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ABSTRACT |

|
The present work focuses on developing and validating a stability-detecting High Performance Liquid

Chromatographic technique for pitolisant, utilizing Quality by Design approach while evaluating its |
environmental sustainability. Central composite design as a part of response surface methodology |

of ethanol and ammonium acetate buffer pH 3.5 in 50:50 VIV, with a flow rate of 1.1 mL min?. The
developed method was rigorously verified in accordance with |CH Q2(R2) criteria and subseguently
assessed as per ICH Q1A(R2) to confirm its stability-indicating properties. To evaluate the, overall




