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ey 3 qiET ST HATe
(FaTe=y 3R afETT HeTor famT)

Frferg=eT
% faeett, 6 ST9aT, 2016

gr.anf. 11(3).—sirafer sie yares arft w1945 &7 Siie ees &3 & forw
Faforfea yrea =y, ST ST 93T &7 Sufy i y9rea= aredt st ad, 1940(1940
T 23) T 91T 12 ST 977 33 FIT T& ATRAT T TN FLd g, AT Tohet o] AATZHIL ATE &
T A & TET a7 T T&q1d &, 3T a9l ATHAT il ST 6 o0 garfed 7o s 8,
ST 378 TATiad g it HATaHT g 31T I AT &f ST ¢ 1o 36 9I1&d =l 9% 39 aig 4,
SRt 1 ITeT Il aTel 912d & TSTI i T(AAT ST i ITeAed HT &f J1dl g, Tarerie faq
T srafer T FHIH 9 A7 I9q% 77 A= war sro;

Feal T TR T UH el $liT ATl 9, S 30 =T W9 & dag § Fux AFEy
Fater & sfiax T =t & wr gi, = T st

UH e Y qEATa, AT A g, saw af=a (fute), s i gfaw wearr =3,
WTRd OChIE, FHA §. 4141, 2. &5, 77 wae, 92 fRee-110011 &1 957 ST 996 @ |
ey fAaw
1. (1) = ==t 1 gferd 91 druter o7 s\ Rl ([t gered) F97, 2016 21
(2) T TSTIF | 3% ATAH TR 6T TG HT I g |
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2. drgfer s yaTed araIlt AW, 1945 (B8 =8 38+ 72Tq 3 939 gl 747 8) & Faw
1229 3 3UIH (3) |, TS0 § 04 (Aeferfad Iufaaw siq:wemfud B S, staiq-

“(4) srmifea oty fafEte £ amaq Seaforer st % oo srorfaa et adteor &
T=Te % foro et 9u Meee a1 90 y=e-Ant ar 9 9T 41 90 9 €9 & O w6 a9

(F) T A=A TS FIRT SATHIRA @ 3T

(@) IUHFH (5) & ITSLl & Fefid TEgd gu, JAT AT 17 STeT AT T &
e forT ST o form smerfara /&t 2

(5) TATHT AM=TE AT, SATATIT TR Hl 366 GIT AHAITAT ATHAT & a1L H 3T UH
AT & o1, ST rerfor s it yaremt & forg sarf=es aieon & fi= sfqeta ar

Tl g, GHd HAM ST ST I TR A=A oG 7 Hg=-1 976 g4 6 arig | g &
T AT & WAL A= (T 1 et feeafort =T 981 F2ar g 98i T2 ST i Srust

LTI TAFTL & HTE AT AT Al g 17
3. I Ml # A=A W OH, IRfAg 1 #it 7T 4 H, I 4.8 & THTq MEtatya fevau
ST EATIT T ST, Sreie:-

“fFeroquy — STgt a9y FAuT<RaT HEdT STer TRfere 3 F EfHaer F FE wEa AT 3T § SR

9 9¥ 397 % 39 fafqamms wifesrr g, 5w =899 1@ sirafer & srqaea G o, femw &=
o 3T 2, Fgt wd ® 99 FAuThar sreaae o6 S i sraeaswar 98t gt e 39 JrHat #,
et forfea & fafafae e sifaferfea & 72 2 1)

[T. . Ta9.11035/289/2015-2F T & 1]
Frad AT AT, HAH A=

feroqur: qo fF=w, e % s § SAfeeEET |, U6.28-10/45-t= (1), aE 21 vy, 1945

FTT SERTTT foh 10 o ofie 39H sifqw gemee srferg=T €. ar.%1.f9. 918 (1) arita 30/11/2015
ARBENRCRERIRIDIR I

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 6th January, 2016

G.S.R. 11(E).—The following draft rules further to amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by section 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after 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
forty-five days from the date on which the copies of the Gazette of India containing these draft rules are
made available to the public.
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The objections and suggestions which may be received from any person with respect to the said

draft rules 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 Bhawan,
New Delhi- 110011.

1.

Draft rules

(1) These rules may be called the Drugs and Cosmetics (9™ Amendment) Rules, 2016.
(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, (hereinafter referred to as the said rules), in rule 122DA,

3.

in sub-rule (3), before the Explanation, the following sub-rule shall be inserted, namely:-

“(4) No permission for conduct of clinical trial intended for academic purposes in respect of
approved drug formulation shall be required for any new indication or new route of
administration or new dose or new dosage form where,-

(a)  the trial is approved by the Ethics Committee; and
(b)  subject to the provisions of sub-rule (5), the data generated is not intended for
submission to the licensing authority.

(5) The Ethics Committee shall however inform the licensing authority about the cases
approved by it and also about cases where there could be an overlap between the clinical trials
for academic and regulatory purposes and where the said authority does not convey its
comments to the Ethics Committee within a period of thirty days from the date of receipt of
communication from the Ethics Committee, it shall be presumed that no permission from the
licensing authority is required.”.

In Schedule Y to the said rules, in Appendix I, in item 4, after sub-item 4.8, the following note
shall be inserted, namely:-

“Note.- Where data on animal toxicity as per the specification of Appendix III has been
submitted and the same has been considered by the regulatory authority of the country which
had earlier approved the drug, the animal toxicity studies shall not be required to be conducted
in India except in cases where there are specific concerns recorded in writing.”.

[F. No. X.11035/289/2015-DFQC]
K. L. SHARMA, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1)

dated 21% December, 1945 and last amended vide notification number GSR 918(E) dated
30.11.2015.
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