L-column2 Application Data Sheet for LC CERI

Application No. L2156
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Key words TRV
Column : USP category: L1, L11

[ Analytical condltlons (Fig.1) ]

Column L-column2 C6-Phenyl (5 pm, 12 nm), 4.6 mm L.D. x 150 mm L.; Cat. No. 722076

Eluent : Ammonium formate buffer (pH 3.6*)/Acetonitrile (67/33 v/v) £ Adjusted with formic acid

Flow rate 1 mL/min

Temperature . 25C

Detection 1 UV 254 nm

Injection volume 10 pL

System : Agilent 1260

Sample:
1. Dexamethasone
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Fig.1 Chromatogram of Dexamethasone standard solution in USP system suitability test.

Results of system suitability test of Dexamethasone

System suitability requirements Results Judgement

USP Theoretical plates = 5000 20700 Passed
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% United States Pharmacopeia 43-National Formulary 38 “Dexamethasone” 33 European Pharmacopoeia 8.8, 01/2014: 0388 “Dexamethasone”
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[ Analytical condltlons (Fig.2) ]

Column L-column2 ODS (5 pm, 12 nm), 4.6 mm I.D. x 150 mm L.; Cat. No. 722070
Eluent : A: Water/Acetonitrile (3/1 v/v); B: Acetonitrile
A/B, 0% B (0-15 min), 0-100% B (15-40 min)
Flow rate ;1.2 mL/min
Temperature 1 45C
Detection UV 254 nm
Injection volume : 20 pL
System : Agilent 1260
Sample:
1. Dexamethasone (2500 ppm)
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Fig.2 Chromatogram of Dexamethasone standard solution in EP system suitability test.

Results of system suitability test of Dexamethasone

System suitability requirements Results Judgement

EP Peak-to-valley ratio (Betamethasone and Dexamethasone) 2 2.0 14 Passed
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