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ey 3T TRAT F T WA
(@ A= gRE Fror fawmr)

Fftrg==T
75 fReett, 27 a9, 2018

qr.EL[. 411(3). A=A BHES Y1 3F AT fOHar, S -4 § a9 BETad gker a7
T =T ATaF 2014 Fr fAfae e safga ol dear 16 § sraw Aot 9= 15.03.2016 & o8 w3%eror fFar & &
ArFATE T AUrer F a8 T9= 9 AT &9 § @At 6w Gwg grar g [ees S 396 98 @30T gt g, s
LA ST /AT & T TR ¢ ;

T, AT IF AT 7 T AT G40 6T g 6 qfects dee Fafaai # g1 Atiterdi % A=t wr [t
FIA AT UHT FAAT g, g astaatr uge & aqea ft w2 g, seterd & fafawto A [{dfaa w s
oo e it ot greaar ax e BT s arfee ;

Y, ATOrer T T IR AT, 1940 (1940 FT 23) Ft T 5 F AT 5T AT TheTehl TATgHIT
e T 12 FLAL, 2018 & g2 AUAT a5 H I qg 9¥ o= BFFar siw 77 farfer & of & aJmea soamr % forg
e AfafaT siw afsas qur dgde g7 & AoEFa daeaaral T Fiaa & gt g@7 Fo s o o
et i 9 sie MEfeT i ST Ses 6 3 Arafer w1 gea=mT T S 99

T, FealT TLHIT T, I Al il (RIS 6 AT T TAT TTHA Hl GHIEAT FLA & THT g GHATETT 21 9T &
o stterfteret srafer &1 srfafF=afaT o sray ST & 9r9a a7 99el A7 STEH Aeadiord g @l §97adT g i Arwied
H 397 | Aty srafer & e, G siv Faer @ Gt o Rt s amaas s a#@f=w § Sea F
AATTEF STTHRAT AT AT ZTLT Ik TEAART hT TRT ST H |

qA:, A, Frald LR, I ATAAT At g7 26%F FT &7 ARAT FT TART Fd g0 AT ATSGAAT Fe&AT
arA . 29(3), AT 17 At 2014 &1 A F2d gU a8 A ot g & sttty sty = fafafde G +
e & forw a7 fagwor & forg fafafee = fBefia i sroeft, st -
i) T SUANT & forw steferie Afafaat & @fwir Faa afeas aFe suwar a7 sufaar g B
ST 3i¥ IeATE F A ¥ T FHIE T NI ;
(ii) fATa & st * o st e At w1 @i afeas v ar=ae d9e Fafagr, e F oo
geT g i it # forw o fafator & &&f ow ame #ire &9 g6 ;
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(iii)y ST F g0hT Shue-Sushia Tl & AfFatar avg S0 % forw 3w sty f =it
et &g shufer sfiw saree amaft Faw, 1945 % srefie s afeas d#ex fafamtars v & afrg
TSI T2 T T&TT H

(iv) S & AfHg ug-9usia Tgeh & Afaatar Faa w@ee F oo 3w awfyr & &G 5

et g ot sie yaTee arRit F=m, 1945  o1efie e afea oY wTede g% § fAfaatars
FT ITh AT ATTE-HATSA 1T e HT TITT Fe

(v) T ITANT o Torw sirafer sfw yaree amaaft Faw, 1945 F 7eie oI ara qoifeh daed Haradl a1 ITRAT
g7 afafia atehierts AT amEdT siv agq R st & oo AfRtEET w1 g w&a
Frforfaa &1 w4 -

(F)  afea® ST YTzae GFed § TSEeiaa Aeqaral s Fo= 1l ol dre gl ; AT

(@) JTHEAT G Sesiuty e (frowedtsrdt) aur SueE g e At i Graady
T (AqA) ArSecrel AT VT Rt sre Il Af¥ded &1, ST 397 § =6 I & forw e
e g AfAfEe BT o ST afeas ofiT YTeae d9ey § I seaardl i Fidin o
ATOTer T AT TETT HT |

(vi) T off =7 a1 918 ¥ AtRfEET F T e e & 7w | Fw e s % for s a8t B
STUATT |

2. I8 ATI=AT 1 [ATE, 2018 T 937 20T |

[T, 7. X.11014/3/2018-2T3¥]
T THI, T wiae

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 27th April, 2018

G.S.R. 411(E).—Whereas the Hon’ble High Court of Himachal Pradesh, Shimla, has, in its judgment dated
15.3.2016 in CWPIL No. 16 of 2014 titled ‘Court on its own motion’ versus State of Himachal Pradesh and others, observed
that there is large scale clandestine manufacture and sale of the drug Oxytocin leading to its grave misuse, which is harmful
to animals and humans;

And whereas, the said Hon’ble High Court also observed that the feasibility of restricting the manufacture of
Oxytocin only in public sector companies and also restricting and limiting the manufacture of Oxytocin by companies to
whom licenses have already been granted should be considered;

And whereas, the Drugs Technical Advisory Board constituted under section 5 of the Drugs and Cosmetics Act,
1940 (23 of 1940) considered the said issue in its meeting held on the 12th February 2018 and recommended that Oxytocin
formulations for human use be regulated and restricted to be supplied only to registered hospitals and clinics in public and
private sector to prevent misuse of the said drug;

And whereas, the Central Government, on the basis of the recommendations of the said Board and after
examination of the matter, is satisfied that unregulated and illegal use of the drug Oxytocin is likely to involve risk to human
beings or animals and that in the public interest it is necessary and expedient to regulate and restrict the manufacture, sale
and distribution of the drug Oxytocin in the country to prevent its misuse by unauthorised persons or otherwise;

Now, therefore, in exercise of the powers conferred by section 26A of the said Act, and in supersession of the
notification number G.S.R. 29(E) dated 17" January, 2014, the Central Government hereby directs that the drug Oxytocin
shall be manufactured for sale or for distribution or sold in the manner specified below, namely:-

(1)  The manufacture of Oxytocin formulations for domestic use shall be by public sector undertakings or companies
only and the label of the product shall bear barcodes.

(i)  The manufacture of Oxytocin formulations for export purposes shall be open to both public and private sector
companies and the packs of such manufacture for exports shall bear barcodes.
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(iii)

@iv)

v)

(vi)

The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the active pharmaceutical
ingredient only to the public sector manufacturers licensed under the Drugs and Cosmetics Rules, 1945 for
manufacture of formulations of the said drug for domestic use.

The manufacturers of active pharmaceutical ingredient of Oxytocin shall supply the said active pharmaceutical
ingredient to the manufacturers in public and private sector licensed under the Drugs and Cosmetics Rules, 1945
for manufacture of formulations of the said drug for export purpose.

The Oxytocin formulations manufactured by the public sector companies or undertakings licensed under the
Drugs and Cosmetics Rules, 1945 for domestic use shall supply the formulations meant for human and
veterinary use only,-

(a) to the registered hospitals and clinics in public and private sector directly; or

(b) to the Pradhan Mantri Bhartiya Janaushadhi Pariyojana (PMBJP) and Affordable Medicines and
Reliable Implants for Treatment (AMRIT) outlets or any other Government entity which may be
specified by the Central Government for this purpose in the country which shall further supply the
drug to the registered hospitals and clinics in public and private sector.

The Oxytocin in any form or name shall not be allowed to be sold through retail Chemist.

This notification shall come into force on the first day of July 2018.
[F. No. X.11014/3/2018-DR]
SUDHIR KUMAR, Jt. Secy.
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