Impurity profiling in drug development processes

Impurity related deviation management in
routine manufacturing

RD=C’'s IMPURITY PROFILING acc. to ICH, EMA and FDA guidelines

Impurities, degradation products, elemental impurities

Evalution of safety aspects
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Selection and/ or cooperation with relevant CROs O

Development and life-cycle management of control strategies

Planning, management and evaluation of analytical procedures

Calculation of Permitted Daily Exposure (PDE) and concentration limits
Classification, identification and qualification; assessment, reporting and control
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STRUCTURE ELUCIDATION, IMPURITY QUALIFICATION,
STRATEGIES FOR IMPURITY OPTIMIZATION/ CIRCUMVENTION
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