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Boinywena.

Imaxco Bannkem C.A,

ABga. sle Oxctpemagypa, 3

E-09400 Apanpa pe fyapo (Byproc), Monanus

Material Description: TYVERB TAB 250MG 1X140 RU

Hassarie npodyira. Taheepd, Tabnerion, nokpbITeie NNEHOYHOM ofonodron, 250 mr x 140 Tabnetok
Material Number: 80000000002934

BHyTpeHHUI HOMEp MaTepuana nocTaswmka: BO000000002624

Novartis Material Number; 733259

Homep marepuana Hosaptve: 733259

Normative Document Number: [TCP-000782/08-050919
Homep HopmatueHol gokymentauuw JICP-000782/08-050919
Manufacturing Authorization Number: 3167E

Marketing Authorization Number: NCP-000782/08

Homep PY: ICP-000782/08

Package Type: Bottles

Tun ynaxkosiu: dnakoH

Release Quantity {in packs): 2435

Konuuectao npu seinycke (yn.):

APL Lapatinib

GapmaliesTideckas cyBeTaruma NanatuHus

API Supplier: SmithKlein Beacham (Cork) Limited

MocTaslluk hapMayeBTuyeckoi cyBeTaHLm: CMUTKNSH Bltuen (Kopk) Numuren

Manufacturer in bulk (tablets): Glaxo Operations UK Limited (trading as Glaxo Wellcome Operations),
Ware, UK

Mpon3soavTent roTOBOR NEKAPCTBEHHONR thopmst Makco Bannkom Onepaiiiuesc, BenukodpuTanus
Packaging site: "Glaxo Welicome S.A ", Avenida de Extremadura 3, 09400 Aranda de Duero, Burgos,
Spain

MpoussoanTens  NEPEUYHOWBTORUIHON ynakosok: [nakco Banmkom C.A, Wcnawws, Asaa. e
OxcTpemagypa, 3

E-09400 Apanaa ne fyspo (Byproc), Menanus

Batch Number: YW3Y
Homep cepuu:
Date of manufacture; 11-10-2019

Hara npoussogerea
Date of expiry
CpoK rogHocTH : 10-10-2021

Material Bulk Batch Number:  10000000031318 (WARE)
Homep marepuana cepun Bang

Bulk Batch Number: N&gF
Homep cepun Bank:
APls Batch number: JB2T (CORK)

Homep cepun chapmauesTuueckoil cyGoTaHLmy
Novartis Material Number:  73325¢
Batch Number; YW3Y
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Glaxo Wellcome, S.A.

Avda, Exremiadura, 3

G900 ARANDA DE DUERC
Buryos - ESPANAISPAIN

T 434 947 52 87 00
F +34 947528800

.................... o MRLGERLO
Crevvdrxauvs PesyneTarhl
RELEASE SPECIFICATIONS RESULTS
A biconvex, oval, yellow to light-yeliow,
film-coated tablet. One side plain and
DESCRIFTION the opposite side debossed with an
identifying code, GS XJG.
TalbneTky opancHoi GopMbl, Complies
| [ABOSIKOBLINYKNbIE, OT CBETNO-HENToro
- Onucarmne [0 XBNTOro LBETa, NOKpbITbIe
rineHovHon obono4kon. OnHa cTopoHa
TabneTiy rmagkas, Ha apyrov
BhirpasvpoBaHa Hagnuce «GS XJG»
IDENTIFICATION LAPATINIB by HPLC Complies with the test
TMopnUHHOCTE NanaTukuba meToaom BIMKX COOTBETCTBYET TECTY Complies
| IDENTIFICATION OF LAPATINIB by UV , )
Complies with the test c "
MoanuHHocTs nanatiHuba MeTopom omplies
Y crexTpothoToMeTpim _ Gomshareyar eoTy
i LAPATINIB CONTENT $5.0% to 105.0% of label claim 100.6
| KonudecteeHHoe onpegensHve nanaruHnba 95.0% to 105.0% OT 3anBNEHHOIC
UNIFORMITY OF DOSAGE UNITS BY Complies with Ph. Eur. ’
MASS VARIATION Complies
B cooteeTtcrenv ¢ EBp, Gapm.
OAHODOAHOCTD A03MPOBaHUA .
DISSOLUTION (% label claim) CORIBIRR SR LIC e
— . .
PacTBopetre (% OT 3aABNEHHOD Q=75% in 30 min Compliss
conep#anna) B cooteeToTauns ¢ Gapm. CUIA,
Q=75% 3a 30 mMuHyT
Importing Country: Russia
QP Signature/Date
Ksanuduumposannas nepcoHa lMNognuee/[aTa
ix) s
Rebeca Martin e e Sy
Guazlifg‘:ce?ﬁ Persen —- N
Ragistro £ ede Hn.-g‘.ws,
Novartis Material Number: 733259 18 DIC 201 bl (-1 (ki
Batch Nurnber: YWay - ._‘j':l-",i\‘s mscripgs
P 2de2 I EEAY -
feRaeE S1grAtUre; m—e—e e




e < — I ] :;\‘1_ = R — | e == —

®enepansHan cnyx6a no Haazopy B cthepe 30PaBOOXPAHEHHA it

«CBenennA 0 NeKapCTBEHHLIX CPEACTBAX, NOCTYNHEBLWMX B rPaXAaHCKkki 06opoT B Pocchiickon Degepauims no cocTonnmic Ha 11.02.2020 09:46
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