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phenyl)phenylmethyl]-1-piperazinyl]ethoxylacetic acid, dihydrochloride;
a-phenylbenzyl)-1-piperazinyllethoxy]acetic acid, dihydrochloride;

snyl)phenylmethyl]piperazin-1-yl}ethoxy)acetic acid dihydrochloride CAS RN®: 83881-52-1; UNII: 640047KTOA.

loride contains NLT 98.0% and NMT 102.0% of cetirizine hydrochloride (C

DENTIFICATION TESTS (197), Infrared Spectroscopy: 197K or 197A

:sts—GeneraL (191), Chemical Identification Tests, Chloride: Meets the requirements

CIN,O,- 2HCI), calculated on the dried basis.

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

setonitrile, water, and 1 M sulfuric acid (93: 6.6: 0.4)
n: 0.5 mg/mL of USP Cetirizine Hydrochloride RS in Mobile phase

: 0.5 mg/mL of Cetirizine Hydrochloride in Mobile phase

3 system
aphy (621), System Suitability.)

30 nm

m x 25-cm; 5-um packing L3

_/min

1e: 10 uL

3 times the retention time of the cetirizine peak
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%

dard solution and Sample solution

» percentage of cetirizine hydrochloride (Cz1H25CIN203 - 2HCI) in the portion of Cetirizine Hydrochloride taken:

Result = (r,/rg) x (C/C,) x 100
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sncentration of Cetirizine Hydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

£281)

ria: NMT 0.2%

. PROCEDURE 1

nended that Organic Impurities, Procedure 2 be performed if either cetirizine ethanol (2-{4-[(4-chloro
1wyllpiperazin-1-yl}ethanol) or cetirizine acetic acid (2-{4-[(4-chloro phenyl)phenylmethyl]piperazin-1-yl}acetic acid) may be
substance.]

d Sample solution: Prepare as directed in the Assay.

y solution: 4 pg/mL each of USP Cetirizine Hydrochloride RS and USP Cetirizine Related Compound A RS in Mobile phase
on: 0.1 pg/mL of USP Cetirizine Hydrochloride RS in Mobile phase

n: 0.5 pg/mL of USP Cetirizine Hydrochloride RS in Mobile phase

> system: Proceed as directed in the Assay.

y

am suitability solution, Sensitivity solution, and Standard solution

le 1 for relative retention times.]

lirements

LT 2.0 between cetirizine and cetirizine related compound A, System suitability solution
'* NMT 2.0 for cetirizine, System suitability solution

dard deviation: NMT 2.0%, Standard solution

ise ratio: NLT 10 for cetirizine, Sensitivity solution

dard solution and Sample solution
: percentage of each individual specified or unspecified impurity in the portion of Cetirizine Hydrochloride taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
2ak response of each individual specified or unspecified impurity from the Sample solution
aak response of cetirizine from the Standard solution

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

»ncentration of Cetirizine Hydrochloride in the Sample solution (mg/mL)

lative response factor (see Table 1)

ria: See Table 1. The reporting threshold is 0.02%.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
0.3 1.4 0.1
rer2 0.5 1.8 0.1
izineS 0.85 0.49 0.1
ited compound A 0.9 0.95 0.1
1.0 - —
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