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Identification
USunaudiendiAgy
Uniformity of Dosage Unit

Dissolution

Impurities
& Degradation products
- Mycophenolic acid

ATITCU

we.0 - @od.0% L.A of Mycophenolate mofetil
ATIVU

Test @: NLT <% (Q) of Mycophenolate mofetil in lwo min
Test &: NLT =o% (Q) of Mycophenolate mofetil in eno min

NMT @.0%

- Mycophenolate N-oxide analog NMT o.&%

- Any single unspecified impurity NMT o.e%

- Total degradation products NMT @.&%
&lo Z-mycophenolate mofetil NMT c.e@0%
Drug substance : Mycophenolate mofetil
| USP &a BP boab
®. Identification RFIANIU ATV
. USunusigndndny ®g.0-e0b.0% LA of &w.0-a0.0% LA of
Mycophenolate Mycophenolate
L mofetil On the dried basis mofetil On the dried substance

en. Impurities

m.® Residue on ignition NMT c.e% -

el Heavy metal/Elememtal ATV NMT oo ppm

Impurities
om.en Sulfated ash = NMT o.e%
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Drug substance : Mycophenolate mofetil (#8)

B USP o BP boai
an. Impurities
en.& Organic impurities
- Mycophenolic acid NMT o.&%
- Mycophenolate mofetil related cpd. A NMT o.@%
- Mycophenolate mofetil related cpd. B NMT o.@%
- N-oxide analog NMT o.e0%
- @-Morpholinoethoxy analog NMT o.@0%
- Z-mycophenolate mofetil NMT o.e@0%
- O-methyl analog NMT o.e0%
- Methyl mycophenolate NMT ©.e%
- Any single unspecified impurity NMT o.@0%
- Total impurities NMT o.elo% NMT o.e00%
- Impurity F NMT o.¢c%
- Impurity B NMT o.lbo%
- Impurity A, O, E, G, H NMT o.ac%
- Any other impurity NMT o.e00%
&. Loss on drying NMT o.&% Maximum o.&%
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