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3.1 Finished product specification:

¥

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0% - 105.0% of labeled amount
3.1.3 | Sterility test Meet the requirement
3.1.4 | Uniformity of dosage units Meet the requirement

3.1.5 Insoluble Particulate matter
Size 210 pm NMT 100 particles/mg
Size 225 pm NMT 6 particles/mg

3.1.6 | Impurities
Any unspecified degradation NMT 0.1%
Total impurities NMT 2.0%

3.1.7 Bacterial endotoxins
Drug component NMT 1.0 EU/DEX PS DDS

Device component NMT 1.0 EU/Needle Assembly
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