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Mycophenolate mofetil tablets USP (https://online.uspnf.com/uspnf/document/1_GUID-
803FC18F-540E-4BB8-98C4-03F87429D688_3 en-US)
® Identification Meet the requirements
NLT &&.0% and NMT eod.oc%of the labeled
5 Assay
amount of mycophenolate mofetil
o Impurities
Mycophenolic acid NMT &.0%
Mycophenolate N-oxide analog NMT o.lo%
Mycophenolate mofetil
Any single unspecified impurity NMT oc.& %
Total degradation products NMT ®.¢& %
Limit of Z-Mycophenolate mofetil | NMT o.e0 %
By | Sate tests - N RRETR
Tesf ®
Time Point Time (min) Tolerances (Q)
& NLT ev& %
© Ol 4 NLT =& %
Test v
Time Point Time (min) Tolerances (Q)
® Dissolution* o - NLT 50 %
5] o& NLT <o %
Test e
Time Point Time (min) Tolerances (Q)
® & NLT elo %
G} ol NLT <& %
o Uniformity of dosage units* Meet the requirements
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mofetil USP (https://online.uspnf.com/uspnf/document/1_GUID-5DDCOF04-9CF5-41B9-
BEE4-2F455BAA2169 4 en-US)
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® Identification Meet the requirements
NLT ew.0% and NMT eol.0%
o Assay mycophenolate mofetil calculated on
the dried basis.
m Impurities
Residue on ignition NMT o.@0 %
Oreanic | ”
Mycophenolic acid NMT o.&o %

Mycophenolate mofetil related compound A | NMT c.e@0 %
Mycophenolate mofetil related compound B | NMT o.e0 %
N-Oxide analog NMT o.@0 %
@-Morpholinoethoxy analog NMT o.@0 %

Mycophenolate mofetil -

Z-Mycophenolate mofetil NMT oc.@0 %
O-Methyl analog NMT o.@0 %
Methyl mycophenolate NMT o.@0 %
Any single unspecified impurity NMT o.@0 %

Total impurities NMT o.edo %

W
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® Loss on drying NMT o.&o %
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