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&.o Finished product specification : Alfuzosin Hydrochloride sustained - release

@o mg Tablet (USP &a)

b) Test items Specifications
@o.® | l[dentification mmmumuﬁimﬂ,u finished product specification
&.@.0 | Assay ®0.0 - ®0.0 % of the labeled amount of
Alfuzosin Hydrochloride
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U2 Test items Specifications
&.e.m { Uniformity of dosage units m’mi”lumuﬁisq‘lu finished product specification
&e.€ | Dissolution Test: (Each tablet)
Le: o tablets at @ hours ®0% - bo%
Le: o tablets at o hours &o% - &&%
Le: o tablets at el hours &% - &%
Le: © tablets at bo hours Not less than @&%
&.e.€ | Impurities:
Organic impurities:
- Deacylated alfuzosin Not more than o.€o%
- N-Formyl analog Not more than o..mo%
- Any individual unspecified | Not more than o.lbo%
impurity
- Total impurities Not more than o.&o%
.o Drug substance specification : Alfuzosin hydrochloride (USP &)
) Test items Specifications
.o | Identification mwchumuﬁwq‘lu Drug substance specification
&lolo | UTunusmedAgy ®zg.0% - eob.o% of alfuzosin hydrochloride
calculated on the anhydrous and solvent-free
basis
&l.m | Residue on Ignition Not more than o0.0%
&l.e | Optical rotation:
- Sample solution: wo mg/ml | -6.60° to +0.60°
in carbon dioxide-free water
&lo.& | Water determination Not more than lv.0%
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4o Test items Specifications

oo | pH €0 - &&

&o.€ | Impurities:

Organic impurities:
- Deacylated alfuzosin Not more than o.lbo%
- Any other individual, Not more than o.@0%

unidentified impurity

- Total impurities Not more than o.mo%
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&lo LONFITTUTBININTFIUASHEREN
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