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manufacturer or a supplier. But there are some special aspects to
consider.

One special challenge for internal auditors is to be a team
member on the one hand but to question established practices and
to identify gaps and weaknesses on the other hand. In this case, the
internal auditor is an extension of the quality system whose purpose
is to limit the risk to patient, while being part of the quality system
in question.

The job of an internal auditor can be seen in three parts:

1. Auditor to discover things that are non-compliant or have
the possibility of becoming non-compliant.

2. Educator a collaborator with those who are responsible for
the manufacture and control of pharmaceutical products.

3. Consultant provides advice and assistance in solving
problems. But this should be independent of the audit role. That is,
do not consult and audit at the same time. But it might be needed
after the audit when putting necessary actions in place.

Despite thatitisveryimportantthataninternal auditor hasaclear
mission and purpose that aligns with management expectations.
And he/she needs to be as independent as possible. Like an external
consultant, an internal auditor is accountable to senior management
for planning and executing the audit and reporting in a neutral and
direct manner. The audit process needs to be consistent with a
stand-advised reporting process to identify significant compliance
gaps.

Key words: Quality, Quality audits, Pharmacy, Internal auditor,
Audit report.
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