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-chlorophenyl)phenylmethyl]-1-piperazinyllethoxy]-, (+)-, compd. with 4,4-methylenebis[3-hydroxy-2-naphthalenecarboxylic

o-a-phenylbenzyl)-1-piperazinyllethoxylethanol 4,4-methylenebis[3-hydroxy-2-naphthoate] (1: : -75-0;
phenylbenzyl)-1-piperazinyl]ethoxy]ethanol 4,4' hylenebis[3-hydroxy-2-naphthoate] (1:1) CAS RN®: 10246-75-0

R.

rate contains NLT 97.0% and NMT 102.0% of hydroxyzine pamoate (Cz1H27CIN202 -C

06), calculated on the anhydrous

penTiFicaTion TesTs (197), Infrared Spectroscopy: [Nore—Methods described in (197K) or (197A) may be used.]

time 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, 3 ug/mL of USP Hydroxyzine Related Compound A RS, and 1 pg/mL of

enzophenone RS in Diluent

Full document details: Hydroxyzine Pamoate

Documents

Document Sharing Hub


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-7BE023D0-2CA3-45EF-988A-E3261DC96C9F_1_en-US#R1280
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://store.usp.org/product/1334006
https://store.usp.org/product/1333058
https://store.usp.org/product/1112467
https://store.usp.org/product/1334006
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
http://www.avadocuments.com/doc/hydroxyzine-pamoate
http://www.avadocuments.com/doc/hydroxyzine-pamoate

m x 15-cm; 3.5-um packing L1
e column with a solution of acetonitrile and water (20:80) and then with a solution of acetonitrile and water (80:20) after

rature: 45°

_/min

1e: 10 L

y

3m suitability solution and Standard solution

tive retention time for 4-chlorobenzophenone is 1.1. See Table 2 for the relative retention times for other compounds.]
lirements

LT 1.5 between hydroxyzine and hydroxyzine related compound A; NLT 1.5 between hydroxyzine related compound A and 4-
'ophenone, 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 hydroxyzine pamoate (C CIN,0, - C,H, 0,) in the portion of Hydroxyzine Pamoate taken:

21 H27
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 Pamoate RS in the Standard solution (mg/mL)

»ncentration of Hydroxyzine Pamoate in the Sample solution (mg/mL)

ria: 97.0%-102.0% on the anhydrous basis

(281): NMT 0.2%

luent, and Chromatographic system: Proceed as directed in the Assay.

n: 1 pg/mL of USP Hydroxyzine Pamoate RS, 3 pg/mL of USP Hydroxyzine Related Compound A RS, and 1 pg/mL of USP 4-
1enone RS in Diluent

1000 pg/mL of Hydroxyzine Pamoate in Diluent

y

ard solution

tive retention time for 4-chlorobenzophenone is 1.1. See Table 2 for the relative retention times for other compounds.]

lirements
LT 1.5 between hydroxyzine and hydroxyzine related compound A; NLT 1.5 between hydroxyzine related compound A and

enzophenoney, (ERR 1-Jun-2021)
dard deviation: NMT 5.0% each for hydroxyzine and hydroxyzine related compound A

dard solution and Sample solution
: percentage of hydroxyzine related compound A in the portion of Hydroxyzine Pamoate taken:

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

»ncentration of USP Hydroxyzine Related Compound A RS in the Standard solution (ug/mL)
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