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T T TRATE FegTT HATAT
(FaTe=T iR IfRETR S fam)

I Ll

T2 faeett, 13 ST, 2022

ar.#[. 14(31).— 2 siufer siw darfas gdreror ffem, 2019 &7 Iy S "ened e & oy
HATT [FHT #7 9T, w6 yHtga el dftataad, 1940 (1940 &1 23) @it gmr 33 #it
IT-4TT (1) F a1y gfsa amer 12 &t IT-amT (1) F 127 77 sruferg, 9a aea & @y 07 9Rhaw
FATI HATAT (FATESA ST TRATE FHedTo f9mD) it Afeg=ar /. arF.[. 767(37), aa 27 sFav,
2021 g7 9T F TS, STETLROT, 907 1, g 3, 3u@s (i) § wriora f&rar wam on, e o9 adt
R &, TS ITE T9Tad g T HHTEET § 39 aRE ¥, ST 3F A= Aeafdy w arett
TSI T ST STHAT & Sqee H7 &F T2 off, Fqreiter a1 it srafer it a0t § 93 oA’ S g
EIEIECREAURI DR

ST, ITh TSTO st STt 27 FFaT, 2021 FT ST Hl 36 FIT &l 7% ff;

AT, SFq Il 9% AT ¥ YTH ATl T ATl U Fed gE g7 A= &7 o

AT &;

A A, Fexld LRI, AT ThATl GATRHE AIS § T FLA 6 GLAT, AT 3T TH18T
aredT srferfeae, 1940 (1940 FT 23) it &7 12 3T T 33 FRT Jacd AT T AR Fd g0, 75
STOTer Sii¥ AT TLreor 9w, 2019 FT i Herrge F3 & forg i = aardt g, stIiq—

1, (1) == =t =t "@ferg 7 7% sfofer sie qarfaes wieror ("eree) Faw, 2022 2

246 G1/2022 1)




2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

(2) ¥ TSI | Ik TRTTH T TG ol T9gd gl |
2. T2 ity sfiw derfas aheror ) 2019 ¥, = 2 % suf=aw (1) §, @ve (F) F STEve (v) H,
TEH TA” 9T5a1 o AT I “H AT &EH H cqo IcqT2” 541 I T@T S0 |
[FT. . TF.11014/12/2021-F=]
ST, AEIT %, AUS, HYFd q1=a

feoqur ;. o FEw, 9a F e #§ sfeeEET "@eiw aranE. 227(3), aE 19 |/, 2019 3T
TERTTAT R0 0 3w sifaw "errem srfesg=mT 5. 9r.#1.59. 605(3r), arda 31 s red, 2021 =T
Eaukiiel

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 13th January, 2022

G.S.R. 14(E).—Whereas a draft of certain rules further 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. 767(E), dated the 27" October, 2021, in the Gazette of India, Extraordinary,
Part Il, Section 3, Sub-section (i), inviting objections and suggestions from 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 containing the said notification were made available to the public;

And whereas, copies of the Gazette were made available to the public on 27" October, 2021;

And whereas, objections and suggestions received from the public on the said draft 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:—

1. (1) These rules may be called the New Drugs and Clinical Trials (Amendment) Rules, 2022.
(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 (w), in
sub-clause (v), for the words “stem cell derived product”, the words “cell or stem cell derived
product” shall be substituted.

[F. No. X.11014/12/2021-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 and last amended vide notification number
G.S.R. 605(E), dated the 31* August, 2021.
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