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Y Te YRETT T HATe
(FTe=y g yRET Femr )
Ffer=T
7% feeett, 26 w2adT, 2019

qr.&r.fA. 153(3r).—snutedr s sarae araft =, 1945 7 37 Gerred #e & forg swftaqua Faat
T ITET, STOTE S Taqree aradT stfarf==ra, 1940 (1940 =T 23) T &=T 12 FT ITLTT (1) A< &amT 33 #FT
STHTT (1) T ATATTHT AT 6 TSI, FATT, 90 11, G 3, IT-G2 (i) § A L1 & ey 37
TRa™ FAT §AET (T 3T ARER Fwedror fawmn) & stfeg=er |, aranf[. 1190(), aria
10 faEaT, 2018 gIT WRItAa o 1T o, e I T 29tnat &, S T8 To1ed gid il §9EAT 8, 59
TR o, SHr 37 ATSg=AT F SAeqids FLd ATl TSI il TAAT TTETIET IqAeel FLe Te T,
39 o it srater & S| & T4, SO Sl A A= 60 0 o,

ST, TR TSI ht it star 1 10 feEw, 2018 Fr Iuersey w2y af % off;

ST, g T G S MIAT 9 A= e % forw Sear & S s f=r 31 92311 a1 78l g0 &,

A AT, AT TLHRIL, ST T Jore= Tt srfaf=m, 1940 (1940 7 23) ¥ T 12 ¥ &7
33 & 1T Taed ARRAT T TANT FId U, AT Tohe 1ol HATZHIL Al F TAL FA o T9ATL A 3T
TETE ATRAT STferfe=m, 1945 7 i |@elted #we & foru Aeforfea o sardt 8, staiq—

1. (1) == =t &1 |fery 7 arafer siv sEree |rndt (3 were) e, 2019 71
(2) T TISTI H ITeh TRTAA =l ATLE Hl T gl

2. Sufer ST yoTee ARl M 1945 €, o EET ST % siq H Haw fooIvr & IRT 4 % 99
Aeferfera e siaenfua R s, st -
°5. = FIHl | T A SAfag Iid gU A, A & TS0, FHTIR F AW-11, E2-3, 3-8 (i) |
TRITATT A 23 974, 2018 T AT 1Y, TATES Y TATE Fed 0 WA il SATg=T dedr
ATFLA. 277(30) F T FH FEAT 538 T HH GE&AT 551 T H oTiue A&y strafey i arad
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7w 65 3T R9w 97 % Iy, = ATGFAAT T giF Hf g o I°H i 31 |71+, 2019 F¥
FHTCA I ATCAT STATE T TAT=@eh AT T T 3T TTAT AAard gt 1”1
[1. &. T, 11014/14/2017 —ST3muH]
ST, AEIT o AU, HFT qa
feoqur : q= e srferg=ET Tt U.28-10/45-1= (1), T 21 fREwa, 1945 ERT 9°T & 9" |

TR T T o 7 STfeRg=eT ST anaLia 47(3), e 25 S=add, 2019 3T faq aw
Tonrfera fohu w9

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
10® 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:

“5. 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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