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Drug substance specification (JP)
m.e Definition White to pale yellowish white powder.

Melting point : eod - @ox°C
Optical rotation : -em to -ea®

a.lo Identification test mﬂm\humu"?{‘wﬂu drug substance specification
(Qualitative test for Fluoride, IR, UV)
en.an USLousiendsiy (Assay) ®@.0 - ©#ob.0% 184 Silodosin (CosHaFsN;0,)

o Impurities
a.&.@ Heavy metal Not more than mo ppm
a. o Related substances A Not more than o.e¢%
e.e’.en Related substances B Not more than o.obloé%
o.c.a Related substances C  Not more than o.oblod%

m.c & Other individual Not more than o.e@%

m.a. o Total related substance Not more than o.mé%
sn.& Residual on ignition Not more than o.a%
m.o Enantiomer Not more than o.e¢%
m.ef Water Not more than c.e%
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Finished Product specification
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an.@ Descriptions m‘ﬂﬁlmu‘muwwﬂu finished product specification

m.lo Identification test psrReuaunszyly finished product specification
(HPLC)
an.en USanausinendnany (Assay) wd.o - @od.o%L.A.
; o ) W
am.@ Dissolution m‘mmummﬂ'ﬁzqﬁlu finished product specification

(Dissolution rate in @& minutes is not less than @a%)
en. Uniformity of dosage units 91‘5’;%&1"1‘1451%“?’1‘3314114 finished product specification
m.2 Impurities
m.o.e Related substances A Not more than @.0%
a.o.lo Other individual Not more than o.led%
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s1aBEaRMANEMZIANY |
&1 Tamsulosin hydrochloride o.« mg prolonged-release tablet
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Drug substance specification

a.@ Definition White or almost white powder

m.lo [dentification test mﬁ]ﬁhum‘mﬁ‘jzﬂu drug substance specification(IR,
specific optical rotation and enantiomeric impurity BP
vosD)

m.on USHNeuAaed Ay #=.¢ - @oa.0%L.A. (dried substance)

m. Related substances (Specified impurities G)

Test A

- Unspecified impurities Not more than o.e%

Test B

- Unspecified impurities Not more than c.a%

- Total impurities test A and B Not more than o.la%

Enantiomeric impurity

- Impurities G Not more than c.e%

o.& Loss on dryine Not more than o.&%

m.b Sulfated ash Not more than o.e%

.o Heavy metals Maximum o ppm
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Finished Product specification

:n.@ Descriptions ﬂ"a"ailmumyﬁ‘izu’lu finished product specification
(Prolonged-release tamsulosin capsules contain tamsulosin HCU

m.le Identification test ms?aﬁhuﬂmﬁ‘a‘quu finished product specification

oo UTunaseddy @&.0 - mo&.o%L A

en.en Dissolution mﬁr.humuﬁﬁsu’iu finished product specification

s.a@ Uniformity of dosage units m'i’n'-v‘.]r-hummﬁ‘ixﬂ.ﬂ,u finished product specification

o.& Related substances m‘i’sﬁ]&humuﬁﬁﬂqﬁlu finished product specification
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