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& Dissolution NLT s1896(Q) LA is dissolved in && min NLT ed&96(Q) LA is dissolved in €& min
&  Related compounds - Bicyclorisperidone NMT ©.é% Impurity & NMT o.¢9%
- Risperidone cis-N-oxide  NMT .69 Impurity l» NMT o.&%
- Any other unspecified  NMT o.ei% | Any other NMT o.lo%
- Total impurities NMT @.0% | Sum of other NMT &.0%
Drug substance : Risperidone
AuFUUANIwNATIA USP & BP moab

@. ldentification

AU

ATITY

b. Assay «wz.0-eclw.0% LA(Dried basis) #R.0-006.0%
Loss on drying NMT o©.&% Maximum o.&%
Residue on ignition NMT o.@%
& Heavy metal/ NMT @o ppm/
Elemental impurities ATITHIU
v Related compounds
- E-oxime NMT o lbo% Impurities A,B,C,D,E NMT olbo%
- Z-oxime NMT o oo Impurity K NMT o.ed%
- g-hydroxyrisperidone NMT o.lwo% Unspecified (Each) NMT o.ec%
- Desfluoro resperidone NMT o.e0% Total NMT o.e0%
- Risperidone difluorcketone | NMT o.@0%
- &-fluororisperidone NMT o.bo%
- Risperidone related cpd. G | NMT o.00%
o-methylrisperidone NMT olbo%
- Any unspecified NMT o.ec%
- Total NMT o.mo%
@ Sulfated ash Maximum o.e%
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