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e 3 TRET Fedmor G
(Fareey 3R TREr e )
I Ll
T2 foeett, 31 3T, 2021

qrar.[A. 605(37).—= Y =i darfas e Raw, 2019 1 Fered 7 F oo oo
=t = e, sty siw sTae wraaly srferfFay, 1940 (1940 =1 23) it ey 33 &t IY-amT (1) F AT
qfed & 12 FF IT-GTT (1) F T TAT-3(UTAT, AT TLH 6 FGTET ST TRATT FedT0T HATAT
(FATEST T qATE FHed o fasmT) i Afemg=eT &, |ar.Fn . 99(3r), aa 5 w¥asl, 2021 T 914 &
TSI, THTATIOT, 9T 11, G 3, IUE< (i) § THriora FBhar am om, e 39 adt =gt &, s a9
TATIT e T AHATEAT § 39 A &, et 3aq ATI==T dvaias Fd arel TsTa= i TIaaT STaar &l
IuTse T &1 T2 off, g oAt it srafer F sraeme ¥ uge ey siw g2 swta o o o,

3T, IF TS it IfaaT 5 wEadT, 2021 FT AT FT IqA FAT o TS off;
ST, 3 AT 9% STaT & ITH Sl S AE! 9 fex 1 a1 g1 =1 7 o T &;

dT: A, Fea T TLRTE, AT A yarae arady srfafa=m, 1940 (1940 =1 23) &t &m=T 12 3T
T 33 FTT Tacd ARAT HT TN FId g, SAUTer Tahelehl TR ale & qIHI FA 6 T4, 7%
Sirfer s ATt T Aaw, 2019 T FeNea F3 & forw Fefofad Faw aqrr §, a9iq-

(1) (1) == et = "t qm 72 sty si qarfas ol ("earem) e, 2021 21
(2) T TSI § 3ok THTLA Tl TG T TG g |
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(2) = sl i Fariaew aherer Ay, 2019 ¥, Faw 2 F sufaay (1) 9, @ve () ¥, "JerHs
T 27 AT AT 3T FAEooreas" ereal o T 9, "JaTiae® AN g7 a7 o anr g
IT ARTAH AT A ATHF" o8 TG AU

[®7.5. TFT.11014/1/2021 — S¥317]
ST, AEIT %, AUST, §YFd q1a

feoqur g Fem, 9 F TS § qfeeEET genid qran . 227(3), 9 19 91+, 2019 3T
CENITREAUE S i

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 31st August, 2021

G.S.R. 605(E).—Whereas a draft of certain rules to amend the New Drugs and Clinical Trials
Rules, 2019, was published as required by sub-section(1) of section 12 read with 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. 99 (E),
dated the 5™ February, 2021, in the Gazette of India, Extraordinary, Part II, 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 Gazette were made available to the public on 5" February, 2021;

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 and 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 New Drugs and Clinical
Trials Rules, 2019, namely:—

(D (1) These rules may be called the New Drugs and Clinical Trials (Amendment) Rules, 2021.
(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 rule 2, in sub-rule (1), in clause (g), for the
words “either clinical part or for both”, the words “either clinical part or analytical part or for both”
shall be substituted.

[F.No. X.11014/1/2021-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.
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