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Form No. 22 (related to Article 83) (Page 1)

oo
O o
Revenue Stamp

goooooboooooooad
Application for accreditation of foreign cell processor

O O O
Date (Yeard Month[J Day)

gooooo o
To Minister of Health, Labour and Welfare

OoOoOooooo
O 0O ooooooog
o o Japanese E . " ¢ th
ocation o e
Address 0L D head office in
Foreign language case of a corpo-
ration
gooooooo
0o g E oopoooa
o o Japanese Name of the cor-
Name ooo poration and its
: representative in
Foreign language case of a Corpo-
ration

000000 Signature
Jo00odddooooobooodoooobooooooooooooO oo ooobOobOoDooOooo
00030 oooooobooooooooon

I hereby apply for the accreditation of the foreign cell processor by Article 39, Paragraph 1 of the
Act on the Safety of Regenerative Medicine as indicated below.
O
0 OO0bOO0ooooboooobooooooo
Cell processing facility and applicant’s information

ooooooooooo
Name of the cell processing facility

gooooooooooad
Location of the cell processing facility

gooooooad
goo

Details of the
manager of the
cell  processing
facility

od
Name

od
Career summary

Oo0o0odooooooooooooon
Form No. 22 (related to Article 83) (Page 2)

goooooooooooooooao
Name of the executive (in case of a co-
rporation)

ogoooooad

History of having
accreditation being
canceled pursuant
to the provision of
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Article 50,

Para-
B graph 1

a
(00000000
gpooooo
History of a court
sentence of impris-
onment or a severe
punishment

Applicant’s disq-
ualifications (inc-
luding those of
the executive en-
gaged in the ser-
vices in case of a
corporation)

(300000000
OoOoOoOooooo
oood

Violation of related
Japanese laws or
measures taken in

accordance  with
these laws and re-
gulations

gooOooooooooooooooa
o O

Types of planned specific processed
cells

0O OoOobobooo
Applicant’s contact information

oooog
Department

oood
Telephone number

ooood
FAX number

goooobooo

E-mail address

O0od00bOoOoOooooooooooa

Form No. 22 (related to Article 83) (Page 3)

gooooo

0 Notesl

0 O000ODOO0oO0o0oooOoOoooooooooood

Use paper of Japanese Industrial Standards Size A4.

0 O0boboooooooooo

Applicant should submit one original and one copy of this form.

0 00bobooobobdooobboooboboooobbUooDbbUooUobbooooobog
O0doooOoooooooooooa

In case there is not enough space to fill in all the information in the column, write “See
attached paper” in the column and attach another paper on which all the information is
written.

0 00000000d000d000d00Ud000000000000000O00OOoOoOooo
0000000000000 00@U0O000000N0Noo0NoNoooooooooooog
0000000000 0d0ooooooooooooooooooo@uoooooooooo
Jo00ooo0o0oooooooooooo

Write down “No” in each column of (1), (2) and (3) 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)Crime, sentence, the date (year, month, day) of final judgment, the date (year, month, day) of

sentencel] parole completion.

(3)Description and the date (year, month, day) of the violation(s).

0 O000O0Oob0b0d0oooobobo00oooobobooooooooooa

Put revenue stamp only on the original form, not on its copy. Do not cancel it.
goooooooooooooa
Form No. 23 (related to Article 84)

ooooooooooono
Accreditation certificate of foreign cell processor

oooooood
oooo

Name of the cor-
poration and its
representative in
case of a corpo-
ration

Name

goooooooooo
Name of the cell
processing facility
gooooooooooo
Location of the cell
processing facility
0000000000000 00000003%Y00000000000000000000000
gooooooooooooooo

It is certified that the above cell processor is certificated foreign cell processor pursuant to Article
39, Paragraph 1 of the Act on the Safety of Regenerative Medicine.

O O O

Date (Yeard Month[ Day)

oooooa [}
Minister of Health, Labour and Welfare
oood
Accreditation number
oood 0 0 ooo
Date of issue Year[ MonthO Day
0 0 ooo

Date of expiry  Year Month( Day
godooooooooooooooa
Form No. 24 (related to Article 84) (Face side)
goodoboooooooooooo
Application for change in accreditation items of foreign cell processor
0 0 0
Date (Yeard Month( Day)
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To Minister of Health, Labour and Welfare

gobooooobooooobooooooobOooOoOoOoOoOO0OO0OOoO0OoOOOO0OObOOObObOOoOooOoa

o O
Address

o 0O
Name

o O
Japanese

ooo
Foreign language

o 0o
Japanese

ooo
Foreign language

000000 Signature

oooooooo
gooooooo
oo

Location of the
head office in
case of a corpo-
ration

ooao
ooo
oo

Name of the cor-
poration and its
representative in
case of a corpo-
ration

gooag
ooooo

0000003 ooooooooooog3sioooooooooooooon

I hereby apply for change in the accreditation items of the foreign cell processor by Article 36,
Paragraph 2 applied by Article 39, Paragraph 2 of the Act on the Safety of Regenerative Medicine

as indicated below.

O

oo

gooooooooooooooooo

Number and date of the accreditation

cessing facility

oooooooa
Name of the manager of the cell pro-

OoOo0oO0oooooono
Name of the cell processing facility

oooad
Changes

oooad
Changed items

ooo
Before

ooo
After

ooooa
The date of chan-
ges

opood
Reasons

0 OO00obOooooooooono
Applicant should submit an original form.
0 O00bO0oo0oboboooobobOo0ooobOooUobDbOooUooDbUooUooboboooooo
Jodoooooobooooooooad

In case there is not enough space to fill in all the information in the column, write “See
attached paper” in the column and attach another paper on which all the information is
written.

godboboooooboooobooooo

Form No. 25 (related to Article 84) (Page 1)

0o 0
o 0
Revenue Stamp

godoboooooboooooooboo
Application for accreditation renewal of foreign cell processor
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o 0O Japanese S O . -
ocation of the
Address D0 head office in
Foreign language case of a corpo-
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ration
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I hereby apply for the accreditation renewal of the foreign cell processor by Article 36, Paragraph
2 applied by Article 39, Paragraph 2 of the Act on the Safety of Regenerative Medicine as indi-
cated below.
O
0 OD0Oddoooooooooooooono
Cell processing facility and applicant’s information
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Form No. 24 (related to Article 84) (Reverse side)
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Use paper of Japanese Industrial Standards Size A4.
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Name of the cell processing facility
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Form No. 25 (related to Article 84) (Page 2)
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Location of the cell processing facility

goooooog
ood

Details of the
manager of the
cell  processing
facility

oo
Name

0ogd
Career summary

rporation)

Oo0O000o0oO0oooobooooooo
Name of the executive (in case of a co-

ooooood
Applicant’s disq-
ualifications (inc-
luding those of
the executive en-
gaged in the ser-
vices in case of a
corporation)
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History of having
accreditation being
canceled pursuant
to the provision of
Article 50, Para-
graph 1
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History of a court
sentence of impris-
onment or a severe
punishment
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Violation of related
Japanese laws or
measures taken in
accordance  with
these laws and re-
gulations

cells

goooooooooooooboooon
O

Types of planned specific processed

Applicant’s contact information
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Department
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Telephone number
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E-mail address
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Use paper of Japanese Industrial Standards Size A4.

0 O0obbooobobooon

Applicant should submit an original form.
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In case there is not enough space to fill in all the information in the column, write “See

attached paper” 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) and (3) 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)Crime, sentence, the date (year, month, day) of final judgment, the date (year, month, day) of

sentencel] parole completion.

(3)Description and the date (year, month, day) of the violation(s).
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Put revenue stamp only on the original form. Do not cancel it.
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Date (Yeard Month( Day)
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Foreign language
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tive in case of a
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I hereby apply for the examination for accreditationd accreditation renewal of the foreign cell
processor by Article 81, Paragraph 2 applied by Article 84 of the Ministerial order on the Safety of

Regenerative Medicine as indicated below.
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Ooooooooo

Number and date of the accreditation
(In the case of renewal)

ooooooooooo
Name of the cell processing facility

gooooooooood
Location of the cell processing facility
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Form No. 26 (related to Article 84) (Reverse

side)
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Name of the manager of the cell pro-
cessing facility
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Fee of the examination
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Remarks
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0 Notesld
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Use paper of Japanese Industrial Standards Size A4.
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Applicant should submit an original form.
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In case there is not enough space to fill in all the information in the column, write “See

attached paper” in the column and attach another paper on which all the information is

written.
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Attach to the reverse of this form a copy of the document proving payment of the fee specified

under the Cabinet Order on the Safety of Regenerative Medicine through a bank transfer to

the account of the Pharmaceuticals and Medical Devices Agency.

0 0O00bOO0oobobooooboboo0ooobOooUobDbOooooDboooobooooooo
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If the applicant has previously been the subject of the examination for accreditation of foreign

cell processor by the Pharmaceuticals and Medical Devices Agency, specify in the column of

“Remarks” the date of the previous application and the notification date of the result.
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