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IDENTIFICATION TESTS - 
MODERN REQUIREMENTS AND ANALYTICAL TOOLS

Berta Iosefzon-Kuyavskaya

Global Generic R&D, TEVA Pharmaceutical Industries LTD, POB 91010, Jerusalem

berta.iosefzon@teva.co.il
Identity is whatever makes an entity definable and recognizable, in terms of possessing a set of qualities or characteristics that distinguish it from entities of a different type. For pharmaceuticals, identification means a set of tests providing proves of the proposed structure or comparison with known reference compound or drug product. Pharmacopoeias typically define a pair of some spectroscopic and chromatographic method both for active pharmaceutical ingredients and for drug products. In the last decade the role of identification undergoes change because the traditional approach is not enough. There are several reasons to reevaluate the role of identification tests:

· the necessity to fight with counterfeit drugs 

· introduction of quality  control based on an on-line control of manufacturing process instead of control of the final product (process analytical technology)

· the complexity of modern drug products (e.g.  controlled delivery systems)

· increasing amount of  drugs containing more than one active ingredient

· wider use of various dosage forms ( inhalers, patches )

· the variety of analytical tools available to “look into” the drug product has increased and provides new possibilities.

The design of the identification tests will be discussed and illustrated. 
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