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-(1,3-dihydro-4-hydroxy-6-methoxy-7-methyl-3-oxo-5-isobenzofuranyl)-4-methyl-, 2-(4-morpholinyl)ethyl ester, (E)-;
(E)-6-(4-hydroxy-6-methoxy-7-methyl-3-oxo-5-phthalanyl)-4-methyl-4-hexenoate  CAS RN®: 128794-94-5; UNII:

>fetil contains NLT 98.0% and NMT 102.0% of mycophenolate mofetil (C,,H,,NO.), calculated on the dried basis.

: IbEnTIFicATION TESTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

nine and water (1:325). Adjust with phosphoric acid to a pH of 5.3.
setonitrile and Buffer (7:13)
n: 0.4 mg/mL of USP Mycophenolate Mofetil RS in acetonitrile

: 0.4 mg/mL of Mycophenolate Mofetil in acetonitrile
> system
aphy (621), System Suitability.)

50 nm

m x 25-cm; 5-ym packing L7
rature: 45°

nL/min

1e: 10 L

b

ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.0%

dard solution and Sample solution
: percentage of mycophenolate mofetil (CZ3H31NO7) in the portion of Mycophenolate Mofetil taken:

Result = (r /r)) x (C/C ) x 100

2ak response from the Sample solution
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(281): NMT 0.1%

le phase: Prepare as directed in the Assay.

: 2 mg/mL of Mycophenolate Mofetil in acetonitrile

y solution: 10 pg/mL each of USP Mycophenolate Mofetil Related Compound A RS and USP Mycophenolate Mofetil Related

'S in acetonitrile
> system
aphy (621), System Suitability.)

50 nm

m x 25-cm; 5-uym packing L7
rature: 45°

nL/min

1e: 10 L

y

N suitability solution
lirements

LT 1.5 between mycophenolate mofetil related compound A and mycophenolate mofetil related compound B

le solution

: percentage of each impurity in the portion of Mycophenolate Mofetil taken:

ak response for each impurity

1m of all the peak responses

Result = (r,/r) x 100

rria: See Table 1. Disregard any peak less than 0.03%.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
c acid@ 0.33 0.50
ite mofetil related compound
0.45 0.10
ite mofetil related compound
0.49 0.10
d
29 0.60 0.10
)ethoxy analog® 0.86 0.10
ite mofetil 1.0 -
slate mofetilt 1.1 0.10
log9 1.2 0.10
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