Qmé’nwmzquwaqm
Faricimab 6mg/0.05 ml solution for injection, 0.24 ml

GPU 1245079

1. Foen Faricimab 6mg/0.05 ml solution for injection ¥u1n 0.24 ml
2. AusutiANlY
2.1 UkUU Hugdaunaanide
2.2 druisznau Usenausie Faricimab A11LSe 6 Mmg/0.05 ml
2.3 MYULUTTY Ussbunvurdmsuenda
2.4 2810 VUYL LTI fesseyTenn dulszneudiendidtuazanunss unde Tumueeny
waviindn waziay nzdoudi3uen Pogredpauuuussadiosi
UUNMYUEUTIEN FoszyTosmielonninnsdn dauUsEnou wauiNARNLSIYEdeN
\aviindn Tuvuneny Tidnuuuussiet
2.5 ongaseiidaeu litiosnd 18 ieu duaniudsey
3. anaudANIunaila
NamimaﬁﬁLﬂiﬁzﬁ@mmmﬂuiﬂmm Finished product specification wag drug substance specification
fignedaannduirsuaduiiiontu wiewdu In house specification Taedaslisunisaanzidoudeditnauy
ANENIIUNTOMNTUAE NTENTNASITAUAY el LndasinFuilisredeonduatuiifleusivdelmininaasgiu
wndusin$ulasdinfunils muUsznAnsEMTNasITIEY 39 STyinTen A, 2561 astuil 6 furnAu W.A.2561 (A

'
o o

UsenAlus1wRaanpunw iui 12 nuaniius w.A.2562) way seyisen @UUN 2) w.A.2562 asiuil 3 nsngas m.e.

]

2562 (aaUasmﬁium%ﬁammuwﬁuﬁ 26 NINHIAU W.A.2562)

3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Content of Protein 108-132 mg/ml

3.1.3 | Content of Polysorbate 20 0.32-0.48 mg/ml

3.1.4 | Potency by Bioassay (Anti-VEGF) 80-120%

3.1.5 | Sterility Meet the requirement

3.1.6 | Particulate matter in injection

Size>10 pm Not more than 50 particle/container

Size>25 um Not more than 5 particle/container

Size>50 pm Not more than 2 particle/container
3.1.7 | Bacterial Endotoxins Not more than 1.8 EU/ml
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A
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