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Specification

@.ldentification

AFIIUMNNATEYLY finished
product specification

. USUusEERe «&.0 % - @o&.0 % of the stated
: amount
o.Related substance
- the area of any peak corresponding to impurity H NMT o.& %
(©R)-N-[lo-(lo-ethoxyphenoxy)ethyl]-e-(e-
methoxyphenyl)propan-lb-amine
- the area of any other secondary peak NMT o.ed %
- the sum of the areas of all the secondary peaks NMT o.& %

& Uniformity of content

ATIIRUAUATEYlY finished
product specification

&.Dissolution

AT UANNTEYLY finished
product specification

.o Raw material product (uansluluitasiziingiv)
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BP wob&
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Meet the requirement

. USuuENd Aty

*3.¢ % - @0e.0 % (dried substance)

a.Related substance
Test A: Impurities eluting before

tamsulosin

unspecified impurities: NMT o.@ %

Test B: Impurities eluting after

tamsulosin

unspecified impurities: NMT o.e %

sum of impurities eluting before tamsulosin in test A
and after tamsulosin in test B: NMT o.b %

&.Enantiomeric purity

&-[(0S)-o-[[lo-(lo-ethoxyphenoxy)ethyllamino]propy!]-lo-

- impurity G methoxybenzenesufonamide: NMT o.e %
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&.Loss on drying NMT o.& % determined on @.000 § by drying in an
oven at eo¢ °C for b h.

©.Sulfated ash NMT o.e %, determined on e.0 g.
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