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ine Pamoate Capsules

rate Capsules contain hydroxyzine pamoate (C CIN,O,-C 0,) equivalent to NLT 90.0% and NMT 110.0% of the

21 H27 23H16

of hydroxyzine hydrochloride (C,,H,,CIN,O, - 2HCI).

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

ich L of water, add 1.0 mL of stronger ammonia water.

Jnitrile
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
6 80 20
20 20 80
25 20 80
26 80 20
30 80 20

rile and Solution A (80:20)

y solution: 1 pg/mL of USP Hydroxyzine Pamoate RS (equivalent to 0.6 pg/mL of hydroxyzine hydrochloride), 3 pg/mL of

ne Related Compound A RS, and 1 pg/mL of USP 4-Chlorobenzophenone RS in Diluent

n: 0.1 mg/mL of USP Hydroxyzine Pamoate RS (equivalent to 0.06 mg/mL of hydroxyzine hydrochloride) in Diluent

lution: Nominally 1.0 mg/mL of hydroxyzine pamoate from Capsules (equivalent to 0.6 mg/mL of hydroxyzine hydrochloride)
llows. Transfer a portion of the powder from NLT 10 Capsules to a suitable volumetric flask. Add 75% of the flask volume of
te for NLT 15 min, and shake by mechanical means for NLT 30 min. Dilute with Diluent to volume. Centrifuge a portion of the
se the supernatant. [Note—The use of a centrifuge speed of 3000 rpm for 10 min may be suitable.]

: Nominally 0.1 mg/mL of hydroxyzine pamoate (equivalent to 0.06 mg/mL of hydroxyzine hydrochloride) from Sample stock
ent

> system

LV VNP N
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3m suitability solution and Standard solution
tive retention times for decloxizine and 4-chlorobenzophenone are 0.90 and 1.1, respectively. See Table 2 for the relative

: for other compounds.]
lirements
LT 1.5 between hydroxyzine and hydroxyzine related compound A; NLT 1.5 between hydroxyzine related compound A and

enzophenoney, (grR 1-Jun-2021) . System suitability solution

'* NMT 1.5 for hydroxyzine, Standard solution
dard deviation: NMT 0.73% for hydroxyzine, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of hydroxyzine hydrochloride (C,,H,,CIN,O, - 2HCI) in the portion of Hydroxyzine

>apsules taken:

Result = (r,/r) x (C/C ) x (M_/M ) x 100
reak response of hydroxyzine from the Sample solution
yeak response of hydroxyzine from the Standard solution

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

rquivalent concentration of hydroxyzine hydrochloride in the Sample solution (mg/mL)
nolecular weight of hydroxyzine hydrochloride, 447.83

nolecular weight of hydroxyzine pamoate, 763.27

wia: 90.0%-110.0%

ESTS

ydrochloric acid; 900 mL
rpm

fethanol and 0.05 M monobasic sodium phosphate (60:40)
n: USP Hydroxyzine Hydrochloride RS in Medium
. Use a filtered portion of the solution under test. Dilute with Medium, if necessary.

> system

32nm

m x 25-cm; 10-pm packing L9
nL/min

1e: 50 pL

y

ard solution

lirements

dard deviation: NMT 2.0%

dard solution and Sample solution
s percentage of the labeled amount of hydroxyzine hydrochloride (C,,H,,CIN,0, - 2HCI) dissolved:

Result = (r,/rg) x Cox D x Vx (1/L) x 100
2ak response of hydroxyzine from the Sample solution

2ak response of hydroxyzine from the Standard solution
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