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R)-(4-chlorophenyl)phenylmethyl]-1-piperazinyl]ethoxyl-, dihydrochloride;
iphenyl)phenylmethyl]piperazin-1-yl}ethoxy)acetic acid dihydrochloride CAS RN®: 130018-87-0.
base
388.89 CASRN®: 130018-77-8.

rdrochloride contains NLT 98.0% and NMT 102.0% of levocetirizine dihydrochloride (C,,H,.CIN,O, - 2HCI), calculated on the

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the levocetirizine peak of the System suitability solution,
test for Enantiomeric Purity.
:sts—GeNerAL (191), Chloride: Meets the requirements

>etonitrile, water, and 1 M sulfuric acid TS (93: 6.6: 0.4)
n: 0.05 mg/mL of USP Levocetirizine Dihydrochloride RS in Mobile phase
:0.05 mg/mL of Levocetirizine Dihydrochloride in Mobile phase

> system
aphy (621), System Suitability.)

30 nm

m x 25-cm; 5-pm packing L3
rature: 30°

_/min

1e: 20 L

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 1.0%
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2ak response of levocetirizine from the Standard solution

»ncentration of USP Levocetirizine Dihydrochloride RS in the Standard solution (mg/mL)

»ncentration of Levocetirizine Dihydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.2%

>etonitrile, water, and 1 M sulfuric acid TS (93:6.6:0.4)
'y solution: 0.2 mg/mL of USP Levocetirizine Dihydrochloride RS and 0.2 pg/mL each of USP Levocetirizine Amide RS and

1zhydryl Piperazine RS in Mobile phase. Use the solution within 16 h.

n: 0.2 pg/mL each of USP Levocetirizine Dihydrochloride RS, USP Levocetirizine Amide RS, and USP Chlorobenzhydryl
n Mobile phase. Use the solution within 16 h.

: 200 pg/mL of Levocetirizine Dihydrochloride in Mobile phase. Use the solution within 16 h.

> system
aphy (621), System Suitability.)

30 nm

m x 25-cm; 5-ym packing L3

rature: 30°

_/min

1e: 20 L

3 times the retention time of levocetirizine

y

am suitability solution and Standard solution

le 1 for the relative retention times.]

lirements

LT 3.0 between levocetirizine and chlorobenzhydryl piperazine, System suitability solution
2 NMT 2.0 for levocetirizine, System suitability solution

dard deviation: NMT 5.0% for levocetirizine, Standard solution

dard solution and Sample solution
: percentage of levocetirizine amide or chlorobenzhydryl piperazine in the portion of Levocetirizine Dihydrochloride taken:

Result = (r,/r)) x (C/C ) x 100
aak response of levocetirizine amide or chlorobenzhydryl piperazine from the Sample solution
2ak response of levocetirizine amide or chlorobenzhydryl piperazine from the Standard solution

>ncentration of USP Levocetirizine Amide RS or USP Chlorobenzhydryl Piperazine RS in the Standard solution (ug/mL)

»ncentration of Levocetirizine Dihydrochloride in the Sample solution (ug/mL)

» percentage of any unspecified impurity in the portion of Levocetirizine Dihydrochloride taken:
Result = (r /r)) x (C/C ) x 100

2ak response of any unspecified impurity from the Sample solution

2ak response of levocetirizine from the Standard solution

»ncentration of USP Levocetirizine Dihydrochloride RS in the Standard solution (ug/mL)

sncentration of Levocetirizine Dihydrochloride in the Sample solution (ug/mL)
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