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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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Application for Accreditation of Foreign Manufacturers

(This English document is only for reference purpose. In case of any discrepancy, the Japanese
text shall prevail. For further information, please contact Ministry of Health, Labour and Welfare
(MHLW) or PMDA.)

1. What is Accreditation of Foreign Manufacturers?

A foreign manufacturer (a person/a company) intending to manufacture drugs,
quasi-drugs, or medical devices in foreign countries and export them to Japan, is
required to be accredited by the Minister of Health, Labour, and Welfare as an
“Accredited Foreign Manufacturer”, specified in Article 13-3 of PAL, in the same way
that a Japanese manufacturer is licensed. The person or the company who intends to
apply for the accreditation is hereinafter referred to as an “Applicant”.

However, a foreign manufacturer of the drug or medical device, etc. whose marketing

annroval holder has an effective imnortina license aranted 1inder the nld PAl as of Aoril
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TEL; +81-3-3506-9446
FAX; +81-3-3506-9465

Home page; http://www.pmda.go.jp/
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