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e 3} IRAR Fe 107 HATET
(FaTe=y 3 gfRETR weror fawmn)
ftrgET

2 fawett, 3 fawwaw, 2018

qT.H1.14.1161(3r).— sfofer siv yames arasft Faw, 1945 &7 3T Gomas w37 % forg swiaaa =i 1 yrey,

Aty e yETge qrnR afafaaw, 1940 (1940 &1 23) &t a7 12 =T 9y 33 i AUATIE 9Ed F oI,

JETYTIOT, 9T 2, T 3, IU-@< () g 10 3R, 2018 H AL GLFHT F LT AT AT FeaTo A1 (ST
AT qRETE FedTor fAamT) i sferg=ar g, ar.ar.[. 764(s7), i 10 eRreq, 2018 FTeT YaTid e w o, e 39
it safeat &, S saa yarfag g9 & g9raer €, 9 ade ¥, S saq aftg=er ft aersr & wtaat
STTETETIO &l I9eAed FeTs T ofF, i fam 6 srater F srawn & 1, e & geama amaia o 7o o,

e, T At IIAAT STETETIT 14 $TEd, 2018 H 3Us g TS AT,
ST, ST (AT O% STTETeTor | YToq e o ATl 0 Fea i LR a1 @9 w7 o W@ E;

Ad: AT, FealT ORI, AT S Joree arait afafaaw, 1940 (1940 =1 23) &t 9T 12 T &M= 33 TRT
TEC QTRRAT T TART FXd gU, SO T TATERTT are § Il FLA & T9AT Ut ¥ Saree areit srrerfa,
1945 =T T Herregd e & forw Awatatad fem g g, oo,

1. (1) =7 fF=mt &1 A1 sirufer i e vl (At genye) Faw, 2018 2
(2) & TISTY § IR THRTA ¥ AT &l T gill
2. Sirfer siw saree arnl e, 1945 ¥, g 96 & su-fA=m (1) F @< (i) -
(1) SU-8E (F) ¥, “O0H ®ic § ZRIT A" orsal &1 AT FRaT SToam)
(2) 3IU-gT (F) F i § FwtafRT sv-ge et s, srafq,-
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“(F ) = FaEt § g fF [T g9 % aresE, 9 F TS F9em, gl @ (3), 37 9T (i) # faqiw
13 W, 2018 & srfeg==T /. 4. &1, 7. 222 (31) F g fafafEe aafen i sifafiss sremd 13 fAdew, 2018
¥ 31 974, 2019 T FT AT TATH ZI TF TAT=zh T T TeqaTd STraand i’ |

[F1.5, 7. 11014/5/2017-Sramm=]

=T, AT F AT, 9T a=

feroqor: g R srfermeT |ear U.28-10/45-1= (1), A 21 fREaw, 1945 T A1 % TSI § THI9T 0 71
o ST fergET Tear ar.Hn.. 795(3r), aE 21 eTed, 2018 FTer sitaw 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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