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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay
Assay by UV 185 - 225 mg/vial
3.1.3 | Sterility test Meet the requirement
3.1.4 | Uniformity of dosage units Meet the requirement
3.1.5 Particulate matter in injection
Size > 10 ym NMT 6,000 particles/container
Size = 25 pm NMT 600 particles/container
316 | pH 58-6.5
3.1.7 | Impurities
Water < 3%
3.1.8 | Bacterial endotoxins <11 EU/vial
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