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AreLA  719(s0).—siof® siie sage Al e, 1945 &1 @i getaw w9 % g wfaug Rt %
Fraterfd yrey, 59 #5 9T Aufd qaeit qargaTe a1 & TR T oty i yarea« aramit ataf=ay, 1940 (23

% 1940) T 9T 12 T 91T 33 FTIT T&T ARRAT AT TN Fd gU, THH GILT TATIAT g1 00 FATAAT AT FHT AATRAT
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Aot ST gATE, FfE FE , a1 a7 =g, (Arufy), Ty T qfan Femr §ared, 9T YR, FA
T, 4141, 3 &, fAutor ga9, 92 et - 110011 #r stafua B S s drugsdiv-mohfw@gov.in 9% 2-3et foRar
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1. (1) = (=T & st e yomee arE (. Terrerer) A=, 2018 FgT STusm)
(2) T G TSI | THh ATAH TR1 6T a0 | A 20

2. Sty ua TETa ArAdT FAw, 1945 it AqEEt @ #§ w9 SeAT 35 ST 399 Rt Taedt & v, Feteted
T G AT IO sreaq:eorTiag i Sroaft, srarta, -
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“36. gra-staerd fAataegE s geT At & | safafaaw F steamr 4 % T 39 el e sw et & s9ey,
forw fafafea farw swr 3 forw, usher s 2 | S stefie St sarta srqeres wfaserdT &, y&=0 289 a1 289+ H,
ol sfafdet F 9 S ' § UH | T oad & et R v shafiet v wew e iR g
e ® 100 fr. for. &t 9ram & si=aErg) v | sEd ety & i Fata F s # forw AR e g,
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 30th July, 2018

G.S.R. 719(E).—The following draft of certain 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 consultation with the Drugs Technical Advisory Board is hereby
published for information of all persons likely to be affected thereby, and notice is hereby given that said draft rules will
be taken into consideration on or after the expiry of a period of forty-five days from the date on which copies of the
Gazette of India containing these draft rules are made available to the public.

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and
Family Welfare, Government of India, Room No. 414 A, D Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw @ gov.in.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (.......... Amendment) Rules, 2018.
(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, after serial number 35 and the entries relating thereto,
the following serial number and entries shall be inserted, namely:-

Class of Drugs Extent and Conditions of Exemption

“36. Sterile solutions intended for parenteral | The provisions of Chapter IV of the Act and rules thereunder which
administration with 100 ml in one container | require them to obtain a licence in Form 28D or 28DA from the Central
of the finished dosage form for single use | Licence Approving Authority subject to the condition that such drugs
manufactured for export by the hundred per | have been manufactured for export purpose under a licence granted by the
cent export oriented units. State Licensing Authority.” .

[F.No. X.11014/10/2018-DR]
SUDHIR KUMAR, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No.F.28-10/45-H (1), dated
21% December, 1945 and last amended vide notification number G.S.R ............ (E), dated ..............
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