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3.1 Finished product specification

do Test items Specifications

1. | Identification NI

2. | Ysuneushendidgy 90.0 - 105.0% of L.A of insulin glargine

3. | pH 35-45

4. | Sterility test MTIWU
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3.1 Finished product specification (¢i@)

1) Test items Specifications
5. | Bacterial endotoxins Less than 80 EU/100 U of Insulin glargine
6. | Related impurities
- Largest single related impurity NMT 0.5%
- Sum of related impurities NMT 2.5%
7. | High molecular weight protein NMT 0.5%
8. | Particulate matter MY
9. | Zinc content PP RTARM
10. | Extractable Volume NLT 1.5 ml
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