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QT T IRET FTT HATAT
(TaTey W giRETT serr famn)

Ffer=aT
T2 faeety, 7 fomwaw, 2018

qr. &1, 1185(37).—siofar ST yaTe At A2, 1945 F7 3T Feea™ w37 & (o wiaa =t
F fmtorfaa yrew, 9 g 3R Ot qorhl GadTghe are & qaae T SHutd i Joree aradt
srferfaare, 1940 (23 F 1940) T T 12 7Y LT 33 FTT Y& RRAT T TINT F2d §U, TEF g1 AT
B AT FWTAAT aTel THT SATRAT 0 AR & o0 THRILAT HAT a1 8 Sl U@ 997 &f STl § 4
TFT ITET | 92 39 e | Aq7q oA it a3 fer qaured g e AT 39F a1 A= R s e i
I T ITET 9T aTer 9Tea o Tora= i AG=T STdT F STAsY FITS SITUA

FF T T ITAH (AT Tare % Sae el AT =i<h ¥ 9T g arell sl ofiT AT 97
IEESER IS

srafrET S g, Afs w1 g, a7 oaw ata (ufd), w=mreen s afEe s §are, qed
TR, FET H, 4141, <7 &, F|to qo=1, 98 fGwet - 110011 7 s@fua e smo st drugsdiv-
mohfw@gov.in 9% 2-T T ST

ey e
1. (1) == F=at = sirafer s e |l (e Terrer) A=, 2018 wgr ST
(2) o 7 sferrTe ot § Tk sifa| wehtere Y AT iy woTeET g
e sfiT ST ardt w1945 ¥ = 97 F e M=terfea e et s

“98 Fiaua srafy F forw M=w 96 sfiw 97 &1 smenfea srqyanT.- == A=t § 35 «ff AR g9 &
JTAE, AT 6 TSI, FHTER & qE-11, Be-3, IT-T< (|) § TR faarh 26 o791, 2018 #ir
W 1Y, e Ud qE Feare Jarad £ sAfeg=mr d@ear arar.f[A. 408(sr) F Areaw &

7174 GI/2018 (1)



2 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

fafaee dafer #it swentera =1 stfafvea staemd, ST S /9@ g1, =9 Sfee=aT & I9Ta § o &
T T IS 3 31 |14, 2019 T TATST i FTAT AT TF TA>meh A&TC G g 37T IEH
ToATd AT Z |

[T, . T, 11014/06/2016 ~Soserge]
=F. AT o AT, He whe

feoqur: g7 = stfrg=@T " U%.28-10/45-t= (1), ariE 21 fagw@w, 1945 30T 97T & TOo9T §
EENITIC IR Ea ) D | Cl o e U A OO (), AEG o FT SfaT 9%
HeTrteaa o 1w o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 7th December, 2018

G.S.R. 1185(E).—The following draft of certain rules further to amend Drugs and Cosmetic 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 information of all persons likely to be affected thereby, and notice is
hereby given that said draft rules will be taken into consideration on or after the expiry of a period of seven
days from the date on which copies of the Gazette of India containing these draft rules are made available to
the public.

Objections and suggestions which may be received from any person within the period specified
above will be considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of
Health and Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan,
New Delhi — 110011 or emailed at drugs div-mohfw @gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (.............. Amendment) Rules, 2018.
(2) They shall come into force on the date their final publication in the Official Gazette.
2. In the Drugs and Cosmetics Rules, 1945 after rule 97 the following rule shall be inserted, namely:-

“ 98 Modified application of Rule 96 and 97 for certain period.- Notwithstanding anything contained
in these rules the modified or additional requirements of labelling as the case may be specified vide
Notification of the Government of India, Ministry of Health and Family Welfare number G.S.R.
408(E) dated the 26™ April, 2018 published in Part II, Section 3, Sub-section (i) of the Gazette of
India, Extraordinary, shall be on voluntary basis for a period commencing on the day this notification
shall come into force and ending on the 31* March, 2019 and thereafter shall be mandatory.”.

[F. No. X-11014/6/2016-DFQC]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The principal rules were published in the Gazette of India vide notification number F.28-10/45-H (1),
dated 21¥ December, 1945 and last amended vide notification number G.S.R. ....(E) dated.............
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