fﬁﬁi‘%/ , 7?\
| 2871

FARER0630E 1 2
\\Eﬁééff// F Bk 284 6 A 30H

FEBERREEEER (B B B

EASEEERE - AEEERERSEEESERE
( & £l B )

KR ERBEES - ﬁi@‘%%%uwﬂﬁ?ﬁﬁ@/\i 2T

B I T B — AN < E AR b B i A E R - B
R R, ;omf FERICAV D EMHEIRES 2 H 50 UDERL, 4
CRTBZLICL Y, REBROHRILR CEREE ORE(LE RS BT, F
ﬁ%ﬁ%@ﬁbf%t& %,

SR b NECE MRS AR TR A R 7 R A (B 1) .
vk (AR PS () MRELMTERZBW-EHREEE GK2) KUK
RIRMEME R T b (B 3) OFHi%1T 5 C S > THELEL DN T,
FMEORA Y NERTHEIE L LTEV EEHELZDOT, TRILEZOL,
BUEREARR B Lz -TREL T3 L), BENBERES IO L TR
& ET RO HEERCET,

R, ABEBHOELEMSAITRIEAE RS ERIESSR OIS EEE. — it
A R ARRISBELEASLE, — RS CkEEEES - VDT ESS
B, BN AHAERBEEELEEE,. PANEAFESLSE, AKX
BB THGLSLE, KEFEURTERSERBNEELAEEE, WK
REASLEEIITEELEER. ~&&1&Aﬁézﬁ4zm—ya/7z—
7 sk, —RUAFBEABAFARRESEERR 'R ARE THRIGRY
HERGCEMT L 2B LRLET,

F7e, ABAMOFHE, KR ERSRIMIBEOARICONT] (F
FR2F 128 158 1 T REBREK 12158 1 FEEFHE EEANL A EEEHARER
WREETHMEREM) OMNE1 [HHREFAICET ZIHME) HEELEL
*7, |



=

. BMERSE &, AGRH G OIERSE DEEORELE0B AL, &
CEROFHBRIZBWTE BT REEE GMEER) 2TRTH0THD, s
. EROREEL VMBI TR L . BIFEROZ LWIREHRER
e BARRSHALHRL LTHRATEL LN FHMEER 2T Lk
HLOTHY, RSO U T, FMEEEIZRT L OUAOFM HE
T%é%ﬁ@?ﬁhﬁ_T?Jﬁﬁﬁonﬁ%b@<T%iwﬁﬁﬁ
HVEBLILITEETAIL,

B2 DELR DEGREBEICY /2o CHERER « 57— 5 R It BB ¥
ﬁhﬁu??gﬁuowfk6#LWﬁﬁﬁéim AREZIR D BEIC
SATEIEA ER S ERSBRAMBEONENE LERT 5 LNBEL
nwo ok,



(B 1)

= }*ﬁk’m’/ﬂﬂﬂﬂi (T ERARN TSRV - EEREFLEICET 5
PRSI

1. IZL®IC

FARE RSN (B, ERESEONE, AMMER RS OMRR S BT 5158 (18
w35$&¢%1%%0%2%%9§;ﬁﬁiéFﬁicﬁ%%mj%mocuTﬁLJ
D3b, b MEEMIHNRORERUOE LM EHET S -0 EARN 2 BIRE L, Tk
20 4F 2 A 8 HATITERARE 0208003 BEAFBEEEASFE®D CUTFIe s (HB)
HRARRE - AN T ERREOR/E & D,) ROFR 20 4 9 A 12 AT HARE
0912006 BEAXBEERALREBES GAIFE & (AR Bk - EhmTEERS
DIEE LV D) KEDONTWH LI ATHS, i, b MEEBRMRMNTHLOE
RUE SHOHMRICSV Tk, TR 244 9 A 7 AT EARE 0907 5 2 SEASBEE
EKARBEES GUTFe b (HD) FHESMENTERRSEO RS L\ 5,) ROTEK 24
FE9RTHMIEARSE 09075 3 BEASHEERARBDEES CIT e b (A 4
PRI TER RS OMREH L1 5,) KEDLRTVD LI 5Ths, AFMHEEL,
bt MEREHRR UL AN TR]ED 5 LRICESRBEBREDIEERY B E LTHREIZ
WASND BAERENRBICSOV T, LROEROREFERIC ML TRET ~SHHE
RTTHDTHD,

2. AFEEEE DX &

AT, © b (HESUIRME) B MM 3 A AN T 388 00 5 B I B Ak
BHRECEET BN E L CEAS NABAERSENMIC ST, AN REHEFCN X
THE. APERUREMEOFECH > TEETEFEE R LEbDTH S,

3. AFHEHEEOME ST .

AFHEFERIL, BRIFBROFE L e BRI AR TR EHRETH H0
ThHoaZLEPREL, BETARXEELEBRNIRLEZbOTERL, BRATELLN
BRIZODWTRLTWDS, XoT, S ORI ENEFCHMR DERS LB £ 2 UTE
N3b0THY, FFENBRICBLTTRRIZAETEHO TR,

HEOFMICY oo TiE, EMORRORMEZ 58 L LT, RENaEtsr bo
TERICHRT I EBMNETH D,

2B, AFHMEFSAR DM, @W%@%@m@%ﬁﬁ4%74/%%%_¢5 EHEBETN
ETHD,



4. AEDER ,
RSB IR B 2 AEOERL. £ F (HE) MM - Mg TERR SoMHet, b
(R AN - RN TE RS OME. b b (B3 RURmEN T EERSO

JStROE N (A AESHIRNTERSSOEHOERICE M, AT LB LT

5. | | |

(1) SREMIR : REOMBEARERICFEEL, Ttas—4FrF 4711 IX, XI %)

 urFAsYAY (PR EELTD) ESOMLKEREEMRT S 2 & 2K
L3 B MRS — AR I HR TS, SRS AE CIRATE & T B MRS 7 O BIEEARRD (Hk
BN . R MR IR SRS 2 B A SN R RS T 2 B MR
PR LR LMY ST, | A

(2) HHEBMI : AERARPICEEL, SHEEEH LaoE DEMNENE LT
BLOXIEENICET 52 L MEESH Db ORI N A BECE DML 2
5%, ATHHHECIIE MR L ST, $o. BATINDOMEYEELTH
b MmEat, -

(3) HEBME : HEMEL WML 2O ERONE, RBRRONZHERICBVWTEERY 7
D BT B, KK, ST & Vo BRI I (b A EIC R LT B
B RSET B, BERBE 2T 5, | |

(4) HHIME : WEOPHIRTELNELDO Tho T, UEONETELES - LI
Lo THRELRE LD,

5. BMMRICKEMBESLRAOREEE

R EEERESOBE Y BN U EAE RS, AR L EA L OBRENS
1) FAEE LTRSS N — O - 506k 38 B O A BALOMN - ik A0
AEES b oOBS (HEMHEA Homologous Use) &, 2) 5 ThWES (GEMRIEA
Non-homologous Use) 1243 b3, AFEMIEIC 38\ TIZRES OE NS ORFFEBERIR
REED, MEOBHEEECE MREMRNIESZ, #EOBA LI KEUAO
McERT B MEESRMIEE B LT A BAERSNE L RNEL TE, MEOES
M A EOKE RERL LTEZ SN0 L. FIEORAICILEAEHMICET 2 -
SRR OB DT LAIMAEDN 7 OFDEOWE 2 BT 5 - L BHRNES LRESh
BREMER BB O L, BEOHEI BB B CRERRBEORRBEL SRV L
R OE S 2B T AR b B AR 55 = LICIA T, £ h b 0 RSB ik
ThHMEMERE X LN D, o T, KEMIROMAERAIC L 5 SE ML THE & 8
FIHERE I & 5 M AR T4Y 5 & T i, S OFEM. 2 D0 BARR CRLE o
MIAOBERA LA BT A BEEICE S Y X7 OFHIC O W THEEARR RS WEERD S
L EERBETHS,



BREFECOV T, UTICEFLRREASEXOND, LOLRB b, Btk T
AR LERBRE B I~ — I —BUNEBE+S LIXRL T, BAKNERBEELH D, &6
I HEIOEDTHIE, MORRER Xt~ — b — % RAXLEMNL TREEZRIL,
ERT 2 Z4EEHATLZ &, _ _
ARFHEREICBV T, HRER L ERERERICOVWT, BRERICKREMREE5E
ERBEEBICEHREMIREZS TRVBARLEHT TENFRAER KREIZBWTHRT 3,
REEMICRERBREZESOHE L LTI, BHE L LTE MREMIRE AWCTERT 55
ARCEMEE LT MaBas BRI EBE L CERT2RERE 3,

(1) HBBadcR CAETER | | .

Y FEEURH & 72 5 8RB MRS ST AR SRR T R BRI 3k B B BN D B, B
BRI ANEE TS LA T B ERE o, RERRIE, Fr—oERXEERD
HESOAMFICX YV HEEENETT 288055720 KA CORBIZHLIBERHY |
Bt 8 B AT AR/ ABREIE . HRER L L TR LRI OICIE LT B R
B, Lo T, BRTBBEEBMO T A XCRE - BORKE R 2 8ET 57
DI RBOMBERET 5 IodITid, HIBEEUT PRBS PICFET 2 MA0%
RUOAEBRIC SV CHERES BEL TR BERD S, Fo. REEGICHST 588
DER VEFRIZOVWT bEELRET S LERD D, MK L HET 25k L LT,
B BR0—5 % BERAAE L T HIIREIR & L, MERSERDEA L T ¥ —CHIET
BEERD D, MBAEFERERETBHEL LT, M AV TA—% AV GREERE
B D, AR OSEAIE TS 2 L B TX 5, BIEFIENE T H RIS R
RTHAMAELEREL, ShTiE L8R T, B LTV REHBSEE S L3
4y MRS T L L CERIEER 2B <. 2 e M Sk ORI A R O RIE I AV
BIENEZOND, BEHEIEH LA LS L TR TS = & SEERES
2, Al DNABZJIET B HEC, MITT7 vEAI1I2X Y 2 hav RY 7OBERE
Ve PR I MRS R B T B HERD B,

(2) HRAR ,

HE LT3 HNCOEMME REHRE. REHIES ZER L. »omat Lo
B (BERL2VAb, BREHNMS) 2TE2BYEET 5L L bz, —EORERUE
FEME R REFS B T DICUBERRAELR T O MO BEEMIEEREL ED, Thb i
VT BB O M BMOMIETH B - L ZTERT 5 2 L, HRRRICILE KoM
o B BBMEA R BB T b, BRI AV B MBI, AT 5 RO
BZOMBTIERBAL T ARVSFTHE 2 EAREE LY, EBTHEOFERICL RS
SNERRITOV T, BEMBSICBE L TS Sh - RRER T a8 $h5 Mo
RIS, BE, HEENBERELHRT S L,

3



BB MR I LTS U B MR B ORERRRBR 00 7= 0 0 BAAE 22 S HRIE Ol % T
BB, ELENEE, BETRRCS T TUTIRET, |
O BREHHS " |

BB ERTE UM R O E S L 5%, TEREE I X o THSEIR O B F Bk
Li2%, MK Y Y 2 ADEES, BHERREIC L ) MR RAZED B, RBRO
MRITER D F A3, $50RE OB LT A 7 1L 25— %, B EEEA SR
LTWB T LM bRT 3, % R BHEE CHEE LA oR B BT
REETH 5o L BB, |
© (LIS

FEALSEAORAE & LCid, SRBMINELT S 27) 2% 3/ 7Y h v (GAG), #4711
aS5—Fy, TV VEREZBNS, $i, KEHREROZESWER OB
SR LB MR S EE AT B ME D R EREL LT, flEs Ay L as—
P/ B4 T T ag—Frl, av RalFy 6Ri/ 3y FafF L 4FRBRoLE
BELTBFER DD, BEMESCHEYEEL, SkaiELZNAE TR, B
LTWAREHMEI SR # Ry EAHMBERSTHIL L, ZOWLRTICHET DL
WEEERTHZLbEXDID, GAG IIFBL GAG DRMEI &R A S¢.
R CHIET 2 HERMON TN (ARREEE), TOMOEEMEIL ELISA %
HPLCSIZ X - TERTHI LN TES, ' '
® BETFHE

ARt D~ — T — L2 B & LRI BIZoWTIE, Sox9 % HAPLN1 (e 7 e
VBRETuTH S ) RS VU E) ORBFREREREMRO~Y—F—L LT
BT 5 HEREE SR TWS, #1387 BREIZ-VWT mRNA 4% PCRICLY
MR X ERAICHERET 5 2 L TORETRETH S,

E: 2B, BRAGOERRRTIIRVE, BRERORKEZE LR ERT 201
MER, HEFEHEOHEEGLO EEMRGHEEELZRET I LLLETH S, B
F IR MR BB D720, B ESICBWTHROFEE LE+SICFERT
X RVEAE, PRIRS CUIHREER) CHHMET 22 & RBREKL 2B bH 5,
ZF OHITiE, PREES CUIBRERER) ORESEREGEO MBI T 58 1E2E
s L) ABERRT T L BUETH B, -

(3) MABOMERR | .

MO MEL TSR BT A EERER TH Y hoRERER & Rk, TROM A,
SERBR R OGRS RS E SR FEARET X bOTh S, FHEL PRI,
B B R D& BRI 351F B B B0 MRS o\ i, FESRERBR G th 7 B BRI M SR I
HESWCESETS 2 &, BAME IS B3R, nampm, SEsmm, 2o



LD FRIFFITIBA T 5 FIREME D & 5 Mk) IdEsi e - BbETRICR 1T 28R 08K
Lana{kiz K 0 £ U7z (RARER (%) MM, R4k ARMR S BEs (LAl A, ﬁm%ﬁmm
TE IR &\ o 7= B MR LA ORI OB R O ORAROEBIE, IZE
iéﬁ%ﬁ%?éﬁﬁﬁ%&@%%ﬁﬁ%%ﬁ?é:ko%K@ﬁ&ﬁﬁ%&ﬁ%%ﬁ
FOEXBITAEEDDS S EEREEMRIZOVWTIR, ZORABRZRETTSZ L,

(4) J1HEARR

A 5 D B CECB LR & BERL L N A 0% BRBLEIC & o TR
R BRI TR EY, EEEE, ARSI BT A EANAERSND, FESOBEAS
HEEEELE ECHECR LT ASEA M ERRT 5 L 0ORKRERETE - L, B
SFHOEATERBT SR IR 2 R > ToRIETIT 5 2 L REEE TR LR VRS
ik, WITLTHE LRBRARKZAVTERT S 2 L Thiblu,

(5) ZhaezEfMT 3 RERAR

BEBAZ RN L BAERSITOF 2 ERT 57 DI, BE BRI
DEE R ERRERET A ERNET L,

AEAR T 2R FIEI i%#%“ﬁ%&iﬁUL&wﬁ%%&%ﬁo BICOWT I, &
PICB T 2B MEDOREHIE (Surrogate Marker) ZRIE L. %h ﬂb'ﬁﬁﬁhmfﬁ‘ﬂ‘ 5Tk
NEZ NG, Bz, FAT U aS5—Fr /2471357 OREFERLIIR
BHIROSMEDEEL SNBZ 2 RbB, HEL, REEBECHERICEL T, BEIC

B2 L RBEEL OMBEZ FOWHLMIT 2 Z &, BAR AN TOHERM,
SIS LEET 5 HAITIE. RESNEEC X A HAEOUILZE B THIE S hu i
BERET DI LEALNCTEIL, |

(6) HMlaDERMAFORZ L
BRUMOZAMEROCHRORERZFEMT 57012, FEOCEENM 2B THE
Uiz Mgz BTk, SEMEREORE EBE O BRSO A RV I L &5 572
FRELZAVCRTZ L, BRBCANTORE, MEEei%T 2 B4, RES
N7 B L DR RBCUI S H B CIF SN2 RIBT A Z L ZHLMNCT S Z
L,

(7) BROREMERR

b KRB b B A N T AL, DR B XU E TR 2 & P R i
WT, BRE - MBHRAKOCREREZ 2B L C. MROEFER USREEMITS
REIEE L IRBICEREFRE CORERRBEER L, FERUADHMBEREL,
FTORUMERLMNCT B L, BCHRE T R OME 217 5 BAIC ik, BRER UM



BRIENBE OREH % DR TESMCRE~5 1 0HBERRAT S L, £, BER
R U CREN AR WA 2B X 5B A CEENRREHM B 5 EIMEFICONTY
WL, REMOBRE TRARMGHECHRR TS, 5L, RSk TRELICERT
B L5 REAEI DR TN, | |

F. WFEEE, PRIME R ORMER £ ERT 5B AICIE, ThENO &I L FIE
(RE. B¥ik, BETBEXET) S2ED, ZORYUMIZOWTHLMNIT S 2 &,
SR RS IR T HIRE T B8 Tk, SRS RRC BT B S S IR R, VIR (R
K% oW T, BLETRCEAT BHE L REICEENCBIRT 5 2 &, e, JEHRER
BTHET 30 ORBIRED B TH 5, NBHE MR L > T, RS 2E
RO DOMI HRIEHE, BERE. BRRENR2STREEND LD, HiE
CHEY RS ADERRE L, REMRERTALERD B, ‘

(8) FEAMBTATEL R UNRHe BUG O A A A |
517 BIR T 5 FEMBZETRHC DN T, SIS TR b CHIIR L B AR TR
M L LB IR BB O—IE BT BRIES LR Db 0, B ES L LCHEAR
HRAENZ b0 (REEAROE, 747 ) V%) KBELTL, MBtaAO MY -
HEMIZETAMRICOVTHLMACT S & L bic, AEEANTSE. BERUHETO
M L OMEMER CET3MRICOVTHLMIT B2 &, T, BEEEREIZOV
C THABOMI - AR, I AR A L OREERICOVWCEMET A 2 &, E
To. BMBIB ORI Ry &2 MM . RETRE (EHh) & UERN T 05
M. ENTOERDE., HEYOREMICE L CEY 2EREIET S DL, B
AR B 2 VBB, DRAERYICE LU CLERRRY ERT52 L, #*
SRALAT 0 A R A HEIT SV Thk, 101099371, JIS T 0993-1 X it ASTM F748-04,
[ FRHAEE ORISR 7R TR T I LB 2 A MR ST DA E 2 HIC 0T
(ER 244 3 A 1 AT ERABR 03015 205) £%8BIcT52L,

(9) MIBOEESY - B |

80 2, DA IR B ST B BB T AR R UGBTI 1l FRRAL I3 1) B I EE L 25
BRNRHEI L BEOERREBSRICT LEFBERIETTEENRHDZ LN,
EMEBORR LT, BIIES 2 S DESHAR CBHROTEEE RT3 2 &, R
BT & 0 BIESN 2 ET 5 H L L O, BEN, REXR o= —BRRAR, fE
LB B EEURERRENET b5, $-. BEOHEMB LB L TH%
L7z iz >W\WT, BRSO EERR-CHEERE O RE TER W L 2ALNICT S
TLLEETHD, 2B, RERLSHMIC BT BIEEERERRICE VT, BHELE
MR RN CEE 2R LB A BIEED X 5 IR 5 2 L RHBHD T, TGRS
i T2 < AMIERPHRRIC L B THELIRM T B 8, |

6



ErER RIS, BRI~ & B L D BMIXUTAME L R B 2 & A B AR
LR MOBEREEICONTIE, BHORBREIC X 25 DOURBERERET DL, KA
ST, REREEMICE T D EBEMRERRIZOWVWTIX, £ An International
System for Human Cytogenic Nomenclature (ISCN2005), WHO technical report
series, No 978 Annex 3 (2013)% 2B EIZT 52 L NEZ b5, RBREOR Yk
DT, B D BHER T OB TORN LAV SR CORBIET ) 2 &, 2B, &
BAICROTHM - BEZRR L2 R —0ERPRRBICL - TiL. »5HEETY
BEEREPECTVWIEERH 0T, REKRESRDLAHEECZAN NI —%
RICERT 200, XiIEBCERTZ2OEZPALNCTELL)RRRFEOIESL
BRETT22 8, 2B, EEEERELONZHEOM, ERTIMECREREIC LT
. BDARMEOBRHBULEREELH Db Lk,

6. HRMRCHKEMRESERVEEORTEE

WEMIEE SR VRERE S LTI, B L LTe MEsmaz By, 5REk
~HEBEETEAT S BANE TN, KEMIL L LT o%E (LEEARS) 2R
BEDIBIEL 35 2 L RTERWE D, FEERRICIV THH XTI 2B 55—
PRTMLERDB, : '

(1) MR UMERR
HIFSERE & 72 5 AR PSR A B R BURRRIC Bk 5 B B B 5, RHEM BRIk
AR L D ZORABEE( SEBEAEH, LT, FF—0FEBUIE Mok
BEORMFICE ) WEEEMETT B8 bbo7d, RACORMIZLRERSD .,
BABRICH R T R RAIAEGT . ISR & L TR DN MR OBIT IS U CRI 28I
o, Lichio T, BET 5 BEIMLO ¥ R RE > EORKBE 2 RET 57
DI+ REOMMZ RS 2oicid, HBRESUI TR EPICFET 2 a0l
RUOAFRICOV THEREL RE L TBBERH B, Fi. BHRERICIY 5 M
DAEFRIOVT bEERRETLUER S5, MEHERET 54 EL LT, &K
8P O—H LR E LRI L. DRSS vy 4 —CRET B
ERbb, MELEFERPRETSHEE LT, N AV T L— 2 A0 ERHRER S
D, AMIRRUTEMIE T B2 TR B, RIBHREIC HREUR T PR AR T
HHMREEEL, SKoTHEE LR TR, ERLTV 3 RETHSE 2 2 By
R R TIE L CHIBIRIBIR 278C, T2 NIIRR UMM AR OREI A N3 2
LWRE x bND, REFEES b MKE S L IR R BT 5 T L A EERS AT,

- fEka > DNAEZRET A HERC. MTIT 7 v A2k }\:l VR T OBEREN R
B A MR R BT B H R b B,



(2) HERABR _
BB LT 5 AP TOEDYE RE MR, KERES) 2ERL. »oxek Lo
B O(BRILRVAL., REMME) 2WERBYERT 5L L bIC, —EORERUE
T B RIET 5 T2 DICBER R EBLR R O MO BB EEL ED, Thbif
NWT BB h o @IS B RIIATH D = L 2HERT 52 L, REERBRICILE AR
T BRI KD bh DT b, RIS IET, BAT S TEEDD
A OMBTIEIRBAL TWRNSTTHE ZEREE LY, MBTEMFEICEX D,}ﬂﬁ ‘
SR BB SV T, ﬂ%ﬁﬂ%_%ﬁbr;Léntﬁ%imm’ainamm@
AR, HE, WEENERELHRBTS L,
M OTERERBRD 720 0 BN 2 TEEEOR %, I FHORM, RITFRECS
JCHUTFIRET, |
OFiA LIl
fEMEES RO TG b RIZE BRI E SRS, ARAAIND . ARARAA . ERE I, RO3E
RICBT B M~ DAL BEE b O MBI TH 5, —RRR SR T CHRILICEET
BMEERIALTLRR ML BTSSR EET s N TR, BN
BEICHD THRMEFMIICE R & 0, —RICEBERTHSE, Ll BB
o3k ST IO TREIE 4T, SRR O b 0, AR ISR ZRE IE L
b, MIEAELR Y BT b OB L Th B,
© SIBFLHIRE
%mﬁﬁv—w—’ibﬁ%m%ﬁidﬁéﬁ%mgﬁ&5ﬁ\%iﬁﬁ%%ﬁm@
D 5 5 I E SRR ISABR R U AR ko THIRICAV bR ARERR SRS
BBALHBOT, WEOKEERTOIGEN R EERRERRT 52 LAEETH
Bo i, FERE LR ME. PRIME. BRENREE, WETEZELTEERETSHO
CHEY 2REFREZRRT 5L BEE LY,

B, BREREORERRTIERVS, RRERORKER LR ERT LD
%E&\m%ﬁﬂ&0¢ﬁ§mwﬁﬁmmﬁﬁhﬁ% RETHZEBMETH D, %'
OB M 7 B M D T2 01T . B BRI W TR 0% 2 M 431 ST T
%&wﬁém\¢%§%(xmm%ﬁﬂ>r&m¢é k#@ﬁ&k&é%ﬁ%%éo
Z OiHIiziE, HREES (Xm&%ﬁﬂ)@ﬁ%#%%%u@mg B89 538 E 7R
BLhsd &u\ﬁé\ﬁﬁ%a‘@‘ EBRKNETH D,

(3) MEOMERR ' |
WAOMETREETRIC BT 2EERERTHY M ORERE L A, TROME

HEER R OB R R ST ES S PRERET % bOTh 5, FbEH, PR

B LR D& BT 31T B B EOMIAIC SV T, HESRBRER TR o - B M FR A



ESWCERTS 2L, BAME (BB, MENEMIR, SErme, 2o
O TR IR T 5 TAEMED B 5 M002) SUZEATERE U < i3ME TRICH Y 3 %Mk
DERULARVAKIZE D& Uk Rl (B M, oo biibe, Basmmmie, Mo
BB\ o 72 B EBRLIS O RROBR I R O DRAROERE, BT D ZEM
ERRT SRRSER N EEZRETS 2 L,

(4) Bhex BRI 2 SERBR |

REEEYRNE LEBEERSHROH LR 7 DICi, BRERICHT
BEEIRERRZRELT S 2 L AEE LV, WRA%ICAN ORI, L% 2 55
THBAICIE, RESNIEEC L ARSI TR R T Sh e E RET 5
TLEBELMETEI L,

(5) HlaDEEEIR O L
BRPMO YR OMIE OZEMZ M T 272012, TEOE BN 282 THKE
L7 IS BT B LREDORT. HEEE O RELB L0 BADELRRN - &%
EE 2 HREEE AV TRTZ L, BA%ICENTOBBRUMEE 2HFT 585481
X, RESNEBEC L IMRNBENIHBEH CH/INBELRET 2L 28
MIZT B L, ‘

(6) BEOREMRR »

b MAMBEIRN TR XIEERZ0 5 ORRBA IOV T, £  RBEPEERY
BEMEE+AEB LT, MIAOEFRR UMM B T 5 ASIE S 2 1E 207G
GHETORERRREER L. FEROEDBEZRE L, ZORSMHEEHLMITTS
Tk, BTHRERE R UM AT 5 BAIT T, B R ORI EAS B B ORI D5
THEHRCRE~ 52 S HBEHRT S &, Eic. BEICR L CTE SRR NS 2
M2 BRACEENZ RSN 2B 2 2 BRIRFICOV THRF L, ZEROBRZ T
R CHERR T B2 L, L, MG THREDICERT S L5 2HETZORY T
v,

T, HEER. PRINSRUGRELE ZERT 558101, ThEhO &ML FIE
(R, MK, BERHEYET) BRED, TORUMICSVTHLNCTS 2 &,
SENE B RS IR IE C AT B A DI, DRSBRIC AT B S S IR R IR, B
RIS ionT, BETRTHEAT M L ABICEIICORIRT 52 &, 0. FEBER
BTHETARAORBRELFETH D, BAMELMINERL Lo T, NEEESE
FROEDOBE AREHE, BES, BRRENERSTREESHE7ZD, WG
B 2B A DE R L. BEREERTALERD B,



(7) FEMBRRIIRE R U B DA KBS _ S
452 BR T B FERIIA BHT D Tk, B TR AR CHIR & BEfild B APBLE T <

A & & bR MR O— R R BRIRS L 25 b 0%, BIERES L LT

KEASRB b0 (BRAHEABOE, 74 7V %) BLTH, MHEEDRE -
REMICETBHRICOVTHONCT S & & blo, AREGNS. BERVERTO
W e OMEMERICETIAMRIZOVWTHALNITSZ &, i, HREBBEIZOV
TH BEOMAE - Mk, FICEBRMEDARE OMEERICOWTIEHET 2 &, £
7o, BEBE ORI & 72 DMV B0, BETRP BFd) kR OEAToO oiFE
@\WWT@ﬁwM%ﬁ\%ﬁ%@féﬁﬂ%bfﬁ@&%ﬁ%ﬂ%?é:kc%K\
AR R IV BBAIC T, HRERMICE L CRERRBRY £ET25 2 L, #
FRREAT B E R AEIZ DV Tk, 1S010993-1, JIS T 0993-1 Xi% ASTM F748-04 |
IE s DB KSR SR BRI S I W E AW YR SR O AR E X F 10T
(FRt244E 3 A 1 BRTITEATE 03015 208) £42BEBICTH L,

(8) HMBBDEIEEE - B

80,5, 5 AN RRI B S B IR R OB AL 1l IR I 38 1) 5 B IEE L 25
B b5 b BEOERZABBECH LERE L RIETTRERHZZ LEMD,
EMEBEOH2 LT, RIEEE 2 CEERRL B RO TEEE R L. R
BiC & 0 SR SIS 5 5k LT, RS, BERD n=—RRR, R
FEBWICH T 5 IBEURERRENET bhd, I, BEOKENMLEL TRk
LI~V B A O BERCHAEE O RE FUEN RV D L 2R LIICT B
TLLEETHD, BB, RERLEBWMIZBITAEEVEERRIIB VTR, BHELE
I BN TIRE 2R LB A LEEO L IR 5 Z L Rh B0 T, RIS
F T < SRR L ATFE LRI T B L, |

iR IS B IR~ & B L D B E & A ET A ERE IS OEBHIEIC O
VT, BEORBIEIC L AFMOBER 2 RT3 2 &, BENST. RETRLBMIC
BT 3 EERBERRIC OV TIL, £ Z£H An International System for Human
Cytogenic Nomenclature (ISCN2005), WHO technical repdrt series, No 978 Annex 3
(20134 #BBIT AL BEZ LRSS, RREOZYUMEIZOVTIX, BAEOFMHESR
FORRTORR L VES CTREEITO 2 b, 28, BRSOl - 8
CBERERLE FF—0EBRRRRICEL 5 Tl »3EETRAKEEREL TV
ENRBHBOT, REKRENBD DNEBEICENS FF—ERICERT 300, X
ERCERTIOPEHALMCTES LS RRRHEOMELRNT L, kB, &
WA DN BA DM, AT 2B OMERE Lo T, 2R ABEORE %
ERFBAELHINE LRV, '

10



7. AT E BT 2RI oOVWT

DAL BT B RBRE LT, b MRS LA AN T 85 OMAERE
ERF MR UBAERSRG L U TR SHLDBRKRRD EBRFREM (Proof-of Concept)
BRTIL, Eh, BYARBWE AN EREREF A UIBEERES A NS BB
Wi, ENERVCERDRERNT S 2L, TFABMELTIE, Ty b, UHE, 3
=75 OEEERE I RB R R L b 0ERET bh 5, b hE M - SRR TS
NEYICBET 2 BRI REBE LR D | ENNFERET D LERH BN, KB
DHBEHMBIIRON TR Y, EHBOBBICRONG - LICEE TS &, BRBEOFT
5 CiZ ICRS 2 27, ODriscoll X7, Wakitani A 2 7&%2FAT2 L RNELL
NaR, ZEEZOWTUIRFETO 2L,
8. KABRICONT ' ‘
W72 B AR ERESHL I T bR T kT B M A ER L WA R R T
DEIDRRELEORE LD, LN oT, b MREMRIUS ke i TR 214
R BN - SRS OV T b, BRI TR TR FMA B0 b A HE T, EREMTO
A, WL, B, ABEEORNBIBICETARBEEMT B2 L, RREERLRVE
BV, FORYMEFT L, |

9. ERFKRB (BB
BEPRT — & Ry fr— VR AR EMEHE R 13, XHE 5B, B0 &3 3580, SR i e,
L TR IS SN B R EORIE S TSI UT, HERT — 2% b E LTl
HEINBRETHD,

(1) BERRBRICET 3 MBNcET 3 EANE XS | ,
BEARRBRITRBRIC D U 27 2R/R & LIGRIC X AFEZBABICE LN LS
CEBEShBRE Thd, BICBIE T3 M - ko Bk, SERBROEA FEL
PHE X CEDNRRBRT VA VRO RRAV R ELTERT 52 LA HEBSH
3. . ' '
FMEBRICEL T, ZORKRBMIST CEEFMEEE (Primary endpoint) . Bl
RHIFEMIIEE (Secondary endpoint) ZRETALENRD D, ARETMEER & LT
 HEAERTER 27, EEMIMEA =7, %D Visual analogue scale (VAS)ZE 48
E o, EEAEROWE HEEO L U< MRISBEHGE, A 47 —%nbBbh3
B®AEEh2,

(2) "&mE
B ARG LB L T 585, TOREB/T 5 EFHL LT, F#, BML, B

1



e, . EMEBSERE. £8). WEOZEBRE, Wi, K&, BS B %
T4 A NREE) BETLND,

(3) ERIRBZOIERTAMN -

BRERRF A 35 Tid, BAEORTER, 798 LR £ TORF i 2 & A ISRHE T 5 & AV 5
T ERHEEIN DD, BEEEROBENKEOFMR L ORIKRFHEER & HHE TH
T _&ETHAS,

- EEARERMl#EE L LT, Knee injury and Osteoarthritis Outcome Score (KOOS) i B
DIREE, B, BEE. QOL %%ﬁéﬂ"ﬂﬁ?ﬁﬁ’@é‘ 50T, ERBRRFHER =7 & LTH
BREVIC R D=V Western Ontario and McMaster Universities Index (WOMAC)% -
OEFE—HWE LTEATNDZ Lind, AR L LT EBRIOICE bE<
AushTwns, ¥ 7z, International Knee Documentation Committee (IKDC)
Subjective Knee Evaluation Form-2000 % & BSi#CE 1A O BRIRET & L TEBRAYIC
ERIN T3, KOOS, IKDC & b BAREBRBERSNER ST WS,

(4) #HEZHFM

O B\ Z WL

(B XHR)

Bl XTI EAREOBEEN R FTMIXTE 2V A, BASEER OB SO M
BE LCHEI>BEATH Y., BENARTEICERTSZ EREE L,

(MRI) | , _ :
. MRI B AREOBKENERDEELE LT, BERLEARIMETH Y, FAER

B0 FRRARE ORERIEE M & IR & L7 A ERY 'MRI FHliik s . BEEE OEH MRI
2 AT L - | - |

BIFER MRI M 15 Tix. MOCART(magnetic resonance observation of cartilage
repair tissue)Z O FBIH /25T K YE BT, SHRETH— L MEZIT 5 = &2
ZE LV, Rk e LTI, fast spin-echo ik & AWV e 7w b 4 BIRRRER . ARAGHH]
T b ERREG, ROSREEFERZ A RBERER L LT, BEKEOM
BIZA b= HkGHE TR MmEIT 9. _ ‘

BAREOEH MBI ML LTI, 7727 ) WV BEOTFMICERZ
delayed gadolinium-enhanced MRI of cartilage (dGEMRIC)" KoesRERLaS—F
Vﬁﬂ?']@%qz{ﬂi@iﬁﬂg 72 T2 mapping, R N0 T 47V b VIRERCKSER ﬁﬂ)ngmfl
M7 Tlp mapping 72 ENHEIF S5, LnL, ZhdOHE ) MRIFHl EOFARK
BB B AR L TR 2 L ARE BT b TR0 BRI 1R
BT 5,

12



Lied > T MRIBFABIC 7 - T, A4E#) MRISE{l % H5—8IR & LT, B
MRI 5¥ i 132 O MBI Z2FE E LTAVDLNERETH S,
© B

BEE SEIX PNIRAOFE AN 2., BB & 722 EFEHEHEDORHMER FTEETH D . BEKFD
BR2FMED—DTH S, ,

RS $E7 ik & L C. International Cartilage Repair Society (ICRS) cartilage
repair assessment 23 /5 < AV BN TV B, EARMFEMICML, Ye—Er itk
L X OFElAE 4T 5 Oswestry macroscopic cartilage evaluation score % . ICRS
cartilage repair assessment & & b |27 Ml 72 FFfffiik & LCTEENICERSh TS,

@ NAAT— A

BIR B E DRAERRAT & LT, s — MRS ISR BRI A b S AT L — 2
ITUCEHET5Z LiZ. ARG LTERATH D, S 37— TITE Ehst
EZRVWDSZ L6, BSAMITER2bORELNEZD, WETHOFME FIHET
b5, - |

AL ATk, BEBHSER TICEE  BASNW KBS 2HRE LLRL, B
AR E BV TRITS NS, BEBRSORIZOV T, 15 - BAOFEMHANTEEN-
TE BT REMEASES 25 X5 EMUBRT S 2k, WTORL, BEgHE T o
SH—LARRBERL, F 7Y /AL TABEENRNE 5 EET S, b I T
OFER & LCBEIZHE D H D OsScore, ICRS #fksHM-I (Histological assessm ent of
cartilage repair® a report by the histology endpoint committee of ICRS) &K TN II(ICRS
II histology score for the assessment of the quality of human cartilage repair) &% .
itk s LCEET % Thb, SEIMEIC L BHMAIE L. T4 DERALITEK
BRBOREO LBIZER ThH 5, V7V ORBREL LTIX, @FY75= 0
LR A DT N—REERREO~ ) v 7 AFMCEBETHY . #4127
=T UREA T 3T =T ORI E b TFECE L REERE OBRICER
Thd, HBEEHFHMICLVERE M) v 7 20BELOBE - BAORRAHL
225, '

13



(BH& 2)
bt (R iPS () MIRMTEEZMV - EHREEE CET 3 T MikE

1. FLwi
b RO AT SNSRI (PSHI) Xk ATSEMSMILEME (iPSHEMIE) o
5%, MK iPS AKX iPS KAERTZ T L7 (SUFle b (AR iPS () M

EMIHEIEV D) DRBRUREMEHERT 50 OEANRERERT, Tt b (7
) iPS () MM TERSHSORERVLLEORRICOVT] (PR 24E98 7R
o RS 0907 8 5 BEANBEERAMRERL) CEDLRTNDE I 5THS,
AP, & b () PS () MMTHEEO > b BEEE BEOBE Y B
WELTERASLZBAERSHE (ERS, ERBESORE. APEROESMOR
REICBToER (B 35 FEAE 145 5) $24B OBCRETS [HAERSENS)
25, BTFRT.) £oWnT, Bk 0®AM2EREFCNZ LN REEOBET
SHEEEFTHOTHS, |

2 . AFHBEREOX &

AFEMEEE, £ b (A PS () MIMIRED > b EEERE BEDLE+ B
& LTHEM SN D BAEERERGICOVT, EARMRBHTER JJ[IZ_'Cnn’E ﬁ;dJ ek
U2t OFFMmIZ ﬁ;?‘;o’(‘%a‘)‘/\%?ﬁ%??‘%@f&)é

3. AFMEREOMEST

A MIIEL, BINBEROZE LV E & (AE) iPS () MIMIAGEANELTS b0
ThiILEBEL, BETARXHHELFEBNICRLEZbOTIERL, BRATEXLNL
BAIROVTRLTNS, £oT, 4% OER S & Hi-emR OEBE 2 2 KT &
NBELDOTHY, BEARIKEALTHENSZETE0TIEA, '

BUE O FAEIT M 72 o Thk, ERIOREOMEME +SEME L BT, BENRaBEES: bo
TEEIZHETAZEDMETHS,

RE, AFEEEOM, BN OZOMOBEY A K4V 2881252 LOEET S
xTh5,

4. BEOES
ARFFMIZEICBIT A2 AEOESRE. T b (FfE) iPS () RN IEXLEDHER]
ZEMHOHHRIZOWT) (EK 249 A 7 BFHTEAS 0907 F 5 BEA HEBEEERERF



Eﬁﬁ)@ﬁ%nxam‘urwaxoa%ao -
(1) BREMM : B, REERESN~ N Y v 7 2P EERABIET 5HETH D,

(2)

(3)

(4)

(5)

BE AR ~ R ) v 7 X B1ED | MERT B, WEIHEBTHY . BB
KERBITRECH B, ATMEE TIL, WEMR & KB 57010, WERk:
WO BEEANG, k. AFEEE I ARNORERR YT S iPS ()
N 50T U CARS RS Sh A Mk b B L PR,

KBS N v R RBRRNR2S— 5y (FA47 11, IX XI%) L7n
FA7 Y H RS R, BRCHEN L RERD B E LTV, REERDS

RERREERY, ERREMREZHERTOERSH 5. REMKEBRTRILTS

Y LUTEHEMIEN~ N v 7 2B RE LULREBCREMISEER TS L. REW

B A RIRORE &RV, BRI ER T 3,

RERM  BABRI BT, KEAROEE LS LIEROMR, KRR

REET s RFEEET S,

WEMIE : KPICH - T, REBBRPICHEL, BB~ Y v 7 2O T

bBaF—kr (471 IX XI%) f7arF 7V Ay (Tr7VhreEey

B) SR SWE BN E—AREITIZIET AN, AREEAE R A R O BB MR AR

U5 iPS () MREMT LCARS oIS SRR, RUZ ORBEMIY S

ie, :

EAE B ERE oSS ER T AR B OBERE 2B b0 VD,
(Wi kB (TRt 15 £ EASHEE RE2105) OEBLAL)

(68) BN NU7 H—RERONEME TN ENICEDHYEKORESE 2RO TTIRIRT,

(7)

. (8)

—EDEBETTRELTVELOTHS, HrOFBICIE, B— oMl 7 —1H
BT SRS ENR TN, (ICH-QSD [EMER (NI4T 7 ) nd—i
RERS,/ AMRREREES) SEAmaL opskE, Rk LRIz
WTJ (R 124 7 A 14 BRHT ERESE 873 5 EAYERZLRFEEERRRE
) ODEZRLFEL) '

raRayg Ix—vary  PUIAMOBADOI L, RRGHRE BTG, B
B BB B0’ ., FREKOME COBRAZERT 5, BIXIE. HB5EL -
Ny IZHEET B MBI - AL 7 ICART ZHBMEATEHAC, ¥
£ A A REALS O EEHC R LA O BRHNE & 5 T LE > BAERET b5,
s — b MR AEE, 55 VISR ICHEE LTy — MROBEBEELT
WAHBLDEWS, '

5. Bl %7 > T HET &R | |
ATEIE, %, B AERSREORMB L LCHES LT3 E | (R PS
() fIML (RRUER) % e BB S LTRERTCZ AN, hE BERicEnTe

2



e N T e AT AERBEL, MILC&8ESze + (RfE) iPS () MMM

b LTORBHEB IR EMROEMCERAT S L2 BEL TS, BEAERSHNLAO

BEFTRTE b (A iPS () MR M, SH-ICHT L, ChEEMEE LR

AERERSONELERTS L 5 R4 10, ATEEEZSZRL>, Ttk (FE)

iPS (8) MIMTEXRRED RERUOREMORERIZ ST (B 24 £9 8 7 BFTE

£% 0907 %5 BEASHEERALBEEN S2BELTHL,

(1) EH |
B L 2% PS () MM, BAERSHEORME L LTHRIESh, B -0 -
VAT hEHBELLE b (A PS (B) MRTH- T, —EOMETRERS ZLIC
L0 BRI~ L L, BERBEHRT 52 L AR STV, UTAEN I TH
ENBA3LDTHAUERD S, £, £/ AV —7 R0k, BRI EHREHR
OB AL BETFEREZ LRV LERRL TR ZENEE LV, BEEs
ITEEMROBEICEE TS RO H 28EF & L T, $k"“’n‘ﬂiﬂﬂ5’1~‘? Ml wo R
B R TEEa— T 58T (COL241, COLI9AL, COLIA2, COLI9AS, COL1IAI,

' COL11A2. ACAN, HAPLN1, COMP. MATNS) . ZSWE B &t B0 5 5 B ET
(6. BEEHOXIL) (GDF5)., RMEWREEEORREET (6. 2EEROX
2 ICRBORED S 5, WEERICRE L RTRBORERET) 8% 5N 5,
b MEMIE~OYEMLE GTEAK LARETY Fu 53 /i kY iPS () Ml
EMLLEBEICIL, BASHhERETFOREREES L TOSZ & BEE LV, B
NREETERVWESICIT., BABREFNE r‘f&%é hCh D EHERAB T EMRDO RE K
VR EMICERBY 522\ L2 HRT 5 LERD D,

(2) WBTRIEBVWTHICEESLEREE
EES IR (BERUG) OREICYZ->Tik, BMEHFEL2HAMICL
REEATEORYMEUTOEACRIEL, —EOREE2RETI L,
Ouy MEROE®EL 0y FOBE ,
%%%%&U¢%%&#u/b%ﬁﬂ#émam%%am KI5 e, vy MEER
TAHHEIIE, vy FORFICONWTHEL THL T L,
@#EH Ik
JFATEL & 725 iPS (Bf) MR ORERFT ~DZ AN S, HREFEBI L 25 b iPS ()
MBBDEN - Ny« VAT AERETORE, ROHBEFEE» Lo LEEOE AT
MR & B CREERICES WEFEOMBEL AT L &bz, BFRNRAENETR W
BELRTREHE, HETHEONFEZHLMCTEZ &, ‘
a) ZARE ,
Fﬁﬂkﬁéﬂ%(ﬁ)mmﬁuowf BUERT~DZAND =D DO RBRIREDE
B (Flxi2, BRBRE, BEMERE. SR, MACKERF. W5, B8, v/

anb
O



AEDRADEES) LEHAOHERELZRETHZ L, REE, BEHE., FF
OHEESE DK, WRAFER CRECHEYRIESRVEMAT, LDE,OTHERE
B, ME, HH. VAAVREORERTTO L. BRERBHEOBAITE, iPS #).
HBBED R b v 7 ROF OBREICBIT 215 RO EERER L 2 LT W TIPSHER
MRk 2 AFT 5, | ,
fd, BATMZBERICEY, TRE—HED - ECRERTY 2 L SEDRBAK
o Tit, TANBOE 2B S TRES T2 2 &, FlziE, BEe ~ (FE)
iPS (#%) . MRk Z FAT R BLERF O RBRRE R £ (Certificate of Analysis) % EiZ%
AN, B LTI % s EHT 2 BICBMORELRTT Y 2L BEFbh5, ¥
BREBMLTARBMOBE AL, TLETRELNZRABRRETOERAELETRL.
nNbEBELAEEEERTIL,
b) MRSk
BLERTICZ AN PSS (RR) flﬂﬂﬂﬁk?ﬁ)%’zzlx N7 BERTZHFERTEL - N
Vﬁ@%ﬁ%ﬁ\%ﬁ-ﬁﬁ-éﬁﬁ&-ﬁﬁﬁ&%@%@%ﬁﬁlﬁﬁvﬁﬁ_%
THFIBEICOVTHEMERLMC L, ZORYMETT 2 &, ICH-Q5D £%5E
LB, AL, LY EROBER CHEMISA TS Z L ICRET 3 E Y AEEIC
FVRFPEERO—HEEKTHZ ki%biz&w
c>%%@m®%m£$atémm@¢%
HFER L R BN AU HOREBAOERER & 2 5L R 5 Fik (5%
fbHE Fik, BRI T 2 HBR DB - 5538 D1k, 158 O KB COREH, R &M,
OERHIM. IURE%) BRI L, TEAHE CZTORLEER LTI,
d) BETRFORVEARVS BRIV ¥ Ik—v 3 VEEIEAE
iPS (KE) MBS DECE BT (B BS) DI hiz - TiE, Bk
IRTPOREZRV/7uRa Ly IFx—vaVDBIEREETHY, TREBICBIS
BRI EELB ST L,

(3) #EDHEER

vmﬁﬁﬁwﬁwﬁm_owf BRERBTHRBEOHEILH > TiX, THETIZ
BN RBRETORNEERRL. ChbrBEXLEEBETRT L,

B, HEFEEE DL OXIEE O L CHERER O EME S HRNIcEETH B

BiTh - Tk, é&%thLTEﬁLT%LLtQ hE W THERRE ZRET
BTk, |

iPS (B) MBS 1SN B EVEBRSUIECEMI (BECHLE) OBEAIEEE b
F5 0L, BHEF B, B SRR OB Z OREREE T 0 E T4 EHE
TFREL, 747V UMECEETSZ . XL, B LERERSEE S SIMIT5
(T, ERORFRBREBA ST, ITEEORERRE SV TED THRRIZT



3) TRERLGIC, BETHIEREXBRD,

E7x, iPS () M2 & 18 b L 2 BCE LMk 4 I LBER 2 T b L CHOE MRS % BB L
HEEMIAZ 0L 0, XXEICHIEMT L CBEM LT 52 L b TRETH S, Ll
KBS~ FY v 7 2AERELTELNZREMIIL., 28 L CHREMAOEER &
52 L L BERBETHS,

Z 2T iPS (B MR HED Mt B EREBO R ERELOT, REMREMIL
THELNIMIEY — FORBEREEZOTED
OB L LTORERKERED D ORI MTEE
a) ABORER | o

%< DHPA, FEALARA~AATHD, ARLSDERRTICHET 254813,
HRKGEDAEHUS, iPS (B) MIEs LA SN A 8EEGIT. S PloEiEgd
BRENIBAT LN H B, KES - HRICET A ERET S 2 LRZE LY,
b) MM R UAEREE _ : _

BACB BT 31T BRI O MR OAEBRICS VT b EESRETILERD D, 2B,
AR DB MIRE 28R X < BT 5 FERFSLS NTE 59, MRk R
EERMELIMEL T5 2 LIIBIRNCRETH S BT Ho Tk, REERICE TN
DRERE R VAT RZEMI AABBELANT IV, 2L, ZOREOR Yk
SWTHLMNZT B &,

c) EBHMBE LTOREMEORER

mRNA 2 BANTIC I\ T 8B HIIL ~ — 7 —85F (COL2A1, COL9AL, COL9IAZ2,
COL9A3. COL1IAI, COLIIA2, ACAN, HAPLNI%) OXRIREEZEL M
FTBHIE, FURIRLSVTORRE R, SRS TREEOREMEIA~ F

Uy 7 ZEHET 5 EREILL TWRNZDEE LY, , |
7Y av ) ) hORREEITV, MERBYE LTOBREOBIEL T 52 L R8T
x5, _ , ‘

¥ BEIISUT. BB E 0OV 75 =2 OR@R UBEA 7 11 35 — 5 L S
GBIZT, MBMIAN~ R Y v 7 AR BB I B L 2R TS &, BREAD
SOX9 B RABICL Y, MBMIREZRIET D Z N TE, ZORERADZ L T, KFE
ML~ DI EEHRD Z L RNTE B,

B OB A 5 R EEEREIT, #4713 — U ERRLTOA,
d) RSCMIEARIEL TWARN T & ORER '

ROEHROBEIZ OV T, XTI, & PCR KL3~v—V—BETOEE
(OCT3/4, NANOG %D EETREAEBOFM EXREIN TS (6. 2EBEED
3k 3 ), ‘
B, Koo PS (BR) ISR &EEBHEIC SV TR, B9 LH—E LAY
bOTH Y, EEEERRICHE L CIEERRROER 22B T 5 2 L,



e) #*Eﬁbu:lz'ﬁﬂ]‘

BEFRICEAKOD AWMEEBKE L TOMBEREY BT 5 2 L2 8E TRP UL
BB THERT 5, fl X, BAERSOREHRMN, EFRERR L BE L 7HER
ERFOZLEEFMFEINTWVARAITE, REMEN~ M) v 7 ZBEFORRELH
YD 2L, XTHBEOET (F75= ORGSR, 44 7355 v OREYR
@) 275 DL kY, MEOKNICE T 3 e BN PRI I FET 52
#ﬂmm%bn&wfit‘%iﬁ\%%ﬁ&wﬁﬁﬁﬁﬁ\EW%%@%&@ML
tﬂ#%%ﬁ%ﬁo*&%@ﬁéhfwéaA’m KGR AR S 0 ) RO R 2 I
ETBZ itk BEDOERNICBIT 5 REBERNIC FRE IR T 2 L8 F
*m%bn&m LinL. BREMBO ) SR BE R EHBEIIAL M SN

TV D 2T TiERN, ,

@k ﬁﬁv—%&bf@@gﬁ%‘E@t&@%@%ﬁﬁﬁ |
KEME S — k& LTOBERMITT 2B A1, UTO X 5 IR, Mk

DWTEE 24TV, — MERLF L L ToBE TROZUHIZ O VT HHEL ML

TP &

a) ﬂéﬂ@ﬁ@

R L LT, mzf/—bwﬁ%@H@¢§¢ EERBEMBETO 3RITBESIC
L. MIERY— P ERR LTS L EHRT 5,

b) AEMREKR CAEFR

WIS RRET B HE L LCE, BEn o — % B AR L CHIRERNE & L. M
BRI U H — T@E?éﬁ%#&éoﬂﬁif4%ﬂﬁ#éﬁ&kLT\
FU R T A=AV ERIRER DY, AR CEMRE KT 52 LA TE
%, BRMESIIMRLEEL, SRTEELZREMTIE, EALTW 2 REMESE
%&/A&E\mﬁiéTﬁmbfmm%@&%ﬁf Z 1k B R OVl B A fr R

DREEIANDZEBEZ BB,

c)  RAULMREMEBEEL TN }:m‘ﬁ _

KHHEHBADBEIZ OV TIL, B PCR ICLE2~v—F—BEFOEER (0CT3/A,
NANOG % DREBEF FHBEBOTE) ., Mk — F bz Bl L TR kv —2—
DY (0CT3/4, SOX2, TRA-1-60)IZ X 57 v—3 A MR MY —IT X5 M.
HNE X LD, | |

B, %\mwﬁ%(ﬁ)mﬁwﬁﬁkLEFﬁmome\ﬁfb%~ﬁb&w
LOTHY, EEEHERRICE L CIERKRAROERZSZR T &,

d) HEREFTAH - .

RS — FPOERBFIE, MR — MO LEAINAIRERTFEN, BELEZAR

FOWBROBERRT I THELEZLND, Lo T, AHEEXLNIRE
EHFD &7 BESX mRNARBREBZAETHZ LI LY, BRNICRIT 5508428



AN PRIE 7ITET 2 2 L BTREDS S LI, 271, RERTFE2EEL T
AT, BECRBIAEDHMEL OMEEEZ FHBELMNCTS Z ERZEE LW,

(4) WROREHRR

BB UIEEAR TN S QMBS OVT, R - OB R RS £ 15
%@Lr\mm@$ﬁ¢&ow%agﬁu5&%&%%%%@m%ﬁﬁ%@vwiﬁﬁ
RBREER L, FERUEDIREREL ., TOREHERLIPCTHZ L, HIOHRE
(R RORIREAT 5 BAITIE . ORI OV RBRAE AL B ORI 0 3 PRI PO
~EXBHBERBT S L. £, BEE U CEEDZIENM LB 5 BE R
W RRIERIME BB BIREIC OV T GRRI L, SEMORR & W AE72 66 B TR
THIE, KEL, RERTHEELIEAT 5 L5 2B ORY TRAV,

Efo, HEERL FRBERORALE 2 ERT 5HAIIL. ThENO & L FIE

(A%, BER, ?EIE%@%%a&) SEED, TORYMHITOVWTHLNICT S Z L,
AR & TRER B CHIRE T 5 A 1CIL, VOREIC BT B S R BT, TRAS R
fm%uomr\@ﬁzﬁvﬁmiawﬂam%mﬁmagmﬁa:aoit\#ﬁﬁw.
BCHET 5BE ORERS S AETHS, WEMEX IR L > <, BRRER
EROTDOWI RREHE, BERE, BERSSRLDTERERHED, Wik
CEDERAEDELRE L. REMLBRT DLEIB D,

(5) ##HH@*/T?H&U%%“%’ W DA REAE

(ZBIERY D FEMMARATBHT OV Tk | BUE TR THIME & BT 2 MBZI Tl
%Hi}}ﬂk EHICRKEBEO—HEERT ARIRS L 25 b 0%, BIEAS L L CERR
CHERAEND b0 (RETE AR O, 747)/1@31%) ELTH, MEREORE -
ZEMIETAMRITOVTHLMNTT S & &b, AFEATE, BEROE RO
AR L OMEERICETZMRICOVWTHLNITEZ &, iz, BRERREIZSW
THBE OB 558 AL R & OREERIC DWW MBS 52 &, T2,
BB ORI & 72 DM R O, RUETRS (i) &U{ZISW'CO)/%HFHE
BN TOBRIUFE, SR ORI CHLCHEO AR ENET S 2 b, BT, Ak
WIRAMEM B2 AV 2855101, AR CE L THRERZRREPER T2 L., M
D A RSB AMEIZ OV THE, 1S010993-1, JIS T 0993-1 X ik ASTM F748-04, [ jHikse
O BUEIR AR R RS IO LERAMFNREETMOERNE 2 F o0 T (FR 24
£3HA1BMFITEEBIE001FE 205) £25BITH L,

(6) FRERRHR -
OB ABRONEERITHIRE ST 072 O ENEBHIERB
iPS (F) MBEMT L RIS SN 5 FAERSR R OB £ FHT 5 LT,



(R L 725 iPS (Bk) ML DEREFME & Bk B OERERME & DR - K RBARIIR

BATHB] LV AKEEBRSETHS, Tbb, BEEMICKEL L, BB
2% iPS (K) MIETIER< H< ETRIEHES L LT iPS () MIN T 5LR OEE
BUHREAELEETHS ZLEBEBELATERLAY, LERoT, EIEE
HERRBR I DU\ T IR 2 AV, S RABM & FI Lot IR RSBmO RIS
¥RVWCEHEZTS 2 L BEATH B, ' L

Bl S OEBHHE O IX BB K &< 2D 5, [RERE] ORDHOME
JEBHRER (EICAWERRMUESh SRR, BrMIRLSOMIaL & ok
EEEMROEERORR) RO [FERERE SMUTM] Ord OEEEERR (B
BROMIENE F TOBEBICAY T 28/MNRECEEEE L 7T 8 5 »hORR
ThD., TNLREMLUTHET 5 2 L NEETHS, MEDOHL LTIBEOMHE
M & B RRE RSN S . RERLEIY (] : SCID = 7 X, NOD/SCID/yCnull (NOG)
= 7 2, NOD/SCID/IL2ryKO (NSG) <= 7 A, Rag2-yC double-knockout (DKO) < 7

2) ~DETFRERBARET b (6. BEEROTMS), HEOH L L TSR
289 (murnuNude)T v +%) OBEHNBEREF NS (6. BEEROIM
3), WFRORRS. PS () HEOEL - Sy s 2BTF5EAIE. BAIE L
TR - AU PEES NIRRT B CGEEBERR AT LER BB,
W B - ST P D BE S N BB R R T B R R 2 B
BITiE, TORUMERRA TSI L, BRMAOBEENCE T RETETIE. &
BREBY~D R TS RRUSMNC, BARE DB 2RO R % in vitro
CTHRT AL bERTH B, Invitro DFEAE L LTI, Flx iR~ —7
—45F B H5EIc L= & & RT-PCR (1 : OCTS/4) REiF bh (6. BEEEOHRS ).
W LTHRBRROBHBFLHR L TR L BRHEROBRICBVTEETH
6 o ' ) . .
BEI (BRI AR BRICOWTE, MBI TRFERBERAL . FHRFH
WXV RBERHENREEL 2 PFEERDHDZ LICEET S, ZOBROBMEMRE L L
Tit, BESNABKRERRCEELBEEORAEREHIT LR THEZ LNEE
LW, BB LB, B R AR A AR S OMUNBEEIT K & 72
BBEEX T—F777 MeRoTLED TEEE+SERT5BENHS. T72
Db, BHPBEIC L2 EEEERRO B, BEMROMIEN L h TOBEERM
AN B RUNBE CEIEBE 2RI E D PORRICH B Z LICEELERLBE
MEKEBRET A LNBEETH S, S _

HLA # A ¥ 7S 0% IR UFETHY Sh., RN R0 L L TRS0RTE
Wea B o & SRR SR iPS (B) ML - AV 2 h b, Fl—0RERIEIC
L0 AS OB SO RE AR S o EREME (EERR) 2IET 554 TH
5 Th, REIMICIZEEL « /07 P LR SNERMERIZONT, b TOBH

8



BRI ST B BN TSI 2R 0 & ) bR EHIT B BERD B, RERE
B O BENA~OBEIC & 2 RREEOEEBIERBRIT. ZORENRFIEL LTS
Fehs,

@EAMBE DR TR BT 5 RBR

TR TR ORI AR D b B 5 T, TERBICH LB 2T 57 1 8
SrRAVT, BREROBERE, A%, v b (AR iPS () MAUmTRS
LTI SNBERENRE OERTEM (Proof-of-Concept, POC) %5R3 2 &, €5
LMY LTI, Ty b UHR, 327 OBEKEICRIR R ER L b 08 5T
bB, —F. BREERMECLAEEERATEED, ROBEBHECHT 55
BRI & A HERR OB BEML B0, REARBEEF AL LTERT B2
EREE LVEAE, MEREVWNERE TS SR LEE) L b—2DHETH B,
AL, EFMCIMERBICELEBME AV 35 ThY . SbIIERES # 11a
w&wiﬁmﬁ%orwﬂ%@&Aﬁb¢¢mv LICHET A RERSD, U ER

=T ZDEFABMICE b iPS (B MIIRERIKE R A BT 5 A 1 BB
@o\ﬁrMﬂﬁ%&afaﬁgmaam\ﬁrmﬂmﬁ%ﬁﬁmmenrkn\m
BMOBEICROhZZ LICEETS 2L, REDREOFEHEICIXICRS X =27,

. O'Driscoll 2 27, Wakitani R a7 E5FHT2 2 B8EZSND R, ZYUHIZON
TRBHEITS 2L, HLA X 4 UL 7E0%ICH UFECHY S, Bidim oRE
LTRS0RERES B0 L SHR S B0 iPS (B) MIDEL - U2 h
5% O RE S A R OBCE R UL (BIR) R LR A BAITIE. R
R Ik B IS SN B EBLRIZ S\ T, POC &R+ 2 L TR,

®F D ,

T IS O FEAO 72 B2 0D e R %Di&%ﬁwfwﬁﬁﬁwﬁﬁmxﬁéﬁ%%
TORBE, BERSHICEWTLENP OBEZMICRY LEZ LNBZEBIZOWTIL,
BHICS U Ol SRR S ARBM AR 5 2 LIC X VR EITO S L REE L
VY,

(7) EGHRRBR (AR
AEBEARE LTS, b b (A PS () MIMTESR L L<OBERE ke
MREOBHE, HLA % I A~y FIIEEEL~ v F, 7 L CREMEIR 2 & 5T U
FEET. OVTRORRTITDNBEONEALMT 52 L REETH S, KT —
58y r—VRURREM EEIL, FEER, HHL TAERUDE. MELmE
CHIE SN BER EORIES FEIE U, HEET — S b IEE 2 CEEICEE SR
BRETHD, | |
BEERRBRILRBRIC P D U 227 2B /MR E LIBRIC X BRI RARICE IS L5z
HE SN <ETHD, HICANLT DM - ROBN, HEHR B R ORY %%



BSE X CEEBRBRF P/ ROy FEA Y b ERE LTERT 5 2 L IS5,
SEE BIcB LTk, = OREKBEMIG T CEEFMER (Primary endpoint) , B¥K

AOFHMEEE (Secondary endpoint) ZRET HHENRH D, AHMMEMEE & L’C&iﬁ

BHEEREEME R = 7. {EEMEEEME R = 7, &R D Visual analogue scale (VAS)& 23,

7 EERBOEENREDOTME L T MRICEESE. "M A7 —%1b/bh5 |é

BREEND,

Oxt 5% A I

EEHRFRELZBESL T8, TOBRBET S&FHEL LT, FH, BMIL B
BEBE. KR, ERMESMEGE. EXR). REOZERM, i, K&s, s, &K,
FATIRRR, HFT 2BEHMRE CRAREE, sT+FHHERGES) ROBHMRE (&£
. 75420 NERES) BEBEFLND,

@R R A hIEREA

BE PR BRI i VN T, BEER O dRER, PR & M B E C ORI 2 A A IR A L
5L BHERINDN, BEEROEENSEOTMZR L ORIKRFHEER & HbE
THETRETHBS, | |

BRAREEEH: & LT, Knee injury and Osteoarthritis Outcom e Score (KOOS) i3 B
DIRIE, % W, QOL % RAMICHMITE 5 b 0T, FEMRIMHR=7 & LT
E B 9 12 514H D &\ Western Ontario and McMaster Universities Index (WOMAC)
EEOEE-MELTEATNEZ 20, REMRIGROFME L L CERN IR
HEL AV B TWS, %72, International Knee Documentation Committee (IKDC)
Subjective Knee Evaluation Form-2000 % i B8 i &k & 14 O Ba R 3Tl & L CEEM
RS TVW3A, KOOS, IKDC & % BAE BEAER SR STV 5,
- O E R /
a) IR WA
(B X A8) ,

Bl XBTRBAERETOEEN2FMIT TRV, BEKERABO FHAEBOFT
i & LT%E@?TJVDﬁFﬁ’C by, BREFRY R Jﬁﬂﬂ'é‘é EHREELL,

(MRI)

MRI i3 HARE ORKOEGBEIEL LT, JERLEALZFMETHY, BE
BB 0 B EAR AR O M HOSE T % IR & U7 55M MRI Al & . EEREOEN
MRIFHEEIC ST bR b, ' ,

A3E#) MRI 34 1. MOCART(magnetic resonance observation of cartilage
repair tissue)® D EEH R FEMELEE AV T, LM ChHE— L7-f -l 217 5 Z &2
Y L\, BEEE LTIL, fastspinecho ik Z W77 e b VEBEMRRG., BV
Hl7a b UBEERR, ROZRTEEFER 7 EVRGBEZERE LT, ﬁé@(’m’d)
VAR SRca i 4 LN TG n:‘:ﬁﬁ%_"ﬁ 9

10.



BARE OENMRIFHEIESL LTk, 7742 Y 0 VREOFMHIE Ak
delayed gadolinium-enhanced MRI of cartilage (IGEMRIC), Ko EaFERL T F—
7P OFHEICA R 22 T2 mapping, RO w747 )V BRESCKS EHEOF
A 72 Tle mapping 72 EB#T 55, LiL. Zhb OEE MRI ko
BARFTICBT2FRAECEAL TIREa V2P ARB LN T O TRREDOHER
CEEEEET S,

L7223 > TMRIFEHIRICH Tz - Tid, BB MRIFFE 2 F—RIR L LTITWV, B
# MRI T OB RFTME L TRWORERE TH D,

b) B8

BAETSE 1T MIRMBEMRIC N X . S 2 X H2MBMOFENTE THY . BERE
DA RZRFHBED—2TH 5, ,

BEEI 855 MiiE & LT, International Cartllage Repair Soc1ety (ICRS) cartilage
repair assessment 35 < iV HLTW 3, itl*]ﬂﬁmuﬂﬂﬁ Wz, 7e—vr i
X 21 X DOFF 1T 5 Oswestry macroscopic cartilage evaluation score & . ICRS
cértilage repair assessment & & HIZHFRALFHbE S LTEENICERILTW 3,

o AL F T |

BAEREE O BAFME LT, i — EHMR IR SBEEITERM A b 4TV
—ZMEATLCHEmT A Z i, ADMOFMEE L TERTHE, "M A7 v—IZidE
E’fﬁﬁi‘%ﬁﬁb‘é ED RS TR+ R ODOBIB/LND D, TETEFOFMES

BTHD,

N4%7v—ﬁ T B RS T IS - R S e 2 B L 2 6
BERSERANTHRITENS, BERSORIZONWTIL, BE - BEOFHERFTRED
DTELETEREEMELS 2D 53BRUBRT 22 L, WITORIX, BEHSRTT
E=F—LABRLERL, F o TV I AL TABGERRNL D CBET S, b+
TOfFER L LTCEEIZHE O B OsScore, ICRS %ﬁﬁ%?ﬂzﬁﬂi'l (Histological assessment
of cartilage repair: a report by the histology endpoint committee of ICRS) KU II

(ICRS II histology score for the assessment of the quality of human cartilage
repair) % (6. BEFHOMA) b, FEL L TEET <2 Th 5, AMWHI
B 2HMEREL. Mo E2LIRREEKORBOLRICERATHD, 7
NOMBHREE LTI BEY 77 =0 ORES M A DU 7 — Y% RNiE ik
Be N )y 7 AFHBICEETH Y 54 7 125 —F oo s 7 N ad— LBk
ARG b TIE & BHEEERE OB ICEE TH 5, MBI XV SEH
KBS~ b Y v AOHE EOBE - BAORRAHLMR S, | |
@eHE=F)/HH ‘ o '
BHEZRICEHUNMIBEEN KR SNZHEIT., ThARBHEMRICEET2b0o0nE
5 BT 27201z, WRNICHE L B3 BIER ORI L & e EEEE O £ Wk

1



‘xau—:yf&ﬁo<x<*aﬁgiuw;&ﬁiﬁﬁ\%%a%zena%%%
BEL. EERESCEETS. '
O EMERZRE LRV RS NERMEER
Tﬁﬁ&ur@ﬁ%&mﬁ%%%ﬁﬁ%#a:ao

a) MESIEMFHEO D IC, W, M Lo BEOME KIEORE N 4., EigD
(I:—\¥%VVF€/\Glhml%)%%%%Kﬁ5°&EW YT TRY
B ORESICERT 5,

b) BESREREO LD ICEKRRE, HIRESETS. WEEEEACH b0
MET LIz A%, @ﬁﬂﬁitﬁ%@@%%%wié%%0%%%%@%E%
DEEEGEDT, HICEBEEHS,

Q) REREOE=F—Dlw, ERHARNLEIT I,

@REMEH 2R ET 25 A ICLELTEE R
GIEMHEEREBET 5 HAE. QUM TREAHEDNR S ) —=V 7RUTE

AR R EIT 5.,

. BEEH

1 Ikegawa, S. The genetics of common dégenerative skeletal disorders: osteoarthritis
and.degenerative disc disease. Annual review of genamics and human genetics 14,
245-256, (2013).

2 Bonafe, L. et al. Nosology and classification of genetic skeletal disarders: 2015
revision. Am J Med Genet A 167, 2869-2892, (2015).

3 Yamashita, A. et al Generation of Scaffoldless Hyaline Cartilaginous Tissue from
Human iPSCs. Stem cell reports 4, 404-418, (2015).

4 Rutgers M et al. Evaluation of histological scoring systems for tissue-engineered,

repaired and osteoarthritic cartilage. Osteoarthritis Cartilage 18, 12-23 (2010).

12



(BI#K 3)

ERRIENE 2T MBI B AR

1. IZUbic

ERBEHERT b (Drug eluting stent, DES) OBBIZL o T, BHREDO U X7 3E
LB LAEBIRA v &7 —_ v ‘a » (Percutaneous coronary intervention., PCI) it
Rk = <Z{b L, = DES 2% % FRI» R+ 5 BED A7 b, BEICES %
FYRY —FBREDKY v—, L THESERY 2> h n—A1 388 O=H THRS
RT3, LL, CoORY) v —BEELERTS 2 L RBESN, FAEFY Y —F
BREIE O BRI S NEAT 5 K ) v— REE LOOTHRENIEEL bhD
L 512720, DES itz R Y = — b b ERRIER ) v —~ L ELEZTTE TV B,
IOEZFESLICHBREED L, MEE NS RET S Lo e RT  MAEDORE
HIKABNT HER DT TIERL . SHOREERZ OB TNTHEIET 30N HER
fﬁ&m#awot%imﬁéo:@:ytfk%ﬂﬁmbtwﬁEW%mﬁxiyb(x
FxT7H—NF) ThhH, BMRBLANIL, MERSELRETS &2 EhbEN
WA <o R BT B TR E A L. BREICIES DAY v FEETFBZ LRTE B,
—F, BILSNDBRTHERDOAT LV P EIZRAR-ERBELD 2L bBA S, 16k
DAFU N EER R BERBEL ShBHTHA D, =0k, KIICBIT 54 KRR
HERAT Y NOAME, BAMIMHICE L TEET S FELE D,

2. RIEREDOR S |

AL AEIL, EBRE DS BIARIC R 3 5 4T BERIS IR OD 7 05 IS 5 I 25 o
NS h, WENRESCEINES N, EETHRT VR (RFr T +—A F) ERHELT
5. T, ERRIMERY v —%a—F (27 Liz DES i1, &BMOBRRES LD,
REFAHSIE DR & L2V, 286, KAl STME bR MEO MR L 7578, KA
4y DI AR EOR B & LA, | -

3. AFEREOEST

REETHE AT, BAEIR 0% LV ARRIMLE 27 FERHR LT 5 bOTH B L
FEIR L., BB BETASHELERNICRLELOTIEARL, BEATE LN,
WEOFMBNTERTREA GHEER) KOVWTRLELDTHS, LoT, 4%

-7 -



DERDEEFCMROEME Y BEXRESN DO THY, FHENELEICH L TH
RHEBETZHDOTIEAR, _

RTHHE AR R &+ 5 AR 27 > b OFBIC ST - Tk, B0 S
PEE+HBAELE BT, RENRARIER b > TRICHIET 5 2 L SLETH 3,

Fe. AFEREOM, ENIFOEOMOBEY A K54V E2BECTH L bEE
FRETHE, |

4. FMBICY e o THEBETREEIF | _

JRAIE LT, BEFEARERBETRREZITI Z L,

FRIE LT, AF UV FEFINY—VRAT AR UV b LEREXIET )V R) — V2T
ICTHIRENIAT v M LTRREIT D 2 &

(1) WERALREME N ONC Bk K UBREBR iR %faﬁﬂ
1) BBz oW T
FHE MR, HERICE L, BTOERICSVWTRALHICT 52 L,
@ KV ~v—REFTIEN BHZB VT, MR STFEROSTFENS. B
O REMORES | -
@ G R RBIAER IS VTR, MR, RFMOMRE. MRS

2) A7 FBEICONT _

O BEHIICOVT, MBOBIICIE U R CiHET 5 = &, flE, @BRAER
WALHERTRECIE, ATRMEASEEMT 5 & pH 0ABIGBE B TEAL, &
RN L IR D HREB LR TD, FlE, JIS T 0304 REFED 5 .
5% CO2 FAINEFAEIEIC X 2 MR EEMT 2 = L AB L b5, REREHICHR T
BHEF AR, RO A T MERRDE #% ., 10-100 mL/em? (X132 HELE)
L, BREOEELZHERT S,

@ WY~ —REFBIEMFE, BRI L VBBERT 2HEIE, FHBASE
T ST RO m%rwﬁénagﬁﬁ@wmma%mﬁLt%@?f 25
b DRRMEATD T &

® ‘IR ié&%&@ﬂﬁwé%%EL&W% HHHERE S B Er 5 %

 RVEREERICOWTHEMT A - L,

@ BIIES. BEATENECOVTREET 5 2 L REE L,

® F— MESERFEEDR D, FHECHESNHEOBAY 27 20

- 27 -



®

CEAET B L AEE L,

27 NREEOME OB SBT3 2 & RZE L,

EHEBEE LEBAD, A7 FART v FOERIC L AEES, R~
BEECSWTHHETS 2 L RZE LY, 2B, BHRES LOBEZEDIZ
2 D ERRIAENE 27> b OBERE, FRIEDE AT b OER
BEOTRMECOVWTLERT 5L, FlziE, SBRERRIMERT L &3
WIS BRAT » P BEEEE LB A, @BREBRIIMERT Y N OAEA
MET B TREMRHS 2 L ICBETB L,

Ty 7 ABICEBEBMICOVWTEMT B &,

3) X7 OSRREEIC SN T

@

)

)

K Y = —RAERR IR B O R, RIS BLES DR BLZ T 57
b, B L ASOREE AV TRBRET S = &,

& BRA KWL O SAAEHET, RS NI - REABRSOREE %
F B, WELASORBEAOCRREGFI 2L,

MR O REBICE LT, ERABERZEE L BN RREEZREL, BRE0
SR OVWTRBRZIT) 2 &, RE, pH. A AV - BE, BRBE. ¥
VSO B DR EE DY R BERMERSH S 0T, KRR ILEY 2 HEICE -
Zt, SBRREMTEABITE, #1213 JIS T0304 BEFED > B, 5% CO;
TSR L B RBRE EMT B 2 ENE X LND, |

A IR B D SRS Y. S ARIBO B 22 A, MROEAREY
ER LS HEETCRMET S 2 ERZE LU, JEAEME T OIE L RVEA,
OB YBIAN TR &, |

H IR MERPRL D SR M T, VRO OB B S B, SR OERARE
BEE LR P TIHET S 2 ERZEE LY, BEOEARELZE LT
DO TFHMLRWVIERIE, TOFYHICTOVWTRTIE,

H AR MR 0D SRS M 3t B I B S I ST S h TV 2 VW, 4
AT FMIE, BEIE LCERRBITITO 2L, MERREAVSHAIEL, 20
EYUMIZOVTRT L, '

B8 O B HECBIRE D = Lt 7 MTIS OB R EIRE TEMERAT 5 T &,

S RIEHE DFEMIL, D72< & bEGOME— RN S5 BIRMTS = &,
SYRRIEIE DREAIC 13, & BRERRIEMBOBEE, S L, BR, T57
4 TNT A=A, RY < —RAE BRI O 581 _EFRIC 2 45 7 RO %

- 3/7 -



EHBHT L,
© HBOWHE, BIRSEE Ty RAERNE VBT 28 T AR ANIC 1 T A
T35z, ‘ | ‘
O WEFEBMLOBRBECENT, NBIL Sh3 e ZE0 L, —FDsM% o
A7V ML, BRET 3BEOAT Y MBI Y OY 27 FEET) 2L,

(2) BEICET5EH
ERICHTE SN B R EROF BG4 © ORI 1T 3 RE (kSR BB T 5 3
BITV., TORBRICESEBURNEFER OCEOYBERETS 2 L,

(3) AMsryRatzi T 58N |

| W2 443 A 1 BAHEAMSE 0301 8 20 B HAYBHEERRSREL SRRER
BBREETTHERBM [ERSESORERITRR R HSIC L EREY ENRL MmO
HEARHE 2 FCHNT] B L TEMSENE ST BERED bRV &,

N R4 DRFIRIC B - Tk, IS0 10093 3 U — <. ISO/TS 17137, ISO/TR
37137 HHBEITH I L, ARTIEME I REORBIC L) . RREHCEEZM
RIHBEG, TORBMETT L, PIAR, AEACS Y SRTORET S in vitro
RBRCIHER SN b, SHERN. SRREN, BRSSCLVELS pH 08
BEOLELE, PROHRICL VLS5 LERELLND,

T, BEABREROSMA D =X N & EE Ll 2 SR O R R R R 2
FND = L, PlziE, SBRE RRIUERE L, 5% CO; FAIBERIE (Bic 5+

GmAlmﬁ)%mw mlmmUmﬂ(Xi%MUL)t?é%#%z%ﬂég

(4) MREICBET 3ER
1) B & AVi=RAB ,
O BWEAVERBRICLY . 7YY —ROCBBOFME. HREBOTME. £HK
ROFMGEETS 2 L,
© BWEOBRITH 2o T, A~DIMELOBRALZET 52 L, 77158075
Bo—BE LTHREND, T, FMONFCL > TE, vHFICLBRA
L—BARETH S,
© Ao, BAME RIS 5 LT, HH. AR OREBEES O MR B I
MRL. MR, B, hEEOELSDEEDRE, EHRFM,
1 O B DRIVEE LTSV T b BRI 5 2 &,

- 4/7 -



@ BRARZEELZHEERELZERL, ZOFMERRTIZ L,

® WROFRETBETERVWERIL, BORFETRENE, FARR2IROF &
SEHBT L, |

® WEDOHFRFERCHENT 2EMREORHEICIS U T, RIS REE % TE
?5tbm¥&ﬁ$@ﬁ&vﬁ$ﬁ%%ﬁw CRET D L. mRRMRETH
flid 22 EREELLYY, ‘

C>@%%ﬁfﬁ%ﬂﬁ&&i%ﬁﬁ@ﬁ4 /&wtb®¢¢W%ﬁ%LTw&m
FREMEN HD T LICEET S L,

® BEHEBLLT, PR ELUTREDA I L,

T) mEDORE (BEM. BER, 7+ru—7 v 7E)

A) A7 v FOBROERE (B, IHREER, HRES)
V) BESOLE. BROAE, LESLEROL

- =) MEBREPAETR

&) BEMETEMSE-CHRBE N & BBk O

@ 7xv—T7y7RHBonERL, FRIUMESEBRA TV b ERZD | BERZICHER
RPN T DVREMD D BT, B0 REFRNCMENA A~V FETERK
NTORT Y MEBICREREZFMET 52 ENEE LYY,

® &BREFRBELE R TV M2 OWTIX, FEBARE A ERBEOMEIZXY 4>
RS ET T, REFROBRCLENR L —EICT2%, BETHI L,

@ EEEEEZLEZBAD, ATV PR MNT v FOERIZ X BAFES, RIS~
%@Kowfﬁm%ﬁﬁ;&m%ibwoﬁk\$ﬁ%25b@i@%ﬁmﬁm\
L DAEFERNENERT > F & DEEEES, FRRELER T M EOEEE
BOFEEICOVWTHER TS Z &, L, @BREFRRNERT - M EFER
RHEEBBAT N2 EEEBE L2EE . @B REFTIER T b O3RN
HET AN HE L ICEET D L,

- 2) ERNITRIT B ARG O FEBNZONT

BN HERINTWVWALDOEUEMDOBFRICE VM TEILDOLUSAD S
DT> Thi, BH~DELEAZIC L  ANICE ) 32 HBYOEE IOV TRE
Al

3) A7 hBEEOmANE
O BEOCABMERMEZTRLEDOERA NV A RRETAHERERMTIIED

- 5/7 -



>R b VAR EITS 2k, |

@ MO U T, SRR LT L E R RRRE FRE L, BE O
Tt APEIC DV CREREAT S & &,

® WROBHEFEE L, H72< L b, HE—AEORENBEL E25NEHMO
AR 2T = &, | I o

@ AMBEOMEL . ISHAROMEL —BSE 52 L AEBTHED, MAKE
REE, BRI LTERBMTT O 2, MERRET O HAE, RUKICOVT
s |

® 27 BEOR AL, BEBLOBES LA L TIET 528,
FBIRR 7> FOBAE, IBCMEMAF 2N 32 & REE LV, S
WR2 7 > b OBHAT:. ARE) I EFRMIC IS I AN EMA S Z &,

(5) BEERAROMBEE BT 5 EH
O HFREDBOERBIEMBOHE, BWRMBBRICE Y, T O &> RFHEZ 1T
V. SR BOWEEE D & ICRIERIRRO FFA L ERIT ST ERZELL, 2
B, MWENEOBREET S BICIE. —ELMEORT v MIHHR L BEaS
B, BERS, FRICBVCIEETS L.
7) B MEERIC X 5 R SN AR
4) ZAat  RTHHBE (OCT). MENBERERE (IVUS) Hicks 27
| PEETR, A7 MIENBHE, A7 MEREOBRS
V) ZOM  HE~OXE, BEBE, BINNRSMELSDIRRIE, LEIL
| B UEEEBYT O WAOREN, SBAT Y MTIBAATY
FEHORAN, ARKEOREFRONE, EXLMEEES
(MACE) . {ERRERE (TLF) %20ihoo oGS B %
© A HBILEOER 72 b OWBRZ T BB, R L LT BRI R ORI
MFPHRICETE=V FRA VI ERE L EBEACEERRE EHETLZ L,
® HMEBEIISLEAEERIIOVWTHRTES 7 barREBE L, FlXX,
BEMRIC, BRE, UIEROBRECEET XAV EATEY RS ET, B
B EEFROEEELHBT 5 LBELLNS,

@ FHHOBEHY, WEOA EERT BT, DA ERAEIC X ) AKRIRERLE
AT v h OHMBELTREMRH B = LICRETHZ L. |
® FMBIRAT > F OBAEE, MEEHSIC LD AHETEOMR ., BERRE (=

=), REIE EBEMEN (ABD), CT% bty @R L, FiZ1T5 o

- 6/7 -



&,

B OSRFEIS T, BESMMEEMICRET D L,

ATy NEBERICBERELEL R->T-EOTEMIL., BIRROKH ., A7 b
DHRZEE), A7V FPNBLSh ARSI Lo TRERDZLEZOND D,
ENFNEHEL, VERBREREITOIZ L, £z, BIREBICIERAT v MEkiE

DAR=AREEETEBLD . BEFHEOHAERNT S 2L, BB, —&

DB DAT 2 MK L, BBFEE %175 BEIX AT~ Mkl ERRE
nNa7n, FRCBWTIREET S 2 L, ; :
AR 2 7 b ik, IS EBITAIT 55 L0 X Y BRIT % o
gL+ BERERECTH D . ERMON EHELARRTILERD B, V77
N—TREERE L. MEBER, LEFORSE, 27y NEERSE, DEE
. S IREEROBIRE CRE T RV BB R HET, MR 50 LAY
FLU,

TRTOHEFR ol - ERIE) 2IUE L, RBMSE L OB, FEIC-S
WTERTHI L, | |

2B, ERRIERE AT MCOWTIL, B CHREOLRE A7V 1 E SHLE
Niex BT AR A7V MR ORESEZ < RENTV B Z &b, HilRE
OIS, WROBR - RALBICE LTI, VA2 - _RXT 49 hOATURE
£ WEICHINTS 2 b, WKIKE, BREER CEREAIC T 55 3R

WERELRZELED TSI EBREE LY,

- 717 -



