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ABSTRACT

The requirements for the safety of medicinal products are constantly increasing to the
benefit of protecting patients' health. Pharmaceutical excipients, which can represent more
than 90% of the weight of the formula of a drug, have thusbecome the subject of particular
attention in terms of Good Manufacturing and Distribution Practices to which
manufacturers of excipients are called upon to comply vis-a-vis their industrial customers

of the drug.

The objective of our work is to understand the issues related to the quality of excipients
for pharmaceutical use and to adopt a quality approach to the regulation of excipients

based on the regulatory requirements in force.

A formalised risk assessment to determine the appropriate GMPs for excipients used in
medicinal products for human use is necessary. Pharmaceutical manufacturers must
define, by means of a risk analysis, the level of GMP applicable to the excipients they will
use in their products. In addition, the practical recommendations proposed by the IPEC
association make it possible to consolidate the supplier-user relationship and to better

understand the supplier audit approach.

Keywords : Excipient - Regulation - IPEC - GMP - GDP - Quality - Safety - Excipient

supplier - risk assessment.
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