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Finished product specification: Venlafaxine ei& mg SR capsule
USPae BP woeb
@. |dentification Test P A5V
o, UTannsendfty &0.0-00.0% ®&.0-00&.0%
. Dissolution ATIINIU
& Uniformity of dosage units ATITNIU
& Impurities(USP) Individual impurities NMT o.0% Impurity D or F NMT o.le%
Related substances (BP) Total impurities NMT o.&% SUM NMT o.&%
Drug substance specification : Venlafaxine HCL
USPae BP boab
@. Identification AT AT
o, Assay ®@.0%-eo.0% on dried basis &x.0%-e0®.0% on dried basis
. Loss on drying NMT o.&% Maximum o.&¢%
a. Residue on ignition NMT 0.0% -
& Heavy metals NMT bo ppm Maximum lbo ppm
o, Sulfated ash Maximum o.e%
. Organic impurities(USP) Descyclohexanol venlafaxine NMT o.@&% | Impurity F NMT o.@%
Related substances (BP) Didesmethyl venlafaxine NMT o.@&% | Unspecified impurities NMT o.a%
Venlafaxine related compound A NMT o.@d&% | Total NMT o.lo%
Deoxy venlafaxine NMT o.ed&%
Any individual unknown NMT o.e0%
Total impurities NMT o.¢%
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v IHAR TN TWEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tngmiinpeu
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