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1. ldentification Complies
2. Content of liraglutide 90.7-105.0 %
3. pH 7.90-8.40
4. High molecular weight proteins < 23%
5. Sum of liraglutide related impurities < 10.0 %
= Other hydrophilic liraglutide related impurities < 38 %
- Liraglutide related impurities A < 3.2%
- Liraglutide related impurities B < 33 %
- Liraglutide related impurities C < 14%
- Other hydrophobic liraglutide related impurities < 20%
6. Bacterial endotoxin < 80 IU/ml
7. Sterility Complies
8. ldentity of preservatives Complies
9. Phenol 5.0-6.0 mg/ ml
10. Freezing point depression 0.46-0.57 °C
11. Particulate matter
= > 10 um < 6000/container
= 225pum < 600/container
12. Dose accuracy Complies
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