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Finished product specification:Alfuzosin Hydrochloride o mg Extended-Release Tablets

AnEIUANIUNATA USP «a BP woab
Identification test MDY NIV
Assay ®Ro.0%-e60.0% LA add.o%-eod.0% LA
. | Dissolution Test @ ATIMIUN test @ NI
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o h wo-€o%
@l h @&-0lo%
wa h NLT @o%
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Finished product specification:Alfuzosin Hydrochloride @o mg Extended-Release Tablets (518)

AENUANIUNATA USP @o BP oab
o | Dissolution Test b ® h NMT enc%
o h E&-od%
@ h wo-ao%
wo h NLT @&%
Dissolution Test & ® h NMT &%
o h &o-20%
@l h DE&-ed%
o h NLT @&%
& Uniformity of dosage | A3790U RSV
units
& Organic Impurities/ Related Substance
Related substance - Deacylated alfuzosin NMT o.€0% | - Impurity D NMT o.&%
- N-Formyl analog NMT o.;no% - Impurity E NMT o.&%
- Any individual unspecified NMT o.loo% . Dihar NMT o.lb0%
- Total impurities NMT o.g0%
- Total NMT @.0%
Drug substance specification : Alfuzosin Hydrochloride
AnENUANIImMALA USP &a BP mosb
@. Identification NN NFIDAIY
. Assay &z.0%-eow.0% (anhydrous substance) | eel.o%-@0®.0% (anhydrous)
m  Residue on ignition NMT o.e%
&  Organic impurities/ Organic impurities Related Substance
Related Substance - Deacylated alfuzosin NMT o.lbc% | - Impurity D NMT o.lv%
- Any individual unidentified NMT o.@0% | - Unspecified  NMT o.e0%
- Total impurities NMT o.mo% | - Total NMT o.en%
& Optical Rotation -0.00° to +o0.90°
b, Water determination | NMT b.o% Maximum o.&%
o pH .o - && c.o - &&
@ Sulfated ash Maximum o.e%
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