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A Document Control
A Corrective Actions
A Internal Audits
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PDocUment Control

5.4.3.2.1 Document and Approval

Allldocuments Issued to personnel in the
laboratory as part of the guality system shall
e reviewed and approved for use by
authorized personnel prior.to use. A master
lISt or. an equivalent document control
procedure identifying the current revision
status and distribution of decuments in the
guality system shall be established and be
readily available to preclude the use of
invalid and/or.obsoelete documents.
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m Document Control

I Obsolete documents

I Unofficial documents
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Corrective Actions

5.4.10.1 General

The laboratory shall establish a policy and
designate appropriate authorities for
Implementing corrective action when
nonconforming work or. departures from the
policies and procedures in the quality.

System or. technical operations have been
identified.
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m Corrective Actions

5.4.10.2 Cause Analysis % \

Ihe procedure for corrective action shall
start with an investigation to determine the
root cause(s) of the problem.
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m Corrective Actions

5.4.10.4 Monitoring of Corrective Actions

The laboratory shall monitor the results to
ensure that the corrective actions taken
have bheen effective.
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m Internal Audits

5.4.13.3 Internal Audits

The area of; activity audited, the audit findings
and corrective actions that arise from them
shall be recorded. The laboratory management
shall ensure that these actions are discharged
Within the agreed time frame as indicated in the
guality manual'and/or SOPs. ! —
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m Internal Audits

5.4.13.4 Internal Audits

Follow-up audit activities shall verify and
record the implementation and effectiveness of
the corrective action taken.
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Management Review

5.4.14.1° Management Reviews

In .accordance with a predetermined schedule
and..pr'ocedure.,.  t-he l-abo
management shall periodically and at |east
annually conduct a review of the laboratory's
guality system and environmental testing
activities to ensure their. continuing surtability.
and effectiveness, and to Introduce

Necessary changes or. improvements. The
review shall take account of:
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Management Review
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a) the suitability of policies and procedures;

0) reports from managerial'and SUpPervisory
personnel;

c) the outcome of recent internal audits;
d) corrective and preventive actions;
e) assessments by external bodies;



