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A B 4B (HE)

(B & ¥m)

1 FA#MoOREZZ, A4&THZL,

2 iRHiz, ERIz2@ETEIE,

3 FAEHOREMCZOREFHOLTEREST I TR TELVE T, FMC THH
DB, | LR#L, AR TAI L,

4 10 [HHEFEOKRESIE] ML EEARVE XL ) LML, 55 L &1,
(DMicH->TRHTOBERVEA R E, (2)Micho TidzoH, M, MeomEER R
EREOPITERDY, NRRITEZT2 28k EHERETDEAREZ, (3)#M
KKhoTRHZOERKOSERER LEZFEABATEM T, (HRES) Lk, B4
ﬂﬁﬁ&%%ﬁ.aﬁﬁﬁ B4 2 EESEGEBABE 3 FICHET AR ER T LOTHD

BRAFE L (BEE+=5BE)

. asear | OSBRI
A AL %55 B 0 T ﬁ bl w

EAChoTiR, 0

FrEHARIN T % RS HERR O 4 R

R TE AN T4 S5 BLE MR O TR

BAEEREOZ ORI HIAMEAE 1 MOBEIC K 0 FFel S A07 55 E MR TS s
FEETHLZLERAT S,

F H H
A 5 KR Fl
R &
R0 F A H »b
£ A H ¢
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BAE A (BEEHIEBER

B AR T S R TR Al HIEAE

W REERE B

TRo LB,
THERBEINEOREI LY BTHET,

£

g g | BEAKBoTI TR
U asgsmopiict

BRUORKREORAY

AT 7
s 55 *ﬁ>f&oda,ﬁ3 v

!

TE LN T4 5 B Wi st o
5. A H

i e

R W HE O K4

P E AN 4 T S B R OO 4 R

aFAlRIED [ 47

O el T4

O FrE s

EH S

EHEHH A

EX S

MEHGRY A B D8

(B
1 F#oOREEIL, AdLTHZ L,
2 RBHIE, EX1#@ETEE,

FRECHAZHT L TRETL 2L

3 HEHOTHEMIC meﬁ%HﬁSWdﬁ.ﬁ%%@ﬂa.d%#fww [k o

Dk, | LEBL. BERMATSZ

IHIHE

H

FrEMAaM TS ORGEOFRIHREZET Lo T, FEERFOEZEORRFTICH

HAF+E (BELEHAE FAHHEREFR Em

Form No. 17 (related to Article 76 and 84) (Face side)
A #F Al
EIE T wE

Revenue Stamp

e T

Application for rewrite issue of accreditation

s H A
Date (Year / Month / Day)
P K g. "
MR RE
To Minister of Health, Labour and Welfare or
the Director-General of a Regional Bureau of Health and Welfare
K30 HEATH - T,
g | Er-HEBHO
PTTEHE
Address  #L[E Location of the
Foreign language head office in
case of a
corporation
(BACH-TE. )
o HHEPREEFD
Japanese K4
K 4 Ehreaeie s oy Name of the
Name S E A corporation and Y
Foreign language its representative
in case of a
corporation
o B,
FRorsy. o R 0@ ehE, FERRSEOREHOMRS CHT SIS

HABTORE 1 H (FEURICBWVWTHERATLHEGE2E, ) OHEICLIVHIFLET,

I hereby apply for rewrite issue of accreditation by Article 76, Paragraph 1 applied by Article 84 of the
Ministerial order on the Safety of Regenerative Medicine as indicated below.

i

e E AR T S RGE MRk O Mist F 5 K&
FFAEA B XIIEREEAR
Number and date of the acereditation

FETE RN 4% S WS HE Rk O 4 B

Name of the manufacturing facility

FERE R

specific nucleic acids

FF AT Rk - RRAE D K A3

Categories of the accreditation

O ‘eEdfnTY a

specific processed cells
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BB HE (BEHA%E SN HEEREFR Em
Form No. 17 (related to Article 76 and 84)(Reverse side)

AL
Changed items

2 BT

Before

EHPNE AL After

Changes
ZEHEA A
The date of changes

EEHHA

Reasons

HEFHESAHIHEE, ERAEAAET LTI L L

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

(B EEH)

1 HAoRE S, AdLTHZ L,

Use paper of Japanese Industrial Standards Size A4.

2 @B, ER1BETHIE,

Applicant should submit an original form.

3 HEHOLEMCEOREFROETERLIT 52 EA TERVESITE, RMIIC TR
wEkY, ) EREBL, IRERATIZL,

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 HAEOFEMRN TYSMERES Cho TR, AEEICL Y HETFOEMEATERA %
W52 L,

In case of foreign cell processor, the address and name of the appicant should be written in

Japanese and foreign language.

5 ARG, BEAGERE I REERRICRHT SR EFCEEY . HEEZ LRV
W °

Put revenue stamp only on the original form, not on its copy. Do not cancel it.

BHAFE N EEHtsk, BN FHEEER)

" A AL
o w g PRAHEHE
4 A
EE A PN o~
7 A R
& F BACh- TR, -
A BAHEHT OFTTE#
g g | EABSTE, 4
ROREH OR4
. ) #OW ORE . . i o
FROLBY, o o o OELMNE, BEERSORSIEOHRSICHT 5 ERETRI

WUTRE1H FURCBWTHERTEE2GE, ) OBREICLVBHLET,

i

R E MERE N T 5 G i o MRk S R O
FFAEA B UTERESEH H

T AN T4 S B s D 44 B

FFALAL - RELO KA U smiain T4 O i

(T H RO

(R

1 HHORESE A4LT5HZL,

2 fEIE, ERIEETLHIL,

3 AHHOLEMCTORRFEOETELMTHERTE AV L ZITE, FMic THIRK
DEBY, | LERL, AEERCTHL

4 SEOFEMEMNTHSEFEES ICho Tk, SEEICL Y BEHEOEREURE %
WiTdZ &,

5 AHEGE, BEAEFEAEXXIHAEERRICEHTSPHTICY ., HAZ LT
WO
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BEGE R GREH\RBIMR)  (m)

5 AR T8 S A TSR o A
i y:] H
WHEERE B
5 *$>n@oaa,ﬁﬁmﬁﬁysgmg *
K 4 *m\fﬁ&odﬁ, LR UREEDLS *

FRid L B0, HEMRNTHSOREDTFTOTHREZH 2V O T, BEEREOZLEOMIRSICMT 3 EHH65% 21
IZBWTHAIT HEIERHISRB 2 \OREICLIVEFLET,

i

1 AT S R MR B X B 1 B 5
AT E 5 L 5 AN L
FERER IR 5 R ORI A B

WAL D L% A TS B

SR 4
TR0

o [EEE

EENE e
LT

HHEES S H OB, LA AHE L Cms H o
WA T LD Lo AN T
IR O FTLE
MERER TS [KA
i35 FE
EBATIORAOKS (EAOEHE)
(1)EEE4 9508
Pz k0 SFRT AT Y
BEnkZ L

HEEE (EAILh-o
Tik, TOEELIT [(2)280 Loz
SHRREED, ) © [EbhEZ L

R T
(3)MFER LD
123 < MAriTiE
i O bl

I Wi 0 SN s .
A DN 3 7 D LA a T DD S
WELES b+ asemmmTasomns (O womTemal s O wmwmﬁwﬁ O 3 EyAm Lk

SRR T 4 R TR

2 HIEEE O

FH5 R N Y DA
fE el

FAXE B
BFA—LTFLA

HEUEAL GEEH\RME) ()

(HE¥FH

1 HAMoOKEIE, AdLTHZE,

2 i, ERlz@ELIdEZL,

3 FHEAOTIEMCZOREFHOSTERIRT2F0 cE v L Fii, FMic Tk
DEED, | LREEL, BIERMNTSZ &

4 10 THEEOREEHE] MITYEERENR LSk T8 LEEL, 5 L&
(1Mich->TIREOEHRUEA B E, (2)MIcdh-TidEodl, M. MomEER |
BUFORITERDY), REBRTEZHL LA RoBARE0EABE, (3)4
Zho THEDEROEERUER LIER BERIRTA 2 L. TEIRES) Lik, BE
EREEDE ORI 5 ERE6RE 2 HICB O THEHT S RIESEBFFE 4 HE 3
FioRETAESERTLOTHLZ L,

5 WRAHHER, BEEERRICEETIHHEHOERIZOLMY . HAE LA E,
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BRAE A+ BA—FEER)  (FE

w "

o 4 A i3, 1
S R T

A E

MAATEGE N ERAE RS SR EERE B

{E

% m>ﬁ%odﬁ_wﬁ
E % S H T O EH

& % EACH->TIX, AFF
; BUREEORS

: N — N . T . -
FROLBY, HEMAMTHEORED L oo CREWEEL, BARKEORS

PEOTERFICT 2 EHmITRAESIRE 2 HOBREIC LV HEELET,

B
i AN T T e R O Bk 3 B O
FFAEH B (EHORA)
HrE AN T S e O 4 B
R L 1 5 L R R 0 T TE R
FFATGED K 4y O Fe MR T4 O e e
iR E R D4
ATk o4&
M ERE B O Y
DA
M Eab &
FAXEH
BT A—AT LR
{iii %
(B %m)
1 FfEokE X, AdLT52 L,
2 fEHiE, ER1@BETHIE,
3 HHABORHEMCZORHFHEOLTEZIWTHERNTERVE I, FMIC THIK
ey, | LEEEL, MEERMTEZ L,
4 ZhETIHEBCLIMEDHICRLIMAEEZZT LI L8HLBEITEX. [HE) W

VARl A H R OV A HIZ W TRl 5 2 &
5 MAEERFOREMOHTEICHET D IERMBTS ISRV TED 2 PEEEEMO N EIC
BNZAKEZ L EET 2 EEH (RETEHRAGRIES) OFELEZRMATL L,

B (A& (B

(FEeHI)

1 TP RITEOEDICH AT OIRARROE S, £ L IFASZIE, FINGE
=, ARFEMESATARLHBERHY T8, THOARE R0 6T T
LERTEET,

2 FomEMCREShL TV ABRAMEOTINELERTEET,

3 FARFETT, a—LEELEZHRMALTLEZ N,

4 WERF#HO REFEHOE) (ZoRKORORE) &, BT 5
REFEEHEASZREBEOE LOSEN —H LTI Z L& L TRELTLEE N,
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BRAE -+ — (BN TE FNAHEEER) -

S Ty T O s wm

|

BE
WEDTH A
JEE A S WA »
WA R
MSTFT ECE N B TR B R 24 2 B L Al
i ]
TROEBY, BEMNTHEOWNED Maamm CRDMEDRRE, HEERED
) A
BIEDEH
et OMMRSICMET HIEEERASE 4TH (BEOEFHE 2HICB W TERTAE84 5T, ) ORFE!
0k L E T,
it
5 RN T4 S5 s e OO Wi 5 K OF
FFAEA A OURRESRA A (EHOHS)
T RN I T4 5 B W ot 00 2
T BB K 5y O #5Esilain T O et
HERE
%
(BT

1 HARORESIZ, ARTERKBRA4LTEZE,
2 FHEAOTEMCZORRTFHEOSTE2RMTH2ERNTE LV E T, R T

DLy, | LEBL, MMETEGTLIL,

#HAF D EATERME) B-m
Form No. 22 (related to Article 83)(Page 1)

FEEMBL T S RS E T &
Application for accreditation of foreign cell processor
& H H
Date (Year / Month / Day)
EAEFEAE B
To Minister of Health, Labour and Welfare EANCH-TiX, EZ2EBHORER]
Location of the head office in case of a
corporation

oo
& Japanese
Address  #MEIX

Foreign language

EAILD- T, ABRCRBEDOEKA

o3 ' :
Japanese Name of z:_” corporation and its .
K 4 representative in case of a corporation
Hama SHEIE %
Foreign language v.

g I

TROoLEn, HFEMRNTHEOREDORELZ T VO T, FEERSOTEEORESICMT 5 EMERE 2 HizH Y
THATARESESAE 2 HOBEIZ L VB LET,

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 FERAIN LA S B SRR R U R B S SR

Manufacturing facility and applicant's information

A REA LA T4 S MR O 4 R

Name of the manufacturing facility

i E RN T S B B O AT EE

Location of the manufacturing facility

HWRREEEICMT S KA
E 2 Name
Details of the
|manager of the
manufacturing i3

facility Career summary
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B T BA=4MM) B2
Form No. 22 (related to Article 83)(Page 2)

EBH T ERBEORA GEADES)
Name of the executive (in case of a
corporation)

(1) #5604 170
OREIC L VEREE
mbiHshizZ &
History of having
accreditation being
canceled pursuant to

50, Paragraph 1

PIEE (EAICH-

the provision of Article

T, FOEEET
JRBEED, ) ®

peri= 3t

Applicant's (2) el oz
disqualifications ALz b
(including those of |History of a court

sentence of
imprisonment or a
severe punishment

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

(3) EfRiEFXIE o
hic S sy icil
Rl
Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

Bigd L X5 L4 s TS o
ki)

Types of planned specific processed cells,
ete.

MNOHINE#E O
flL I T & Bk L 7= %F
TEHIREAN LA
Human cells derived

By ORI
#E OO
O 2 g L=
R hn T4
Animal's cells
derived

O A= yp scalalliay 4
HBIC X0 ER L%
ERRE

Nucleic acids

2 HEEEOMAE L

Applicant's contact information

L5 R R R Y 3 DA
Department and name of the person in
charge

RS

Telephone number

FAXE: 5
FAX number

BI AT FLR
E-mail address

#HAF T+ ENERER) H=m)
Form No. 22 (related to Article 83)(Page 3)

(B 4R)
(Notes)
1 HAMORZIIE, A4LT5ZL,
Use paper of Japanese Industrial Standards Size A4.
2 fRHil. ERIZELTESZL,
Applicant should submit one original and one copy of this form.
3 HBUEHOREMNCEORNEFHOETERBT2FNTERV & (T, [ T
DLEY, | LR#L, IERATHIE,

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 THHEFOIARRE] WITLRFHESI R & M) LRRL, HD L
(Lizh-TREoBEEMEABRE, (2)WMIcH- Tz, M, NomEER R
EREORITERDD, XIBRTEZRTH LB R-HBIXEOERABEZ, (3)M
Cho TREOEROFERVERR LIS AERikT52 2L, TBRES) Lk, BE
EfSEOEEEORRICET AEREET 2Bc BV CERT AREEBRB 4T3
FICRET D ETEETLOTHS I L,

Write down “No” in each columm 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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HAH _+= (B TUERER) FrE RSN T4
Form No. 23 (related to Article 84) specific processed cells
PR

A T R N A % R R E AT specific nucleic acids
Accreditation certificate of foreign cell processor

7 ~
K s AT, £
DA

Name of the

A corporation and its Y
representative in
case of a
corporation

- \

Name

R IE MBI T4 5% BLETERR O 4 FF
Name of the manufacturing facility

R TE A LN 4 5 R B R 0D TTE b

Location of the manufacturing facility

FBAEEFEOZEEOMASEICET HIEEEIRE | HOBSUEIC X 0 3E & 5Z U o FrE Ml Ly 55
EREEETHDH L EERAT S,

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.

i H H
Date (Year / Month / Day)

JE A= K Ff
Minister of Health, Labour and Welfare

HE A

Accreditation number

AR F A H b
Date of issue Year / Month / Day

i A H %e
Date of expiry Year / Month / Day

B M G HISREER)  (Fm)
Form No. 24 (related to Article 84)(Face side)

R R e o A e s 0 S
Application for change in acereditation items of foreign cell processor

JRAEFERE B
To Minister of Health, Labour and Welfare

B
Address

# A

Date (Year / Month / Day)

o

Japanese

A L
Foreign language

X

Japanese

K 4

Name

TRt L0, HFEMRN CHEFOREORERHEE LT =0T, FEERFOZEEOMREICET

SHE
Foreign language

SIEHREIORE 2 BlcB W T S MIERTROBEICL Y BT HET,

I hereby apply for change in the accreditation items of the foreign cell proeessor by Article 37, applied

<

<

g ™
EACHoTE, =

T2 % FEE T O FTTE
Location of the head
office in case of a
corporation

“ -~
(CacsoT, )
AR UREED

A

Name of the
corporation and

its representative

in case of a
corporation

e o

by Article 39, Paragraph 2 of the Act on the Safety of Regenerative Medicine as indicated below.

i
A I R o I S SR il D il 3 7 5 B UFGR
EFAA
Number and date of the accreditation
MR EHE O KA
Name of the manager of
the manufacturing facility
i LN L S e B 5 0 4 B
Name of the manufacturing facility
RIEEORE S O CRERE L 0 R R
Categories of the accreditation specific processed cells specific nucleic acids
BT
Changed items
ZEH R
Before
EENE EEH%
Changes After
EHEEN A
The date of changes
EH PR
Reasons
MEHGEYARHLHWAR, FEAEAEELTRR TS

If there are multiple subjects, please copy and describe the column.
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Form No. 24 (related to Article 84)(Reverse side) Form No. 25 (related to Article 84)(Page 1)
(B EFn) W A R BN A S R SR T T R G
(Notes) Al #E Application for accreditation renewal of foreign cell processor
1 HAMOKX S, AdLTHL, Revenue Stamp i A el

Use paper of Japanese Industrial Standards Size A4. Date (Year / Month / Day)

p 4 ¥ - FEEGEMRE B . . — B
2 @, ERIBETSIL, To Minister of Health, Labour and Welfare EACH o T, £ FHEHOFEH]

Applicant should submit an original form. o Location of the head office in case of a
3 FEHORREMIZFORKFEO R TERWTHERCTERVE EIZME, EMIC THIHE Japanese corporation
DrEY, | LEEL, SHERRNTS L, fE Bt e

Address 44

In case there is not enough space to fill in all the information in the column, write “See attached paper” in .
Foreign language

the column and attach another paper on which all the information is written.

-
B ™

) BEACH- T, FHRGREEDORS

LS Name of the corporation and its
5 & Japanese representative in case of a corporation
Name FHE Y
Foreign language

5,

TRO &8 Y, FEMN LS FMEOREFAOTEH 221200 T, FAERSOEEEOMERS BT 5 IR0 2
HICEWTHAT 2 HeRB 2 HoMECLVERLET,

I hereby apply for the acereditation 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.

i
1 FeEdmRO T AL R R O A SR S 9E
Manufacturing facility and applicant's information
W& K5 L S REMIEN L s
AL O MR R ORRIESR A B
Number and date of the accreditation
a2t Lo LT aBnERRNTHER
WERERR 4 B
Name of the manufacturing facility
SREIEDE Sy O FeEimin L O frEkses
Categories of the accreditation specific processed cells specific nucleic acids
E
Changed items
THER
TWHENE Before
Changes TR
After
T ER
Reasons

MEHELUPHSEEE. EEHEAZET L TERT AL

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




(5945 40 %)

E

&0 H

w7 E2H28H

77

BeUB 0 GB/\ -+ 4RBR)

(% )

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

R A LN T4 % R s i O T R e

Location of the manufacturing facility

B E
£t
Details of the
manager of the
manufacturing
facility

HBHICETS

JiseA
Name

s FE
Career summary

corporation)

EBEEITHRADKA

Name of the executive (in case of a

BEAOEE)

HEHE (EACh-
Tk, TOEBEEAT
SR EET, ) ©
ARG
Applicant's
disqualifications
(including those of
the executive
engaged in the
services in case of a
corporation)

ﬁ:mu.%mgﬁﬁ:m
OREICLVREE
WmoiHEhiZ &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

(2) 5@ Loz
neohizZ b
History of a court
sentence of
imprisonment or a
severe punishment

(3)BRIEA LT
AL IS LA ITE
KLzl
Violation of related
Japanese laws or
measures taken in
|accordance with these
laws and regulations

etc.

BiEd L L5 LT aeeEilain THE o
El

Types of planned specific processed cells,

O

A DRI # 2 O
DN T2 fE L =%
TEHN T4
Human cells derived

(m]

Ehih D AR 55
#ZOMmoMT
foa Bt e
T4
Animal's cells
derived

{LEa s Dok
U Bz X oAk L=
TR

Nucleic acids

HAH AT GENHHRBEER)  E=m)
Form No. 25 (related to Article 84) (Page 3)

2 WSO

Applicant's contact information
T O D4,
Department and name of the person in
charge
it

Telephone number

FAXH 55
FAX number

WTFA—NAT FLRA
E-mail address

(R )
(Notes)

1 A#EOKEEE, AdLTDHZE,

Use paper of Japanese Industrial Standards Size A4.

2 iR, ER1@ETHIE,

Applicant should submit an original form.

3 HEAOEERMIZODERFEOLTERLRT 2 BN TERVE &L, AWM TR
DrEY, | LREEL, BERAT 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 THHEEOREBRE MTUEFERRVE T T8 LREL, 52X,
(DMIZH-oTIXEOBALRTEARE, (2)MIZho TIXEOH, B, NoOmEEA R
BUGEOBITERDY, NEPITEZT D L3R RomBERTOEAA L, (3)8
[Zh->TREOBKOFERURK LFA BERT2Z L. THRES L, BE
AR O% S ORERICET 5 BRH050 2 TICH W THEA 5 FIEH64E 2 Hick
WCHRAT S RERBAB AP IS ICRET RS EET LOTHLH I L,

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 ULARMRIE, EAGEARICRMT 2 HEOLAIIEY  WEE LRnI L,

Put revenue stamp only on the original form. Do not cancel it.
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Form No. 26 (related to Article 84)(Face side)
FrE RN AN T 425 s

il E 4 T
B ouy PSS

i

=

Application for examination for acereditation / acereditation renewal of foreign
cell processor

i H H
Date (Year / Month / Day)
MNEATECEE A EIEG ER SRR AR E B s ~
To Chief Executive of the Pharmaceuticals and Medical Devices Agency AT, E
A X 7= 5 B E T O T
Japanese Location of the head
£ pr .A office in case of a Y
Address  #hETT corporation
Foreign language
. \
(ENCH-TH, )
® AHRERBEED
Japanese K4
K 4 Name and name
Name ShEL A of its Y
Foreign language representative in
case of a
corporation
. 3 .\
CO . R—
FROLEY . BEMaNTHEONED B g s odketko

RIEDEH
TR BT A A TR RISV THERT 2 EEE 2 HOBMEICL VB LET,

I hereby apply for the examination for accreditation / 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.

o

O TE A RN T % B Wi % 0 B A 5 B UNR
EFEHB (EHoHE)

Number and date of the accreditation

(In the case of renewal)

e A A S R R R 00 4 B

Name of the manufacturing facility

RIERED XSy O ReEmiam I O P AR
Categories of the accreditation specific processed cells specific nucleic acids

A5 TE A Al o0 T4 5 Bk W R O T TE MR
Loecation of the manufacturing facility

BB N BAFUERE ()
Form No. 26 (related to Article 84)(Reverse side)

R LA DA
Name of the manager of manufacturing
facility

MAEFEEO&E
Fee of the examination

Y E R GRS E O
g

Department and name of
the person in charge

kR WAGE
Contact Telephone number
information

FAXEHE

FAX number

BEFA—LT FLR
E-mail address

il

Remarks

(B @)
(Notes)

1 FMokE &I, A4LT5I¢L,

Use paper of Japanese Industrial Standards Size A4.

2 fBHE, ER1EETHIE,

Applicant should submit an original.

3 HBHEAOTHEMCZOEHIAOETERBTHENTERV & T, FIIC MK
DEBh, | Ll MEEBRMTSHIL,

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 BAERFEOREMEORREICMET S ERETSICEVTED 2 FHB & Bl o Nz
BWIAREZ LEETHER (REFEEHRASZRES) OELERHTD 2L,

Attach to the reverse of this form a copy of the document proving payvment 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.

5 IZAETEHBICLIMUEORECRIWELTII I LBH2HATE, HE) W
IZHTEIRAA B A RO SRE R B Z oW TRl 5 2 &,

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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BG4t (BB (@)

FrERRR N T4 W R &

WEEERR B

BACh- TR, X5 FHHTOFER
= B

AT B UM ERE DK
o s *m>nwo . AR O EE DA

TROLEY, BEERRSOZSMEOMRSICHET S ERBOLRT 1 HoREC LY EITHET,

1 BEERRIN T B g & 2 DN

A T (R 2]

BRTICREShS LD

3G, EMERSOME, AR ULEEOMRSICMT SEREIAE

RihxT+asoxsy |1 T X235 D225 | THOFF O] &5 1 - MR

FAILIC ATV 2 S m A AR o 8 A2 42 B D HESEE 12 B S IR B0 4 | THO M
i B ER R ORI & 52 1T o E AU R E ORI T A b o

R TE AR T4 RS R O 4 B

e MR AN L 4 %5 B A% O BTIE

EREAEICHTS KA

3 [

EBETIRAORSA (HEADESD)

(1) BE9FOHE
IZLDFFEETYD
Enfzk

BT 5H (GEA

Icdho Tk, FD¥
BEITIRAES (2)2esm Ll Loz
tr, ) OELFL  [(AeEbhiZE

(3)PfRER iz
NIz B3 NAsE
ELEz L

i -
SEHEIN 4 BT

g o "
Wik LL> LT ANERNTHSON |o pOMECERED | weopomT | EETREOMOY

A L 7= E A SRR

HeAE B GEATHRMMR) ()
2 JEHET 5 oMk

MNEERCHEYEDORS

AR

FAXES

BFA—AT FLR

(EEYmE)

1 HA#ok&E Sk, A4:THZ L,

2 #HIE, ER1@LTHI L,

3 FHEHOEHMICFOEREEOLTETRTAENTEIRVE 2L, AMIC TE
oEEY, | LEEL. BEERATLIL.

4 1o TEHETHEORS MESTRELSOMCF=v 72 ANDZ L&,

5 10 EHETL2EOH SR WMXNEFEEN L ST T8 LERL, o LE
. (Wi TREOMARTEA B4, (2)Wicho LT odl, M, FHomEs
AHRUGEORITERDY . NEPTE2SHA I B8R R-BAREOERE %
(B)MIZH - TIHEOBEOEZRER LA AT aZ L, THGEES) &
i, BAEEHRSFORSMEORFIZETIEEFNEE 2 BBV T AT AREEBESE
ATF 3 B RURERSRH 3 BFICRETHEREHFETLOTHDL D L,
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BRE A (B4R

R AMAEAN T S RS o ) e IR W e

WHEERRE B

g g | BEAKBoTI, TR
U asssmomifct

EAIC o T, A
E 4 *%qx%wsmﬁ

TROLBh, FEMEMNIHEOMECEHFREZEE L0 T, FEERFOREMOMRFIZH

T BIERBE0EPE IEOREIC LY RITHEST,

*
}

iC
ﬁ FMREIN T4 S RS R O Mg 5 B O
mtsEH H
TR E A OR4
1 0 BN L 4 S M Wi 3% o 44 B
JE DX 4y O S5 EHIALN T4 O $5E %
ZE I
E )
EENE EWH%
AEFEE A H
PN

HEHGEL A HLEEE, FREOHEAZET LRI L

(HEFHE)
1 FMOKRESIT, AdETHZL
2 #@RHE, ER1BETSHIL,

3 HIHOIBHRIC NSH%%HSW&M&%% HRTERVEEZTE, FMIC

obkEY, | LWL, MEEERLGTSZ

TR

H

BAE L GBI A RBR)
Form No. 29 (related to Article 88)

R E A A 5 W B L
Application for abolition of foreign cell processor
i A A
Date (Year / Month / Day)
R HERE H_v . To Minister of Health, Labour and Welfare or

G IR AE R R the Director-General of a Regional Bureau of Health and Welfare
F ™\
o EACh-> T, ERLEERO
B Japanese A m&wﬁ .
= B < Location of the head office in >
Address 4[5 case of a corporation
Foreign language
; 3
— EALH-> T, ABRTRES
Japanese DA ¥ .
K & ¥, Name of the corporation and its Y
N SE T representative in case of a
ama corporation
Foreign language
- ~

TiD LB, ﬁﬁaﬁgHﬁﬁaﬁ & BEIE LD T, BEERSORSE OGS T 5 IEEE
NEOHEICL Y BT HET,

I hereby apply for the abolition of the foreign cell processor by Article 41 of the Act on the Safety of
Regenerative Medicine as indicated below.

=

W

ﬁﬂﬁia&:H@ﬁﬁf& DR E 77T
FERI, BEESUIEHAEA A

Z:men and date of the accreditation
R E HAREIN T4 5 B3 f A% 0 46 B
Name of the manufacturing facility
FFWTRE - RRERE - R ORK 5y O fSEMENIY O PR TE R
Categories of the accreditation specific processed cells specific nucleic acids
BEIE4EH A

The date of abolition
BE I DFEH

Reasons

(HEF®)
1 AMoOREIiE, AdLT52L,
Use paper of Japanese Industrial Standards Size A4.
2 B, EX1BETLI
Applicant should submit an original form.
3 EHHOLHEMCZOREEHOSTEEHT 2FENTE L EiTiF, Flic MBI
DEEY, | LEEL., IRREREGTL 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.
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FRABE=1 BT+ =58

ET]

85mm

A

S

BEEFEOREMOMRS ST D EER4RE1
T L U355 2 TH, SER14REE 1 TR L IS 2 TSR
5248 1 THAE L < IXH 2THOMEIZ RSN T, LARE
TITEMEAT 5 BA#E OB TH D Z & OFEN#

W 4
Kk 4
& A A4
& H BRAT
O @ E H

mm

FEEFEOLEEOMREICMT 25 (Fl2sFAHERssS) ik

(L ARRES)

B EAKEAE, Z OROBEORKITICUNERZREICBOT, ARG RIS OFTIER L I5RE
(EREB RS HIORET 3 EM G IEREN A2 g, PERUE HAEH -HIZBWTRT.) WL, #3E
A A A, SURMEEC, FAEESMRERI I DAY | F ORGSR L < (20, BEE ook E
X, BHLEBREICENI TR LA TES,

2 JEAEGHEREL. ATEICED D HODIED, Wb L < I OEEE N Z OBEOBRER L X ZOEOHEICE
SLARE LIAITGER LTV S L5 L &, LIHAERSHEROLZEMORRSE T O ERSE OB E
IRt T MER S S LR D & L, Bl L < ERRRAT O L IBE IO L, SERWE R S, X
FRNHIRRIC, b L < IZBHIbA Y | ZOMRERHEF L < 12IRE, SRzothopite g S, #HLA03
EFEEICEM S L ATE S,

3 MIHOHTIC L VBN BASL L XL, FOHFSETRTIEAEAEN L, BRECITR LTI R B0,

4 F-TEREUE HOBEC L AHERT, IREEOZDIZED LN L0 LR L TR LR,

(SE AR )

B RENERER. BEFEERSERROFESEBOBENREREAHRT 1oL ENH L LR &
ik, WEZRLSMEFICH L, HEAREE S, USHRAC, BEEESHEEFOWHEINIBAY, L0k
i, FETOmOpEERE S, HLJIBRAICEM S LR TE S,

2 W HNES TEORERPEOREIC L A IAREICOWT, ASHIEOBE IRPEOBEIC L AHRI o
THEAT S,

(SEARRAESE)

Wit FAGERER, FFeREE e R EE SR ET S YT o TR T 6R S REEii i T b
B OMERHESEN SO TES L TWa Y I hE Rk 57 nBihih 5 L5 & &k, YHEFFE
FHH L ITEHEERICA L, SELHES S8, UDSEREIC, LR Eaiain TS RbE RS L < I3HEETc
SEBAY O L < ISRE, SHeoobit g S HLJIBEMREICENSE A LB TES,
2 JEAEFEAEN, RPEIZED S bOOIED, FREHlEm T SRERR BT ZOEOMES L X2 0EOM
FEIZHES e L IS I SERT ARPERIIN TS ORLEN TN TWA L33 A L & | WITHEEERSHE
OEEEORRET OB AERSEOBIE RO DA H S L35 L &1L, HElRn I EofbEz+3
Flow L, MBS A S, JRYERES, FrEEin TSRS U < IEEEBPNISIB ALY | T OB
FLHEME. SETohopdEfESE, BFLIPERFICEMESEE Z LB TE S,

3 B TASE SEOBERT T HOBEC L B ARE TV T, RSB INEOSGEIIH T HOS I L HHERIC
DWTHAT 5,
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H =& H  (ERCKME] VE Q@REAESEVREreROL BxOKEKEER QERI
HHE WL R BRI HKE W 20°
HoO® HO®
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R QNI O P IE QP ORI 20 WE R S IVIERE O Ve LR OB Zn°
D] VS SRERURPQUIEHOHEEMDEKERORKUOKEOBERNE | U [ VD EXERURPQUIIEHQERADEKERCRKMORKY OB LR OE
HESER U4 O B0 S U QUIEH W E R 00 STIEKERR ) QWD B HESER U MO B0 RN SIIEE W E 00D TTIERERR ) SUEXDER:
EHLE O PCRARNRUNERUN S RITRENR f4 SIS O P E Qe B EHUE O PEARNEUNEUN S BRINEKE R M SIIVER O P EQ 0B
Z0° W 2n°
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