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Identified Impurity: An impurity for which a structural
characterization has been achieved.
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Unidentified Impurity: An impurity for which a structural
characterization has not been achieved and that is defined solely by

qualitative analytical properties (e.g. chromatographic retention
time).
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Specified impurity: An impurity that is individually listed and

limited with a specific acceptance criterion in the specification. Can
be either identified or unidentified.
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Unspecified Impurity: An impurity that is limited by a general

acceptance criterion, but not individually listed with its own specific
acceptance criterion that specification.
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* Foreign substances: The materials that are introduced by

contamination or adulteration, not as a consequence of synthesis or
preparation, are labeled foreign substances, e.g., pesticides in oral

analgesics.
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e Toxic impurities: These impurities have significant undesirable

biological activity, even as minor components; and they require
individual identification and quantification by specific tests.
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e Concomitant components: Bulk pharmaceutical chemicals may

contain concomitant components, e.g., antibiotics that are racemic
mixtures and are geometric and optical isomers.
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e Ordinary impurities: The species of impurities in bulk

pharmaceutical chemicals that are innocuous by virtue of having on

significant undesirable biological activity in the amounts present are
called ordinary impurities.
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e Signal impurities: These are distinguished from ordinary
impurities discussed below in that they require individual
identification and quantification by specific tests. These impurities

include some process - related impurities or degradation products
that provide key information about the process.
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