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Drug substance specification (Reference USP)
a.@ Definition White to tan colored powder. Freely soluble in

formic acid; very slightly soluble in methanol and

in water.

m.lo Identification test m'i’mw"mmuﬁizq‘lu drug substance specification
(IR, HPLQ)

.o USueudaendifgy (Assay) ®c.0 - ®@olb.o% (dried basis)

on.& Impurities

o.c.@ Residue on Ignition Lty c.e%

o.&.o Organic impurities ATV o
5197 @ Organic impurities

A Acceptance criteria
YDEANT
Not more than (%)
Terazosin related compound A o.em
Doxazosin related compound A olo&
Doxazosin related compound B oo&
Doxazosin related compound C ob&
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< . Pt '
A135°190 @ Organic impurities (98)

doans Acceptance criteria

Not more than (%)
Doxazosin related compound D ob&
Doxazosin related compound E olo&
Doxazosin related compound F o.b&
Any unspecified impurity 0.640
Total impurities ®.0

en.& Loss on Drying TaiiAY o.lo%

Finished Product specification

en.@ Descriptions mimchumuﬁimﬂu finished product specification
oo |dentification test mw&immuﬁisq‘lu finished product specification
an.en USunsusnendingy (Assay) fx.@ — ©©0.m%

o.& Impurities msa’«amummﬁssﬂu finished product specification
m.& Dissolution & hours: Q<=mo% L.A.

a.o Uniformity of dosage units mﬂﬁlﬂi’mmuﬁi&:q‘lu finished product specification
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¢.« findsdosusean1snsrainsienasdlssaugnan (Certificate of Analysis of finish
product) AafUENTIANUTENBUNTRINTRN

<& fntadoiuseenisnsadinssiuarluuansunawinvesasindMduiieddny
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