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  Abstract

An expedite application of Full factorial design and Desirability approach was carried out towards the optimization of acidic and basic hydrolytic stress conditions during forced degradation experiments and the factors/combination of factors which were most likely to affect degradation of rufinamide were optimized via response surface curves (RSC’s). Behaviour of the drug under various conditions stress conditions was established. The drug was found to be susceptible when exposed to hydrolysis under acidic, alkaline stress; depicted substantial degradation in neutral condition and degraded very less under oxidative stress. Exposure towards thermal and photolytic stress conditions indicated the appreciable stability. Rufinamide and its degradation products were optimally resolved with application of reversed-phase ultra-fine liquid-chromatography on Thermo- SCIENTIFIC® BDS Hypersil C18 column with the mobile phase consisting of acetonitrile and water (29:71, v/v) at a flow rate of 1.0 mL/min, detection was performed at 230 nm. The process was validated as per ICH guidelines. Qualitative and quantitative analysis of rufinamide by the proposed method was found to be unaffected by excipients and degradation products. The method was accurate and precise and the response was found to be linear in the range of 2 - 12 µg mL-1. The method was found to be simple; rapid making combined use of desirability and design for optimization of acidic and alkaline hydrolytic stress.
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