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3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay Meet the requirement
3.1.3 | Semi-Quantitative Visible Particles < 25 particles/vial
3.1.4 | Protein Concentration 9.0 - 11.0 mg/ml
3.1.5 | pH 55-6.5
3.1.6 | Polysorbate 80 100 - 300 pg/ml
3.1.7 | Osmolality 310 - 370 mOsm/kg
3.1.8 | Particulate Matter

= 10 pg < 6,000 Particles/Vial
= 25 ug < 600 Particles/Vial
3.1.9 | Size Exclusion
- 9% Monomer = 97.0%
- % HMW <1.6%
- % LMW




< 0.9%

3.1.10 | ICIEF

- Acidic Peaks <41.9%

- Main Peak <51.6%
3.1.11 | CE-SDS

- Purity of the major peak = 95%

- HHL <3.0%
3.1.12 | CE-SDS

- Purity of heavy and light chain peaks | = 98%

3.1.13 | Tryptic Peptide Mapping

- Binding Activity ELISA 80.0 — 120.0%

- Potency ELISA\ 70.0 - 130.0%

- Cell - Based Bioassay 65.0 - 135.0%
3.1.13 | Bacterial Endotoxins <0.20 EU/mg
3.1.14 | Sterility Sterile
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