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a.@ Finished product specification : (USP &a)

4o | Test items Specifications
® | Identification Meet the requirements
o | Assay
b.e Biological potency «o.0 - eed.0%
lb.lo Protein content «&.0 - 036.0%
m | Uniformity of dosage units Meet the requirements
& | Percent monomer - NLT «t&.o%
& .Single-chain content NLT o.o%
o | Injection and implanted drug Meet the requirements
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¥8 | Test items Specifications

@ | pH oo — olé

@ | Water determination NMT &.0%

« | Bacterial endotoxins test NMT & USP Endotoxin unit/me
@o | Sterility tests ‘ Meet the requirements

e | Biological reactivity tests, In Vive | Meet the requirements

e | Particulate matter

- Particle size = @o micron NMT »,000 per container

- Particle size > ¢ micron - NMT oo per container

a.lo Drug substance specification : (USP &a)

i | Test items " | Specifications
@ | Identification Meets the requirements
b | Assay
.6 Biological potency co.o - ead.0% of the potency stated on the

label, the potency being &&o,000 USP
Alteplase units/mg of protein

b.b Protein content L Meets the requirement
o | Chromatographic purity Meets the requirements
& | Bacterial endotoxins test NMT @ USP Endotoxin unit/mg
& | Single-chain content NLT vo.0%
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