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Finished product specification: Dapagliflozin @o mg tablet

o. Identification HTIVAU
. Assay ®0.0-0@00.0% LA
. Uniformity of dosage unit ATIANIU
<. Impurities/Degradants
BMS-peanacantn NMT o.e%
Individual other impurities NMT o.l0%
Total impurities NMT o.e%
&. Disintegration NMT elo minutes
. Water (KF) NMT & &%

Drug substance specification  : Dapaglifiozin Propanediol

@. Identification RSN
. Assay . &-@m.o% LA
a. Propylene glycol oc.c-0D.&%
<. Water o lo-a.o%
&. Impurities
BMS-decxaic-oa NMT o.e&%
Individual other impurities NMT c.@0%
Total impurities NMT o.mo%
©. Residual solvents
Cyclohexane NMT ©.en%
Methanol NMT o.en%
o, Acetamide NMT @oo ppm
@. Particle size > an% by volume of partides smaller than sno microns
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