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Tentative translatio ¢2008)

September 1, 2008

Office of Compliance and Standards
Pharmaceuticals and Medical Devices Agency

GMP Compliance Inspection concerning Pharmaceuticals (including APIs)
of Foreign Manufacturers
(Overview Guidance for Foreign Manufacturers)

GMP Compliance Inspection concerning Pharmaceuticals of Foreign Manufacturers is a
mspection on the compliance of manufacturing control and quality control methods at the
relevant manufacturing sites with Japanese GMP (“Ministerial Ordinance on Standards for
Manufacturing Control and Quality Control for Drugs and Quasi-drugs”, Ordinance of Mimistry
of Health. Labour and Welfare. No. 179, 2004). conducted by the Pharmaceuticals and Medical
Devices Agency (heremafter “PMDA”). GMP compliance is a requirement for marketing
approval.
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