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nolate Mofetil for Injection

>fetil for Injection contains an amount of Mycophenolate Mofetil Hydrochloride equivalent to NLT 90.0% and NMT 110.0% of

unt of mycophenolate mofetil (C,,H,,NO_).

019) The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp 1-

rom light.

' 10 mL of triethylamine to a 1000-mL volumetric flask containing about 950 mL of water and mix. Adjust with phosphoric
7.2, and dilute with water to volume.

'r 10 mL of triethylamine to a 1000-mL volumetric flask containing about 950 mL of water and mix. Adjust with phosphoric

3.0, and dilute with water to volume.

r 1 and water (4:9)

rile, Buffer 2, and water (7:4:9)

zetonitrile and Solution A (3:7)

olution: 1.0 mg/mL of USP Mycophenolate Mofetil RS in Diluent prepared as follows. Transfer a known quantity of USP

2 Mofetil RS to a suitable volumetric flask, add acetonitrile equivalent to about 10% of the final volume, sonicate for about 5

+ solid dissolves, and dilute with Diluent to volume.
n: 0.4 mg/mL of USP Mycophenolate Mofetil RS in Diluent from Standard stock solution
lution: Nominally equivalent to 10 mg/mL of mycophenolate mofetil prepared as follows. Constitute each of the containers

late Mofetil for Injection with 14 mL of 5% dextrose injection. Quantitatively transfer the contents of all vials, the combined
iich are equivalent to about 2 g of mycophenolate mofetil, to a 200-mL volumetric flask, and dilute with water to volume.
 Nominally equivalent to 0.4 mg/mL of mycophenolate mofetil in Diluent from Sample stock solution

> system

49 nm. AFor Identification B, use a diode array detector in the range of 200400 NM. o (USP 1-May-2019)

m x 25-cm; 5-uym packing L11
:5°
nL/min

1e: 10 pL
y
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» percentage of the labeled amount of mycophenolate mofetil (C NO,) in the portion of Mycophenolate Mofetil for

23H31

aken:

Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

»ncentration of USP Mycophenolate Mofetil RS in the Standard solution (mg/mL)

sminal concentration of mycophenolate mofetil in the Sample solution (mg/mL)
ria: 90.0%-110.0%

ESTS
«6e Units (905): Meets the requirements

rom light.

andard solution, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

y solution: 0.01 mg/mL of USP Mycophenolate Mofetil Related Compound A RS and 0.017 mg/mL of USP Mycophenolate
{ Compound B RS in Diluent

on: 0.2 pg/mL in Diluent from the Standard solution

y

dard solution, System suitability solution, and Sensitivity solution

tive retention times for mycophenolate mofetil related compound A and mycophenolate mofetil related compound B are 0.40
ictively, measured with respect to mycophenolate mofetil ]

lirements

LT 2.0 between mycophenolate mofetil related compound A and mycophenolate mofetil related compound B, System
olution

* NMT 2.0, Standard solution

dard deviation: NMT 2.0%, Standard solution

ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
time for the Sample solution is NLT 1.5 times the retention time of the mycophenolate mofetil peak.]
» percentage of each impurity in the portion of Mycophenolate Mofetil for Injection taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of each individual impurity from the Sample solution
2ak response of mycophenolate mofetil from the Standard solution

»ncentration of USP Mycophenolate Mofetil RS in the Standard solution (mg/mL)

»minal concentration of mycophenolate mofetil in the Sample solution (mg/mL)
lative response factor (see Table 1)

wia: See Table 1. AThe reporting threshold is 0.05%. 4 (USP 1-May-2019)

Table 1

Relative Relative Acceptance
Retention Response Criteria,
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