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0 Notesl
0 O00oOoooOobobooooooobobooooao
Use paper of Japanese Industrial Standards Size A4.
0O oooooooboooooooooono
Applicant should submit one original and one copy of it.
0 ODd00O0oO0ooOobO0o0odoooobobooooooobooooooooooon
Fill in the form with clear writing with inks, etc.,.
0 O00O0oooOoobobooooooooboboooooan
Put revenue stamp only on the original, not on its copy. Do not cancel it.
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goopooooooo
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 case there is not enough space to fill in all the information in the column “Outline of
the buildings and facilities of the manufacturing establishment”, write “see attached pa-
per” in the column and attach another paper on which all the information is written.
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Write down “No” in each column of (1), (2), (3), (4) and (5) if an applicant doesn’t meet any
conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.
(2) The date (year, month, day) and grounds for cancellation.
(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,
day) of sentencel] parole completion.
(4) Description and the year of the violation(s).
(5) “Yes”
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Form No.19 (related to Article 37 and Article 137—20)
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drug
Accreditation certificate of foreign quasi-drug
regenerative, cellular therapy and gene therapy products

manufacturer
dd00o0oooooooooooo
Name (Name of corporation)

gooooa
Name of the manufacturing establishment
ooooooo
Location of the manufacturing establishment
ooooad
Accreditation categories
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drug
It is certified that the above manufacturer is certificated foreign quasi-drug
regenerative, cellular therapy
Article 13—3
Article 23—24

Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular

manufacturer pursuant to of the Act on Securing

and gene therapy products

Therapy Products, Gene Therapy Products, and Cosmetics.
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Year  Month Day
gooooo ]
Minister of Health, Labor and Welfare
pooo 0 O ooo
Valid Period From Year Month Day
0 O oood
Year  Month Day
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Form No. 20 (related to Article 37 and Article 137—20)
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Application for accreditation renewal of foreign quasi-drug
regenerative, cellular therapy and gene

manufacturer
therapy products
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