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1.4 % EEIFE?/% #oat A BB (Management Revie\lzv anﬁ Monitoring)

1.4.1
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The management should have a formal
process for reviewing the quality system
on a periodic basis. The review should
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1)measurement of the achievement of
quality system objectives;
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i1)assessment of performance indicators
that can be used to monitor the
effectiveness of processes within the
quality system, such as complaints,
recalls. returns, deviations, CAPA.
changes to processes; feedback on
outsourced activities; self-assessment
processes including risk assessments and
audits: and external assessments such as
inspections, findings and customer
audits:
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i11)emerging regulations, guidance and
quality issues that can impact the quality

11 management systeim:
W) Kg i L A S Bk iv)innovations that might enhance the
19 quality system;
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v)changes in business environment and
objectives.
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