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Semasglutide 1.34 meg/1ml solution for injection, 3 ml prefilled pen
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Content of Semaglutide 1.27-1.41 mg/ml

3.1.3 | High molecular weight proteins Not more than 0.7%

3.1.4 | pH 7.10-7.70

3.1.5 | Sterility Meet the requirement

3.1.6 | Particulate matter in injection

Size>10 pm Not more than 6000 particle/container
Size>25 pum Not more than 600 particle/container
3.1.7 | Bacterial Endotoxins Not more than 80 EU/ml

3.1.8 | Impurities

-Hydrophilic impurities Not more than 3.8 %
-Hydrophobic impurities 1 Not more than 3.5 %
-Hydrophobic impurities 2 Not more than 0.5 %

-Sum of impurities Not more than 6.3 %
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