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1. Foen Botulinum toxin type A 500 IU powder for solution for injection
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3.1 Finished product specification:

h) Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Reconstitution Time Complete within 60 seconds
313 | pH 55-6.2
3.1.4 | Relative Potency 400 - 600 units/vial
3.1.5 | Protein 101 - 139 pg/vial
3.1.6 | Lactose 1.91 mg/vial - 3.16 mg/vial
3.1.7 | Moisture Less than 2.0% w/w
3.1.8 | Sterility Meet the requirement
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A
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Heavy metal #39 Elemental impurities (Risk

assessment report)
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