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An overview of regulatory expectation and guidance on incurred sample analysis
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Incurred Sample Analysis has been a hot topic since few years, ISR is used as a tool to prove bioanalytical method robustness
and validity of sample analysis and the outcome of ISR experiments may open investigation process so as to address out of
specification values. Regulatory bodies expects logical approach for such out of specification investigations, efforts must be made
to obtain accurate study concentrations which in turn will decide accuracy of pharmacokinetic / bioequivalence data.
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