DCG(l)/Misc/2015(49)
Directorate General of Health Services
Ministry of Health & Family Welfare
O/o Drugs Controller General (l)

FDA Bhawan, Kotla Road,
New Delhi

Date: 9 9 JUN 2017

NOTICE

In view of the recommendations of Joint Monitoring group in its meeting held
on 31/05/2017, it is brought to the notice of all stakeholders that vide Gazette
Notification G.S.R. No. 144(E) dated 17" February, 2017 Oseltamivir and Zanamivir
are withdrawn from the list of Schedule X drugs and are now permitted for sale as
similar to drugs under Schedule H1 of Drugs & Cosmetics Act and rules.

Copy of the Gazette Notification with details is enclosed herewith for your
information and necessary action.

(Dr. G. N. Singh)
Drugs Controller General (India)

To
All stakeholders
Copy for information to:

PPS to DGHS, (HFW), MoHFW
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wETeey 3T aRET Fe T §ATET
(FaTeey s gfaTe Fegror fEwm)
=T
7% fawett, 17 wvat, 2017
ATALE. 144(3).—F=4T TYF FT Tg THTATT 27 747 o7 B Faaaii=diy sese @7
FATHA SATEAT 7RI F FO IoAH G AT ATATARIATT ATATA FT QLT FA *F oo e
2 # sraems off ofi7 3% sirufedt sfiw 39 97 snanfvd AT F geaanr F Famo & o s
i, B i Ao 7 BfRaf s FEf s amavgss #f adfi=ie o

AT Fearg T 7 Aoty T wHee "rdr afafiay, 1940(1940 F1 23) # gT 26@
ST ATRRAT T TN F7d g0, AT & TSI, AHTTI, 907 11, @2 3, I7a () § qHhrioa
stare=T Fears arFLE. 677(x), arira 15 fawew, 2009 g 78 R2er Ay a1 & 15 =afw
e, e ar faew F foro Gfawtor 92 w0 an 39 By ar s 728 #5071 G 5 fo
TRt AT TEATa A2t w47 FAiT 8w

A Aoty AT FATEHT A A Sty T wHres avwdt w1945 f aqEAt w §
e siufeat & aws ‘deeefidT wmhe @ saiE stufet & Gy @ FdfoT w9 F
T U qETE 15 qa%aT, 2016 1 = FFar O a7 ferfa € & arfe 15 Rawee, 2009
e |7 #1. . 677(e) AT o #f St s v sivafaat w6 fawt ) aqaet 1 #%

Aqel: e, Featd HLHL, AT A7 g@ras arft sifafam, 1940(1940 #71 23) #it a7 26@
ST Y& Qf<RdT T TART F0d g0 ST Sofer aaeieht Tereshie ave it R F e o7 @i
(1)
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AT F TATH, AETYTIO, AT 11, @2 3, ITEE (I) § THIOT 99 qLR1E F T A7 qiEan

FATT GATAT (FATeeT F2ramr) & stferg=aT degis 677(31), arira 15 v, 2009 F1 39 141 +
oy srferria v gu, g UF sfesrmor & 03 BFar w3 € a1 #2719 B T g, ag e

= & & 1 aftr eeeidiT wrathe’ o SatRE safy areft B @R 1, fetatea
i F Frars, FBwa 71 faor % foro ARt a8 0 a1 3a GFr 97 @ 78 w0 a7 @y
F forw wwrafsra ar searfoa a8t F0 71 fFaia a8t Fe, o

(F) FTS =T T4 AT A9AT A 7 Gt 9v7 =xtw g oy A= (ama) & e o
AATEA & forar e a7 o F oo it a2t v,

(@) 3 sAfafaw % sefiT aare v siwfer o saras araft faw, 1945 & 3= fRawt i
g1 511§ fAfAfEe wdwfagt £ amea ARt o dameetEd s s sefEd
Arofergt A 39 97 et Gl it a2

T STy A= () ST id T B #iY S ET Aty 97 39 a7 e
T AR & Rafa, 39 st &, st deag B S a9 0T e F wmd ¥

ATATT 3T AT,

(1) ‘AEATHAT BB T FTAHA oty a1 39 97 anarig F AR w v g
fAfatar, stwy f=s (aa) #1 vF ot wifas FEoft ssqa o, fed o5 g
Eraest, e, sagtfeat &t 92T 0 F o9q 9% wer & T vHr sfwfaat £ qmEr
gafae 2r |

(%) T Feus A, Wi i SFgl, A1 AHewE T wrahe #i S drafy
T 39 T2 AreTa et BT F1 =1 T@ar g, AT, 99 97 G9-1998 7 | qa1eq
IYeTse UHT arateraT £ 7 safEe 2

2. g ATIHHAT TATH | THE THRTF A ATEE F TG g |

[FT. 5. T#9.11014/10/2016-31. 3.7 ]

Frad AT T, HIh A=a

feraor, g AfeR=aT, 9 F TSI, AATER, 9 01, @ 3, 3TEE (i) § Afegeer deas
1.1, 677(37), arira 15 faawaT, 2009 ZTT THTfIrT #iv T ofF |

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 I, 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 HI 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 I1, Section 3. Sub-section (1), 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,

(¢) 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 I1, Section 3, Sub-section (1)
vide notification number G.S.R. 677(E) dated the 15" September, 2009,
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