CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATIN3A

Issued by:

GlaxoWellcome,S.A.

Avda. de Extremadura, 3

E-09400 ARANDA DE DUEROQ (BURGOS), SPAIN
BeinyuweHo:

makco Bannkom C.A.

Aepa. ne Skctpemagypa, 3

Glaxo Wellcome, S.A.
Avda, Extremadura, 3

09400 ARANDA DE DUERO
Burgos - ESPANA/SPAIN

T +34 947 52 87 00
F +34 947 52 98 00

E-09400 APAHIA OE AY3PO (BYPIOC), UCMAHUA www.gsk.es
www.gsk.com
( Material Description Votrient 400 mg x 60 tablets
HaumeHoBaHme npoAykTa BoTpueHT,  TabneTkw,  NOKpbITbIE nneHo4HoM

oBono4koi, 400 Mr x 60 TWTYK

Material Number
BHYTpeHHWiA HoMep MaTepuana nocTasLLuKa

60000000001167

Novartis Material Number
Homep matepwana HosapTuc

733304

Normative Document Number
Homep HopmaTWBHOro AOKYMeHTa

NICP-008805/10-210120, v1

Marketing Authorisation Number

Homep perucTpalUroHHOro yAoCToBEpeHHs

JNICP-008805/10

Package type Bottles
Tun NepBUYHOW YNakoBKu dnakoHbl
Release Quantity (in packs) 298
KonuyecTtso npw Beinycke (yn.):

APl Name Pazopanib
HaumeHosarue capm. cybeTaHuum MasonaHub

API Manufacturer / Supplier

MpouasoauTens dapm. cybcTaHumm

GlaxoWellcome Manufacturing Pte Ltd, Jurong,

Singapore

Mnakco Bankom MaHodakdypuar Mt Jita, [DxypoHr,
CuHranyp

Manufacturer in bulk (tablets)

MpouasoaunTenb roToBOR NeKapCcTBEHHON hopMbI

Glaxo Operations UK Limited (trading as Glaxo
Wellcome Operations), Ware, UK

Imakco OnepaiileHc BenukobputaHua Jlumutea
(Toprosns B KadecTee [makco Bannkom
OnepaiiweHc), Yaiip, BenukoOputanna

Packaging site

YNaKoBLUK/DACOBLWK B MEPBUHHYIO U BTOPUYHYIO
ynakoBKy

Glaxo Wellcome S.A., Avenida de Extremadura 3, E-
09400 Aranda de Duero, Burgos, Spain

akco Bannkom C.A., Asga. ae kctpemaaypa, 3, E-
09400 ApaHga ge [yapo, Byproc, Micnanua
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Glaxo Wellcome, S.A.

Avda, Extremadura, 3

09400 ARANDA DE DUERO
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Material Bulk Batch Numb
Siapull AR SETYaE 10000000089784

Homep matepuana cepun bank

Bulk Batch Number

Homep cepuun Bank e

APIs Batch numbe

Homep cepuu dapm. cybeTanumum P56D

Batch Number

Homep cepun 5P2P

Date of manufacture

[ara npouseoacTea 15-03-2021

Expiry Date

15-03-2024

Cpok rogHocTH

PARAMETER RELEASE SPECIFICATIONS RESULTS
NMOKA3ATENb CNELUNDOUKALIUA PE3YNbTATHI

A modified capsule-shaped, white,

DESCRIPTION film-coated tablet. One side plain and Complies

the opposite side debossed with an
identifying code, GS UHL.
KancynoeuaHble TabneTky,

NOKpbLITbIE NNEHOYHOR 0BOMOYKOM

ONWCAHWE 6enoro useta OgHa cTopoHa
rnankas, CooteeTtcrByeT
Ha Apyroit ctopoHe TabneTku
UMEETCA rpaBupoBka
«GS UHL».
IDENTIFICATION OF PAZOPANIB (HPLC) Should comply with the test Complies
H a [lomKkHO cooTBETCTBOBATD
NoonMHHOCTL MA3OMAHUBA TpeBoBaHUAM CooTBeTcTBYET
(BOXX)
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| PARAMETER RELEASE SPECIFICATIONS RESULTS \
NOKA3ATESb CNELUM®UNKALINA PE3YJIbTATbI
IDENTIFICATION OF PAZOPANIB (UV) Should comply with the test Complies
noaNMHHOCTb MA3OMAHWBA (Y®) [Ion*HO COOTBETCTBOBATDL
TpeboBaHVsM CooTBeTcTBYET
PAZOPANIB CONTENT BY HPLC 95.0% to 105.0% of label claim
KONMMYECTBEHHOE OMPEAENEHIE 95.0% to 105.0% OT 3asBNEHHOTO 100.4
MASOMAHUBA, BOXX
UNIFORMITY OF DOSAGE UNITS BY MASS ; Complies
VARIATION Should comply with USP, Ph Eur
[lonHO COOTBETCTBOBATE PapM CoOoTBETCTBYET
OfHOPOAHOCTD [O3UPOBAHUA CLUA, Esp. bapw.
DISSOLUTION (% LABEL CLAIM) Should comply with USP, Complies
where Q=75% in 45 min
PACTBOPEHWE (% OT 3AABNEHHOIO [lorxHO COOTBETCTBOBATD
COOEPXAHWA) dapm. CLUA, CooTBeTCTBYET
L Q=75% 3a 45 MWHYT

Importing Country: Russia

QP Signature / Date

Mognuck YMoTHOMOYEHHOTO Niua [ daTta

Maria Isabel Chorda
Qualified Person
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JuL 14 2021
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