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e 3T TR Fe AT §HA T
(FaTe= i afE Fearor fasm)
st
7% feeedt, 15 w14, 2017

qr.H1.1. 250(37).—rafer =i yETae aradt fEw, 1945 &7 Y genae FvA F forw wfawer At
T YTET SOfer 3 Joree et Afafaam, 1940 (1940 =1 23) #it 9T 12 &Y arer 33 #iT SAUeATgq™
WTEA o ST, FETLTIT, 91 2, @ 3, IUEE (i), aE 17 S9a<T, 2017 H TRTT AT TR1 o Tqreey
T qETT FEATT HATAT (FATET T TRATE FeqTor fasm) #i srfeeg=mr €. arFn[. 44(s7), aira 17
STEET, 2017 FTRT TaRTierd o s o fSrees g 3+ @t safeat 7, e 3@ garfed g & §91eT 8,
I A |, T 3 STTER=aT aTer 9Ia % TSI 67 At Sar 1 3uesy F3T of T8 o, e g
STater T TR T @ AT AT GATT R (7 TT ¥,

S 3<% TSI T AT STTaT 7 AT 17 S99, 2017 7 Iqee T &f 7% off |
SIY gl TR GIT S (AAHT o Ha el | a1 & YTH ey ofiT gral a7 fa=m Gy w@r g |

A2, A, Fral T TCHTT, ST ST FaTee qrady sferfa=a, 1940 (1940 FT 23) ¥ €T 12 < &M=
33 % AT ATT<RAT T TN FIA U, ST THA 0] TATEHIE AT & THI FIA % TAT, ST ST T8
qIRfT =W, 1945 FT i Hered F3 & forg Aefertad Faw a=rd g, stata-

1. (1) == Rt 1 "term qrr arafer s e arnly (ar=at gerae) FEm, 2017 21
(2) T TSI | TeRT T ATEE AT T B |

2. ATOTEr 3 y\Tae AT FEw, 1945 F 9w 3% F Iutay (8) ¥ @ (W) # e (5) i 399 "atad
stateat & ere 1= efaiad sia:enfua B s, sei-
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“(6) USITEH ST gTHIA, -
() TR (FHhTE 37 fawifade);
(T) =TAT FIRITRE TS (T=.5T.5);
(1) TTHET HATTIEA TSI (TH.UHST) |
(7) Stramo-seet S, S -
Sferera wferde [0 (. 87.5.) St |
(8) Faromop-ierefY i, Sy -
(F) S T =T ae,
(@) St qFa T T,
(3T) TRV Haew YT TRt 17
[T, /. T.-11018/2/2016-31.7%.F €T ]
Fead AT STHI, HIH A=

feoqur ; go R T % TS # AfeEET €. U.28-10/45-t= (1), arE 21 faEwEw, 1945 gy wEtea
TR0 T o oY 3 sifaw "errere stfang=eT €. |rar[. 103(3r), ardie 02 weast, 2017 g
T T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 15" March, 2017

G.S.R. 250(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945 was published as required by section 12 and 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. 44(E), dated the 17" January, 2017, published in the Gazette of
India, Extraordinary, Part II, Section 3, Sub-section (i), dated the 17® January, 2017, inviting objections and
suggestions from persons likely to be affected thereby before the expiry of a period of thirty 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 17" January, 2017;

And whereas objections and suggestions received from the public on the said rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred under 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 Drugs and Cosmetics Rules, 1945,
namely:—

1. (1) These rules may be called the Drugs and Cosmetics (5™ Amendment) Rules, 2017.
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in rule 3A, in sub-rule (8), in clause (b), after item (5) and
the entries relating thereto, the following shall be inserted, namely:-

“(6) Enzyme and Hormones such as-
(a) Streptokinase (Natural and Recombinant);

(b) Human Chorionic Gonadotropin (hCG);
(c) Human Menopausal Gonadotropin (hMG).
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(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 Official Gazette vide notification number F.28-10/45-H (1),
dated the 21st December, 1945 and last amended vide notification number G.S.R. 103 (E) dated the
02nd February, 2017.
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