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Infliximab 100 mg powder for concentration for solution for infusion, 1 vial
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3.1 Finished product specification:

v

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 80.0-120.0% activity of reference standard
3.1.3 | Sterility test Meet the requirement
314 | pH 6.9-7.5
3.1.5 | Bacterial endotoxins test Not more than 0.16 EU/mg

3.1.6 | Purity by SDS-PAGE

-Reduce (purify) 296.0%

-Reduce (New brands) No new brands > 0.1%

-Reduced (Ref. Standard) Conforms to reference standard

-Non-reduced (Band Ratio) Ratio IgG band relative to reference standard 0.8-1.2
-Non-reduced (New brands) No new bands >0.1%

-Non-reduced (Ref. Standard) Conforms to reference standard




3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 80.0% - 120.0% activity of reference standard
323 | pH 6.9-7.5
324 Content (mg of protein/ml) Meet the requirement

3.2.5 Related protein

-Reducing condition Not more than 2.0%
-Non-reducing condition Not more than 8.0%
3.2.6 Impurities with molecular masses Not more than 2.0%

differing from that of infliximab

3.2.7 Limit of Methyl benzenesulfonate Not more than 10 ppm
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4.1 Long term stability ATUAIUBDEYN

4.2 In-use stability N/A

43 | dnsfnw TE N/A
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Heavy metal %38 Elemental impurities

(Risk assessment report)
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