axxpedumayuu RA.RU.21OMD4, Cepmuguxam POCC ES.OM11.C82521 om 21.03.2019

JTEKJIAPALIUSI O COOTBETCTBUH

JAEKJIAPAHT, MPHHHMAIOLWHI JEKJIAPAIIHIO O COOTBETCTBHH

000 "Hosapmuc Papya”

Ceedenua 0 pezucmpann opeanuzayuu: Mexcpaiionnan uncnexyun Qedeparsnoii naivzosotl cavocle N 46 no
2 Mocxae 27,12.2006, OFPH 1067761778083, dama npucevenus OI'PH 27.12.2006.

Aopec: 125313, 2. Mocxsa, Jlenunepadexiat npocnexm, 8. 72, xoprye 3. Tenecpon: 8(495)967-12-70.

B auye: lenepatonsiii dupexmop Koaeposa HA.

Hosepenuoe auyo: Tiopwn A. B., dosepennocme 6w om 03.12.18

JAMBIBIET, YTO

Aerapemsennoe cpeoemso: Bompuenm, mafiemxu noxpeimsie nienouno oGorovxon 400 sz 60 wm., guaaxons
noausmurenoante (1), navxu xapmonnse, pea Ne JICP-008805/10 om 27.08.2010 (dama nepeogopuaenun 22.11.2016)
gwidane Hosapmuc Papya AL Wseiyapus, cepus AVID, napmus 1368 ynaxosox, 20den do 01.01.2021,
npoussoOcmen Maxco Onepatnuenc Benuxofpumarus Jiusumed, BenuxoGpumanus, Glaxo Operations UK Ltd, Priory
Street, Ware, Herifordshire, SG12 0DJ, United Kingdom / Thaxco Bavwon C.A., Henanua, Glaxo Welleome S.A., Avda.
De Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, xod OKII42 21.20.10.211, xoo TH B3 3004900002,
xowmparm N NPHLLC-2012 om 01.05.2012, ungoiic Ne 2001419987 om 15.03.2019

COOTBETCTBYET TPEBOBAHUSAM

ACP-008805/10-270810 uzam. NeJ-4

HEKJAPAIIUAS NPHHATA HA OCHOBAHHH

npomoxos ucnsimanuid Ne 19-001946 om 21.03.2019 QOO0 "HLITC "Buomexnonozus”, ammecmam

JATA TIPHESTHSI IEKTAPALIAM 21.03. 2019
z{t:mf{g(ﬁ m@h@i{\gmm%ﬁm 10 01.01.2021

%‘}. Tiopuu A. B.

[OAMHCH U0

AT
T

CBEJEHHS O PETHCTPALIN

OPFAH TIO CEPTUGHKAIINY, 3APEFHCTPHPOBABIITHY JEKJIAPALIHIO

RA.RU.FI®OMII OPTAH IO CEPTHOHKALIHH ITPOIYKIHH OSLECTBO C OFPARHYEHHOH
OTBETCTBEHHOCTLIO "POPMAT KAYECTBA", adpec op2anwzayuu : 109428, 2. Mocksa, {-viil Bazweckull
npoesd, 8. 5, emp. |, adpec opzana no cepmuhuxayuu; 129626, 2. Mocxsa, I-an Mwmaguncxan, 0. 25, mex.
(495) 783-19-08

JEKJAPAIIHSA O COOTBETCTBHH 3APEITHCTPHPOBAHA M POCC RU J-ES.OMI11.A.18458/19
JATA PEFHCTPAITHH 21.03.2019
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CERTIFICATE OF ANALYSI
CEPTUOWKAT AHANM3A
Material description: VOTRIENT TAB 400MG 1X60 RU ‘5’;“* Wallcorne, 5;\
Hazsamwue npoayxTa: BoTpuenT 400 mr x 60 TaBneTok opbyvic s RS
Burgos - ESPANAISPAIN
Materlal Number: 0000000001187 T +34 947 62 97 GO
Novartis Material Number: 733304 F *‘3;:‘;;22 800
Manufacturing Authorization Number: 3167E
Marketing Authorisation Number: NCP-00880S5/10
Package Type: Bottles
Batch N*: AVTD
Cepus Ne:
Date of Manufacture: 14-01-2019
[lara npoussoacTea:
Expiry date: 01-2021
Cpox rofHocTv!
Material batch number: 10000000089784 (WARE)
Bulk batch nhumber: R864004
APls batch Numbar: MGSEB (JURONG)
RELEA PECIFICATIONS RESULTS
DESCRIPTION A modified capsule-shaped, white, fiim-coated
tablet. One side plain and the opposite side
debossed with an identifying code, GS UHL. s
Kancynoeuanbie TabneTkd, NoKpbiToie ANEHOYHON s
ofanoqkoi Benoi useta. Ha oaHolt cropoe
ONMUCAHKE TaBnetkA UMesTes maeuposka «GS UHL»,
IDENTIFICATION OF PAZOPANIB BY HPLC Complies with the test _
NOANUHHOCTH NASOMNAHWBA, BEAX CoOTBETCTBYET TECTY P
IDENTIFICATION OF PAZOPANIB BY UV Complies with the tes! o
NOANMHHOCTb NASONAHVBA, Y&-cnextp CooTeetcrayer Tecty Gamp
PAZOPANIB CONTENT BY HPLC (% Label 95.0-105.0
Claim) ’ ' 100.6
KONUYECTBEHHOE ONPENENEHWE 95.0-105.0 )
TASOMAHUBA, BAXX ' 5
UNIFORMITY OF DOSAGE UNITS BY Complies with the USP
WEIGHT VARIATION Complies
OHOPOOHOCTE AO3UPOBAHWA B coorsetcTeum ¢ USP
DISSOLUTION (% Label claim) Complies with the USP where Q= 70% at 45
minutes Complies
PACTBOPEHUE He menee 70 % 3a 45 MuH

Importing Country: Russia

QP name: Ana Harvds
Qualifled Person
Signature:
0 8 MAR 2018
Date:
Signature: __= %




