T1UaZiBeAAMANBIZIANIZET
1 Insulin premixed 30/70 100 IU/ml 3 ml injection for penfill
1. A21uA89IANg ¥ Insulin premixed 30/70 100 IU/ml 3 ml injection for penfill; TMT-ID (GPU): 992992
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70% 100 1U/mt
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4.1 Finished product specification :

Human Insulin Isophane Suspension and Human Insulin Injection USP

99 Test items Specifications
1 identification Meet the requirement
2 Assay 95.0%-105.0% of the potency stated on the,

lable expressed in USP Insulin Human Units/mL

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

4 Limit of High Molecular Weight Not more than 3.0%

Proteins

5 Soluble insulin Human Content | Meet the requirement

6 | pH 7.0-7.8

7 Bacterial endotoxins Not more than 80 USP Endotoxin Units/100 USP

Insulin Human Units

8 Sterility Meet the reguirement
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