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5 HFEE DOXIEERED (DS OME TITIT, BREFENRNEZIT TR &
L, 2L, DMEAT@QMICH O TIZOBB L UE] HE ., )M
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ENRL RO EEFTOEA B L, OMWMICHOTTLTDERDFERLER L
TTEAREZR#ETLZ L,

6 KR RS HR 7E R A i O REIR 58 T & TI AR BN Z D3RR OB AR Al & 5
KON B2 fi#l 9% 2 &,

T AH0RF2HRIHE T D EHES M ORIERGE I HoTIE, B DErE
TEEHERS ML ERET D2 &,

8 HEEADBUTIEIRTEZE DOFF AT 2 BfF L TV D583 i BN 4 % & ke
EOFFA ORA R OFF AT 2 fis#l T 5 2 &,
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(EE)
1 AfROKRE IE, MdET52 &4,

2 ZOWFEEX, MHFEAREICIRET 25A8ICH S UTIEARLE L OEIA2®E, #
ERF R R 2R ET 2T OHE XIIENXOXEICRHT 5 85E81CH ST
ITIEARTBIRET 5 Z &,

3 T, B AVIEEHO, BETIIOE EEI L,

4 PANFIREE, #7EARRICRHT 2 FFEOIERICORAE D | HIZ LN
ko

5 FFADOEASMICIE, F2655 1IH) L EHEE TOE B T 137509 IHE &
DVFIUTES T D& FHlT 5 2 L,

6 BUEFTOREERE OMEMICE O FHOETZRHT LI &An TSNt
T3, RS THlfkO &0 ) LREH L., BIERAMAT25 2 L,

T B SIS OB I BB IS H O TIZOFDEAIM TH 5 &
T 32 OF OEFNMA O BERE 5 R OBEEN A 2 B EICH > TIZD
BOBILRFVHAM OE2EHS S ONT Y T o0 aiflid 2 2 &,

8 HIFEHE DXMEFED (DD DM E TITIE, BEFERRVEXT ML) &
FH L, 2L, DMET@MICH S TIZOBB K UHE] HE, )M
bOTUTZEDIE, T, MOMEFEA A R OZOFITZKOY | XITPITE2%Z T 5 2
ENRL RO EEFTOEA B EZ, OWMICHOTTLTDERDFRLER L
TTEHHEZR#ETLZ &,

9 HRRIEIRTEE M ORGSR H O TI B2 DI OB IE 5 RO
FFAEA H 2T 5 2 &

10 HFEE DML OREEZEOFF Al 2 B L TV D5 A1, (HAMIC 5%
DXy RO FE G Z LT 52 &,
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(EE)
1 AfROKRE IE, MdET52 4,

2 ZOHFEEL HMBFEAREICRET25E8I12H O CTIEARLE K OFIA2E,
BEFREE, REFTEZRET D2TOMEIIFMNROXE IR T 258I1ICH D
TIHERLBIEEHTAZ &,

3 FE B AT FEMA, BETIIOSD EEIL,

4 PAFIREE, #7 AR RIS T 2 B EOIERICOARAEY | A2 LenZ
éfo

5 FFA[DRASMICIL 265 IIHN D FEIHEE TOR 5 XITFELITHRDIK 5DV
ITEUT D aidido2 &,

6 RIEFTOMERE OMEMIC L ORBFHOETERLM T enTE ot
I RS TR &0 ) LREH L, I ERMAT5 2 L,

T HFEEOKIEEHED (DD WM E TITIE, BEFEERRNE T T2L) &
AL, DXL DMATCQMICHS>TITZOEB L OES HZ2, )M
HOTIZ DI, M, HOMEFEH B R PZOPITZ /KDY UIPITE2Z T 5
DL OSBRI TOFEA BE, WIRICH O TIL DEKDOFEFI KR DER
LIEFAREZRRET D2 &,

8  HIGHA DMLO Ky DREIESEOFF A 2 G LTV D5 A IS 5 RIS ML AT D
oy B OV [ 5 2 el g 5 2 &



FREFE N GE =15k, HE 1+ E5Ro+/\BEfR)
Form No. 18 (related to Article 35 and Article 137—18)

I
il SN e i
LA FI#% £ IE 0 A AVEBLEEE  REmhE
revenue stamp A Rt
drug
Application for accreditation of foreign quasi-drug
regenerative, cellular therapy and gene therapy
manufacturer
products
P & T D Z4 Fr

Name of the manufacturing establishment

L 15 At ) At 1£ Hh

Location of the manufacturing establishment

s TE D X 57
Accreditation categories

o g oo M OoE R W oo O
Outline of the buildings and facilities of
the manufacturing establishment

. _ X K
wom o oo ® O #| N
The person responsible for the —
manufacturing establishment P

Address
(DIEFETSRDAFIHOKEIZ LY
WEEFRVHEINT-Z &

History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

) EFETERDEFIHDOKBEIZ LY
Bk EI N &
History of having registration
being canceled pursuant to the
provision of Article 75—5,
Paragraph 1

(3) ZLpRLL E oL B Z &
History of a court sentence
of imprisonment or a severer
punishment

() FEFIZHEHT HESTEHATED
5 OT i HEHS sy
ER LD L
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations

(uoT3er0dIOd B JO 9SBO UL S9OTAJOS oYU} UT pogedus SoAT}
noaxe oyl Jo asoyj Sulpnjoul) suorjedrjrjenbsip s juediyddy

BRSO ( SIPROMEE SRS A T A O F -3 drmt &

fisi £
Remarks
= 3 i
EElic kv, E K E A 5 OSNERLGEEE OREEAHFE LE T,
A R,




drug
I hereby apply for the accreditation of the foreign quasi-drug
regenerative, cellular therapy and gene

manufacturer indicated above.
therapy products

es A H
Year Month  Day

L
Japanese
£ fr HREST
Address .
Foreign language
[?yz)\ CHOTIE, X7 5 FHFTOFER ]
Location of the head office in case of a corporation
3L ExirE4
Japanese Signature
K& gEx
Name Foreign language
ENCHHSTL, BB OMERFDRA
Name and name of its representative in case of a corporation

JEAET IR B
To Minister of Health, Labor and Welfare

(EE)
(Notes)

1 HORE IIE, MdET5HZ L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWEEEX, ERR2BREHTLZ L,

Applicant should submit one original and one copy of it

3 FUE, B AV IEEHV, BXTHOTUL, BETIT &Y LEL L,

F111 in the form with clear writing with inks, etc.,

4 WAHBKIZX, ERIZOZAED | JHEIZ L7222 &,

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

5 REDXIMNTIE, HI6RFEIHK OFE2HEA 5 XITH13TRD1IB S5 DWT IS Y T 2 2 il#l
THI L,

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.

6 HLUEFTOMEERE O EMIZZE OFHFHOLETERHT DI LR TE 0 E X, [ TR
DEFRY | LR L, BERAMAT D Z L,

In case there is not enough space to fill in all the information in the column “Outline
of the buildings and facilities of the manufacturing establishment” , write “see attached
paper” in the column and attach another paper on which all the information is written.

T HEEOKRESEEO (DM D (DME TITIE, YRFEERRWEX T ML) L, DL X
. (DL IZH S TIZEOHAKLTHEA B Z, QIWICH O TIXZEDIE, . FlOMESA
HEOZEOHITEKDY, IPITE22 0D 2 LR oG8 E0FEA - EZ, WMIZH ST
X OERKOEFEFEENER LIZFA B ER#T52 &,

Write down “No” 1in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of i
ts disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence,parole completion.

(4) Description and the year of the violation(s).



RS =5 e =+t 5o %)
Form No. 20 (related to Article 37 and Article 137—20)

( K&
T A MR R
P B S B

drug
Application for accreditation renewal of foreign quasi—drug
regenerative, cellular therapy and gene

manufacturer
therapy products

weooE &% 5 ko £ A H

Number and date of the accreditation

L i Bl D 4 A

Name of the manufacturing establishment

i i At %) At 1E H

Location of the manufacturing establishment

e £ ) ES o
Accreditation categories

oMoE oo HOE O Moo WM OE
Outline of the buildings and facilities of
the manufacturing establishment

. _ X K
wom o oo ® O #| N
The person responsible for the T
manufacturing establishment S

Address

(DIEFETSRDAFEIHOREIZ LY
WEEZRVHEINTZZ &
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

C)EFETSRDOSFEIHDOHEIZ LY
Bk EsNZ &
History of having registration
being canceled pursuant to the
provision of Article 75—05,
Paragraph 1

() ZpALL oz bz 2 &
History of a court sentence
of imprisonment or a severer
punishment

() FEFIZHEHT HESTEHATED
50T HS sy
ER LD L
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations

(uot3erodrod B JO 9SBO UL SOOTAJISS 9Y} UT posedus SoAT
1noexe oyl Jo asoyj Sulpnjoul) suorjedrjrjenbsip s juedryddy

BRSO ( SIPROMEE SRS A T A O F T -TF) demd &

i %

Remarks




= 3K i
ERRICED, E WA b ONNEREEEOREOTHERFLET,
A R AR,

drug
I hereby apply for the accreditation renewal of the foreign quasi—drug
regenerative, cellular therapy

manufacturer indicated above.
and gene therapy products
e2 A H
Year Month  Day

HC
Japanese
Address .
Foreign language
AT HOTIE, 75 FBHTOFTEH J
Location of the head office in case of a corporation
'S @xire4
Japanese Signature
K& gEx
Name Foreign language
[%ﬁ)\c:@orm LR OREE DK ]
Name and name of its representative in case of a corporation

JEAET IR B
To Minister of Health, Labor and Welfare

(ER)
(Notes)

1 AMORE ST, METH2 L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWFEEIL ERI2EBERHTLH L,

Applicant should submit one original and one copy of it

3 T B AVIEERAG, ATHOTUL, BETIESZY LEIZ L,

F111 in the form with clear writing with inks, etc.,

4 WWAHMRIE, ERIZOZAED | JEEIZ L7222 &,

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

5 FEDXARIZIX, FE36SEFE 1 K QA 5 X 13715 D 1985 DO WTHUIFZ Y T 5 0 & fldl
THZ L,

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.

6 BETOREERE O EMICZF OFRHFHOLTETH T 2 Z ENTE RV E X3, [T TR
DEFBY | LFEHE L, MRERMNTDHZ L,

In case there is not enough space to fill in all the information in the column “Outline
of the buildings and facilities of the manufacturing establishment” , write “see attached
paper”’ in the column and attach another paper on which all the information is written.

T HFEEORKEEEO (DG (DMETITIE, SZFELRVEXI 2L LGl HHEX
. DML TQMWZHSTIFZEOHBLOEA HEZ, QMWIZHOTITEDOIR, M, FOREEFA
HEOREDOHITEEDY . FFITE =T 5 2 N ROTSAITE0OFEA B Z, (DicH>T
T DERDOFRERKLOER LI HZ2i#l 5 2 &,

Write down “No” 1in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of i
ts disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence, parole completion.

(4) Description and the year of the violation(s).
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(FE)

1 AfROKRE IE, MdET52 &4,

2 ZOHWEEIZ., EARLBEHBTLZ L,

3 FUE. B AV FEERAWV, BETIESZ Y LEI DL,

4 EBEE IETHEINE OBERMICIT, EEE IO O TUIZDOENIEAIM CTH S &
NI ZF DH DOIEKIA O BEE 5 K OBEEH B 2 J(EHiiE ch oIz o
FEPNELIARDOEIFEIEN L EIAE TORF ZOWTNICHEY T 20 E5#T5 2
éjo

5 HIFEEDOKRKKSELIEO (DS @)L, UZEEEN2WE XX (2L Lit#H
L. 5Ex1T. ORI TUIFOHBLUEAREZ, G MICHHT
IZZFDIE, ., HOMEFEA B K OZEOFITEEKDL Y, ITBITE2%2005 2 R
SROTEEBRITEDOEA R Z, WWICH O TUIEDOERDEE K OER LIZEH
Hamid 52 &,

6 FREFTOEFEITOBEFT CTH LG A IIMEESMIC [R5 Li#d 52 &,
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(FE)

1 AfROKRE IE, MdET52 &4,

2 ZOHWEEIZ., EARLBEHBTLZ L,

3 FUE. B AV FEERAWV, BETIESZ Y LEI DL,

4 EBEE IETHEINE OBERMICIT, EEE IO O TUIZDOENIEAIM CTH S &
NI ZF DH DOIEKIA O BEE 5 K OBEEH B 2 J(EHiiE ch oIz o
FEPNELIARDOEIFEIEN L EIAE TORF ZOWTNICHEY T 20 E5#T5 2
éjo

5 HIFEEDOKRKKSELIEO (DS @)L, UZEEEN2WE XX (2L Lit#H
L. 5Ex1T. ORI TUIFOHBLUEAREZ, G MICHHT
IZZFDIE, ., HOMEFEA B K OZEOFITEEKDL Y, ITBITE2%2005 2 R
K ROTEEARITTOEARZ, @WWICHHOTUITDOERDEEROER LT-4EH
Hamid 52 &,

6 FREFTOEFEITOBEFT CTH LG A IIMEESMIC [R5 Li#d 52 &,
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+ =X (FEEH+HMNEO+HER)
Form No.63—5 (related Article 114—15)

INEILS

revenue stamp

Application for the registration of foreign

LI N TS T

RS R2WT 3 dn

medical device
in vitro diagnostic

manufacturer

e S A D 4 i
Name of the manufacturing establishment
P s i} D i} 1E Hh
Location of the manufacturing establishment
K 4
ouo%E oo B’ OEOFE Name
The person responsible for the
manufacturing establishment F Fr
Address

(uot3esodiod B JO 9SBO UL SOOIAIOS dY} Ul podedus SoAl)
ndo9xd dyjl Jo 9soyj 3JuIpnyoul) suorjedIjI(enbsip s juedI(ddy

MEARTR A O (B IRVIIRE !

SIS A T AT oxml B

(1)

EEISEOAFEIHOBEIC LY BE
FROEINTZ &

History of having license being

canceled pursuant to the provision

of Article 75—4, Paragraph 1

(2)

LTS OGHEIHDOBIEIC L0 Bk
PRV HEINTZZ L

History of having license being

canceled pursuant to the provision

of Article 75—5, Paragraph 1

(3)

ERLL O b Tk
History of a court sentence of
imprisonment or a severer punishment

(4)

HEICEHTHESTTEHSTEDD B
D XINEZ N HE S WA ITEK LT
&

Violation of Japanese laws and

regulations related to

pharmaceutical affairs or measures

taken in accordance with these

laws and regulations

£

Remarks




e = B O s T =
iﬁ“i”\wﬂ@%mggﬁ ONERIEEETE OB ERFELE T,

. . . medical device
I hereby apply for the registration of the foreign in vitro diagnostic manufacturer

indicated above

es A H
Year Month  Day

L

Japanese

(E SEC
Address P .
oreign language
[@Am@ofm\$t5$%ﬁ@%ﬁﬁ ]
Location of the head office in case of a corporation
L5 EEE4

Japanese Signature

K4 smEx
Foreign language
[ ENTHSTIE, LI ORES DORA ]

Name and name of its representative in case of a corporation

[RGB RE &
To Minister of Health, Labor and Welfare

(EE)
(Notes)
1 HORE IIE, M35 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEET, ERI2ERHTLZ L,
Applicant should submit one original and one copy of it
3 FE. B A rEEHV, BXTHHOTIL, BETITHOXY LELIZ L,
Fill in the form with clear writing with inks, etc.,
4 WAHMRIE, ERIZOZAED | JEEIZ L7enWZ &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 HEEEOKIEEHED (DS (WML, YZEFEENBRWEXT (720 EEEL, 5 & 1T,
(D EC@QMH>TTIZEOHEA R OFEA BE, QMIcho>TIIZEDOI R, ., FoMEFH H LY
FOEITZKEDY | TPITEZZT 5 Z DR BROTEGEITZOFEA B Z, (DIICHS>TIEED
ENOFRERCERK LT-FEABEREHT DL,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet a
ny conditions of its disqualifications. If an applicant meets one or more conditions of it
s disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence,parole completion.

(4) Description and the year of the violation(s).



HAFE A+ =0t EGEE RO+ SBER)
Form No.63—7 (related Article 114—16)

AT

revenue stamp

Application for the registration renewal of the foreign

-

st sy T RER

Bk T A

medical device

in vitro diagnostic

manufacturer

% &

5o &k Y HF A H

Number and date of the registration

PSS b
Name of the manufacturing establishment

AT D 4 P

R i

Bt 2 At 1£ Ht

Location of the manufacturing establishment

o g oo H OME K
The person responsible for the
manufacturing establishment

K 4

Name

£ pr
Address

(1)

EETISEOAFEIHOBEIC LY BE
FRVEINTZ &

History of having license being

canceled pursuant to the provision

of Article 75—4, Paragraph 1

(2)

EHT5KOFEIHOHEIC L0 Bk
PRV HEHINZ &

History of having license being

canceled pursuant to the provision

of Article 75—b5, Paragraph 1

(3)

ERLL O b2k
History of a court sentence of
imprisonment or a severer punishment

(UOT1BIOdI00 B JO ©SBO UL S9JTAJISS 8Y)l Ul pageSus saa

11N99Xd dYyj} JO 9soyj} 3uIpnjoul) suoljedIJI{enbsip s jued1[ddy

AR O ( SIPRVIIKE S ARSI A LT A ST Dha &

(4)

WEICHT HDESTTHSTEDDL
DXL T FE S FITEK LT
&

Violation of Japanese laws and

regulations related to

pharmaceutical affairs or measures
taken in accordance with these

laws and regulations

£

Remarks




=) @: ‘E)ﬁ% *%% %g: 1] A= 3| =k
J:nﬂé&_cli D N {$5’1~§’2H‘ﬁfﬁ E%[ﬂl @ﬂ%m%%@ﬁﬁi@ﬁfﬁ%Eﬁuﬁ Lijqo
medical device

I hereby apply for the registration renewal of the foreign in vitro diagnostic manufacturer

indicated above

£ A H
Year Month  Day

L

Japanese

(EEIY SEC
Address .
Foreign language
ENCHOTIE, E2DFEFTOFTER
Location of the head office in case of a corporation

15 @ irzEs

Japanese Signature

K& gEx

Foreign language
EANCHOTIE, AR OREL DEA }
Name and name of its representative in case of a corporation

JEAGHERE &
To Minister of Health, Labor and Welfare

(ER)
(Notes)
1 AMORE S, METH2 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZORFEEIL. ER2@REHTZ &,
Applicant should submit one original and one copy of it
3 T, B A V&RV, BXTH O T, METII ST LB L,
Fill in the form with clear writing with inks, etc.,
4 INAHIEUE, EARIZOZRALY | HEIZ L2 &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 HFEEORMEFHED (DS (DML, YEEERLRVWE XL (720 EEL, D& &1L,
(D ERQMHHOTEZEOHBKOEH BZ, QMIZHOTITZEDIE, ., FofMEFH B LD
ZOPATEKEDY | UFPITEZ T D 2 LW BOIGEIXFOFEA B A, WMIZH>TEZED
EOFREROER LIFA HERL#HRTLHZ &,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of i
ts disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence,/ parole completion.

(4) Description and the year of the violation(s).
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