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&.e Finished product specification : Alfuzosin Hydrochloride prolonged

release @o mg tablet (USPac)

U Test items Specifications
0.0 | ldentification mnchumuﬁszﬁtu finished product specification
&.e.lo | Assay wo.0 - @®0.0 % of the labeled amount of

Alfuzosin Hydrochloride

&.e.o | Uniformity of dosage units mamhummﬁssqiu finished product specification

&.e.@ | Dissolution Test: (Each tablet)

Le: o tablets at ® hours 0% - wo%
Le: o tablets at o hours &o% - &&%
Le: b tablets at @l hours &% - IEW

La: o tablets at wo hours Not less than @&%
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4o Test items Specifications

&.0.¢ | Impurities:

Organic impurities:

- Deacylated alfuzosin NMT o.e%
(impurity D)

- Any individual unspecified | NMT o.lbo%
impurity

- Total impurities NMT o.c0%
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Complied with drug substance specification
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