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Drug substance specification (Reference USP)
Insulin Glargine
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o.@ Definition m’sﬁlmumu‘wi:ﬁq‘lu drug substance specification

oo |dentification test
an.en USuNausendneigy (Assay)
o.& Zinc determination
o.& Related substance
- Any individual Impurities
- Total impurities
o.o High molecular weight proteins
.0 Water

en.ce Bacterial Endotoxins Test

on.«¢ Microbial Enumeration Tests
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Mi’sﬁ]muwmw'isq'[,u drug substance specification
®&.0 — ®@o&.0% on anhydrous basis
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Lifunin s.o %
1iAuni1 @o USP Endotoxin Units/mg
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Finished Product specification (Reference USP)

o.® Descriptions m'ﬁ’;ﬁ]mumuﬁnﬂu finished product specification
oo dentification test ms’;ﬁwi’lumuﬁisqiu finished product specification
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.o Related Proteins/Substance
- Any individual Lifiunii o.¢%
- Total individual LU o.0%
on.w Bacterial Endotoxins Test 1iAUNIT ®o endotoxin unit/eoco U of insulin glargine
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