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T 3T TRATT FITT HATAT
(TaTe=T SR TfRETR e famT)

I Ll
TS faoett, 27 eFqEv, 2021

ar.F[. 767(31).—72 siufar iz derfas aheror ffem, 2019 &1 o F39 F forw s
et o Ao s, RO e T9FTe SHute aae el TATgHhTE a1 o Terel F sirwfer oY yara«
Tt wferfe, 1940 (23 % 1940) #¥ 6T 12 &7 SUawT (1) ¥ 4T 33 F ITERT (1) FT wET
AIT<RAT T AT FTd gU, THE FIT TATIAT B 20l HATAAT AT THT SATHAT T TR & (7T TRTIAT
FFaT SITaT § Sl TAgERT g9 & St g 6 3% YT e 9 39 ae & Tt fGAr i sEtg
THTST g 9% AT 3T a1 A= T o o/ a7 9 ST {9 arer 912 o Teraet it gfaar
STHAT T ITTeY FLTe STTUA;

TR LA T U AAEe sEfa & e BEr off =3 e ¥ 91 g arelt sl 7
AT 9% A= o ST,
AT ST AT, I3 s &f, T 1@< ai=g, (3fufer), Ty T 9 Fearor Jrad, 9d

e, FAO A, 434, @y f&w, [uir o swmw, 72 et - 110011 #v oeEfua GREm o Soo steem
drugsdiv-mohfw@gov.in 7% -7 #FT 1)

EIESERE R
1. (1) = =T =7 < Sirafer o Aaries 93reAv (... qerra) =9, 2021 F27 S|
(2) T s Toro | T W wehter i AT iy It g
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2. T2 Sy sfie A=r=e 9heer [FEw, 2019 ®, Few 2 ¥ su-fREw (1) # mue (@) F
39- GUE (V) H, “TEH A" a1 o AT I “HA AT TH H T AT eT5a1 &l T@T STTUATT |

[FT. . T%.11014/12/2021-S11]
TT. AET . AUSTL, Had qi=a

feoqur: g1 R srfergmeaT /. |n.Fr.. 227(3), ardE: 19 719, 2019 % e avawry T § e
T T Sl sifaw T stfergET /. 91.F. .. (31), AT , % srefie gonrtag 3w oy

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 27th October, 2021

G.S.R. 767(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 forty-five days from the date on which the copies of
the Gazette of India containing these draft rules are made available to public;

Obijections 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, C 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, under sub-rule (1), in clause (w), in
sub-clause (v), for the words “stem cell derived products”, 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. ......(E), dated .......
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