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Ty 37 URET FegTor HATe T
(FaTeT 3R afETe ST faremT)

St
T2 feeett, 17 Sta<, 2017

qT.FT.. 44(37).—siofdr sfiT yoTed arRft 2w, 1945 &7 ST F9reg" F3 & o0 FwfaaT
it 71 Faferfa =, o9 Fesa TR #T, SOt i | aradt St e, 1940 (1940
FT 23) T G712 ¥ T 33 FIT T ARAT FT TINT Fd gU, ST Tohet o0l AR A1E &
TITHET FIA o THTA, ST AT TEAT 5, S =T 12 T ITLRT (1) T gmer 33 i 394 (1) F°
AUATET 39 a1 ARRAT At TR & forw yartera frar smar g, S+ 399 garfaa g i
TATAAT § AT Tg AT &F AT o6 376 TT=T FF87 92 39 arire &, SrEer =1y F=4t arer
AL o TSIl TIAAT STHAT T IqAsel FIT &F SATAT 5, o (o il rafer it FAIE 92 AT 396

et o= o s,

UH STAT T qATE, A Fle g, @< gt (3ule), @reeT iz TRan Fear #37ed,
AT T 414-1, <Y &1, fAmior wee, 92 fReeft-110011 1 97 A7 9 € |

Fea T TEARTE FIET UH ATl i gATEl 9%, ST 36 IT=q =i & #@ag § gux Gfafds
srater & e et =t & s gt A= o s |
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1. ferg am 3T yRw.—(1) = FRawt & "ferg ar oiwfyr o ymre et (e )
e, 2017 21
(2) T TSIF § ITh ATAT TRTOH T AT T TG B |

2. SrOter ST yoTe Ay A=, 1945 % Faw 3% % Iufaaw (8) F @S (@) ¥ He (5) 3%
IH Fated Eatedt & s 97 Feferted saeatea BT S, seri-

“(6) TSATEH i FHIA, -
(F) TR AT (AGfRtF s fawifade);
(T) TTAT FIATAE TAS TSI (TH.HTS);
(T) TTAT FAIIEA TSI (TH.THST) |
(7) StraTo-gaet Fat, S —
I Fierde T (F1.H7.5.) Foi |
(8) FaruTu-wiarelt AT, ST —

(F) ST T GET S,
(@) shfaa aqFa s Ja,
(3T) FITRHT FAeT Tt i |”

[T, &. T-11018/2/2016-31.0%.F.91]
Frad AT 9THT, HIaF a4
fooqur © g {9\ 9=a & o9 H, AfegEeT § U, 28-10/45-t=(1), ava 21 fGEwEw, 1945

T Tt 0 T o sfiw S Sffay "oy wr.aAn.AL 1041(37), aE 4 9T, 2016
EESRERIKIDIE

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 17th January, 2017

G.S.R 44E).—The following draft of certain rules further to ameethe Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to makexaénaise of the powers conferred by sections 123hdf the Drugs
and Cosmetics Act, 1940 (23 of 1940), after comsiolh with the Drugs Technical Advisory Board, exdéby published
as required by sub-section (1) the said sectioant?sub-section (1) of section 33 for informatidralbpersons likely to
be affected thereby; and notice is hereby giveh tte said draft rules will be taken into considiera on or after the
expiry of a period of thirty days from the datewhich the copies of the Official Gazette containihgse draft rules are
made available to the public;

Obijections and suggestions, if any, may be adddegséhe Under Secretary (Drugs), Ministry of Headind
Family Welfare, Government of India, Room No0.414BAWing, Nirman Bhawan, New Delhi- 110011;
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The objections and suggestions which may be reddingen any person with respect to the said draft
rules within the period specified above, will bensimlered by the Central Government.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosséti Amendment) Rules, 2017.

(2) They shall come into force on the date of tfieal publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in rule iBAsub-rule (8), in clause (b), after item (5) a&hd
entries relating thereto, the following shall beerted, namely:-
“(6) Enzyme and Hormones such as-

(a) Streptokinase (Natural and Recombinant);

(b) Human Chorionic Gonadotropin (hCG);

(c) Human Menopausal Gonadotropin (hMG).
(7) Bacterial vaccine such as-

(a) Bacillus Calmette-Guerin (BCG) vaccine.
(8) Viral vaccines such as-

(a) Live attenuated Measles vaccine;

(b) Live attenuated Rubella vaccine;

(c) Cell culture Rabies vaccine.”.

[F. No. A.-11018/2/2016-DFQC]
K. L. SHARMA, Jt. Secy.

Note : The principal rules were published in the Gazettedia vide notification No. F.28-10/45-H (1), edlt
the 21st December, 1945 and last amended videaaditiin number G.S.R. 1041(E), dated 4.11.2016.
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