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Ay 3R IRaR Feamor JAET
(¥arFey vd IRER Fegror )
ety
as e, 14 Jam, 2014

ar. 1. @ 502(31).—3® 3R gwe @l @AgA, 1945 F1 3k W FRa & v Awafafaa
T fAgH, Sas ST R, R ik gurre wfAga, 1940 (1940 #1 23) #ir grT 12 30 R 33
GaNT Yecd ARFAAT FT FAT FIA §, AR ThAN FAEHR N § WHAY A & T4, T 1 TG
A g, 39 Tt afFaat f IEeEdY & Pv gwlta Fa sar &, Sad 39@ venfa @ & @smaer §
I a7 g § S ¥ F o3FT T Al wosw adiw @, O 3w gevd #@ogfawn, S aw
FftrgEar yFifla fir ST ¥, STar F sudey FA G St §, darehw T A owafr i gaa F gvEq
R AT STee

37d T Al & wew F qEfea AR el & e el e @ o smadt @ o, ol
¢ &, W FAT THER garT [Far frar sme,

AT AT gora A GG, FERT HR IRER FeAOr JAed, dRT WER, @A smw, ag fed-
110011 1 3R FaT s TS |

gy faas
1. 37 fAaY &1 w@igrea a3 sl wue aerel (emear @atus) @A, 2014 §
2. sitwfer 3R waruer | e, 1945 # -
@) g 96 A, 3ufAww (1) & Wz (xi) F Tvarq Arafaf@a @z a:rRa BFar sreen, raf-
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"(xiii) YA dFde @AY & d9w W w21 F @3 (@) & U Rl sgafta wfeed
ZaRT Yeod adieT 3wl e A FEaAr F AT Sean |

@ A9 1223, &, TOAFOT A T3 () § TH R AeAfai@a @ smeemn, 3raia:-

") weft e qeEAS AeaAw (r-DNA) 3ga siwferr sk woft 7 vy afeer yonfear s
et el sitwfer R & suafa FeFT gus & e st &, # a8 i e Sen Ra
a9 99 38 w21 & @3 (@) & gur oRenfa sqafta witsd qarr sy yiora @ e
T Y

[F1.9. UFH-11014/1/2014-Srohargs |

3TUT F. qUST, HYFA AiAT

feoqor : A e aRaE F ToaA A AftgEer wEwiw T 28-10/45-wE(1), ai@ 21 e, 1945 @RI
v e e & 3 anELf. 346(37) ai@ 21 #S, 2014 F@ART 39 3ifad WM fmar aw=w |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 14th July, 2014

G.S.R. 502(E).— The following draft rules further to amend the Drugs and Cosmetics Rules, 1945, which the
Central Government proposes to make, in exercise of the powers conferred by section 12 and section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory Board, is hereby published for the
information of all persons likely to be affected thereby, and the 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 the public;

The objections and suggestions which may be received from any person with respect to the said draft rules within
the period specified above, will be considered by the Central Government;

Objections and suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare,
Government of India, Nirman Bhawan, New Delhi- 110011.

Draft rules
1. These rules may be called the Drugs and Cosmetics (8th Amendment) Rules, 2014.
2. Inthe Drugs and Cosmetics Rules, 1945,-

(a) inrule 96, in sub-rule (1), after clause (xii), the following clause shall be inserted, namely:-
“(xiii) Every vaccine preparation shall bear on its label the number of the new drug permission
granted by the licensing authority as defined in clause (b) of rule 21

(b) inrule 122E, in the Explanation, for clause (i), the following shall be substituted, namely:-
“(i) All vaccines, recombinant DNA (r-DNA) derived drugs and all New Drug Delivery Systems
including modified release dosage forms of a drug formulation shall be deemed to be new drugs
unless certified otherwise by the licensing authority as defined in clause (b) of rule 21”.

[F. No. X-11014/1/2014-DFQC]
ARUN K. PANDA, Jt. Secy.

Note.- The principal rules were published in the Gazette of India, vide notification No. F. 28-10/45-H (1) dated the
21st December, 1945 and last amended vide notification number G.S.R. 346(E) dated 21st May, 2014.
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