- olumn 2 Application Data Sheet for LC

Application No. L2129
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Purity test and Quantitative method of Imidapril Hydrochloride tablets by HPLC
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Column . L-column2 C8 (USP category : L7)
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Sample : 1. Imidapril Hydrochloride
(5 mg/L)
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Sample solvent: Water/Methanol (6:4)

[Analytical conditions 1]

Column . L-column2 C8 (C8, 5 um, 12 nm); Cat. No. 722071
Column size : 4.6 mm LD. X150 mm L.
Mobile phase : Phosphate buffer®/Methanol (6:4)

Flow rate ;1.0 mL/min
Temperature : 40°C

Detection : UV 215 nm

Inj. Vol. 20 uL

System . Nexera (Shimadzu Co.)

* Dissolve 1.36 g of potassium dihydrogen phosphate in 1000 mL of water, and adjust the pH to 2.7 with phosphoric acid.
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Fig.1 Test for required detectability Fig.2 System performance
(a) 0.5 mg/L ; (b) 5 mg/L(Standard solution) (Sample concentration: 5 mg/L)
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Fig.3 System repeatability
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Sample

1. Imidapril Hydrochloride
(100 mg/L)

Sample solvent: Water/Methanol (6:4)

[Analytical conditions 2]

2. Ethyl Parahydroxybenzoate
(20 mg/L)
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Column . L-column2 C8(C8, 5 ¢ m, 12 nm); Cat. No. 722071
Column size : 4.6 mm LD. X150 mm L.

Mobile phase : Phosphate buffer™/Methanol (6:4)

Flow rate 1.0 mL/min

Temperature : 40°C

Detection UV 215 nm

Inj. Vol. 20 uL

System Nexera (Shimadzu Co.)

* Dissolve 1.36 g of potassium dihydrogen phosphate in 1000 mL of water, and adjust the pH to 2.7 with phosphoric acid.
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Fig.4 System performance
(Sample concentration: 100 mg/L)
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Fig.5 System repeatability

INSAXVRBEBEBRIFILOE—VEREIINT 54
SETYIOE—VEBED DO FERHZER = (X0.1%
THY. \ED1.0%LL TEm-LEL =,

/_\ BEHEIEILTHBLTHSHMENZEL,

Aka1512

Lpyvol :



