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Analysis of Impurities in Pramipexole Dihydrochloride
Using the Kinetex 5 um Core-Shell Column
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High Speed Analysis of Impurities of Pramipexole Dihydrochloride by Prominence-i
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i4E(1)  : Kinetex 5uC18 100A (150 mmL. x 4.6 mml.D., 5 um)
figfE(Q2) : Shim-pack VP-ODS (150 mmL. x 4.6 mml.D., 5 pm)
SRIER : 1.5 mL/min
RENtE © A) 67 mmol/L BEREL ($913h) LMl (pH 3.0)
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Comparison of Chromatograms of Pramipexole Dihydrochloride
Using (a) Kinetex 5 um Core-shell Column and (b) Shim-pack VP-ODS
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Compeatibility with Third-Party LC Systems
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i : Kinetex 2.6u C18 100A (75 mmL. X 4.6 mml.D., 2.6 pm)
IR : 2.0 mL/min
ENE © A)67mmol/L AEREL ($REh) LR (pH 3.0)

& 21 mmol/L 1-FE 4R EL (ShEh)
B) SRR A/ ZHE (1)
BJ/EI#2F : B.CONC40 % (0 min)= 80 % (5.63 min)
= 40 % (5.64- 8.63 min)
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Results of System Suitability Test According to EP
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High Speed Analysis of Impurities of Pramipexole Dihydrochloride
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(B 3CHk]
1) E. Pharmacopoeia 01/2012: 2416 "Pramipexole Dihydrochloride"
2) E. Pharmacopoeia 01/2008: 20246 General Chapters

2.2.46. Chromatographic separation technique
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