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ey 3 TRAT FedTor §ATT
(Fameey ST TRE e fasm)

g
75 faedt, 9 wTH, 2023

TT. FT. . 175(31).—tatF siwer i yaras arady srfarf=a, 1940 (1940 =1 23) #¥ oamr 12 Fir
IT-eTRT (1) 3T &mer 33 #t IT-4TT (1) F qgaq TAreraferd, 92 fwfdr Fefaswe odaor F=m, 2019 #
e F¥ & o aamw 10 wfaaa Rt &1 geter =T $iT Raw om0 6 AT (FaTesT i
A FATT [AHET) § AT 9T i Ateg=T 9.97.1.4.835(.) famis 22 7997, 2022 F 3T
AT o TSI, AT, ANT-1l, T2 3, SU-G< (i) § TRTIT FHIAT TAT AT, AT o THH GHId: T
ZI ATl SARAT | SOt ST AT, 36 ATTGAAT | I<h GEhTT TS 6l JTaat | S=ar & oy
YA FATT S 6T AE & Tag &A1 6T Jafer T80T g F Ige = & 1w o,

A STafeh, I FTRTET TSTT 7 STaaT A ST i 22 FEa7, 2022 T IqAsy FE TE o
AT Ao, I T 9% AW S9dT ¥ ATH A9l ST gAE 97 R G gy G B

AT &;

I, TAfT, Swe 3T yaTae vt fafaww, 1940 (1940 7 23) &t &mer 12 3% &1 33 g0
T QTR T T T g0 g FLATL S0 ThA 0! HATahTL als & A1 THT T o a7 UAgil 72
Arafer s faerfasrer areqor fF=m, 2019 & IR |9 3 & forw Mforfaa R s=rdt 8, /-

1. (1) = =i 1 719 72 sfuter $ie Fefasa TE (. Terrere) A, 2023 8

1636 G1/2023 )
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(2) T AW FLIT TS | S TR i aE | TG g

2. T Sty 3w fFafaewer aieqor A, 2019 ®, w9\ = % 997 3 % IU-9T (1) ®, TR F=A
# ugfa T gefaa gve (@) F T a7 Feferfaa & s am:-

“(@) (1) F-Tarteene stegaet it a9 e st § i i 7 )

(1) Tt 2 TaT TqaT THAVTENT T2 AT 00 SASIHEHAT ST TATERILAT T ATHAT FIA
forw fe-aarfae afverr agfaat & e anfae €, Jra-

i, AA-SATETRT T,

ii. ST oo Si Wt RSt o sorfer;
iii. ISR FET AISfe;

iv. AT Sfa-fasT srema e aferr ag
V. T AT,

[T, . Ta.11014/15/2022-31317]
T[S TLTAA, AT (ATTA)

feoqur: =2 sfrofer s e aderor fFam, 2019 9T % T, SrETyTT, 9-ll, g 3, 3U-EE (i) #
19 7T, 2019 FT srfeRg==T /. AT.F1.19.227(31.) F Tga THAT gC ¥ 3 fUgeAT I 14 srFgaw,
2022 #Y AT &, qLALE. 778(31.) F dgd qqTted gul

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 9th March, 2023

G.S.R. 175(E).—Whereas a draft of certain rules further to amend the New Drugs and Clinical Trials Rules,
2019, 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. 835 (E), dated the 22™ November, 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 fifteen 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
22" November, 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 New Drugs and Clinical Trials Rules, 2019, namely:—

1. (1) These rules may be called the New Drugs and Clinical Trials (Amendment) Rules, 2023.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the New Drugs and Clinical Trials Rules, 2019, in the First Schedule, in paragraph 3, in sub paragraph (1), for
clause (b), the following shall be substituted, relating to development methodology namely: —

“(b) (I) The general requirements of non-clinical studies have been specified in the Second Schedule.
(11) The non-clinical testing methods to assess the safety and efficacy of a new drug or

investigational new drug include the following, namely: -
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(i) Cell-based assay;

(if) Organ chips and micro physiological systems;
(iii) Sophisticated computer modeling;

(iv) Other human biology-based test methods;

(v) Animal Studies.”.

[F. No. X.11014/15/2022-DR]
RAJIV WADHAWAN, Advisor (Cost)

Note: The New Drugs and Clinical Trial Rules, 2019 were published in the Gazette of India, Extraordinary, Part II,
section 3, sub-section (i) vide Notification Number G.S.R. 227(E), dated the 19" March, 2019 and last amended
vide notification number G.S.R. 778(E), dated the 14™ October, 2022.
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