L-column 2 Application Data Sheet for LC

Application No. L2096
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Column : L-column2 ODS (USP category : L1)

Sample

1. Atorvastatin Calcium Hydrate

Ca*+3H,0

2
Sample solvent: Acetonitrile/Water (1:1)

[Analytical conditions 1]

Column : L-column2 ODS (C18, 54 m, 12 nm)

Column size : 4.6 mm LD. X250 mm L.

Mobile phase : A: Citric acid buffer®/Acetonitrile/Tetrahydrofuran(4:1:1), B: Acetonitrile/Tetrahydrofuran(1:1)
A/B 93/7-93/7-60/40 (0-40-80 min)

Flow rate : 1.35 mL/min

Temperature : 40°C

Detection : UV 254 nm

Inj. Vol. 20 uL

System : LC-10ADvp series (Shimadzu Co.)

* Dissolve 10.5 g of citric acid monohydrate in 900 mL of water, adjust to pH 5.0 with ammonia solution(28), and add water to make 1000 mL.
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Fig.1 Test for required detectability Fig.2 System performance
(a) 0.5 mg/L ; (b) 10 mg/L (Standard solution) (Sample concentration: 10 mg/L)
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Application Data Sheet for LC

Application No. L2096

Sample

1. Atorvastatin Calcium Hydrate
(10 mg/L)

Ca?+3H.0

2

Sample solvent: Acetonitrile/Water (1:1)

[Analytical conditions 2]

Column . L-column2 ODS (C18, 5um, 12 nm)

Column size : 4.6 mm IL.D. X250 mm L.

Mobile phase : A: Citric acid buffer’®/Acetonitrile/Tetrahydrofuran
(4:1:1), B: Acetonitrile/Tetrahydrofuran(1:1)
A/B 93/7-93/7-60/40 (0-40-80 min)

Flow rate : 1.35 mL/min

Temperature : 40°C

Detection : UV 254 nm

Inj. Vol. 20 uL

System : LC-10ADvp series (Shimadzu Co.)

* Dissolve 10.5 g of citric acid monohydrate in 900 mL of water,
adjust to pH 5.0 with ammonia solution(28), and add water to
make 1000 mL.
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Fig.3 System repeatability
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