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“Quality audits shall be conducted by individuals who do not have direct

responsibility for the matters being audited.”
FDA 21 CFR Part 820 (Section 820.22)
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“A report of the results of each quality audit, and reaudit (s) where
taken, shall be made and such reports shall be reviewed by management having
responsibility for the matters audits. The dates and results of quality audits and

reaudits shall be documented.”
FDA 21 CER Part 820 (Section 820.22)
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