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ey R IRER F T §AT9 T
(Fameey ST aRam Fearor fasm)

St
T RReelt, 18 s, 2022

&L 21, (30).— dAfd i darEE afeor e, 2019 F1 o siT Heew w1 & o
wtaaa et &1 yrew, st siv yarae arady srferfeaw, 1940 (1940 =t 23) it & 33 it 37T (1)
F T ITST 41T 12 ¥ ITLTT (1) F N7 7T srufera, Iea gwhte & ey i gRA Fedor 47
(FATEIT T TRATT FedTor AT HF STfg=ar 9. ar.F1.5. 524(37), T 2307, 2021 T 9T &
TSI, AT, IRT 2, G2 3, 39@e (i) § wawriera o w3 o, e 39 a9l satran &, s s
TATTT I ol SATAT & S9 A o, FSaadl 3%a ATSEET Teaa® e areil TS9O il Tadi SodT &l
SIS FAT AT T2 ofF, TATA (A7 6T STATE 6 ATHTT & g A&T Sl TATT AT [0 T 2,

Y, ITF T 6T IIAaT 2371, 2021 T AT T IqAH FIT &F s of;

3T, I =T O AT | ITH SAEOT Y ATAT UL Feai T qERT FT (69T w o T g
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A AT, Frald TCHRTE, OIS T wored araydT stfarfe=w, 1940 (1940 FT 23) ¥ & 12 3T
T 33 FTT Tacd ARl FT TART FTd gU, A0 Thd e HATahlT als | THY FIA 6 9997, 75
sirorfer s AT Tt A, 2019 &1 Hened F:3 & fory Meforfeg Faw aqm §, 3 —

(1) == =T &1 "@ferg ar 92 sfrafer sfiw Aariae qLreror (FET Heye) A, 2022 21
(2) T TSI § 3ok TRT l AL Hl TIT g
2. T2 #ufd S dare 9ew Haw, 2019 (RE =896 280 TG 490 (Hg87 Fgl o) H,
= 2 % 3aaw (1) 9, @€ (3) & T47q, Mereied @< siq:eamiaa B ST, seid—
“( %) “Faifia T wifemrr & fad 17 % 9w (1) F i artafRa s sfssa
&
1. g7 Faw #8 &1 SIeHT % ¥=7 €1.27.-03 #,—
(F) T 1 H,—
() Faifa i aeat w "t TSE T aieEmE el § giaedra B
ST ;
(i) “F FafRTw=” ersat &1 &9 T ST,
(@) “Arafate wrfawor” ereat & o u¥ Ryt Tomdeeor afae” geal T 1@ ST
[®7.5. Ta. 11014/13/2021—=317]
T, AFEIT * AUST, §YFT 9=

feoqur- g7 W, 9a F Tes § afegEar e anan[. 227(3), 9 19 |91+, 2019 3T
TERTTAT FohT T &7 sifaw o< stferg=eT /. an.#.[. 14(3h), I 13 SEasr, 2022 g7 et
fa )

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

New Delhi, the 18" January, 2022

G.S.R.21(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. 524(E),
dated the 2™ August, 2021, in the Gazette of India, Extraordinary, Part 1l, 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 2" August, 2021;

And whereas, objections and suggestions received from the public on the said rules have been
considered by the Central Government;
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Now, therefore, in exercise of the powers conferred by 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.

Note:

(1) These rules may be called the New Drugs and Clinical Trials (2" Amendment) Rules, 2022.
(2) They shall come into force on the date of their publication in the Official Gazette.

In the New Drugs and Clinical Trials Rules, 2019 (hereafter referred to as the principal rules), in
rule 2, in sub-rule(1), after clause (l), the following clause shall be inserted, namely:—

“(la) “Designated Registration Authority” means the authority designated under sub-rule (1) of rule
17,7

In the principal rules, in Eighth Schedule, in Form CT-03,—
(@) Inparal,—

(i)  for the words, “The designated authority”, the words “The Designated Registration
Authority” shall be substituted;

(if)  the words, “Regulation of”, shall be omitted,;

(b) For the words, “Central Licensing Authority”, the words ‘“Designated Registration
Authority” shall be substituted.

[F.No. X.11014/13/2021-DR]
DR. MANDEEP K BHANDARI, Jt. Secy.

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 No. G.S.R. 14(E), dated the 13"
January, 2022.
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