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Algucosidase alfa 50 mg powder for concentrate for solution for infusion
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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 Identification Meet the requirements

312 Assay Meet the requirements

3.1.3 Particulate matter Meet the requirements

3.14 pH 5.9-6.4

3.15 Bacterial endotoxins NMT 0.62 EU/mL

3.1.6 Sterility Sterile

3.1.7 Osmolality 148-182 mOsmol/kg
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