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Drug substance specification (Reference USP&a)
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a.® Definition m’sﬁwi'mmuﬁisqlu drug substance specification,
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A9 o Individual impurity

doans Acceptance criteria

Not more than (%)
®. Acetoisovanillone ®
. Hesperidin &
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&. Diosmetin on
. Any other impurity ®
o. Total impurities ®0

on.& Water determination
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on.@ Definition

oo Identification test
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e Impurities
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m.a.lo Related Compounds
M13N7 o Related Compounds
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o.& Loss on Drying Ty &.o%

en.'o Microbial Enumeration Tests The total bacterial count does not exceed @o® cfu/s,
and the total combined molds and yeasts count
does not exceed @o® cfu/g.

.9 Absence of Specified Microorganisms laiwu Salmonella Species
laiwy Escherichia coli
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