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nolate Mofetil for Oral Suspension

>fetil for Oral Suspension is a dry mixture of mycophenolate mofetil and one or more suitable buffers, colors, diluents, and

ns NLT 90.0% and NMT 110.0% of the labeled amount of mycophenolate mofetil (C,H, NO_).

1c IoenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U. 4 (e 1-Mav-2020) [NoTE—Alternatively, the UV spectra of the

» Sample solution and the Standard solution, as obtained in the Assay, may also be used to meet the Acceptance criteria.]
olution: 0.5 mg/mL of USP Mycophenolate Mofetil RS prepared as follows. Transfer a suitable amount of USP
2 Mofetil RS to a volumetric flask, add water equivalent to 15% of the flask volume, shake, and mix. Add acetonitrile

0% of the flask volume, and sonicate to dissolve. Dilute with acetonitrile to volume.
n: 0.01 mg/mL of USP Mycophenolate Mofetil RS in acetonitrile, from Standard stock solution
lution: Nominally equivalent to 0.5 mg/mL of mycophenolate mofetil prepared as follows. Constitute the Mycophenolate

| Suspension as directed in the labeling. Transfer a suitable amount of reconstituted oral suspension to a volumetric flask,
valent to 15% of the flask volume, shake, and mix. Add acetonitrile equivalent to 70% of the flask volume and sonicate to

: with acetonitrile to volume. Pass a portion of this solution through a suitable filter of 0.45-uym pore size.

 Nominally equivalent to 0.01 mg/mL of mycophenolate mofetil in acetonitrile, from Sample stock solution

wria: The UV absorption spectrum of the Sample solution exhibits maxima and minima at the same wavelengths as those of

dlution. o (usp 1-May-2019)

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

rom light.
0 mL of triethylamine into a 1000-mL volumetric flask containing about 950 mL of water, and mix. Adjust with phosphoric

7.2, and dilute with water to volume.
0 mL of triethylamine into 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 7 and water (4:9)

1t: Acetonitrile, Buffer 2, and water (13:4:9)

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

zetonitrile and Solution A (3:7)

olution: 4 mg/mL of USP Mycophenolate Mofetil RS in Extraction solvent. Sonicate to aid the dissolution.

n: 0.4 mg/mL of USP Mycophenolate Mofetil RS in Diluent, from the Standard stock solution
lution: Nominally equivalent to 4 mg/mL of mycophenolate mofetil prepared as follows. Constitute Mycophenolate Mofetil

1sion as directed on the label. Prepare a composite sample by mixing NLT 4 bottles of the constituted Mycophenolate Mofetil
1sion. Transfer a volume of the composite sample so obtained, equivalent to 800 mg of mycophenolate mofetil, to a 200-mL
k, and dilute with Extraction solvent to volume.

 Nominally equivalent to 0.4 mg/mL of mycophenolate mofetil prepared as follows. Transfer 5.0 mL of the Sample stock

)-ml voluimetrie flask and dilite with Dililent to voliime Pass throuah a filter of 0 45-1im nare size
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nL/min

1e: 20 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of mycophenolate mofetil (C NO_) in the portion of Mycophenolate Mofetil for Oral

23H31
n taken:

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

2ak response from the Standard solution

>ncentration of 4USP Mycophenolate Mofetil RS, (USP 1-May-2019) in the Standard solution (mg/mL)
>minal concentration of mycophenolate mofetil in the Sample solution (mg/mL)
ria: 90.0%-110.0%

ESTS

i from light. o (UsP 1-May-2019)
ydrochloric acid; 900 mL, deaerated
rpm

n: 0.278 mg/mL of USP Mycophenolate Mofetil RS in Medium
. Reconstitute Mycophenolate Mofetil for Oral Suspension according to the labeling instructions. Shake well. Use a separate

or each vessel. Withdraw 2 mL of suspension. Remove air bubbles from the syringe. Adjust the volume to 1.2 mL and

3h the filled syringe. Operate the apparatus, holding the syringe above the surface of the medium, at a location that is

en the paddle shaft and the vessel wall. Carefully introduce the sample to the vessel over a 5-10 s period. Weigh the empty
termine the weight of the sample (g). At the time specified, withdraw an aliquot and immediately pass through a suitable
pore size, discarding the first few milliliters.

iditions

isible Spectroscopy (857).)

elength: 304 nm

dard solution and Sample solution
: percentage of the labeled amount of mycophenolate mofetil dissolved:

Result = (A /A) x (C/L) x (V,/V,) x 100
ssorbance of the Sample solution

ssorbance of the Standard solution
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