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m Oral Suspension

iIspension contains NLT 90.0% and NMT 110.0% of the labeled amount of meloxicam (C14H13N304SZ).

ption spectrum of the meloxicam peak of the Sample solution exhibits maxima and minima at the same wavelengths as
ard solution, as obtained in the Assay.
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

2 g of monohydrate citric acid and 2 g of boric acid in 1000 mL of water, and adjust with dihydrate trisodium citrate to a pH

2nitrile, methanol, and Buffer (200:260:565)

ssolve 200 mg of sodium dodecyl sulfate in 1000 mL of Solution A.

-3 g of boric acid and 1.5 g of dihydrate trisodium citrate in 1000 mL of water, and adjust with 2 M sodium hydroxide to a pH
I mL of the resulting buffer with 420 mL of methanol and 160 mL of acetonitrile.

nd standard stock solution: 8.4 pg/mL of USP Meloxicam Related Compound B RS prepared as follows. Transfer 21 mg of
n Related Compound B RS into a 100-mL volumetric flask. Add 3.0 mL of dimethylformamide, 15 mL of methanol, and about

1t. Sonicate, and mix until dissolved. Cool to room temperature. Dilute with Diluent to volume. Dilute further with Diluent to a
of 8.4 pg/mL.

y solution: Transfer a volume of Oral Suspension, nominally equivalent to 15 mg of meloxicam, to a 50-mL volumetric flask.
Related compound standard stock solution. Add 3.0 mL of dimethylformamide. Swirl the flask, and allow to stand for 5 min.

nethanol. Dilute with Diluent to just below volume. Sonicate for 30 min, mixing the flask vigorously about every 5 min. Cool to
.ure. Dilute with Diluent to volume. Mix, and allow particulates to settle. Pass through a 0.45-um membrane filter with a

Iter.

olution: Transfer about 67 mg of USP Meloxicam RS into a 100-mL volumetric flask. Add 3.0 mL of dimethylformamide.

and allow to stand for 5 min. Add 15 mL of methanol. Dilute with Diluent to just below volume. Sonicate for 30 min, and mix

. Cool to room temperature. Dilute with Diluent to volume.

n: 0.3 mg/mL of USP Meloxicam RS in Diluent from Standard stock solution

: Nominally 0.3 mg/mL of meloxicam prepared as follows. Transfer a volume of Oral Suspension, nominally equivalent to 15
am, to a 50-mL volumetric flask. Add 3.0 mL of dimethylformamide. Swirl the flask, and allow to stand for about 5 min. Add

anol. Dilute with Diluent to just below volume. Sonicate for 30 min, mixing the flask vigorously about every 5 min. Cool to
.ure. Dilute with Diluent to volume. Mix, and allow particulates to settle. Pass through a 0.45-uym membrane filter with a
Iter.

> system

60 nm. For Identification A, use a diode array detector in the range of 200-400 nm.
x 12.5-cm; 5-um packing L1

rature: 40°

nL/min

2 times the retention time of meloxicam

1e: 10 L

y
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dard solution and Sample solution

: percentage of the labeled amount of meloxicam (C, ,H,,N,0,S,) in the portion of Oral Suspension taken:

Result = (r,/r)) x (C/C ) x 100
aak area of meloxicam from the Sample solution
2ak area of meloxicam from the Standard solution
»ncentration of USP Meloxicam RS in the Standard solution (mg/mL)

»minal concentration of meloxicam in the Sample solution (mg/mL)
wia: 90.0%-110.0%

ESTS

phosphate buffer; 900 mL
rpm

n: Transfer about 20.83 mg of USP Meloxicam RS into a 100-mL volumetric flask. Dissolve in 5 mL of methanol and 1 mL of
1ydroxide, and dilute with Medium to volume. Dilute with Medium to a final concentration of 8.3 pg/mL of meloxicam.

: Shake each sample for 15 min. Weigh six portions, equivalent to 7.5 mg of the Oral Suspension, into separate tared 10-mL
scord each weight. Introduce each of the samples to the middle of the dissolution vessels, and rinse each beaker with 20 mL
withdrawn from the vessel. Carefully lower the paddle to the appropriate height and start the rotation. After completion of

, pass a 20-mL aliquot through a nylon filter having 0.45-pym porosity, discarding the first 3 mL of the filtrate.

iditions

elength: At about 362 nm (wavelength of maximum absorbance)

dard solution and Sample solution

» percentage of the labeled amount of meloxicam (C14H13N304SZ) dissolved:

Result = (A /A)) x Cox (1/W,) x (1/L) xd x V x 100
bsorbance of the Sample solution
bsorbance of the Standard solution
oncentration of USP Meloxicam RS in the Standard solution (mg/mL)

reight of the Oral Suspension taken 4(g) o (ERR 1-Aug-2022)
ibel claim (mg/mL)

ensity of the Oral Suspension (g/mL)

olume of Medium, 900 mL

75% (Q) of the labeled amount of meloxicam (C, H,.N,0,S,) is dissolved.

A, Mobile phase, Diluent, Related compound standard stock solution, and Sample solution: Proceed as directed in the

on: 0.08 pg/mL of USP Meloxicam Related Compound B RS in Diluent from Related compound standard stock solution
n: 0.5 pg/mL of USP Meloxicam Related Compound B RS in Diluent from Related compound standard stock solution

> system: Proceed as directed in the Assay, except for the Detector.
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