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&e Finished product specification
(@) Alfuzosin Hydrochloride Extended Release Tablets (USP)

D) Test ltems Specifications
@ | Identification Meet the requirement
b | Assay ®0.0% - @@o0.0% of the labeled amount

of Alfuzosin hydrochloride

en Unifom% dosage units* Meet the requirement
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48 | Test [tems

Specifications

& Dissolution®
Jest @
s L& Each Tablets :

¢ Lo Average of @l Tablets
complies with Le and each
Tablet :

e L Average of be Tablets
complies with Le and Ll, and
all Tablets within :

-Ate hr ;@0 - bo%
Ato hr: o - &&%
At oo hr: bé& ~ S¢%
At oo hr: NLT <&%

-Ate hr : & - bb%
At o hr: e - ba%
At el hr: & - &%
At o hr: NLT elet%

-Atehr 1 @ - loel %
Ato hr: amlo — 0%
At @l hr: & - @olb%
At oo hr: NLT oz%

Tes
Test e
Test &

Test &

Test ol

J)

-At @ hr : NMT bo%
At e hr: @& — &%
At @lo hr : €o - ado%
At b hr : NLT go%

- At @ hr : NMT aé&%
At o hr: bo ~&o%
At el hr: €& — alo%
At loo hr: NLT go%

- At @ hr : NMT eo%
At o hr: &o - Do%
At @l hr: b& - @&%
At oo hr: NLT =&%

- At @ hr : NMT lbo%
At e hr: wo — €%
At o hr: eé& - &&%
At aelo hr : bo - 0%
At oo hr : NLT go%

- At @ hr : NMT mo%
Atohr: & - vé%
At @lo hr: so - @o%
At oo hr: NLT c&%

- At @ hr : NMT &%
At o hr: &o — 2o%
At alo hr: b& - &%
At wo hr: NLT s&%
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] Test ltems Specifications
& | Impurities :
Organic impurities
- Deacylated alfuzosin NMT o.€%
- N-Formyl analog NMT o.en%
- Any individual unspecified Impurity | NMT olo%
- Total impurities NMT o.%
() Prolonged-release Alfuzosin Tablets (BP)
0! Test ltems Specifications
@ | ldentification Meet the requirement
o | Assay &&.0% - @od.0% of the stated amount of
Alfuzosin hydrochloride
o | Related substances
- Impurity D NMT o.&%
- Impurity £ NMT o.&9%
- The area of any other secondary peak | NMT o.0%
- The sum of the areas of any other
secondary peaks NMT &.0%
&l Drug substance specification :
(@) Alfuzosin Hydrochloride (USP)
ia Test ltems Specifications
® | Identification Meet the requirement
b | Assay .0% - @olb.o% on the anhydrous
and solvent-free basis of alfuzosin hydrochloride
m | Residue on ignition NMT o.@%
& | Impurities :
Organic impurities
- Deacylatedalfuzosin NMT o.0%
- Any other individual, NMT o.a%
unidentified impurity
- Total impurities NMT o.n%
- Disregard any peak with an NMT o.069%
area
& | Optical rotation -0.00° {0 +0.60°
D | Water determination NMT ©.0%
o | pH / ”l/ - @0 - &&
. A
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(o) Alfuzosin Hydrochloride (BP)

i Test Items Specifications
@ | Identification Meet the requirement
b | Assay ®R.0% - @0e.0% (anhydrous substance) of alfuzosin
hydrochloride
m pH & - &o
& | Related substances
- Impurity D NMT o.0%
- Unspecified impurities NMT c.&%
- Total impurities NMT o.n%
- Disregard limit NMT o.0&%
& | Water Not more than ©.¢%
o | Sulfated ash Not more than o.a%
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