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Abstract
Auditing is a vital function within a pharmaceutical company nowadays. Quality audit is a review and evaluation 

of all or part of a quality system with the specific purpose of improving it. It is one of the means to examine pharmacy 
auditor or an audit team. It is an important part of organization’s quality management system and is a key element in 
the ISO quality system standard. This Project is to provide brief information regarding quality audit and its importance 
in continuous improvement of any quality System.
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principles. These principles should help to establish audit as an effective 
and reliable tool to support management policies and controls, by 
providing information on what an organization can act to improve its 
performance. Adherence to these principles is a prerequisite in order 
to provide relevant and sufficient audit conclusions and allow auditors 
to work independently from each other, to reach similar conclusions in 
similar circumstances [9].

Integrity: the basis of professionalism
The auditors and the person who administers an audit program must:

•	 Carry out their work with honesty, diligence, and responsibility;

•	 Observe and comply with applicable legal requirements;

•	 Demonstrate their competence while carrying out their work;

•	 Be sensitive to any influence that can be exercised on the 
judgment while conducting an audit.

Fair presentation: the obligation to report truthfully and 
accurately

The audit findings, audit conclusions and audit reports should 
truthfully and accurately reflect the activities of the audit. Significant 
obstacles encountered during the audit and unresolved diverging 
opinions between the audit team and the auditee should be reported. 
The communication should be truthful, accurate, objective, timely, 
clear and complete.

Due professional care: the application of diligence and 
judgment in auditing

Auditors should pay due attention to the importance of the task 
they perform and the trust placed in them by the audit client and other 
interested parties. An important factor in the execution of work with 
due professional attention is having the ability to express reasoned 
judgments in all audit situations.

Confidentiality: security of information
Auditors should exercise discretion in the use and protection of 

information acquired in the course of exercising their duties. Audit 
information should not be used inappropriately for personal gain 
by the auditor or the audit client, or in a manner detrimental to the 
legitimate interests of the audited. This concept includes the correct 
management of sensitive or confidential information.

Independence: the basis for the impartiality of the audit and 
the objectivity of the audit conclusions

The auditors should be independent of the activity audited wherever 
possible, and in all cases, they should act in a manner that is free from 
prejudice and conflicts of interest. For internal audits, auditors must 
be independent of the operational managers of the fu9f lising 
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review, edit and suggest changes, probe areas of concern and 
correct errors. Upon making final corrections, the report is 
given to management for the seventh step, the management 
response. Management is requested to answer the report by 
stating whether they agree with the problems cited, the plan 
to correct noted problem and the expected date by which all 
issues will have been addressed.

•	 Final meeting: The final meeting is designed to close loose ends, 
discuss the management response and address the scope of the 
audit.

•	 Report distribution: The ninth step is the report distribution, 
where the final audit report is sent to appropriate officials 
inside and outside the audit area.

Feedback: The last step is the audit feedback whereby the audited 
company implements the recommended changes and the auditor’s 
review and test the quality, adherence and effects of the adopted 
changes. This continues until all issues are adopted and the next audit 
cycle begin (Figure 1).

Audit report format

Defects

Major defect: Major defects found during the internal audit can 
reduce the usability or stability of a product, but without causing harm 
to the consumer.

The possible source of a major defect

•	 Major equipment not calibrated or out of calibration.

•	 Inadequate segregation of quarantine components.

•	 Inadequate evaluation of production process outside of action 
levels.

•	 Process deviations not properly documented or investigated.

•	 Operator not trained in or familiar with the standard operating 
procedures.

•	 Preventive maintenance on a critical water system not 
conducted according to schedule [23].

•	 Lack of standard operating procedures for cleaning equipment.

•	 Audits of a contract manufacturer not conducted.

Minor defect: Minor defects have a low probability of affecting 
the quality or usability of the product which can help in regulatory 
compliance [24-27].

Possible source of the minor defect

•	 Failure to complete all batch record entries.

•	 Warehouse not cleaned according to schedule.

•	 Cracks in wall surfaces.

•	 Failures to correct documentation errors properly.

•	 Operator uniform not properly worn.

•	 Standard operating procedure review is overdue.

•	 Adhesive tape used on manufacturing equipment.

•	 Laboratory buffer solutions are obsolete.

Conclusion
A quality systems approach calls for audits to be conducted 

at planned intervals to evaluate effective implementation and 
maintenance of the quality system and to determine if processes and 
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compliance and business needs. When employees and managers begin 
to see audits as opportunities to improve, they begin to see auditors 
not as police officers but as productive members of the organization. 
Audits are very much essential to verify the existence of evidence 
showing conformance to required processes, to assess how successfully 
processes have been implemented, for judging the effectiveness of any 
defined target levels and are a hands-on management tool for achieving 
continual improvement in an organization. When employees and 
managers begin to see audits as opportunities to improve, they begin 
to see auditors not as police officers but as productive members of the 
organization. The Quality audit can act as an additional lever to make 
changes that are needed but are constrained in some way. Quality 
improves and strength of the organization increases with quality audit. 
Audits are essential to maintain and improve quality and must be 
performed and received as positive events. They should be viewed as 
‘improvement opportunities’.
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