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(FaTee S afRaTe Fearer )

BRI
T2 faeett, 17 ey, 2017

AT.HT.A. 144(31).—F=0T TR FT Tg T 1 TAT A7 F AHaeri@=e wawe 30

SATHATY STITE=T AGTHTL o 0T AT I aATel STATARTATT TTEATH T I FlA o (10 Alh
BT & sraeaa off 3T S<% fufedT oiiw 39 9¥ sema MHaar & IR & Haror & o 393+
fafawtor, e siw feawor & Afaafa s [Metaa Far srasaes i aHi=1 o,

AT FralT TR o AT ST T AT Aterf=aw, 1940(1940 w71 23) Fif &7 269
FTT Y& ATRIT HT TN Fd gU, A & TS0, AL, 907 |1, @< 3, IT@E (i) § T
ATE=AT Jedi AraAL . 677(3), ariE 15 fHawaw, 2009 T 78 e Gar ot & i =ath
‘AT FIEHS ST SHHAT sfuter aret et Mt #71, S<6 sfee=an # ffafde O+
e, fasra = feraeor & forg fARwTor 98T e 37 IHeT AT a1 w21 qai w4 AT &5 & o
TEfITT AT JEATioa At T A7 Fafa a8t T,

ST UTer Tehelehl TATERIT dle o SUTer 3T Sarea aret Faw, 1945 i = ° &
Afde siufaei & g9sT ‘AEaeva iy wEhe i SHHare siutai & f@wa #ir Fefaq a9 +
T 9T A 15 Fawa, 2016 &1 F= G & ag frerier f 5 e 15 Frawee, 2009 $i
sttere=AT |1, #1. 7. 677(31) aTae o < SATOIAT S I SAOEAT H I FFAT A AqHAT A1 H
e sfrafet & a9 e & o srgea e stToem;

qd: NG, Feald GLRTL, AT 3T waTed arft srfafa=aw, 1940(1940 =1 23) F &7 269
BT I ATRAT &1 TN Fd g0 AT SOfe The 1o TATGHIT A1 il THHRIE 6 ST 9T 3T
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TR % TSI, AATLYTOT, 9 11, T 3, UGS (i) H THAT AT GLRIL F LT AT qRAn
FITIT HATAT (FATEST FramT) 7 stferg=ar deais 677(37), arE 15 Fawaw, 2009 &1 39 a1di
oA srfesria wed gu, v vE stfesreor & 9@ 36T s/ € a1 & &1 @ o6 1 8, 38 Mer
T g T°F s ATh AEEeHEiT BHhe T SA¥are siufer arert et ARt &1, Feferea
Of = Fram, e =3 faawr & foro rfRwior /8t e 31 seet AT 97 T2 7g) s a1 ow
& TorT |9=TSa AT TeATad et T 7 FSaid qgl S, T2

(F) T ARE T@F I AIAT A | et o7 =ATh g7 vy M (WTea) & ored @
TR & T o a7 faaeor & form fafasior a8t wam;

(@) 3<% sAferfaas & et aame T sirwfer oY s|rae araelt Fae, 1945 § 39 QI &t
FqgHET 911 ¥ AFfeE st i ameq FRfee ad aEde@d T wethe’ T S
Sirarfert AT I 9% et et At & @y g

] ST (R (W) e Ha X BEHhe Sl SAHEC Siafe I7 39 9% e
et Rt 1 Fata, S Fron |, ST o@ag Fy S0 i Fexid 93T & qRTaey &

ST T I,

(1) ‘STHASTIHATT HTEHS 3T STATHATT ey A7 37 92 et fohet AR &1 e+
fafawtar, siwg e (wa) &1 us UHT /e eaeht yeqa wom, SeE s e g
foraeent, Terfereel, SHagIiadl &l Tcd® AT & 3 a6 TarT hl T UHT ot i 7
dqfae 2l |

(%) TET ST o, Terienee 3iiT Sag, ST ‘AHASHA L REhe T FAHAIT Siufe
T IT I AT et ARt &1 T waar g, Faneafa, ST av a9-asaeT ¥ gatdd
ATATIT T T UHT AT fAaoft T&qa T, s I0® 719 & oid a6 396 a1
I UHT ATl T /AT A v,

2. I ATAFAT TSIIS § THH THTI hf qrr@ F T gt |

[T, /. TF.11014/10/2016-31.31M7. U4 ]
Frad AT STHI,HIH q=d

feoqur: W& STTeR=AT, A % T, ST, A 1, @ 3, IUET (i) ¥ AfIg=ar deqiw 4.
1.5, 677(31), I 15 Frawa, 2009 FTT THTTAT HT TS T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 1 February, 2017

G.S.R. 144(E).—Whereas the Central Government was satisfied teatdtugs ‘Oseltamivir Phosphate’ and
‘Zanamivir' were essential to meet the requireraeftemergency arising due to epidemic and in pubterest, and it
was necessary and expedient to regulate and teftec manufacture, sale and distribution of thed sdiugs and
preparations based thereon for preventing theiugeis
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And Whereas the Central Government in exercisehefpgowers conferred by section 26B of the Drugs and
Cosmetics Act, 1940 (23 of 194@jde notification published in the Gazette of Indiat@erdinary, Part Il, Section 3,
Sub-section (i), number G.S.R. 677(E), dated tHeSdptember, 2009, directed that no person shallfaature for sale
or distribution, or sell or stock, or exhibit orfexf for sale, or distribute any preparation coritajrthe drug ‘Oseltamivir
Phosphate’ or ‘Zanamivir’ except in the manner gpegtin the said notification;

And Whereas, the Drugs Technical Advisory Boardsibered the issue of restriction of sale of thegdru
‘Oseltamivir Phosphate’ and ‘Zanamivir’ similar tioe drugs referred to in the Schedule X of the Bragd Cosmetics
Rules, 1945 on 5November, 2016 and recommended that the notifinaB.S.R. 677(E), dated the"™ September,
2009 shall be withdrawn and the said drugs be ptrdnfor sale similar to the drugs referred tohie Schedule H1 of
the said rules;

Now, therefore, in exercise of the powers confetvgdsection 26B of the Drugs and Cosmetics Act,01@8B of
1940) and on the basis of the recommendationseobtlugs Technical Advisory Board, the Central Gawegnt hereby
and in supersession of the notification of the Goreent of India, Ministry of Health and Family Waé (Department
of Health) published in the Gazette of India, Eatthnary, Part Il, Section 3, Sub-section (i), videnber G.S.R. 677(E)
dated the 18 September, 2009 except as respects things dommitied to be done before such supersession ditieats
no person shall manufacture for sale or for distidn or sale or stock or exhibit or offer for sale distribute any
preparation containing the drug ‘Oseltamivir Phaphor ‘Zanamivir’ except in the following manneamely:-

(a) no person shall himself or by any other personisrbehalf manufacture for sale or for distributisithout the
prior approval in writing from the Drugs Controll&eneral (India).

(b) the conditions specified in the Drugs and CosmeRcses, 1945 in respect of the drugs specified unde
Schedule H1 to that rules shall apply to the dr@geltamivir Phosphate’ and ‘Zanamivir or any paegtion
based thereon.

Provided that the Drugs Controller General (Indigy allow export of the drug ‘Oseltamivir Phosphated
‘Zanamivir’ or any preparation based thereon fasamns to be recorded in writing and in consultatigth the
Central Government.

(c) every manufacturer of the drug ‘Oseltamivir Phosghand ‘Zanamivir’ or any preparation based thersball
submit to the Drugs Controller General (India) anthdy statement, containing therein the quantitysuch
drugs supplied by them to distributors, stockideslers by the end of every month.

(d) every distributor, stockist and dealer holding kwof ‘Oseltamivir Phosphate’ and ‘Zanamivir' oryan
preparation based thereon shall submit to the eorddicensing authority in the State or Uniorritery, as
the case may be, a monthly statement, containiargitinthe quantity of such drugs available witmtheby the
end of every month.

2. This notification shall come into force on tretelof its publication in the Official Gazette.

[F.No. X.11014/10/2016-DRS]
K. L. SHARMA, Jt. Secy.

Note: The principal notification was published in théi€al Gazette, Extraordinary, Part I, SectionSyb-section (i)
vide notification number G.S.R. 677(E) dated th& S&ptember, 2009.
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