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Alteplase &o mg for injection
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o. Hoe1 Alteplase &o mg for injection
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<. Finished product specification : Alteplase for injection (USP ec)

) Test items Specifications
® | Biological Potency wo.0-ee&.0% of the stated on the label in USP
Alteplase Units
© | Problem «&.0-e@a.0% of the total protein content stated on
the label
o | Identification AT
Constituted solution PTIWUY
& | Single - chain alteplase Meet the requirement for Single - chain content
content under Alteplase
o | Monomer Content NLT «&.0%
o | pH v.e-o.&
< | Water NLT &%
« | Bacterial endotoxins NMT @ USP Endotoxin Unit per mg
@o | Sterility test ATIY
e@® | Uniformity of dosage units | #529:814
@b | Particular matter ATIWU
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a.lo Drug substance specification : Alteplase (USP e)

k) Test items Specifications

@ | Biological Potency «o.0-eed.0% of the potency stated on the label,
the potency being ¢=o,000 USP Alteplase Units per
ms

| Protein Content ATIY

o | Identification ATV

@ | Peptide mapping AIIINY

& | Bacterial endotoxins NMT & USP Endotoxin Unit per mg of Alteplase

o | Single-chain content NLT ©o0%
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