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MorEbh, | LR, BMERMNTDZ L,

4 10 THFEZEORKELHE) MITUFFEN R E ST M) L, o= (D
Wiz -> TUIZOBEAKOFEA B %2, QWIcH > TiEzod, M. FlowmEFA R &
RZOPITERKDD . IPITEZ T D2 N oA XT0EA %, 3) M
WZHoTIEDOEROFEFELNER LIEFEAREZTHTLZ L, BfRES] 1T, &
A EFRE DRSO T B BRSSP AEEI S I RET 2 ES AT O T
HbHZ L,




60

BAE+R (BE+=FERF)

PRAGE I G B = 4:B31%)
e AE AN T A &R RIRE

AT B - T, %}

K 4 {@éﬁ/ﬁ

R 5 2= AN AR D4
e 5 A= N AR D PTE Y

FHEERRE O EVEOMEMRE 2T DA R IO BUEIC &V §F T S A7 R fain Ty i

EFEETH D L 2T 2,
£ A H
JEA TR B En
e =

A2 £ A HinG
# A HET




61

BAE+A (Bt+EEER

AN GBI RBIR)
e IRV SERAE VAL WEE
MGREARR B

[T, =
fE AT {té%%ﬁ@%&%}
B O EE O K4

TROLEBD, FFEMIMTYOREOHF R FHEZEE L0 T, BEERSOZEME
OMERZEICBET D IEAFEITROBREICL Y miFHE,

E

I 55 2N T % 0D it 3% 3 5 B OVFF o]
FHH
a8 B D K4
AIEREER I Thask D44 7R

S IR

28 SRl
EHNE K

EHEFAA

ZEHH

KEEZARHLLEII LA ZETE L CRE#T 52 &

(BHEFH)

I RAEORESE, METDHI L,

2 fEHIE, ERLBET LI L,

3 FHAOFTHEHMICZ O FHOETERLIMTHENTE RV E XL, [ M5
WorEbh, | LRl MMERMNTDZ L,




62

BAE+E (BEE+HAE. FNATEERR) (RED)

BRAGE L G848, 8\ +USBER) (FRim)
Form No. 17 (related to Article 76 and 84) (Face side)

N A Al RE
Al % e dE

Revenue Stamp

JEA TR B
TIEA R

| n

AT HEEE

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

£ T
Address

K 4

Name

A

RO LB, & oF

=)
[Fwg

Application for rewrite issue of accreditation

F= N

(P iz 8> T I

X b5 EEFTO
Japanese FITAE
< Location of the
S E ST head office in
Foreign language | case of a
\Forporation
(BN T
o ég&@ﬁ%‘%%@
Japanese << Name of the
SR ST corporation and

Foreign language

its representative
in case of a
\gorporation

J

WG T LRI EETO S48 LB (F8ARIC B\ CIER T 2 B8 Bro, ) OBUEIC X0 L &7

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

H

Date (Year,Month,Day)

DEHZ 23 %, FAEEREDOR M OB T 215

SR 1% 28 0N T 3% D i 53¢ 8 5 B OV v 4E
A HXITBEFEAH

Number and date of the accreditation

R BN T Ha % o4 B

Name of the cell processing facility




63

BAE+E (BE+HAE. FNATEERR) (R

BRAZE+ L B84 S\ HIU5E%) (BEH)
Form No. 17 (related to Article 76 and 84) (Reverse side)

B HIE
Changed items
22 H i
Before

X

After
EHEEHH
The date of
changes
2R
Reasons
MEBZUR LG, LRHAEZEHE L CRifids 2 &

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

EHPNG
Changes

(HEFH)

1 HOREIIE, METHZ &,

Use paper of Japanese Industrial Standards Size A4.

2 I, ERLEETDHZ L,

Applicant should submit an original form.

3 FHEHORLHEMICZORBFHOLTETLB T HrFENCTE ARV E XTI, FMIC

KD B0, | LFd L., BIREIRMT 22 L,

In case there is not enough space to fill in all the information in the

column, write “See paper” in the column and attach another paper on which

all the information is written

4 HMEOREEMRIN LRGSR EEITH - Tk, AEREIC L Y AFFEEOFEFT R OK4
WFLT 52 &,

In case of foreign cell processor, the address and name of the appicant

should be written in Japanese and foreign language.

5 AR, BAZBRE XTI G EAREICRMN T2 REEEICHEY . WA L2
W2 &,

Put revenue stamp only on the original form, not on its copy. Do not cancel it.
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BAE+H/N\ (Bt+tE. £/N\TEEER)

BAE N EEEHEE B\ HUEKER)

A C B R,
Elj /ff!& %}S\ ,—-ﬂ:_—. §E ﬁ)ﬁ{‘]‘qﬂnﬁa

JELAE S5 B a
HiH AR E e
N EANCH-TIE, £
B {f:é%a‘%?ﬁ@?ﬁ&i& }
< {&AK%OTH\% }
B BEOREEORAL

FRoLsy, 0T T o RS ORI ORI T 5

REATHRNEETT 25 LR (B84SRSR W T 2 5 & & e, ) OMUEIC LY BEE L £

G

e B 28 N e 3% D K 3% 3 5 K OVFF vl
FEHRAXITBEFEAR

HIEREERIN sk D4 R
PR HEE OB

(BEFm)
1 FAfORE SIE, METHZ L,
2 $EHIE, EALEETBHZ L,

3 KEEBOLEHMIZZFORIMFHEOETEZLHMT 2FNTE RN E 2T, B THI
MoLBo, | L@l BRERMNTSE L,

4 SAEOREEHIN T REREERITH > UL, SAEFEIC LY BFEE OFEFIR KA %
WELT 2 Z &,

5 WAFRIHKIE, BAFBRKEX T EAREICRNT 2 REEZICEEY . HAZ L2
&,




65

BAE+A (BE+HNA\EER (K@)

RRAGE U (BB -E -\ KBIR) (Rim)

A
EIR S

W AN T B ] S LR R H G

£ 5§
WHRAERE B
L [BEANCHoTIR. E
Hf”f{t5$%ﬁ@ﬁﬁm }
K4 ENTH - T, 4
B OREH DA

TR LB Y | FREMIZIN T4 ORGEDFF A OB 252 1T 72\ VO T, FERIRSE O 2 2MEORERE
(2B D IERB6 AR M2 I W T4 2 RIASISO A 2HOBUEIC L HEF L £,

it

1 AfEREFR N Thiis e W EEA 12 B3 5 HIH
BT &9 L3 o MasE i L
X DSk FE 7 K OFF A B

MH a2 &9 &3 A T

BT
R
T

iy 7 =
EENE
T TR

KEEGEE D DL 5T, FRREAZEE L CTRifid o2 &
WM &2 &9 &3 o MansEn Tt

X OFTEHR
R G ERE T | K4
% HIH s JEE

EH TS RADRA EADED
D) EE49E D
i e
o g OB
HoTIE, TDE | (2) 2L LD
BT 5 REES | I b = &
S TH

Lo ) ORBER o A s
SIS < Ly
WCER L2 L

BUE L &L 5 &3 2 RpE A T o ff
H

UN2E FANS

O ofhoT %L

7 R AE A e N T4

B O R I B 2E
Z Ot oI T % i
U 7= %5 & #i i T
17

2 HIFEE O

FHE 5

EREE

FAX%E 5

B A—ILT FL &




66

BAXE+A (BE+HN\EERFR (F@)

B LGB\ SRBIR) ()

(HEFH)

1 AfRoORE ST, METHZ L,

2 fEHIE. ER2EETHZ L,

3 FHEHOEEMCZORBFHOLTERBETL2FENTERVE XITIE, FMIC TR
LBV, | LEHEL, BIEERMATSHZ L,

4 10 THEEBFEORKEEE] MIXYHEERN Ve T e L, 2 ExiE, (D
MIZH > TIZF DB R CFEA B Z, QMIZH-TITZEDE, ., FOMEFRA B LOE
DOHITEHEDY . TPITEZT D Z LR RL oG A ITEFOFEA B EZ, Q)MMIcH-T
IXZEDOEROFERER LA BEZTHTHZ L, TRRIES] L3 BEERREOR
MO BIT D IR 36 L 2HIC B W CHE A 5 [RIHE 35 LB ATHES S IO RE T 51k
FEETLOTHDHZ &,

5 INAHMIE, HAGBEARRICIERET 2B EOERCOLEY | WA LT &,
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BAEZ+ (B/N+—FERFR (K@)

BRECH - (5 )\ — AR BAR) (i) ,
FEE R T sk i Eil

B D FE

e A
AT HE NS R A
[ EANCH- T, E
fE %{t5$ %@%fﬂ}

o {&AL%ofi\%}
B\ R OREE DRA

= . 7 wJ
= > = ,_-_,;/\ /j 1] lﬂ:l: " o
TREO EBY | REEMIRMN T ORED S o

S PEOTRET BT 5 ARG TRLA 81 RO £ 0 il L ¥
i

(R D A E . BEERSEO

WA RS FENN T hE 2% O i 3% & B F OV A 4E
A B EFHFOLE)

FRR RS2 N THiRR D44 Bk

U a2 N T Mgk o P

Wiz & B D KA

A TR O 48R

G
PAX% 5

BEFA—NLT FL R

e

(BFEEm)
1 ARORE ST, METHZ L,
2 BT, EARLBELTDHZ L,

3 FHEOLEMICZOEHMFHOETEZLMT HDENTE RN E ZITT, FMIC

kD L0, | LR L, BIEIRATT 5 2 &,

4 FEERSOLREVEOMERTFIZET D IEHERAT S ISR W TED o TRk 2 HtE o

PN Z AR Z 2T 2 EEOG L2 HmIciifI345 2 &,
5 ITHNETICHBIC L 2MEOFIRIAREZZ T2 ERHDLAIC
MICRTEFAE R B R OREREM B I W CRH#iTL 2 &,

. ME5




68

BAEZ+ (B/N+—FERFR) (F@)

B~ (4B (S i)
,,,,,,,,,,,,,,,,,,,,,,,, A FHORHIRA G B () BEFHI (2 O AROBIITBIN T LT IEE Ly, ) oy

(HEHIEH)

1 WP EATEOR DS AT OIRIARRO LG GBI X 0 IRIAGS HE, SINGES
TR RN EFA TR 250080V £328, IEHOBEIGEL 25 b0 b THHEMT
TET,

2 HERBEBRICRE S TV ABRIAKOBEINE L HEH T £,

3 EAFAETT, at—LEF L, EIANRVE S SBOBENITHIFT T LT 7ZEN,

4 HAERGEO THETFEROSE) (ZOMMOEZORE) & Z OMITHIAT ¥ 2ME T
BHEIASZINE (B) OSFN—H L TV D I L a0 THEE L T 7EEN,

5 MHPHUTICH AT DN EROFE L D RERGE, BIMIITHH L THENENEYE
AR Z O (AD) OFFHNISHIT T LT IZE0,
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BAEZ+— (BN+Z&. FN\TEEBHR)

B A — GBI 25 B/ HU&BIR)

oo
wichm T 0 TOT T i s
it DT
€ A H
IR
sl !
ST A D DR B3 & M f
oW
FieoLpy | e TsonEe TR cpsmionis, meE
it O HH

WG DL AENEOMER T 2B DI 38R B4 (A 3ORFE2HICB W T T 2 56 %
Eie, ) OHEIC IV EHMLET,

G

SN A 35 0 M % 0D e R 7 - R OVEF AT AR
HAUTRREFEH A EHOHE

R EEEE N T HaE% 004 FR

EEESUEES

%

(HEFH)

1 HRORE XX, METHZ L,

2 KB OTHMICZOLHEFHEOETETHTI2ENTE W& XTIE, R
kD L0, | Lii#E L, JIRERMNTD 2 &,




70

BAEZ+Z (BN+=ZFER) (F—@)

FREUEE 2 G\ =4:B3%) (55 —mm)
Form No. 22(related to Article 83) (Page 1)

e MR T4 SRR E H i

Application for accreditation of foreign cell processor

o A H
Date (Year,Month, Day)
JEAGBRE B
ini 4 N
To Minister of Health, Labour and Welfare WUz B - CIE.
;X T D FEHTORT
£ Fr Japanese {EHl
_— Location of the
Address HME L head office in
Foreign language | case of a
corporation
;XX >Y£)\GCZ>'?>OT61\<
Japanese R O D
kK4 - K4
Name S E ST Name of the
Foreign language << corporation and >>
its
representative
in case of

a corporation
Nl J

TRO LB | FrEMIN T ORGEDFRE 2% T2V O T, FAERREOZEMEOMEREIZ
B4 2 I 39RM2IIC B W T 2 RIS 3R M2HOBIEIC L HEE 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.

it
1 HRRREEIN TR e O\ EE# I B3 2 40
Cell processing facility and applicant’s information

FE R B 2N T sk oD 4 R

Name of the cell processing facility

R BN T E% 00 T T M1

Location of the cell processing facility

Mg EE s | K4
D HIH Name
Details of the
manager of the
cell processing I JiE

facility Career summary




"

BAEZ+Z (BN+=FER) (EZ@)

R A+ GBI\ =4:B34%) (55 —m)
Form No. 22 (related to Article 83) (Page 2)

corporation)

EHEAT O RADRYL (EADLBE)

Name of the executive(in case of a

HiEHE EANICH- T
I, FO¥EBEIT H %
BxaEite, ) DRIES
=

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

(B FES0EFE 1
HOBREICL VR
ExZROVBE SN~
s

History of having
accreditation being
canceled pursuant to
the provision of
Article 50,
Paragraph 1

(2) % 81 UL E o Al
WA N2 &
History of a court
sentence of
imprisonment or a
severe punishment

(3) B £ ¥4 X ix
IS < AL Sy
WER L= &
Violation of related
Japanese laws or
measures taken in
accordance with
these laws and
regulations

BGEE L X9 &3 DRpEMIIRIN T4 o fikE

Types of planned specific processed cells

ANORIRIC %+
DO T % Jii L
7oK E RN T4
Human cells
derived

B O NI B5 3R
Z OO T % Hi
U 7= e i iahn
17

Animal’ s cells
derived

2 HIFEE O

Applicant’ s contact information

HYEE
Department

TR
Telephone number

FAXZ 5
FAX number

EFA—NLT LR
E - mail address
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BAEZ+Z (BN+=F£BER) (F=@)

RS 2 G\ =4:B3%) (55 =)
Form No. 22 (related to Article 83) (Page 3)

(HEFm)
(Notes)

1 AfoRESIE, METDHIL,

Use paper of Japanese Industrial Standards Size A4.

2 R, ERR2BETHI L,

Applicant should submit one original and one copy of this form.

3 BHHORHMICZOFRFEFEOETERIMTHEN TRV & XTIE, FC

kD &FB 0, | LML, BIRERMT 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 THFHEEDOKRKEHE] MITUFFEER RN X ) EE#HL, H5 LT,
(D> TEZEOHBAROFEH BE, @QWIZH - TUTEDEL, JH, FofMESA
AEONZEDOPITEK DD IPITEZ T 2 2 e R RoloGAITEOFA A %
G > TEZE DB DFEEKROER LIZFEA B ERHT 22 &, TBRIES]
EVE. BAEEES OZRVEOMRICE T D IEAE95E IV THER T 2 FNES
DRPANBFICHET DD EH T O TH DL Z 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.




13

BAEZ+= (E/N+HEEBER)

KRS = GBI\ U S:BR)
Form No. 23 (related to Article 84)

R TE MR T SRR R RE

Accreditation certificate of foreign cell processor

HENITH - T,
Z DL FR

Name of the
corporation and
Name . .
1ts representative

in case of a

corporation
FRRES N THERR D4 B

Name of the cell

processing facility

FMAES N T M s OFTEH

Location of the cell

processing facility

BAERS OREMEOMERSFICE T DIEAEBEIIRE IHOBEIC LV RE 2% T 12 Fr
FEAIRM T RGERRE TH D 2 & 2T 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.

4 A H
Date (Year,Month, Day)
JE AR Fl
Minister of Health, Labour and Welfare
W
Accreditation number
AR # A Hinb
Date of issue Year,/Month, Day
H A HET

Date of expiry  Year,Month,Day
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BRAEZ+Tm (F/N\+HEERFR) (RED)

RS - G\ SRREER) (FRiE)

Form No. 24 (related to Article 84) (Face side)
R T AN 1 B R i TR A o i
Application for change in accreditation items of foreign cell processor

JEATBIRE B

To Minister of Health, Labour and Welfare

T Br

Address

K 4

Name

& A A
Date (Year,Month, Day)
‘ R
HEANITH - T,
?Epafgse ?Et 5 FHHBFTOP
T H
P << Location of the >>
571*3( head office in case
Foreign language of a corporation
~ Y,
£SO Qﬁ)\iié’bo“ﬂi\ A
Japanese LR OMREE O
K4
A ESC < Name of the >
corporation and

Foreign language

its representative
in case of a

corporation

J

TREO LBV, FEEMIMN THORIEDOREFHE LT LIzO T, BAEERREOLEMEOMR
BT HIER 395 E2HIC B W THE T 2 RNESE3TROMEIC L W RITHET,
I hereby apply for change in the accreditation items of the foreign cell processor by
Article 37, applied by Article 39, Paragraph 2 of the Act on the Safety of Regenerative

Medicine as indicated below.

it

F£HAH

e 5% 2% N T % 0 e A% B K OVR

Number and date of the accreditation

M Ex & B O K4y

processing facility

Name of the manager of the cell

HRRE RN LHEER 4 B

Name of the cell processing facility

JE IR

Changed items

i
Before

B
Changes

S
After

changes

EHEEAH
The date of

SR PR

Reasons

KEEGZADHLHEIE. EREHAZEE L Gedlid o2 L

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




15

BRAEZ+Tm (F/N\+HEERFR) (@)

KEZUHE 10 (G )\ DU SRBE6R) (BETH)
Form No. 24 (related to Article 84) (Reverse side)

(HEFH)
(Notes)
1 HORESIE, METHZ &,
Use paper of Japanese Industrial Standards Size A4.
2 HEHE, EARLBEETHI L,
Applicant should submit an original form.
3 FHEEHOLEBMRICEORBEFHEOLTEZLH T HENTE RN E ZITE., FMIC
gD LB, | LML, JMEIRMNT D2 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.




76

BAEZ+E (B/N+THEER (F—@)

FREEE 1 GBI\ U SBE4R) (55 —m)
Form No. 25 (related to Article 84) (Page 1)

JEATERE B
To Minister of Health, Labour and Welfare

R T N L S 0 A S TR ST P B
A N S )
. Application for accreditation renewal of foreign cell processor
FT K
Revenue Stam i A H
p Date (Year,/Month, Day)

(
ENZH - T,

;X F7- D FEBETO
L Japanese FITAE
£ B _— '< Location of the
Address  g{[ ¢ head office in
Foreign language | case of a
\corporation
(BN H > T,
"o ég&@ﬁ%%‘@
K 4 Japanese << Name of the
Name SR ST corporation and

Foreign language

its representative
in case of a
\corporation

TRED &RV | FrE M T EE OREFHDO L 2 F 720D T, FEERE DL EME DM
TP D IR SO F2IHIC B W T T D 536 R FB2HDBEIC L W HEE L £,

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.
it
1 AHRRREEIN T M O R EE#H I B3 5 $H

Cell processing facility and applicant’s information

B aZIT L5 &9 o MlakEEMN LiE
ROk M ORRGEFEA H
Number and date of the accreditation
WA =T L5 &7 DMbas 2 i
BA2E
Name of the cell processing facility
I
Changed items
EENE Before
Changes EHE%
After
2SR
Reasons

KEBFE» D LA, ERREAEET L Cii#i 2 2 &

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




11

BAEZ+E (B/N+THEER (E2@E)

R T B\ U SRBAAR) (5 i)

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

e 52 N A% oD P TE M

Location of the cell processing facility

FEER E B IR
HEHIE

Details of the
manager of the
cell processing
facility

K4

Name

W IR

Career summary

corporation)

EBEAT ORBORA GEANOEE

Name of the executive (in case of a

REEH (B A
bHoTlE, 0¥
GEITOHEBEE
To, ) DRIESLE
Applicant’s
disqualifications
(including those
of the executive
engaged in the
services in case
of a corporation)

() IEFES05B1IHD
HEIZ L 0 RRE & B
URERSY (W e
History of having
accreditation being
canceled pursuant
to the provision of
Article 50,
Paragraph 1

(2) £L5HLL DTN AL
ot &

History of a court
sentence of
imprisonment or a
severe punishment

() BfRIES T T
WCEED G ITE R
LizzZ &

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

#H

cells

gz L&D &4 2R EMn Yo

Types of planned specific processed

ANDHICE 32 D
o T % it U 7= 4
TE AN T4

Human cells derived

Y O M B
OO T % fE L 7=
FEE AN T4
Animal’ s cells
derived
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BAEZ+E (B/N+THEER (E=@)

B — 1 GBI\ TUSRBIR) (5F =)
Form No. 25 (related to Article 84) (Page 3)

2 HFEE OBERE
Applicant’ s contact information
H 22
Department
A
Telephone number
FAX%E =
FAX number
BT A—ILT LA
E - mail address

(BEFE)
(Notes)

1 o RESE, METDHI L,

Use paper of Japanese Industrial Standards Size A4.

2 fRHE, EALEE TSI L,

Applicant should submit an original form.

3 FHAOLHMICZORMFHORTERLIWT H2FNTE R & & TT, M

KD EBY, | LRi# L, JIREIRMT 22 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 whichall

the information is written.

4 10 THFEE DORKEHE] MITEHFEERRNE ST TE)] EE#HL, HD LT,
(AN H > TTZ DML TCEA BE, @QMICH > TTZEOE, T, FofESHA
ARORZEOPITEKR DY, TPITE2Z T 52 3l ot /IZEOFEA H %,
GIMICH > TIZEDERKDEERER LIFEA B AT 22 &, TBRIES]
L. HAEEREOLZEVEDORERIZET 2 EEEIFRFEHICB W THER T 5 LS
36SRFE2HICE W THEM T 2 RIS EEAHFEI S ICHET SR AT O TH D
N

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 Aeticle

39, Paragraph 2 of the Act on the Safety of Regenerative Medicine.

5 IAHIMRE, EAGBREICRET 2 HFEEOEARICAD . HHIZ LRI &,

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




BABEZ+A (BNTEEERFR) (RED)

FEZUHE 0N G\ U SRBE4%R) (F21H)
Form No. 26 (related to Article 84) (Face side)

=5 e
e Uk e B s e
%EfEHLDDIW%L =0 ) B A AT A =

Application for examination for accreditation accreditation renewal
of foreign cell processor
# A A
Date (Year,Month,Day)
MSIATEIE NER G BRI ORISR &

To Chief Executive of the Pharmaceuticals and Medical Devices Agency

HEANITH - TR,
;X F 70 B HBEFTOPT
Japanese T
£ Fr Location of the
Address T ——— head office in
%j( case of a
Foreign language corporation
BT H - TR,
;X LR OMREE O
Japanese K4
K 4 Name and name of
Name HE L its representative
Foreign language |in case of a
corporation

==

TROLBY AFEMANTHORED Do

BT DB AT RS 4RIC B W CTHE T 2 B8 2D HEIC L W HEF L £ 7,

(R DA 2 R ERE O R EVEO TR

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

R B 20 TME 3R o0 fi g% K B M OVERE
FH A FEHOLA)

Number and date of the accreditation
(In the case of renewal)

RS 2N e D44 Bk

Name of the cell processing facility

e 5 A N T E% D TR

Location of the cell processing facility
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BABEZ+A (BNTHEERFR) (@)

R oS GBI\ U SRBER) (ZETmH)
Form No. 26 (related to Article 84) (Reverse side)

MR B D K
Name of the manager of the cell
processing facility
AR TR O 4R
Fee of the examination
RS
Department
EEESe
JELAE S Telephone number
Contact information | FAXZ& &
FAX number
B A—NLT LA
E-mail address
(e
Remarks
(BEFEH)
(Notes)

1 O RE ST, METHZ L,

Use paper of Japanese Industrial Standards Size A4.

2 fRHIE, EALBE T L,

Applicant should submit an original form.

3 FHEOTHMIZZOFTHFHDOETETHT 52 HENTE RN E X ITIE, FMIC

D &R, | LML, IRERMATDHZ L,

In case thereis not enough space tofill in all the information in the column

write “See attached paper” in the column and attach another paper onwhich all

the information is written

4 BAEEREOLEVEDOHEREICET 2 BT H IR W TED 5 FHOE & #iig o
AEICHNZ AT Z L %2R 2 FEOT L2 Rm 3252 &,

Attach to the reverse of this forma 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 ZHETICHIBIC L DREDOBEIRDOMELZ T2 L3 HLHEITIT S
AR ATEIR A RS A R O RS@ A ROV TR 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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BAEZ+t (BENTEEBER) (RED)

RS 4 G 15 BfR) (FRim)

R RN T By
£ A H
wmyEFEARE B
_JEANCHH-> T, E
f %{té$%ﬁ®ﬁﬁﬁ}
& %{Ekhﬁofﬁ\%}
HRONERZEDOKRA
TROLEBY, FEERFELEOREEOMAS BT 2IEAEFEOLEIEOBREIZL Y BT
HEd,
i
1 FfREER I Thask &k O DN
FPEICRESND DO O
PEITCEEIND LD O
EEREL, EREAREORE, AIMER RO
JFRHETHHEDOX | I BT D EEFE235 D2 1IHDOFF Al 2321 /- O
5y BT
TR O 2 1 i s o0 @ ) Zp SR it o HEE I 2 B+
DI 0 5 O A HEOF ] &% 728 T O
HoT, PR EEORIHT I b D

ANEREER N THaRR D44 PR

MR N L 2% 0D FTAE Hi
Wi e M B | K4
% HIH I JEE
LW EAT OB DKL GEADEE)

(1) EFEAIFDOH
12 k0 AT AT
Wi a5 e | el

ANZH->Tlix, =
DELEIT A | (2) 2L Lo
Ete, ) OfEIRE | AT LN &
i

(3) BafRIES X%
ZNITES LSy
ICEM L L

W) O MR I B
ZF DA JINT. % it
L 7= 5 & e 1T
Y]

NG e
O ofthoinI Zj L
7B EAIR I T4

gz L& o &2 REMm TH O
¥
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BAEZ+t (ENTEEBER) (F@E)

RS A G\ 15 BA6R) (Fm)

2 AT 2 3E O
PR AR

CotiiRes

FAXZE 5

BFA—LT FL A

(W& Fm)

1 FAOKRESIE, METHZ &,

2 #HIZ, ERLBELETHZ &,

3 FZHAOREMCZORBEEOETCERTHTIENTE AV & X1, R
kO EBH, | LR L, BIEIRMNT 2 2 L,

4 10 TEHETH EORSy ] MiES OXE20MIcF vy 72 ANDZ L,

5 1o TEHET5EHEOELEFHR] MITLHEFRENRNEE T TR LERL, 2D
EEFE. OMTH- TUIFOHBEUFEA BZE, @OMIch - Tixz g, ., o
EEFEH AR OZFDOFITEK DY, TRITEZ T D R kol G/IT+FD
FHHZ, QMIZH> TULTEDERKDFEROER LIZFEA B ETHT22 &, 1B
fRiES) Lid, HAEERSOREMEOMRIET DIEHEELF 25 IRV TS AT
% [ANE S 355 B 4T3 T R ONRNVE DI G HE3 B ICHHE T DN AT O THH Z L,
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BRAEZ+/N\ (EN+EEER)

BRI N GBI\ B4R BEER)

RN T4 it e HH T o e o

wHREERR B

[BACHoTH, E

& %{t5$%%@ﬁﬁm}
i %{%AK%oT@\%}
R O D4

TRED LBV | FEEMAN THORGED i HFHA LT LI2D T, HAEEREORZEMOMEREIZ
B9 DA A0SREES O BIEIC LV I &9,

i
et B A% 00 i e e e OV
Gl
N I DA,
HNELB 3 0 e 4 P
ZETL
R
LR LR
ERUEA
Z T

KEHEZE» H LA, ERROEAZET L TRl 52 &

(BEHm)

1 ARORZIIE, METHZ L,

2 fEHIE, ERLEETHZ L,

3 FHIEHHOREMIZEORIMFEO R TERLMTHAENTE RV E XZIE, FMIC ThlfkD &
BY, | LU, BIERMNT D2 L,




84

BAEZ+N (E/NHNEER)

R 0L (BN SRETR)
Form No. 29 (related to Article 29)

HEE N T4 BB 1k
Application for abolition of foreign cell processor
2 A H
Date (Year,Month, Day)
JE A= S fih K B o To Minister of Health, Labour and Welfare or
WHEARE [ 7 the Director—-General of a Regional Bureau of Health and Welfare

(AT H > TIEL)

;X E=DEEFTO
R Japanese P
Eﬁdrgis — < Location of the >
A ESC head office in
Foreign language | case of a
\gorporation )
(ENCH T,
3 LR OMREEH D
Japanese K4
K 4 - ‘< Name of the >>
Name S E ST corporation and
Foreign language | its representative
in case of a

\Eorporatlon )

TR LBV | BEHRNTYORELZEIL L-0 T, BAERSEDLREMEOMIEEICET 5
EEEALOHEICL 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

o

e 15 2% 0 I i 5% o i 7% & 5 B OV
AT, R HAEA B

Number and date of the accreditation

HNREERIN TR D44 Fr

Name of the cell processing facility

BEILAEH B
The date of abolition

BE Ik D

Reasons

(BEZFH)
I AORZ I, METHZ L,
Use paper of Japanese Industrial Standards Size A4.
2 fRHIE. EALBETDHZ L,
Applicant should submit an original form.
3 FHEHOLEMRICE OLMFEORTELBM T HENTERV L Z(2E, FMIC THKD &
BY, | LEEL. HEEIRMT D2 L,
In case there is not enough space to fill in all the information in the column,
write “See paper” in the column and attach another paper on which all the information
is written
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]

PRI D2 MO IZEE T 2 15 CERebFIE 85 75) Sk

CLARESE)

B HNE BAFBREIZX, ZOEOBEOKITICNERREIZHS T, BAERS
FEUAR R O BE 2 U < IXBHRRAE (EIEIESE A —HICHLE 3 5 E R UL o #} = Al
ZETe, WHEKOH T RNEHHEICBWTHE U, IS L, HBEARE 2 S8, 3y
IR, ARSI DAY | FofEsk e L < IXIEE, EEE oMo
WiEERAE S, B LIIEREICEM IS Z R TE 5,

2 JEAEGEIREIL. BIEICED D HODIED, JHEEEE L ITZIETTOEHE N - DED
HEL LIXZOEOBEIZESIAATE LUIRFITER LTHND ERBOHD L X,
T PR E RS O BV OMEREZ O A RS O E RO 72 D MR B
LERDD L, FBEE LI OEEER L IIBRE TR L, BEREE
I, EEBHBEI, B L <IEREFNCLHAY | FOREERRMAE L < I3iR
E, EETOMOWIEERE ST, BLIIBBREICERSEE LN TE S,

3 R CHEOMEICLVIENSLBADL L &L, O NE/RTIEHELES L, BRE
R LUt Ze 57220,

4 HEHROE HOBEIZ L AMERIT, JLEEEDOT-DIZRBD LN b O EfiE LTI
TRHIRU,

(ZARRAS)

BI TS JEAGTEIRET, AR ST S DS RRE T S M RLEE T U3
(AR D A SR IN TAi s O MR 23 55 1 R OIS LTV D0 E 9 e s
TOLOREND D LBO LD & X, HUakaF il S EEH L I3 mHFER I L, 8%
A S, UEAREBEIC, MR TR L <ITFEBITICIH A,
T ORISR A L <IXIRE, Bz othomtrmAi S, FHLIEBEREICEME
WD LINTED,

2 JBAFBREIL, ATEICED SOOI, MIEEIMN THi 2B\ T Z OFEOHE
L <UFZOEOBUEICHES M dA L UFLTER T 2 R BRI T 0 R 3T
BITWD EFRD D & & SUFFEEBRFHANT O 22V ORe R T O LA RS O
ERBHOTZDMENH D LD LD & &3, FEMRIN T ORIE %23 2 F TR L,
VR RE R S, JATEFERE IS, MR TR L < IZFEHILBAD
T OMEER A L < IIRE, FEZoMomt 2 mE SIS, AL IEREREICEMS
BHIENTED,

3 H T UAE —HOBREITRT HOBEIZ LD AREIZOWT, FSBELEORE

EET ZIHOHE K D HERRIZ DWW THER 2,
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BAE=+— (FETEEER)

FRAEE = — B R BER)

BOAE L.
é - b BLE
£ A H
Ei%@kﬁ}@
HEARE] ”
IRSIATEGE N SR S R RS SRR S = Fl
A&

TRO LBV | FREMIIN T ORED o Di Rz FEERFOL LMD
PRSI B D IEHEES0RESHOME I L v @ L £,

e

HIIREE AN ThtRR O fas & =

HANREERIN Tk D4 R

FheEH A

e
(REFH)
1 FAoOREEIF, METHZ L,
2 FEAOLEMICZORBFHEOLTERLBWTHrENTERNVE XTI, FMIC
kD &FB 0, | LML, BIREIRMT 22 L,
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BAE=+Z (EETAKER)

HRAEE = B R RBERR)

SMANRE e e
% f Ak B w3
£ A H
Ei%@kﬁ}@
HEARE] ”
IRSIATEGE N SR S R RS SRR S = Fl
TREOD B Y FREMIRI T4 0 fiE o éﬂ*ﬁfﬁ DOFER % BARBEEDZEMED

MEPR T B D I3 R M2HOBIEIC L V@i L £,

e

HIIREE AN ThtRR O fas & =

HANREERIN Tk D4 R

FheEH A

SRR S

%

(HEFEH)

1 AfoREXE, MEeT52L8,

2 FHEEORBMICEORBFRAOLTERBM T rHENTE RN E XITE, FMC
D LB, | LR, AR5 2 &,
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Hihi

FFAR BRI O 2 R ME D RIS\ B3 5 1A OB IR 855) Tt
(LK)
B4 T EAGBIRENL T TS )OI E R DR E T D UL T R R D
HINARG AN THERE ORSERE A H N+ "R OEEICHE LTV DY ) D EiERT 570
VENRD L LBO DL E T YRR L TR EER IO L L E R A S
SUF MR, SRS FIN THERRE U < IXFHATISL DAY | 2 OffE#m# L < 1%
M8, EHZ OMOMIEERE S, #H L IBREICERS e LN TE 5,
JEAEFHBREL L, RIEICED S HODIEH, MR THEZICB N T OEOBER L
IEZOEOBEIHES M L ISR T 2 R E MBI L9 o #5237 ¢
W5 LR D L& UTFA ERE IR O 2 2 OREIRS 2 O AL ERS O IE 2k
T2 MERH D LR D L EIX REEMN T ORI E 3 5815t L LB e lE & S8,
S IR RIS IR RN TR L < X HHATCIL H A Y | Z OfERA L < IR,
FEZOMOWEERAESE, B L IIBERECHEMSE5 2 LR TE S,
3 IS SHOBEILAT THEOBEI X AN AREICOWT, RIS UIE O BE XA
ZIAOBIEIC X DHERICOWTHERT B,
(KRR & 5 57 AR S5 0 SE i)
WA =4 JRATBIRE I, BRI, ATAH UL THOBIEID K D AR SUTE M
EITOELZENTE D,
2 BRI, ATEHOBUEIC X D VARE TEMZ Lz & X%, BARMESCTEDL LA
1RV MR AR SO BT A6 R 2 AR 7B R ELISS@ A L 722 AU 72 & 720,
3 IEHOBIEIC L ORE S NRE TR 25 & &L, 208 AR E
ZHEH L. BIRE IR LA uEe 5720,
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