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ANALYSIS OF ELEMENTAL IMPURITIES
Yoram Cohen, Avishay K.Katalan
Taro Research Institute Ltd., Haifa, Israel
The toxicological and regulatory bases for the determination of  elemental impurities and its limits as specified in the new suggested USP-NF general Chapters <232> and <233> are presented. The current heavy metal chapter, <231>, is reviewed and its disadvantages are highlighted in comparison to the new suggested guidelines for heavy metals and elemental impurities. The elemental impurities tests, the limits for the different elemental impurities in pharmaceutical products and validation of the analytical methods as described in the new suggested USP elemental impurities chapters <232> and <233> are discussed.

A brief description of the new suggested instrumentation by the new USP suggested chapters, ICP (Inductive Coupled Plasma), for the execution of the new tests and the theory behind the instruments and the difference between the leading instruments exists in the markets nowadays are discussed as well.
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