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

®. Identification test 

tv. Assay 

m. Dissolution 

~. Uniformity of dosage unit 

~o.o%-®®o.o% LA 

C9l hr ®o%- \vo% 

b hr ~o%-<f<f% 

®tv hr b<f%-~<f% 

\vo hr NLT ~<f% 

Specification 

Drug substance specification : Alfuzosin Hydrochloride 

®. Identification 

tv. Assay 

m pH 

~. Related substances 

-Impurity D 

-Unspecified each impurities 

-Total 

<f. Water 

b. Sulfated ash 

mi. Optical Rotation 

Specification 

~~.o%-®o®.o% (anhydrous substance) 

NMTo.\vo% 

NMT O.C9l% 

NMT o.mo% 

maximum o.<f% determined on ®.o g 

Maximum o.®% determined on ®.o g 

-o.®o 0 to +o.®o o 
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