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h) Test items Specifications
® | ldentification Complied with finished product specification
o | Assay *&.0-e0m®.0% of total protein

Clot lysis

@&.o-po.o Unit/vial

Bacterial endotoxins

Not more than & IU/ml

Sterility test

Complied with finished product specification

Complied with finished product specification

pH

D0

Water content

Not more than &.o0%

en
&
&
o | Uniformity of dosage units
&
]
&

Reconstitution time

Dissolve in b minutes

®o | Single-chain rt-PA determination

Do-@00%

®@® | rt-PA monomer determination

Not less than «&.0%

@ | Particulate matter

Complied with finished product specification
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