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izine Dihydrochloride Tablets

rdrochloride Tablets contain NLT 90% and NMT 110% of the labeled amount of levocetirizine dihydrochloride (C,,H,.CIN,O, -

tIpenmiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-May-2020)

: Nominally 0.1 mg/mL of levocetirizine dihydrochloride from Tablets in water prepared as follows. Transfer 1 Tablet to a
etric flask, and add 40% of the flask volume of water. Shake for NLT 5 min to promote the disintegration of the Tablet. Dilute

olume. Pass a 10-mL portion of the resulting solution through a suitable filter, and discard the first mL. Use the filtrate.
ria: Meet the requirements
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

sulfuric acid and water (5.7:94.3)
>etonitrile, water, and 1 M sulfuric acid (93:6.6:0.4)
'y solution: 0.2 mg/mL of USP Levocetirizine Dihydrochloride RS and 0.2 pg/mL of USP Chlorobenzhydryl Piperazine RS in

n: 0.2 mg/mL of USP Levocetirizine Dihydrochloride RS in Mobile phase

: Nominally 0.2 mg/mL of levocetirizine dihydrochloride prepared as follows. Transfer a number of Tablets (NLT 10),

0 mg of levocetirizine dihydrochloride, to a 250-mL volumetric flask. Add 20 mL of Solution A, and put the flask on a

aker for 15 min. Add 150 mL of acetonitrile, and place the flask in an ultrasonic bath for 10 min. Allow the contents to cool to
.ure, if necessary, and dilute with acetonitrile to final volume. Homogenize the solution, and centrifuge a 10-mL portion for 5
Jpernatant solution.

> system

aphy (621), System Suitability.)

30 nm

x 0.3-cm; 5-um packing L3

6-mm x 25-cm; 5-um packing L3

rature: 30°

_/min

1e: 20 L

y

n suitability solution

le 1 for relative retention times.]

lirements

LT 3.0 between levocetirizine and chlorobenzhydryl piperazine
» NMT 1.5 for levocetirizine

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

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

»minal concentration of levocetirizine dihydrochloride in the Sample solution (mg/mL)
ria: 90%—-110%

ESTS

200 mL
rpm

n: (L/900) mg/mL of USP Levocetirizine Dihydrochloride RS in Medium, where L is the label claim in mg/Tablet
. Pass a portion of the solution under test through a suitable filter.

iditions

elength: 230 or 231 nm; use a suitable wavelength for background correction

dJard solution,Sample solution, and Blank
: percentage of the labeled amount of levocetirizine dihydrochloride (C,,H,.CIN,O, - 2HCI) dissolved:

Result= (A /A) x C,x Vx (1/L) x 100
ysorbance of the Sample solution
ssorbance of the Standard solution

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

lume of Medium, 900 mL

bel claim (mg/Tablet)

80% (Q) of levocetirizine dihydrochloride (C,,H,,CIN,O, - 2HCI) is dissolved.

«6E Units (905): Meet the requirements

le phase, System suitability solution, and Sample solution: Prepare as directed in the Assay.
n: 0.002 mg/mL of USP Levocetirizine Dihydrochloride RS in Mobile phase
> system: Proceed as directed in the Assay, except for the Run time.

imes the retention time of levocetirizine

y

n suitability solution

le 1 for relative retention times.]

lirements

LT 3.0 between levocetirizine and chlorobenzhydryl piperazine

'* NMT 1.5 for levocetirizine

dard deviation: NMT 1.0% for levocetirizine; NMT 5.0% for chlorobenzhydryl piperazine

nle solution and Standard solution
: percentage of each impurity in the portion of Tablets taken:

Result = (r,/r) x (C/C,) x (M_/M ) x 100
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