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ﬂmﬁﬂwmmaqum Mycophenolate mofetil n&o mg capsule Tssweunadasda

forn 81 Mycophenolate mofetil b&o mg capsule
Toguszasd  anstdadnuidioe lulsswenuiadondn
AruELTAYA

o. Wupdiadmiuiulsenu

b. Usznsusieden Mycophenolate mofetil oo mg 78 o Lin

o, UTTTluunsegildounesdtoatulauazaiuiy

@ funsegiifloamordiiaannszyfundn Fumumany ainds lwaiimzdoumiuel ooy
VUNYUBUTIYE

AuANUANILNALA
Finished product : Mycophenolate mofetil w&o me capsule (USPea)

@. Identification AT

. Usunudendidey Q.0 - @o&.0% L.A of Mycophenolate mofetil

en. Uniformity of Dosage Unit NS

&. Dissolution Test @: NLT @o% (Q) of Mycophenolate mofetil in lbo min

Test lo: NLT <o% (Q) of Mycophenolate mofetil in eno min
&. Impurities

&.e Degradation products
- Mycophenolic acid NMT &.0%
- Mycophenolate N-oxide analog NMT o.0%
- Any single unspecified impurity NMT o.e%
- Total degradation products NMT &.6%
&l Z-mycophenolate mofetil NMT o.ec%

Drug substance : Mycophenolate mofetil

USP &@ BP boas
®. ldentification ATITNIU ATINTUY
. Usunausiendndgy «@g.0-m0w.0% LA of &&.o-@ck.c% LA of
Mycophenolate Mycophenolate
mofetil On the dried basis mofetil On the dried substance
m. Impurities
m.® Residue on ignition NMT o.@% -
oo Heavy metal/Elememtal ekl NMT oo ppm
Impurities
a.en Sulfated ash E NMT o.a%

................... é envare WISETUATTUITTY A33UANT @ﬂ'ﬁi}ﬂ'ﬁ
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Drug substance : Mycophenolate mofetil (#1)

—

USP @ BP boeb
. Impurities
o.& Qrganic impurities
- Mycophenolic acid NMT o.&%
- Mycophenolate mofetil related cpd. A NMT o.e%
- Mycophenolate mofetil related cpd. B NMT o.@%
- N-oxide analog NMT o.e%
- @-Morpholinoethoxy analog NMT o.e0%
- Z-mycophenolate mofetil NMT c.e0%
- O-methyl analog NMT o.@0%
- Methyl mycophenolate NMT o.e%
- Any single unspecified impurity NMT o.ec%
- Total impurities NMT o.s10% NMT o.ei0%
- Impurity F NMT o.&o%
- Impurity B NMT o.wo%
- Impurity A, D, E, G, H NMT o.@0%
- Any other impurity NMT o.00%
&. Loss on drying NMT o.&% Maximum o.&%
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HAREININNENLNUTIT NS HARTIALUATTNEARET PIC/S (pharmaceutical Inspection Co-operation
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