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dine Hydrochloride Capsules

‘ochloride Capsules contain NLT 93.0% and NMT 105.0% of the labeled amount of fexofenadine hydrochloride (C,,H,,NO, -

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

: Empty an equivalent of 60 mg of fexofenadine hydrochloride, from the contents of several Capsules, into a suitable capped
1L of a mixture of acetonitrile and methanol (10:1), and shake until the sample is dispersed. Allow to settle. Decant, filter, and
ernatant in a suitable beaker. Evaporate the solvent to near dryness by using a stream of nitrogen and with gentle heating
Jriate source (steam, low-temperature hot plate). While still warm, add 5 mL of water and 5 drops of diluted hydrochloric acid,
ice precipitation. Chill in an ice bath for about 30 min. Pass through a 10- to 15-pym filtering crucible with fritted disk. Dry the
n air oven for 1 h at 105°.

ria: Meet the requirements

of monobasic sodium phosphate and 0.84 g/L of sodium perchlorate in water. Adjust with phosphoric acid to a pH of 2.0.
rile and Buffer (1:1)

>etonitrile and Buffer (7:13). Add 3 mL/L of triethylamine.

n: 0.06 mg/mL of USP Fexofenadine Hydrochloride RS and 0.005 mg/mL of USP Fexofenadine Related Compound A RS in

lution: Remove, as completely as possible, the contents of NLT 20 Capsules, mix the combined contents, and finely powder
tar and pestle. Transfer a portion of the powder, equivalent to about 50 mg of fexofenadine hydrochloride, to a 50-mL

k. Add 40 mL of Diluent, and shake by mechanical means for 60 min. Sonicate for about 2 min. Allow to cool to room

nd dilute with Diluent to volume.

. Transfer 3.0 mL of the Sample stock solution to a 50-mL volumetric flask, and dilute with Mobile phase to volume.

> system

aphy (621), System Suitability.)

20 nm

m x 25-cm; packing L11

nL/min

1e: 20 L

y

ard solution

lirements

ILT 10 between fexofenadine and fexofenadine related compound A

= NMT 2.0

dard deviation: NMT 2.0% and 3.0% for fexofenadine and fexofenadine related compound A, respectively

dard solution and Sample solution

» nercentane of the laheled amoiint of fexafenadine hvdrachloride (. H NO - HCD in the nortion of Cansiiles taken:
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»ncentration of USP Fexofenadine Hydrochloride RS in the Standard solution (mg/mL)

>minal concentration of fexofenadine hydrochloride in the Sample solution (mg/mL)
wia: 93.0%-105.0%

ESTS

r; 900 mL

0rpm

5 min

f monobasic sodium phosphate, 0.5 g of sodium perchlorate, and 0.3 mL of phosphoric acid in 300 mL of water
Acetonitrile and Buffer (7:3)

ility stock solution: 0.44 mg/mL of USP Fexofenadine Related Compound A RS in water. [Note—A small amount of glacial

10t to exceed 5% of the total volume, may be used if necessary to dissolve USP Fexofenadine Related Compound A RS ]

ility solution: Prepare a solution of USP Fexofenadine Hydrochloride RS in the System suitability stock solution containing

of USP Fexofenadine Related Compound A RS and 0.06 mg/mL of USP Fexofenadine Hydrochloride RS.

ion: 0.07 mg/mL of USP Fexofenadine Hydrochloride RS in water. [Nore—A small amount of methanol, not to exceed 0.5% of
ime, may be used if necessary to dissolve USP Fexofenadine Hydrochloride RS.]

n: Filtered portions of the solution under test
hic system
tography (621), System Suitability.)

220 nm

mm x 10-cm; packing L1

nL/min

mme: 50 pL

lity

stem suitability solution and Standard solution

guirements

12 NLT 2.0 between fexofenadine and fexofenadine related compound A, System suitability solution
andard deviation: NMT 2.0%, Standard solution

ndard solution and Sample solution

he percentage of the labeled amount of fexofenadine hydrochloride (C,,H,,NO, - HCI) dissolved.

T 50% (Q) of the labeled amount of fexofenadine hydrochloride (C,,H,/NO, - HCI) is dissolved in 15 min; NLT 75% (Q) of the

ant of fexofenadine hydrochloride (C32H39N04~ HCI) is dissolved in 45 min.
duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.

ratus, Buffer, Mobile phase, System suitability stock solution, System suitability solution, Chromatographic system, and
Jceed as directed for Test 7.

T 75% (Q) of the labeled amount of fexofenadine hydrochloride (C,,H,/NO, - HCI) is dissolved.

«6E Units (905): Meet the requirements

mL of monobasic sodium phosphate and 0.84 mg/mL of sodium perchlorate in water. Adjust with phosphoric acid to a pH of

rile and Buffer (1:1)
>etonitrile and Buffer (7:13). Add 3 mL/L of triethylamine
n: 0.06 mg/mL of USP Fexofenadine Hydrochloride RS and 0.005 mg/mL of USP Fexofenadine Related Compound A RS in

. Use the Sample stock solution as prepared in the Assay.
on: 0.06 mg/mL of fexofenadine hydrochloride in Mobile phase from the Sample solution
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