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Any unexplained d/screpancy (including a percentage of theoretical

yield exceeding the maximum or minimum percentages established in
master production and control records) or the failure of a batch or any of

its components to meet any of its specifications shall be thoroughly
investigated, whether or not the batch has already been distributed. The
investigation shall extend to other batches of the same drug product and
other drug products that may have been associated with the specific failure
or discrepancy. A written record of the investigation shall be made and shall
include the conclusions and follow-up.
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