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Finished product specification: Silodosin & mg tablet
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&. Related substances
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- Other individual NMT o.0%

- Total NMT lo.c%

Drug substance specification  Silodosin

@. Identification NTITAY
. Assay &@.0%-eolb.0% on dried basis
o Residue on ignition NMT o.@%
Heavy metals NMT @o ppm

&. Related substances

- KMD-enlo s NMT o.0%

- Other individual Each NMT o.e%

- Total NMT o.¢%
o. Optical isomer (S-isomer) NMT o.&%
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Jrug substance specification  Silodosin
o. Melting point @od - @ox®C

@. Residual solvents

- Ethyl acetone NMT & 000 ppm
- Hexane NMT belo ppm
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