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INTRODUCTION

Purpose and Scope

In the pharmaceutical industry it is the responsibility of the drug product manufacturer to ensure the quality of all starting
materials and other components contained in or used in the manufacture of the final product dosage form. Through
auditing the producer of pharmaceutical excipients, a user is able to determine whether adequate controls are in place to
ensure the producer is capable to manufacture a product of suitable quality. The IPEC-PQG GMP Audit Guide, therefore,
is designed as a tool to assist in evaluating the manufacturing practices and quality systems of excipient manufacturers. It
is also a helpful reference to assist excipient manufacturers in meeting appropriate cGMP requirements to assure consis-
tent product quality.

The Audit Guide is applicable whenever an excipient manufacturer or subcontractor of excipients is audited. It is intended
to have international application, bearing in mind that production of pharmaceutical excipients covers a diverse range of
different industries and processes which often have uses other than pharmaceutical applications. Although the audit may
include other areas such as delivery logistics and order processsing, the Audit Guide is intended only to cover aspects of
current Good Manufacturing Practices relating to excipient manufacture. For auditing of repackagers or distributors, see
the IPEC Good Distribution Practices Guide for Pharmaceutical Excipients © 2006.

Content and Usage

The Joint IPEC-PQG “Good Manufacturing Practices Guide for Pharmaceutical Excipients”©2006 was used as the basis
to construct the questions or reminder phrases contained in the Audit Guide, and should serve as the primary source for
evaluating responses provided by the auditee. The auditors should be familiar with the introduction, definitions, and
general guidance that are contained within the IPEC-PQG GMP Guide, and should refer to the guide if further details
are needed.

The Audit Guide is intended to address the foundation of the requirements, and not all of the details, necessary to manu-
facture excipients in compliance with applicable GMPs. It may not include all of the appropriate questions / reminder
phrases for a specific audit, nor may all of the points be appropriate to every audit. As an international document, it also
cannot specify all national legal requirements, nor cover in detail the particular characteristics of every excipient. How-
ever, its use is intended for individuals experienced and competent in the area of auditing who should be diligent in
selecting which areas of Good Manufacturing Practice are relevant to a specific particular audit and in determining the ap-
propriateness of questions (and the answers provided) based on the characteristics of the excipient manufactured, the
processes employed, and specific requirements of the excipient user.

Format

This Audit Guide is provided in two formats, either of which may be used by the auditor based on personal preference:

* Detailed questions arranged in the same sequence as in the GMP Guide. This format is frequently useful as a training
tool for personnel of both the auditing company and one being audited.

* Short “reminder” phrases arranged in the same sequence as in the GMP Guide, a format which generally is more useful
during an audit.
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