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qr.H.fA. 385(3r).—rafdr =iv yoras "t R, 1945 & #iv Hovaw we & forw wfawa At & grey,
Fafdr v sEre areet afafiEw, 1940 (1940 1 23) F 4777 12 ¥ IU-awT (1) ST grer 33 F IT-aEr (1) A
FULATTETY AT o TSI, ETLTOT, 9 11, @< 3, 3U-ue (i) a3 7aa¥, 2017 H YHhTferd ATed et & wareey i<
TR FHAT FATAT (FATELT 3T TRATE Fearor fawm) it srferg=ar 9. a1.#71./9. 1368 (31), i@ 3 79a<, 2017 5T
TERIT fohe o o, forew 39 asft safeat &, S 399 gwrtad g i §97aET 8, 39 ara &, Srasr 3#q sferg=er &
TSI it TTTAT STAETET0r &7 IqAsd FATS Te o7, 719 & ¥ 7afdr F a9 % 04, AT i A7 AH=q 67 T ¥

A STafe Tt Y wiaaT ST i 3 996, 2017 3T FATS TS AT,

Y St Iaq YT =i 9% STAETLTIT § VTS el $iT HATAT 9T Feal T G FRT A= F o T E;

AT A, Fra 1T FHT, AT T Tore= ATt afafaad, 1940 (1940 =1 23) F¥ 917 12 % 977 33 g7 Jecd
QTR T ST Fd g, SAUTe THATHT TATEHE e o T FI 6 AT AW ¥ TAE qradr Araf==+, 1945
FT AT HeTerd e & forw fAwatarfed faam g &, s -
1. (1) = Rt &7 "@fereg st i yaras arsdy (Frar deny) [, 2018 211

(2) & TISIYS | I THRTI il TG &l T 2|

2. oty ST yoTee AT A, 1945 #it sqg=T 2 |, A0l §, F.9. 34 F T U, THY ¥ T8 getaq qrateat w@r

i & =t e B dwr e o

"34. Tt sreaaTer ar T deame g S St | sfaTREe F st 4 % SvEET ofiR swe s AT Fawi e [t s
guq % o gF s § arqfa # T ARie 93 | qed fAfwior ety g Aresred U ST A v g g, ded 6
gtaera a1 worfas g uEFET g o g ° sonfed | afafEEm F s G e Fhds g A8 % oo o g
AEfiee 93% JUEAT AT AFAST 93% IMEAT FT | e Gof T T, TG & T QT T F T THA oF FoFaT B

FeqTe |

[FT. 5. X-11014/17/2017-Fr=meus]
T FATT, 9 A=
2286 GI/2018 (1)
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feoqur ;o e srfeREET SeaT U.28-10/45-1 (1), a6 21 fRE«w, 1945 FRT WG & o9 § YT o T
o T srferg=eT e ar.#1.5. 360(3r), arira 10 75, 2018 T sifaw a7 wawrter o s |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 19th April, 2018.

G.S.R. 385(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was
published, as required by sub-section(i) of section 12 and sub-section(i) of 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. 1368 (E), dated the 3" November, 2017, published 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 said Official Gazette were made available to the public on 3" November, 2017;

And whereas objections and suggestions received from the public on the said draft rules have been considered by
the Central Government;

Now, therefore, in exercise of the powers conferred under section 12 and 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 (Fourth 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 Schedule K, in the Table, for serial number 34 and the entries relating
thereto, the following shall be substituted namely,—

Class of Drugs Extent and Conditions of Exemption

“34. Production of Oxygen 93 per cent. USP or | The provisions of Chapter IV of the Act and the rules
Oxygen 93 per cent. IP, produced from air by | made thereunder which require them to be covered by
the molecular sieve process or Oxygen 93 per | manufacturing licence under the rules, provided that the
cent. supplied from liquid Oxygen, by a hospital | production facilities shall be open to inspections by an
or medical institute for their captive | Inspector appointed under the Act, who can, if necessary,
consumptions take samples for test.”.

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

Note : The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1), dated the
21° December, 1945 and last amended vide notification number G.S.R. 360(E), dated the 10" April, 2018.
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