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Drug substance specification (Reference USP)

. Definition

enlo Identification test

s

en.en USususnendnAsy (Assay)
on.& Impurities
on.&.® Residue on lgnition
en.@ Organic impurities

M3 @ Organic impurities

White to tan colored powder. Freely soluble in
formic acid; very slightly soluble in methanol and
in water.

m’;‘\whumuﬁizq“lu drug substance specification
(IR, HPLQ)

&=.0 — @o.o% (dried basis)

LY 0.0%
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Acceptance criteria

ik Not more than (%)
Terazosin related compound A o.m
Doxazosin related compound A o.b&
Doxazosin related compound B olbo&
Doxazosin related compound C o.b&
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A15199 @ Organic impurities (519)

4 Acceptance criteria
UAT
o Nol more than (%)
Doxazosin related compound D o.lo¢
Doxazosin related compound E o.b&
Doxazosin related compound F o.b&
Any unspecified impurity 0.60
Total impurities ®.0

o.& Loss on Drying 1A 0lo%

Finished Product specification
en.® Descriptions n3raRueNNsEyly finished product specification
oo Identification test

an.en USHeudnendndgy (Assay)

mmshumm?iisqlu finished product specification
X8 — ®90.n%

navsummisEylu finished product specification
& hours: Q<=mo% L.A.

mi’mmumuﬁssﬂu finished product specification

o.& Impurities
an.& Dissolution

m.o Uniformity of dosage units
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