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e 3} IRAR Fe 107 HATEHT
(FaTe=y 3 gfRETR weror fawm)
ftrgemT

2 fawett, 3 fawwaw, 2018

qr.#1..1161(37).— =ioter s yaree araft Faw, 1945 7 3% Fovae w3 % forg swtaaa =i 1 9=y,

Aty e yoTge qrnR afafaaw, 1940 (1940 &1 23) &t a7 12 #iT 9mr 33 i JUATIE 9Ed F oI,

FETYTIOT, 9T 2, GE 3, IU-@< () g 10 3R, 2018 H AL G F LTy AT qIarT a1 Ha7ay (S
AT qETe Fearor faamT) i sferg=ar 9. ar.ar.[. 764(e7), i 10 R, 2018 g1 YaTied e 1w o, e 39
st satrar &, s sa9 yaifEa g & q9mEET 8, 39 ania 7, Sewr s attgEer & oo fiowfaar
STTETETI &l ITeAed FeTs T8 ofF, i fam i srater & srawn= & 1, e S geama am|ia o 7o T,

e, T At IIAAT STETLTIT 14 $Ted, 2018 H 3Us g TS AT,
ST, ST (AT O STHETETr | YToq a7 ATl 0 Fea g LR a1 @49 w7 o W@

qd: AT, FealT ORI, AT S goree arait afaf{aw, 1940 (1940 =1 23) &t 4T 12 7 & 33 FRT
TEC QTRRAT T TART Fd gU, SHUTS T TATERTT are & Tl FLA & TIAT Surer ¥ Sared areit srrerfa,
1945 =T T Heregd e & forw Awatarad fem g g, oo -

1. (1) =7 fF=mt &1 A1 sirafer s e vl (At genee) A, 2018 2
(2) & TISTYS | IR TRTA il AT &l T gill
2. eirfer siw saree armf e, 1945 #, g 96 & sa-fAam (1) F @< (i) #-
(1) ST-8E (F) ¥, “O0TH ®ic § ZRIT ATRA” orsal &1 o1 FoRar SToam)
(2) 3U-gT (F) F o § MwtafRa s9-ge et o, sraiq,-
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“(F ) = FaEt § g o [T g9 % aresE, 9 F TS F9 e, gl @ (3), 37 9T (i) # |
13 W, 2018 & srfeeg==T /. 4. &1, . 222 (3r) & g fafafEs aafen i sifafiss staemd 13 fdew, 2018
¥ 31 979, 2019 T FT TATY TATH ZI TF TAT=zh T T TeqaTd STraard i’ |

[T, T 11014/5/2017-Ssmema]

=T, AT F AT, 9 ai=a

feroqor: g R srferg= |ear U.28-10/45-1= (1), a6r@ 21 REaw, 1945 T A1%A % TSI § THI19 0 70
o ST Aferg=T Tear ar.Hn.. 795(3r), aie 21 ered, 2018 T Staw o "@enfard o

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION

New Delhi, the 3rd December, 2018

G.S.R.1161(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945 was
published as required under 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. 764(E), dated the 10" August, 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 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 the 14 August, 2018;

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 by 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 (Eighth Amendment) Rules, 2018.
(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 96, in sub-rule (1), in clause (i),-
(1) in sub-clause (A), the words “in the same font but” shall be omitted.
(2) at the end of sub-clause (A) the following sub-clause shall be inserted, namely,-
“(AA) Notwithstanding anything contained in these rules, the additional requirements of labeling specified
vide notification number G.S.R. 222(E) dated the 13" March, 2018 published in the Gazette of India,
Extraordinary, Part-II - Section (3) - Sub-section(i) shall be on voluntary basis for a period beginning on
the 13™ September, 2018 and ending on the 31" March, 2019 and thereafter shall be mandatory.”.

[F.No. X.11014/5/2017-DRS]
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. 795(E), dated 21* August, 2018.
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