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ey 3 TR Heamor HITET
(FaTe= 3 aRET wearor fasm)

I LT

T2 faeett, 22 T, 2022

Tr.&T. . 835(37).—7< sfwfdr sfiw A=rfae wdreqor Az, 2019 &7 f¥ Herrer e & forw wfaua
et o Aeforfaa ar=w, S e aeaTe Siuter T el TATghTe aI & qerqel & sfufer s yares
Tt e, 1940 (23 F 1940) Fv 4T 12 1 ST (1) T 4T 33 ¥ ITEET (1) TR &
AITRAT T TANT FXA U, T AT TATIAT B 20l FFTAAT AT T SARAT il TR 6 o0 TRTira
FohaT SITAT 8 ST Ude g g=T &F ATdT & o Sad sTeq FaHl 9% 39 aire & Ugg el it ater qareq
B 9T IT I a1 =TT Fohar SITuaT ™o arig &1 29 919 9391 aTer 912d & o9 F g7 Saar

T ITAY FLTS STTUAN;

Feal T TR FIT 9 AHEe sater & fiae Bt off =afs & 9O g aret sy i
AT 9% o= T Srom

AT ST AT, iR *IE g, 91 aY |=g, (3iufd), S iy aian #ear0 §379,

T AT, #9400 9. 434, F &, [uior a9, 92 Gl - 110011 v v fBFar smo srerEr
drugsdiv-mohfw@gov.in T -7 #T ST

7769 G1/2022 )
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EIEERT R
1. (1) =7 H=ET &7 919 7% Suie T TaTiea® aram (............. Terrer) e, 2022 21
(2) I = AT TSI § 2 ATH w9 T i arE F Ig1T g

2. T Sufyr 3w Faree aherr e, 2019 ¥, yorw wg=T 6, T 3 6, 39-9w (1) #, 9ve (@) ®
T 9 e T STo 9mEa-

“(@) FT-ARTTE ALTAAT 0T AT ATATU (G et § fafafde & =it 8

Rt T2 =@ SraET 92 T g9 it SgTRERTERar Y THTARTAT T ARAT Feed & o0
FT-qarte aiverr ugfaat & Ruferfaa v anfaer B ST aswar 8

(i) - Tediw,
(i) =R e =i AreHT TS Srehe sorferr,
(i) wfeha Feges At T,
(iv) TS SE-TEsTe AreTa e T Tt
(v) T9 eTTT.
[®7.5. Ta.11014/15/2022-3131T]
=t ATET F AT, T At

feoqur: w= e AT & T § 19 AT, 2019 Fi srfeegEeT 7. 91.F.4.227(37) F qd THhied gu
AT A T SATEAT H. ALALE. o (31) T HLTTeT gu

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 22nd November, 2022

G.S.R. 835(E).—The following draft of certain rules further to amend the New Drugs and Clinical
Trials Rules, 2019 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 fifteen 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. 434, C Wing, Nirman Bhavan,
New Delhi - 110011 or emailed at drugsdiv-mohfw@gov.in.
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DRAFT RULES

1. (1) These rules may be called the New Drugs and Clinical Trials (....Amendment) Rules, 2022.

(2) They shall come into force on the date of their final publication in the Official Gazette.

2. Inthe New Drugs and Clinical Trials Rules, 2019, in First Schedule, in paragraph 3, in sub-
paragraph (1), clause (b) shall be substituted with the following, namely:—

“(b) The general requirements of non-clinical studies have been specified in the Second Schedule.

The Non-Clinical testing methods to assess the safety and efficacy of a new drug or investigational
new drug may include the following:

(i)
(i)
(iii)
(iv)
(v)

Cell-based assay;
Organ chips and micro physiological systems;
Sophisticated computer modeling;
Other human biology-based test methods;
Animal studies.”.
[F.No. X.11014/15/2022-DR]
DR. MANDEEP K BHANDARI, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number G.S.R.
227(E), dated the 19™ March, 2019 and last amended vide notification number G.S.R. ........ (E),

dated the ...
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