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e Tablets

contain NLT 93.0% and NMT 107.0% of the labeled amount of ezetimibe (C_ H. F

2421 2NO3)'

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

6.8 g of monobasic potassium phosphate in 1 L of water.
strahydrofuran, acetonitrile, and Buffer (100:250:650)
rile, glacial acetic acid, and water (600:1:400)

n: 0.2 mg/mL of USP Ezetimibe RS in Diluent. Pass through a suitable filter of 0.45-um pore size and discard the first 3 mL of

- Nominally 0.2 mg/mL of ezetimibe in Diluent prepared as follows. Place NLT 10 powdered Tablets in a suitable volumetric
it to fill about 60% of the total volume, sonicate for about 30 min, and shake on a wrist shaker for about 45 min. Dilute with
ne, pass through a suitable filter of 0.45-um pore size, and discard the first 3 mL of the filtrate.

> system

aphy (621), System Suitability.)

32 nm. For Identification B, use a diode array detector in the range of 200-400 nm.
m x 15-cm; 5-pm packing L1

_/min

1e: 30 L

2.4 times the retention time of the ezetimibe peak

y

ard solution

lirements

= NMT 1.5

dard deviation: NMT 1.0%

dJard solution and Sample solution

» percentage of the labeled amount of ezetimibe (CZ4H21 F2N03) in the portion of Tablets taken:

Result = (r,/rg) x (C/C ) x 100
2ak response of ezetimibe from the Sample solution
2ak response of ezetimibe from the Standard solution
»ncentration of USP Ezetimibe RS in the Standard solution (mg/mL)

>minal concentration of ezetimibe in the Sample solution (mg/mL)
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6 sodium lauryl sulfate in 0.05 M sodium acetate buffer, pH 4.5, prepared as follows. To 6 L of water in a suitable flask, add
f sodium lauryl sulfate and 24.6 g of sodium acetate. Dissolve the reagents by stirring until the solution is clear. Adjust with
shloric acid or sodium hydroxide to a pH of 4.5; 500 mL.

0rpm

ion: 0.02 mg/mL of USP Ezetimibe RS in Medium prepared as follows. To a suitable amount of USP Ezetimibe RS in an
rolumetric flask, add methanol to fill about 1% of the total volume, and shake until completely dissolved. Dilute with Medium

n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. Discard the first 3 mL of the filtrate.
onditions
let-Visible Spectroscopy (857).)

velength: 233 nm

ndard solution and Sample solution

he percentage of the labeled amount of ezetimibe (C,,H,,F,NO,) dissolved:

Result = (A /A) x C,x Vx (1/L) x 100
absorbance of the Sample solution
absorbance of the Standard solution
concentration of USP Ezetimibe RS in the Standard solution (mg/mL)

volume of Medium, 500 mL

label claim (mg/Tablet)

T 80% (Q) of the labeled amount of ezetimibe (C F,NO,) is dissolved.

24H21
duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

tandard solution, Sample solution, Instrumental conditions, and Analysis: Proceed as directed in Test 7.

of sodium acetate pH 4.5 prepared as follows. Dissolve 6.8 g of sodium acetate in 1 L of water. Add 3 mL of glacial acetic
. If necessary, adjust with 2 N acetic acid or 0.2 N_sodium hydroxide to a pH of 4.5.

6 (w/v) sodium dodecyl sulfate in Buffer; 500 mL

ity

'dard solution

guirements

andard deviation: NMT 2.0% for 5 replicate readings

T 80% (Q) of the labeled amount of ezetimibe (C F,NO,) is dissolved.

24H2‘I

«6e Units (905): Meet the requirements

1ase, Diluent, Sample solution, and Chromatographic system: Proceed as directed in the Assay.

y solution: Weigh about 20 mg of USP Ezetimibe RS into a 100-mL volumetric flask. Dissolve in 10 mL of 0.01 N alcoholic
ide. Place the capped volumetric flask into a 55° oven for 15 min. Remove from the oven and immediately add 2 mL of 0.1 N
:id and about 50 mL of Diluent. Mix, allow to cool to room temperature, and dilute with Diluent to volume. Pass through a

£ 0.45-um pore size and discard the first 3 mL of the filtrate. [Note—Unidentified peak 2 with a relative retention time of about
ed during hydrolysis.]

on: 0.1 pg/mL of USP Ezetimibe RS in Diluent

y

am suitability solution and Sensitivity solution

liramante
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