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GlaxoWellcome,S.A.
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I"nakco Bannkom C.A.

Aspa. oe Sxkctpemanypa, 3

E-09400 APAHIA [E AY3PO (BYPIroC), UCIMAHWA

Glaxo Wellcome, S.A.
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Material Description

HanmeHoBaHwe npoaykTa

Votrient 400 mg x 60 tablets

BotpueHT,  TabneTku, MOKPbITEIE  NNEHOYHON

obono4koid, 400 mr X 60 TLWITYK

Material Number
BHyTpeHHW HOMEp MaTepuana noctasLnka

60000000001167

Novartis Material Number
Homep maTtepuana HosapTuc

733304

Normative Document Number
Homep HopMaTMBHOrO HOKYMEHTa

JICP-008805/10-210120, v1

Marketing Authorisation Number

Homep perucTpaLnoHHOro yA0CTOBEPEHUA

NICP-008805/10

Package type Bottles

Tun NnepeU4HO YNakoBKu ®naKoHbl
Release Quantity (in packs) 300
Konuyecteo npu Beinycke (yn.):

APl Name Pazopanib
HavmeHoBaHue dhapm. cybcTaHuum MasonaHud

API Manufacturer / Supplier

MpouaeoauTens apm. cyGCTaHLmMm

GlaxoWellcome Manufacturing Pte Ltd, Jurong,

Singapore

nakco Bankom MaHtodakdypuHr Mt Jita, [hkypoHr,
CwHranyp

Manufacturer in bulk (tablets)

Mpou3BoAUTENb rOTOBOW NEekapCTBEHHONM hopMbl

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

Mnakco Onepaiiwedc BenukoBputaHua llumuTen
(toproBns B ka4yectee  [nakco  Bannkom
OnepaiiweHc), Yaiip, Benukobputanua

Packaging site

YnakoBLWK/acoBLUUK B NepBUYHYK U BTOPUYHYIO
ynakoBKy

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

Maxkco Bannkom C.A., ABda. e kcTpemanypa, 3, E-
09400 ApaHaa e [dyapo, Byproc, Vicnanus
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Material Bulk Batch Number

10000000089784
Homep maTtepuana cepun bank
Bulk Batch Number
Homep cepwu Bank XBAR
APls Batch numbe
Homep cepun dapm. cybcTaHymm 8N3J
Batch Number
Homep cepun FESM
Date of manufacture
Jara npoussoacTea 24-09-2021
Expiry Date
Cpok rogHoCTH 24-09-2024
PARAMETER RELEASE SPECIFICATIONS RESULTS
NOKA3ATEINb CNELUDPUKALINA 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.
KancynoeugHele TabneTiw,
NOKpPbIThIE NNeHo4Hol obono4kon
ONMUCAHUE Benoro useta OgHa cTopoHa
rnagkas, c
0OTBETCTBYET
Ha Apyro cTopoHe TabneTku
MMEETCSH rpaBMpoBKa
«GS UHL».
IDENTIFICATION OF PAZOPANIB (HPLC) Should comply with the test Complies
[JomxHO COOTBETCTBOBATL
NoaNMHHOCTL NA3OMNAHWEBA CooTBeTCTRYET

(BIMX)

TpeboBaHWAM
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PARAMETER RELEASE SPECIFICATIONS RESULTS
MOKA3ATEIb CMNEUNDUKALINA PE3YIbTATHI
IDENTIFICATION OF PAZOPANIB (UV) Should comply with the test Complies
NOANMHHOCTL NA3OINAHUBA (Y®) [omn¥Ho coOTBETCTBOBaTh
TpeboBaHUAM CootBsertcTByeT

PAZOPANIB CONTENT BY HPLC 95.0% to 105.0% of label claim
KOJIMYECTBEHHOE ONPEAENEHNE 95.0% to 105.0% OT 3asiBNeHHOro 100.2
MA30OMNAHWBA, BOXXX
UNIFORMITY OF DOSAGE UNITS BY MASS . Complies
VARIATION Should comply with USP, Ph Eur

[omkHo cooTBeTCTBOBaTE PapM CoorBeTcTBYyET
OAHOPOOHOCTbL OO3NPOBAHWA CLUA, Esp. dapm.
DISSOLUTION (% LABEL CLAIM) Should comply with USP, Complies

where Q=75% in 45 min
PACTBOPEHUE (% OT 3AABNEHHOIO [omkHo cooTBeTCTBOBATL &
COAEPXAHWS) ®apm. CLUA, il L
Q=75% 3a 45 MuHyT

Importing Country: Russia

QP Signature / Date

Moanuck ynonHoMoueHHoro nuua / lataj signature:
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Alvaro Pinto
Qualified Person

1 8 ENE. 2022 -

o Ok

Issued by: /‘73
Date; 76 ne 7022

Checked by: /47
Date: 77 -m/",':‘c'."z?Z
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