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* Impurities with compound-specific or class-related

acceptable intake limits (class 1) do not contribute to
the total limits of class 2 and class 3 impurities.
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* For combination products each active ingredient should

be regulated separately.
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e Duration of use categories will be based on duration of
use for the great majority of patients. It is understood
that a “subset” may exceed the upper limit of the
duration of use category.
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* The outcome of any computer system-based analysis can
be reviewed with the use of expert knowledge in order to
provide additional supportive evidence on relevance of
any positive, negative, conflicting or inconclusive
prediction and provide a rationale for the final conclusion.
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