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ﬁmﬁnvmmmwmm Aflibercept 40 mg/1 mL solution for injection, 0.278 mL vial

1. Y8 Aflibercept 40 mg/1 mL solution for injection, 0.278 mL vial
2. qruantAialy
21 jUuuy Humsazaneusiannde Ta Usmandfdoendes dmiudadmirium
(Intravitreal injection)
22 @wulszneu  Usenaumemen Aflibercept 40 mg/ml Usums 0.278 mL
23 awurussy  luuslazndeussyuineidaiinmnuiavied 1 wienqnenslavinenin ua
dudaenaunn 18G
24 a8 - seyfieen daulsenaushendifguarannuuss Tundn YuRuogiaviindn way
wavzilsuiiuelisgredaauuuussyioe
- vunwusUITEnesNtoefasssyTosmietennisin daudszneuuaz
NNAALLTIVBILN Laviinan Tuduonglidaau

3. qruanUAnIumaila

3.1 Finished product specification:

D) Test Items Specifications

1 Identification Complied with finished product specification
2 |pH 59-65

3 Protein content 36.0 - 44.0 mg/mL

a4 Potency 60 - 140% of reference

5 Purity Complied with finished product specification
6 Bacterial endotoxins < 0.4 EU/mL

7 Sterility test Meet the requirement

8 Particulate matter -size 210 pm: NMT 2,000 particles/mL

-size 225 ym: NMT 50 particles/mL
9 Extractable volume > 0.1 mL

| o
4. Qouludu 9

et lg =i o e dl o (] o i =3
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612 ludvetunzdeus vie 176 1 vesefiauesim wieuneandemidonmsmunuamnm
yeandanAusinufitunsdou (finished product specification) uazdafimunauamues
v (drug substance specification) nstifiegseninmsiasundasuiludisnia avdos
wuenans@LNNaENsueuALY (8 5) 1WSay finished product specification wag/
%38 Drug Substance specification

4.2 BNANTIUTAWINTTIUNSHARE

421 nsdifiemdanlulsemalneg duandeslidnunnmdreniidesusewnnsgiumnangiai
WENNAISTIBNSARUNISHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tneuwiaea1u PIC/S participating authorities ¥383lonansSUTEINNTFIUNTNANL NN
WENNTRAY TN IARUNTHANE1YBIFITNIUANENTTUMTEMITUALEN NTENTN
ansnnaY FarmuntulnefimuaenndesasindiutundninusivasBnsiflunsuan
01 PIC/S lumneniiauene atuaaaaaseumsassasulneinanisiusediui
Uszmeszmnsadidninsing

422 nsEduenhdnansiesame guanselionansiusennasgunsnangimumdninas
BnnsAnlunIsaRET PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
MihBau PIC/S Participating authorities atuagamuseumsnsvasulaeinanisiusesiia

FuiisenimusemasimdianinsindwianasnongBwuaiusnsel

4.3 LONANTAMANYDILTLAUBTIAN
431 wansnIRIAITARuA MRANSuTiveHin (Certification of analysis of finished
product) Tuﬂﬂ‘iuﬁﬁdﬁ'aashq
432 wansiaseigunwingiuvesiiendty (Certification of analysis drug substance) e
Tumswanenguiidadusogaisveudneuasinaningdiu
433 enasvdendngiududunnudiiusseninegunsninvesingauvesiienddsy (Orug

substance) 1o 4.3.2 fugumswanvowdniausidusagy (finished product) 9o 4.3.1
o ' M et - Yo o a
434 wan15ANW Long term stability naeatasengueaeiildtunsifoulifudnina
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