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Form No. 18 (related to Article 36 and Article 137-19)
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regenerative, cellular therapy and gene therapy
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e, % Control Law, Poisonous and Deleterious Substances Control Law or other laws and
5 I regulations related to pharmaceutical affairs specified by Cabinet Order and
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I hereby apply for the accreditation of the foreign quasi-drug
regenerative, cellular therapy and gene



manufacturer indicated above
therapy products

o A H
Year Month  Day

L
Japanese
(E HRE ST
Address .
Foreign language
[Yf)\c:ébf)ﬂi\ F72 5 HHFTOFEH ]
Location of the head office in case of a corporation
FRIC
Japanese
K2 pEx
Name Foreign language
ENZHHOTIX, AHEORKREDRA
Name and name of its representative in case of a corporation

JEAT B ORE B
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Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIL, ERl2@EEHTH L,
Applicant should submit one original and one copy of it
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Fill in the form with clear writing with inks, etec.,
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Put revenue stamp only on the original and do not cancel it
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Identify in the column of “Accreditation categories” which category specified under
Article 35, Paragraph 1 and 2 or Article 137-18 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
paper” in the column and attach another paper on which all the information is written.
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Describe “No” in each column of (1), (2), (3) , (4), (5) , (6)and (7) if an applicant

a1

doesn’ t meet any conditions of its disqualifications. If an applicant meets one or more

conditions of its disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) . The date (year, month, day) of final judgment of the crime, sentence
and the date (year, month, day) of the completion of its execution.

Column (4) : The fact and the date (year, month, day) of its violation(s)



