AR A+ —GE =t tE5%k, Fa=tt&o R
Form No. 21 (related to Article 37 and Article 137—20)

< lz % l?il:llil AN
BRI sl B A EREEERERS S RS
revenue stamp A PR R B
change drug

in accreditation category of foreign quasi—drug
regenerative, cellular

Application for .
bp addition

manufacturer
therapy and gene therapy products

Wi

2

2 E D X o)
Accreditation categories

T,

W &% 5 kv F ] H

Number and date of the accreditation

L i Bl ) 4 A

Name of the manufacturing establishment

i i At %) At 1E H

Location of the manufacturing establishment

Zz = L . X X E WM T 5 X 4
Category to be changed or added

®o%E g oo M OE % W oo M =
Outline of the buildings and facilities of the
manufacturing establishment

o g oo '# O OE K K 4
The person responsible for the Name
manufacturing establishment ¥
Address
fisi =
Remarks
E Ok & .
ERiCkY . B4 OAEREESOREDKS D gm EHELET,
P I i S =
drug
change . . . . .
I hereby apply for . in the accreditation category of the foreign quasi—drug
addition -
regenerative,

manufacturer indicated above.
cellular therapy and gene therapy products

G2 H H
Year Month  Day

L

Japanese

(E SRS
Address .
Foreign language
HENCHOTIL, El=DFBITOFTER
Location of the head office in case of a corporation

HC

Japanese

K4 @
Foreign language
[%AK%on\%%&@ﬁ§%®&%

Name and name of its representative in case of a corporation
JEAETBRE B
To Minister of Health, Labor and Welfare



(EE)
(Notes)
I JMORE S1E, METHT L,
Use paper of Japanese Industrial Standards Size A4.
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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 35, Paragraph 1 and 2 or Article 137—18,
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 establishment”
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”



