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Drug substance specification (JP)

an.@ Definition White to pale yellowish white powder.
Melting point : @od& - @ow’C
Optical rotation : -@e to e

oo Identification test mwmumuﬁisﬂu drug substance specification
(Qualitative test for Fluoride, IR, UV)

@/

en.en U‘%mm@f’amém@ (Assay) &c.0 — ®@w.0% VB Silodosin (C25H32F3N303)
. Impurities

o.@.@ Heavy metal Not more than @o ppm

o.alo Related substances A Not more than o.e@&%

o.<.en Related substances B Not more than o.oblb&%

o.@.@ Related substances C  Not more than o.obed%

ane.& Other individual Not more than o.a%
oo Total related substance Not more than o.;d&%
a.& Residual on ignition Not more than o.e%

oo Enantiomer Not more than o.e&%

en.ed Water Not more than o.@%
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Finished Product specification

en. Descriptions ATIHIUATNTSE Ulu finished product specification

e Identification test milﬂﬂiﬁumﬂmﬁiﬁﬂu finished product specification
(HPLC)

o USsnaudnendnAgy (Assay) *&.0 — @od.0%LA.

. Dissolution ssaarnuaufisyyly finished product specification

(Dissolution rate in e minutes is not less than =20%)
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en.o Impurities
o o.@ Related substances A Not more than ®.0%
a.o.lo Other individual Not more than o0.o&%
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