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-chlorophenyl)phenylmethyl]-1-piperazinyl]ethoxyl-, dihydrochloride, (+)-;

o-a-phenylbenzyl)-1-piperazinyl]ethoxylethanol dihydrochloride CAS RN®: 2192-20-3; UNII: 76755771U3.

ichloride contains NLT 98.0% and NMT 102.0% of hydroxyzine hydrochloride (Cz1H27CIN202 - 2HCI), calculated on the

peENTIFICATION TesTs (197), Infrared Spectroscopy: 197A or 197K

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

: 2.5 mg/mL of Hydroxyzine Hydrochloride in water

nL of the Sample solution, add 2 drops of nitric acid and 1 mL of silver nitrate TS.

wia: A curdy, white precipitate, insoluble in 2 N nitric acid ATS, (USP 1-May-2022) but soluble in 6 N ammonium hydroxide,

sence of chloride).

oroacetic acid and water (0.1: 99.9)

oroacetic acid and acetonitrile (0.05: 99.95)

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

> system
aphy (621), System Suitability.)

30 nm

m x 15-cm; 1.8-ym packing L1
nL/min

1e: 2 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%

dard solution and Sample solution

s percentage of hydroxyzine hydrochloride (C,,H,CIN,0, - 2HCI) in the portion of Hydroxyzine Hydrochloride taken:

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

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

sncentration of Hydroxyzine Hydrochloride in the Sample solution (mg/mL)

rria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.5%

ion B, Mobile phase, and Diluent: Prepare as directed in the Assay.
n: 1.5 yg/mL each of USP Hydroxyzine Hydrochloride RS, USP Hydroxyzine Related Compound A RS, and USP 4-
1enone RS in Diluent

: 500 pg/mL of Hydroxyzine Hydrochloride in Diluent
> system

hydroxyzine related compound A, and hydroxyzine: UV 230 nm
zophenone: UV 254 nm

m x 15-cm; 1.8-ym packing L1

nL/min

1e: 2 L

y

ard solution

le 2 for the relative retention times.]

ltirements

LT 5.0 between hydroxyzine related compound A and hydroxyzine
dard deviation: NMT 3.0% for hydroxyzine related compound A, hydroxyzine, and 4-chlorobenzophenone

dard solution and Sample solution
detected at UV 230 nm
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