L-colum-n 2 Application Data Sheet for LC

Application No. L2123

AOTHILEY SLXEFILOMERER
Purity test of Candesartan Cilexetil by HPLC
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Column . L-column2 ODS (USP category : L1)
Sample 1. Candesartan Cilexetil

(4 mg/L)
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Sample solvent: Acetonitrile/Water (3:2)

and Enantiomer

[Analytical conditions 1]

Column . L-column2 ODS (C18, 5 £ m, 12 nm); Cat. No. 722040

Column size : 4.0 mm LD. X150 mm L.

Mobile phase : A: Acetonitrile/Water/Acetic acid (57:43:1), B: Acetonitrile/Water/Acetic acid (90:10:1)
A/B 100/0-0/100 (0-30 min)

Flow rate : 0.8 mL/min
Temperature : 25°C
Detection : UV 254 nm
Inj. Vol. 10 uL
System : ACQUITY UPLC H-Class (Waters Co.)
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Fig.1 Test for required detectability
(a) 0.4 mg/L ; (b) 4 mg/L(Standard solution)

Fig.2 System performance
(Sample concentration: 4 mg/L)
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Application Data Sheet for LC

Application No. L2123

Sample : 1. Candesartan Cilexetil
(4 mg/L)
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and Enantiomer

Sample solvent: Acetonitrile/Water (3:2)

[Analytical conditions 2]

Column . L-column2 ODS (C18, 5 £ m, 12 nm); Cat. No. 722040

Column size : 4.0 mm 1D. X150 mm L.

Mobile phase : A: Acetonitrile/Water/Acetic acid (57:43:1), B: Acetonitrile/Water/Acetic acid (90:10:1)
A/B 100/0-0/100 (0-30 min)

Flow rate 0.8 mL/min

Temperature : 25°C

Detection : UV 254 nm

Inj. Vol. 10 uL

System : ACQUITY UPLC H-Class (Waters Co.)
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Fig.3 System repeatability
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