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Presently, HPLC methods for the determination of impurities and related substances of drug products specified in monographs by the various Pharmacopoeial agencies typically employ LC columns packed with fully-porous 3 and 5 μm spherical silica chromatographic media. Due to the performance limitations of fully-porous 3 and 5 μm spherical silica chromatographic media, these analytical methods commonly require long analysis times.  Additionally, accurate quantitation of low-level impurities in routine LC-UV applications may be challenging due to the low intensity peaks generated by these columns. Recently, a newly developed KinetexTM 2.6 μm core-shell chromatographic particle has been commercialized that offers the performance benefits of sub-2 μm fully-porous particles but at substantially lower operating pressures. This presentation will demonstrate the performance benefits of this new core-shell technology and discuss system suitability requirements for EP ([Ph. Eur.] European Pharmacopoeia) Monograph 0703 for Atenolol and related substances.
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