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Finished product specification: Entacapone boo mg tablet (USPe®)

®. ldentification Test
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®0.0-e60.0 % L.A.

en. Dissolution

Test @
Test o

Test s

NLT £0%Q in ;o mins
NLT @o%Q in && mins
NLT «10%Q in eno mins

& Uniformity of dosage unit
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&. QOrganic impurities
Entacapone related compound A
Any individual unspecified degradation preduct
Total impurities

NMT o.8%
NMT o.e%
NMT o.o%

Jrug substance specification  : Entacapone
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BP mcaek

@. Identification ATIVNIU

NIITHIUY

o, Assay ®id.0 -e0w.c% dried basis wa.c -ecw.0% dried basis
o Residue on ignition NMT o.@%
@ Heavy metals NMT @o ppm ®0 ppm
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Related substance (BP) | Any individual unspecified degradation NMT  o.ec% Unspecified NMT o.e0%
Total impurities NMT 0.0% | sum other than A NMT o.b%
o Loss on drying NMT o.@% Maximum o.&%
o.  Sulfate ash Maximum o.e%
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