JAEKJTAPAITUA O COOTBETCTBUU

JEKJAPAHT, MPHHUMAIOIHAN JEKJAPAITHIO O COOTBETCTBHH

340 "ThaxcoCsmumKnnian Tpeiourz”

3apezucmpuposaro : Mesicpaiionnasn uncnexyua MHC Poccuu Ne 39 no 2 Mockee OI'PH 1027739011486 om
24.07.2002

Adpec: 119180, 2. Mocksa, Axumarcxas nab., 0. 2.Tenepon:8(495)777-89-00,

B nuye: I'enepansuniii oupexmop Coxonog A.C.

Hoeepenwoe nuyo: Kysneyos A.A., dosepernocme 46-24/05/2017 om 24.05.2017 2.

3AABJAET, UTO

Rexapemeennoe cpedemeo; Perensa nopowox 018 unzanayuil dosupoeanusii 5 Mz/0oza 4 dosui, pomaducku (5),
8 komMnaexme ¢ unzatamopom "Juckxanep”, gaaxons: nracmuxogwie (1), nayku kapmonneie, PY Ne
JICP-000095 om 31.05.2007 {0oama nepeogopmnerun 22.09.2014) evidano 340 "ThaxcoCrumKasiin
Tpetiounz", cepus 9D7L, napmus 11341 ynaroeox, 200¢ex 0o 01.05.2024, npouzeodcmsa [arxco Banaxom
podaxwen, Ppanyus, Glaxo Wellcome Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux,
France, xod OKIT[2 21.20.10.194, koo TH B3I 3004900002, Tucmpubsiomop. coznauenue 6/1 om
01.01.2013, ungotic Ne 4165394239 om 02.10.2017

COOTBETCTBYET TPEBOBAHHAM

JICP-000095-310507 (H 42 -11639 -06 uam. Ne 1-4)

JEKTAPAITAA OPHHATA HA OCHOBAHHH

npomoxon ucneimarui Ne 6596 m om 12.10.2017 HJI OOQ HL] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.OM08.C97603 om 12.10.2017
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CBEJEHHS O PETUCTPAIIANA

OPTAH IO CEPTHOUKAITHHA, SAPETUCTPHPOBABINWI JEKTAPATTHIO

RA.RU.11®OM0O8 OPTAH ITO CEPTH®HKALTMH ITPOIVKI[HH OFHIECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOQH [TEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 105062, Poccun, 2. Mocksa, Pypmanneii nepeyaok, 10, 1, adpec opzara no
cepmucpuxayuu: 115280, Poccus, 2. Mocksa, yr. Macmeproea, 4, 5, men.:(495)788-02-88, eeb-caiim. oyxx.p@.
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Issued by:
-GlaxoWellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235529

Certificate of Analysis -~ i

CEPTUOUKAT AHANU3A —

Certificate Date Certificate Number

[ata Bbigaum ceptndmkata Homep cepTudukara
22-SEP-2017 400008301
22-cenTRbps-2017 Page Crpanuya 1 af usz 1

Material Description:
MpogyxT:

RELENZA 5MG RTK + DKH 5X4 RU/T
PENEH3A nopolwok ans uHransumm [O3NPOBZKHEIN 4 Mr/noaa

Materiai Number: 10000000041985

Kop npogyxTa : 10000000041885

Package size / type: 1 tube of 5 rotadiks/carton
YnakoBka: 5 poTapnckos/KapToHHas navka
Manufacturing Authorisation Number: M 16/1288

Jluuenana nponasoguTens: M 16/188

Regulatory Statement:
PerynrTopHoe nogTeepxkneHne :

Manufacturer's GMP Certificate Number: HPF/FR/184/2017
Homep GMP ceptudmkarta npowzeogntens: HPF/FR/M84/2017

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control in full compiiance with the GMP requirements of the local Regulatory
Autharity and the specifications in the Marketing Autherization of the importing country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP and has been released by a Qualified
Person.

Hankbiv CEpTURUKATOM YAOCTOREPSETCS, HTO BEILUEYNOMSHYTEA MHAMOPMALIMA NOATMKHE 1 TOYHE. Cepwus npogykra
Beina wsroToenexa/NpoUIBEAEHE, BKMIIOYES YNEKCEKY M KOKTPOME KauecTsa Ha BEILLEYNOMAHYTOM 33804E B MONHOM
COOTBETCTEMM C TpeSoeanusmu GMP roxanbHbeiX PerynsTopHbix CpraHoB. 1 B COOTBETCTEMM C TpebosaHusmu
UMMNOPTMPYICWER CTPakbl. [OKyMEHTsl MO NpOM3BOACTBEHHOMY MPOLECTY CEpWN, YNEKCBKA NPOAYKTE W PesynbTaTkl
KOHTPOMSA K34eCTsa CEpui NDOBEPEHSI M HAXOOSTCH B COOTBETCTEMM C GMP 1 0106pEHs! ANS BLINYCKa OTEETCTESHHEIM
CreynanncTom.

Batch N°; 8D7L EXPIRY DATE 05 2024
Cepun N2 : 9D7L lopgeH oo 05 2024
Manufacturing date:09-MAY-2017
[ata narotosnenns: 09-mMain-2017
Importing Country: Belarus/Russia
Wmnoptupytowas ctpasa : Benapycs/Pocous
Description Specification Resuits
[Nokazarene Crneuunduxauns Pe3yneTaTthi
DESCRIPTION COMPLIES COMPLIES
Onucaxne CooTeeTtcTBYET CootBeTcTRyET
IDENTITY BY HPLC COMPLIES COMPLIES
MoanuHKOCTE MeToaoM B3IXCK CooTeeTcTayeT CooTsercTeyeT
ZANAMIVIR CONTENT 4.5 - 5.4 mg/bli 51
KonuiecteesHoe onpepenesue 4.6 - 5,4 mrisueika 5,1
(F:INE PARTICLE MASS 0.4- 1.5 mg/bli
pelHee CofepXaHue MERKMX YECTUL onpegenAeMoe Ha 0.4 <15 mosseiina
K2ckafHOM uMnaKkTope
o !
Signature iy
MNoamics d’{'é
Name Laétitia RIGAUX

Qualified Person

Date of batch release
Oata

OTBeTCTBEHHEIN 38 KadecTso

22-SEP-2017 :
22-cexTabpe-2017 J E




