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Assay 

Bacterial endotoxins 

Sterility 

Uniformity of dosage units 

pH 

Water 

Single-chain content 

~o - C9'lbo% LA 

Less than C9'l EU/ml 
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NMT ct.0% 

bo - C9'loo % 

Percent monomer NLT ~ct.0% 

Drug substance specification: Alteplase 

@). Identification 

®. Biological potency 

Gn. Peptide mapping 

<9:'.. Bacterial endotoxins 

ct. Chromatographic purity 

b. Single chain content 

gi1, Protein content 
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NL T ~o.o-C9'lbo.o% of the potency stated on the label 

ct~o,ooo USP Alteplase Units per mg of protein 
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