
40 C.F.R. § 158.340
Discussion of formation of impurities.

The applicant must provide a discussion of the impurities that may be present in the product, and why they may
be present. The discussion should be based on established chemical theory and on what the applicant knows
about the starting materials, technical grade of active ingredient, inert ingredients, and production or
formulation process. If the applicant has reason to believe that an impurity that EPA would consider
toxicologically significant may be present, the discussion must include an expanded discussion of the possible
formation of the impurity and the amounts at which it might be present. The impurities which must also be
discussed are the following, as applicable:

(a) Technical grade active ingredients and products produced by an integrated system. (1) Each impurity associated
with the active ingredient which was found to be present in any analysis of the product conducted by or for
the applicant.
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