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Abstract

Good Manufacturing Practices are mandatory legislation for pharmaceutical
plants and important criteria for standardizing the rules of pharmaceutical
manufacturing around the world. Internal audit is a means of internal control
over the application of GMP rules in these plants, carried out by qualified
personnel from the same company, according to a previously planned system,
and ends with a set of results and recommendations aimed at avoiding future
errors and improving performance.

This research aims to monitor the reality of internal audit on good
manufacturing practices in Syrian pharmaceutical plants, and link this
monitoring to the performance of the plant, and the added value that audit
results pose to plant performance when they are taken care of.

This research was applied to Ibn Hayyan for Pharmaceutical Industries, where
data was collected by looking at the plant documents, in addition to
conducting an internal audit in it to assess the reality of applying and auditing
good manufacturing practices.

The results of the evaluation showed that the plant carries out periodic
internal audits on its departments, documents the cases of non-conformity
discovered and takes appropriate corrective actions for them. The audit
process is accompanied by taking notes to improve efficiency and develop
performance.

As a result of the research, a set of recommendations were presented to the
plant, such as generalizing the corrective actions taken for cases of non-
conformity in a particular department to all departments, and adhering to the
observations aimed at improving performance to avoid their appearance in
subsequent audits.

Key words: Good Manufacturing Practices, Pharmaceutical Industry, Internal
audit, Non-conformity, Corrective action.
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Auditor evaluation methods

Evaluation method Objectives Examples

Review of records To verify the background of the auditor Analysis of records of education, training,
employment, professional credentials and
auditing experience

Feedback To provide information about how the Surveys, questionnaires, personal refer-
performance of the auditor is perceived ences, testimonials, complaints, perfor-
mance evaluation, peer review

Interview To evaluate desired professional behav- Personal interviews
iour and communication skills, to verify
information and test knowledge and to
acquire additional information

Observation To evaluate desired professional behav- Role playing, witnessed audits, on-the-job
iour and the ability to apply knowledge performance
and skills

Testing To evaluate desired behaviour and knowl- |Oral and written exams, psychometric
edge and skills and their application testing

Post-audit review To provide information on the auditor Review of the audit report, interviews with

performance during the audit activities, the audit team leader, the audit team and, if
identify strengths and opportunities for |appropriate, feedback from the auditee
improvement
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"The PDCA cycle implementation at the internal audit process of quality
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"Auditing as A Management Tool in Pharmaceutical Companies".
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