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T ) TRAT Fe g0 Ho T
(TaTe=T SR TfRETR e famT)

T2 foeett, 24 area, 2022

r.#1.[. 654(37).—=iufer R, 1945 T T "enee w34 & forw swfaur Fawy &1 arey, suter
AT TETYT AT StAEE, 1940 (1940 T 23) Fr amer 12 Y 37T (1) i gy 33 i 37T (1) %
el T UTErT, ATEd T FATEST ST URATE FegTor HATAT (FATeeT 3 qRare Fearor foramr) $i
STer=T &, 97.H7.19. 382(3r), AT 23 Az, 2022 FRT AT & TSI, STETIT, 9T 11, T 3, I7EE (i)
H errtra o o, o 3w At saieat &, e s garted g i g9TaHr § 39 are ¥, S
I ATEHAAT AATAY FIA ATAT SIS 0l T(AFT STAAT Bl I9ee FIT af T2 off, 9 fadi & Aafd %
AFETE F Tgel AT T AT AHT T 70 T,

Y, ITH TSI Fi TAAT 23 9L, 2022 FT FTHAT FT ITAY FAT &t TS A
Y, I FATHT O AT |/ I ST ST ATAT UL Fea T qERT g 9= w7 of 3T T 2;

A AT, Feald TR, AU FT TG qraHAT A9, 1940 (1940 F1 23) FT =T 12 3%
1T 33 FIXT Wa&ed ATRIT T TART FId gU, ST T el TATGHIE AT T TIHT FIA 6 T9ATY, SHOTer
19, 1945 FT ST FATeT FIA & o0 M ored HI8 a9y g, TAT—

1. (1) = Rt 7 "t A st (Fraet weree) FHaw, 2022 2
(2) T TSTIS § Ieh THTAH T AL FHT TIT 2|
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2. sirofdr fFem 1945 % 75 9§, —
(®) - (3) F vEq, et so-Fem saeafua BT s, s —

“(3%) = A=t F e 75 F su-faw (3) # ik araee siw =2 siofar s derfaes ol
7w, 2019 = R 80 47 =7 A==t & M= 1227, F wrefiw fosht a7 fagwor & foro =2 sfwfer
& TATRHTT it AT & & [orT sreed, FATRdtd U a1 36T S 1"

(@) Su-fFEw (6) F T u, et Su-fAem @ ST, st —

“STgt =8 fAaw o eI S smae A2 sirufer s gt aderor e, 2019 F fF=r 80 =
e 1229 F arefiw 72 sfwfer % qr & s arer siufy ARAER F SRt F B g,
sirafer % fasht a7 faaeor & forg fAfAwtor it ssta 92 =fiute % =7 # sfufy F aqae 5
TET T&TT =l ST |7 |

[FT. . T, 11014/2/2022-3F=17]
=T, AT & 9UST, S di=d

feoqur ;g MW, a9 § AfeREAT 6w U, 28-10/45-t= (1), A 21 fTaww, 1945
FIRT ST FohT 0 9 S stfarg=eT |edis ar.an.4. 623(37), arra 10 3red, 2022 g7 sifaw
T genfera o o o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 24th August, 2022

G.S.R. 654(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. 382(E), dated the
23" May, 2022, in the Gazette of India, Extraordinary, Part 11, 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
23" May, 2022;

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 (Seventh Amendment) Rules, 2022.

(2) They shall come into force on the date of their publication in the Official Gazette.
2. Inthe Drugs Rules 1945, in rule 75,—

“(a) after sub-rule (3), the following sub-rule shall be inserted, namely:—

“(3A) The application referred to in sub-rule (3) of rule 75 of these rules, and the application 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 rule 122B of these rules, as the case may be, shall be
made simultaneously.”;
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(b) for sub-rule (6), the following sub-rule shall be substituted, namely:—

“Where an application under this rule is for the manufacture of drug formulations falling under
the purview of new drug under rule 80 of the New Drugs and Clinical Trials Rules, 2019 or rule
122B, 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.

Note : 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. 623(E), dated the

10™ August, 2022.
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