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3.1 Finished product specification

D) Test Item Specification
3.1.1 |ldentification mwﬁhum’mﬁ'isﬂu Finished product specification
3.1.2  |Assay 95.0 - 105.0% of potency stated on the label of insulin
3.1.3  |pH a3k umafifvualy Finished product specification
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3.1.4 |Sterility maﬁlffhumuﬁﬁsﬂu Finished product specification

3.1.5 |Bacterial Endotoxins 131w 80 EU/100 insulin hurman units

3.1.6 |Zinc content 0.02 - 0.04 mg/100 insulin human units

3.1.7  |Limit of high molecular  [lsitfiu 3.0%

weight proteins

3.1.8 |Soluble insulin human 25 — 35 9% of total insulin

content

3.1.9 |Related substances
A21 desamido insulin  [laitAiu 5.0%
Other related protein  [laitfiu 6.0%

3.1.10 [Microscopy test avak LAt vualy finished product specification
(Shape and size of

crystal)

3.2 Drug substance specification
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4.3.2 HaMInTITIATIBiauAwIngAu (Raw material) vesiienddyildlunisuansguiids
Hushogwisvesuaneuasinie Tngiu

4.3.3 wan13Anw1 Long term stability 913 guideline on stability study of drug product

paonteIgoseTituneilonly
4.4 fnpg1aen
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