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a.@ Finish product specification®®

D) Test Item Specification (USP&e)

® Biological Potency ®0.0 - @e&.0% on the label in USP Alteplase
units

© Identification MTITY

o Protein content «¢& - @@a% of the total protein content stated
on the label

& Uniformity of dosage units AT

& Monomer content NLT «&.0%

>} Single-chain content NLT 20%

o Constituted solution MY

& pH 0.e - a.&
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.o Finish product specification®" (sia)

h) Test Item Specification (USP&e)
Water NMT &.0%

@o | Bacterial endotoxins NMT @ USP Endotoxin Unit/mg

e® | Sterility test AN

elo Particulate matter MIIINY
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a.lo Drug substance specification : Alteplase'®

1o Test Item Specification (USP&e)
® Biological Potency ®0.0 - ®@¢&.0% on the label in USP Alteplase

units, the potency being ¢go,0oo USP

Alteplase units / mg of protein

o | Identification NI
o | Protein content HTIIU
« Chromatographic purity RTIINY
& Bacterial endotoxins NMT @ USP endotoxin unit per mg of alteplase
D Single-chain content NLT 0%
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