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Cetirizine Hydrochloride Oral Solution

DEFINITION
Cetirizine Hydrochloride Oral Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of C, H,.CIN,O, - 2HCI.

IDENTIFICATION
* A. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
* B. IpenTiFicaTioN TESTs—GENERAL, Chloride(191): Meets the requirements

ASSAY
* PROCEDURE
Solution A: Acetonitrile
Solution B: 1.36 g/L of monobasic potassium phosphate in water. Adjust with a 2% solution of phosphoric acid in water to a pH of 3.5 + 0.05.
Diluent: Acetonitrile and water (3:7)
Mobile phase: See the gradient table below.

Time Solution A Solution B
(min) (%) (%)
0 5 95
15 5 95
22 25 75
35 25 75
40 5 95
50 5 95

Standard stock solution: 5 mg/mL of USP Cetirizine Hydrochloride RS in water
Standard solution: 0.1 mg/mL of USP Cetirizine Hydrochloride RS in Diluent, from the Standard stock solution
Sample solution: Transfer an amount of Oral Solution to a suitable volumetric flask to obtain a nominal concentration of 0.1 mg/mL of

cetirizine hydrochloride. Dissolve in 60% of the flask volume of Diluent by swirling. Sonicate 3 min, and dilute with Diluent to volume. Pass
through a suitable filter.
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 233 nm
Column: 4.6-mm x 25-cm; 5-pm packing L10
Column temperature: 50°
Flow rate: 2 mL/min
Injection size: 20 pL
System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 1.5
Relative standard deviation: NMT 1.0%
Analysis
Samples: Standard solution and Sample solution

Calculate the percentage of C, H,.CIN,0, - 2HCI in the portion of Oral Solution taken:

Documents

Result = (r /r.) x (C./C, ) x 100
/19 * (C/C,) Document Sharing Hub
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C. = concentration of USP Cetirizine Hydrochloride RS in the Standard solution (mg/mL)
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r, = peak response from the Sample solution

r. =peakresponse from the Standard solution
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Acceptance criteria: 90.0%-110.0%

PERFORMANCE TESTS
* DeviveraeLe Vorume (698): Meets the requirements

IMPURITIES
ORrcANIC IMPURITIES

* PROCEDURE

C, =nominal concentration of cetirizine hydrochloride in the Sample solution (mg/mL)

Solution A: Transfer 50 mL of water to a 100-mL volumetric flask, add 5.5 mL of sulfuric acid, and dilute with water to volume.
Mobile phase: Acetonitrile, water, and Solution A (965:33:1)

Diluent: Acetonitrile and water (7:13)

Standard solution: 6 pg/mL of USP Cetirizine Hydrochloride RS in Diluent

Sample solution: 0.6 mg/mL of cetirizine hydrochloride in Diluent. Transfer an amount of Oral Solution to a suitable volumetric flask,
dissolve in Diluent, sonicate for 10 min, and dilute with Diluent to volume. Pass through a suitable filter.

Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 230 nm
Column: 4.6-mm x 25-cm; 5-um packing L3

Column temperature: 30°

Flow rate: 2 mL/min

Injection size: 10 pL
System suitability

Sample: Standard solution

Suitability requirements

Column efficiency: NLT 10,000 theoretical plates

Tailing factor: NMT 1.5
Relative standard deviation: NMT 5.0%
Analysis

Samples: Standard solution and Sample solution
Calculate the percentage of each impurity in the portion of Oral Solution taken:

Result = (r, /ry) x (C,/C ) x 100

r, = peakresponse for each impurity from the Sample solution

r = peak response for cetirizine from the Standard solution

C, = concentration of USP. Cetirizine Hydrochloride RS in the Standard solution (mg/mL)

C, =nominal concentration of cetirizine hydrochloride in the Sample solution (mg/mL)

Acceptance criteria: See Impurity Table 1.
Total impurities: NMT 0.8%

Impurity Table 1

Relative Acceptance
Retention Criteria,
Name Time NMT (%)
Cetirizine acetic acid@ 0.69 pb
2-Chlorocetirizine 0.83 P
Cetirizine 1.00 - Documents
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