FT IT-LMT (1) TR T2 OREAT T TTRT F2d
TU, TEE G TATEd g &l FATaAT arel G SARRAT 6l ST & o Jarierd f&war Smar g 8w
TASET AT &t ATl ¢ FoF 3<% a7 [{aei 9% 39 aria & | &4t it st qarea g 9% 91 396
Tt o= BT ST e aE # 39 TET I Tt qd & TSI S AT e ar w 3qedsd
FE SATUAT,;

T FEHE G STAh HIGE srater & e et off =ai=e & w1 g arett safi i gt
¥ fo=Te R s,

AT ST qATE, AR FIE g, ar a7 =g (siuter), TamesT iy IRE FTr §37ed, G
THRTY, FALT |, 434, €@ &, fFuior qa=, 92 et - 110011 =7 sifoa fFar siTo steram drugsdiv-
mohfw@gov.in T% -7« T ST

&Y [F95
1. (1) == et =7 sirafer (... Hemrae) e, 2022 Fg1 ST
(2) T 7=\ TSTIT § T ATTH TR1H Al GGl TATET ZAT

3437 G1/2022 )
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2. sirofer e 1945 & =7 75 §,—
(i) 3S9-F=w (3) F T, Mot SU-Mam sia:wriaa T STua, g —
“(3%) sraEd, —
() = Rt % Faw 75 % 3u-fAaw (3) # [fde, ar
(@) 7= sirafer siv qarfeew wdeor F=m, 2019 ¥ Faw 80 F srefiw fanft =t foawor  forg
< irofer 3 fAfAmior 1 eqafy 39 % forg, o
@) == At w1224,
ST {3 WTHET U AT F9TAT S qhar g1
(i) I9-F=w (6) F T ux, Mot Su-Mam s e o StTos, staiq—

“Stgt =7 et % e U sraee 9 sfruter siw Agriee wheor A, 2019 ¥ e 80
a7 sirufer {9, 1945 % A9\ 1229 & ofefiq 92 efiufer & @ § o areft sirofer
et & forw 8, ST off /e g, 92 sfuter % =7 § sfufer % Iqaiad & T oty
& fereht = feraor & forw fafator & st fRam sow

[FT. . T, 11014/2/2022-5317]
ST, 41T . HUST, §9Fd qi=a

feoqur ;. & FEw SteR=ET §%a1 U, 28-10/45-U= (1), A 21 fREww, 1945 FIRT 97d & o0 |
TERTIAT 3T T o1 ST srferg@=aT d@ear anan. ... (), TG v T W 9
Forrtera fow 1w o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 23rd May, 2022

G.S.R. 382(E).—The following draft of certain rules further to amend the Drugs Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by sections 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published after consultation with
the Drugs Technical Advisory Board for information of all persons likely to be affected thereby, and notice
is hereby given that the said draft rules will 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 the public.

Obijections 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. 437, C Wing, Nirman Bhavan, New Delhi -
110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs (... Amendment) Rules, 2022.
(2) They shall come into force on the date of their final publication in the Official Gazette.
2. Inthe Drugs Rules 1945, in rule 75,—
“(i) after sub-rule (3), the following sub-rule shall be inserted, namely:—
“(3A) The application,—
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Note :

(@) referred in sub-rule (3) of rule 75 of these rules, or

(b) for grant of permission to manufacture new drug for sale or distribution under rule 80
of the New Drugs and Clinical Trials Rules, 2019, or

(c) rule 122B of these rules,
as the case may be made simultaneously.”
(ii) for sub-rule (6), the following sub-rule shall be substituted, namely:—

“Where an application under these rules is for the manufacture of drug formulation falling
under the purview of new drug under rule 80 of the New Drugs and Clinical Trials Rules,
2019 or rule 122B of the Drugs Rules, 1945, as the case may be, the licence to manufacture
for sale or distribution of the drugs shall be granted after approval of the drug as new
drug.”

[F. No. X.11014/2/2022-DR]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

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