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T2 faeett, 17 w7, 2017

qT.F.A. 144(3).—FvaT TR FT Tg GHTATT BT AT AT o ‘SAEASTHATT BIEAHS 3T

SATHATY STITET AGTHTL o 10T IcqS gl aATel STATARTATT STTEATH I IIT FlA o (o0 Alh
BT & sraeaa off 3T S<6 SfufedT oiiw 39 9¥ sema MHaar & IR & Harr & o 393+
fafawtor, e siw feawor & fAfaaa siw [MetEa Far srasaes i gHi=1 o,

AT FralT TR F AT ST T AT Aterf=aw, 1940(1940 w71 23) FiT &7 269
FTT Y& ATRIT HT TN Fd gU, A & TS0, AL, 907 11, @< 3, IT@E (i) § T
AT=AT Jedi ArAL . 677(3), ariE 15 fHawaw, 2009 T 78 e Gar ot & & =ath
‘AHATHAT FIEHS ST SHAHAT sfuter aret et [t #1, 3<6 sfee=an § ffafde O+
e, fasa = fraeor & forg AfRETor 98T T 37 IHeT AT a1 w2 qgi w4 AT @ & o
TETITT AT JEATioa A8t T AT Fafa T8t T,

ST SUTer Thelehl AATERIT dle o SUrer 3T S|rea aret Faw, 1945 it = 9 &
Afde st & T9sT ‘AEaeiva i wehe i SHHare siutai & Fwa # i F&faq a9 +
T 9T A 15 Fawa, 2016 &7 F=e G s ag frerier f F e 15 Frawee, 2009 $i
stfere=AT |1, #1. 7. 677(31) aTae o < ATOIAT ST I SAOiEFT F I FFAT A AqgAT T F
e sfrafet & a0 e & o srgea BT stToem;

AT: AT, Feald GLRTL, AT 3T waTed arft srfafaaw, 1940(1940 =1 23) F &7 269
BT I&T ATRAT &1 TN Fd g0 AT ST The 1ol TATGHIT d1S i THHRIT F AT 9T 31T
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TR % TSI, AHTLYTOT, 9 11, T 3, UGS (i) H THIAT AT GLRIL F T AT qRan
FITIT HATAT (FATEST ) 7 stferg=ar deais 677(37), aira 15 Fawaw, 2009 &1 39 a1di
foam srfesria wed gu, v vE stfesreor & 9@ 36T 13T € 31 & &1 @ o6 1 8, 38 e
T g T°F s ATh AEAeHEdT ®Hhe T SAHare siufer arert et ARt &1, Fefertea
Ofa = Fram, e 71 faawr & foro rfRwior /a8t w5 31 suet AT 97 T 7g) s a1 ow
& TorT |9=TEa AT TeATod et T 7 FSaia qal S, T

(F) s ARE T@F T AIAT A | Trelt o7 =ATh g7 vy M= (W) & ored @
FqHTEA & T A a7 faaeor & form fafRetor a8t s,

(@) 3<% Afefaas & et aame U sirwfer o7 | arelt FaE, 1945 § 39 At &t
FqgHET 911 ¥ AFAfeE st i aeq FRfee ad aEdead R ®wethe’ T S
Sttt AT I 9% et et At & @y g

e ST A= (W) ‘e Ha X BE®e Sl ‘SAHEC Siofe I7 39 9% e
et At 1 Fata, S Fron |, ST oeag FT S0 i Fexid T3aTT & qRTHey &
AT T AT,

(1) ‘STHASTIHATE FHTEHS 3T STATHATT ey A7 37 92 e fohet A &1 e
fafawtar, sivg e (wa) &1 us UHr /e aeft seqa wom, SeE s 9 g
foraeent, Terfereel, HagIiadl &l TcI® AT & 3 a6 TarT hl T UL i fi 7
dqfae v |

(%) THT YT o, Terienee 3iiT SHag, ST ‘AEASTHA L REhe ST FTHHAL Siufe
T IT I AT et ARt &1 w2 waar g, Faneafa, s ar a9-asaeT | gatdd
ATATIT T T UHT AT fAaoft T&qa T, s I0® 71 & oid a6 396 a1
IqTe UHT AOTATT T /AT A 2,

2. I ATAGFAT TSIIS § THhH THTI 0l qrg F T g |

[T, /. TF.11014/10/2016-3T1.3M. U4 ]
Frad AT STHI,HIH q1=a

feoqur: W& STTeRg=AT, A & T, ST, A 1, @ 3, 39T (i) H AfIg=ar eqiw 4.
1.5, 677(31), I 15 Frawa, 2009 FTT THTTAT FT TS T |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 17" February, 2017

G.S.R. 144(E).—Whereas the Central Government was satisfied that the drugs ‘Oseltamivir Phosphate’ and
‘Zanamivir’ were essential to meet the requirements of emergency arising due to epidemic and in public interest, and it
was necessary and expedient to regulate and restrict the manufacture, sale and distribution of the said drugs and
preparations based thereon for preventing their misuse;
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And Whereas the Central Government in exercise of the powers conferred by section 26B of the Drugs and
Cosmetics Act, 1940 (23 of 1940), vide notification published in the Gazette of India, Extraordinary, Part II, Section 3,
Sub-section (i), number G.S.R. 677(E), dated the 15" September, 2009, directed that no person shall manufacture for sale
or distribution, or sell or stock, or exhibit or offer for sale, or distribute any preparation containing the drug ‘Oseltamivir
Phosphate’ or ‘Zanamivir’ except in the manner specified in the said notification;

And Whereas, the Drugs Technical Advisory Board considered the issue of restriction of sale of the drugs
‘Oseltamivir Phosphate’ and ‘Zanamivir’ similar to the drugs referred to in the Schedule X of the Drugs and Cosmetics
Rules, 1945 on 15" November, 2016 and recommended that the notification G.S.R. 677(E), dated the 15" September,
2009 shall be withdrawn and the said drugs be permitted for sale similar to the drugs referred to in the Schedule H1 of
the said rules;

Now, therefore, in exercise of the powers conferred by section 26B of the Drugs and Cosmetics Act, 1940 (23 of
1940) and on the basis of the recommendations of the Drugs Technical Advisory Board, the Central Government hereby
and in supersession of the notification of the Government of India, Ministry of Health and Family Welfare (Department
of Health) published in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), vide number G.S.R. 677(E)
dated the 15" September, 2009 except as respects things done or omitted to be done before such supersession directs that
no person shall manufacture for sale or for distribution or sale or stock or exhibit or offer for sale or distribute any
preparation containing the drug ‘Oseltamivir Phosphate’ or “Zanamivir’ except in the following manner, namely:-

(a) no person shall himself or by any other person on his behalf manufacture for sale or for distribution without the
prior approval in writing from the Drugs Controller General (India).

(b) the conditions specified in the Drugs and Cosmetics Rules, 1945 in respect of the drugs specified under
Schedule H1 to that rules shall apply to the drugs ‘Oseltamivir Phosphate’ and ‘Zanamivir‘ or any preparation
based thereon.

Provided that the Drugs Controller General (India) may allow export of the drug ‘Oseltamivir Phosphate’ and
“Zanamivir’ or any preparation based thereon for reasons to be recorded in writing and in consultation with the
Central Government.

(c) every manufacturer of the drug ‘Oseltamivir Phosphate’ and ‘Zanamivir’ or any preparation based thereon shall
submit to the Drugs Controller General (India) a monthly statement, containing therein the quantity of such
drugs supplied by them to distributors, stockists, dealers by the end of every month.

(d) every distributor, stockist and dealer holding stocks of ‘Oseltamivir Phosphate’ and ‘Zanamivir’ or any
preparation based thereon shall submit to the concerned licensing authority in the State or Union territory, as
the case may be, a monthly statement, containing therein the quantity of such drugs available with them, by the
end of every month.

2. This notification shall come into force on the date of 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 the Official Gazette, Extraordinary, Part II, Section 3, Sub-section (i)
vide notification number G.S.R. 677(E) dated the 15™ September, 20009.
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