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Drug substance specification (Reference USP«&a)

Insulin Human

m.@ Definition mwsi’mmuﬁssqlu drug substance specification

oo Identification test m’aﬁ]mumuﬁi:ﬂﬂu drug substance specification

on.en USHNausnendnfigy (Assay) Not less than ber.& USP insulin human units/mg (on dried
basis)

.« Zinc determination laitiun @.0 % on dried basis

. Related substance

- Individual Impurities Aloe desamido insulin human JiiAunI1 w.o %

- Total impurities excluding Alee desamido insulin human Litiundn .o %
a5 Limit of high molecular weight proteins LitAuNI1 @.0 %

en.e¥ Loss on drying l4iAun @o.0 %

m.@ Bacterial Endotoxins Test laitfiv @o USP Endotoxin Units/mg of insyl
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o. Microbial Enumeration Tests mwmummﬁxﬂu drug substance specification
m.@o Bioidentity test mw&humuﬁwq‘lu drug substance specification

Finished Product specification (Reference USP &)

m.e Descriptions mw&humuﬁssulu finished product specification
oo Identification test mwmummﬁwq‘tu finished product specification
an.en USanausnendrAgy (Assay) ®¢&.0 - ®o&.0% LA. of insulin

on.@ Zinc determination 0.0 — 0.0 for every oo USP Insulin human unit

an.& Limit of high molecular weight proteins Jiifiundn em.o %

o5 Soluble insulin human content & 819 md iu/ml

on.ev pH 0.0 - 0.
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