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llets contain NLT 93.0% and NMT 105.0% of the labeled amount of desloratadine (C CIN,).

19H19

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
rption spectra of the desloratadine peak of the Sample solution exhibit maxima and minima at the same wavelengths as those
ing peak of the Standard solution, as obtained in the Assay.

stinic glassware.

4.35 g of dibasic potassium phosphate in 1 L of water. Adjust with phosphoric acid to a pH of 3.0.

fethanol and Buffer (20:80)

ol and water (90:10)

»n: 0.02 mg/mL of USP Desloratadine RS in Diluent

dlution: Nominally 0.2 mg/mL of desloratadine, prepared as follows. Transfer NLT 20 Tablets into a suitable volumetric flask,
ill 10% of the flask volume, and allow the Tablets to disperse. Add methanol, about 50% of the flask volume, and stir for NLT
the solution to cool to room temperature and dilute with methanol to volume. Centrifuge a portion of this solution and use the

12 Nominally 0.02 mg/mL of desloratadine in Diluent, from Sample stock solution
ic system

41 nm

n B: Diode array; UV 230-400 nm
am x 15-cm; 5-um packing L10
srature: 30°

iL/min

me: 20 pL

"4.2 times the retention time of desloratadine
tty

lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 2.0%

1dard solution and Sample solution
e percentage of the labeled amount of desloratadine (C..H..CIN.) in the portion of Tablets taken:
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:oncentration of USP Desloratadine RS in the Standard solution (mg/mL)

iominal concentration of desloratadine in the Sample solution (mg/mL)

eria: 93.0%-105.0%

"ESTS

wydrochloric acid; 500 mL
rpm

n: 0.01 mg/mL of USP Desloratadine RS in Medium
12 Pass a portion of the solution under test through a suitable filter of 0.45-um pore size. Discard the first 5 mL of the filtrate.
nditions

relength: 282 nm

1dard solution and Sample solution

e percentage of the labeled amount of desloratadine (C CINZ) dissolved:

19H19
Result = (A /Aj) x C x Vx (1/L) x 100
ibsorbance of the Sample solution

bsorbance of the Standard solution

:oncentration of USP Desloratadine RS in the Standard solution (mg/mL)

olume of Medium, 500 mL
abel claim (mg/Tablet)

"80% (Q) of the labeled amount of desloratadine (C CIN,) is dissolved.

19H19
ace Units (905): Meet the requirements

ions containing desloratadine from light. 5 (grR 1-May-2018)

olve 4.35 g of dibasic potassium phosphate in 1 L of water. Adjust with phosphoric acid to a pH of 3.2.

‘onitrile
1anol
iee Table 1.
Table 1
Time Solution A Solution B Solution C
(min) (%) (%) (%)
0 70 15 15
12 70 15 15
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