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afggEeT

7% feeeft, 21 smred, 2018

T.H1.F. 794(31).—Toter T SaTee ey aAferfaae, 1940 (1940 FT 23) T g 26F FIT T&d
ITRIT T TANT XA g0, TAZEIT Heald AT, A G3TE, TATES i TRATT FHed ol HaTay (FaTes 3T
TRETT FeTor fI9RT) F AT F TS, SEER - AR 1 - @ 3 - 3I9-ue (i) § TR srfeg=mr
T, g1.HLA. 411(3), T 27 o9, 2018 § Faferied Sees Fed g, sTaiq,—

I ATEREET , 837 1 % U977 5 % ®e (v) ud (vi) F At g & senfia B s,
TATq,—

“(v) Sfofer s saTee aTeY 99w, 1945 F FauTd ATSH YTH ATaS+a & it wA=ar a7 STHAT
T AT AT =0 M9 % aqar @At a1 a=i s |7

[FT. &. TT.-11014/3/2018-E1417]
T AT, FIH AT

feoqur ; o stfereEaT s ar. #wn [. 411(3), T 27 999, 2018 FIRT AT & TS, STHTEE, 91 1,
T 3, 3U-ge (i) § TRTira B o7 & srfergm=ar w@ear arar . 602 (1), arda 29 54, 2018
FTeT st g "enrfera o s =m)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 21st August, 2018

G.S.R. 794(E).—In exercise of the powers conferred by section 26A of the Drugs and Cosmetics Act,
1940 (23 of 1940), the Central Government hereby further amends the notification of the Government of
India, Ministry of Health and Family Welfare (Department of Health and Family Welfare)
No. G.S.R. 411(E), dated 27" April, 2018 published in Part II - Section 3 - Sub-section (i) of the Gazette of
India, Extraordinary, namely,—

In the said notification, in para 1, in sub-para 5, for clauses (v) and (vi), the following clause shall be
substituted, namely,—

“(v) The Oxytocin formulations manufactured by the public sector companies or undertakings
licensed under the Drugs and Cosmetics Rules, 1945 shall be distributed or sold in accordance with
such rules.”

[F. No. X.-11014/3/2018-DR]
SUDHIR KUMAR, Jt. Secy.

Note : The principal notification was published in the Gazette of India Extraordinary, Part II, Section 3,
ub-section (i) vide number G.S.R. 411(E), dated the 27" April, 2018 and was last amended vide
notification number G.S.R. 602(E), dated the 29" June, 2018.

afggEeT

T fewett, 21 ared, 2018

gr.afA. 795(sr).—iafyr i yemes arnly e, 1945 #7 & "o w F forw wfarr Rt
FT T, SATUTer S TETee aTHAr Araas, 1940 (1940 FT 23) &r 9T 12 37T &1 33 H ATATTHT
WTEA o LS9, STETLTr, 907 11, @S 3, I9-8F (i) A 10 3R, 2018 § YhTiord WIed HLehT o Tareey
Y IRETT FAT BT (FATEeT 3T qRare wearor fawmn) & srfegear |, |ananf. 763(s), arie
10 3RTEa, 2018 gTer wehTterd fohw 1 o, fored 39 wedt saf=pat @, S sa9r o g &t g9meET 8, 359
JrE &, rEr I ATIHAAT T TS0 6t TAAT STAATITT AT 3T F:202 T o, 77 o it safdy
AT & T, AET A AT AT (6107 T 7,

e, T it Tt SETETT 10 $FTET, 2018 FY Y 2y TS ot
31T, ST TRl O STAATE T & Y7o A& ST qATE T Fost d G gy o= 2 o @ g;

sire, Ut fRurfa 8 B == srfang=mT v sfrater aanfeei awmet a1 & q& qerwet & foar yertera e
AE9TF g 3T e & qermel =0 srferfaze i amr 12 ue ey 33 % FqEre w¢ forar s

AT, A, Tl T AL, AT ST THTeA ARt ster=aw, 1940 (1940 =1 23) &t & 12 3T
ST 33 BIT W& ATRAT T TINT HTd g0 AUt oY Joree arnit H2H, 1945 7 37 deee F37 & forg
et Faw aamdt 8, st —

1. (1) = =T F Sfereq AT sfuter sfiT Joree qarRiT (Araar gerg) =3, 2018 2
(2) ¥ e 1 Frawaw, 2018 Fr wged 2
2. Sfufer o sETee |reet A, 1945 § —
(F) ATEHT ST wH HEAT 382 T AR & qwetead gfate #wr v B s,
() ATEAT 1 | w0 HeAr 46 qfat® % arg o7 § Referted gtafe #w v awreer R s, i —
"47. AFEREEE |

[T, &. TF.-11014/3/2018-S147]
T FA, FLFT AT
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feoqor © q=r e srfaeg=mT S . 28-10/45-t= (1), arra 21 fREaw, 1945 g7 9°d F 99T §
THRITAT T T o 3w aifee=ET |er anFr., 521(37), @ 1 549, 2018 31T &faw a%
Tonrtera AT s om

NOTIFICATION
New Delhi, the 21st August, 2018

G.S.R. 795(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. 763(E), dated the 10" August, 2018, 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 7 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 10® August, 2018;

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

And whereas, circumstances have arisen making it necessary to publish this notification without prior
consultation of the Drugs Technical Advisory Board and the consultation shall be made in accordance with
section 12 and section 33 of the said Act.

Now, therefore, in exercise of the powers conferred under sections 12 and 33 of the Drugs and
Cosmetics Act, 1940, the Central Government 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 (Seventh Amendment) Rules, 2018.
(2) They shall come into force on the First day of September, 2018.
2. In the Drugs and Cosmetics Rules, 1945, —
(a) In Schedule H the entry at serial number 382 relating to Oxytocin shall be omitted;

(b) In Schedule H1 at the end after entry at serial number 46 the following entry shall be inserted,
namely,—

“47. Oxytocin ”.

[F. No. X.-11014/3/2018-DR]
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. 602(E), dated
the 29" June, 2018.
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