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@y Ud qRER ST §ATe
(FTe=g T g Fegmr )
st
7% faeedt, 26 wEasY, 2019

ar.#1.fR. 153(31).—rwfer i o arnRft =m, 1945 #7 fi¥ Geres F3 & forg wfaay [t
T ITRY, AT ST THTe ATy srfarf=aw, 1940 (1940 =7 23) it & 12 Ft ITLTT (1) 30T & 33 &t
STHTT (1) T ATATTHTE AT o TSI, ST, AT 11, G 3, IT-T (i) § AT T F TG AT
TRA™ FATT §AAT (FATEST 3T I Fearo o9 i sfegg=ar € aranE. 1190(37), ara
10 fe=aw, 2018 gy werierd oy o o, S| 37 ot safeat &, fSrer S99 warfag g it §97aET 8, 39
AE ¥, Sehr 3T ATag=aT fl A=qGg Fd qTell TSI sl AT STAATE0r 39eed Fars T2 o,
79 o T safer F s@ae & 0@, AT oY A A o T
ST, IFd TSI T AT STrat 7 10 fT5aw, 2018 =T Iuersey 2T &7 T off;
ST, Fedi ™ TR g1 39 AT 02 fa=m w2 3 forw stear & 1S sraf=y 31 g2 917 T8l gv g,
AA: A, FAGA LRI, AT S THTET AIRIT STTEEaw, 1940 (1940 FT 23) i g 12 3T g7
33 & eI Tacq ARRAT FT TAN FId Y, AT Tl TATEHIT Al F TIHL FIA 6 TLATT AT 37T
STETE ATHAT AT, 1945 77 ST /AT FA o (o0 AeAterterg Fae a9mdr g, a9iq—
1. (1) =7 s &7 fer 7 ot $iw yo e qaunRit (|7 gengd) e, 2019 21
(2) T TSI H ITeh THRTI %0l AT Tl I g |
2. SO S yETaT AR FEw 1945 #, o EHAT W F od H "@ad T F T 4 F oA
et iy sia:erfaa frar s, saia-
°5. = el # g ot siafde gra gu o, 9a & T, FEEN & AEl-11, 92-3, 3-8 () §
TERTTAT qTrE 23 |74, 2018 T AT AL, TATEST 3T TRATE Fed 0 HATAT *hl ATEAAT HE&AT
AT, 277(37) F T FH H@eAT 538 ¥ wH HEAT 551 I H artae Ay sttt i araq
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A9 65 &i¥ M=\ 97 & IUaY, TH ATLAAT I gl arE F A 3fiT 31 7714, 2019 [
THTCA I ATAT AT T TA oo AT T GIT S TTETd ATaTd T 1)

[T, . T 11014/14/2017 ~Srsme0H]
TT. AEIT o USTI, HYFT qaa
feoqur © g= e sfeeg=mT Sear U.28-10/45-t= (1), aiE 21 REwa, 1945 FRT 9R°A & o4 §

TR R0 T o 37 srferg=eT "@eaT arFn e 47(3), ai 25 S9ad, 2019 g oy an
Herara R T o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 26th February, 2019

G.S.R. 153(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules,
1945 was published as required under sub-section(1) of section 12 and sub-section (1) of 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. 1190(E), dated the
o™ December, 2018, in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), inviting
objections and suggestions from persons likely to be affected thereby, before the expiry of a period of ten 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 said Official Gazette were made available to the public on the
10™ December, 2018;

And whereas, no objections or suggestions were received from the public on the said rules for
consideration by the Central Government;

Now, therefore, in exercise of the powers conferred under sections 12 and 33 of the Drugs and
Cosmetics Act, 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 (Fourth Amendment) Rules, 2019.
(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 the Schedule H, in the note appended thereto, after
paragraph 4, the following paragraph shall be inserted, namely:—

“S. Notwithstanding anything contained in these rules, the provisions of rule 65 and rule 97 in
respect of drugs specified from serial number 538 to serial number 551 inserted vide
Notification number G.S.R. 277(E), dated 23 March, 2018 published in the Gazette of India,
Extraordinary, Part II, Section (3), Sub-section (i) shall be on voluntary basis for a period
commencing on the day on which this notification shall come into force and ending on the
31% March, 2019 and thereafter shall be mandatory.”.

[F. No. X. 11014/14/2017-DRS]
Dr. MANDEEP K BHANDAR]I, Jt. Secy.

Note : The principal rules were published in the official gazette vide notification number F.28-10/45-H (1),
dated the 21* December, 1945 and last amended vide notification number G.S.R. 47(E), dated the
25" January, 2019.
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