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IMPURITIES MANAGEMENT IN PHARMACEUTICAL ANALYTICAL CHEMISTRY: 
UNEXPECTED EXPERIENCES

Bianca Avramovitch, Ph.D.

TEVA Pharmaceutical Industries LTD , Israel, POB 1142, Jerusalem 91010
e-mail: bianca.avramovitch@teva.co.il
The control of impurities in drug products is critical in order to assure the safety and quality of a drug. The role of the analytical chemist is to predict the possible formation of the potential impurities, to design the appropriate tests for detecting and monitoring the impurities developed, to identify and characterize the specified impurities.
Examples of synthesis related impurities, degradation products, polymorphic related impurities, placebo – active ingredient products, extractable and leachables impurities in special dosage forms (ophtalmics, suspensions,…), residual solvents will be given. 

The hyphenated technologies used in solving few analytical puzzles will be presented in direct correlation with the required assignment and the regulatory input.



