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rine Hydrochloride Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
tabs-20240329.

ichloride Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of hydroxyzine hydrochloride (Cz1H27CIN202 :

time of the main peak of the Sample solution corresponds to that of the hydroxyzine peak of the Standard solution, as
say.
‘um of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

oroacetic acid and water (0.1: 99.9)
oroacetic acid and acetonitrile (0.05: 99.95)

2e Table 1.
Table 1

Time Solution A Solution B

(min) (%) (%)
0 90 10
4 90 10
12 55 45
16 55 45
21 20 80
25 20 80
26 90 10
30 90 10

rile and water (30:70)

n: 0.05 mg/mL of USP Hydroxyzine Hydrochloride RS in Diluent

lution: Nominally 0.5 mg/mL of hydroxyzine hydrochloride from Tablets in Diluent prepared as follows. Transfer a portion of
d Tablets (NLT 10), equivalent to 50 mg of hydroxyzine hydrochloride, to a 100-mL volumetric flask and add 80 mL of Diluent.

) min to dissolve and dilute with Diluent to volume. Centrifuge the solution and use the supernatant. [Note—The use of a
2d of 3000 rpm for 10 min may be suitable.]
: Nominally 0.05 mg/mL of hydroxyzine hydrochloride from the Sample stock solution in Diluent
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y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.0%

dard solution and Sample solution
: percentage of the labeled amount of hydroxyzine hydrochloride (Cz1H27CIN202 - 2HCI) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

»ncentration of USP Hydroxyzine Hydrochloride RS in the Standard solution (mg/mL)

»minal concentration of hydroxyzine hydrochloride in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

r; 900 mL
Orpm

ion: USP Hydroxyzine Hydrochloride RS in Medium

n: Use a filtered portion of the solution under test. Dilute with Medium, if necessary.
onditions

velength: Maximum absorbance at about 230 nm

ndard solution and Sample solution
the percentage of the labeled amount of hydroxyzine hydrochloride (Cz1HZ7CIN202 - 2HCI) dissolved from the UV

1ces.

T 75% (Q) of the labeled amount of hydroxyzine hydrochloride (C,,H,,CIN,O, - 2HCI) is dissolved.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
r; 250 mL
0 dips/min

ion: USP Hydroxyzine Hydrochloride RS in Medium

n: Use a filtered portion of the solution under test. Dilute with Medium, if necessary.
onditions

velength: Maximum absorbance at about 230 nm

ndard solution and Sample solution
the percentage of the labeled amount of hydroxyzine hydrochloride (Cz1H27CIN202 - 2HCI) dissolved from the UV

1ces.
T 75% (Q) of the labeled amount of hydroxyzine hydrochloride (C,,H,,CIN,O, - 2HCI) is dissolved.

'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 3.
hydrochloric acid; 500 mL
0rpm
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