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CHROMATOGRAPHIC AND REGULATORY CONSIDERATIONS DURING METHOD TRANSFER FROM HIGH PERFORMANCE LC (HPLC) TO ULTRA-PERFORMANCE LC (UPLC) IN THE PHARMACEUTICAL INDUSTRY

Shulamit Levin

Medtechnica, Petach Tikva, Israel

levins@medtechnica.co.il
Scaling down of HPLC method into UPLC to achieve higher resolution and sensitivity of the separation requires fundamental knowledge in the theory and practice of liquid chromatography.  Theoretical knowledge includes aspects such as the effect of linear velocity on the efficiency, scaling down of gradient methods keeping the ratio of column's volumes constant at every step, preventing solutes overload and effects of detector's response rates.  Practical knowledge includes the proper use of wash solutions and sample preparation requirements, minimizing extra-column band broadening, understanding the effect of gradient dwell volumes, etc.

These considerations will be discussed with some emphasize on the pharmaceutical regulatory point of view at every step.
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