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8129 Insulin glargine 100 IU/ml solution for injection, 3 ml pre-filled pen

1. do81 ©730 Insulin glargine 100 1U/ml solution for injection,3 ml prefilled pen
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1 1 ml Usznaume insulin glargine 100 units
ussgluunniniendwiudn (Pre-filled pen) vu1aussy 3 ml
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3.1 Finished product specification: Insulin glargine pre-filled pen

3.1.1 |dentification
3.1.2 Assay
313 pH

Meet the requirement
95.0-105.0% label amount of insulin glargine
35-45

3.1.4  High Molecular Weight Proteins Not more than 0.3%
3.1.5 Related Proteins/Substances
- Any individual Not more than 0.5%

- Total

Not more than 2.0%

3.1.6  Bacterial endotoxins less than 80 EU/100 1U
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4.2.1

4.2.2
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TS msialunsudne iy PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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4.3.1

4.3.2
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