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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 Foreignh 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 dranted under the old PAl as of Ath“,ilu

RO TN




