s L A’ s
FIUAUDAANANYALRNITHUUTINBINHISNTIAYDLI YA MUY
Dapagliflozin @o mg Film-coated Tablet

o. o8N Dapasgliflozin @0 mg Film-coated Tablet

. AuaNUAnlY

.o JULUU Husdaedouiidudmiuiulseniu

.l duUsenau u o Winusgnaumemendifty Dapagliflozin @o mg

.o AMYULUTTY UsslunwurUeain ﬂaqﬁ’umm%uLLaxUﬁqﬁm%ﬂmﬁuLLaa

o.€ 287N aanszyTenn druusznaudisendifyuaraiunse Tundn fudueny

wfindn uaziariingdoudivenlTegrstaouuuussying wazaainuunigurussquegiaiendas
szydesndiuUsznoufedfiguasaanuns Fuduony wagiaviindn

o.¢ Taualy Wdmiumuausziuhaaludoslufvaslsauimiueied o loe
aynsaldifuenien uaz vieldsmfuemunussduhmaludenslndy

a. AaNTANamAila
a.e Finished product specification
m.®.® ldentification

® |R-ATR: The spectrum of sample conforms to the reference spectrum
® HPLC: The retention time of the major peak in the sample chromatogram

must correspond to that in the standard chromatogram.

m.@.lo Assay ®0.0 - ®90.0 %

a.@.en Impurities/Degradants

® BMS-bamxeme: NMT o.« %
® |ndividual other impurities: NMT o.bo %
® Total impurities: NMT o.e %
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m.e Finished product specification (#8)

m.e.& Content Uniformity: Complied with finished product
specification

om.@.& Disintegration: NMT elo W9

m.e.o Water : NMT &.& % (Karl Fishe

en.lo Drug substance specification

m.w.e ldentification: Meet the requirement

m..lo Assay: x.€& — wm.o% of the labeled
amount

m.lo.en Propylene glycol: ®c.0 - 90.&%

nlo.a Water: nlo - &o%

m.lo.¢ Related substance:

® BMS-Recde/z-06: NMT o.e@& %
® |ndividual other impurities: NMT o.e@0 %
® Total impurities: NMT o.mo%
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