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Alteplase &o mg powder and solvent for solution for injection/infusion

o. FoEn Alteplase &o mg powder and solvent for solution for injection/infusion
0. AuauANalY
.o Wusdaunannide
blo U e naptUsznousmefen Alteplase o me wavindu dwduavan o ml
.o uisaﬂ,umwuwsiqEa'rLl'3'1?1%’1nL%aLLasUiiﬁ;’iuna'amwmw%amwsﬁuLLaa
b RanfiUsInguUUMTULTasszyTou druusznauiieddyuasauuse Jundn iavd
Wi nsioudiiuen
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Uil elo MUAWIUS beob) warszysi1e UM b) w.elsesls aTiufl @ nInIAY bebl

m.@ ldentification m?i}mummﬁizﬂu Finished product specification
m.lo YSueuiendfigy &o.0-e@0.0% L.A. of Alteplase

a.on pH .@-¢le in solution constituted

o.@ Uniformity of dosage unit mwthumuﬁwqiu Finished product specification
m.& Sterility mw&i’mmmﬁiwﬂlu Finished product specification
o.'D Bacterial endotoxins NMT @ USP Endotoxin unit per me

on.el Particulate matter G]S’Jﬁ]mumuﬁisulu Finished product specification
on.e Water laifiu &.o%
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Ve En s fmuntskanen Tumsu@rewasussmaduan
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Dapagliflozin @oc mg film-coated tablet

o. e Dapagliflozin @o mg film-coated tablet
b, AuauATly
b.o jUwuuBLlinwdeuilay alinduvssniu lu » Weuszneushesen Dapaglifiozin @o mg
Llo USTILULEETURETN ﬂaaﬁ’umm‘fu
b aanvdelanansmituen seydoaiagmnae suw 351 Yundeudetunumnen auiikdn
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miuddldammadousodninmuanznisunsemisuazen NIENTIEAT1TEUEY aindasiuily
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il ol AUMTUS oele) wazsEyien (UL b) 1A beol AUl m NINIAN oabls
om.@ ldentification Gl‘i’.ﬁ]ﬁi’mmuﬁ‘ixﬂu Finished product specification
.o Assay ®Ro.0-e60.0% L.A.

en.en Impurities/Degradants

BMS-oaxably NMT o.%

Individual other impurities NMT 0.2%

Total impurities NMT 0.9%
m.e Content Uniformity Complies with harmonized requirements
en.& Disintegration NMT 12 minutes
oo Water NMT 5.4% (Karl fisher)
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