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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification (UV/IR) Meet the requirement
3.1.2 | Assay 90-110 % of labeled amount
3.1.3 | Sterility test Meets USP, EP requirements
3.14 pH 59-65
3.1.5 | Bacterial endotoxins Not more than 0.4EU/ml

3.1.6 Particular matter

Size> 10 pm Not more than 6,000 particles/container
Size> 25 pm Not more than 600 particles/container
3.1.7 | Appearance - Not greater than turbidity standard |ll

- Essentially free from visible particulates

3.1.8 | Color Not greater than reference standard BY5
3.1.9 Identity by Western Blot Conforms to reference standard

3.1.10 | Total Protein Content (Ay,) 36.0 — 44.0 mg/mL

3.1.11 | Potency by Cell-based Bioassay 50 - 150%

3.1.11 | Purity by SDS-PAGE

3.1.11.1 | Reduced, Coomassie Aflibercept main band > 95% totak band area




4o Test Items Specifications

3.1.11.1 | Non- Reduced, Coomassie
- % main band Aflibercept main band > 93% totak band area
- % non - reduced band 1 (NR1) | < 5%

3.1.12 | Purity by Size Exclusion HPLC/UPLC
- % main peak Aflibercept main peak > 97.5% totak peak area
- % aggregate < 2.5% aggregate

3.1.13 | Isoelectric Focusing
- Profile - Principal bands (3 - 9) of test article correspond in

position to principal bands (3 - 9) of reference standard

- Total area of bands 3 - 9 - Total area of bands 3 - 9> 81%
3.1.14 | Iscaspartate Assay < 0.15 mol isoaspartate/ mol aflibercept
3.1.15 | Endotoxin content < 0.4 EU/mL

3.1.16 | Particulate Matter

> 10 pm < 2,000 particles/mL
> 25 um < 200 particles/mL
3.1.17 | Extractable Volume > 0.1 mL
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4.1 Long term stability MNABIEEN

4.2 In-use stability N/A
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