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Drug substance specification

a.@ Definition White or almost white powder

oo Identification test m’mvi’mmmﬁ‘wﬂu drug substance specification(IR,
specific optical rotation and enantiomeric impurity BP
boen)

an.on USunausiaendAey “a.& — soe.o0%LA. (dried substance)

o.& Related substances (Specified impurities G)

Test A

- Unspecified impurities Not more than o.e%
TestB

- Unspecified impurities Not more than o.@%
- Total impurities test A and B Not more than o.w%
Enantiomeric impurity

- Impurities G Not more than o.@%
on.& Loss on drying Not more than o.&%

.o Sulfated ash Not more than o.e%

a.e7 Heavy metals Maximum o ppm
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Finished Product specification

an.@ Descriptions psarunaiseylu finisned product specification

(Prolonged-release tamsulosin capsules contain tamsulosin HCL)

an.lo Identification test mnmumuﬁ‘ﬁsﬂu finished product specification
oo USunaudnendnty ®&.0 — ®O&.0%L.A.

sn.en Dissolution m’mmumuﬁisq’lu finished product specification
. Uniformity of dosage units mi’;*ﬂﬂhumuﬁisﬂu finished product specification
on.& Related substances maﬁlﬁhumuﬁs%ﬂu finished product specification
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