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1. %11 826(3r).—3TTd 3T THTLT R FaW, 1945 T 3T HeMeT Fed & oIy Siufe ¥
T R SAtaaw, 1940 (1940 F1 23) it ar 33 & AT qiod & 12 g0 FATIET
Fiaaa Ay AT TRt % FETEs 3T I Fed T HATAd, FATE AT qREre wearor fasmr &
SrfereE=ET Heats a1 %109, 69 (1), aritE 3 w¥ady, 2015 gRT TaTird fohw 77 o, 39 9% 37 747
et | e S0 TATTAd g i HNTaT 8, I ATSEAAT o6 TSTTT hl ITAAT STAdT il IqA=H]
g & arira | Faretta faat &t srate & sfiav sre s gama et o o o

T TS i IFaAT AT 7 12 BEast, 2015 F1 STy FIT o TS off

3 I<h YT I8 9 STdT T A9 AT AT 9o q81 g0,

qd:, AT Feal T TLRTE, ST ST ToTe ey srferfa=w, 1940 (1940 =1 23) T &1 33 F
AT qIST G 12 FRT Y& ATRAT HT TN Fd gU, AT Tahed 1ol TATZHTL d18 & TIH Fe
& T, SUTer Sl s|re" qarnRit =23w, 1945 &7 3% Fearea #3d & oo Fefered F=a aardr

g, Fqq -
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1. (1) == ==t =7 "ferg 97w sirafer sfiv yaree arnft (araat gargs) =, 2015 21
(2) & TISTI | I TRTF T TG F T g |

2. sfrufer sfiw weTes arnit fam, 1945 (S =a# =0 q9=Tq 9ot 939 &gr 17 8) & fFaw
1229 o IUAIH (3) H, TACEHIOT o T q¥ Aol 1eq TR0 TET ST, A7 :

‘TSRO |t o TS o o -

() “FaTia TLTeA” daree WS fEsTETeHe (e sfasia St i ST Sost fast off 8) &7
AT R S/AT AATHT e /AT 7% A0S 7 AT Sf7/AT TATIHIAT ATLTRT FA
3297 WX AT g9 & U stishe wTed # gq " faw () # Rt 92 ot (sirater)
T AT HeqAT AT ¢ ;

(@) “ferea daTiae® TIeu” | Fle qaT=E T T g ST U Sfiute % agareeiy sirufy fowmg
& 9T o ®9 H HATod FohAT ST4T €,

(T) “SA=ITUTCHF T2 TS F AT g Uk 797 AT qcd AT IcATE Sl (=iehedT 3T T@dr
g ST 9ol H¥T AoT U GITerd Fgl RT3 B,

() “FAT TETAE T F AT g e e § a9 gard S REt darieed aier |
TSI & T9ATq =4 AT & 19 Ua sirufe & =7 § A Far srawarg 17|

3. S%a At ¥ {aw 122 =& &1 o R ST |

4. 3% FIwl & T &, & T=7 44 #, oftds ‘&, 72 sfufer w7 a= & =" F orefiq, 92 (10)
& TAT, iq § AeAferiaa 78 siq:eriua oy o, stiq —

“(11) T TETEAE Iod i fered Aarfve e —

(F) STTTEH T L0 a9 JL0T &1 RIIET
(@) FATATL T AT § faem =t s

(1) zoT ® srerey FfaheaT sareaeRar |”

5. 3#q (AFHT ¥, sqget 7 & aiforee 1§, 37 98 11.1 & qe=rq Aefated siqeafua &Har
STTUSTT, 77 -

“12. F9T TETEAE doa oY e deriFeE aheror—

12.1 Stfes =T fRgior a9 7215 F7 wEaT
12.2 FETAT it TaaT § fa=rme FiFar HdeT

12.3 297 H rereyy rfohcaT smaeg=rar I”

[T, &. TF.11014/4/2014-ST0HFIHT
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feoqor ;7@ A= T % TS 7 SAfeeEAT ' UE 28-10/45-1=(1), I 21 fTEaw, 1945
BT TTIOT f3rT 10 9 ST IaRT Sifa| Gomes ST & TS0, STETLTI, WH-II, §< 3,
SYEE (i) § A=A e 1AL, 558(3) i 17 Jars, 2015 T Fahree &am
ueill

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

NOTIFICATION
New Delhi, the 30th October, 2015

G.S.R. 826(E).—Whereas certain rules further to amend the Drugs and Cosmetics Rules, 1945, was published
vide notification of the Government of India in the Ministry of Health and Family Welfare, Department of Health and
Family Welfare vide number G.S.R. 69(E), dated the 3rd February, 2015, as required by Section 12 read with
Section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), inviting objections and suggestions from all persons
likely to be affected thereby before the expiry of a period of forty-five days from the date on which the copies of the
Official Gazette of the said notification were made available to the public;

And whereas copies of the Gazette were made available to the public on the 12th February, 2015;
And, whereas, no objections or suggestions were received from the public on the said rules;

Now, therefore, in exercise of the powers conferred by 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 (Seventh Amendment) Rules, 2015.
(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 principal rules), in rule 122 DA, in

sub-rule (3), for the Explanation, the following Explanation shall be substituted, namely:—
‘Explanation.—For the purposes of these rules,—

(a) “Clinical Trial” means a systematic study of any new drug(s) in human subject(s) to generate data for
discovering and/or verifying the clinical, pharmacological (including pharmacodynamic and
pharmacokinetic), and/or adverse effects with the objective of determining safety and/or efficacy of the
new drug;

(b) “Global Clinical Trial” means any clinical trial which is conducted as part of multi-national clinical
development of a drug;

(c) “Investigational New Drug” means a new chemical entity or a product having therapeutic indication but
which has never been tested earlier on human being;

(d) “New Chemical Entity” means an active substances in developmental stage which may be specified as a
drug under the Act, after undergoing any clinical trial.’.

3. In the said rules, rule 122 DAA shall be omitted.

4. In the said rules, in Schedule A, in Form 44, under the heading “A. Permission to market a new drug:”, after
item (10), the following items shall be inserted at the end, namely:—

“(11) New Chemical Entity and Global Clinical Trial-
(a) Assessment of risk versus benefit to the patients
(b) Innovation vis-a-vis existing therapeutic option

(c) Unmet medical need in the country.”
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5. Inthe said rules, in Schedule, in APPENDIX I, after sub-item 11.1, the following shall be inserted, namely:-
“12. New Chemical Entity and Global Clinical Trial:
12.1 Assessment of risk versus benefit to the patients
12.2 Innovation vis-a-vis existing therapeutic option

12.3 Unmet medical need in the country.”

[F. No. X.11014/4/2014-DFQC]
K. L. SHARMA, Jt. Secy.
Note : The principal rules were published in the Gazette of India vide notification No. F.28-10/45-H (1) dated

the 21st December, 1945 and last amended by notification published in the Gazette of India, Extraordinary,
Part II, Section 3, Sub-section (i), vide number GSR 558(E), dated the 17th July, 2015.
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