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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Assay 89.0 — 105.0% of labeled amount
313 | pH 7.0-8.0
3.1.4 | Water content NMT 3.0%
3.1.5 | Mass variation NMT 10%

3.1.6 | Particular matter
- Size 2 10 g NMT 3,000 particles/container
- Size 2 25 g NMT 300 particles/container

3.1.7 | Sterility test Meet the requirement




3.1.8 | Impurities
Related proteins NMT 13.0%
Dimer and high molecular weight NMT 6.0%
proteins

Change variants NMT 11.5%
- Total impurities NMT 6.5%
- Deamidated forms NMT 2.1%
- Any other impurities
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4.2 In-use stability N/A
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