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FRAEE —+ GEF=5RE%) GB—m)
Form No. 22 (related to Article 83)(Page 1)

e E MR T4 5 G TR E R &
Application for accreditation of foreign cell processor

S A H
Date (Year / Month / Day)
JEAGTERE B e N
To Minister of Health, Labour and Welfare 0% ENTH > TR, E2 2 FHFT OFTEH
Location of the head office in case of a
& Japanese corporation
Address HEISC < >
Foreign language
mor ENTH > TR, AR OREE DRA
Japanese Name of the corporation and its
K 4 representative in case of a corporation
Name ViNESR's < >
Foreign language
- J

TRO & BV | FEMIN TYEORLEDREZZ T2V T, BAERREOZ OSBRI 2 IEHEF94E 2 HIZB W
THER I 2 [ANEF35 4 2 HOBUEIZ L HFE L £7

I hereby apply for the accreditation of the foreign cell processor by Article 35, Paragraph 2 applied by Article 39, Paragraph
2 of the Act on the Safety of Regenerative Medicine as indicated below.

At

1 RN T S ik K O GG 2B 5 HIH

Manufacturing facility and applicant's information

e FE LN T4 % LS Hii i 0> 44 B

Name of the manufacturing facility

e AL N T4 % T ffi i 0D BT A 4

Location of the manufacturing facility

MiFR EHEICET 5 |4
FIH Name
Details of the
manager of the
manufacturing 179755

facility Career summary
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Form No. 22 (related to Article 83)(Page 2)

HEBEATORBDORA GEANDLE)
Name of the executive (in case of a
corporation)

(1) 55055 118
DOBEIZ LV REZ
moEshizZ &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

HEgE (EANICH -

TIE, ZO¥EBEAT
IBEEEL, ) D
RI&SRIA
Applicant's (2) FEETRILL oo
disqualifications e oz b
(including those of ~ |History of a court
sentence of
imprisonment or a

the executive
engaged in the
services in case of a
corporation)

severe punishment

(3) BfRIES L2
AU S srisiE
KL=z &

Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

) ORISR

Wiz L& o &9 28 EMRIn Ty o NDOAIZEE /2 D R OMOIL s=asyreanliinayi

1 UofnomtaimLres |O wirmem |O Eicrv s Lrts

Types of planned specific processed cells, JEMIREAN T4 T4 TE RIS

etc. Human cells derived Animal's cells Nucleic acids
derived

2 HIREH OBEAEI

Applicant's contact information

FHS R L O B D R4
Department and name of the person in
charge

T Rh
Telephone number

FAXZE =
FAX number

BFA—NAT FL X
E-mail address




B T GBI =5RE%R) GBE=m)
Form No. 22 (related to Article 83)(Page 3)

(R EFH)
(Notes)
1 HAMOREIE, A4L952 L8,
Use paper of Japanese Industrial Standards Size A4.
2 RHIE, ERI2@ETDHZ L,
Applicant should submit one original and one copy of this form.
3 FHAOREMICZ O FHORTETLMT HFNTE RN E EITIE, RIS T
DEFY, | CREEL. HIRERMATLZ L,

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.

4 10 THFEEORMEH] MITYHFEENRVE X M) tFdEL., HDE X3,
(IMICH > TUIFOHB KR OEA HE, (2)MICH > TTFDE, A, FomMEEA |
FOZFDOFITEEDY . IHITE2 22 2 ENRL o= H8ITF0FEA A%, (3) 1
o> TUIFDOENOERELER LI-FH BEZR#T 2 &, TERES) i3, B4
B DL M OMELRIZEE T 2B 2 THIZB W CTHER T 2 REE35FE 4 THE 3
BICHET 22T LOTHD Z &,

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 sentence/parole
completion.

(3) Description and the date( year, month, day ) of the violation(s). Term "related Japanese laws" refers to laws and
regulations prescribed in Article 35, Paragraph 4, item (iii) applied by Article 39, Paragraph 2 of the Act on the Safety of
Regenerative Medicine.
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(SRS Application for accreditation renewal of foreign cell processor
Revenue Stamp AR 5|
Date (Year / Month / Day)
LG ECE B -~ \ o
Minister of Health, Labour and Welfare ﬁﬂ_/\@:‘ Ho Tk, F= E)‘%T%Jjﬁ DFETEH
ST Locat1on' of the head office in case of a
o Japanese corporation
e P

<

Address  #|[E

Foreign language

- J
e e N
ENTH - TE, ATHKONREEORA
LS Name of the corporation and its
K 4 Japanese representative in case of a corporation
Name ShE <
Foreign language
& J

EO LB Y | TN TSRS ORE O W AL 20 DT, EAEE R O A DRSS [ 5 B304
- BT % 365 2 HOBEIC L 0 I LE T

ereby apply for the accreditation renewal of the foreign cell processor by Article 36, Paragraph 2 applied by Article 39,
agraph 2 of the Act on the Safety of Regenerative Medicine as indicated below.

s

R E RN T S sk M O HREE 1B+ 5 90 R
Manufacturing facility and applicant's information
SR AT k5 L B T
R O ik 2 7 M O EHH H

Number and date of the accreditation

BT e T &9 &9 2K T 55
W HER D4R

Name of the manufacturing facility

RO O EEMN T O Rk
Categories of the accreditation specific processed cells specific nucleic acids

AL S
Changed items
25 B
EHANR Before
Changes I

After

25 BB
Reasons
KEHZUR b LGAIE, FRREAZET L (R 22 L

Tf there are multinle ctibiecte nleace conv and deceribe the column
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Location of the manufacturing facility

i Ed e bl )
4R o
Details of the ame
manager of the -
manufacturing Wit 5%

. Career summary
facility

EHAITORBE DR EANDEA)
Name of the executive (in case of a
corporation)

(1) 15550555 118
DOHEIZ L VFRIEZE
WmoiHshizZ &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

HEEE (EANICH-
T, TOEBEIT
IRBEGL, ) O
RIGERIA

S (2) FEIH LL_E DI
Applicant's A BT T
disqualifications History of a court

(including those of
the executive
engaged in the
services in case of a
corporation)

sentence of
imprisonment or a
severe punishment

(3) BIRIES XL Z
AU D A3 I TaE
KLT=Z &

Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

WiEE L XD &7 D ReEMBIN L% o
|
Types of planned specific processed cells,
etc.

O

AN DHIRIZ 55 D
O T % B U 7= %%
TERIAEIN T4
Human cells derived

¥ DM B
=2 OO T
% L 7= 45
Jahn T4

Animal's cells
derived

{bFE R O
EIC X0 AR U724
TEAZ IR S

Nucleic acids
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Applicant's contact information

FHAHEEE R OME S 2 D K4,
Department and name of the person in
charge

R

Telephone number

FAXE =
FAX number

B A—NLT RLA
E-mail address

A} S IH)

tes)

1 HOREZET, AdeT5HZ Lk,

Use paper of Japanese Industrial Standards Size A4.

2 R, ER1@mETHZ L,

Applicant should submit an original form.

3 HHEHOLEMICZONKFHEHORTERLRKT L2 FNTE VL 12X, RIS TR
DEFRD, | LR L, AR L,

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.

4 10 THFEFEORMEE] MITYRFENRRNE T M) LEEHEL, DL ET
(OHMICH > TIZOHBELOMEA B A2, (2)MIcdh > TTZE 0], JH. JHoMEFH B
LOZEOHITEEDY . IBITEZ T DB RL RoGRITFOFEA B A, (3)M

> TUIZDEROFRLER LIZFEA BE2R#T 52 &, BRIES) &%, B4
l:f%%?@zr PEDOWEPRIZ BT DIEMERE 39 2 HICHB W THEN 3 5 [RIIEH36 55 2 THIZE
WTHEIT 2 RVEHE35RE 4 HE 3 S HET 2 IER ZH 70 ThH L 2 L,

Write down “No” in each column of (1), (2)and(3) if an applicant doesn’t meet any conditions of its disqualifications. If .
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 sentence/parole
completion.

(3) Description and the date( year, month, day ) of the violation(s). Term "related Japanese laws" refers to laws and
regulations prescribed in Article 35, Paragraph 4, item (iii) applied by Article 36,Paragraph 2 appied by Article 39,
Paragraph 2 of the Act on the Safety of Regenerative Medicine.

5 UAEIRKIZ, EAFEREICERETO2HEEOIERIZAY | {HHIZ L2 &,

Put revenue stamp only on the original form. Do not cancel it.
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(HEFH)
1 FAoOKRE I, AdLT52 L,

2 fEHIE, ER1BETHZ L,
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DEBY, | LR L., BIREIRHTHZ L,
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