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Form No. 22 (related to Article 83) Application for Certification of Foreign Manufacturer
BRAE B (BN HEKRER) R e A S S e
2025 6 H H
Date (vear/Month / Day) / /

A ERS OREVEOMAS BT D IEEES355H 2 THO HEIZ K S < e Mgl T o8& o FF ], REFH3655 2 TH
ICBWTHER T 5 RENES355E 2 HO M EICHES S B EMi TY %o 8GO OB H, [FIEH405FE 1 HOBEIC X 54
TE AN T4 % o 858 o Ji H OO RE S 8955 2 THIZR W CHER 3 2 AL B354 5 2 THO L EIZ 35S < Ry & M T4 %% oo #l
EDORBEIZOWNWT, 20254E 5 AS1H LG HEH N KO SN A2 HEAZL FTO LB B Ui H £,

I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the certification of the manufacture of
specific processed cells, etc. based on the provisions of Article 35, Paragraph 2 of the Act on the Safety of Regenerative
Medicine, as applied mutatis mutandis pursuant to Article 39, Paragraph 2 of the Act.
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Manufacturing Facility and Applicant's Information
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Types of Specific Processed Cells, etc. to be | [T T O |? U |Specific Nucleic
manufactured Human-derived Animal-derived Pt
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Processed Cells Cells Related Compounds
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Applicant's contact information
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Name of the person in charge




Rk =5 Y
Additional Form No.4

BRAE N GEE+IRBER) IR E MR N A4 %5 S 7 AT SR AR W R
R U (NI SREAfR) R E NN T4y & SRR e A W m &
Form No. 24 (related to Article 84) Application for Change in Certification litems of Foreign
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I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the change in
certification of the manufacture of specific processed cells, etc. based on the provisions of Article 37 of
the Act on the Safety of Regenerative Medicine or the discontinuation of such manufacture based on
Article 41 of the Act.
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] | Specific Nucleic Acids and
the Related Compounds
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Categories of the Certification Specific Processed Cells




RS T
Additional Form No.5

R T G \-PUSRBIFR) Ry E RN Ay 5 BOERR e S O i
Form No. 25 (related to Article 84) Application for Certification Renewal of Foreign Manufacturer
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I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the certification renewal of the
manufacture of specific processed cells, etc. based on the provisions of Article 35, Paragraph 2 of the Act on the Safety of
Regenerative Medicine, as applied mutatis mutandis pursuant to Article 39, Paragraph 2 of the Act.
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Manufacturing facility and applicant's information
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JTA R RNA DAL AR AT O Bt l2id, A R CIE 7 15, R 15 % 30
L. JHESNARMDICONTOLEMELZFHIT L 2 &,

() BETRLEIEEE

REEFEITIN 2 TTRERIZOWT, @75 2 &, fil 2 (TR M2 v Tl
ELTE B2 VAR, AN R ZEWTMR LW THHET 5 Z
&

mRNA % A B b B EARCR CART 25E81L. 857 DNA O SEE B, #I5.%
DFELE DNA OEBL, BAH1% OREE 7 1 2 DG L SR O 5B O fesR 7 5%
IZOWTHT 5 Z &,

Bl AT AT 2561, AT 238K MEC. Rl OkREFIA, SEO
A I OWTEHBT 5 2 &

5 BAEBRFZZTABICERETOAIRBEORREYDHER

AN RS A 1T DB 5T D IRIRE ORISR E R TRT 2L, 20
B, By (%O A EBREOREEICEDL 2 By #BR< ) 2Nz 5 B RO
HEHEEZH LML, ZOLEMERENFERELLHRT L2 L, £, BT HLD
BT DB RSB OBRICHBHRE R 2B < L 9 e ZIRERRIC OV T HRiHET 5 2 &,



¥3 BEEORMEHRTESRERR
FAEERS 2520 28 06 L TG 2 R EM T LGl ik a £l 2 2 & 23 4%
BCHD, FiTXERRE LT, ZRMEMROBLE TIT 5 YR 7 03B (MR R,
<A AT T A HEERR, RAT ANV AR L) OMERR (=2 F oo 0flE TR
HSAHIY) . IS ORI Z M T 2720 ORBENE TN D, RBROREITY 72> T,
FREMCZ DR, HDWIILOBBMENAE T D, Lo, b OBSMIT, g%z H
W EREAOMEOBERIZE b, LV@EUREDIZL TN ZERMELINLIHD
ThY ., FAEEFREORUEATT O BRICIT Y LG EERRE R O 5B OB FRIE I DV 728
ERREERETH I L TELI AR, £o, BRBREBICOWVWTHIFEOERIZHN, &
DL B ORELBET L ENEE L,
1 4FMERRAT
FERRSE D RFPERRMTIE B 122\ I Z & @B W92 = &,
FIZIETANARY H =TT A N7 X =2 AW DAL, BARE O/,
Z DML DT Z HI S 2 B F AR 0 bR - fEIR (77 0% v 7 HE)
DOELFIE L CTERER fHEAEAL (7 a T —4 —fEiKk) CiEMRER 1 (=P —fE
) OBRFNZINA ., HEIZE > TR ¥ —DORE RS AR T2 b D,
Flo. AN 2R L2WIGAE T, fIREEREUE~ » 7 Ofiric L X7 2 —42
ROREENRFFEY OLONELNTND Z EEZHERTHZ EICH RN 5, A
THMETHBETORIAN EORERFEINDLIOD, £z, EHRRLAORETo
FEHLEIZDOWT S in vitro BBRCTIRTT 5 2 L b H V155, A TOEAEEE T
DORBLOFFHGMEZ N5 Z E DN EREE L H 5,
mRNA & W5 35-5121%, ZOREMICEE T2 5 KD ¥ ¥ v 7EFES 3 Kkl A7
ET25HRY AHORSREFE, RNA MG OZLMEICET 2R A FEMT 2 Z ENEE L
VY,
P ) KWREREZ W AEAICIL. X U O IERYEOMEEERER (Bl E, XS
F R~y 7, 7 X WO, BEOITE) OB 7 VsiER, R
TSSO B Z 37 B OEMIEHEICBET 23R A T T 5 Z &,
2 RBRERFICEAT HHER
MR A2 T, MR 7 A LA — R, TR, A&l o5 Bk
THYNZEMT 2 Z ENLEE L, BERBRC~ A 277 A EERBRITAREZRRY b
MG T oA EZx5 e L TRBRZFEmRT 522 EDRLEE LV, VAL ZARBRTIX
e TREDBE CIX U A NV AOHIRENEE SN NZ D, 2SI 7 /n—_2 N2 Ui
G)Zp ] TR At & L OB 2 a3 5 TG BRI 72 5 B 3 20,
(1) 2EHE MERVCEEICET HHER)
5 E RN T4 % OB S 22 BT O W TR, BRI H S 5 F1E O B %0
LT 5, BIRICIE, AARERT (BUF TR &) ) BERERE (4. 06)
D3 FTRE CHIVUL ZAUTHE L TR ZIT O T ENEE LW, YR EDORHEN D,
i 77 B AL OB SN EE 22 5 81T, R ERREREEZSZ L L, Th LRk



OMEFMEZ LT 20072238 (B 2R TS B R RO M EHERE) 2L,
ZDORBHEORIAE RTZ L,
(2) R4 2T AIEERER

RFBEFRO~A 277 A~ HERBDEHA AR CTHIURX, L TREBEITH Z
EMMEFE LW,

Q) RAREMREF (VAILR) BEBR(IAMIWARNY Z3—F2AVBIGEICRS, )

RATANARBROE EERTHZ L, RATANVARBRE FEMT 555121,
ICH-Q5AR2 A KT A > e s dEfilartks v ciliEsha 44727 /ey
—ICHEEBO T A N AREWRHE] #5512, A B ha U AL AR R ERAY
ANARHT 700 A EfiT 52 L, X7 ¥ —%tb MHROMIRTELEAT LY
AL, FCE hUA L RICKITT 2RBAEBET L2 & BIIETT ) VA NVARY
H—% 293 MR CEAT H5E1E, RO VA NVAITIMATT T ) UANA, TT
BELE T AL 2 (AAV) 72 Dot h A L ZADRBREEETHZ L, LEr T A LR
H DS DR 2 — % 85ET D855 MCB O MVB 252D\ T L ha v A L ADIREA
O A2 W ERER R RT) CEFHEMSEIC L 2RREBET L L,

Tabkuety s Ry =V Tl E L b e A VARY X —DFEEICHN DY
AlTiE, MCB (KB ICIRAT D AEEOH D —a bty 7 L b v A LA Z B
THRBRAEFEML T2 2L, vV R a baty 7 AL ZADRANL XC H5H
VMEDE6 7T — 2 T v EAEICL VBRI SNTWDL 2 L E2BBITTH T L,

4) BBREEDAIRRE (DA ILARIA—FHWSIHEIZES.)

IEIENE T A N ARY B =D BB E CHEME T A L 2B & FE 2 2
Lo RIS, FEBTEMED L Fa A NART B — LU TF A NART X —DHLEIZE
WTIE, X7 Z—BEEOE IO BRE CTHGEME D A VA (B L b e A LA ¢ RCR,
HEME L T U A LA DRCL) BERBREZ I T 5 Z ENEE LV, b MIERMEEZ A
THVANADT L RXa—T 2 HTHX7 X—%EETHMIAOSE, Y 72Restk
MR 2 N TR IE 7 A NV AR A FEfi T 5 2 & BIRRMEIAME D A L AR 72—,
BACILERZ DN T B OBEEME D A LV A ZBT 2B 2 EhE T 5 Z ENEFE LU,
MEAR (R
T R R R R ERER, N7 X —REAEMaER R X N7 R DNA, X

7 2 —OREHER TRICHW DR, ¥ LNy EGoXT T R, IEEMEe & ORER
AT BT AU A R A FEhE T D Z b, = R R U U RBROSERIC S 72 - T
RJFTr B R URERE (4.01) AEMAFETHAUL, ZHICHED 2 &, R T
1 B O#EETHRE kg H72V DT FhFv oo BREE LT, BENRGOEAIZIE
0. 2EU LA FIZ, ZNLIANDEERIEOSEITIE 5EU LA FICT 5 Z AR s h T 5,
AR EOHREREL ORFEN S R =2 R % UERBRIE O AN N EE R 54121, JFA
T R IR URBIEASZIC Lo oMU RABREEL VWD ZENREE LU,
A% & LT mRNA 2 WV 245808, =0 R RS U U 0RBWE I A T, Rl &
L CIRAT 2 RS RNA & &, DNA SRAFEM NV REM e ERETHZ &0 &7 A



R EHOVDEEICIE, = F IR 0B BMEM BN A T, MERBRE LTHB
YR CRE TR AWM OB Z Eii 5 Z &, BWBEYE L L CXES
RO R Z SN TR 5 = &,

4 Nl - EYEE (BREEORRITHEZEL.)

BEIRSE DN L D FBUEY) O AWTENE 2 E T 2 7o DI FM L 7= 2T ORBAE R %
T D 2 b, B E T AR & BEACEE T 5 AMIEEIC OV THIE L T 2
EDBHHTHD, 2o DEYEMERBITEEMEZ R > T Z ENREE LY,

UANARY B—D | FRETHIUTIEM (VA VAR TE 720 DI/ 2 A X
—) XITEGRNED B DRI & G Z FF2 R WORL DR A ST 2 ENREE L
VY,

5 &8 (B5IZBT2YEES)

RAEPEMC G ENDTEEME O ESGELZ RT 2 &, FIZIE, VA NVART Z—
EHWDEGAE THIUL, VA NVARTE, 7 DEBEUL T A VAR Y72 0 ORGHAT
(PiEE) . 7T AI PRI Z—2 WD 5613, 77 A F DNA O&X L= v —¥,
INP & -\ D456 18, R3O OV NP 472 0 ORE S &5, mRNA 2 V235513 mRNA
Wi, 7 ARERZEEROCAERIIS RNV EERICEDRE TR &,

6 HTEM

AN G- FEW) D RZIE 5 O 22 TENE & 3T U L @ O 72 R A7 Stk & IRAF I A3 E T 5 2 &
Fe%% & — EWIRRAE T 2356 UIIERR ~EE 3 2358 132 OFIREZERT 5 & &
(R EDO B~ B LR L Tk 2 &,

X

%4 T2HRUVEEOTE
1 JEERRREAERRICH (T 5T LM R VA D
(1) EREREIEMIEZFRT 51O DR
BEWE S 2 O D R BN 2 AW T B AR RS O Ei DR PRI G2 R4 5720
DIEFRARERDOE R AR T D&, ZOTDI in vitro RERCENW) & V77l
(2L BWEOIECH ML T CE DT — X &3 Z & (proof of concept: POC),
Bl 2 O T R EANIC R A OFIH & LT, ARASHROBE TR BLORRE K OFF
FENET OND, ZNHDT =X, VA NVAR/ T Z—OHEHOFHICA D~
DT 2V A7 FHIIC b WD Z ENTE D,
(2) HEHKRD®
e T, BAEERELZ T DHICHKGT DS O EIRN A0 2 a2 5
BrL7e R a2 2 &, EERBROERICHTL > T, LEIL U GEYZRET L
i) 2 T2 RN ATRRBR O R 217 5 Z &,
FAEREL T 528 G T DS L IXFE—TiEhunh, #lzid, Ansind
B AL H 3 B DTN 72 D[R] — A 1 ORI S 25 BN 2 I T A 2 58l L 72
f R MEL CHT 0 Z ENARERGE b H DL, TOLAIE. TORYEMEEZRT
Tl TOER MWD D EEIREDBENLCIBEY OED, RN A0 DOk
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ICEBE KT RREEOE RO E X TELL, ToFRE T2 L,

RN RETT 2 BRI2IE, AW 2B FE O 2SS0, FAEREOREE T T iE
THEEREE ENL BV L TV D DO 21TV, FAERSEZZIT D510
5 L7258 OIS O ORESCREO P EIT ) Z L, 2, AR5 TR,
BHEFHRC L > TUILFBRBICR D) 27 OFELEEE 2 | AERNSH OB UTE
HEITH T L,

S AN OREIC L > TE, EAFRNICEBRT2b00H 5720, ERRHEA
FCOBEEMEET D LEITLT LHEWS, BB 2EmA2EEL, AT
DA P AKBL L. BT, BRAEETRTHI L,

N ODFMMEL « KRR~ i\ VA B A B OIS A I B 3EAITIT . B S &
53 272DICHN DRI O TE DRI E 72 25 R 2 md & LT, FERRIRER S
ICE DR RN I CE D 2 2R T T — 2 BT 2 &,

() FFERRFERICH T2 REM DT
7 —RE%

DA SR S O % 55 0D 3 U 7 22 A MK PR G A I B 2 A A 72 Bt ekl s |
AWV OEBEOZ2 M T 57-DICHHATH D 2 ERE, RBOEMIZEEL
Ti, R THRESN TV AR GREDIINIC, EFHF G L 5 A5 EERR
EEML, REVEBEENRKE 0D EEINIEETFIERERETT 52 &, 2
72, BREOMER~DOREMEN 2L, BHESNWTEBENRINICE 852 &6
BT — 2K DRI TV AEATE, 2 E G0 X 5 R G HEERBRIILT L
LT L L, BKiE A CTEEEE G D TE SN TV DAL, KGRk
R A FEMfT D2 EnRkOEND,

14 Zhith

EETENE DS AJEE BRSO W T RIC L L Z 2 LA EA Z RV T,
INOORBOFERMB LT L HME L DD TIERV,

(7) ®ERME

KRR 2o W= B AR RS DR L > T E L< RWSIERISDEE Z 5 fEkR
ZOWT, FROEANEEFORBIEMST ) MRS AT LT K D505 K6
IOWCHHAET D2 &, BRBROBERICOVTOFMEZ & MIAMNFT 5455

Bl BEFRBEDOEIRE T 2 RS ROMER G- S -8 0iE T &
DEBEZ T TRV E IR L TEBL ZEBRETH D, BIRFR T,
xR E W A TOREFMEZ PRITE 2 HiEE R0 E STV DA,
ASDFEHIZBN T, TS (RN PS5 2 &2 48E L,
WO E=2 Y T 2ITH e aBRETDL L,

(1) EESH

EFEWE L > TH & Z SN DD ASRIEE G 5 720 ORER O AUFENE
ARBR T, BEREF O AN SN FIC L - TF / LREEN 2 S -/
W26 U CE— B3 el cide v, BEABGFICHABGBF R EEN D UTE

P
P
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FNDAREMEN & DAL F DL EVECHOWT, BHEG U Tl AT — & _—
AEEAWVTHEGR L, BEBREHIATH L, BREE AW HAEERSEOR
B NWTIREEIND U A7 1%, BRBENSGA SISO YR~ DAL 5
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L. OO RICHLA TN AEEE LA L TV DA, AL RIC L 5 & E5E5E
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WEBEDGE ThoTh, &G LIEBEBENPEN~BITT 2561013, S
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R %, EEBMEORBR AL EiT 255120%, EU @R~ emmoEH b S
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(77) HEFEMA~DOER LA VMAARAAL ) XY
RIS 2 RRERIRIVSRIC K 0 2 H #5556, AMIEA~OER L 720 A
DY ZATIZOWTRHIAAT ) 2 EDRBETHD, VANVART Z =TT T A
N7 Z—% AN D5a0E, U A 78IS 7o > Tid, TICH ffg TAEFEMa~D
B FIBEHAAR T 2 —O R LIRWKAIAR Y A 7RG T 5 T2 DHAKRIIE 2
J71AZOWT CERL 27 4 6 A 23 BAHTEA G4 =3 A 0 R g A8 BRE A2 57
B IR E R R - PR AR RS R Y SR A H ) 2B
THZENEE LV, BB OE A XV BRI 585 BB 52D
WA 5 2 DARENVER S ) ARSI X o TAEENE OB IS S0 DB %
5.2 2 FREMEN & D35 B LIAMTIE, (LT A REIE TR D b D RERO A FEF A&
FPERBR A IR RO D 2 LY TR,

(T) ftATEICB TSR eH
B DF G-\ L CHEME SN2 0FHEE GEIC L » IR AEERRSE L%
FHEDOTLvarT o va=r T HEDT) OLBEMIZONTHA L, LB
U CEWRBR COMREITI Z &,

(#) Z0MDT /) LREZIHEOLREEYRY
B\ X 580, BMAAOIER (off-target 1EA) 1Tk > THIE I &h
HEMEITMA T, BRI X 2 3BER P RRIZ2 N ENE (on—target #ME) ME
EnsZ bbb, BASNZERSEOBRE Z2EREERAORIIC L - Tl & i
Z &N % on-target BIEIZOWT LA IT > THL Z &,
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g LCTERL KO & T 2561003, BRMEEZZRICFEMTE H L LIRS
BER I G- & IOV 5 2 &,
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(2) ARRNENEE L BEH

MmAENEESEDRNEIEIC DWW THAT 2 Z &, B% L L TUANARY X —5D
EWE RS YEEBEOPHOEEIZOWTHATLZ L, b LEEHY 2”7
MEETERVEASITIE, HEETF —ZI2oWTHEAT 3 2 &, £7-. e &N -84
DIZFEE DR =F ~DIEFED Y A7 IZHOWTEHET H Z &,

Q) ERERWEIZHITHREMOTE

FERGIREBR & [FIRRIZ, NITH1T o —Memth, St /fapesste, FEBUEMIT
DRPEIE DA, SN, AR~ EX L WHAGAR U A7 BERFEEIC
B 5 7EMER FEOMD ST ) DRESI A DZENE Y 27 12O TELRTVD
MR AT D &,

B T ARESE AV S HEIFICOWTIE, FEEIC L DEROENEN S, JEE
IRABR £ TTIX, +591C off-target (EH AR T 5 Z L AREETH 0 | FEIREHIC
Ko THD TR T 2N T HAMREME G & 0 . BRI OB W CIEE
Hip G LEE=F ) VI NLEREAELH D,

(4) BRIREABRDBIEDHE

BERIFZE & L CHEMT DHAICE, EiiL X5 & T D98 L OFENCE B R OBLS
Mo, REFEMTE DL LR ETIT 2 2 &, MIELISNCHEMT 2581213,
MFIEUNCHEETE D & LIERIUZ DWW TREHT 5 Z &,

3 BAEERFZEZTENOEREICAVLONSEHHRTHEIRCERMH

HEY &3 280G 2 58 F TR 2RO E R 2 W 258121k, 20
R, BERE M OV RMEIZHOW T % Z &, Uil E bl 2 W CHEsh T3
i SN TR EORERNHIUETZORERIZ OV THEIAT 5 2 &,

%5 ZTOMLELEIE
ZOMFEE T _NEFERNOILTEH T D2 L,
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B 2 O D IEIRBANC L0 AEERRE 2RI L L5 &9 5 BRICHARRERMER I
W95 RS 2 FAERREOFEM AR LI2EEH] WHEOSAIIIERTEE) (2
AT IS LEILE R S O DT DUV T

KEe S 2 O 5 EIRENC L0 AERRE 2RI L L5 LD, IR 1 OFtHEE
DFMZ R LI TRIOXFELZRAMNTDHZ &,

AL

1 EAEEFRSR AR K OVRE AN T4 %5 B b i DA IE A e ONA A U R 7 4%
FLOARBUZ BT 2 LU T OFIHITLR 5 &k
1 FrEMiain TS sliE s 2 361 IR M 2 FE oA % O B B4R DAk E KO
RIBICHBT 2, M T@EVIL (13) 55 89 &5 13 ZRR L UMl THAIVIL. (14)
B4 89 558 15 S BIfRICEI T 5 HIA
2 FEEMARIN THERERRICB T ANNAA A =TT A KOS X2 T 4D
HRRICBET 29 H
W2 FAERBERMIEEICK T 2 Y EAERES XZF IEMT oA ERSEICET
DA E R T T RET 2 R L2 MEICBIT 5 LT OMFERER 3 & 2 55121,
2 29 5B N OWIFSE 0D Rl RS 1% 2| AR % Bt
1 BRI EREN ) & - TR PR O iR
2 WEOBEICIN X, BRMIIC BT 2BE FEAILYT ) AMREFOE, EAHE
B ORB LY ) MREZICL 0 A UEELE 2O, EAEE T XXT
DRI X0 BB U T2 X X7 B R OBERESEIC O\ T O 22 A FE e
3 ERRIFZEICEB T D EMEORE . UTZEMEORRICE L, MRS TE 5N T
WD EEM 72T — 2 KONV DR FE
4 BET BHFFER IS OV T OB R S DO IE )
F3 FARERERAMEELMNC BT, ENACEE ST D M RAIEIASE XX K
LU 72 b O % W2 EEEATIZ B 2 A8 UL IR O RO IR PR D R
F4 BRI AW O S OB X 2 AW O SO MERICBE T 2 158 CEk 15
FEIEAE 97 &) ICHE SN2 BB B AEYEE WL HEATH- T, TOFE
AR EGE STV WIREIZIE, THAERSEO LSO IS 2 IEFIC
FS < FAEERS B Uz Dl 2 AW o RS0 BRHIC L 2 4EW o S8t
DRI BT D 1EM ) 1TSS FHEIcH>WT) (BF 745 H 30 B AFT EBRIE 0530
55 1 SR S R BURMFE B A BORGR R M) (R S T8 O 5 — R AR
HEEE. AR AWM E L oMo E (REEES)
H5  ZOMMEEIRLUT OFIEITSR DGR
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IO 2 I T2 SR BT L2 B9~ 2 BRIRBIFTE D Rl R
2 MREORHENY] BiEEL LTT ) AREMRZRE VD58 138 S%MR L 2 —
N2 s hds)
LWL NI ETHLHRE. T O—RIEE
FORGEITIEICEET 2 5 2
FoRBEE (WERROZ et BRe5T,)

RN

e
e
e

T

X1 HWDEREEIZOW T, SN O R E N T % R E sk | s 2 5+ 2 5813,
ZRERNOGTIFEMe T — 2 2 i 5 2 &,

X2 MEERLERORMIL, HWDEIREDORIEICISC TRAR L0, 2TONEICE
WTINHRTOERORHAZRD D HDO TR, Efid 2 FAEEFREICSC TnEE
s BRI 52 &,
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HIHE 3

B 2 O D IEIRBANC L0 AEERRE 2RI L L5 &9 5 BRICHARRERMER I
W95 RS 2 FAERREOFEM AT LI2ERH] WHEOSAIIAIERTEE) (2
LR R DL I] (Bl L R Or2) (BT 5F =27 U X b

MRS 2F =y 7 U R |

x5 HH TestAl| xHIsE

B BB E AV DHAERSEICONT

1-1 KIRIRIBIC BT 5 BlRF L T EN A, O

1-2 AL LD LT oA WD ERENICE2H4EE | O
PR DA

%2 BEREROE 0BT L

2-1 FEFRSE DOBE DU T O

2-2 BEIRS DA FIEIZ DN T

2-2(1) A E IR YNYSRES O

2-2(2) KEWRE OB N 515 2 3R U 72 B O

2-3 BT D%

2-3(1) BZI 5 OREIE K OV O

2-3(2) BRSO L OHK & oA B T 2 Y EgR%E | O
DRFPECFERE

2-3(3) HBFHEH = L A FORE L HRE (K%L L TERE | O
AW 5EITRS,)

2-3(4) KBRS L 0 2 LR S0 mRNA 63 B4 28541, = | O
DIRBLPEM ORGIE & e (BRE L L TR N5
BEICR5,)

2-3(5) ZOMDOT L X b ROFHER T REEB DAL E & BgrE (B2 | O
et b LB ZE WD 5AIZRS,)

2-3(6) 7 MREEEAT O TIEROEOER (7 AeESE%E | O
ITH%EICRD,)

2-4 BER S O RS R ONE AN 15

2-4(1) PSS e R ITN e Sh AR R

2-4() 7 BEI S BT O AR O

2-4(1) A B SR BT O, AEEL T 1E DR O

2-4(1) v s 1R

2-4(1) v (7) | BOEIZHW D A O

2-4(H) v (1) | BuEHk O

2-4(1) v (7) | BWETH & TRE O
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2-4(2) 7 AR T AT AT mRNA (2B 4 FRIH

2-4(2) 7 A7) IRREESE S AT 5 0 mRNA O FEEH O

2-4(2) A ) DRSS AT LT mRNA O, BLEFEOFEM | O

2-4(2) A (77) | BUEIZ D A L O

2-4(2) 1 (1) | WSk O

2-4(2) A (V) | BOETHR L TREM O

2-5 BARBESEZZ T 2HICEET IBBREOREEDOM | O
fif

3 ERREORHEMAT & SRR

3-1 REMEAARAT a

3-2 LR 712 B 5 iR O

3-3 MR RER (Rl akiER) U

3-4 il « AWTENE (BEERSE D FEBUIG % % 5 e, ) O

3-5 G (BB MEES) O

3-6 e O

B4 REVEROHE IO AR

4-1 FEREIR BRI I 1T 2 LA e OV 2 O FEAT

4-1(1) BRI RO 2 & T 2 72 0 D ER O

4-1(2) ARG O

4-1(3) FEREIRRBR BT B LMD R A O

4-1(4) FEWG R RRBR O R OIS O

4-2 BRI C D22 2 K OV 20 O R

4-2(1) R R AR 20 & 372 D O B O

4-2(2) {RNERRE & P 0

4-2(3) BRI TR 331 B 24 O FHM O

4-2(4) Hikh A FRBR 0D A D #e FE O

4-3 HAEERELZTHE~OEGICHV O L Frik/efkss | O
ROPEIEA

5 ZOMMLEIRERIE O

B2 1R T2F =7 U A K

FE | HH Tl 78 A Kk

iy
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89 4 13 SRR L OVEI T AN VL. (14) A4 89 445 15
SRR 4 5 HIE

1-2 EE AN T s g i BT AL A —T7F 4 KON O
NAFEX 2T ¢ OBFRICET 2 HE

F2  HARRERHERIC ST D MR E A RS TR o AR E RSB
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RREEE 4 GBI\ =50k (GE—im)
Form No. 22 (related to Article 83)(Page 1)

5 E M RN T4 S5 SERE E H RE
Application for accreditation of foreign cell processor

e A H
Date (Year / Month / Day)
JEAEGERE B 4 N
To Minister of Health, Labour and Welfare - BN - TE, £ 2 FEHT OPFTEH
Location of the head office in case of a
& 7R Japanese corporation
Address MEISC < >
Foreign language

EANCH - TE, AR OREEDORA

X . .
Japanese Name of th(—“-j co.‘r.'poratlon and its .
K 4 representative in case of a corporation
Name ViSEh' < >
Foreign language

- /
TRRO LB, FEMINTYHEOREDRELZZ T T2 WO T, HAERREORZEMOHEREICRE T D IEAHI9RSE 2 HICE W
THEM T 2 [AIEHE35RF 2 HOBUEIZ L W HEE 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.

s

1 FpEM Ty RhE s i O HEEE 2B 5 FIH

Manufacturing facility and applicant's information

R TE AR N T4 %5 B i R 0D 44

Name of the manufacturing facility

R AN T 55 i M % oD PIT(E i

Location of the manufacturing facility

MiERE BRI D |RA
HIH Name
Details of the
manager of the
manufacturing & &

facility Career summary




FREUEE 4 (B =5:B%) (85 —im)
Form No. 22 (related to Article 83)(Page 2)

EFXITORB DKL EANDOLEE
Name of the executive (in case of a
corporation)

(1)7E5505%5 118
DHEIZ L VREL
BoEasni-z &
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

i (BEANCZH-

ik

TIE, TDEBEAT
B ARG, ) O
YN =S
Applicant's (2) AL, BT
disqualifications Aoz L
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)BIRIES T Z
AUTEED L3I iE
KL=z &

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

Y OB
NOHRIZEE38 7 D FZ OO T VG R Dt I

Witk L& L D HEMIRM T SO | o
¥ momTzmLr-e | O #mirsmem U wmizro £k e

TR

Types of planned specific processed cells, TE RN T4 flel T4 TERL RS
etc. Human cells derived Animal's cells Nucleic acids
derived

2 HEEH OEHE

Applicant's contact information

FHY RS K O 35 00 (K4,
Department and name of the person in
charge

AT
Telephone number

FAXZE &
FAX number

B A—ILT RLA
E-mail address




RREEE 0 GE\+=5:B%) (85 =)
Form No. 22 (related to Article 83)(Page 3)

(R EIH)
(Notes)
1 HAMORESIE, AdeT252&,
Use paper of Japanese Industrial Standards Size A4.
2 RHIX, ERI2EETHZ L,
Applicant should submit one original and one copy of this form.
3 HHEHAOREMRICEORMFHORTEZILHT H2ENTE RV E ZTE, A T
DEBY, | LRl L. BREIRMT 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 THFEEORKEHE] MITLHEEN NG XX M) LEHEL, H5 L x0T,
(IMICH-> TIFOBEBEOEH Ba, (2)Ich - TT2 0, M. FowESEA A
BOZFOHITEE DY, XUTPITE2ZIT D2 DR o2 B BIXF0EH B4, (3)H#
WCHoTEZFDOERDODEFEELVER LT-FABER#H T &, TERES] &k, 754
PRI D AME ORI B 3 D I 395RE 2 HICB W CHEH T 5 [RITESH355: 55 4 TR 3
FICHET HESERTLOTHDH Z &,

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

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

(2) Crime, sentence, the date( year, month, day) of final judgment, the date( year, month, day) of sentence/parole
completion.

(3) Description and the date( year, month, day ) of the violation(s). Term "related Japanese laws" refers to laws and
regulations prescribed in Article 35, Paragraph 4, item (iii) applied by Article 39, Paragraph 2 of the Act on the Safety of
Regenerative Medicine.



RS R GBANHIUZRREERR)  GE—im)
Form No. 25 (related to Article 84)(Page 1)

LGN
FI

Revenue Stamp

JEAETERE B
To Minister of Health, Labour and Welfare

RO LB KrE i TG oRE
THIZRB W CHER T 2583655 F 2 HOBEICLD

Ry e RN T Ay S5 UG RR E I O A
Application for accreditation renewal of foreign cell processor

G H

Date (Year / Month / Day)

X

Japanese

HHE L

Foreign language

X

Japanese

FMESL

Foreign language

<

<

. . e
BENCH - TiX, E722 FHEITOFEH
Location of the head office in case of a
corporation

-
/
ENCH - T, AR OREE DRA

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

-

4

4

HOEH Z22T 720 DT, BAEEREDLZDIEDOHMREICRET 2 IEFE395%5 2
wLET

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 e N T4 %5 Sk fi i K OV i

(ZB9 5 FIH

i

Manufacturing facility and applicant's information

SR D Jiiax 7 & & OB EFH A
Number and date of the accreditation

BT &%) KO & D R o in T

& AR DA TR

Name of the manufacturing facility

BTz & 9 &9 D RrE i TSR

RRIERED X 5Y
Categories of the accreditation

O FeEsiien T

specific processed cells

O ek

specific nucleic acids

g AL
Changed items

72 LAl

BENRE Before

Changes E %

After

pAL B2

Reasons

KEEGLAD D DG EE, ERREAEZEE L GRETo 2

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



R - GBNHIUZREEER) (B —im)
Form No. 25 (related to Article 84)(Page 2)

R AE N T4 46 G fti OO BT (£ 1t

Location of the manufacturing facility

ik BEA (B4 %
R o
Details of the ame
manager of the e
manufacturing s 1

s Career summary
facility

EBEITORBE DKL EANDOLE)
Name of the executive (in case of a
corporation)

(1) 155054 1 18
DHEIZ L VREZE
oz e
History of having
accreditation being
canceled pursuant to
the provision of Article
50, Paragraph 1

P (B D -
TIx, EORBEA
5 EREET, ) O

FRIERA (2) HASHILL_E
Applicant's AL BT 2 &
disqualifications History of a court
(including those of |sentence of

the executive imprisonment or a
engaged in the severe punishment
services in case of a

corporation)

(3) BAfRIES X%
TUZHAS 31T
KL=z &
Violation of related
Japanese laws or
measures taken in
accordance with these
laws and regulations

-
e

) DAL B
BEa LX) &9 2R e Ty o N DOHIFRIZEE 482 D ETOMDOINT LB T DM T7

55 O oz L | O afilessem |0 i kv Ak Lk
Types of planned specific processed cells, TE RN T4 F N T4 TERLR S
etc. Human cells derived Animal's cells Nucleic acids

derived




R R GBANHIUZREERR)  (BF =)
Form No. 25 (related to Article 84) (Page 3)

2

FEET OGS

Applicant's contact information

FH RS e O Y D K4
Department and name of the person in
charge

A
Telephone number

FAXZE: =
FAX number

B A—LT KL A
E-mail address

(B EFIH)
(Notes)

1 HORESIE, AdLT5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 I, ERX1@ETLH L,
Applicant should submit an original form.
3 AHHOLHMIZEORLRHEFHDO R TELHMT 2ENTE RV E L, FMIC MBI
DEBY, | EREEL, HREZIRTT S 2L,
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 THFEEOREEKHE) YR EENRNE ST TE)] LRl &5 L &3,
(B H > TUXEOHBLOHEA BZ, (2)Mich > TTZ0E], ., HoOMESH A
LREOPITE KDY THATEZITH 2 N o GBI EOFEA B Z, (3)H#
2> TLEDEROFERELOER LTAFEA BZRET 52 &, TBMRIES) Lk, B4
IR D M ORI BT D VEREIE3955 2 THIZ R\ CTHEH] 3 2 [AVER36 L5 2 THITk
WTHER T A RNEHEISSRE A TS 3 5 ICHET AR EZHET O THDH 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 UIAHEWKIZ, BATEREICIRET 2 HEEOERICH D | HEIZ LnZ &,

Put revenue stamp only on the original form. Do not cancel it.
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PR M O 3 D R4,

G el

FAXES
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(RFEFH)

FAOREZE, AdE35H2 L,
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