e

25 fiquieu 2568 wih 1910 4
qmé’nwmzmwmmaﬂm
Human insulin (70% isophane suspension + 30% soluble insulin) 100 1U/ml
injection in 3 ml
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Finished product specification: Human Insulin Isophane Suspension and Human Insulin Injection

1 | Identification m’s’«aﬂi’mmuﬁizﬂu Finish product specification

2 | Assay 95.0%-105.0% of the potency stated on the
label, expressed in USP Insulin Human Units/mL

Zinc Determination 0.02-0.04 mg for every 100 USP Insulin Human Units

4 | Physicochemical analytical
procedures for insulins
- Limit of high molecular weight proteins | NMT 3.0 %
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ﬂmé’nwmm,awwuadm Human insulin (70% isophane suspension + 30% soluble insulin) 100 IU/ml injection in 3 ml
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Soluble insulin human content n3IarusNs¥ylY Finish product specification
pH 70-78
Bacterial endotoxins test NMT 80 USP endotoxin units/100 UPS Insulin Human
Units
8 | Sterility m’s'ﬂﬁi’lumuﬁﬁzﬂu Finish product specification
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AOENYNIANI¥YDIT Human insulin (70% isophane suspension + 30% soluble insulin) 100 1U/ml injection in 3 ml
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ANGNEUELANIEYBI1 Human insulin (70% isophane suspension + 30% soluble insulin) 100 IU/ml injection in 3 ml



