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Application for change(addition) in the accreditation categories of

foreign animal drug(quasi—drug) manufacturer
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To Minister of Agriculture, Forestry and Fisheries

FRT
Address
s [%‘}\L:}bofﬂi\ éz.]
PR M OREH DERA
[Name and name of its representative :
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in case of a corporation
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I hereby apply for change (addition) accreditation categories of the foreign animal
drug (quasi-drug) manufacturer pursuant to Article 13, Paragraph 8 with application
mutatis mutandis in Article 13-3, Paragraph 3 of the Act on Securing Quality,
Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular
Therapy Products, Gene Therapy Products, and Cosmetics, indicated following.
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Name and location of the manufacturing establishment
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Accreditation categories to be changed or added
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Outline of the buildings and facilities of the manufacturing establishment
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Name and address of the person responsible for the manufacturing establishment
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In the section 2, write the relevant section number of Paragraph 1 or 2 of
Article 20.
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In the section 4, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions, and who has relations with accreditation category to be
changed (added).

Write that if he/she combines the person responsible with the executive
relevant to another pharmaceutical affair.
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Applicant should submit one original and one copy of it
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Application for change(addition) in the accreditation categories of foreign animal

regenerative, cellular therapy and gene therapy products manufacturer
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I hereby apply for change (addition) accreditation categories of the foreign animal
drug (quasi-drug) manufacturer pursuant to Article 23-22, Paragraph 8 with
application mutatis mutandis in Article 23-24, Paragraph 3 of the Act on Securing
Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and
Cellular Therapy Products, Gene Therapy Products, and Cosmetics, indicated
following.
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Date, number and categories of the accreditation
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In the section 2, write the relevant section number of Article 91-96.
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In the section 4, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions, and who has relations with accreditation category to be
changed (added).

Write that if he/she combines the person responsible with the executive
relevant to another pharmaceutical affair.
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Applicant should submit one original and one copy of it



