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Olmesartan Medoxomil
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1H-Imidazole-5-carboxylic acid, 4-(1-hydroxy-1-methyl ethyl)-2-propyl-1-[[2-(1H-tetrazol-5-yl) [1,1-biphenyl]-4-yllmethyl]-, (5-methyl-2-oxo0-1,3-
dioxol-4-yl)methyl ester; (5-Methyl-2-oxo-1,3-dioxol-4-yl)methyl 1-{[2'-(1H-tetrazol-5-yl)biphenyl-4-yllmethyl}-4-(2-hydroxypropan-2-yl)-2-propyl-1H-
imidazole-5-carboxylate CAS RN®: 144689-63-4; UNII: 6MI7XTV3HD.

DEFINITION

Olmesartan Medoxomil contains NLT 98.5% and NMT 101.5% of C,,H, N, O, calculated on the anhydrous and solvent-free basis.

IDENTIFICATION
Change to read:

* B. The ratio of the retention time of the major peak to that of the internal standard of the Sample solution corresponds to that of the Standard
solution, as obtained in the Assay.

ASSAY
* PROCEDURE
[Note—The Standard solution and Sample solution are stable for 24 h at 5°.]
Diluted phosphoric acid: 0.2% phosphoric acid
Buffer: 0.015 M monobasic potassium phosphate. Adjust the solution with Diluted phosphoric acid (w/v) to a pH of 3.4.
Mobile phase: Acetonitrile and Buffer (17:33)
Diluent 1: Acetonitrile and water (4:1)
Diluent 2: Acetonitrile and water (2:3)
Internal standard solution: 0.5 mg/mL of 4-hydroxybenzoic acid isobutyl ester in Diluent 2. [Note—This solution is stable for 1 month at room
temperature.]
Standard stock solution: 1 mg/mL of USP Olmesartan Medoxomil RS in Diluent 1

Standard solution: 0.05 mg/mL of USP Olmesartan Medoxomil RS from the Standard stock solution and 0.025 mg/mL of p-hydroxybenzoic

acid isobutyl ester from the Internal standard solution in Diluent 2

Sample stock solution: 1 mg/mL of Olmesartan Medoxomil in Diluent 1

Sample solution: 0.05 mg/mL of Olmesartan Medoxomil from the Sample stock solution and 0.025 mg/mL of p-hydroxybenzoic acid isobutyl
ester from the Internal standard solution in Diluent 2

Chromatographic system

(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 250 nm

Column: 4.6-mm x 15-cm; 5-pm packing L1 Docu ments
Column temperature: 40° Document Sharing Hub
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Flow rate: 1 mL/min
Injection size: 10 pL
System suitability
Sample: Standard solution
Suitability requirements
Resolution: NLT 4 between olmesartan medoxomil and p-hydroxybenzoic acid isobutyl ester
Relative standard deviation: NMT 0.5% for the peak ratio of olmesartan medoxomil and the internal standard
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of olmesartan medoxomil in the portion taken:

Result = (R /R)) x (C/C ) x 100

R, = ratio of the peak areas of olmesartan medoxomil and p-hydroxybenzoic acid isobutyl ester from the Sample solution

R, = ratio of the peak areas of olmesartan medoxomil and p-hydroxybenzoic acid isobutyl ester from the Standard solution

C, = concentration of USP Olmesartan Medoxomil RS in the Standard solution (mg/mL)

C, = concentration of Olmesartan Medoxomil in the Sample solution (mg/mL)

Acceptance criteria: 98.5%-101.5% on the anhydrous and solvent-free basis

IMPURITIES
INorGANIC IMPURITIES
* Resipue on Ieniion (281): NMT 0.1%. [Note—The ignition temperature range is 450° to 550°.]
ORraANIC IMPURITIES
* PROCEDURE
Buffer: Prepare as directed in the Assay.
Solution A: Acetonitrile and Buffer (1:4)
Solution B: Acetonitrile and Buffer (4:1)
Mobile phase: See the gradient table below.

Time Solution A Solution B
(min) (%) (%)

0 75 25

10 75 25

35 0 100

45 0 100

System suitability solution: 0.01 mg/mL each of USP Olmesartan Medoxomil RS and USP Olmesartan Medoxomil Related Compound A RS
in acetonitrile
Standard solution: 0.01 mg/mL of USP_Olmesartan Medoxomil RS in acetonitrile

Sample solution: T mg/mL of Olmesartan Medoxomil in acetonitrile
Chromatographic system
(See Chromatography (621), System Suitability.)
[Note—A guard column of 4.6-mm x 5-cm of packing L7 may be used.]
Mode: LC
Detector: UV 250 nm
Column: 4.6-mm x 10-cm; 3.5-um packing L7

Column temperature: 40°
Flow rate: 1 mL/min

Injection size: 10 pL Documents
System suitability
Suitability requirements Document Sharing Hub
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