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Form No. 21 (related to Article 37 and Article 137—20)
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Name of the manufacturing establishment
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Location of the manufacturing establishment
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Category to be changed or added
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I hereby apply for addition the accreditation category of the foreign quasi-drug

regenerative, cellular

manufacturer indicated above.
therapy and gene therapy products
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Year  Month Day
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Japanese
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Address .
Foreign language
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Location of the head office in case of a corporation
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Japanese Signature
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Name .
Foreign language
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Name and name of its representative in case of a corporation
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To Minister of Health, Labor and Welfare
good
0 Notesld
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Use paper of Japanese Industrial Standards Size A4.
0 O00O0oOoOooboooooooooo
Applicant should submit one original and one copy of it.
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Fill in the form with clear writing with inks, etc.,.
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Put revenue stamp only on the original, not on its copy. Do not cancel it.
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Identify which category specified under Article 36, Paragraph 1 and 2 or Article 137—
19, in the column of “Accreditation categories” and “Category to be changed or added” is
applied.
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In the column of “Outline of the buildings and facilities of the manufacturing establish-
ment” describe only what is related to the category to be changed or added.

In case there is not enough space to fill in all the information in the column, write “see
attached paper” and attach another paper on which all the information is written.
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Write the person who is in charge of operations relevant to the category to be changed
or added in the column of “The person responsible for the manufacturing establishment”
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