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adine

310.82
spta[1,2-b]pyridine, 8-chloro-6,11-dihydro-11-(4-piperidinylidene)-, 5H-;
rdro-11-(piperidin-4-ylidene)-5H-benzol[5,6]cyclohepta[1,2-blpyridine  CAS RN®: 100643-71-8; UNII: FVF865388R.

1tains NLT 98.0% and NMT 102.0% of desloratadine (C. ;H, ,CIN,), calculated on the anhydrous and solvent-free basis.

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

0.865 g of sodium dodecyl sulfate in water, add 0.5 mL of trifluoroacetic acid, and dilute with waterto 1 L.
.cetonitrile and Buffer (43:57)
ity solution: 0.08 mg/mL of USP Desloratadine RS and 0.2 ug/mL of USP Desloratadine Related Compound B RS in Mobile

n: 0.08 mg/mL of USP Desloratadine RS in Mobile phase
12 0.08 mg/mL of Desloratadine in Mobile phase

ic system
raphy (621), System Suitability.)

280 nm

im x 25-cm; 4-um packing L1

srature 35°

IL/min

me: 100 pL

"2 times the retention time of desloratadine
ity

‘em suitability solution and Standard solution

uirements
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Result = (r/r)) x (C/C) x 100
ieak response from the Sample solution
ieak response from the Standard solution
:oncentration of USP Desloratadine RS in the Standard solution (mg/mL)

:oncentration of Desloratadine in the Sample solution (mg/mL)

eria: 98.0%-102.0% on the anhydrous and solvent-free basis

1(281): NMT 0.2%

;, PROCEDURE 1

rities, Procedure 1, when the impurity profile includes desloratadine related compound B or fluorodesloratadine.

hase, System suitability solution, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
n: 0.08 ug/mL of USP Desloratadine RS in Mobile phase

ity

‘em suitability solution and Standard solution

uirements

NLT 2.0 between desloratadine related compound B and desloratadine, System suitability solution
r: NMT 1.5, Standard solution

1dard deviation: NMT 10.0%, Standard solution

1dard solution and Sample solution
e percentage of each impurity in the portion of Desloratadine taken:

Result = (r,/rg) x (C/C ) x (1/F) x 100
ieak response of each impurity from the Sample solution
ieak response of desloratadine from the Standard solution
:oncentration of USP Desloratadine RS in the Standard solution (ug/mL)
:oncentration of Desloratadine in the Sample solution (ug/mL)

elative response factor (see Table 1)

eria: See Table 1. The reporting threshold is 0.05%.

Table 1
Relative Relative Acceptance

Retention Response Criteria,
Name Time Factor NMT (%)
-atadine? 0.8 0.6 0.2
e related
] 0.9 0.6 0.3
e 1.0 - -
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