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Tr.#1.. 99(37).—S e Sfiw =T gdreor A=, 2019 &1 "qemve F % forw wfaua Fagt
F wferfea yrew, S e aeaTe sHufd Tae el TATEHRTT a1 & qTHel & SHuter 3T THree aray
At aw, 1940 (23  1940) Fit gTer 12 T ITTT (1) T 91T 33 FT ITETT (1) FIT TaT ATRAT FT
TART FXd gU, THH GIT TATIAT I ol SATAAT aTed T ATHRIT 1 SITAHT o6 o7 FHTrT o Sirar &
T TAETT AT &1 STt g 7o I 91T s 92 39 e | dag &t 6t qafsr qureq g a2 a1 396
are A= fFrar o e ardeg & 3=yt (Rt e g F Tt i afamt s=ar Y Suesy S

ST
Feal T TR FIT 9 AAfes safer & sfiae et o =t & 9T g arett st sfie
TATAT 9¥ FF=me B st

AT ST qATE, AR FIT g, aF Ta7 gi=g, (3uter), Tamesy sfiv TRaw Fedr §3A1e, e
AT, FAT |, 434, =t &, 900 wa=q, 92 f&eett - 110011 &7 eRfua &7ar SiTo st=r&ar drugsdiv-
mohfw@gov.in % -7« #FT 10|
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EIECAERE ]
1. (1) == Rt &7 72 sfrotfer si darfae adetor (... q@ere) e, 2021 Fgr ST
(2) T e oot § Ten sifaw werters it ardE i ware g

2. T2 ol =i darfEe aderer Fay, 2019 §, R 2 % sufqaw (1) §, 9ve () §, “ders anr
9TeaT 3 TAT AT “BT AT AT 2 HAeTIoTeHs TH1" 9reai & Tl “AT fAearoorens wRr sreat
7 orTiaer foaT ST |

[®7.5. TFT.11014/1/2021-37317]
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feroqor: g Am srfergmmT 50 |r.a.[. 227(3), ard@: 19 9T+, 2019 F q8d ST eI § YT
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 5th February, 2021

G.S.R. 99(E).—The following draft of certain rules further to amend the New Drugs and Clinical Trials
Rules, 2019 which the Central Government proposes to make, in exercise of the powers conferred by sub-section (1)
of section 12 and sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) and in consultation
with the Drugs Technical Advisory Board is hereby published for information of all persons likely to be affected
thereby and notice is hereby given that the said draft rules shall be taken into consideration on or after the expiry of a
period of fifteen days from the date on which the copies of the Gazette of India containing these draft rules are made
available to public;

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 434, A Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw @ gov.in.

DRAFT RULES

1. (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 final 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), after the
words, ‘clinical part’ and before the words, ‘or for both’, the words, ‘or analytical part’ shall be
inserted.

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

Dr. MANDEEP K. BHANDARLI, 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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