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Finished product specification : Dutasteride o.&¢ mg + Tamsulosin o.e mg tablet

@. |dentification

@

. USunasiedfey

@

3

Uniformity of Dosage Unit
& Dissolution
Dutasteride

Tamsulosin HCL

ATITNIU

«&.0 - mo&.o % L.A of Dutasteride
®&.0 - @o&.0% LA of Tamsulosin HCL
7AW

=o%Q at Do mins

Acid stage at bhr NMT @0%
Buffer stage at en hr @0 - #lo%
Buffer stage at @ hr  >c0%

Drug substance specification : Dutasteride

@. ldentification

. USuasendnsy

. Drug related impurities
Total

& Residual solvent content

&. Water content

©. Specific optical rotation

AT

@ol.o - eol.o% LA
RIIWY

NMT lo.0%
ATIVNIU

NMT o.o%

(H)e&.o to (+)o&.o

Jrug substance specification : Tamsulosin Hydrochloride

®. ldentification

. USinausendae
m. Water content
&. Sulphated ash

&. Heavy metals

. Residual solvents
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&z.€ - @0®.0% on the dried basis
NMT o.&%

NMT o.@%

NMT o.occle%

NMT o.n%
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Drug substance specification : Tamsulosin Hydrochloride (si@)

o. Drug-related impurities

Desethoxytamsulosin NMTo.e%
Each other NMT o.e0%
Total NMT o.lb%
=. Camphor-eo-sulfonic acid NMT o.@%
«. Enantiomeric purity NMT o.@%
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