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am.e.@ | ldentification Complied with finished product specification
mels | Water Not more than &%
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m.e.& | Sterility Cornplied with finished product specification
m.@.o | Bacterial endotoxins Not more than & USP endotoxin Unit/mg

m.@.¢0 | Percent monomer Not less than «¢% is found
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Alteplase &o mg powder and solvent for solution for injection/infusion, & vial

o. Fo8n Alteplase &o mg powder and solvent for solution for injection/infusion, & vial

TMT-ID (GPU) : véedlon
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Wureguuuy yophilized Usiranide dwmiudadvasaidandi

U @ 0 Usenaudaesien Alteplase (Recombinant DNA human tissue type

Plasminogen Activator) tin@adaasisnnenseuauns Recombinant DNA

Y3l o mg
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nan1Ins19insisvRua wiluluaiy Finished product specification Lag Drug
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a.@ Finished product specification :

k) Test items Specifications

m.6.6 | ldentification Complied with finished product specification

m.elo | Water Not more than &%

m.a.en | Uniformity of dosage Meet the requirements

me.c | pH 0.3 - w.@ (After reconstitution)

m.e.€ | Sterility Complied with finished product specification

m.e.2 | Bacterial endotoxins Not more than & USP endotoxin Unit/mg

m.e.0 | Percent monomer Not less than «&% is found

m.e.c | Single chain content Not less than vo% is found .

m.o.ct | Biological potency (Clot lysis) | ®o - e@d% of the potency stated;&m

m.e.e0 | Particulate matter Meet the requirements :" e
HEg e,

53 o

uS¥n Bada wWhswn SR
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