Figure 2: Strategy for the genotoxicity assessment of equivalence
between two test substances

Compare specification and impurity profile of test substance (new) with existing
comparator test substance.
[Genotoxicity assessment of impurities in comparator test substance will have been

previously assessed as shown in Figure 1]

Identify new impurities in test substance with exposures above TTC (0.15 pg/day)
Consider impurities found in both test substance and comparator substance and
identify impurities where exposure in test substance is increased and above TTC (0.15

ug/day).
These are relevant impurities for genotoxicity evaluation of the test substance (new).
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Obtain genotoxicity information for relevant impurities (using strategy in Figure 1)
which should include QSAR information, Ames and MNuvit tests on isolated impurities
or investigations using test substance as appropriate.

Consider all available information and reach conclusions on genotoxicity of impurities.
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