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ASSAY AND IMPURITIES DETERMINATION OF ADAMANTANE DERIVATE USING LLE AND GC-FID ANALYSIS - METHOD DEVELOPMENT
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The developed method designed to follow up the drug product characterizations during the stability studies of the drug product and should be precise and robust.

The dilemma of how robust the method is while the drug product might pass some extent of degradation is raised when in specification but questionable results are observed.

A number of parameters were found as critical in the assay/impurities method for Amine Adamantane Derivate (AAD) tablets characterization during stability studies.

A search for the best Internal Standard (IS) and extraction step optimization as observed through recovery and precision, were performed and will be revealed in the lecture. 
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