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% faedtt, 3 qawax, 2017

qr.F1.[. 1368(s1).—siuter 3w woTes Tt A=W, 1945 § o1 Hengs A & o 379
ot & FRaforfaa gete, 9 g 9TR aadhl gargae are & 91 a9 & 978 it 3w
JHTE AT sTferf=ae, 1940 (1940 &7 23) it &TeT 12 i 1T 33 g Jacd Arf<hdl &1 TTRT
T U HATET FIA HT TEATT HLAT &, I SHEH G THAT AT STAT & ST 36 TATET I Tohel
Tl T SR i AT I ATAAH 6T g 33 T IT-eT=T (1) TUTENT § TAT TALERT AT
= 1T 2 o S faret & weie O g Terae i GiAAT 7 ATH SdT H STese FITT ST 6T
fafer & 30 faat it srafer a0t g9 9% 97 39 & a1 fF= fohar srom;

AT Y GATAT I g AT g7 A= AT SIToT v 39<h Mfee safer & «ax
Torelt <ft =rf<p & s o ST 99hat g

ATl T gL, AT &I I, F FIAT T O=F (ATTE), FEEST UF TRATT FATT
TATAT, AL LHE, FAA 7 4141, St for, fwior wwa=, 72 faeet - 110011 &7 97 ST =7
drugsdiv-mohfw@gov.in 9% -8« T AT

st #r waier
1. (1) == A=t &7 St S goree |t (... geed) 9w, 2017 % 979 § ST s
(2) & ATfEraRTE TSI § o9+ Sfa TeTerd it fafer & arg g
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2. sfrufer s yeme et W, 1945 fif Se=T & H, #.9. 34 % forw, a9 gafeq yateay #ir
forfaa & s wiaeariaa & s, seafq—

ArfRr &t t ge ®t diar o ad

34 B sETAT AT Py deqrg AAAH F AL IV F TG AT IHE AT
ZTT S T wA ¥ v ag s ad e S fet  qe Bt aree
" arqfd it = srurtes e AT Aar g1 e fhU S FT sraedswdr grav g, aord
refrsr 93 whterd greT AT & wemfyg AR & qgd T e fdter g e
AT 93% TUAGT AT SAFAS 93% * for Seares qfaer v god ¥ 1, A2 ST=4 2
TS FT IATEA| T TEYETOT 3 forT A o TR 21"

[FT. |. X-11014/17/2017-St=m20]

qefIT FH, §1<F af=a

He Ale: TR o0 § qeF FaEt & fGqid 21 fGeaw, 1945 &t Afeg=ar &. us. 28-10 / 45-

T (1) F Taq THRAd B = o1 i sifaw sttege=ar # e s - £l
ATEHAAT H. =-mmmmmmeee % Tgd ATdH a1 Herfaa BT Em

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 3rd November, 2017

G.S.R. 1368(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 sections 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 as required by sub-section (1) of the section 33
of the said Act 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 thirty days from the date on
which the copies of the Official Gazette 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, 2017.

(2) They shall come into force on the date of their final publication in the Official Gazette.
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2. In the Drugs and Cosmetics Rules, 1945, in Schedule K, for Serial Number 34 and the entries relating

thereto, the following shall be substituted namely,—

Class of Drugs

Extent and Conditions of the exemption

“34. Production of Oxygen 93 per cent USP
or Oxygen 93 per cent IP, produced from air
by the molecular sieve process or Oxygen 93
per cent supplied from liquid Oxygen, by a
hospital or Medical Institute for their captive

consumptions

The Provision of the Chapter IV of the Act and the rule
made thereunder which require them to be covered by
manufacturing licence under the rules, provided that the

production facilities shall be open to inspections by an
inspector appointed  under the Act, who can, if

necessary, take samples for test”

[F. No. X-11014/17/2017-DRS]
SUDHIR KUMAR, Jt Secy.

Foot 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)
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