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580157 ... Alteplase &o mg for injection

ANUTENATININYUATIVEIY

®. WY Alteplase &o mg for injection (GPU : &)
Anautanqly
b.e. JULUY Dugrausrinie gUwuy Lyophilized #viauiieuniuig dmiuneusiav

azangdalinviaaniion
wlo. @UlTEnaU Usznaumiedien Alteplase o mg lu e vial wiansvazaisusung o ml
oo, AMYUFUTTY USITlUMTUEUTIREndaUTEnnteriaut warussueitesiunas
. 28
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. AMENUAMGNAa
wamm'nﬁmeﬁqmmmﬂulﬂmm finished product specification &% drug substance
specification #i8148snindusfuatuifiendu deldaamedousadinauauznssunisemsuazen
nsEMTNEEIINNEY TetlndushulisnaBeteaiuativiidisurivdelmirisnsgunduiiulamiy
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.. Finished product specification: Alteplase ¢€o mg for injection

) Test Specification (USP &)
® | Identification Complied with finished product specification
b | Assay

- Biological potency ®o.0 — @@&.0% of the potency stated on the label in USP

Alteplase units

- Protein content ®&.0 - @@e.0% of the total protein content stated on the label
o | Uniformity of dosage unit Complied with finished product specification
& | Percent monomer Not less than @&.0%

S /
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& | Single-chain alteplase content No peaks or shoulders in the sample solution that are not
present in the standard solution are found; Not less than b©o%

o | Constituted solution Complied with finished product specification

o | Single-chain alteplase content Not less than ©o%

« | Monomer content Not less than &&.0%

«® |pH 0.e - o.&

@o | Water content Not more than €.0%

®® | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg

el | Sterility test Sterile

@ | Biological reactivity test, in vivo Complied with finished product specification

o< | Particulate matter Complied with finished product specification

em.o. Drug substance specification: Alteplase
Test Specification (USP &)

Identification Complied with finished product specification

e
(W]

G |9

Assay

- Biological potency wo.o — e@&.0% of the potency stated on the label in USP
Alteplase units, the potency being ¢=o,0oo UPS Alteplase
unit/mg of protein

e | Chromatographic purity The sample solution exhibits three major bands in the region
between bb,000 Da and me,000 Da, corresponding to the
major bands from the standard solution. The
Carboxymethylated sample solution exhibits six major bands in
the region between &lo,&oo Da and &&,000 Da, corresponding
to the major bands from the Carboxymethylated standard
solution.

& | Bacterial endotoxins Not more than @ USP Endotoxin unit per mg of Alteplase

& | Single-chain content No peaks or shoulder in the sample solution that are not

present in the standard solution are found; Not less than 0%
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