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PR DR RMEDFELRIZEE T DL 65 2 HICK W THER T 5 [RITEH 3555 4 TS 3
FICHET HIESEET O THDL Z &,

5 ARG, HFEARRICEHT 2HFEEDOEARIZORMY | JHEIZ LRI &,



RREEE 4 GBI\ =50k (GE—im)
Form No. 22 (related to Article 83)(Page 1)

5 E M RN T4 S5 SERE E H RE
Application for accreditation of foreign cell processor

e A H
Date (Year / Month / Day)
JEAEGERE B 4 N
To Minister of Health, Labour and Welfare - BN - TE, £ 2 FEHT OPFTEH
Location of the head office in case of a
& 7R Japanese corporation
Address MEISC < >
Foreign language

EANCH - T, AR OREEDORA

X . .
Japanese Name of th(—“-j co.‘r.'poratlon and its .
K 4 representative in case of a corporation
Name ViSEh' < >
Foreign language

- /
TRRO LB, FEMINTYHEOREDRELZZ T T2 WO T, HAERREORZEMOHEREICRE T D IEAHI9RSE 2 HICE W
THEM T 2 [AIEHE35RF 2 HOBUEIZ L W HEE L £,

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.

s

1 FpEM Ty RhE s i O HEEE 2B 5 FIH

Manufacturing facility and applicant's information

R TE AR N T4 %5 B i R 0D 44

Name of the manufacturing facility

R AN T 55 i M % oD PIT(E i

Location of the manufacturing facility

MiERE BRI D |RA
HIH Name
Details of the
manager of the
manufacturing & &

facility Career summary




FREUEE 4 (B =5:B%) (85 —im)
Form No. 22 (related to Article 83)(Page 2)

EFHITORB DKL EANDOSEE
Name of the executive (in case of a
corporation)

(1)7E5505%5 118
DHEIZ L VREL
BoEasni-z &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

i (BEANCZH-

ik

TIE, TDEBEAT
B ARG, ) O
YN =S
Applicant's (2) AL, BT
disqualifications Aoz L
History of a court
sentence of
iImprisonment or a
severe punishment

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

(3)BIRIES T Z
AUTEED L3I iE
KL=z &

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

Y OB
NOHRIZEE38 7 D FZ OO T VG R Dt I

Witk L& L D HEMIRM T SO | o
¥ momTzmLr-e | O #mirsmem U wmizro £k e

TR

Types of planned specific processed cells, TE RN T4 flel T4 TERL RS
etc. Human cells derived Animal's cells Nucleic acids
derived

2 HEEH OEHE

Applicant's contact information

FHY RS K O 35 00 (K4,
Department and name of the person in
charge

AT
Telephone number

FAXZE &
FAX number

B A—ILT RLA
E-mail address




RREEE 0 GE\+=5:B%) (85 =)
Form No. 22 (related to Article 83)(Page 3)

(R EIH)
(Notes)
1 HAMORESIE, AdeT252&,
Use paper of Japanese Industrial Standards Size A4.
2 RHIX, ERI2EETHZ L,
Applicant should submit one original and one copy of this form.
3 HHEHAOREMRICEORMFHORTEZILHT H2ENTE RV E ZTE, A T
DEBY, | LRl L. BREIRMT 2 2 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 THFEEORKEHE] MITLHEEN NG XX M) LEHEL, H5 L x0T,
(IMICH-> TIFOBEBEOEH Ba, (2)Ich - TT2 0, M. FowESEA A
BOZFOHITEE DY, XUTPITE2ZIT D2 DR o2 B BIXF0EH B4, (3)H#
WCHoTEZFDOERDODEFEELVER LT-FABER#H T &, TERES] &k, 754
PRI D AME ORI B 3 D I 395RE 2 HICB W CHEH T 5 [RITESH355: 55 4 TR 3
FICHET HESERTLOTHDH 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.



RS R GBANHIUZRREERR)  GE—im)
Form No. 25 (related to Article 84)(Page 1)

LGN
FI

Revenue Stamp

JEAETERE B
To Minister of Health, Labour and Welfare

RO LB KrE i TG oRE
THIZRB W CHER T 2583655 F 2 HOBEICLD

Ry e RN T Ay S5 UG RR E I O A
Application for accreditation renewal of foreign cell processor

G H

Date (Year / Month / Day)

X

Japanese

HHE L

Foreign language

X

Japanese

FMESL

Foreign language

<

<

. . e
BENCH - TiX, E722 FHEITOFEHR
Location of the head office in case of a
corporation

-
/
ENCH - T, AR OREE DRA

Name of the corporation and its
representative in case of a corporation

-

4

4

HOEH Z22T 720 DT, BAEEREDLZDIEDOHMREICRET 2 IEFE395%5 2
wLET

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 indicated below.

1 e N T4 %5 Sk fi i K OV i

(ZB9 5 FIH

i

Manufacturing facility and applicant's information

SR D Jiiax 7 & & OB EFH A
Number and date of the accreditation

BT &%) KO & D R o in T

& AR DA TR

Name of the manufacturing facility

BTz & 9 &9 D RrE i TSR

RRIERED X 5Y
Categories of the accreditation

O FeEsiien T

specific processed cells

O ek

specific nucleic acids

g AL
Changed items

72 LAl

BENRE Before

Changes E %

After

pAL B2

Reasons

KEEGLAD D DG EE, ERREAEZEE L GRETo 2

If there are multiple subjects, please copy and describe the column.



R - GBNHIUZREEER) (B —im)
Form No. 25 (related to Article 84)(Page 2)

R AE N T4 46 G fti OO BT (£ 1t

Location of the manufacturing facility

ik BEA (B4 %
R o
Details of the ame
manager of the e
manufacturing s 1

s Career summary
facility

EBEITOREBE DKL EANDOLEE)
Name of the executive (in case of a
corporation)

(1) 155054 1 18
DHEIZ L VREZE
oz e
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

P (B D -
TIx, EORBEA
5 EREET, ) O

FRIERA (2) HASHILL_E
Applicant's AL BT 2 &
disqualifications History of a court
(including those of |sentence of

the executive imprisonment or a
engaged in the severe punishment
services in case of a

corporation)

(3) BAfRIES X%
TUZHAS 31T
KL=z &
Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

-
e

) DAL B
BEa LX) &9 2R e Ty o N DOHIFRIZEE 482 D ETOMDOINT LB T DM T7

55 O oz L | O afilessem |0 i kv Ak Lk
Types of planned specific processed cells, TE RN T4 F N T4 TERLR S
etc. Human cells derived Animal's cells Nucleic acids

derived




R R GBANHIUZREERR)  (BF =)
Form No. 25 (related to Article 84) (Page 3)

2

FEET OGS

Applicant's contact information

FH RS e O Y D K4
Department and name of the person in
charge

A
Telephone number

FAXZE: =
FAX number

B A—LT KL A
E-mail address

(B EFIH)
(Notes)

1 HORESIE, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 I, ERX1@ETLH L,
Applicant should submit an original form.
3 AHHOLHMIZEORLRHEFHDO R TELHMT 2ENTE RV E L, FMIC MBI
DEBY, | EREEL, HREZIRTT S 2L,
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 THFEEOREEKHE) YR EENRNE ST TE)] LRl &5 L &3,
(B H > TUXEOHBLOHEA BZ, (2)Mich > TTZ0E], ., HoOMESH A
LREOPITE KDY THATEZITH 2 N o GBI EOFEA B Z, (3)H#
2> TLEDEROFERELOER LTAFEA BZRET 52 &, TBMRIES) Lk, B4
IR D M ORI BT D VEREIE3955 2 THIZ R\ CTHEH] 3 2 [AVER36 L5 2 THITk
WTHER T A RNEHEISSRE A TS 3 5 ICHET AR EZHET O THDH 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 36,Paragraph 2 appied by Article 39,
Paragraph 2 of the Act on the Safety of Regenerative Medicine.
5 UIAHEWKIZ, BATEREICIRET 2 HEEOERICH D | HEIZ LnZ &,

Put revenue stamp only on the original form. Do not cancel it.
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B B GB/UHRRBMR)  (Eim)

2 JatHET 5H O

PR M O 3 D R4,

G el

FAXES

EFA—ILT RLA

(RFEFH)

FAOREZE, AdE35H2 L,

FHIZ, EA1@ETHZ L,

AIHH OFLEMICE OFREHFHOL TEFLMT HENTE 0 & X (X, A THHK

DOEBY, | EEHEL, BIRERMT S L,

4 10 TEHETLHIEOR ) TS CAXEL2OMTF v 72 AND T L,

5 10 gz T2F50EIEFEDR] MITYZFERWE S ) LFiEL, oL
X, (DIIZH-> TUEZFOBEHBEOFEHA B A2, (2)ch > TEZ 0], . FofEF:
HAERORZOPITZ KD, UTPITE2Z T 5 2 D8R o BEITFDEH A %,
(VM H > TIFDERDOEELNER LI-EH B E2R#EH T2 L, TERES] &
%, FAEEREOLSMEOMRIZET 2IEHEELIERE 2 BB W THIHT A RNEH 35S
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