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10 The QCU is responsible for interpreting the results of the investigation.
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200 Failure to establish and follow adequate written procedures applicable to the quality
control unit ( QCU).
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30 Failure of the quality control unit ( QCU) to review and approve changes to
established written procedures.
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41 The QCU failed to maintain authority and responsibility for conducting adequate
investigations.
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50 The QCU did not reject failing batches of drug product.
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600 The QCU failed to review production records to assure that no errors have occurred,
that they have been fully investigated, and conduct investigations.
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700 After a thorough investigation, a firm's QCU might conclude that the initial OOS
result did not reflect the true quality of the batch.
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