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To Chief Executive of the Pharmaceuticals and Medical Devices Agency
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Use paper of Japanese Industrial Standards Size A4.

J.
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Fill in the form with clear writing with inks, etc
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Identify in the column of “Accreditation categories” which category specified under

Article 36, Paragraph 1 and 2 or Article 137—19 is applied.
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Identify in the column of “Fee categories” which category specified under the Cabinet
Order for Fees related to the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals,

Medical Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and

Cosmetics is applied.
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Attach to the reverse of this form a copy of the document proving payment of the fee
specified under the Cabinet Order for Fees related to the Act on Securing Quality, Efficacy
and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics through a bank transfer to the account of the
Pharmaceuticals and Medical Devices Agency.
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If the applicant has previously been the subject of the examination for accreditation of

foreign manufacturer by the Pharmaceuticals and Medical Devices Agency, specify in the

column of “Remarks” the date of the previous application and the notification date of

the result.



