CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A
Issued by:
GlaxoWellcome, S A, ff;:";:’:gm’::;f;
Avda. de Extremadura, 3 40400 ARANDA DE DUERO
E-09400 ARANDA DE DUERO (BURGOS), SPAIN Burgos - ESPARA/SPAIN
BhinyujeHo: T 434047520700

F +34 947 52 98 00

WA W GEK.COm

I'naxco Bannkom C.A.
ABna. Ae JkcTpemagypa, 3
E-09400 APAHIOA JE AY3PO (BYPIOC), NCNAHKA

—

Material Description Tyverb 250mag x 140 tablets

HaumeHosaHue npogykra TaheepB, Tabnerkw, NOKPLITLIE NNEHOYHON
oBono4xoit, 250 mr x 140 TwTyK

—

Material Number
BHyTpeHRHWA HOMED Marepuana nocraswuka

0000000002834

Novartis Material Number
Howep marepuana HosapTuc

733258

Normative Document Number
Homep HOpPMaTUBHOFO LOKYMEHTa

NCP-000782/08-050919

Marketing Authorisation Number NCP-000782/08

Homep perucTpaunoHHOro yAOCTOBEDEHIA

Package type Bottles

Tun nepaUHHOR ynakosku dnakoHb

Release Quantity (in packs) 1833

Kenuuecrso npu ehinycke (yn.): " f
APl Name Lapatinib

HavmeHoBanue dapm. cyboTanumm Nanarunnb

APl Manufacturer / Supplier ThermoFisher Scientific Ltd

[MTponaBoguTenes dapm. cyberaHunm Tepmo®uep Caientudbing Jrg

Glaxo Operations UK Limited (trading as Glaxo

Manufacturer in bulk (tablets) Wellcome O tions), W UK
elicome Operations), Ware,

MpoussoauTens  roTOBOA  NEKAPCTBEHHON | Makco Bannkom OrnepsiLleHc,
opmel BenukoBputasua

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

Ynakoswui/acoBiyMk B nepeudHyic W | [makco Bannkom C.A., ABaa. ge 3kctpemanypa,
BTOPWHHYIO YNAKOBKY 3, E-09400 Apanaa ae Jyapo, Byproc, Ucnanua

Registro Mercanti de Burgos,
Tomo 473, Libio 264, Folio 143
Seccwn B - Moja BU-8891
Inscaipeion 2

NIF:A-08250888

Sociedad Unipersenal

P lnchistrial Aliendeduera

Av. Extremadura, 3

09400 Aranda de Duera (Burgos)




Glaxo Wellcome, S.A.

Avda, Extremadura, 3

09400 ARANDA DE DUERO
Burgos « ESPARIA/SPAIN

T +34 947 62 87 00
F +34 047 B2 98 00
www,gsk.com

PARAMETER RELEASE SPECIFICATIONS RESULTS
NOKA3ATENb CNELIUOUKALIUA PE3YNbTATHI
LAPATINIB CONTENT 195.0% to 105 0% of label claim
KONMYECTBEHHOE COEPXAHVIE 95.0% to 105.0% oT 3asBneHHoro 100.0
NANATUHUBA
UNIFORMITY OF DOSAGE UNITS BY MASS Should comply with Ph Eur Complies
VARIATION

[Horto cootreTcTBOBaTHL EBp.
OAHOPOLHOCTb AO3UPOBAHMA peatiog CagTRetTCTNy
DISSOLUTION (% LABEL CLAIM) Should comply with USP, Complies

where Q=75% in 30 min
EACEBOPEHHMHE (% OT SAABNEHHOTO HomxHo cooteeTcTBOBATE Gapm. CootsetcTayeT :
OAEPXAHSA) CLUA, Q=75% 3a 30 MuHyT é

Importing Country: Russia

QP Signature / Date ‘}W S ’?g.ﬁxqt’}ﬁ?@ {

MNognuce ynonHomouerHoro nuua / ata
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N.LF.: A-08250888
Sociedad Uniparsonal

H indusirial Allandedusrn
Av. Extremadura, 3
08400 Aranda de Duero (Burgos)



