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BRE+H T (BRHNAERR  GElE)

(BEYH)
1 AOKRESIE, AdET5HIL,
2 BT, ERLBEETDIE,
3 FHEBOTHEMCFORFFEOLSTERBTAIHENTERVE S I2, FMIC TR
DERY, | EEREL. BREBRMATLI L,
4 BEEBSREFO TRA] KoWT BATRVEEKICH - T, AFHROIES
XIEBAORLETHTH L,
5 10 TFEESESETIEREL OMICE, FRSEBELMRIICT S 2 Lot Tx B,
FAEBREEEROMERE, ToMOFESEBCHET2FEELRTI L,
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&,
7 30 IEREOBREAOEYYE Of~0OR#EIL, Kotk ETHI L,
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OBAERSE] - - - BABRSE >V THO R ENMRRUCER LOBR 269
5%

TOWFRE] -+ « « BREREE GUIRBRICHET L0 5 B LR ERR)

[OMMIEEMT) - - - FESEEONR L RLFEEREORHICHBNT
B2 B EMEN LYEOREIC T 28R ET 55
IO+ «  BERUIERSTICBIT A AROUEICE L CHEAO D B IEEIET

HEME

(©&mmEE] - - - EHHBRICHETIBREET0H
[OEMFENE] - - - EWFEE OMOBIRIIEICHET 2R 2T oH

(@l « + - OrbLOQETIHB BHELIN O RO DH
B24M 2 BIUIH 5 BB 2 BAERRSINCR I FESES LTS5 B8
KICBT2E LB L

T@#I=FIRIE) « - - BEFHRESANCEZ BB OV T 2R H MR
RUBRREZEToH
(OBIEFHEBRAEY] - - - BRFREIBETERLEDOBE T ONT

B ARUSREET 5%

BEMEAERSREHE ORI IFEETER LT HOES

fa-1, E%-EF1] -« - ERIBEBEOFEMETH-> T, FEERFICOVWTH
SIEBENARROER LOBREE T

s e IS T AR DANOER N EEREOEME

s ERNRERSBESTIAEOEEICEL TEROS D
ERICET A EMF U EMRBICET ARAA T AE
fe, —f&)] « + + a1, a2RUDICIIT 2H LSO DB OH

8 30 [BAERRSEZBLLHRETLELOMEMMG O, BEEREEBES R

BT H2HLMEBREAL TCOSHAIE TH) . ALTORWEAR T8 23K 5

1

<o

fa-2, B¥-EF2)
Mo, TEM - Adnfa)

WHREERR B

B GEL+- T kBER)  (Rim)

AR TE BRI T4 35 S T A R

[EG

K 4

o

I RE A e 0 T 6 SR i 5 e OV PR R L B 2 I

Ao T, £ 5 BEFOFER %

ﬁﬁzu%od# AR OREH DRA, %

FEEA RN T %

Hiaz D4 B

e E AR LN T4 % B fii 5% 00 T 7E Hh

WO AT %
P

=2

R

EBEITHIRRADKRSY BAOLE

EEE (EACH-
Tk, EO¥EBET
STAZETD) OX
FeARIH

(1)EFAOFOHE
IRV AE Y
MM\SNHW

(2) BEgHLL B ojflic
ML &

(3)BIRIES T Z
IS LyIcE
KL=z &

\/SMWEQMNEUW B ORI RE R (LB DD 5

s 5 e - b 3B ZDfOIT Z DA DI L% fE Yhre T AT

W& L L9 LR EMium TySofEE | O Wi U7 45 1 i Uit | O \m,ru\fs AR L7 R
T P TERERR S

S oA

HYUHEERCHELYE DKL

BEE

FAXE 5

I A—NT FLA




68

(545 40 =)

#H

H

e H

w7 E2H28H

A (b AR ()

(B )

1 JIORESIZ, AdETHZE,

2 ML, ERI2E@ETHZ L,

3 HZHEOREMICEOREFEO S TERMT 2N TRV E 23, RS MBI
DLBY, | LU, BIRERMTLZ L,
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BN B+ KRR

R RE RN Ty S B R T S A B

wHREERE B

_ YN I, £
o HEANCH- TR, TS

L FHHOFTER
K 4 EANCH-TE, 45

R OHREE DRA

TRO LD | FREMMN TYEORGEDRF AT HEHZ LT L0 T, BAERREOZEEOEREIZH
T OBEEITROBEIC LV EITHET,

i

AR TE AR AN T4 5 B i 5% O fE R A B e O
FFAT4EA B
il 5% L D K4
R TE AR RN T4 5 R e iR 0O 4 B
FFARED X4y O FFEHm T m

25 I

25 R
ZHRNE A

ZESAEH H

AL

KEEFAD» O L HE X ERREB 25 LG22 L

(BEYmE)
1 RO REZSIE, AdLT5Z Lk,
2 fEE, ER1EETLIIE,
3 FHEBAOREMCZOREFEOSE TERHTHTENTEX RV E XTI,
DOERY, | LEEL, MRERMAT S L,

R THIHE

BB+t (BL+AR5%. FNHMEER) R
Form No. 17 (related to Article 76 and 84) (Face side)

0 A FFOAORE s s
.HE “«wmm w\mrw w\ﬁ.. WW m*melWNAA.Eum%

Application for rewrite issue of accreditation

Revenue Stamp
S A H
Date (Year / Month / Day)
A S5 % i
MG EAERE

To Minister of Health, Labour and Welfare or
the Director-General of a Regional Bureau of Health and Welfare

HEANTH - T,

o FE=DFHITO
& Japanese @wﬁm»ﬁ 2
Address sl E~C Location of the
Foreign language head office in
case of a
corporation
(EACH-TIE, )
;X AR R OREH D
Japanese K4
K 4 Name of the
Name SR E ST A corporation and Y

its representative
in case of a
corporation

- 54

Foreign language

T DB e, ERRSOL ORI S T

BUIHTORE 1 TH (BARICBWTHERT 2562580, ) OHEICLVHFELET,

TRO LBy,

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.

Al

R E AN T4 % BE ik D Hisk &5 K Y
FFAEA B UXEREFEH A
Number and date of the accreditation

RETE AR RRLIN T4 % & gk O 4 Fr
Name of the manufacturing facility

FFATRE - ARERED X 5)

Categories of the accreditation

i ERIR S
specific nucleic acids

O FrEfmiain T |

specific processed cells
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Form No. 17 (related to Article 76 and 84)(Reverse side)

28 T I
Changed items

ZEH R Before

EHENE ALY After

Changes
KA H
The date of changes

A H PR

Reasons

KEHF AR HLHEE, LREAZET L CEHTLZ L

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

(BE¥FEH)
1 MAOREEE, A4LT5Z

Use paper of Japanese Industrial Standards Size A4.

2 fRHIE, ER1@EETHI L,

Applicant should mc_u:&a an original form.

3 RHEHOTHMIZZ OB FEHORTERLET 2FENTE RV & XITIE, R B
DEBY, | wnm%f(, BIRREZ AT 5 2 &

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.

uh &,ISE\“ SRR T E SR T I H - L, AMEREIC LY BEE OERTER KA %

WEET 52 &,

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

Japanese and foreign language.

5 IUAFIRRIE, A RE S IIHTREA R R T 2 BEEEICAE |
&,

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

HEIZ L72anZ

BXE+HN\ FEht+tdk, H\HNEER)

Iz A #F Al Od s Ak 2
wa o g AR
£ f
TS K E e
T R :
g g | EAEBoTE
R S
K 5 | BARHOTI 4B
) ROREHORA
FROLBY, w M w et . FIAETERRS 0K A ORI BT 5 BT RA

WITHRE 1H (FEUFRICBWTHERT 26T, ) OREICLVHFHELET,

Tl
(gt

e FE MDA 5 S fi st >
FEAAEH B OUIRREEA H

fi i = Kk O

R E RN T4 % RS g D 44 Fr

FFATEL - FRETE DK Sy U i n T4 U s mss

BT RS O

(BEFm)
1 HAROKREZXIE, A4LT52 L,
2 I, ERX1@ETEHIL,
3 KHEBOTEMIZZORBFHEHORTETH T L2 FENTE RV E ZITIE, RIS THIRE
DBV, | LML, IRERMT S L,
4 &H@ﬁﬁ%ﬁ%H@ ERLEFERICH - T, SEE
W52 &,
5  ILAHGE
L,

Tk Y HEEE OEFT RS &

JEAE G BRE I H T IR A R RIS 2 REFEICAE Y | HEIZ L2an s
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2V RGN S YR E i)

b A A T 55 M T SR T A 0
# 4
WHRARE B
I N R NE T L e
fe 7
o x *§>ﬁ§oaa,&$%qzmwsma %

TRED LI | FFEMIIN TS OMEDTFAI O FHi 2 52T 10T, FAERBRSOLREMEOHMRFIZBT 2 IEHER3655 2 H
2B CHERT S % RIIEHE36 45 2 HOMEIL LV HFF L £,

2

1 RN T S RO R R OF G2 B % S
AT L5 &9 2 RERIRIN TAp I
IR O e S R O AEA A

A2 L5 &9 REMRIN A

Y
FRHR

EENE  ram
AR

REHEE D HLHEIT, EREEAEE L GEiRT o2 L
AT X9 & R E N T4 S5

ERR OFTE
MREEHIET S KA
P [T

¥R AT O RBEDKS GEADER)
(1)EH 4 9 50H
TENC L DR &Y
Hahi=zZ &

FaiE (EAILH-
T, EOHEBEAT |(2)FEHU Lo
IBBEEEL, ) O (WELHhIzZ L

VS E 3

(3) BIfRIEA XL 2
AU o ITiE
KLz &

P W oo KL B e

A DI 538 % D 4 (B A R O J57

WL LS L pmEmamTsoms O omiemesg |0 ELOUPIL N0 ey L
R4 LTS TR

2 HEE O

T K OH M D K4
FAXE &
FEFA—LT FL R

B GEEH\RBIR) ()

(BEYHE)

1 AOKREIIE, AdEThHZ L,

2 X, ERl2@ETaL,

3 FEHOERMICZORWFHEHOL TERMT 2FN TV & X2, BT MBI
DEBY, | ERERL, MRERATLHZ L,

4 10 THFEEORKEE] ML FENRNE & T TE) LEikL, »5ExX
(D> TIEZOBEBMEOER HE, (2)ich > T2 0, . FOMEFER B
ROZEOPITEMEDY | UTBITEZT 5 2 LN o BAFEOEA B %2, (3)1H
o I ZDOEROEEROER LIFEH BELRT 52 &, BIRES) Lk, B4
RS D2 M ORI BT 2 R H36 55 2 HIC B W CHEH 3 5 [RIEH355 58 4 THE 3
FICHET HERERT O THLZ &,

5 ILAEIRGE, WGEARRICRHT2BHEOEKRICORIEY | HHIZ LanZ L,
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N s W] = S,
=% il ke A% A z A
FRLO & B0 | FeEMiam Ty o ibiEo S W WD EE, FERFREDRZS

PEDMERFIZB T D IEHRAT AR H8 1585 2 THOBEIC LV HEE L £,

B

e E AN A4 S5 B A
% 4EHH AMES%DV

DRk B O

JE AN T4 55 B M % D 44 B

ﬁ N T4 % B i 5% o T AE Hl

FRTRED X 5y O 45 AN T4 O e

i A D KA

A TFRCB O a8

FH 24 R OVE Y 3
S%&

BRGE

FAX%ES

BFA—INT LA

1%

(BEFmE)
1 JAOKRESIEZ, AdLTHL,
2RI, ER1EETHZ &,
3 FHB ORI ZORBFEOLTETLWTHrHENTEARNE X
DEFY, | LML, BIRERMTHZ L,
g CNE TICHIBIC L 2 BEDTF AN DA 22 T 72 2 LR A5 A 121,
CHIFIFRA G A RO REM A W TRET 5 2 &,
m FAEEREORZEMEOMREIZET 2 IEE T HICB W TED 5 TR Mg O 1 EC
BWZ AR L &GET 2EE AEFEHREAGSRES) 0T LEaRH+s2 L,

« TR TR

MG 1

FeaUE — 4 GBA-—4BR)  (Eif)

(RE%H)

1

2
3
4

T ERAT S O 0Tl 2 AHT OIRAIRO G 6 . SREEEIIC L0 IRIA S IE, SHINGE
BN EMESELARPRRDGENH Y ETH, EROBEINEL 202 6MAT
bEATEET,

FERMBERICRE STV HEHRIMEDTRIGE bEMATE £7,

FARFRETY, at—LEBELERMLTIES N,

ERED HAEFERO@E (ZOMROROEE) &, M5
FAEFERHRASZMEEOF L OSFENR—B L TVD Z L2 THB LTI EEN,
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At

REDFEH

MNATBOE N E R E RS AT B R

TRROERY , FrEMIZM Y% RED

WAOER i mEomRL. FAERED

W A
Ath e
FTE D T

LTARMOMREIZET 2 IEREBERFE 4T (EFEILRFE 2HICB W THERT L HA 25T,
)

WEHLET,

=

) OHUEIZ X

TR HRRIN T 3 i it 3% D i i 7 75 By OY
FFAEEH A SUIRBEEA R (EHOLE

R TE AR T4 4 B i 5% D 44 4

FFATRE RIETED K5

O FEfam Ty

O FrEmmRes

AT A R

%

(REFEH)
1 AMoORE S, AARTHESKA4L L
2

=
pis)

THZ &,

FIHA OFLEMICZ ORLRFHO R TERIWT 2FN TSRV L T, FMiC THHE

DEBY, | LREHEL, BIRRERETT D

ze
&,

BB -+ BN =4BR) G
Form No. 22 (related to Article 83)(Page 1)

RE ML A% RS 3R E HFE &
Application for accreditation of foreign cell processor

F A H
Date (Year / Month / Day)
JRAEIRE B
To Minister of Health, Labour and Welfare . EACH - TIE, B AFEEFTOFEH
Location of the head office in case of a
E Japanese corporation
Address AHEX
Foreign language
e BACH - T, AR OREEOKS
Japanese Name of the corporation and its
E 4 representative in case of a corporation
Name SMEIC
Foreign HmbwcmwmA V
- \
TROLBY, FEMMNTHEORIEDRELZ T2V O T, FAERREDOZAVEOREREICET 2 EME0RE 2 HIZH
THE S 2 AR 3555 2 HOBEIC L BFE 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.

Ak

1 REEMAIN A% RS MR & OV G5 2 B3 5 SeE
Manufacturing facility and applicant's information

e TE ARARLIN T4 S B fa % 0 4
Name of the manufacturing facility

REFEMRRIN T4 5 B iRk O T E

Location of the manufacturing facility

R EEA TS | K4
FIH Name
Details of the
manager of the

manufacturing & JEE
facility Career summary




74

(545 40 =)

#H

H

e H

w7 E2H28H

B T (B =40R)  GE=im)
Form No. 22 (related to Article 83)(Page 2)

EBERITOHORBORS GEANOSA
Name of the executive (in case of a
corporation)

(1) HHE5055 1 5
DHEC LY RBEE
moHahizz &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

FEEE (EAICH-

TIE, ZOXHEAT
IWBEED, ) ©

RAGRGRIA
Applicant's (2) FEELL Loz
disqualifications PUNCRSY ghy iy

History of a court
sentence of
imprisonment or a
severe punishment

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

(3)BfRIER LD
AU TS <oy ITiE
KL=z &

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

Mﬁwﬁ L&D &7 2R Emiiaim T s o il

Types of planned specific processed cells,
etc.

[}

AN DI 5382 D
LN A L 7=
FER AN T4
Human cells derived

[oL710k ) et s
X OMONML
O 2 Ly Eim
fan T4
Animal's cells
derived

{bL5ARRE Dt J5
TR K0 AR U7
ERRRE

Nucleic acids

2 HEEHE O

Applicant's contact information

FH RS K UMY D (R4
Department and name of the person in
charge

BREE

Telephone number

FAXZE 5
FAX number

EFEFA—LT FL2R
E-mail address

B T+ @A =40%) GB=m)
Form No. 22 (related to Article 83)(Page 3)

(REER)
(Notes)
1 HMORESIE, A4LTDHIL,
Use paper of Japanese Industrial Standards Size A4.
2 T, ERI2@LTH L,
Applicant should submit one original and one copy of this form.
3 AHAOLEMICZORMWIHOL TEERT 2B/ TE ARV L XL, Flic MBI
DEBY, | LEEEL, JERMT L 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 THEEORESEE] MITUZRFER RN E XL 8] LERL. D LT,
(DWMCH->TIZOHBHKOEA A%, (2)WMIcH > TEZ O, M, FlomEFA B
ROEOPITEEDY | ITPITEZT D ZEBRL BRoT2HBITEOFEARZ, (3)H
o TEZOBRRKOFEROER LIFEA B2l s 2 &, TBRES] L, H4E
EHRE DR EYEDTERICBI T 5 IEHE39558 2 THICB W CHEM T 2 RS8R 4 THE 3
FIHETDERERT O THDLHZ 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 39, Paragraph 2 of the Act on the Safety of
Regenerative Medicine.
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B 4= G\ HUSBILR)
Form No. 23 (related to Article 84)

FRE RN T4

specific processed cells

R eI

R E e I 49 2 B RRE RIE specific nucleic acids
Accreditation certificate of foreign cell processor

e N
BANZH-TE, #
DA

Name of the

A corporation and its Y
representative in
case of a
corporation

- S

K %

Name

e E ML IN T4 S RIS SRR D4 PR

Name of the manufacturing facility

AR TE AN BRUIN T %5 5 it 5% D T E
Location of the manufacturing facility
FHEERSGOREMOMREICBET 2 IEMHE94E L HOKBUEIC XV §BE & 5 1) 7= FeE MR T4 % i
A TS 2 LRI 5,

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.

A A A
Date (Year / Month / Day)

JEAE G718 R F
Minister of Health, Labour and Welfare

R

Accreditation number

H IR S A H 2b
Date of issue Year / Month / Day

P A H £T
Date of expiry Year / Month / Day

BB 00 GEADUSRBIER)  (RiF)
Form No. 24 (related to Article 84)(Face side)

R EHAELIN A 5 R 3R E RS i i
Application for change in accreditation items of foreign cell processor

JRAEFBRE B
To Minister of Health, Labour and Welfare

® A

Date (Year / Month / Day)

;o
E A Japanese A
Address  #\EL
Foreign language
X
Japanese
K 4
Name i3 <

TRiO L BY | FREMN % ofls

RERHA LT L

Foreign language

B IEEHIBORH 2 BUTIS W THER T 2 AEHSTROMEIC L BT HHE T

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

(" 2

~
-

- 54

HEACH-TIE, £
7 2 FHFTOBTEH
Location of the head
office in case of a
corporation

Y,
EACHoTIE, )
AR OREHD
B4

Name of the v

corporation and
its representative
in case of a
corporation

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

i

A5 TE AN T4 % B it 3% D e ek 7 o5 S OR
EFA H
Number and date of the accreditation

W L O,
Name of the manager of
the manufacturing facility

R TE N 4 s 3R D 4 FR
Name of the manufacturing facility

ARIERED X 5y
Categories of the accreditation

O HEmEnTY

specific processed cells

O FFERLRR S

specific nucleic acids

Changed items

Py &l
Before

BEENE
Changes

EH%
After

EHEAH
The date of changes

A ER

Reasons

MEEEAN D LA, ERREAAEE L CGRERT o2 &
If there are multiple subjects, please copy and describe the column.

H

T, BAEERSOREOHEREFITHT
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BB DU B\ HIUSBItR)  (GEm)
Form No. 24 (related to Article 84)(Reverse side)

(BEF®
(Notes)
1 fAfokESE, Ad4LTHTL,
Use paper of Japanese Industrial Standards Size A4.
2 fRE, ER1BETHZE,
Applicant should submit an original form.
3 AHEHOLRMICZ ORWHFHEOL TERWT 2 FN TR0 & &2k, Bl TR
DERY, | LR, BIRERMATHZ 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.

BB T GBAHAREER)  (F—m)
Form No. 25 (related to Article 84)(Page 1)

A A AE AN A7 5 R R A T ST HR i
F A% Application for accreditation renewal of foreign cell processor
Revenue Stamp kS A H
Date (Year / Month / Day)
IR BRE B N

To Minister of Health, Labour and Welfare

£ B
Address

K 4

Name

TRo LIy, FEMRNTYEMNED

FRESIHOD BT
FHIZBWCTHEM T 2536505 2 HOBEIC LV HFFLE T,

X

Japanese

SHEC

Foreign language

;X
Japanese

SHESC

Foreign language

EZTF 2N T,

BEANCH - THE, 7 2 FEFTOFEM
Location of the head office in case of a
corporation

>

S
HBATH - TE, AR OREEDORA

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

\

FAEEREOZSMEOFERFICH T 2 IEMRHE04ME 2

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 FPERNRNN TS ROE R K OV s B3 5

Manufacturing facility and applicant's information

i

TREST &5 & B REMIN LY %R
EHERR O 5 R OREFEA B

Number and date of the accreditation

Mwu\qm\%l% 5 &3 D RERRLIN T %
TR D4 TR

Name of the manufacturing facility

FREFED X 5y ]
Categories of the accreditation

R TEAIAZ AN T4

specific processed cells

O HERmE

specific nucleic acids

Changed items

P

Before

ZEHN

Changes EH%

After

ZEH R

Reasons

MEEH S’ b S YA, ERRHEAZEE LRk

If there are multiple subjects, please copy and descr

5Tt

ibe the column.
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BReAEE A B\ HIUSRBAER)
Form No. 25 (related to Article 84)(Page 2)

(55 i)

R T S YLD T e MY i R D T TE Mt
Location of the manufacturing facility
WRTRECHT D [y

e Name

Details of the

manager of the ]
manufacturing WS

facility Career summary

EBEATIRBDRA (

EADOBE)

Name of the executive (in case of a

corporation)

(1) 5550555 1 54
DOHEIC L VBEE
myHshizz L
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

s (BAICH-
TIE, OB EAT
SEEET, ) O
Ui F S
Applicant's
disqualifications
(including those of
the executive
engaged in the
services in case of a
corporation)

(2)#40LL EOJiC
PNy i
History of a court
sentence of
imprisonment or a
severe punishment

(3) BfRIES ST 2
AU o IiE
KL=z

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

A Uk 5 & A EMmIaN T % o
HH

Types of planned specific processed cells,

etc.

INGL i S 0]
f >IN LA i L 7o
TE AN T4

Human cells derived

B O MBI KT
HZ OO T
O 2 L= e
T4
Animal's cells
derived

LA T DD J;
I L0 AR LT
TE AL

Nucleic acids

BB 41 BB\ HUABR) (=)
Form No. 25 (related to Article 84) (Page 3)

2 HFEEOHEE

Applicant's contact information

Department and name of the person in
charge
WEES

Telephone number

FAXFE
FAX number

FBFA—ALT FLR
E-mail address

(REHH)
(Notes)
1 HOKRESE, A4LTDHT L,
Use paper of Japanese Industrial Standards Size A4.
2 BT, ER1@BETHE,
Applicant should submit an original form.
3 AIHAOTHMICZ ORWFHOLTERMT 2FNTE RV E XX, RS THIH
DERY, | LRTRL. MERSTLZ 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 MITSZFEERRVE T M) LRHL, HD L&
(DA H > TIZOHEAKROFEA BEZ, (2)H > TIZ0E, Hl, FlomEFA B
ROZO#ITEEDY . IFPITEZ T D2 LB R RoHBEEFZOFEA A%, (3)M
o TEE OB OFERLOER LIFEA B LT 52 &, TBHRIES) L3, BE
VEFRE O EMEOHELRITBIT 2 IHREFBIRE 2 HITIW CHEMY 2 AIEH 3645 2 HICk
WCHER 5 [ANESH35 455 4 THES 3 BICHET DIER LT O THH 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 UNAFMKIL, EAFBREICRIET 2 HEEOEARICHY | HAIE LI L,
Put revenue stamp only on the original form. Do not cancel it.
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B =8 (B\HUEBIR) (k)
Form No. 26 (related to Article 84)(Face side)

=5

RN T Ay E st

FRIE D HHT

Application for examination for accreditation / accreditation renewal of foreign

cell processor

s A A
Date (Year / Month / Day)
MSIATBOR N ER G ERESRR SRR B -~ ~
To Chief Executive of the Pharmaceuticals and Medical Devices Agency EACH ST, £
;o 7o % B FT OFTEH
Japanese Location of the head
£ Fr A office in case of a V
Address HhE ST corporation
Foreign language
- J
) (BEAchoTE. )
LIRS AR ORER D
Japanese K4
K 4 Name and name
Name ShESC A of its o v
Foreign language representative in
case of a
corporation
- \
25
TRO LB, FEMn TyEOMED o E cpamit e, FARRSORS

u_ D AE

SH%

Tl PRI BT 2 AT LRI HI84 I IV CHERT 9" 2 B814R 55 2 THOMEIC L W B L £,

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.

i

TREE MR N A 45 BT it % D Bk 5 K OB
EFEAR (EHO NW\DV

Number and date of the accreditation

(In the case of renewal)

Ao E AN A4 55 B H % 0 4 B

Name of the mecmmogﬁbm facility

REFED X5y
Categories of the accreditation

O EEMEMTS | O ek

specific processed cells specific nucleic acids

R E RN LA S RGE MR O FTEH

Location of the manufacturing facility

B

FHoAN GENUEER)  (FE)

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

i & A D K4
Name of the manager of manufacturing
facility

A TFHOR O &%

Fee of the examination

HYHE R CHEYFEOK
4

Department and name of
the person in charge

e EEEE
Contact Telephone number
information

FAXES

FAX number

BFA—NT FLA
E-mail address

fii5

Remarks

Ahd

REFE)

(Notes)

1 FAMoKRE S, Ade352L,
Use paper of Japanese Industrial Standards Size A4.
2 R, ER1EBETHZ L,
Applicant should submit an original.
3 ZHAOREMICZORBFHEORTERIMT 2N TE RV E &I2iE, A THIHE
DEBY, | LML, BMERMATSHZ 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 FEERFEOLZEMEOMERFICHET DBEMEEITH IRV TED D Tk 2 i o NI
INZATEZ L EFET HEE FAEFEEHRASZIES) OB LERNTDZ L,
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.
5 INFETIHMICL2HEDOREIMROIAELZIT - LRHLHEEITIE. B M
ZRTEAA G A R O SGEA H I W CREiT 2 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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B Tt ARSI (i)

e LI T4 46 s e

WEEARE B
BN B o TlE, F7 5 WEFOFHE

e
o 5 +§>ﬁvoAﬁ,®$wq2wwsmm

TR LBy, FAEEREOREMEOHREICHET 2 BHH05E 1 HOBEIC LV ETHET,

"o

1 REEAREIN T RGO DN

FAPEICRIE SN2 DD

BHEIICHRESND bO

W%#,W%W%ﬁ@@ﬂ,%@ﬁmgwwmﬁﬁﬁﬁﬁﬁﬁmﬁﬁﬁaﬁﬁ
R AT 2 H DK 1 235 02255 1 THOFF Al 25 1 7= s Ay

TR ATV 2 3 MR OO 1) 2 3R O HEE 1 B9 2 IR B30 455 1 THO MY
(i BAE S DT AT 252 0 7o DT L G SR O RSB 5 b

R E RN T4 55 S MR D 4 FR

e RE AN 4% 5 B hE R O BT E L

WY 5 KA

% VI

EBEATHIRBORL (EAOHE)

(1) IEEA95 DO HE
WX RFAT ALY
iz e

JtHET 5 GEA

WZhoTik, TD¥
BEITHHEEE (2) F&gHLl Lo
ie, ) OEILHEHR (A bohiZ &

(3) BRIES T
Pt 2o R U A A
KLz &
P B ORI S
NOMBZ G Z D %7 OO

Witk LY LT s TS om | o AOMBEEELs |
H ] A

s R
P e p HEIC L AR LT
A fi L7 A R

B ot EAHREBR) ()

2

Jai H 23 % # DS

FEE R O D RA

AT

FAXES

EFA—VT FLA

(HEHE®)

1 AOKREZIX, AdLT5hZE,

2 RHIE. ERL@BETDHIL,

3 FHEEOTEMICZ ORBFHEO L TERIRT 2EN TE ARV & XiTid, FMic THHE
DBy, | LREL, MRERMNGTHZ L,

4 10 TwHETI2EORS ] MIESTEE20McF v 72 AND T &,

5 10 ez 2EOELEFH] MY FERRVE T 1) LEkL, oL
L (DWICH > TEZOBER KR OEA B, (2)WICH > TEE 0, . FORESF
AHROZOPITEK DY, IFPITEZ T D ERBRL o HEXTOEARE
(B> TFZDOEBROEERER LIEA AZTi#ld 52 &, BRES) &
W, FAEERS QRO 2 IEMRE5155 2 5BV TSI T 2 MIEH355RE
AT 3B R OFIESSIRE 3 BICHET A2 HET HOTHHZ &,
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PRI A GENHE&BR)

R LN T 2 e i e S i
4 A H
HHEARE B
- EANCH- T, £
& DB OFEH
& 4 EANCH- T, 48

ROREEDOERA

TROLBD | FEMM THEOREDE I FHELLE LD T, BAERREORZEEOEREIZH

F 2 EHEA0SE 3TADBE L 0BT HET,

i
Ry TE FE N T4 % B e 5 D ek & 5 K Ot
JatheEA B
it % B ELE DO KA
AR TE AR RN T4 5 B e 5% 0> 4 B
i D X5y O FrEfmiam Ty O FrErme%
ZE IR
ZEH R
BHENE L%
EHEEHH
%Hﬁ&
MKEEGELA DD HHAT., FRROBEEZEE L CRERTA L
(BE¥mH)

1 AoOREIIE A4LTHZL,

2 @i, EAR1@mETDHI L,

3 ZEAOLHEMICZ O FHDOETEZRLM T 2 EN T & ZiTiE, M THH
DEBY, | L. MERNTLHIL

B v (BN SRBIFR)
Form No. 29 (related to Article 88)

R T e N T S SR T 1L S
Application for abolition of foreign cell processor
i A H
Date (Year / Month / Day)

JEAEFERE 2 To Minister of Health, Labour and Welfare or
M IEA /R " the Director-General of a Regional Bureau of Health and Welfare
. N _ N
e BEANCH - TE, E22EBFHTO
& Japanese Eﬁwlnmw .
£ P < Location of the head office in >
Address 4 [EYT case of a corporation
Foreign language
. J
BANZH - T, AR ORES
;X DE4,
Japanese . .
4 A Name of the corporation and its Y
N SAET representative in case of a
ame corporation
Foreign language
~ S

TRO LBV, FrEMBMTHEDORELZFEIL LD T, BEEREDR
NEOREIZE EITHET,

EVEOHERFITET DT

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.

e E MR T4 % BGE A% O fE R 5 K O
FFAl, RRE A HAEA A

Number and date of the accreditation
R TE LN 4 S BT f R 0> 4 Bk
Name of the manufacturing facility
FFRTRLE - FRGERE - JA H DX 5y O
Categories of the accreditation
BEILAEA R

The date of abolition

BEIL DERER

Reasons

e M 4 O

specific processed cells

FrERIEE

specific nucleic acids

(BE%HH)
1 AMORESIE, AdLT52L,
Use paper of Japanese Industrial Standards Size A4.
2 MR, ER1EETHZE
Applicant should submit an original form.
3 KEHEOREMICEORBFHOATETLRT 2FNTE RV L T, FMic
DERY, J Ll IREIRANT DL
In case there is not enough space to fill in all gm information in the column, write “See attached
paper” in the column and attach another paper on which all the information is written.

UL
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FRE =+ GRE 1+ =2BIR)
e}

85mm

A

e

FHAEERE O R OMREIBT DM 2455 1

TR L <UES 2 TH, B34 1 AT L <UAEE 2 BEOUH
522555 1 BUE L <3 2 HOBUEICEE SV T SR
ST ZAT 2 BAESBE OWMATH 2D 2 L OFERAH

o

e 4
K 4

& A A4

B oA s B A Fll

53
mm

FHEERSOREMEOMRFICIT 2158 (TR FEMRNES ) P

(LAHLE)

B BATGBIREL. ZOREOBEORATICLERIREIZB T, FAERSRIRRIO IS S U 138k
(FEHRES AT CHE T 5 ERDU TR RHER 2 Bde, WER UM A AEE B TRL,) IS L, SE
7R SR, UTSREIC, FEERSHRMEENC I B A | T OREERE L < I2IRE, BEE oMot 2R
I, H U IIBUREHCERMS D Z LN TR D,

2 JEAFBIKER, RIEICED 2 HODIED, Fbcts L ISR OE IS Z OEOHER L 1L Z OFEDOHEICH
SEABE LT LTS L3 5 L & USHAERSRIFOZ SN OMRS 7 DA RGO IE
ZRARBE DT DMIENR D B L RO H L R, T L TR OS IS U < I3BRE IO L, MEREE L S8, X
AR, R L IRIRITICSIHAY | ORERH L IR, BT oOmomi i s, HL <R
E%wﬁmguﬁm LIRTE D,

3 HITHEOMEIC L VEASIHAS &L X3, O ERTIELE L. BIREICHR LTS b,

4 F-TROETIHOBEC L AT, JLREEOT-DIZERO b b D Lfif L TER b0,

(GEAASE)

FBot—5% BEAGBRER. REFEERTERROFEEFEGOMREMEMRT DT2OMERDHD LRDD L
i, REERE bﬁmﬁrﬁr MBI S, JUTSIREIC, REZBSBEEOFHINLHOAY | ZOIR
i, ERz oMot sE, BHLEBBRECEMSE 2L TE D,

2 B ANUESE ZHOBEFATEOBIEIC & D SAREICOWT, FISGRFEMEOBEIRTEOHEIC X HHERRIZOU
THET 5,

OCZARES)

HEA T EASBRREE, FFTEEE R IS DS E T D MR AT U R AR B RN T A S s i

RO ﬁwﬁﬁ§%ﬁ+l%8%ﬁr@>rdfm§wo?Mﬁ %mﬁ&&%%&mw B D &I, YHEFRIRE

MmrAme%%wQﬁr VB 2 S, THSREIC, MR ERII TSy U < g

SMHAY . ORISR L < 2R, wwm3§8§$w%mm¢ mrAwﬁmw‘MEmﬁm LNTED,

2 JEAEFMKEIL, BIEICED D HODIED, FREMIEN THSRERZRIC BT Z OFEOBER L X2 OFEOM
TFENHS < ABEHT U VST TER T A REEMIIN TS OREEN TN CNA LB 5 & & XUSFEAERSEHIIT

DEENEOTERSEZ DM/ EERE DM/ EOT-OMENH S LB B & X1, FEMal THEoREr 45

FZHH L, MBS S, UPSHREC, SEiian TySELERZAS L < SN LbA Y | ZofhER b

U ER, SEz oo EiE s, HLIIBREICERS TS Z LN TE S,

3 B APIEE ZHOBE TR IHOBUEIZ L DA HOWTC, RIFEBIIHOBLELHT —IHOBEIC L HHERIC

DVWTHERT 5,
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HURLO# & SR EBM XD SHHEH OV ETE SERE EELL MV SES
EARA 2= O W RS EEINAE 2 JRR 10550040 S AU gone”
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SRR (BB & (ML) » MReEiin TS L ReEfim Ty & [ReEiiiamn Ty UEee”
(BERERUECERS | mHH)
I SKERUECER GHRNIHHLHREWEREDID) S | MOKSKS N UHEHPp e’
(BEFREEEHER)
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(=45 (e
& HOWEUR D IVEHEPQERES BKERE GHE+HREMERHA S-14] | & | & DNOWEUS S VERPCEREDR SKERN GHE HREHSERH° -5
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Il [EEmEN VB RHURERCERKERVKEPR RSN EKERSHKEW (&)
R B Ty So0°
1 TEREEKE] VB R CEKERVKER SN0 | SHIEMBEEER Y I [EREEHKE] VB RS CEKERVKER WS 27 | SR EMEEERY
49 5 P EHKER S HIE VK0 H#KR W 0 IR X B R MIE R Z0° 48 S W KRR VORI R B X ISR I E W 20°
(& nE&®
B B& H [EREKKE] VE QERXESRVKER0ROY BXOKENEERSERIT
HHE WL R QBRI E K E W Z0°
H @& Ho®
I IR AR] VB SERERUEPOUEREHSEEXDEKERCRKNOKROE I RN VB SBERKERUEPQUEHSEEXDEKERCRENOKROE
TELOBERKERGEHVELS Y S0 UWERPeNR” MNEKERSHAREED Y TELOBEKERSEHVELK Y S0 UWERPONQ MNEKERSCHARKEHD Y
MFEKER S STEXDEREEMUE O PELS P S0RANERUN I R E T KERRN CUEXOEREEHNE O PELS M I0RNNGUN IV BRI
R QIR O M LA 0 E LY 20 MERERSHWIER O P LLPQRERIN 20°
PoolEEM] VB ERERUEPUEHOEEXDEKERCRK MO KB LR 0E PRk VT EKERURPOUEEHOEEXOEKERCRENO KR OB LG 0EE
KERUAOBEELUIE S MIEH W EEK UL SMIEKER R SWEXDERE KERUAORHUSNIE SUEHWEERON R SMNEKERE N SWEXDOER:E
EHIUEC PELENRUNERUNI Y RITHIEINT R {21 S MW O P e Qe fE XY EHIUE O P ELENRUNERUN DY ERINHKERERSHWER S IELW R
Zn° Ebediohs
< (& < ®
(EEEX) (EE&)
PRIk R KR | S EE URETR e S S S HREBWER R0 KUEIH | #RI ¥ KR [KR | FSLHREWELELPSTE KUE0H S0
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(10 S @WEW I OQE /&)
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SEHEHDO I S OEERKEWE L) VoV RRERE LRI 806 VF0e
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