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3.1 Finished product specification:

v

UD Test Items Specifications

3.1.1 | Identification Meet the requirements

3.1.2 | Assay Meet the requirements

3.1.3 | Particulate matter Meet the requirements

314 | pH 5.2-5.8

3.1.5 | Bacterial endotoxins NMT 0.1 IU/mL

3.1.6 | Sterility Sterile

3.1.7 | Purity IgG monomer NLT 97.7%
IsG Intact NLT 97.7%
IsG Reduce NLT 96.2%

3.1.8 | Impurity Product related substance High Molecular weight species NMT 2.3 %
Low Molecular weight species NMT 0.5%
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