Qmé’n‘emzmmswjaam AFLIBERCEPT STERILE SOL 40 MG./ML. (0.28 ML.)

13881 AFLIBERCEPT STERILE SOL 40 MG./ML. (0.28 ML.)

2. anuguUaalY

2.1 juuuu Fuansazanelalifidfdmaes

2.2 dmlsznau Usznauniemien AFLIBERCEPT 40 MG./ML.
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3, auauUAn1IunAda : Finish product specification

namsasvinngigunmuluniu finished product specification uag drug substance
Specification M§deanindusiiuiieaiu FelgaanzidousodinuANZNITNNNTEIMITUALEN
NIYNTNADTTGY mumaﬁumiuﬁ‘lﬂawmmauﬂuauwma‘umwma‘i‘wumwmmmuma‘umiﬁlﬂ
FSUNT ANLUTENIANSENTIENSTAY 13839557 WA 2561 aeTuRl 6 SuAN A, 2561
(aaUsznalusisayunuiudl 12 quaius 2562)

3.1. Identification test ATIVNUY

3.2. Total Protein Content 36.0-44.0 mg/mL

3.3. pH 5.9-6.5

3.4. Potency by Cell-based Bioassay 60-140%

3.5. Endotoxin content < 0.4 EU/mL

3.6. Particulate Matter > 10 um max 2000 particles/mL
> 25 um max 50 particles/mL

3.7 Extractable Volume min 0.1mL
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4.1 wnansmslifueugetunsdouinsueifiesmirelulsamelve uarduas (declare) unasdin
4.1.1 TuddgynsTunzidousiuen 1oun ve.2ne.3 ve.4 viie 6.2 udusinsdl
1.1.2 lumwetunsideu ne.1 vﬁa g.1 Ypseilauesnan wiousiazideaiidenisaiuny
ﬂmmwmawamnm%mwww Weu (finished product specification) LALYBNINUN
A NaIIngav (drug substance specification) ﬂimwamvmmﬂmﬂaauuﬂawﬂm
memmumaummanmsma‘uaLLf’ﬂsu (8.5) WA n5au finished product specification
way/w3adrug substance specification lnguauilynouiulszniAUsznIATIAT
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4.2 1NATFUTBWINTFIUNTHENY
4.2.1 nsdlowanlulsznelne drandosildnuinmdrendsdeiusemnnsgrunisninginiy
ENINTLAEIENSARIUNTRERET GMP-PIC/S %138 1NATFIUNTSHAREIAUVANLNG]
LarAEns TRl U S ENE B INILANENSINNNTOMNTUAYEN NTENTHATITEY B
fmuadulaeinuasnndesuassiniienfundninusiuazisnisialunisuinen
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunuaneaueviy atu
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4.2.2 nsdidugnidnanssssne grandedidunnmenddeiusennnsgiunisnan
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4.3 WBNENIAMNTNYBILTLAUDIIAN

4.3.1 nan1snsaa AT iaunmeanSugiendniaguvenan (certificate of analysis of
finished product) lugjuiidadusetis

4.3.2 nan3nITIATIERRMNWIngAUYRieNdATy (certificate of analysis of drug substance)
Vi’l“ﬂumsw%mmiuﬁﬁaLﬂué’aaéwaﬁwaa@’mﬁmmLLasémémimqau

4.33 wé’ﬂgww%aLanaﬁiiué’um’mé’mﬁuéswdwjumswﬁmsuaﬁmqawaaﬁ’amﬁwﬁm (drug
substance) 48 4.3.2 ffusunanAnuaswanfasiendniagy (finished product) ¥o 4.3.1

4.3.4 mnenfiaueiiengguinnit 2 T Tiuanamanisfine long term stability naanmi1eny
g3t unzdeulifudtinauAnENTINNTEMNTUAZEY NTYNTINEITITOY

4.3.5 nsahduengu biological products U vaccines, blood products fallaNa15IUTES
uMIWaR (Lot release) MMNNTNINGIAMARSNSUNNG NIFNTHANTITATY

4.4 feg19en
4.4.1 fauesen Fosdeiaegninegades... 2. mheusstost Fadufunuuanseaziden
Iasudumuirmuslumdenuan Tanludeiu

4.5 msUsziununInefidseu
4.5.1 grieganazeiidsousesdiengldlilitosnin. .. 12, ideutiuanusduey
4.5.2 y1NIndideey srfasdsdmnamagluiusemansnsdinsgiejuidwsy
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455 nsifueniidonfusnuiigamad 2 - 8 sanwaldvagosdionaisuansindissuumsiiu
wardnasendu cold chain system ilsunmsgrunumwaningdi Good Storage Practice
(GSP) way Good Distribution Practice (GDP)

4.6 wnEnsHue
4.6.1 nsdlofiauslildendunuu (original drugs) Aosilonansuanisnen bioequivalence
YpsenfiauesaUisufisuiuanduuuy lneisnsanudeaiulunundninusiuag
U FTRlunsAnwdauyaves @ty uesEinUANENTINNNTE IS LAZEN
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4.6.2 nsandusnfidesarare/ideanneuld desdinansfnwianuasannuasnsazany/
Fe91s Tusviazaiusingg asutuwazaenndasiulenansmnuen
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4.7.1 ﬂitﬁwaﬂﬁejmsaﬁmswﬁmﬁmnﬂsmwmmam%mmwwélajLﬂulﬂmummgm
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4.7.2 nsdiudnfasviaigniFeniviunniemaialasdinnuaaznssunemsuase,
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