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Regulatory authorities expect excipient suppliers the world over to be audited regardless of whether they supply innovative,
generic or OTC pharmaceutical companies. These expectations place a greater audit burden on all parties concerned. And
what can be done when the supplier indicates they cannot or will not accept an audit?

The session will highlight the core features of a credible 3rd party audit scheme and compare the EXCiPACT™ Certification
Scheme against them. The use of a risk assessment to determine an excipient supplier’s GMP/GDP suitability and the use of a
suitable 3" party audit report like those from EXCiPACT™ Certified Suppliers will be demonstrated. The initial experiences of
excipient suppliers holding EXCiPACT™ Certificates will also be shared.

If you manage a supplier audit program, or are an auditor, or host GMP audits then the session will explain how the
EXCiPACT™ Certification Scheme can help you maximise the benefits of a high quality, 3rd party audit whilst minimising the
risks. The session will be equally interesting to excipient suppliers, pharmaceutical manufacturers and those Certifying Bodies
intending to offer EXCiPACT™ Certification as it will show how the Certificates and Audit reports can be used to best effect by
pharmaceutical excipient users.
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