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ey R qRER T WA
(T R afRETR Fearor W)

FfegEaT
< faoett, 16 7T, 2016
r.&f. 313(3).—uter sie smras arft |, 1945 &7 sfiY "arge e & forw
wfaua Faet &1 yreT siufer sie yorae qrndt sfataam, 1940 (1940 71 23) &t 4y 12 3i7
T 33 T ATATIHTE AT h TSI, FETATI, AT 10, @< 3, ITEE (i), aIE 6 F9a<t, 2016 &
THTTAT TG FEHT F TATE AT TRATT Fod o7 FATAT (FATET A IHaTe Fearor fasmr) £
Sfe=eT /. |7, F1. . 11(37), T 6 STa<T, 2016 FIT TH9a 6T 2 =47 Srees grer 39 asft
<t &, e 39 wwrtead g &t §9TeET 8, 39 a7, et 3<6 Afee=ET arer 9 &
TS it ITAAT STar & IqAsy FT o&F T off, Garette fam i safer f qurfy @ @ ey s

TATT AR 00T T 2,
ST TS T ITqd ST 7 arE 06.01.2016 FT ITeTey T &7 TS off |

AT Fe T AYHY GIT 36 (MFAN & Hael § SAa1 § I AeAqi i gAEat o2 fF=m By
TATE |

Aq:, AT, heald TLHTL, AT AT yare Gt srferfaay, 1940 (1940 =T 23) &t T 12
AT GTRT 33 o STl ARl T TART FXd gU, ST Tl TATZHIT aTS | TIHET FLA 6 T,

Srafer oY yETee aTadt [=EH, 1945 F7 &Y dengs Fwd & foru Meferfed Faw aardt 8, ;-
1. (1) = TH=wt 1 gferg am sirafer i yaras arRft (g geree) H=w, 2016 2
(2) T TSTIS | THTAT il ATE &l TG g |
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2. drgfer =i yeTas araft faw, 1945 (g =98 T8+ T 3<% a9 #2717 8) & Faw
12299 & IIHAR (3) F TATH 3T TEE § @ Haferied IqIH dq:eraa fhar s,
FAT(-

“(4) st sty AR & amaa Sefors st * oo srefaa qarfas adteor %
H=Ted & forw et 9u Aed™ a1 90U YSE-AR 91 92 9T A7 90 4760 €9 F o #w6E Aq9 T
(F) AT A= T FIRT AT §; 3T

(@) ST (5) & ISl % el g gu, dA FFar 3T STeT SqATae ITfee v Teqa
T ST & forw srerfaa /g1 8 1

(5) AT =TT AT, SATATAT ATIEHRTLN T IHb FIRT ATHMGd ATHAT 6 1L H 3T UH
AT % 9T H, g qeafor i At vt & oo darfas adean & = sfqety ar
TEHAT g, o B T STl Sh TAHET A= AT F TGAAT IF g hf arg & o9 o &
safe & Hae A= qEtd w suer feoaforT gf=a 981 F3ar § a8 T8 ST & Srust
LTI TTAFTL & AT AT AT Aal g 17

3. I HuHT #F sqgHt W H, aRfaw 1 # w7 4 #, 37w 4.8 F AT Mwtetad feoaw
EERCIECRER IS IR

“feoqur gt w9 feraTehar Heeft srer aRfare 3 & fafacer & sram weqa T 7 § e

SH U 390 & 39 AfAamEE srteet g, e T899 9@ sty 1 sqHEd A o, fFEw w6

o 73T ¢, Fgr wRa # ug) AR sreaae R ST AT sraedend T qal gt FaT 39 ATHAT *,
et forfeaa @ fafafae e stfaforfea & 72 2 1)

[T, . Ta.11035/289/2015-31. 0% . T ]

Fead AT T, HIH T

feoqur: 7@ fAaw, wed & Terae # sAfeEET 9. U.28-10/45-t= (1), atE 21 faaway, 1945

FTRT TG 30 0 o Sfie 39 sifaw "erge stferg@=aT €. ar.%1.4. 287(37) a¢ra 08.03.2016
HRRENGERERIE RN

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 16th March, 2016

G.S.R. 313(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945, was published, as required by section 12 read with 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. 11(E), dated the 6h January, 2016, published in
the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), dated the 6" J anuary, 2016, inviting
objections and suggestions from persons likely to be affected thereby before the expiry of a period of forty
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five 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 Gazette were made available to the public on 06.01.2016;

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 under section 12 read with section 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 and Cosmetics
Rules, 1945, namely:-

1.(1) These rules may be called the Drugs and Cosmetics (Second Amendment) Rules, 2016.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), in rule 122 DA,
after sub-rule (3), before the Explanation, the following 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 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 trial 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.”.

3. 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 the data on animal toxicity as per the specifications 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 287(E) dated 08.03.2016.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.



