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‘e 3T TRET Fe TOr HATET
(FaTee @ afRET FeTr )
it
7% faeeft, 1 57, 2018

qr. &1, 521(31).—=ufdr i yares arEf =, 1945 7 & g™ F:3d & forg wtae et
T ITEY, Srofer 3w weres arndt srfarfa=rm, 1940 (1940 7 23) it &=y 12 it IT-4mT (1) 3T &mer 33 Fit
IT-TT (1) T ATATTATE AT & 19, AT, A 10, @2 3, IT-8< (i) arg 3 dga¢, 2017 ®
TRTIAT AT TLHTT & T 3T TRATT FedTor HAT (Faree 3T aivane Fwearor fawmr) it srfag=mr
T, ar.#1 . 1367(37), aira 3 q9av, 2017 gy Wit fohu 1w 3, oo 5= a3y safrat |, S 599
TATET g A FATEAT 8, 39 anrg 7, et 3# srfag=mr f woros fir gfaat seeramer w7 3udsy
TS TS ofY, o o Bt s 3 srerane O, Ardr S e e R T o,

S, Trora=T it YA SHETeTr #i 3 7997, 2017 F I g T ff;

3lIY, ST AT 2 STAETLTT § YO AT $fT qHTET U Fehi T g g oA # o g,

AT, o, Fea T TCHRTL, AT T T Ay farf=am, 1940 (1940 1 23) it & 12 3fi¥ amer
33 BT Yacd ATRRAT T TR FId gU, ST Tl ATehe are d THS FIT & q997q Ao T
SETe AR 7w, 1945 FT i denes #wva F forw Aeferfeaa e aardt g, s -
1. (1) = A=t = gfereg ar sfroter sie somes arnft (21 "eree) Hae, 2018 8
(2) T TSI | Ik T 0T AT Hl Tged gl
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2. sirafer s e gt e, 1945 (B8 =ad zoe ge=Tq 36 fRaw &»gr am ) & 3w 36 +,
THY TqF @O (i) § MR, “TET 12 @ 9751 3 ST AAT F TAT “ATUF AT T AATIAd AT
T SOFET T ST 3 % forw wefie e | s’ ersw sia e R ST |

3. I T #, I &, w7 12 @ H, 37 3 7w 9rg & srafy F o ors’i F v uw Rt
TE T TRt STaETdT & 90T % T 39 q9T aF ST& aF (el Tt i FRer sirafer i
ATAT BIAT & Y I 4T HT ATUH ST 9T AATAT 37 TFT AT T AT ST
ITTERTEY T TEQA HLAT T 268 T ST |

[T, &. T, 11014/13/2017-Sremews]

FHTT FAT, HLFT AT
feoqor: @ e sfeR=aT ST U%.28-10/45-t= (1), aE 21 fHaw, 1945 GRT 9RA & o9+ |

st fhw o o siw srfergmaT g v anf. 408(3), A 26 ¥, 2018 3T sifaw T
sreRTtere o T =

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 1st June, 2018
G.S.R. 521(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945 was
published as required under sections 12 and 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. 1367(E), dated the 31 November, 2017, 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 31 November, 2017;

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 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 (Sixth 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 (hereinafter to be referred as the said rules), in rule 36, in the second

proviso, in clause (iii), after the word, figures and letter “Form 12 B”, the words “requiring the permit holder to
give details of drugs imported and utilised on yearly basis” shall be inserted.

3. In the said rules, in Schedule A, in Form 12B, in paragraph 3, for the words “for a period of six months”, the
words “till such time as the patient requires the drug as per the prescription of a registered medical practitioner
and the permit holder shall submit details of drugs imported and utilised to the licensing authority on yearly
basis” shall be substituted.

[F.No. X.11014/13/2017-DRS]
SUDHIR KUMAR, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number F.28-10/45-H(1), dated the
21° December, 1945 and was last amended vide notification number G.S.R. 408(E), dated the 26" April, 2018.
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