
40 C.F.R. § 792.105
Test, control, and reference substance characterization.

(a) The identity, strength, purity, and composition, or other characteristics which will appropriately define
the test, control, or reference substance shall be determined for each batch and shall be documented before
its use in a study. Methods of synthesis, fabrication, or derivation of the test, control, or reference
substance shall be documented by the sponsor or the testing facility, and such location of documentation
shall be specified.
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