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Qe 3R 7RER Feamor s
(FaTeey @i qfET weTor favmD)
Ffer=aT
7% feeely, 20 @1, 2019

aranfA. 231(s1).—Arafdr i yEres arnht e, 1945 #7 & "ot v F forw wtaer Rt
T ITET, AT S sare arsdy srferfaam, 1940 (1940 =1 23) Y e 12 &t Iu¢mer (1) sfiT g 33 &t
ITHTT (1) ST AATUTT, AT TR F TR 3T TETE FHdTo FITT (FFTEsT T 9T wagmor
faram) it srfergmmT &, ar.#n.[. 1185(s7), ardie 7 fasaw, 2018 31T AA TSI, SHTLT, 9 |, @<
3, 3uEe (i), # weriora &t 72 oft, red 37 st safeat @, S s g garfag g i gareEr g, 39
A &, OEET 3Fq ATSg=AT H FqTAE TSI T ITAAT ST Hl T8 FAs e AT, AT & 6T srater &
AT & T, ST ¥ AT g o T

e, T it wiaaT ST i 7 faeeEe, 2018 1 Suersy g I AT,

3liY, S (AT 2 STAaT § IS Al 3T ATET I Fea T Tt g o= e g,

AT T, el TEHTL, Ot T Jarerd arRft srferfa=s, 1940 (1940 %1 23) T & 12 3T &y
33 ST Wacd ATfhAl FT TIE FId gU, AT THAhl AR ale § TAL FIA & T9ATq, AT AT
ST ATHIAT sTferfeae, 1945 FT 3i7 Heves F3 & forg fAeforfea A aard 8, stata-

1. (1) == fF=et = wfered ar stroter si yemee arnit (FaT gerg) FEw, 2019 2
(2) T TSTIA | I THTE T AT AT T giv|

2. SAWter Y yETg AT AW, 1945 € FEw 97 F weATq Meteiea FEw sasertua T
STTUTT, ST —
“Q7%. FHAUT AT F o Haw 96 ¥ 97 =T ITTARA ATTTRT—
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= et & sfafde el ama % gra gu oft awa aeer, @y siw aRE searr gErers i
srferg=aT HeaT | A, 408(31) aTdiE 26 =%, 2018 Fr srfang=mT § Forfafafis Hfeeg w1 &
IATFALIT AIET ATATh AUEATA T = AT & TG g il arirg 92 i< 31 /1=, 2019 Hf FAIH
T A ATAT 3Tater o forw =t smeme ax f5am STusm, siw aeqsata ssrash gl |

[®T 5. T=9.11014/06/201 G-ﬁ@ﬂ?ﬁﬁ]
1. AT % AUSTLY, T afee

feoqur ; srater s yETe ATEAT FAw, 1945 TSI ATSHEAT €. F. 28-10/45-T1= (1), aTE 21 GHwEy,
1945 ¥ TR THIT AT 7 Si¥ sifaw Herre Aterg=ar 7. q1.%1.[. 223(3r), a@ 18 914, 2019
grer o T o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 20th March, 2019.

G.S.R.231(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. 1185(E), dated the 70
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 seven 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 7"
December, 2018;

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

Now, therefore, in exercise of the powers conferred by sections 12 and 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 (Ninth 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, after rule 97 the following rule shall be inserted, namely: —

“97A. Modified application of rules 96 and 97 for certain period.- Notwithstanding anything contained in
these rules, the modified or additional requirements of labelling as may be specified in the notification of the
Government of India in the Ministry of Health and Family Welfare number G.S.R. 408(E), dated the 26"
April, 2018, shall be on voluntary basis for a period commencing on the date of coming into force on this rule
and ending on the 31" day of March, 2019, and thereafter shall be mandatory.”.

[F.No. X.11014/06/2016 - DFQC]
Dr. MANDEEP K. BHANDARI, Jt. Secy.

Note : The Drugs and Cosmetics Rules, 1945 was 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. 223(E), dated the 18™ March, 2019.
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