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T feelt, 24 I, 2013
R 43(30).—3NNIE 3N Fe A fam, 1945 @1 3R WA HE

@ forg Prefafea T fraw, e S weR, ey ofk wams afafaw, 1940
(1940 1 23) @ arT 12 3R €W 33 W Yo wleqaAl 1 WAN IR gY, 36
TEN FARER A ¥ WHY A P TR, T B AWE bl g ST
Ffegal & e @ forg wTe e wiar & RTe S| wuIfdd 8 @t e
¥ ok 7% T & Wi & fp 9o e PRE W SW any 9, Rreel 3w a9 o
yfer, frrt a8 SR weRe @ O & S B SudE 6] @ TR ®
Yarefra 29 &Y ol & Iaf@ & e few fear smem ;

mﬁaw%ﬁwmmwmmwﬁ, genfafafdse srafd
& MR dog TR 3 ARt e gr uRE, W iR uRaR Hear Haer,
WRE TPR, T wad, =9 feeei-110011 & AF Fd |

ey fam

1. (1) sﬁﬁaﬁﬁmwmﬁaﬂ?mﬁm (wem wRie) FRm, 2013 71

g |
(2) A wroram A ifw yepre # ARG Bl wgd 8 |

2. ahwfy 3l wemes wwnl P, 1045 9 -
(@) Fre 69F & SufW (1) D T6d WIS B U¥E WG & WM R
farforRae Tsdiaor @1 SITgm:-
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“ TR - 59 A @ e @ [ el SuR sgefh @ O sete siftna @
o Rl argefer wiiterd g el amdee @ W% B o W o wew 25 F b
Iy g1 <t T8 fafmior gRenalt w1 SuHnT e @1 e A ¥ 17

(@) From 75% @ SuFRE (1) B Ugel WgE D U WRGRT B R W
fAmferiae wsdtensor war wrge:-

“ Wl - 56 fram & waiom @ fog Redt SuR sref@ 4 - e siftne &
W el e sReTd g frel amdes @) ord @ o @S S v 28 F
sgFf@En gRT vt T Rfwi gt o1 eui T @1 s @@ g

(M) Fw 1228 & G (M) & T “WEewrs 4 @i (i) ¥ “w g
Wﬁ@wﬁﬁﬁam,wﬁﬁaﬂﬂqﬂmﬁ”ﬁmaﬁ%mm;

(%) gt (9) 3 B9 URAE 1 B WY BE B ARER ok T W e @ aial,
“ar aififSues g ot & el B wem “ofik PR 21 @ we (@) § wun wRR
ST gt & R IR R R s @ e iy Rifveia gwam
& forg werll @1 smg v @ g o W ww W & P we @) siarRa
ST,

(3) g 9 4yl “260. demiza BEQEANES” B AW fRar W

() A a7 w9 T 20 ok Swd wiftw wfAfRd & wearq PreRiew ww
e AN HfAfR sfa-wenfd @ sl s |

“ 30 f4gR WI.AI: 14649: 1999”;
(®) sl W A A7 wpeediaTgs & wwan Pt e shaemfia @ s, swrfa:-

“ 269. HEMIET ERIFARTS”

[T, |, TEE-11014/10/201 1 -STRaRE! |
STET H, WF, Ty wied

wE fewur- o o WRg & wowE § SftREe Wenie Ow 28-10/45-TE(1), ARG
21 fdiaR 1945 ™ weifdg fpu o 9 ok &iftm dwmiew | W@ 44 () o)
IRIG- 26-11-2012 g1 fomam |
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 24th January, 2013

'hG.s:R.43(E).—:T he followih'g draft rules further to amend the Drugs and
Cosmetics 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 consuitation with the Drugs Technical Advisory Board, is hereby published for
the information of all persons likely to be affected thereby, and the notice is hereby given that
the said draft rules shall be taken into consideration on or after the expiry of a period of forty-
five days from the date on which the copies of the Gazette of India containing these draft
rules are made available to the public;

Any person interested in making any objection or suggestion on the proposed draft
rules may do so in writing for consideration of the Central Government within the period so
specified through post to the Secretary, Ministry of Health and Family Welfare, Government
of India, Nirman Bhawan, New Delhi- 110108,

DRAFT RULES

1. (1) These rules may be called the Drugs and Cosmetics | 1stAméndment) Rules, 2013
(2} They shall come into force on the date of their final publication in the
Official Gazette.

2. inthe Drugs and Cosmetics Rules, 1945;

(@) in rule 69A, in sub-rule (1), after the proviso, for the ‘Explanation’, the
following ‘Explanation’ shall be substituted, namely:-

“Explanation.-For the purpose of this rule a loan licence means a
licence which a licensing authority may issue to an applicant who

intends to avail the manufacturing facilities owned by a licensee in
Form 25.”

(b) in rule 75A, in sub-rule (1), after the proviso, for the ‘Explanation’, the
following ‘Explanation’ shall be substituted, namely:-
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licence which a licensing authority may issue to an applicant who
Intends to avail the manufacturing facilities owned by a licensee in

Form 28.";

(c) in rule 122 E, after clause (c¢), in the “Explanation”, in item (ii), the
words “or its inclusion in the Indian Pharmacopoeia, whichever is

earlier” shall be omitted:;

(d) in Schedule D, against serial number 1, under the column heading
‘Extent and conditions of exemption’, after the words “or is of
commercial quality.”, the words, "Further, permission from licensing
authority as defined in clause (b) of rule 21 has been obtained for
import of the substance for non-medicinal use without registration and

import licence.” shall be inserted;

(e) in Schedule H, the entry “269. Ketamine Hydrochloride” shall be -
omitted;

(f) in Schedule S, after serial number 29 and the entries relating thereto,
the following serial number and entry shall be inserted, namely:-
“30. Sindoor 1S:14649:1999";

(9} in Schedule X, after the item ‘Glutethimide’, the following item shall be
inserted, namely:-
“Ketamine hydrochloride”.

[F. No. X-11014/10/2011-DF QC]

ARUN K. PANDA, Jt. Secy.
'

Foot note :—The principal rules were published in the Official Gazette vide
nqtification No. F.28-10/45-H (1) dated 21* December 1945 and last
amended vide notification number G.S.R. 844(E), dated the 26th November, 2012.
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