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3.1 Finished product specification

da Test items Specifications

1. [dentification maamumuﬁisﬂu finished product specification
2 Receptor-ligand binding assay 70% - 130% Relative potency

3 Protein Concentration 126.0 to 154.0 mg/ml

4. | pH 47-53

5 Osmolality 280 to 340 mOsm/kg

6. | Sterility test ATINY

7 Bacteria endotoxins < 0.17 EU/mg
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3.1 Finished product specification (sia)

LI[o] Test items

Specifications

8. Particulate matter
- size 2 10 um

- size 2 25 um

NMT 6,000 particles/container
NMT 600 particles/container

3.2 Drug substance specification

D) Test items Specifications
1. | Identification BTN

2 Receptor-ligand binding assay 70% - 130% Relative potency

3 Protein Concentration 126.0 to 154.0 mg/ml

4. | pH 47-53

5 Osmolality 280 to 340 mOsm/kg

6 Bacteria endotoxins < 0.17 EU/mg

7 Bioburden < 10 CFU/10ml

3.3 WanN15ILAI1eHk Elemental impurity %384l Risk assessment report (Wansiangns
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