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U Test Items Specifications

@ | Identification Meet the requirement

o | Assay w&.0 — @o& % of labeled amount of insulin human

o | Zinc determination 0.0 - 0.0& mg for every @oo USP Insulin Human Units

@ | Limit of high molecular weight Not more than e.o %
proteins

¢ | soluble insulin human content | le& - m& % (The percentage of soluble insulin human is in
(Method & or Method ) the range L + &)
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io Test Items Specifications

© | pH o -

¢ | Bacterial endotoxins Not more than o USP endotoxin units/ eoo U of insulin
& | Sterility Meet the requirement

(l0) Specification of finished product : Biphasic isophane insulin injection BP
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? Test ltems Specifications

@ | Identification Meet the requirement

o | Assay ®o.0 - eeo.o % of labeled amount of insulin human
o | Zinc determination Not more than &o.0 mcg/@oco IU

& | Limit of high molecular weight Not more than m.o %

& Soluble insulin human content

Meet the requirement

{(Method & or Method )

b | pH D - 0.
o Bacterial endotoxins Not more than <o EU/ @oo U of insulin
@ | Sterility Meet the requirement
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