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Form No. 16 (2) (related to Article 33 and Article 137—16) Japanese Signature
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Application for examination for gggggﬁzggg renewal © f foreign quasi-drug Name and name of its representative in case of a corporation
regenerative, cellular 00000000000000000000 O
To Chief Executive of the Pharmaceuticals and Medical Devices Agency
manufacturer gooo
therapy and gene therapy products 0 Notes
0 0 0 0 0 0 0 000000000D000000000000
Name of the manufacturing establishment Use paper of Japanese Industrial Standards Size A4.
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Location of the manufacturing establishment
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Accreditation categories 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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(In the case of renewal) 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 Phar-

- - Fee ca?egories . . maceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene The-
rapy Products, and Cosmetics is applied.
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Amount of examination fee 000000D00000000000000000000000000000000000
0 O Attach to the reverse of this form a copy of the document proving payment of the fee
Remarks specified under the Cabinet Order for Fees related to the Act on Securing Quality, Effica-
cy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
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goooooo of the Pharmaceuticals and Medical Devices Agency.
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& 4 ' If the applicant has previously been the subject of the examination for accreditation of
manufacturer indicated above. foreign manufacturer by the Pharmaceuticals and Medical Devices Agency, specify in the
cellular therapy and gene therapy products column of “Remarks” the date of the previous application and the notification date of the
o O 0 result.
Year Month Day 000000000000 oooooooonooa
oo 0 0
Japanese BoDoo Soonon o°"MP3 ooooooo
o o ooooooo Ooooo
Address Hou
Foreign language g g g g g g

(DDDDDDDDDDDDDDDDDD ) 0 o o o o o
Location of the head office in case of a corporation
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