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;. Specification of finish product : Insulin human and Isophane insulin suspension for injection

98 Test items

Specifications

®. Identification

Meet the requirement

lo. Assay

&&.0 - @o&.0% LA of insulin human

en. Zinc determination

Not more than o.o& mg/@oo insulin human unit

Product-related substances and impurities

Not more than @.0%

Soluble insulin human content method @ od - m&%
or method lo
. | Related protein Complied with finish product specification
o. | Preservative Complied with finish product specification
& |pH o - a.a
«. | Bacterial endotoxin Not more than go endotoxin unit/e@oco insulin
human unit
@o. | Sterility test Sterile

e.lo Drug substance specification

Complied with drug substance specification
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