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RRAEE 2 CGENH=4BR)  (GB—im)
Form No. 22 (related to Article 83)(Page 1)

e FE ML 4 55 LS TR E R

E=c N

H=

Application for accreditation of foreign cell processor

I

Date (Year / Month / Day)

JEAETBR L
To Minister of Health, Labour and Welfare
;X
" B Japanese
Address AHESC
Foreign language
;L
Japanese
K 4
Name S\ E ST

TRRO LB Y, FEEMIIN THWEDORLE DRE 2T 72V DT, FHERRS OZEMEOERE BT 2 IEREE394M 2 HIZB W

THEM S 2 FHEFIBOAH 2 HOBREIC L OV HFE L ET,

Foreign language <

~
BN B> TE, FI2 D FEFTOFTE R

Location of the head office in case of a
corporation

BENCH - TL, R OTREFDRA
Name of the corporation and its
representative in case of a corporation

-

\

/

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.

1 FREMIIN TSRS R & O RS # (B9 5 I

Manufacturing facility and applicant's information

i

FrEA NN 455 SLE IR O 4 7

Name of the manufacturing facility

R R RN Ty 5 B B R D TR

Location of the manufacturing facility

JisEHE T D | K4
HIE Name
Details of the

manager of the
manufacturing ik

facility Career summary
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(58 — )

EBEATHIRBORS (EADOLE)

Name of the executive (in case of a

corporation)

g4 GEANICH -
Tik, EDEHETT
%z

Applicant's
disqualifications
(including those of
the executive
engaged in the
services in case of a
corporation)

(1) 95058 118
OHEIZLVRESE
BoEs ez &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

(2) #EIHLL DT
CRE bRz &
History of a court
sentence of
imprisonment or a
severe punishment

(3) BMRIEA T Z
FUTFES A3 T3E
KLIzZ &
Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

%:«%}i&% L&D &3 2B gl T4 % Ofl
=

Types of planned specific processed cells,

etc.

N DM £ F D

U bomT 206 Lt

EAAIM T

Human cells derived

B OIS
B OO T
% it U 7= R E A
Hahn 4%
Animal's cells
derived

(LA OfthoF
EIZE 0B LT
EFIRE

Nucleic acids

25 # 0O G4

Applicant's contact information

charge

YRS R O O K4,

Department and name of the person in

[
Telephone number

FAXTE 5
FAX number

EFA—NLT KL A
E-mail address
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(BEHE
(Notes)
1 FAOKRESE, AdEThHIL,
Use paper of Japanese Industrial Standards Size A4.
2 I, FRI2@EETDZ L,
Applicant should submit one original and one copy of this form.
3 FHEHOTEMRICZ OFNHFHEOLTE LM T 2ENTE RV E 2, R TR
DEBY, | LR, BERGTHZ 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 THFEEOREEE] MITSFZEREI VL &L T LRl HD L&
(DIZD>TIEZOHE L OEA HZ, (2)MICh > TUTZD0H, I, HOMESEA A
KOZOPITEEDY , TPITEZIT D 2 LN Ro72 58T TOFEA %, (3)M
oo CELDOEROFEROER LIEA B2y 22 &, [BRIES] i3, H4E
[R5 DR M DRI BT 2 IRRIE394E 2 TUS W CHEM -2 [RITA I35 556 4 THER 3
TICHETDETERTLOTHD 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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A R TE RN N L4 S SR I TR R R
A K Application for accreditation renewal of foreign cell processor
Revenue Stamp S A H
Date (Year / Month / Day)
JEAETARE B ST e S
To Minister of Health, Labour and Welfare EA k. Ho Tk, £ E{?Z’#Fﬁ D FTTEH!
o Location of the head office in case of a
J corporation
& B apanese

{ >

Address s EC

Foreign language

G /
. e N
ENCH - TE, AR OCRERE DKL
X Name of the corporation and its
K4 Japanese representative in case of a corporation
Name  4MEX < >
Foreign language
- >

TRIOE B | FPEMI T FREOREFHO T 42 T 7200 T, BEEREOL VORI BIT 2 IEHEE39%5% 2
BB THEM T 2 83650F 2 HOBEICL W HFFL £,

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 FEMRN T s i & O WEEE (2B % IR
Manufacturing facility and applicant's information
TR A= T &5 &3 AR EMIEIN Ly
IR D hEaE T Rk OREFRH A

Number and date of the accreditation

W =T XD & T 2RI Ty
T % D40 R
Name of the manufacturing facility

FOEREDX 53 O FEtiain Ty O FrEMms
Categories of the accreditation specific processed cells specific nucleic acids

EHEHRIE
Changed items
Pl
THENE Before
Changes LA

After

UL SBE e
Reasons
MEHZL N H LA, FREAZEE L GEfRT5 2 &

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




FREE A B\ TUZBEER)

(€ i)

Form No. 25 (related to Article 84)(Page 2)

I NN T4y 56 B e oD T

Location of the manufacturing facility

g% A AT 2 BT B
FIH
Details of the

manager of the
manufacturing

facility

K4

Name

W JiE

Career summary

corporation)

EBEITHOHRBEDORL EANDSHE)
Name of the executive (in case of a

MEEH (BALH-
TiE, EO¥EFEIT
IBEET, ) O
KKGSRIA
Applicant's
disqualifications
(including those of
the executive
engaged in the
services in case of a
corporation)

(1) L5505 118
DHEIZ L VREE
moiEEhizZ &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

(2) FAILL BT
g oniZ &
History of a court
sentence of
imprisonment or a
severe punishment

(3)BIFRIET XX Z
UCES ST E
KLizZ &
Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

b

etc.

ByEa L Lo &9 2 ReEMI N TS o

Types of planned specific processed cells,

O

INOL o= =0
oo N L% Jiti U 7= %
TEAMARIN T4

Human cells derived

Y ORI
FEOMMONML
% it U T E A
T4
Animal's cells
derived

LFE R E O 5
BT L AR LT g
TEALTRS

Nucleic acids
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2

FEEE DU S

Applicant's contact information

U ERSE S UH Y O R4
Department and name of the person in
charge

b
Telephone number

FAX% 5
FAX number

W RA—LT FL %
E-mail address

(BEFm)
(Notes)

1 FAORESIE, AdET22&,

Use paper of Japanese Industrial Standards Size A4.

2 f#RHE. ER1TWMETDHIL,

Applicant should submit an original form.

3 HEEOREMICZ ORBMFEDOETERLHMT D FNTE & T, FMc THT
DEBY, | LU, AERMNTDL 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 10O THFEEOXKEEFE] MITUYRFENR RV ZT ME)] LREEL, D L&,
(DD > CEZ OB EOEH BE, (2)lch > T+ oF], ., FlofEdEs A
EREOPTERDY | MIFHITEZ T D LB Ko HATEOFEARZ, (3)M
o TEZDOBEMOFERCER LIZFEA BETHT 22 L, TBERIED] &k, B4E
FEHE DL VDRI 2 IEMHEE395RE 2 HIZIB W CHER 3 5 [AVESE 3655 2 TEICHS
WCHEM T 2 AL E 4 THE 3 BICHE T 2B EETLOTH S Z &y,

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 WAFME, BATMEREIZERE T2 HEEEOIERIZAY | HIZ LRnZ &,

Put revenue stamp only on the original form. Do not cancel it.
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2 AT DEOERE

LS R O Y F O K4

A,

FAX%ES

BTA—LT LR

(B $78)

1 FAOREZEIE, A4LTH2 4L,

2 #HIEF, ER1EBETEH L,

3 BEHOLHMICZORBFEORTEER T2 HENTE V& XX, Fic MBI
DEBY, | LR, JIEEIRMNTDLZ L,

4 1o TEHEE2TL2EORS] IS UExE20McTF =72 ANBZ L,

5 1o mHET5H5OEEER] MIXSFZEEN LN E X1 ] LE#EL, b L
. (DRZH - TUEZOMEKROFEH A%, (2)BIcdh o L2 0g, M. HOMES
HHEHEOZFOITEEDLY , IBIT2Z D2 R R RoTEEITFOEN H %,
(YWD > TIHEZLDOEROEFEFEL OER LIZ4EA A E2REHTE 2 L, TERES) &
E. FAERSORLMEOMRICEE T D IEAH515EE 2 SISV CHI T 2 VA 3555
ATEE 3 B M ONENESES 4 3 HICHET AESEET O THH Z &,



