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) Test items Specifications
® | ldentification test Complied with finished product specification
b | Assay x&.0o-eo&.0% of the labeled amount
o | pH w.00-0.@0
High molecular weight proteins | Not more than en.0%
& | Related substances
-A21 desamido human insulin Not more than &.0%
-Total (without A21) Not more than lv.0%
o | Soluble insulin human content | b& to e iu/ml
o | Zinc determination 0.0b - o.0& Mg/eoo U
« | Sterility test Complied with finished product specification
« | Bacterial endotoxins Not more than o endotoxin units/eco 1U
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