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81 Doxazosin & mg prolonged-release tablet
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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.o Identification test mmmumuﬁ‘wﬂu drug substance specification
(IR, HPLC)
an.en USuneudnendrngy (Assay) «®&.0 — ®@ol.0% (dried basis)

o Impurities

..o Residue on lgnition iU 0.0%

en.<.o Organic impurities ATITHIUN AT &
997 ® Organic impurities
doans Acceptance criteria
Not more than (%)
Terazosin related compound A o.e
Doxazosin related compound A o.b&
Doxazosin related compound B o.o&
Doxazosin related compound C o.o&
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#1599 @ Organic impurities (#g)

s Acceptance criteria

Not more than (%)
| Doxazosin related compound D o.lb&
Doxazosin related compound E obd&
Doxazosin related compound F oo
Any unspecified impurity 0.60
Total impurities ®.0

on.& Loss on Drying Ly oo%

Finished Product specification

m.@ Descriptions mmmumuﬁlisﬂu finished product specification
oo ldentification test m’sf’xlshum’mﬁ'isqiu finished product specification
an.on USHNEUAIEERRY (Assay) fX.@ — ©©0.m%

o.& Impurities m’mshumuﬁiwlu finished product specification
en.& Dissolution & hours: Q<=mo% L.A.

.o Uniformity of dosage units m’sﬁamumuﬁisﬂu finished product specification
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e.@ intTedoduseanisnsradmsisianclsanuguin (Certificate of Analysis of finish
product) asafugnfitanysenaumsiansan

e.& fntadotusnnisnnatinngsiuazlunansunasmanyesarsiafiiudiedrdyy
(Certification of analysis of drug substance) ﬁu'waw'%ﬁ’wéwﬁmm WAZUITENEHARIngAU
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Junsuanvemandusiduiagy (finish product)
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c.o0 nsalldlderfunuy (Orginal) azdesiideyanisfinyi@aauya (Bioequivalence)
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