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AMANWAZLANIZYR9ET Eribulin @ me/la ml (o.€ mg/ml) injection 15enanutadesnda

Yagn  Eribulin @ me/le ml (0.& mg/ml) injection
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b @uUsznay Usznaumeadien Erbulin mesylate @ mg in lo ml
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Finished product specification: Eribulin @ mg/le ml (o.€ mg/ml) injection
@. ldentification ATINTU
lo. Assay . o-eo0d.0% LA
. Particulate matter RITANTU
&. pH Dotow&
&. Impurities HTIINU
o. Sterility ASIHUY
. Bacterial Endotoxin NMT loa.en EU/mg of Eribulin mesylate
Drug substance specification: Eribulin mesylate
@. Identification ATINY
. Assay «d.o-aod.0% LA
m. Water content NMT e.o%
& Methanesulfonic acid content  &.&%-eb.w% (Anhydrous)
&. Residual solvents ATV
©. Specific rotation -obc® to beo®

. Residual metals

- Cr,Ni,ALSm NMT @o ppm (each)
= KI5 NMT @ ppm
Total NMT o ppm
. Endotoxin Less than ba.es EU/mg
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yowBnosinmuituns eu finished product specification) nstley s WA suulamdlufuisasiouy
WWAFITUIDENUININEIBNITUBUALY (8.¢) uIWTBN finished product specification Wag/“38a Drug
substance specification Insvaunlunouiulszniauszninsadidnnseding wazliiiu b U o Tudsznna
Usgninsiansiannsadind
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0.0 nsiinARTulsemelne fuanazdosdidiuinmaenisdodusammsgiunisnds
EAUANINITIENSHAR AR TN SHERE" PIC/S (pharmaceutical Inspection Co-operation Scherne) lng
i PIC/S participating authorities wisillonanssusesnasyumandneaumdninneiuag35n sia

TunnskanevosdnUAMENTIUANTEMITALET NTENTAIS1IUEY Teimundulneiiau
aonpdauaziinifisufuraninasiuazisnsialunissdnen PIC/S Tumnnefiaueue atuaianmusay
manTRaaulpelinanssusesdiviuszmalszmasiadiannseiingd

olblo NstiiugIninInAUsEna granfosivisdadunnmaientisdesuseaunasgiu
MsnARERLENINeIERATUNSHAReY PIC/S (pharmaceutical Inspection Co-operation Scheme) Tag
WU PIC/S participating authorities atuaganIusaun1sasaaulasiinanisfusesisiulsznia
Usemnsiadiannsadnd wisargeaonin udusnsdl
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om0 WANTIATIVIATIZURMAMEEATMTIEd a3V nEn (Certification of analysis
of finished product) Tugnjuiidadugeths

emlo NANINTIVATIVRUNWIRgRUvDITenddey (Certification of analysis of drug
substance) filtlumandngiuiidndusodaimesiinenazdndningiu
b . fegnen

0.0 flAusIINIFBsdIiIasteageen o Mireussy Fadusunuuanisazdenldnsudoy
muiifmusluiitfenmautimluiwiuluiuduaue e Tauergraseives Lot Megduiauomagsosd
orgfunniuiingn liinnndt e U lufudsemaussmasana
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&p.0 Wurumsfifinnsfinsandnesenaninivedsmetuna
&.lo MmNl Inetuduansianumduaslvang e ud i olisenu ADR o85S
¢ enansdue

& uan13Ane long term stability Aaentvo1greseitunsdonlifudiinamuanenssuns
MNIHABYT NTENTHANTITNEY

b, MIUsudiuatUszavSAweas1An (Price Performance) seasdunmuianasusemeasiaididnvseing

L]
.................. Q‘[\/ /oo UTETIUNTIUANS MM Assunns ‘ﬁm‘”’ SIS
(wanaling wiru) (wwamdvsuu Aonilnslwena)  (eufnim 5959)



NN IRAZUUL MURANLNANMSUSEIEIuATUSANSNWEes11 (Price Performance)
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Al snand b : aunwsasauEutaM U sslavunon1aT1ung

fulsvan thwiinaguuy ABLULEND
®. 1NIFIULTINUNER @0 ®0
b, WINTFIUNENAUY o o
. WTgIUrIUglinTs a0 o
< AueniAaeUsEloniRensUR TR o Mo
ﬂuﬁg\mm ®00 ®00

B.o MUUTMN o : MIATTIULTNUNER (AZULWLAN eo AZLLY)

fulswan ABLUY ALWUUEND
@ GMP PIC/S participating authorities @00 ®O
. WHO GMP wo &
. GMP Uszinagudn / GMP Buf bo 5

oo MLUTIB b ATHIUEARN U (ASLUULAY mo AZLUL)

Aaudsvan AT PELULEVIE
&, MITUTDIAMUAWHENSUN &o od
o deyesiuayuAnunifontindu &o ol

b.lb.e AIUTTEM b Bo8 : MITusBIRUNMEERTUN(Fondalatenis)
(AZUUULAN @ AYLLL)

FwUswan ALY AZWLENS
(M) WHO List of Prequalified Medicinal Products &o o&
(1) enlusevendninmenuauuazindn Green book)/ &o ol

sensnaadugieatylrindanuwiiedlunstidasneidu
#1AULUU (Orange Book)

(M) s1lusetondndusiennlasunistuses (Approved &o &
Medicinal List) Tngiaseuialsaneruianguanifuunng
AaaTisUTE A lng

(@) Inan1293tA3131M80 o Lots IaasujuRnas ISO/EC &o od
oeiolog Tlalligndn




blolo AUUTT0N b tot : ToyeaivayuAnuifoamunmndniosi
(PEUULLAY 0 AZLUL)

151897UN15338n19AaTn (Clinical trials) ¥595789UNISANBINIIABLATUIUDNE 9
UsEaNS N MUag W igu i ugNAULUY W858 UNIRANNLEAIUSZANT MNYa981 Uian1sAnEI

Buq uardesasinuiluasanentswme (Fendafinzuuuniniian)

FralUsuan AZLUU ATLUUENS
(n) 3BnsAnwluwuy Randomized controlled trial &o &
(9) FBnsfinwiluluu Non-Randomized controlled trial o e
(m) Bn1sAnyTunuy Comparative studies wuu Cohort 0o o
studies
(1) 38n15AnwnduLuu Descriptive studies WUU Case wo B
report or case series (590 UAU)
(@) (@) MsAnwduiRetasiumslaendovaten ®0 o
(0) Wadferion (M) , (@) , (A) v (@) AldldRRuilusens
.o 55097 o : nasgIutesfiAnns (Fendelatani)
(AYLUULAY o ABLLLL)
AuUsnan TUUY ABLULENS
(o) 09U TAMINHIUNTTUTRIALAINTOAILINATEIY @00 o
ISO/IEC ewobe funsnadaurdniaienfiiauasini
lusnensnaaau
(&) WHO List of Prequalified Quality Control Laboratories ®OO Mo

b.e Ul «  AuaulAideUselonidonsufiRen (Fenlemnda)

(ALUULLAN moo AZLUL)

Auusven AZLUY AZLUUAND
Storage and stability &o el
(M) Long term stability ®134 ASEAN guideline on stability & o.&
study of drug product
(1) GDP (Good Distribution Practice) o &
Package and label bo for=1
il
(n) mdlussguneetsiiefosssydosmale Mo «
() nadhuendingl imprint code vuadindsiusansusd o m
TapLa)
(M mMuugussdUnvineniia flip-off \ieannisuudeu o e
Tunsusvseuag s arwazenluntsdalden
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