T Ho Blo Telo-33004/99 REGD. NO. D. L.-33004/99

Che Gazette of India

EXTRAORDINARY
AT II—aU8 3—3U-Wus (i)
PART II—Section 3—Sub-section (i)
IR | WehIToTa

PUBLISHED BY AUTHORITY

. 279] ¢ faeelt, IEhaw, 3T 27, 2018/49TE 7, 1940
No. 279] NEW DELHI, FRIDAY, APRIL 27, 2018/VAISAKHA 7, 1940

ey A IRAR FTOr AT
(@re AR aRE Femr fAwm)

Fftrg==T
T faeett, 27 o=, 2018

LA, 411(3). A=A A= Te9 I3F AT e, 7 e =-S5 ' a9 B g9er I
AT o7 ATEE 2014 f Ffew fe swiRa ol e r 16 § sow [of, arée 15.03.2016 # 7 w@eror B §
AT Oy F7 92 T 9 o &7 F JREi 6w @ gar § SEs Fw10r I9ET 97 EII6T 2T §, S
T[T ST AT o o grivaes 8 ;

AT, AT 3 ATATT 7 a8 AT "@9eqor e 8 o afectss Tsex safaat & €1 siertiereny & fafamtor w1 Aefaa
FA AT T UHT At g, e IqAtmat uge g o e w9 §, At & A w [Ed w71 6w
qfEfifia e it AT "rear = G s e

T, Sruter sfiT JoTas arit At =, 1940 (1940 FT 23) F 4T 5 F e TS shrufer Toeishr TATghIT
e 7 12 FaLl, 2018 & g5 AUAT 9% § Ih He I o= & &iw ag Ariver v off & aes soanr & form
At AT T qfes T9T I2ae 9 § IOErha Jqaral a7 A=t H7 gr Jarq hu I * o
Brfeafae i smd sie Fefera i S0 Rrea B 36 srafer 1 geaemT e ST ;

ST, Fal T AL HT, Ih AT =l RIS 6 STYTT TL TAT ATHAA T GHIEAT F2 F THT TG THTLTT 7 T 3
T strferie srafer w1 af=FRaima 6w T3y STTRT & A9 qT 99 B TG Teadiord gid il AT 8 ST dArhigd
T 391 § stateren ruter % fEfawt, e v g #ir RfFafEe o FEfem w217 aeers s e g e &
SAITTEFT SARAT AT ST ZTT I8 GETHNT T LT AT &5 |

A, A, Frald LY, I ATAIT Fi g7 26%F FT T ARRAT FT TANT Fd U AT ATeg=aT dedr
ar.FL. 29(3T), AT 17 S9ad, 2014 T AR wd gu T2 Feer 3|t g & dretteny e f= Tfafte G+
farsrr & forw ar T & forw fafafda a7 fasfa S strosft, srafq -

) T STAN % o0 Ataterda Afafaat w1 A faa afeds T ITHRAT 1 Fa«ar gRr 4T
STORIT 3T AT F ofdel I T RIS 9T G ;

(ii) frata = vt F o atferis it 1 Gt afeas i sreae fwer #utaar, 2=t % oo
AT g &Y et & fore ud fAf=wtor & 9 9% 9 #ie @9 g ;
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(iiiy ST F afhd hueg-TusiT Tehl & AT e ST & forw 3 safy i [t 5
fafawtor 3q srafer s saree arft 92w, 1945 % qdia s qfeas e AfAwtarst #r € atF
ST HEF FT TS F3T

(iv) AT F 9T Sug-ausi ged & AfAutar T s F o s awte fr [ 5

fafawtor g srafer i saTee amft Fm, 1945 % stefiT siqsra afeas i arzde g § fafaatare
il Ih AT STE-STST T Heah T T Fel

v) T STANT o Torw SArofer o yamee arnft a9, 1945 F 4= s Tatfeh GFe FA«Al qT ITHAT
g At ateierhe ARt g s g AT s F oo Gt #1 ywm FE=a
Rt #iv w4,

(F)  OfecTe ST IT5de T H TAEErha Seqaral siT FeAI= 1l I e & ; a7

(@) TETHEAT AT Seiute IR (Foastsdl) 97 ITAR g a&it draredt o7 g
T () smseatet a7 UHt et s oy arfeqes &1, S 390 ® =0 waee F fore el
aear g fafafEe e STo S afeess ofiT YTede A § Toredied Seadrdl efiT Ffe it 0
SATTTEr T AT T AT |
(vi) et off =9 77 9197 T AFISH I AT GaaT WA 6 91297 § &G e s g srqama 981 B
SITOSTT |

2. T2 ATIHAAT 1 AT, 2018 FT T9 21T |

[T, 5. X.11014/3/2018-S1=117]
T AT, w7 wha

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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