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BEIEFERDSEELY

CDBEIEERAARE. FI74TUF 5 F200mg (U FI74 T UZ) ZEIEICTHEH
WL OIS IR SHREBEDFIR RS HE BRSICHIEVFEITREFIA RROHZN
HB2EHEREZDMRICDOVWTERUCBDTY  FFEREIZEMEIREE (SOS) EWLWSEKRED
B L T O74TUAZRS T BERICITBEDREZ TR CHRRUMRLBRU AT ZHEF AT
SATERSITBIUENBIFT . Fe. T I74 TUFIRE - FRBRDBERFICHET D&
ZZ5NTHY . BIMYRTDIENICK>TRHEANRIRT 2B ZNHHUET,
FI7ATUZDFERICERLEL T BF RN EIEER LA RZHAFDOA . BEIEEH
EHEVLEULET,

T I74A TUAEEE200mg & FHEBREFZEERE (SOS) &(F

TI7ATUA G T EEN S BE - AR U Ic—AEDNATH 2T T4 7 OFRFNIDLZEIE D
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EEX [FHRICEHET BiER
AFIF BEXSEE LT 2B TNDOHIAIEAIRERFOBRICHEAT .

RZERUHE

BE. T J470FRFRIDLAELT1E6.25mg/kg’ 1840, 285E N T TREIRMNIZ S 9 %

FENUHREICRHET IR

® KF1F. RANGIFEC EIC—EDRE CERAIR S T 5T &
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9 BH FHBREASEAE R OMIE N OERI OICABIR S (C L BURIZZERL kRO TS
ZIBE(CHRTT DT,

HilE A
ML IFE

SHHSTN SH S i

It Strrdmids

N

¢RI
Ilp

WA S AN FyEL
ON o i N

Q0L

. &30
;*\:

gt



B 1E73 8
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== B RPAZRAEIRET (BT PO aRIREIZE) ZRELICBE
& ]
E PN SOSOIHICIE—HEITSOSIHRIEYBIARER PEFREERA AV EEEN AL SNES
£ (F=1~%3),
% W X1. SOSDEEFRRIZZHIESE
S B Ljp= %= EDLLjp= % 158
é HSCT 30B#&FTICRMIEED -
2 SeattleBE I o FFIEATR U LIRS
N e ® EARU/ RIFREFHADHE R
2
T . .- . -
_ e S U)LE VI (EU)LE>VE>2mg/dL)
HSCT 2 1 SR I8 .
iEseattiern | L) WO TDTIEY | e rmksissmmson L
- TR ® SIS AEIEN (>2%)
Bt gt
28 HSCT 21B%ETIz. 2mg/dLLLE | ® BRIATREA
B BaltimoreEi# | OBLULEVIESRDIESD | 5k
S50 EBIBEERLT o (K (25%)

W R2. BRMEMHAFBIER S (EBMT) [CKDMASOSZEE 4

A ONNHHE
OV o} W R

2 jE= % 1585
Classical SOS 2mg/dLL)U:®‘%t“U)bt“>[EﬂF7i ® ESEILATIEA
O1BMmos | RORDIBEDSEABLES | o KEEN(>5%)
- 21a§%ﬁr_ o ik
Bg EEIEI
EN
|7§E gg M>21HI(Cclassical SOSHERE LR mIZ T
A e @ BSOSO LI TEE
@ LTOABEDS5RL S0 2BEERRL.
Late-onset SOS IR T— 7 LREVES I I—DOREH
ONoa e | ROBEEOLT Y SOSICEE TS
Q o t)LE>=2mg/dL
5_&\ ® SRMHATREA
o (K11 (>5%)
® 5K
2] &d DS MBRBERRR SMmEBRBIEA RS> SOS/TA-TMA p.3(20224F)
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B X3, BRMEMHAFRBIER S (EBMT) [CKD/\ESOSEZEEAE

SRR HE LS|

® SOSFIERFHAIC DV TDRE 7R L

® [RERINBHDHER 4 Cli ANt D I/ g

o (AEIEN : AIREZFHLU THEEENINN 3B L.
FIEFIR—=ASA VEFDEWZEB A DIAEIEN

O fTEX : N—R T4 VZEBZ DIEX
(BHRCREIT DT EHNEFLLY)

® fEK : R—X T4 V7EBADIEK
(EGTHEE I 2T ENLEFLLY)

oLV ER RS/ V&K FRUEN 3BRBIHRL.
FeF728EMURICEU)LE VA 2mg/dL EIC ER

ROAIBER EZETZ

i) HASMARRBEL AR S MMBIRBEA( RS+ 2 SOS/TA-TMA p.4(20224)
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Bl EUILEVBZAWTEHNRZIN TIAE THh dBaltimore B HEEEARE U2 IEEN AL
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B F4. FEFRERICSVLWTHLSNIEIE %
ABS SEMAREHER EASEIIEHEER
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IS MEFHAEIFEAE (HSCT) B RAEF TOHAR 218%F7T 358%T
EUILE>Z2mg/dL WA WA
fE7K
AEEIN(N—R S A E>5%) WINH2IEEL E VwInmEELE
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BANILK T 7 AER (2006-0558E8) (CH UL TIE. Baltimore B % (E1ESeattleB¥ELEEARE U
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B R5. SBIHEKT 7 A5 ER (2006-055188) ICHWLWTRWLS NI B

BaltimoreE#t {EIESeattleEH#E

EEAREUCESE EEAREUCESE
EMEtHRRFEHE (HSCT) £ FAEE COHAR FRERU HEIRL
EUILE>Z2mg/dL WA
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BE(F 24 LRNICIR 5ZRBL T IEE L),

2 | BSROEER

® KRNI IHIIUIESA VICTHRS T RHDEL. 5% T RUFET TR N SEERIERUND
LR P DEFREFLA—S 1V TRSUVBEVWC EZHERUE T,
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Flo AR S5% 245 A I M BHBRE 2% S UIR W EZHRUE T,
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ROBN NI VEE RN FEAN/NUVEE (T /5 /SUVFNIDAE) D)L T7U AU A,
BEENVEVREER(IEHAN S VI TSIV RIVRVBIES) . EXaRAFEZEEES
UN—OFY NV, 7EFH/NVE)

hOVRETF2VUY ZILT7 EIoFHEIRR) . ZERERAEE 051 2Cl
RRREAT>FrOYEVT

©® KR SH11 205N, AFIR 5% 245N &~/ YUV RE| (Ro BN/ Y VEEIN [FED T2
NINUVEE) RS UGV EZHREUE T,

O EEFIEDHAICKY . BIMBEEHIEKT 2B ZNHH2D T, MR EEEE (HIIRE. 'ONO>
B BSE. APTTE) FEORA. BBREROREZEE (CT>TIREV, EBHN RO O NICBEEICE
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ERZEE I BEIEREZTDXR

1| 23avo. 737459 —

@ 3V P FI4SFI—RUBEENBSHNDIENBIET,

® AF|(C LB EEPREDIF BEDREZTHICHRRULTLIES L,

o SEDBHERBHERLBEEF. AFDERSZEDIEL. BYBLBEZEIT> TR,
I GERDEEA T RETEZIVUVIZRIELTIIEE LY,

iE IR

YIREIN | SR, IR, IMER T, Bl REERRE

FIRIAR
® 7T I45F+T—
BEREHER ClE . ABIR SEHCBWVWTC TP F I TF I —(F3BHoNFEATUI,
©® BEE
SBIMILA Y 755 (2006-055858) (CHE WV T BIERE L CEYBEUE. BEUEN 1, 1546105 141
(0.1%) ICERHENZFEUTe. WVINDBGrade 2TH Y AFIRS =L, OELELU,
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@ KE|FHRE-IFARDBEAFICHET 2EEZ SN KFIRSICKIHMY X I HMENL.
BEREMAIHSONDENHIETD,

® EIMEFHIRRBHER DSOSEE TIE BERLE L S M/IVREANC KB HIA B S5Hh NS
CERBIFT  Fle (EEFENR U RKERGFHREERZ DSOSEETH. MY XTI HMEN
ITRIBENHHIFET,

© AF| L MieBERA G, HMOBEENIEAT DB ZNHD HDIcHDHARZTI,

@ AF| EMABEREPIIIVRESEZHAT 258 ERNNETYT BERARKRICBNT.
HIMURAIZERX T B 2FEFDHBEFRELEINTLELIZ© P.28),

@ EENROESN. ARCKDENENTHE TEBRVBEICIF. BESICRSZRIEL. B
WEZIT>TLIEE WV, HIMDRERFELBDEEN U HMAERH S NBELIEDE THIEEE
Z{T2TLIEE L,

B SEIAEEER (2005-01515%)

FREMEHEDRIEA(S. FiRBEI. SHMAE74(6.9%) . BizHM. NER BN 56 (4.9%) .
A7 —7)VBBEERIEMA 361(2.9%) BB, i mA'E 241 (2.0%) . <BER T, MEFHH, _E58
HIEE LI, ZPRIBRAIE M. AN, BRI, . BHEMmAEN'E141(1.0%) TUT,

SR (CEofcBIMER & FfaBmmA 581 (4.9%) BTN 261 (2.0%)  BRZHEI. <HEE FHM, Hma®
Z161(1.0%) TUrz,

BS5PIEICESEERIF. M m. 7 —F )VBEERAIH A E 36 (2.9%) (i m. A ma®
B261(2.0%) . BRFHIN. MEFHH, FRBEELM ABEREM. SHIM. WEBHI. HImH'E 1461
(1.0%) TUfz,

B 5ESEREEIER (TR

FI7ATUZE (n=102)
BESR EIfERA
£Grade |Grade 34| Grade5 | £Grade |Grade 34| Grade5
Frifa s i 1261(11.8%)| 761(6.9%) | 561(4.9%) | 761(6.9%) | 3B1(2.9%) | 441(3.9%)
BiEHm 8%l (7.8%) | 561(4.9%) Ol 561(4.9%) | 361(2.9%) Ol
LB Hm 761(6.9%) | 161(1.0%) Ol 561(4.9%) | 161(1.0%) Ofl
HT—TIVBEBAIEMm| 9%1(8.8%) | 361(2.9%) ol 361(2.9%) | 261(2.0%) Ol
it} 6f1(5.9%) | 261(2.0%) | 261(2.0%) | 261(2.0%) | 161(1.0%) 0%l
At M 361(2.9%) | 261(2.0%) | 161(1.0%) | 261(2.0%) | 161(1.0%) | 161(1.0%)
<HETHII 161 (1.0%) Ol 161(1.0%) | 1461(1.0%) 0%l 141 (1.0%)
I {EHEt 161(1.0%) | 161(1.0%) Ol 161(1.0%) | 161(1.0%) Ol
LEGEEEEmM | 161(1.0%) | 161(1.0%) Ol 161(1.0%) | 161(1.0%) Ol




B 5EFREEIER (—80HR%) (i)

FI7ATUZE(=102)

BEER ElfEMA
£Grade |Grade 34| Grade5 | £Grade |Grade 34| Grade5
EFRIBRAIHID | 161(1.0%) | 161(1.0%) ol 161(1.0%) | 161(1.0%) 0l
i) 161(1.0%) | 161(1.0%) Ol 161(1.0%) | 1461(1.0%) 0l
fERH M 161(1.0%) | 161(1.0%) ol 161(1.0%) | 161(1.0%) 0fll
Him 161 (1.0%) Ofl 161(1.0%) | 1461(1.0%) 0l 161 (1.0%)
BREMmAE 161 (1.0%) Offl Ol 1461 (1.0%) 0fl 0fll
EEEMAHMm 4 (3.9%) | 361(2.9%) | 161(1.0%) ol Ol 0l
ESHCARVEAEEIFMedDRA ver.16.0(C#4L
B ECICEBEER
FI7A4TUZE(h=102) HC&% (n=32)
At 261 (2.0%) 0l
FEES A aallill 1461 (1.0%) 0fl
<HETHIm 161(1.0%) 0l
it 2651 (2.0%) 0l
Fifa I 71 (6.9%) 265 (6.3%)
BiEHm 161(1.0%) 0l
Him 161(1.0%) 0fl

&SRV =AEEIFMedDRA ver.16.0(C#4L

EASEIEEER (FMU-DF-0025{58)

FREMBHEDEIMERF. FHIMASHI(26.3%) . BHMA 36 (15.8%) A BS# B, MY, itk
P& 161(5.3%) TUIC. 5 PIEICESTZBIER &, R IIAY 36 (15.8%) . [N, HiEtFEHImAYE 141
(5.3%) TUIC BETICESIcAEER(E. M. MFHE161(5.3%) THY, EESHAFEDRER

BRHERHONELI*

B 5EEREEER (—3BHRE)

HSCT#SOS (n=19)

BEER ElEMA
#£Grade |Grade 34| Grade5 | £Grade |Grade 34| Grade5
FitH I 561(26.3%) | 56 (26.3%) 0l 561(26.3%) | 561(26.3%) oIl *
S 461 (21.1%) | 141(5.3%) Ol 361(15.8%) | 1461(5.3%) ol
;) 261(10.5%) | 261 (10.5%) Ol 161(5.3%) | 161(5.3%) oIl *
PRI 161(5.3%) | 161(5.3%) Ol 161(5.3%) | 161(5.3%) ol
LBt 161(5.3%) | 161(5.3%) Ol 161(5.3%) | 161(5.3%) ol

EEHTAVZAEEIFMedDRA/J ver.19.1(Z#EHL
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BILKT 7 A5ER (2006-05515%)

FREMBEEDEMERIF. A MmA506I(4.3%) . BEHMA3561(3.0%)  REMA 2641 (2.3%) .
MFRAY 10651 (0.9%) . B, OFFAHI. FESEEELMAESH(0.7%) . Fif2Emn'741(0.6%) .
BREZEAELMA6H(0.5%) UL, HIMHEEEREX A E561(0.4%) . <HIR NI ER T MENE 34
(0.3%) . M. MmAgHYE 241 (0.2%) B ImAY 1 61(0.1%) TUT,
SECICESTCRBIERIE AN 161 (1.0%) EEZEAH A3
W, BREEIM. SESEEEHI. MRHAE161(0.1%) TUI,

BE5PIECESTBIMERISE. A M A4 261 (3.6%) . BIHIMA2261(1.9%)  ifaB . FERHEEELHIm
H'&641(0.5%) BEERHIMASHI(0.4%) . BHIMAY451(0.3%) . it M. CIREPIHI ., I AEREREA.

51(0.3%) . Fifa B M A 241 (0.2%) «

TFEE N IMAEN'E 341 (0.3%) . <BFE M. M. MAEAYE261(0.2%) . B mmAt141(0.1%) TUTE,
B 5ESREEIEA (—EB %)
HSCT /L2 EE#SOS (n=1,154)
BEER ElfEA
£Grade |Grade 3B E T £Grade |Grade 3Bt T
ifastin} 73%1(6.3%) | 5961 (5.1%) | 1861(1.6%) | 5061(4.3%) | 4161(3.6%) | 1161(1.0%)
=]zl 5561(4.8%) | 3961 (3.4%) | 2f1(0.2%) | 3561(3.0%) | 2661(2.3%) | 161(0.1%)
SHim 47%1(4.1%) | 1361(1.1%) 0%l 26%1(2.3%) | 8#1(0.7%) ol
PR 22451(1.9%) | 5%1(0.4%) | 161(0.1%) | 1061(0.9%) | 2{1(0.2%) 161(0.1%)
ORI 14%1(1.2%) |  861(0.7%) 0%l 861(0.7%) | 4f1(0.3%) ol
TEUHEEERI | 1361(1.1%) | 1161(1.0%) | 161(0.1%) | 861(0.7%) | 6f1(0.5%) | 141(0.1%)
=faulllil 1161(1.0%) | 6#1(0.5%) 0%l 861(0.7%) | 5f1(0.4%) ol
AT-TIVBESHM | 9%1(0.8%) | 261(0.2%) 0%l 861(0.7%) | 2f1(0.2%) ol
il 1361(1.1%) | 1361(1.1%) | 6#1(0.5%) | 761(0.6%) | 7#H1(0.6%) | 261(0.2%)
EEEAII 761(0.6%) | 5f1(0.4%) | 461(0.3%) | 6F1(0.5%) | 4#1(0.3%) | 3£1(0.3%)
HIERERER | 1661(1.4%) | 1261(1.0%) | 161(0.1%) | 561(0.4%) | 4f1(0.3%) ofl
0trm 1361(1.1%) | 561(0.4%) ofl 5%1(0.4%) | 3f1(0.3%) 0%l
<BHIE I 441(0.3%) | 141(0.1%) ofl 361(0.3%) | 141(0.1%) 0%l
fERE T MAE 361(0.3%) | 2f1(0.2%) ofl 361(0.3%) | 2f1(0.2%) 0%l
Mg 8%1(0.7%) | 4f1(0.3%) ofl 2%1(0.2%) | 2f1(0.2%) 0%l
A& 2651(0.2%) | 2f1(0.2%) ofl 2%1(0.2%) | 2f1(0.2%) 0%l
Az 261(0.2%) | 11(0.1%) | 161(0.1%) | 161(0.1%) | 161(0.1%) | 161(0.1%)

ESHTRAUV = AEBEMedDRA ver.16.0(C#EHL



ERPRELERAI D HMELERESRDHEERR

RIRFER CRARE (10%L_E) [CHRUEMEHEDESTERIF. L. fi2E M. SEI. BEEHI.
B, IR MM MG T Uz,

W ERAREERABI D BMESEREEROHAEIRR

7B S AR BR EASIERER | BIMEXT7 I HER
(2005-01:H88) (FMU-DF-002:1E%) (2006-05:1E%)
n=102 n=19 n=1,154
HIMBEHEDNDEEER 6561 (63.7%) 1441 (73.7%) *1 339 (29.4%)
FTICE->HIMBEEDEEER 1561(14.7%) 2451 (10.5%) 38451l (3.3%) %2
HIMBHEDSEEREEER 3141(30.4%) 6f1(31.6%) 17361(15.0%)
FTICE > IMBhEDEIER 1061(9.8%) 2451 (10.5%) NA %3

WINDDHERICBNTT T74 TUA B TRIAE (10% L) (CRIBUHMBSEDBEEER

FifiE I 6% (5.9%) 561 (26.3%) 7361 (6.3%)
Fifc 1261(11.8%) OBl 1361(1.1%)
SIm 1361(12.7%) 4% (21.1%) 471 (4.1%)
BiEm 861 (7.8%) OBl 556 (4.8%)
HHm 141(1.0%) OBl 911 (0.8%)
[MmFR 1061(9.8%) 561 (26.3%) 2241 (1.9%)
BB 5611 (4.9%) 26 (10.5%) 1661(1.4%)
[mfeg >4 141(1.0%) 26 (10.5%) 3%11(0.3%)

EEHCAVLCAEIFMedDRA/] ver.19.1(CZEHL

*1: EANSBIAEEER (FMU-DF-00258) TIE SELBD bOVIR SR F VESRIER 261(10.5%) Mh T« U/ 5 g EEAEELLEN0.

RERIE Z161(5.3%) HE0
%2:Grade SOHMEHEFEER
3 INABZEIRL

#4:MedDRA ver.16.0/PTO[fFEANHI] ZS5 0
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INRICHIFZDLHMEEDTEER

ERPREUEBR CO/NREICHIT D HEIMEEDEEERAERPIBN U FHIREZ L NIRULE T,
BN\NRICBFZDHMESEDEEER

7B MR R EASEIEERER | BMHEK7 I tAHR
(2005-015%8) | (FMU-DF-0023%8) | (2006-05358)
n=44 n=2 n=691

SR 2R 0-2308) | 12/1761(70.6%) — 53/18261(29.1%)
e WRO118) | 10/1761(588%) | 1/261(50.0%) | 91/384H1(23.7%)
INR(12-1680) | 6/1061(60.0%) — 45/1251(36.0%)

(o | FER/ARO-2308) | 6/1761(353% — 9/18261(4.9%)
HA I RSB RO | 3/1761(17.6%) 0/261 15/38481(3.9%)
RESR INR(12-16%%) | 2/1081(20.0%) — 6/12561(4.8%)
Ewn | FER/ARO02358) | 9/1761(52.9%) — 31/1826(17.0%)
HI S D PR | 5/1761(29.4%) 0/26 48/384f(12.5%)
REER INE(12-1688) | 5/1081(50.0%) — 30/12561(24.0%)
— MR

W ;558 MAREHER (2005-01545%) DT 774 T UA B (R [CHRIRUCHMBEEDBEER

FheEER/ZLIR iR IR
(0-23%8) (2-117%) (12-165%)
n=17 n=17 n=10
Fifife HH I 6151 (35.3%) 1461 (5.9%) 2{51(20.0%)
i Tunlili] 361(17.6%) 161(5.9%) 161 (10.0%)
=1 undiill 1451(5.9%) 261 (11.8%) Ofll
HHm 0%l 161(5.9%) Ofl
MR 251(11.8%) 161(5.9%) 21 (20.0%)
HH MRS 0%l 0fl 251 (20.0%)
fERR I 0%l 2%1(11.8%) 1451 (10.0%)
SRR 161(5.9%) Ofl Ofl
ORI 0%l Ol 161(10.0%)
LEGHE{EELm 0%l 161(5.9%) 0fl
vl 0%l Ofl 161(10.0%)
WBEHm 241(11.8%) 161(5.9%) 0fl
ERE EE LM 0fl Ofl 161(10.0%)
UEm 0%l Ofll 161(10.0%)
BREAIHIN 2451 (11.8%) 161 (5.9%) Ofl
A 1T 0%l 141 (5.9%) Ofll
<HETLHMm 0%l Ofl 161 (10.0%)
IREEH I 1451(5.9%) Ol Ofll

ESHCAUWEAEEEMedDRA ver.16.0(C#EHL



HIMESEDEEER ORI FRG R U FRIRER

B AR 5% 2BBELAIFEMEEOBESERICTRLTIIES L,

B/ SEMAREHER (2005-01505%)
B HMEEDREERORERE (BT L)

40 13.1% I Grade 3-5 [ Grade 1-2
(224)
2 30
b
= 20
% 30.4% 7.1% 3.6% 2.4% 5.4% (81‘?14)
(514) (12t4) (6 (4 (O
10 14.3% 13.1% 0%
24 o
. (2444) (2214) o)
0-7 8-14 15-21 22-28 29-112 113-336
KEIZSHEEHNSOEE(H)
N 255 1 EEOHMEEDNEEEROFEIRTE
0.6%
g (114) Bl Grade 3-5 Ml Grade 1-2
6 0.6%

(114)

4 7.1% 7.1%
(1214) (1214)

(22) B aHe

0 1 2 3 4 5 6 7
AR SHBNSDOBEE (H)

ERSEIEER (FMU-DF-002588)
B HMESEDHESRORRR (B L)

) B Grade 3-5 Ml Grade 1-2
40
5
5 30
%
%
=% 6.7% 3.3%
10 Q) () ?27#{
0%
0 (Of)
0-7 8-14 15-21 22-28 29-112 113-336

KA SEIBNSDBEH (H)
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B e

A - 2

BT 7 2 A5 5% (2006-0555%)
B HSCT#%SOSEEICH I ZHMPIENEEERORRE BT L)

30 {-Grades-s B Grade 1-2
17.2%
% (831%)
20
= 9.9% 8.5% 5.4% 5.0%
% (481F) (4115) (26f%) (244F) B A 7%

10 16.8% (424%)
(8114%) 11.2% 10.4% 6.8% 0.2%

(33t (%)
0-7 8-14 15-21 22-28 29-112 113-336
FRIESEHBHSOBE(H)

(5444) (501%)

B HSCT#&SOSEREICH I 3151 BEDHMEEDEEERDFALRER

° I Grade 3-5 M Grade 1-2
0.6%

5 3.7%

4 1.9%
= o (ofh) 230 B 2.3% 2.1%
% (1145 (1145) (21% 4) (108)
o g EEd B B B 2.1%

O B 3l S (To#h)
0

0 1 2 3 4 5 6 7
KA SEIENSOBH (H)

B {ER2EEESOSEEICHITDHMEGEDHESERDORERE (B L)

40
‘ I Grade 3-5 M Grade 1-2
30
*
=
% 20 2.2%
% 43% 2.2% 43% 2.2%
10 Q#) - (1) (2t) - (14$) ‘22?4:9)6

0-7 8-14 15-21 22-28 29-112 113-336

FERSEIBNSDBE (H)

B (LR AERSOSEEICH 1T 2SI 1 EEDHMEEDEEERDFEIRE

12 2.2% I Grade 3-5 [l Grade 1-2
2.2% (1)
?%E g (1#8)
*
% 4 2.2% 2.2%
(114) 0% (114) (145)

0 1 2 3 4 5 6 7
KA SEIBNSDBE (H)



3 | {EME

® EMENHSHNBIENHUET,

® FE|CKDEEHABD(F . BEDREZ+DICERELTIEE L,

@ EENRHSN. AFCKZEIMENFHE CERVSEICIE BESIIRSZHIEL. FEH|
DRGSR EDBYFNEZITOTEE L,

® 3.6, /BN FIIAEEER (2005-01588) . EASEI4EER (FMU-DF-002:88) Tl 13
EREDHR CEHDEER 2R EET DEBEFFRASNTVLELIZ. © P.28

FERAS
/BH15EIAEEER (2005-01558)

EIMEDRIERET10261F761(6.9%) [CRROSNKUIc. TDDIE IR SHPIEICESICEIERIE 14l
(1.0%) TUIe. EEICESIcAEBR N UBIEREERDSNE B ATUI.

B BEEREEEH
FI7A4TUZE (n=102)
BEER EIfER
£Grade |Grade3/4| Grade5 | £Grade |Grade3/4| Grade5
{EmE 4041 (39.2%) | 26461 (25.5%) ol 761(6.9%) | 561(4.9%) 0Bl

ESHCAHWEAEEIFMedDRA ver.16.0(C#4L

EASEIEEER (FMU-DF-0025{58)

EImEDRIERIE

BOONFTBATUL.BEERELTRIEF 196103641 (15.8%) (CERHOSIN,
£H#lGrade 3CUJ,

BT 7 A% (2006-05518%)

EIMEDEIERIFT, 15440502441 (2.1%) [CEROONK LTz, FETICESfzRITERIF2651(0.2%) TUTZ,
BSPIEICESTZEIMERIE. 551(0.4%) TUT,

B 5EEREEER
HSCT /b2 EE#SOS (n=1,154)
BEER ElfER
£Grade |Grade 3B E T £Grade |Grade 3Bt T
{KIE 13260(11.4%) | 90%1(7.8%) | 1061(0.9%) | 24H1(2.1%) | 1261(1.0%) | 21(0.2%)

ESHTAWZAEEIEMedDRA ver.16.0(Z#4HL
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EMEDEESRZRIRUCFBEICBIFEIRN—-AS,VhSEMERREHF TOIXHEE
RUHGREAMEDZ(LE (B 55M4E5ER (2005-015{8R) )

FI7ATUFE(n=102) HCg% (n=32)
EKMEZ1E E 4061 164l
RBEUEEEDES (39.2%) (50.0%)
o=, | EBOE | AN-Z54V |  __ | {EOE |[N—RS54/Y
N=231Y | ggemm | poozikg |V A7V smEm | poomiE
(n=36) (n=36) (n=36) (n=13) (n=13) (n=13)
hoE hoYE hoYE h{E h{E OB
(Min,Max) | (Min,Max) | (Min,Max) | (Min,Max) | (Min,Max) | (Min,Max)
UNEHA I E 107.0 100.5 —-4.0 116.0 89.0 —24.0
(mmHg) (84,160) (63,179) (=71,44) (85,166) (69,142) (—47,16)
YhsRAAINE 60.0 54.5 -7.5 69.0 50.0 —-13.0
(mmHg) (40,92) (31,1702) (—34,28) (36,104) (33,88) (—38,5)

N—=R 54V HSCT# THKIRIDRIEE



ERAREERICEE T 215k

1 | ERPREABRINE

T I74TUF DERNCHIFDEZRERRAIRICOVTHIEZUTICRULE T,

B/ SEIAEEER (2005-01548%) V

EIMEFHARAE (HSCT) BEBRESOSEEZNRELICE ANIAL IV MO— )V (HCO) MERA — T~
IN)VEER

Lhgag A2 (MOF) ZH#OEESOSEEBICHBIFRT I7A TUFDEMEICDONT,

=8I HSCT#&100BEFZHCE ¥ 1 BT D ETREL T 20
W BaltimoresZWiE#E*2[CEE L. MOF (BAEXIFIFIRAR) ZHFEL CVBEESOS*3

BE13461(TT74 T UZEE 10261 HCEE 1 3241)

FIrATUZE1E6.25mg/kg% 1@ 1) 285RIL EH T TEIRPHR S L. CNE685/H
Ri%-AZE JEIC184@ (25mg/kg/B) RS Ulc. T 74 TUZ 35% T ROVEISHR CRmaE
4mg/mLICHIRUI,

FPIPATUABEDWBRE T AANELE(ESEL. JEBRUELHICIEEOER S %
JAEHAR BRIE LTz, A< E B2 1BRRS U SOSIEIRHEAR T . XIFIBR T 2% CHBE#EE
FTBIEEL,

FEIHmIEE HSCT# 1008472 (REHRETIEE)

H1HCEE@OPOTSE  x2:BalimoreR i @ POSSE %31 EESOS © P22BH
EASEIHEEER (FMU-DF-0025(5%) 2

G MeErfiREE (HSCT) BEEZENREUc A — T SN Ve (RRTEEE5R)

FB1 INB-RATDHSCTHESOSICH T BT I7 4 TUA DBEDREZHH T 2.

HSCT#35HE TICEE (f82U)bE >z2mg/dL) h' D, FFER. BRK. (AEIE I (N—X

xR A VEF>5%) DB 2IEER FEEC S SOSEE 1941 (55, EBAESOS* VEHRI: 1 341)

FI7AFTUAF1@6.25mg/kg7% 1 BAD. 1 @81 28RN F TEIRMBS LIz (158
RiE-AZ 25mg/kg) . IR SRR IEREE L TOREE L, DI 5 EDBERIERIE 205 &85/
EUIe T I74 TUZ FEBBISR THRRU. 8L — N TR 5 Uz,

RSHEEDR<ED2THE XIFSOSEFH 2F TLL RERSHEIFHSCTE 1008

NN
B FTEU,

FEIHHIEE ESOSEECHIFBHSCTH100HDEFE

X1 EESOS @ P22 %2:SOSEBROEAE @ P255HR
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BT 7t A5ER (2006-055E8R) ¥

GMEBRREAE (HSCT) B EFEEARDBREZTRRE VIR 7 2 A58

K7 I EAHBRDEREMEITBEDOETT 774 TUA ZEE (TR T D HSCTF

FBH b2 EAEREE DSOSEE (MOFDERZE DIV (LT 28 BN UR S M
F—I7INET D,
IER BaltimoresZifi B4 1 {E1ESeattleEAEX2 Y (FEMBICKISOSEEZR I NIEE

TO7ATUFIE1E6.25mg/kg7 1 B izt 285 B A EMNF CEEIRMIR 5 L. CNzoiEE

BiE-RE J&lC184E (25mg/kg/B) 5 UIC. T 774 TUAF5% T ROFETHR CRERE
4mg/mLICHIRUIz.

JEEEARE DML EB2THERSU. SOSIERN BRI 2F TR 5 Z /i iUz,

FEHHIER HSCT# X (3L 2R ARIR%E 1008EFER

%1 :Baltimores2 &% @ P.O55HR

%2 {EIESeattle B4 @ P.O5SR

2 | BEESR

SERAREHBRICHIT DT IT74 TUARSEFNDERZUTICRUE T,

H EESSR
7B AR BR ERSEIEHER | BIMEXT7 It AHER
(2005-015%8) | (FMU-DF-0025%8) | (2006-0558)
(10241) (19%1) (1,15441)
- = 6461 (62.7%) 1261 (63.2%) 65161 (56.4%)
it 3861 (37.3%) 761 (36.8%) 50361 (43.6%)
8 (25) EIHE (IRERE) 26.0(21.4) 45.6(19.0) 19.3(20.0)
chaR {8 (4369) 21.0(0~72) 47.0 (2~68) 12.0(0~77)

R <16/ 44481 (43.1%) 261 (10.5%) 69161 (59.9%)
SRube >167% 5841 (56.9%) 1761 (89.5%) 46361 (40.1%)
& (kg) B (R ERE) 53.7(33.7) 58.1(19.82) 45.4(31.7)

chaR{E (#359) 60.4 (4~135) 63.1(11.2~875) |  43.6(3.0~164.2)
SMBEEEIE | 2961(28.4%) 61 (31.6%) 27961 (24.2%)
AU/ SEEmE | 1761(16.7%) 31 (15.8%) 27961 (24.2%)
e =) E 761 (6.9%) 351 (15.8%) 671 (5.8%)
S BRI REIRE 761 (6.9%) 161 (5.3%) 5361 (4.6%)
1B 1 BB I 4691 (3.9%) 0fl 2261 (1.9%)
Z Ot R 3861 (37.3%) 61 (31.6%) 4541 (39.3%)
MOFfE R 10261 (100%) 1081 (52.6%) 57161 (50.2%)
SO8 b BT/ AT IR KT 3441 (33.3%) 661 (31.6%) —

N



B EIAEER EANSIEEHER | BIMEXT7 7 AHR
(2005-01515%) (FMU-DF-002z5%) (2006-05:1E%)
(10241) (1943) (1,15441)
U 89 (87.3%) 12691 (63.2%) 84761 (73.4%)
3 B %2
e &) 1361 (12.7%) 761 (36.8%) 16761 (14.5%)
HSCT# 10261 (100%) 1961 (100%) 1,000 (88.0%)
SOSHIEDHIE *3
REQBE {EZEEE ofl 0%l 13761 (12.0%)
#1: SOSEIEEEP.227ZEHR — I REET

2 UBIMIER 7 O RA5HER (2006-05588) Tl 14061(12.1%) H*Z Dt/ REETH T
X3 UBSMIERT T A ER (2006-0555k) Tld 2T NREM1,15461055.SOSICE T 27 — I hARFT2R 1 7872 W) 21,1378 TE S

W HSCTOiE:
7B S AR BR ENSEIBEEER | BIMEXT7 7 AR
(2005-013%88) | (FMU-DF-0025t88) | (2006-055t5)
(10241) (196) (1,0006)
EIfEHSCT 90f (88.2%) 1981 (100%) 84361 (84.3%)
ERHSCT 1261 (11.8%) 0fl 15561 (15.5%)
Z0tt, T8 Of ofl 2611 (0.2%)
MHSCT#ICSOSZEFHAELIZT1,01 761055, SOSEZWTHABED 176172 BR<
B SOSHEERIDAE
B SE G R ENEIEEER | BIMEXT7 7 AR R
(2005-013%88) | (FMU-DF-002588) | (2006-055t5)
(10241) (196) (1,154f) *1
YoORATZSR|  7561(73.5%) 461 (21.1%) 5826 (50.4%)
F2ILTFY A5 (44.1%) 9l (47.4%) 57361 (49.7%)
SEMETREE | 4161(40.0%) 1081 (52.6%) 29261 (25.3%)
ILTSEY 246 (23.5%) 1481 (73.7%) 3496 (30.2%)
SR TFSY 211(20.6%) 1161 (57.9%) 26461 (22.9%)
PREEER | ABMREERE | op (196%) 2600(105%) | 31161(26.9%)
IRRUR 1561 (14.7%) ofl 9161 (7.9%)
SI5EY 0fl 36 (15.8%) 296 (2.5%)
FAFIT 86 (7.8%) ofl 13861 (12.0%)
S &) 901 (88.2%) 1981 (100%) 83661 (72.4%)
75U,/ T 1261 (11.8%) 0fl 31861 (27.6%)
S70ULZ 5061 (49.0%) 1761(89.5%) 49441 (42.8%)
XRRLET—k | 4261 (41.2%) 561 (26.3%) 33561 (29.0%)
SoOZMUY | 3961 (38.2%) 361 (15.8%) 28761(24.9%)
CVHDFHE | ol B | 20p1(28.4%) 561 (26.3%) —
oA YOULR 1561 (14.7%) ofl 9161 (7.9%)
ARl | 7hl6.8%) 71 (36.8%) —
BRI . _
sl 161 (1.0%) ofl
i o) Ao s 5561(53.9%) 1561 (78.9%) —
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BEHRE2EH)

BINEART 7 XFER (2006-0558R) [CHBIFBLREEY T T IL—TEE137HIDERZLUT

[ERULEFT,
B (E2EAY T 7 —TEE (137 DFRER
2>/ VEBIR 7561 (54.7%) FRIFIUYINE 36 (2.2%)
= iea= i ka= ik 1441 (10.2%) efol= it 6% (4.4%)
RIS 561 (3.6%) Z 0t 3441 (24.8%)

B (EZ2EEY T 7 IV —TEE (13761) [CHF BSOSHRIER D LFESE (1EEER)

EVIURFY 831 (60.6%) REVILED Y 43651 (31.4%)
VJORAT7=R 7641 (55.5%) FEFURIVY 3241 (23.4%)
VISEY 7081 (51.1%) IRIUR 2341 (16.8%)
RIPANIWA—E 5361 (38.7%) SO/IEDY 2141 (15.3%)
ARRLFT =k 521 (38.0%) prednisone 1761(12.4%)
thioguanine 4561 (32.8%) 6-XIVHFRFUY 1561 (10.9%)

RAFBARIAGR

=

PeTs VOFZEREE

BRPREERICH VT EESOSIEMOF (B2 R U/ NISIFIRALE) Z# 5SOSEEZER SN LI FDOMOF
ZHEENBLLNELI.

B SEAEE R EASEIEHER | BILAT 7t AR
(2005-01588) | (FMU-DF-002:88) |  (2006-05:82)
MEILFF =Y
281 IXNR—RS5A 2/#2
sy VT TF=VIUTSVR
R HIRFEEE (GFR) ngnp ngny ngnn
SHT 40%XN—RS5A /%3 1IEEBLEIC 1IEERLEIC 1IERBLEIC
BT ZHTD ZHTD ZHITD
* | BERR5HIVFATRRESE

¥ 1 BN SEMEEER (2005-0158) TlIE>1H2W(E<]
%2 [R=2SAVDEE]
AV EEIAEEER (2005-01588)  FILEBDI=HICHSCT L Z N AR U BDEX (FHSCTRILB IR DFIEME (LI NMEWL )
EASEIERE (FMU-DF-002582) | sILERA 1 4HRIH S 2HRIF CORIKIE
SEANIAT 725 ER (2006-05:588) : BB ABREDE
%31 [R=2T1VDEHE
B EEIEEER (2005-015188) HSCTAZwhAAZELIZH
ERZEIERER (FMU-DF-00258) : sIlER B 14871 S2H/IF CORSE
SBAIRAT 755 (2006-05:8) : BB ARREDME
¥4 WINBMICRREBRDEEPHAZEEIN L SOSICEHBEL THREUERTH DI EETD



3| A

HERREERICH (T BDHSCTHR 100BEEFR (X ZFTHEIRE) R U1 008X TOERER (BRI
IHE) IEDVWTIFITRUE T,
WINDHERBHSCTERICEESOSZRIELUCBE = SOERZERNRE LI Ul EAFEIEHER
(FMU-DF-00258%) . SBYMLAR Y 7 A 5{8% (2006-055(5%) (3 Z s~ = (MOF) Z#H 7k 0)
SOSEEDHEHF LT, Fle BHLAT 7 AFER (2006-05515%) (& (EFEAR P IGHR G B
BICSOSEHRIELIEBREDESHFE U

SEARHROBE (© P.19~20) RUZBEERDFHHM (© P.20~22) FFR—IZTSRLIEE L,

HSCT#10084£7R (X ZEHEIER /8IREHEIRR)

BHRICHITBSOSEE DD VIFEESOSEEZNZTNOHSCTH 100BEFRICOVT URIRUET,

HEBE SOS EJESOS
EA BIHILA B EIIAEEER ER BIHLK
stes | SAIIERER | 7OEZHR (2005-0158R) %2 EMEER | 7IERHR
| (FMU-DF-002:8) | (2006-055888) | 7974 7148 HCEe | (FMU-DF-002i5%) | (2006-05515%)
(196i) (1,0001) 1 (10241) (32451)) (136) (5121) 1
1005 9 56061 396 8 56 2476
EFR | (47.4%) (56.0%) (38.2%) (25.0%) (38.5%) (48.2%)

%1 HSCTRY I IL—2F
%2 FIPATUFBIFHCELIHSCTR 1 00B4AEFREERICHET D EN RIS NELZ (P=0.0109.Kochik) .

(LR E ARG 1 00HEER (XFEFHEBIES)

BIERT7 X (2006-0558) (b FEER T 77 )L — T DI FEERBHR 1 008EFEIE
ESOSIERITIF137615p97611(70.8%)  BAESOSIER TIE59%F 3841 (64.4%) TUTZ,

FBEERTEDHSCTR100BLEEE

BRBRICHIFBSOSEEHDVIIEESOSEEDHSCTHER 100BEFERICOVT, BEERAIICEST
UfefER7ZLL MTRUE D,

B BEERIEOHSCTE100847E (BASBMEER. EASSEIEHER)

FREH SOS ERESOS
_ ESEIEER B SEMAEEER (2005-01548%)
Bk (FMU-DF-002:8%) | F774FTUAEE HCE¥
(n=19) (n=102) (n=32)
_— B 7/1261(58.3%) | 25/64%1(39.1%) | 4/1861(22.2%)
i 2/7f1 1473801 (36.8%) | 4/14%1(28.6%)
- IR (1655) 2/261 22/44%1(50.0%) | 5/1481(35.7%)
o BAC168) | 7/1761(41.2%) | 17/5861(29.3%) | 3/18%1(16.7%)
. BREHSCT | 9/19%1(47.4%) | 29/9061(32.2%) | 7/27%1(25.9%)
R EISRHSCT - 10/1261(83.3%) 1/561
— SR
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B BEERIEOHSCTE10084FR (B SRR, ERSIEEER) (i)

WHREE SOS EAESOS
EREIEER B SEMAEEER (2005-01558)

FER (FMU-DF-00258) | F U7/ FUAEE HCE:

(n=19) (n=102) (n=32)

S &Y 2/7% 4/1361 (30.8%) 0/3f1
- 5L 7/1261(58.3%) | 35/896(39.3%) | 8/2961(27.6%)

IVRU—BD &kzHY 4/646! 8/34f1| (23.5%) 1/7
ATFHRSEBKE | &ERL 5/1361(38.5%) | 31/6861(45.6%) | 7/2561(28.0%)

HSCT#1008&F THERHER (BXEHEIER)

HHBRICHITFTBSOSEEHDVIFEFESOSEEZNTNDOHSCTE T100HETTOEREICDWT,
LURSRUE T,

HREE SOS EAESOS
ERA BIEK B HIEEER EA IR
see | SRIMEERR | POEZHR (2005-0158%) EIERER | 7IERHR
"7 |(FMUDF-002:18) (2006-05:58) | 550548 | Hcae | (FMUDF-002:%) | (2006-05558)
(19%1) (1,0001) * (10261) (32f1) (1361) (5126) *
p— 561 5064 26 461 2431 2014
(26.3%) (50.6%) (25.5%) (12.5%) (15.4%) (39.3%)

¥HSCT#H T T IV—F

(EZF B ARG 1008 TOERHR (B/XEHEIER)

BIIEKRT7 O X ER (2006-055R) bR BER T T T IL—TOILZEERMIBE100HBEXTD
BEARER(L, SOSIERITIE 1 376Icp91 41 (66.4%) . EBAESOSAER TlE 596103661 (61.0%) TUT.

T I74 TUFRSRIEh SEFREIZEX TOGEBE

® /BN EMAEEER (2005-01508%) : 17.58 (10241, #H : 9~72H)
©® EAEIEEER (FMU-DF-00258%) : 12.08 (1961, #H : 3~45H)

BHBROBREICEZEUIERICHITDBRICEIET 2FTOEM (T I7( TUFZRSLTLRL
BHHZO) DA ZUFTRUET,

FI74 TUARSREIBH SERIET TOEEBH(B)

0~7H | 8~148 |15~218|22~288 [ 29~358] 36~42H
18 | @ | GA | @B | B | & |3~608 618~

ggﬁ%’qﬁf;; o | O | 6w | 28 | 3@ | 2@ | 28 | 2p)
as (35%) | (23%) | (8%) | (12%) | (8%) (4%) | (12%)

(26f)

ERSIERE

(FMU-DF-002z8%) | 2/561 | 1/56 ofl 17561 OBl ofl 17561 ofl
(561)




B SOSEfFNEHE
BZRRAERE CTHWESOSEMOEEZD NIRULETD,

B G
LTI

SHHSIN B e

XS

B SR IAEEER EASEIEEER BIHLKT T X8R
eSS
(2005-01558) (FMU-DF-00255%) (2006-055158)
HARE BEUILE h2mg/dLRE
BRUBOBEEES | e | TYNI—BREESHE
MOFFEHRDEE 2 TEHEL, O IO | | MOFEIcBs LBl
MFORERS THIT A | T omER TRl
NN HSCT#100B% Tl NN
5% “Ei%;t%“ N—2 54 % 25D “Ei%;t%“
IVPFZY | R0 SERE | B s R S
= " o EEDEE(E LI 5 oo
% —_— A —
a8 | JUPFZY S — = o~ HSCT#100HZTIC o= o~
Y our52 prSreitss R=AS1 R0 PrSreitssy
XIFGFR o 80%ZHBA o
i BBELBL
e Q0% EHBR B4
® G
g BRAORELE BB

¥ UESMERT I A ER (2006-05515) [CHEWVWTREVLE YV IMEICEZE U ol BE (FZ DMK (FHEX. BEK. 4S8 DOEET S
X2 ANLERIS 1 48RINS2HATFE TORIEE

3 RIALERE 14BR1N S 28T CORSIE

4 BNEIEEER (FMU-DF-002:58) R OSBHMEAR T I 255k (2006-0558R) (CHWV T, TR LSBT T2OER CO0%ZEBR [BEEE T
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4 | BRE M4 (Bp5EEER!)

BRARUINEH

MARVINERIDBEEERAEREZLTRUET WVITNDERICEVTH. BEBROFEIREL
WRAENECEERE CLU.

B EANRUINROBEERFARER

ABHEIHEAER (200501545 EREIERER | EHEAT 7 L RHER
FIFATULEE HCE% (FMU-DF-002515%) (2006-055458)

RRAT N2 | gAY RR2 | gEAKT | ER2 | gAY R
(n=58) | (n=44) | (n=18) | (n=14) | (n=17) | (n=2) | (h=463) | (h=691)

HxEg 576l 426 186 144 174l 2631 3644l 446
= (98.3%) | (95.5%) | (100%) | (100%) | (100%) | (100%) | (78.6%) | (64.5%)

FETICESf 4161 244 144 8pl 1161 0B 2150 1804
BEER (70.7%) | (54.5%) | (77.8%) | (57.1%) | (64.7%) (46.4%) | (26.0%)

BRI 471 334l o _ 144l 0 2764l 32241
BEER (81.0%) | (75.0%) (82.4%) (59.6%) | (46.6%)
¥1:1>168% %2 =16 -

FREBDEFEINR (BAERLER)

BEMLEZRIE T DRI DREZDEFIN TR DEEERAREZ L MIRUE T sl B RLER
[CIFEBRRRREICERZEL TV CEBEDEIEGN B> TWLWE LN BN IHEE SR (FMU-DF-00 251 88)
TlF IFERODBENEEBRNLZFTNTVE U, BEBROREXRFMAR CRIEE LI,

B FLER QFREEDBFRINIIEESRAERER

B SEIAEE R EASEIBEEER
(2005-01:K88*) (FMU-DF-0025%8%)
FI7A4TUAE(n=102) HCE%(n=32) FIFPATUAEE(N=19)

FLEBRIREEE | = | JESF HETE| =R | FER |FHEAEE| = | EERE | SHEATEE
DEHRRTE | (h=43) | (h=24) | (n=35) | (h=11) | (n=8) | (n=13) | (h=10) | (n=8) | (n=1)

H==5 4161 244 344 1161 8pl 1361 100 86l 161
(95.3%) | (100%) | (97.1%) | (100%) | (100%) | (100%) | (100%) | (100%) | (100%)

176 1161 186 79 36l

BIFR | (39.5%)| (45.8%) | (51.4%) (70.0%) | (37.5%)|

FETICESS 254 186 220 1001 66l 6% 6% A% 161
BEER (58.1%) | (75.0%) | (62.9%) | (90.9%) | (75.0%) | (46.2%) | (60.0%) | (50.0%) | (100%)

e 316 | 2080 | 2080 | | __ | __ | e@l | sSEl | 16l
ERGREER | (1) 1%) | (83.3%) | (82.9%) (80.0%) | (62.5%) | (100%)
BSPIECEoR| 13p0 | 108 | 20 | | | | 480 | 28 | oo

BEER | (30.2%)| (41.7%) | (34.3%) (40.0%) | (25.0%)

HIMESHED 248 160 250 opl 78 8l opl 461 16
BESER (55.8%) | (66.7%) | (71.4%) | (81.8%) | (87.5%) | (61.5%) | (90.0%) | (50.0%) | (100%)

(EMERHED | 176 7%l 1661 6% 36 79 36 0fl 0%l
BEER (39.5%) | (29.2%) | (45.7%) | (54.5%) | (37.5%) | (53.8%) | (30.0%)

OB BIMERER (2005-015H8R) CTRALEDFERZDREN  H— B - LSRR ZE[SR] SO ER BREFFER] EREATRD-
BT Dbz [FHIEAAE] UTc — o seeEst




BIEED BT

BIEREOBEDEEERAREZLINIRUE T BABMHERER (2005-01588) TIF. 12.7%
(13/10261) . EAEEIMHEEER (FMU-DF-002558) Tl£36.8% (7/194%) MBS CLUIc. BEER
DFIREK(F BEEOHEICEENS THHEBREBIC90~100%TLIZ,

B BEEOREIAESRAERE

B SEMAEE R B[ EAIL R
(2005-015%58) (FMU-DF-0025188)
FI7ATUFEE(h=102) HCE¥(n=32) FI7ATUAEE(h=19)
D] 720 &Y 20 &Y 20
BREOER | (1=13) (n=89) ("=3) ("=20) (=) (=12)
— 1261 874 36 296 76 1261
= (92.3%) | (97.8%) (100%) (100%) (100%) (100%)
- 76 396 463 60
Bl (53.8%) | (43.8%) — — (57.1%) | (50.0%)
- C Tl 76 585 36 1961 56 66
=R (53.8%) | (65.2%) (100%) (65.5%) 71.4%) | (50.0%)
e 1161 698 _ o 56 9f
BRBAEEBR | gu6%) | (77.5%) 71.4%) | (75.0%)
BEDIECET | 78] 286 i - 261 46
== (538%) | (31.5%) 286%) | (33.3%)
H MBS 76 586 36 2161 56 9f
EER (53.8%) | (65.2%) (100%) (72.4%) 71.4%) | (75.0%)
IEMERSED 46 364 26 1451 161 26
== (30.8%) | (40.4%) | (66.7%) | (48.3%) (143%) | (16.7%)
— : eEf

BIEDELE (FiE B=) 5l

BREOEENDESERHIREZL TICRUE T BEOEREL, WINDOHRICEVNTEXRBHH
EEBIEC LI, BESRARXEF WAk CRER CUI.

B BHEDEENEEERAEINE
B SEMAEE R B[ EAILEE
(2005-015458) (FMU-DF-0025188)
FI7ATUAEE(h=102) HCE%(n=32) FI7ATUXEE(n=19)
BX miE BX miE BX =g
BIEOEE | (=1 ("=90) (n=5) (n=27) (n=0) (n=19)
106 894 56 2761 196
"EBR (833%) | (98.9%) (100%) (100%) — (100%)
- 601 40 1061
i (50.0%) | (44.4%) — - _ (52.6%)
FC Tl 36 626 41 186 _ 1161
== 25.0%) | (689%) | (80.0%) 66.7%) (57.9%)
e 56 751 - o _ 145
BRGEEER | 417% | (6835%) (73.7%)
BEDIECE.| 3] 326 7 - 7 60
== (25.0%) | (35.6%) (31.6%)
PMESED 86 576 26 221 7 1451
EEER 66.7%) | 633%) | (40.0%) (81.5%) (73.7%)
IEMERSED 26 384 26 146 - 36
== 167%) | 422%) | (40.0%) (51.9%) (15.8%)
e
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FAREHERICH T BRI ELE

B EMEEER EANSEIEER BOMEKT 72 A5 5%
(2005-01545%) (FMU-DF-002515%) (2006-05515%)
[F 774 TUFEEDIRNEE] HMOURIZEAS B ZEA | HIDOURIZEKX
o HMADURIEEAT U ZEAEFEALT | ZHEALTLS THBEE(FT7A
nd o PRLUVFHRER SO, | TUAIRSHI 285
= A 1Ol 1~ o AUV RBYRETIUY. ZYFNS | PROAN/SU VR (&
2 EEELTLS miEEsR R AT sRAE | o R 25
| o L—FUOPOBIRS VSR POBRS VR | ARERSES 2BmNETChr | VLD
Y BT TUBRAID RS ROEN LGN | TEEL
BIRMAEE (CVVH) ORSBEOHDERIFHE | o ARAROELOCVHT —F LS,
EES) CVSA VHEICH T 288, BRE
USRS N BB AR
TEDERANICEERRZRIMO—I)LEINTL | OVMO—)LTERVAMEHM | EBRMNICRIEESGS
BLREBIMOWVWITNHICEET S &3 it N AN i}
1 RMERHFT BHIC>15cc/kgDRBE | (BMICL2MAREE#HRT | H'HD
FRIIEREZE T HHM BIzHIC248R T15mL/kg
= | 2.HSCTENSEESOSOZMBEFETHWNY | UEDORMIKEMZHNEET
1 NroBRCHVT KNBICEFBS | S BOEELARG AT
0| BRECEMIEGEENTTaNY | MWBCOEDICBRZREY
3 EHIMFUZEBAIN S DI TS D)
(B FE IS [ECNSH )
o EERMICEER IV O— L NTURNSEEI TR
FNIE (EHENEMARROHBL), FiiE
DHIMIEHET
¢ EHDREIRZNEELETBLIBMITERE | EBHORERZNEETDELD | MITEENTEE
HMARE X GE—DFERITIEIFEEEIR | RMITEEBIRRE. H2WF
FED#ERFD R E FSBIIRE (MAP) D#EFFHTAE
111_}'1 o\ EHBIREZ i CHRBUIKED | © FEFZIABALTVSBEEDE
g | VRERENICHIIT TN TERL SCEBRHMAPIRIELTLISCL
B | o imsonERErstosEE. eRm ETemR | B OEDD2~5ug/keg/mindR—)/T
E(MAP) B2 LT LWV IFNE RSN i;%?@@fﬁﬁﬁ(&*/\/\AP;ﬁ”E@ ulc
« Renal dose DR/TS Y (O~Sug/kg/5) BMEETS | 00
(3 MAPOBIEIEN B CHEHE T
® {HiRep, FRE B HIRLTWVS | IHIRLTWS
= TN 5B
O EHEICEIRTE/RL)
O HSCTHETHIR CHEZ EEMEINTWVS | DAILAMBIERFRZESHULT
B | @ SAESOSEEIGESULHSRT. IEK.FE | LD

B0 BEDIERZERIRREVTRNED A
VARG EDHRBEZEN DL TND




B SRIAEEAER ERSEIEH R BILKT 72 AR
(2005-01388) (FMU-DF-002515%) (2006-05588)

International Bone Marrow Transplant | Grade N*DGVHDZ&HUL

Q | Registry IBMTR) DGVHDEEEEHIC | TWB
% PVT HXRIFHEIEETI LU—RB~D.XI& | *GlucksberglZdkz 58 (—EhET)
BETITL—RCH EESHENTWD
% B EEN 55 R MR LIS DRSS HE D
7 BN B
O HSCTEIR U/ NIFHSCTHEfTIF R CTABE | JBEREE (918) EEIHN AEER
BZREL TS, XIFHSCTERLEDIC | SHlICREHEHIRUEE R
0%) BRRAEEELTND X (FRE5DEFHEEET
fih | @ ERETIOHD—EEBEREAGERSALLL BEINBIEERE)
[HCEE DI R %]

0 SOSICHUTT T74 TUABERENH S

B EIREER (2005-0158R) [CHIFB T T74 TUFESHILBERUIESEREE

@ X5k Grade 3N[FADBEEEBR (FRIEEHER / HZoOLEERY FEHDNBLNIEN)

PEBEUCSEE
ERPREVICERTR (R B A RIRUITSE

® S5/ —EFFRIDBERSZHRFULTCHERL,

IEREULBEBRICKIARIDIRSHER L C8MERS NN 2fciZ G (& LI,
KEIDBEIRS(FERHIRL, *2
Flc.Grade 3XIFADEEBRNBEROSNIZSICIE. FEIDERSZDIET 2.

%1

%2

BRARIVICE R (RIE) HIMDER
15cc/kgZHBA R ERMERGIMZ NS T DHM

Bl) @ A8E20kgD/INBERECHWNTIF, 300cc/kgZBA 2 rERMEREIMZ 2405 UANICHEE T D,
® AE70kgDHAFBEICH N TIE 3RAUZEBR DRERMIREMZ 245 LUARICHEET 2.
BN BT 1 BALIE—AREICEMA00~500mLICAEH UE I o RIMIKEF 1 ccih e D2 MEBFEICR > TRFVE T,

IS U NEBBERARNICERG (R214) BIMELTEET 2.
©® EEIDHRT

® MITENREARLZEICL DT IFRIINBHMm

® 47BN T BN (S I ARSI R IR L)

BRPREVICE AR (R1%) M1, MV \WREM. MR HRE R FOMITE TS D,
K. TAET LYY (DDAVP) 2R 5 2B B IFENBEED N KR53 5TE,
IS NEHEE P REEAE. £ Y S UKOBRBIEBFUB L. AR DBIRSZFHH DT,

[FHDIRSHERRL C8ARME NN oI HE F LI AR DBRSIFFZRHBRV ] OEERF BRABRICBVTT I74 TUZF DEMEZ
HET BIhITERIFONE LI, REFIR N CIFEEERICKIIAF DRSS MERL CEARBINBD > /GG THBR DB RHMEZEZREL.
REIDBERSHHESHMIUITSEE BIREZToTIRE L,
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6 | ERFREHBRIC 313 5 A EERRUBER—5S

B B/ SEMAEEER (2005-01588) [CHIF B GradeRIEEBRERFILBR OUFRIRE
) FI7ATUZE(n=102) HCE% (n=32)*
s seps whm | sses
£Grade ‘ Grade 172 | Grade 3~5 £Grade £Grade
MRB LU VINRIEE 10%1(9.8%) 61 (5.9%) 44511 (3.9%) 2151 (2.0%) 761(21.9%)
BRIMEE 2611(2.0%) ofl 2611(2.0%) 2651(2.0%) 561(15.6%)
&m 2{51(2.0%) 2151 (2.0%) 0%l 0%l 161 (3.1%)
IMAS A I R A SR BER 3611(2.9%) 2651(2.0%) 161 (1.0%) ofl 0Bl
BEMEmENLEE 161 (1.0%) 0fl 161 (1.0%) 0%l 161 (3.1%)
IV \iRRIAMEE 161 (1.0%) 141 (1.0%) ol ofl 141 (3.1%)
BEEEETE 161(1.0%) 141 (1.0%) ol 0fl ol
FEENETT PR AME 161 (1.0%) 141 (1.0%) ol ofl 0Bl
HmEm ofl 0fl ol 0fl 151(3.1%)
DMEEE 3261(31.4%) | 23#1(22.5%) | 1361(12.7%) 0%l 2141(65.6%)
Safk 10%1(9.8%) 911 (8.8%) 161 (1.0%) 0%l 1441 (43.8%)
AR 10%(9.8%) 8%1l(7.8%) 2611(2.0%) ofl 6%1(18.8%)
IMELE 2{51(2.0%) 0fl 251(2.0%) 0%l 251(6.3%)
IDNEEHRED 2611(2.0%) 2651(2.0%) 141 (1.0%) ofl 141 (3.1%)
SoMEDARE 161 (1.0%) 0fl 161 (1.0%) 0%l 2651(6.3%)
SR SERR 2611(2.0%) 2651(2.0%) ol ofl 141 (3.1%)
IDEAREN 2{51(2.0%) 141 (1.0%) 161 (1.0%) 0%l (07
IDVffELE 161 (1.0%) ofl 141 (1.0%) ofl 141 (3.1%)
IDZE SR 161(1.0%) 141 (1.0%) 0%l 0%l 161 (3.1%)
=DEEEE ol ol ol ofl 141 (3.1%)
NEER 161(1.0%) ofl 161 (1.0%) 0%l (07
DAL ol ol ol ofl 141 (3.1%)
DI VIRF—F ofl 0fl ol 0fl 161(3.1%)
IDEARE 161 (1.0%) ofl 141 (1.0%) ofl 0Bl
IDER ofl 0fl ol 0fl 151(3.1%)
EE#EEAE 161 (1.0%) 141 (1.0%) ol ofl 0Bl
IDEREEE 161(1.0%) 0fl 11(1.0%) 0fl ol
IDERETER 161 (1.0%) ofl 141 (1.0%) ofl 0Bl
FRESREMEDRRS ofl 0fl ol 0fl 161(3.1%)
GEREERE 161 (1.0%) 141 (1.0%) ol ofl 0Bl
SRITAEARAR 161(1.0%) 141 (1.0%) ol 0fl ol
fRRHm 161 (1.0%) 141 (1.0%) ol ofl 0Bl
=LA ofl 0fl ol 0fl 151(3.1%)
INiEHERERE S ol ol ol ofl 141 (3.1%)
SEAR IR EE R ofl 0fl ol 0fl 151(3.1%)
IDEMERER 161 (1.0%) 141 (1.0%) ol ofl 0Bl
IDEELESET ofl 0fl ol 0fl 151(3.1%)
FEXRME KRIFEBSOEGHEES | 161(1.0%) ol 161 (1.0%) ofl ol
| FAFVIR 161(1.0%) 0fl 161(1.0%) Ofl 0fl

¥GradeRll[CEFFENTLIIRL



2005-01515%

FI7ATUZE (n=102)

HCE# (n=32)*

MedDRA ver.16.0 AEER BlfeA REER
£Grade Grade 172 | Grade 3~5 £Grade £Grade
HBKURIEES 2611(2.0%) 2611(2.0%) ol 0l ol
B 141 (1.0%) 141 (1.0%) Offl ol Ofl
FHEAHM 161(1.0%) 161 (1.0%) ol ol ol
AT BES 251 (2.0%) 261 (2.0%) 0%l 0fl 2651 (6.3%)
BIBHEETE 261(2.0%) 2651(2.0%) ol ol ol
= fuuf i Ol 0f1 Offl ol 161 (3.1%)
ERIKBRFERE IE B AEIREE ol ol ol ol 161(3.1%)
IRfEZE 1761(16.7%) | 16%1(15.7%) 161 (1.0%) 2151 (2.0%) 1061(31.3%)
FEREH 8%1(7.8%) 861l(7.8%) ol 261(2.0%) 3611(9.4%)
HER 3611 (2.9%) 3% (2.9%) Offl Ol 161 (3.1%)
AR 2611(2.0%) 2651(2.0%) ol ol ol
SEFEFEI 141 (1.0%) 141 (1.0%) Offl Ol 161 (3.1%)
fERRFEIm Ofl ol ol ol 161(3.1%)
A ES Ol 0f1 Offl Ol 161 (3.1%)
ARAS ol ol ol ol 161(3.1%)
BRHM Ol 0f1 Offl Ol 161 (3.1%)
BRI ol ol ol ol 161(3.1%)
IRER RS 141 (1.0%) 141 (1.0%) Offl Ol Ofl
ERERERE ol ol ol ol 161(3.1%)
BYEE 141 (1.0%) 141 (1.0%) Offl Ol Offl
BRI RS 161(1.0%) 161 (1.0%) ol ol ol
7L A Ol 0f1 Offl Ol 161 (3.1%)
ARSI 161(1.0%) ol 161(1.0%) ol ol
BBES 4961(48.0%) | 42f1(41.2%) 1441(13.7%) 1861(17.6%) | 27%1(84.4%)
TR 2441(23.5%) | 20%1(19.6%) 5611(4.9%) 4%1(3.9%) 1261(37.5%)
&0t 20f1(19.6%) | 2081(19.6%) 0%l 2151 (2.0%) 8611(25.0%)
=D 1361(12.7%) | 1161(10.8%) 2611(2.0%) 2651(2.0%) 1061(31.3%)
Ji=bES 461(3.9%) 445 (3.9%) Offl ol 71(21.9%)
&l 6%l (5.9%) 6%1(5.9%) ol ol 561 (15.6%)
=1 il 81l (7.8%) 361 (2.9%) 561 (4.9%) 561 (4.9%) 361 (9.4%)
0t 361(2.9%) 361(2.9%) ol 141 (1.0%) 3611(9.4%)
OEHm 251 (2.0%) 2611(2.0%) 0%l 0%l 44911 (12.5%)
ORI 361(2.9%) 2651(2.0%) 161(1.0%) 141 (1.0%) 3611(9.4%)
SHIERR 361 (2.9%) 3% (2.9%) Offl ol 161 (3.1%)
M{EHEt 161(1.0%) ol 161(1.0%) 141 (1.0%) 3611(9.4%)
[WAEZE 3611 (2.9%) 3% (2.9%) Offl ol Offl
X7 161(1.0%) ol 161(1.0%) 141 (1.0%) 251 (6.3%)
LyF>o 251 (2.0%) 2611(2.0%) 0%l 0%l 161 (3.1%)
S BRI 161(1.0%) 161 (1.0%) ol ol 161(3.1%)
ODVUVEIN 161 (1.0%) 161 (1.0%) 0%l 0%l 161 (3.1%)
fERZE 261(2.0%) 2651(2.0%) ol ol ol
HIEEESET Ol 0f1 Offl ol 2651 (6.3%)
BREREE 161(1.0%) 161 (1.0%) ol ol 161(3.1%)
AR 2651(2.0%) 2 (2.0%) Offl ol Offl
Os%g 261(2.0%) 2651(2.0%) ol ol ol
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2005.01% FI7ATUZE(n=102) HCE% (n=32)*
MedDRA veﬁgﬁé.o AEER BlfEA REER
£Grade ‘ Grade 172 | Grade 3~5 £Grade £Grade
HERE{EE R 161 (1.0%) ol 161 (1.0%) 141 (1.0%) 161(3.1%)
RS BB HRE Offl ol Ofl ol 161 (3.1%)
LRSERE 161(1.0%) 141 (1.0%) ol ol (0]
IEBR S Offl ol Ofl ol 161 (3.1%)
HEE 161(1.0%) 141 (1.0%) ol ol ol
2T 141 (1.0%) 141 (1.0%) Ofl ol ol
EEX 161 (1.0%) ol 161 (1.0%) ol ol
KEER 141 (1.0%) ol 141 (1.0%) ol ol
+ZERETL ol ol ol ol 161(3.1%)
T eSS Offl ol Ofl ol 161 (3.1%)
EANIES ol ol ol ol 161(3.1%)
DB AR Offl ol Ofl ol 161 (3.1%)
ZEE 161(1.0%) 141 (1.0%) ol ol ol
Bl 141 (1.0%) 141 (1.0%) Ofl ol 0l
BHim 161(1.0%) 141 (1.0%) ol 141(1.0%) ol
BR Offl ol Ofl Ol 161 (3.1%)
BEREYRIERE 161(1.0%) 141 (1.0%) ol ol ol
=X 141 (1.0%) 141 (1.0%) Ofl ol ol
OSSR ol ol ol ol 161(3.1%)
TERE{EE I Offl ol Ofl ol 161 (3.1%)
BER ol ol ol ol 161(3.1%)
OfEEE Offl ol Ol ol 161 (3.1%)
CIRERLARATBE 161 (1.0%) 141 (1.0%) ol ol ol
OfFERRE 141 (1.0%) ol 141 (1.0%) ol ol
FER ol ol ol ol 161(3.1%)
BEfsHm 141 (1.0%) 141 (1.0%) Ofl ol ol
4 161(1.0%) 141 (1.0%) ol ol ol
=B 141 (1.0%) 141 (1.0%) Ofl ol ol
SFHim 161(1.0%) 141 (1.0%) ol ol ol
BEANIL=F Offl ol Ofl ol 161 (3.1%)
R EEEEATRER 161(1.0%) 141 (1.0%) ol ol ol
EH Rl 141 (1.0%) 141 (1.0%) Ofl ol ol
—R2EEESSVRSBAORE | 6061(58.8%) | 4661(45.1%) | 2561(24.5%) 461(3.9%) 2761(84.4%)
FHEL 1460(13.7%) | 1261(11.8%) 26511 (2.0%) 0%l 91 (28.1%)
4 e 1561 (14.7%) ol 1561 (14.7%) ol 3611(9.4%)
R ZE 1360(12.7%) | 1261(11.8%) 141 (1.0%) ol 44 (12.5%)
SEMEZE 8%11(7.8%) 561(4.9%) 3611(2.9%) ol 8 (25.0%)
RIAR 561 (4.9%) 5611 (4.9%) Ofl ol 561(15.6%)
i 3611(2.9%) 3611(2.9%) ol ol 7f1(21.9%)
HF—FILEBESNIEI o1l (8.8%) 6%l (5.9%) 361 (2.9%) 361(2.9%) ol
RiE 5611(4.9%) 4%1(3.9%) 161 (1.0%) ol 3611(9.4%)
fajE 561 (4.9%) 5611 (4.9%) Ofl ol ol
ERERAE 2611(2.0%) 261(2.0%) ol ol 3611(9.4%)
B IRE 3611(2.9%) 26511 (2.0%) 141 (1.0%) ol 161 (3.1%)
CiES 2611(2.0%) 261(2.0%) ol ol 2611(6.3%)

¥GradeRll[CEFFENTLIIRL



2005-01515%

FI7ATUZE (n=102)

HCE# (n=32)*

MedDRA ver.16.0 AEER BIfFF AEER
£Grade Grade 1./2 | Grade 3~5 £Grade £Grade
H7—7 )VEBEEBAIHIBE 2651 (2.0%) 26511 (2.0%) ol 0Bl 141 (3.1%)
BRI 3651 (2.9%) 3f1(2.9%) Offl ol Ofl
SRR 141 (1.0%) 141 (1.0%) ol ofl 251 (6.3%)
AT —7 IV EBEENERR 161(1.0%) 141 (1.0%) Offl ol 141 (3.1%)
L EMERERIVEIREE 141 (1.0%) 0%l 141 (1.0%) 0Bl 141 (3.1%)
E= x2S R (D AR AE 1461(1.0%) 141 (1.0%) Offl ol 141(3.1%)
EFABIFE 141 (1.0%) 141 (1.0%) ol 0Bl ol
AT —F VBB Y 161(1.0%) 141 (1.0%) Offl ol Ol
H7—F VBB Z SFER 141 (1.0%) 141 (1.0%) ol OBl ol
H7—7 )V EBEINIRHER Ol 0f1 Ofl ol 141(3.1%)
patan ol 0%l ol OBl 141 (3.1%)
] 161(1.0%) 141 (1.0%) Ofl ol Ol
AR 141 (1.0%) 141 (1.0%) ol OBl ol
2R 1461 (1.0%) 141 (1.0%) Ofl 141 (1.0%) Ol
HITRIAL 141 (1.0%) 141 (1.0%) ol ol ol
NIE 161(1.0%) 141 (1.0%) Offl ol Ol
FESTERIAI I 141 (1.0%) 141 (1.0%) ol ofl ol
LHEMIRER Ofl 0f1) Offl ol 141(3.1%)
ERRIEBAL I 141 (1.0%) 0%l 141 (1.0%) 1451 (1.0%) ol
FFAEERIEE 1561 (14.7%) 161 (1.0%) 1441 (13.7%) ofl 1161 (34.4%)
ERIREAZE LT RR 1061(9.8%) 0%l 1061(9.8%) ol 251 (6.3%)
Az 3651 (2.9%) 0f1 3651 (2.9%) ol 3f1(9.4%)
=E ol 0%l ol ol 361 (9.4%)
FFESREIREE Ol 0f1 Offl ol 24 (6.3%)
SERFTE ol 0%l ol ol 141(3.1%)
= avns Ol 0f1 Offl ol 141 (3.1%)
REEEREE ol 0%l ol ol 141 (3.1%)
FFREXR Ol 0f1 Offl ol 141 (3.1%)
FER2 141 (1.0%) 0%l 141 (1.0%) ofl ol
BEUILE VM 1461 (1.0%) 141 (1.0%) Offl ol Ofl
FriE= 141 (1.0%) 0%l 141 (1.0%) ol ol
PR IMASHE Ol 0f1 Offl ol 141 (3.1%)
REREE 8651l (7.8%) 561 (4.9%) 4451 (3.9%) 0l 81 (25.0%)
REBER B TR 561 (4.9%) 561 (4.9%) 161(1.0%) ol 561(15.6%)
iR TEER 2651 (2.0%) 0%l 2651 (2.0%) ol 25 (6.3%)
IEEBER NEER 161(1.0%) 141 (1.0%) Offl ol 24 (6.3%)
R B R ol 0%l ol ol 361 (9.4%)
SR ERER B R 161(1.0%) 0f1 161(1.0%) ol Ol
HEEIREE ol 0%l ol ol 141 (3.1%)
{&y2' 07V IMAE Ol 0f1 Offl ol 141 (3.1%)
REED S UFERIE 3761(36.3%) | 1061(9.8%) 3161(30.4%) ol 16 (50.0%)
BYIMAE 1061(9.8%) 141 (1.0%) offll (8.8%) ol 24 (6.3%)
BUmGEME> 3w T 361(2.9%) 0%l 361(2.9%) ol 251 (6.3%)
EIAE 161(1.0%) 0f1 161(1.0%) ol 3f1(9.4%)
HAMXAODA )RR 361(2.9%) 24511 (2.0%) 141 (1.0%) ol 141 (3.1%)
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) FI7ATUZE(n=102) HCE% (n=32)*
L,
£Grade ‘ Grade 172 | Grade 3~5 £Grade £Grade
Bl 361(2.9%) ol 3611(2.9%) ol 161(3.1%)
HV IS MHRIMAE 26511 (2.0%) ol 2651 (2.0%) ol 161 (3.1%)
HYIIRE 2611(2.0%) 261(2.0%) ol ol 161(3.1%)
PEERERRR 26511 (2.0%) ol 2651 (2.0%) ol 161 (3.1%)
BK A )L AR 2611(2.0%) 261(2.0%) ol ol ol
HT—T VB BRI 141 (1.0%) ol 141 (1.0%) ol 161 (3.1%)
A ERE M R AE 161(1.0%) ol 161(1.0%) ol 161(3.1%)
=2 26511 (2.0%) ol 2651 (2.0%) ol ol
OFEhYIIE 161(1.0%) 141 (1.0%) ol ol 161(3.1%)
BISHERN Offl ol Offl ol 251 (6.3%)
T ROIRE M EIE 161(1.0%) ol 161(1.0%) ol 161(3.1%)
7T 94 )V AR 141 (1.0%) ol 141 (1.0%) ol ol
NS AR 161(1.0%) 141 (1.0%) ol ol ol
R ol ol Offl ol 161 (3.1%)
e N 161(1.0%) ol 161(1.0%) ol ol
RtV S IAVIE 141 (1.0%) ol 141 (1.0%) ol ol
JOANIID T4 T4 I UKIER ol ol ol ol 161(3.1%)
FBERER 141 (1.0%) 141 (1.0%) Ofl ol ol
I V7 0/\T 9 —HEImE 161(1.0%) ol 161(1.0%) ol ol
IEEREERIAE 141 (1.0%) ol 141 (1.0%) ol ol
ITRIAVN—=DAJVAIEE | 161(1.0%) ol 161 (1.0%) ol ol
BN LR Offl ol 0Bl ol 161 (3.1%)
wIREE 161(1.0%) 141 (1.0%) ol ol ol
ERNILRZADA )L A6 161 (1.0%) 0%l 161 (1.0%) 0%l (07
JUTY IS HEMmE 161(1.0%) ol 161 (1.0%) ol ol
SIRTEN Offl ol Offl ol 161 (3.1%)
=l =g ol ol ol ol 161(3.1%)
TR 141 (1.0%) 141 (1.0%) Offl ol ol
=R 161(1.0%) ol 161 (1.0%) ol ol
BEEEAhR Offl ol Offl ol 161 (3.1%)
¥ 1—REFRERIMIE 161(1.0%) ol 161 (1.0%) ol ol
SA /A U RS 141 (1.0%) ol 141 (1.0%) ol ol
T RO 161(1.0%) ol 161 (1.0%) ol ol
LU B M R I E Ofl ol Ofl ol 161 (3.1%)
FEEREIME PRI R ol ol ol ol 161(3.1%)
R Offl ol Ofl ol 161 (3.1%)
BERR 161(1.0%) 141 (1.0%) ol ol ol
B2 PEBIUWBSHE | 1961(18.6%) | 1761(16.7%) 251 (2.0%) 51 (4.9%) 1361 (40.6%)
VB 751 (6.9%) 6%1(5.9%) 161(1.0%) 561(4.9%) 161(3.1%)
S 3611 (2.9%) 3% (2.9%) Ofl ol 2651 (6.3%)
b Sl 3651(2.9%) 361(2.9%) ol ol ol
2US 26511 (2.0%) 26511 (2.0%) Ofl ol 161 (3.1%)
IREEE M 161(1.0%) 141 (1.0%) ol ol 2611 (6.3%)
BiEyasn 141 (1.0%) 141 (1.0%) Ofl ol 2651 (6.3%)
IREFEERMAES 161(1.0%) 141 (1.0%) ol ol 161(3.1%)

¥GradeRll|[CEFFENTLIRL



2005-01515%

FI7ATUZE (n=102)

HCE# (n=32)*

MedDRA ver.16.0 AEER BlfeA REER
£Grade Grade 172 | Grade 3~5 £Grade £Grade
TERE R 261(2.0%) 161 (1.0%) 161(1.0%) ol ol
BRZEE 141 (1.0%) 141 (1.0%) Ofl ol ol
S[ENFEEHIE ol ol ol ol 161(3.1%)
b3 Ofl 0f1 Offl ol 161(3.1%)
BRH4S ol ol ol ol 161(3.1%)
IRt 141 (1.0%) 141 (1.0%) Ofl ol ol
SohEE ol ol ol ol 161(3.1%)
SUEHm 141 (1.0%) 141 (1.0%) Ofl ol ol
BlSHm Ofl ol ol ol 161(3.1%)
BlIBRS M Ofl 0fl Ofl ol 161(3.1%)
IRRIRE 861l (7.8%) 7%1(6.9%) 361(2.9%) 161(1.0%) 1061(31.3%)
FROpIBS % 141 (1.0%) 141 (1.0%) Ofl ol 2651 (6.3%)
AT RTUw RIS ol ol ol ol 2611 (6.3%)
DBEEND 141 (1.0%) 141 (1.0%) Ofl ol 161(3.1%)
EFREELLIEN 261(2.0%) 161 (1.0%) 161 (1.0%) 141 (1.0%) ol
EHEBANOVR TS AT VEBER Ofl 0fl Ofl ol 161(3.1%)
7YUEZ7EN ol ol ol ol 161(3.1%)
mh 74U ) 5 141 (1.0%) 0fl 141 (1.0%) ol ol
Mo fRERIEN ol ol ol ol 161(3.1%)
FRERIN ol 0fl Ofl ol 161(3.1%)
FESER ol ol ol ol 161(3.1%)
DS Ofl 0fl Ofl ol 161(3.1%)
ANEZJOE ViES ol ol ol ol 161(3.1%)
ERNILARZDA L R6IMEZIEE | 161(1.0%) 141 (1.0%) Ofl ol ol
{EE Mm% ol ol ol ol 161(3.1%)
BREATEET 141 (1.0%) 0fl 141 (1.0%) ol ol
FOMOVEVERRER ol ol ol ol 161(3.1%)
b 141 (1.0%) 141 (1.0%) Offl ol ol
FRepFRIMERBS 4 161(1.0%) 141 (1.0%) ol ol ol
rNSVR7E=F—CLER 0%l (0] 0%l 0fl 161 (3.1%)
FRERS ol ol ol ol 161(3.1%)
FUrhoO=— 141 (1.0%) 141 (1.0%) Ofl ol ol
REBFIORERES 1461(13.7%) ol (8.8%) 761(6.9%) ofl 1861(56.3%)
=ImE 561 (4.9%) 361(2.9%) 2651 (2.0%) 0fl 4411 (12.5%)
KoiB&ER ol ol ol ol 561 (15.6%)
K IMAEAE 561(4.9%) 3% (2.9%) 26511 (2.0%) ol ol
K7 R— R 161(1.0%) ol 161(1.0%) ol 445 (12.5%)
MRS RANE 141 (1.0%) 141 (1.0%) Ofl ol 2651 (6.3%)
TIR—IR Ofl ol ol ol 2611 (6.3%)
BHUHIE 141 (1.0%) 0fl 141 (1.0%) ol 161(3.1%)
BHIL D LIMEE 161(1.0%) ol 161 (1.0%) ol 161(3.1%)
& UD A 161 (1.0%) ofl 161 (1.0%) 0fl 161 (3.1%)
i SVwINiithd 261(2.0%) 2611 (2.0%) ol ol ol
{KRETER ol 0fl Ofl ol 161(3.1%)
[ EIEA0AE ol ol ol ol 161(3.1%)
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: FI7ATUZE(n=102) HCE% (n=32)*
L
£Grade ‘ Grade 172 | Grade 3~5 £Grade £Grade
€7 LTS Ve ol ol ol ofl 161(3.1%)
&AL LIMEE 161 (1.0%) 141 (1.0%) ofl 0fll ofl
AEB7IR—YR 0Bl ol ol ofl 161(3.1%)
REREE 161 (1.0%) ol 161 (1.0%) ofl 0Bl
2RUIEFR IR ol ol ol ofl 161(3.1%)
HERRBLUESHEBES | 861(7.8%) 8%1l(7.8%) 161 (1.0%) ofl 8%11(25.0%)
it 361(2.9%) 361(2.9%) ol ofl 3611(9.4%)
FhEERE 361(2.9%) 361(2.9%) ol ofl ol
ESH 2611(2.0%) 2151(2.0%) ol ofl ol
i 161 (1.0%) 141 (1.0%) ol ofl 141 (3.1%)
BAET 251 (2.0%) 2{51(2.0%) 161 (1.0%) 0fl 07
e R 2651(2.0%) 2651(2.0%) ol ofl 0Bl
TAEE 161(1.0%) 141 (1.0%) ol ofl 161(3.1%)
H{RERE 0Bl ol ol ofl 141 (3.1%)
TR AN sk ol ol ol 0fl 161(3.1%)
U 0Bl ol ol ofl 161 (3.1%)
SEE ol ol ol 0fl 161(3.1%)
Bt BEOSOHRTRREN|  op1(4.9%) 08l 561(4.9%) o 0Bl
BHEAMERMEANR 2611(2.0%) ol 2611(2.0%) ofl ol
BRAMD >/ AR 161 (1.0%) ol 161 (1.0%) ofl ol
=B BEMEEIR 161(1.0%) ol 11(1.0%) 0fl ol
BIMRER 161 (1.0%) ol 161 (1.0%) ofl ol
HEREE 2961(28.4%) | 1961(18.6%) | 12f1(11.8%) 6%1(5.9%) 1161(34.4%)
Pkl 561(4.9%) 4%1(3.9%) 161 (1.0%) ofl 36511(9.4%)
FEPES 6%1(5.9%) 6%1(5.9%) ol 2651(2.0%) ol
R 2651(2.0%) 2611(2.0%) ol ofl 4811 (12.5%)
BxiHiIm 361(2.9%) 0fl 361(2.9%) 2{51(2.0%) 161(3.1%)
EEEAHM 4451 (3.9%) 0%l 4451 (3.9%) 0%l (07
{&EER 251(2.0%) 2151 (2.0%) 0%l 0%l 251(6.3%)
SFEEHFE L 361(2.9%) 361(2.9%) ol ofl ol
EE LR N 161(1.0%) 141 (1.0%) ol ofl 151(3.1%)
FEER 161 (1.0%) 141 (1.0%) ol 141 (1.0%) 141 (3.1%)
FEt R RERE S 161(1.0%) ol 1%1(1.0%) ofl 161(3.1%)
ESi 2651(2.0%) 141 (1.0%) 161 (1.0%) ofl ol
b2 A ol ol ol ofl 161(3.1%)
EHLUANILDET 161 (1.0%) 141 (1.0%) ol ofl ol
BxRE 161 (1.0%) 0%l 161 (1.0%) 0%l (07
RPIEERE 161 (1.0%) 141 (1.0%) ol ofl ol
RFE(ERE 161(1.0%) ol 11(1.0%) 0fl ol
RERIR 161 (1.0%) 141 (1.0%) ol ofl ol
BEENE LR ol ol ol 0fl 161(3.1%)
SCEREE 141(1.0%) 161(1.0%) 0%l 0%l (07
=FAo0—-XR 161 (1.0%) 141 (1.0%) 0%l 0%l (07
RS 161 (1.0%) ol 161 (1.0%) ofl ol

¥GradeRllICESFENTLIRL



2005-01515%

FI7ATUZE (n=102)

HCE# (n=32)*

MedDRA ver.16.0 AEER BlfeA REER
£Grade Grade 172 | Grade 3~5 £Grade £Grade
92 ol ol ol ol 161(3.1%)
SRR AR Ofl 0f1) Ol ol 141(3.1%)
ANIVRR 1R 161(1.0%) 161 (1.0%) ol ol ol
T ES LENREAEIREE 141 (1.0%) 141 (1.0%) Offl ol ol
BEEIMAE 161(1.0%) 161 (1.0%) ol 141 (1.0%) ol
<HEE I 141 (1.0%) 0f1) 141 (1.0%) 141 (1.0%) ol
BEE~eIO0—< 161(1.0%) 161 (1.0%) ol 141 (1.0%) ol
TEHEE 2561 (24.5%) | 2361(22.5%) 461 (3.9%) ofl 1561 (46.9%)
B 1161(10.8%) | 1061(9.8%) 161(1.0%) ol offl| (28.1%)
FEELIRAE 4611 (3.9%) 3% (2.9%) 141 (1.0%) ol 561(15.6%)
= 4451 (3.9%) 4%1(3.9%) ol ol 445 (12.5%)
FEEAREZE L 7%1(6.9%) 561 (4.9%) 26511 (2.0%) ol 161(3.1%)
TNEEAE 161(1.0%) 161 (1.0%) ol ol 445 (12.5%)
SR 3651 (2.9%) 261(2.0%) 161 (1.0%) 0%l 161 (3.1%)
KRR ol ol ol ol 445 (12.5%)
Ex 2651(2.0%) 2 (2.0%) Offl ol ol
AL 2611(2.0%) 2651(2.0%) ol ol ol
IR 141 (1.0%) 141 (1.0%) Offl ol ol
Ct 161(1.0%) 161 (1.0%) ol ol ol
TA0fE Ofl 0f1 Offl ol 161(3.1%)
FERRIEREE 161(1.0%) 161 (1.0%) ol ol ol
EEEEDRE 141 (1.0%) 141 (1.0%) Ofl ol ol
BB LURIBES 2561(24.5%) | 186l(17.6%) offll (8.8%) 261(2.0%) 1161(34.4%)
MmpR 10%1(9.8%) 91 (8.8%) 141 (1.0%) 26511 (2.0%) 561(15.6%)
I PR 561(4.9%) 4%1(3.9%) 2611(2.0%) ol 161(3.1%)
Bfe 561(4.9%) 141 (1.0%) 4611 (3.9%) ol 161(3.1%)
PR R E 161(1.0%) ol 161(1.0%) ol 3611(9.4%)
EikaeEE 361 (2.9%) 141 (1.0%) 26511 (2.0%) ol ol
REE ol ol ol ol 2611 (6.3%)
PRIRZE 2651(2.0%) 26 (2.0%) Offl ol ol
IR ol ol ol ol 161(3.1%)
SEXRIE Ofl 0f1) Offl ol 161(3.1%)
EEREHHOIERERZE ol ol ol ol 161(3.1%)
BeR Ofl 0f1) Ofl ol 161(3.1%)
HEPREEE 161(1.0%) 161 (1.0%) ol ol ol
ZR 141 (1.0%) 0f1) 141 (1.0%) ol ol
SRR ol ol ol ol 161(3.1%)
EiE=E 141 (1.0%) 141 (1.0%) Offl ol ol
FRER ol ol ol ol 161(3.1%)
HEERBLUABES 781(6.9%) 661 (5.9%) 161(1.0%) 161(1.0%) 561(15.6%)
PREPAE 261(2.0%) 2651(2.0%) ol ol 2611 (6.3%)
23208 141 (1.0%) 141 (1.0%) Offl ol 161(3.1%)
=] 161(1.0%) 161 (1.0%) ol ol ol
Bfia% 141 (1.0%) 141 (1.0%) Offl 141 (1.0%) ol
BEEAHMm 161(1.0%) ol 161 (1.0%) ol ol
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i FI7ATUZE(n=102) HCE% (n=32)*
N
£Grade ‘ Grade 172 | Grade 3~5 £Grade £Grade
EEE 161 (1.0%) 141 (1.0%) ol ol ol
ES=3E Offl ol Offl ol 161 (3.1%)
RISES 161(1.0%) 141 (1.0%) ol ol (0]
R Offl ol Offl ol 161 (3.1%)
TSRS 161 (1.0%) 141 (1.0%) ol ol ol
S PEEEHIHE Offl ol Offl ol 161 (3.1%)
IFIRES. SRS LUMIRIEE | 4961(48.0%) | 2961(28.4%) | 3261(31.4%) | 1761(16.7%) | 2661(81.3%)
SHIm 1360(12.7%) | 1261(11.8%) 141 (1.0%) 7%1(6.9%) 561(15.6%)
Bif@Hmn 1261(11.8%) ol 1261(11.8%) 7%1(6.9%) 561 (15.6%)
FFIRAE 1261(11.8%) 141 (1.0%) 1261(11.8%) ol 44 (12.5%)
fgzk 5611(4.9%) 361(2.9%) 2611(2.0%) ol 6 (18.8%)
X% 7%1(6.9%) 7% (6.9%) Ofl ol 361 (9.4%)
>5 161(1.0%) 141 (1.0%) ol ol 61 (18.8%)
Fin 641 (5.9%) 26511 (2.0%) 4651 (3.9%) 2651(2.0%) ol
PO R 2 ol ol ol ol 561 (15.6%)
SEIFIR 361 (2.9%) 26511 (2.0%) 141 (1.0%) ol 251 (6.3%)
IR 2611(2.0%) 141 (1.0%) 161 (1.0%) ol 161(3.1%)
i 141 (1.0%) 141 (1.0%) Ofl ol 251 (6.3%)
SFERIXR ol ol ol ol 3611(9.4%)
OIRFIREESS 26511 (2.0%) 141 (1.0%) 141 (1.0%) ol 161 (3.1%)
ST IRES EAEIREE 161(1.0%) ol 161(1.0%) ol 161 (3.1%)
[ 141 (1.0%) ol 141 (1.0%) 141 (1.0%) 161 (3.1%)
(EESRIE 2611(2.0%) 141 (1.0%) 161(1.0%) ol ol
FiifEE 26511 (2.0%) ol 2651 (2.0%) ol ol
SRTRIEATR ol ol ol ol 2611(6.3%)
fitizk i 26511 (2.0%) ol 2651 (2.0%) ol ol
FFIRESE ol ol ol ol 2611(6.3%)
EER 141 (1.0%) 141 (1.0%) Offl ol 161 (3.1%)
IS 161(1.0%) 141 (1.0%) ol ol 161(3.1%)
SRR E 141 (1.0%) ol 141 (1.0%) ol ol
Bl 161(1.0%) 141 (1.0%) ol ol ol
[EZHIM Offl ol Offl ol 161 (3.1%)
[EZ YT ol ol ol ol 161(3.1%)
SYEMETFIR I # 141 (1.0%) 141 (1.0%) Offl ol ol
=il Ofl ol ol ol 161 (3.1%)
BfES Ofl ol Ofl ol 161 (3.1%)
TR AEIREE ol ol ol ol 161 (3.1%)
KBS EN 141 (1.0%) 141 (1.0%) Ofl ol ol
REIEE AT R 161(1.0%) ol 161(1.0%) ol ol
FiitsEq b 141 (1.0%) 141 (1.0%) Ofl ol ol
=1 161(1.0%) 141 (1.0%) ol ol ol
SNEEE 141 (1.0%) 141 (1.0%) Ofl ol ol
2FA%E 161(1.0%) 141 (1.0%) ol ol ol
IRZEH I 141 (1.0%) 141 (1.0%) Ofl ol ol
SUMPRAE ol ol ol ol 161 (3.1%)

¥GradeRll|[CEFFENTLIRL



2005-01515%

FI7ATUZE (n=102)

HCE# (n=32)*

MedDRA ver.16.0 AEER BlfeA AEER
£Grade Grade 172 | Grade 3~5 £Grade £Grade
PR ol ol ol ol 161(3.1%)
i) 141 (1.0%) 0f1 141 (1.0%) ol Ol
SRR 161(1.0%) 161 (1.0%) ol ol ol
FHZEASAE Ol 0f1 Ofl ol 141(3.1%)
R I R— R Offl ol ol ol 161(3.1%)
FEIR{=1E 141 (1.0%) 0f1) 141 (1.0%) ol Ol
FPIRES ol ol ol ol 161(3.1%)
BT Ol 0fl Offl ol 161(3.1%)
b 161(1.0%) 161 (1.0%) ol ol ol
e 141 (1.0%) 0fl 141 (1.0%) 141 (1.0%) Ol
L&ESoIm Ofl ol ol ol 161(3.1%)
FFIRFBNER DENS Ol 0fl Offl ol 141(3.1%)
HESLUR MEM™EE | 4061(39.2%) | 4061(39.2%) 251 (2.0%) 561 (4.9%) 281 (87.5%)
ORI 661l (5.9%) 6% (5.9%) Offl 26511(2.0%) offl (28.1%)
e 8%1(7.8%) 861(7.8%) 161(1.0%) 261(2.0%) 7f1(21.9%)
K& 661 (5.9%) 6% (5.9%) Offl ol 81 (25.0%)
EEEE 1061(9.8%) 1061(9.8%) ol ol 161(3.1%)
HIHE 561(4.9%) 561 (4.9%) Offl ol 361 (9.4%)
ZSFERE 561(4.9%) 5611(4.9%) ol 261(2.0%) 3611(9.4%)
HEES 361 (2.9%) 3% (2.9%) Offl ol 561(15.6%)
F#=ERE 261(2.0%) 2651(2.0%) ol ol 561 (15.6%)
HIDEERZE 361 (2.9%) 3% (2.9%) Offl ol 2651 (6.3%)
BHAHI 361(2.9%) 3611(2.9%) ol 3611(2.9%) 161(3.1%)
Il = 2651 (2.0%) 2 (2.0%) Offl ol 2651 (6.3%)
MksE 261(2.0%) 2651(2.0%) ol ol 161(3.1%)
el 141 (1.0%) 141 (1.0%) Offl ol 2651 (6.3%)
KRB 161(1.0%) 161 (1.0%) ol ol 161(3.1%)
e300 141 (1.0%) 141 (1.0%) Ol 141 (1.0%) 141(3.1%)
BHRRZZ 161(1.0%) 161 (1.0%) ol ol 161(3.1%)
BODOEEX 141 (1.0%) 141 (1.0%) Ol ol Ofl
R &R 1% 161(1.0%) 161 (1.0%) ol ol ol
EDYE 141 (1.0%) 141 (1.0%) Offl ol Ol
SEHH ol ol ol ol 161(3.1%)
ZHE Ol 0f1) Offl ol 141(3.1%)
FEHHE 161(1.0%) 161 (1.0%) ol ol ol
EEMZSEE 141 (1.0%) 141 (1.0%) Offl 141 (1.0%) Ol
LBERE 161(1.0%) 161 (1.0%) ol ol ol
BEREBIREE Ol 0fl) Offl ol 141(3.1%)
ERERE 161(1.0%) 161 (1.0%) ol ol ol
LR~ E(REE 141 (1.0%) 141 (1.0%) Offl ol Ol
bill)A 161(1.0%) 161 (1.0%) ol ol ol
HEEE Ol 0fl) Offl ol 141(3.1%)
BEUSA 161(1.0%) 161 (1.0%) ol ol ol
B2 141 (1.0%) 141 (1.0%) Offl 141 (1.0%) Ol
FEERBE 161(1.0%) 161 (1.0%) ol ol ol
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) FI74FUAB(N=102) HCa(n=32)%
o
£Grade ‘ Grade 172 | Grade 3~5 £Grade £Grade
E=ES s 0l 0fl 0l 0fl 161(3.1%)
KERE 161(1.0%) 161 (1.0%) 0l 0fl 0Bl
BZEIRAE 0l 0fl 0l 0fl 161(3.1%)
K= 161(1.0%) 0fl) 161(1.0%) 0fl 0l
B KUARILE 2f51(2.0%) 2{51(2.0%) 0l 0fl 0l
| mEmrLr-—Y 2612.0% | 2612.0%) 0fl 0B 0fl
MmEEE 4761(46.1%) | 2761(26.5%) | 30%1(29.4%) 861 (7.8%) 1861(56.3%)
{EmE 4061(39.2%) | 2261(21.6%) | 2661(25.5%) 7%1(6.9%) 1641(50.0%)
M54 361(2.9%) 2651(2.0%) 161(1.0%) 0fl 0l
EMERLAERES 161(1.0%) 161(1.0%) 0l Ofl 2651(6.3%)
il 361(2.9%) 361(2.9%) 0l 161 (1.0%) 0l
TURRIRIE 251(2.0%) 161 (1.0%) 161(1.0%) Ofl 0l
AL 2%1(2.0%) 2651(2.0%) 0l 161 (1.0%) 0l
M{TENRERRTE 251(2.0%) 0fl 2651(2.0%) Ofl 0l
Rz 161(1.0%) Ofl 161(1.0%) Ofl 161 (3.1%)
== 161(1.0%) 161 (1.0%) 0l Ofl 161(3.1%)
TBER RN 0fl Ofl 0l Ofl 181(3.1%)
Him 161(1.0%) 0fl 161(1.0%) 161 (1.0%) 0l
SImE Ofl Ofl 0l Ofl 181(3.1%)
MRERMES 39T 0l Offl) 0l Ofl 161(3.1%)
FAERIRIMASIE 161(1.0%) 161 (1.0%) 0l Ofl 0l
RHBERTR 161(1.0%) 161(1.0%) 0l 0fl 0l
Yavg Ofl 0fl 0l Ofl 181(3.1%)
[MA2E 161(1.0%) 161(1.0%) 0l Ofl 0l
¥ GradeBlICESTTNTLIRL
B EASEIEEER (FMU-DF-002:{8%) (CH 13 2RI FRFERFIMNR UFRIRR
FMU-DF-002:%58 FI7ATUAE(=19)
MedDRA/J ver.19.1 Grade 1 = Grade 2 Grade 3 Grade 4 Grade 5
a5t 0fl 4651(21.1%) 361(15.8%) 6f51(31.6%) 0l
5=, WS LUNESHIE 0fl 0fl 161(5.3%) 0fl 0l
‘ SLEZ M 0fl Offl) 1651(5.3%) Ofl 0l
BB LURBRES 0fl 251(10.5%) 0l 0fl 0l
| mR 0fl 261(10.5%) 0fl 0fl 0fl
IFIRES. MERS S UHtRIES ;] 261(10.5%) | 2B1(10.5%) | 661(31.6%) ol
et 0fl Offl) 0l 561(26.3%) 0l
S 0fl 261 (10.5%) 161(5.3%) 0fl 0l
FIRAE 0fl Offl) 0l 361(15.8%) 0l
i) 0l 0fl 0l 161(5.3%) 0l
fiEfEHm 0fl Offl) 1651(5.3%) Ofl 0l




W BYEKRT 7t AEER (2006-055188R) [CH(F BHSCTER LR EEERIDEEER R UEIEARIRER

YIIIW—2 HSCT# (n=1,017) {L2EER (n=137)
BEER 720f1(70.8%) 90£1(65.7%)
ElfFFA 21361 (20.9%) 3561 (25.5%)
FETICECAEER 36141(35.5%) 3461 (24.8%)
FETICEoIEIERA 28f1(2.8%) 361(2.2%)
EEBASER 5431 (53.4%) 5561 (40.1%)
EEREIER 11861 (11.6%) 1561(10.9%)
’EPIEICESBESER 305£1(30.0%) 23%1(16.8%)
‘5 RIECESIcEIER 127%1(12.5%) 1141(8.0%)
HMEEDEEER 3071(30.2%) 3261 (23.4%)
MBS EDE{EFA 174%)(17.1%) 2261(16.1%)
EMERSEDEEER 12061(11.8%) 13651(9.5%)
{EMEREDEIFR 20%1(2.0%) 461 (2.9%)

W BIMEAT 7t A5 ER (2006-0558) [CH1F BHSCTE X M LR E L& DRIERRRGISN URIRER

2006-0555% HSCT# (n=1,017) {E2EEE (n=137)
MedDRA ver.16.0 2£Grade |Grade 172 |Grade 3~5| 2Grade |Grade 1,72 |Grade 3~5

MEBIOUVINREE | 361(0.3%) | 161(0.1%) | 261(0.2%) (0] (071 ofl
RMEE 2{51(0.2%) 161 (0.1%) 161 (0.1%) 0%l 0fl (07
BREmENEE 161(0.1%) ofl 161(0.1%) ofl 0%l ofl
DRSS 10%1(1.0%) | 561(0.5%) | 7#10.7%) | 261(1.5%) | 2{1(1.5%) ol
Safk 161(0.1%) | 161(0.1%) 0f1 161 (0.7%) 161(0.7%) ofl
IDEHHES 161 (0.1%) 161 (0.1%) 0%l 0%l 0fl (07
DERATE 2{51(0.2%) ofl 251 (0.2%) ofl 0%l ofl
IDEAEE) 2651(0.2%) | 261(0.2%) 161 (0.1%) 0%l 0fl (07
TEHEERAT 161(0.1%) ofl 161(0.1%) 1451 (0.7%) 161(0.7%) ofl
DARE 161(0.1%) 0%l 161 (0.1%) 0%l 0fl (07
IDVERTE 161(0.1%) ofl 161(0.1%) ofl 0%l ofl
IDVZEESER 161(0.1%) 161 (0.1%) 0%l 0%l 0fl (07
SoMEDARE 161(0.1%) ofl 1651 (0.1%) ofl 0%l ofl
HBLURIEES 141 (0.1%) 141 (0.1%) 0f!l ofl (071 (0]
HEA 161(0.1%) | 161(0.1%) 0f ofl 0%l ofl
AR 161 (0.1%) 141 (0.1%) 0%l 0%l 0fl (07
IRfEE 361(0.3%) | 361(0.3%) ofl 261(1.5%) | 261(1.5%) ol
2R 161 (0.1%) 141 (0.1%) 0%l 161 (0.7%) 141 (0.7%) (07
SR 161(0.1%) | 161(0.1%) 0f1 ofl 0%l ofl
R 161 (0.1%) 161 (0.1%) 0%l 0%l 0fl (07
fEFAHm 1451 (0.1%) 1451 (0.1%) 0f1 1451 (0.7%) 161 (0.7%) ofl

BEES 7761(7.6%) | 3261 (3.1%) | 4961 (4.8%) | 1761(12.4%)| 10%1(7.3%) 811 (5.8%)
TH 761(0.7%) | 5%1(0.5%) | 2f1(0.2%) ofl 0%l ofl
It 561(0.5%) | 5%1(0.5%) 0%l 261 (1.5%) 2451 (1.5%) (07

=]z fuulllll 3061(2.9%) | 9B1(0.9%) | 2261(2.2%) 561 (3.6%) 2651 (1.5%) 4451 (2.9%)
=D 4451(0.4%) | 441(0.4%) 0%l 361(2.2%) 3651(2.2%) (07
iS5 161(0.1%) | 161(0.1%) 0f1 ofl 0%l ofl

CIfFAHIm 561(0.5%) | 2{1(0.2%) 361(0.3%) 361(2.2%) 2451 (1.5%) 141 (0.7%)
0t 561(0.5%) | 2#1(0.2%) | 3f1(0.3%) ofl 0%l ofl
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2006-0554E88 HSCT# (n=1,017) {E=EE#% (n=137)
MedDRA ver.16.0 £Grade |Grade 12 |Grade 3~5| £Grade |Grade 1.2 |Grade 3~5
TR ESHm 861(0.8%) | 261(0.2%) | 61(0.6%) 0l 0fl 0l
S 761(0.7%) | 4f1(0.4%) | 481(0.4%) | 161(0.7%) 0l 161(0.7%)
Bkt 261(0.2%) | 21(0.2%) 0l 261(1.5%) | 26(1.5%) 0l
OmEsIg 161(0.1%) | 141(0.1%) ol 0l 0l 0l
_Em b Hm 561(0.5%) | 261(0.2%) | 31(0.3%) | 161(0.7%) 0l 161(0.7%)
BB 361(0.3%) 0l 361(0.3%) 0l 0l 0@l
BERELEm 31(0.3%) 0l 361 (0.3%) 0l 0l 0l
XL 161(0.1%) | 161(0.1%) 0l 0l 0l 0@l
EFEPILRIT 251(0.2%) 0l 2511(0.2%) 0l 0l 0l
OfzREE 161(0.1%) | 161(0.1%) 0fl 0l 0l 0@l
NN 161(0.1%) | 161(0.1%) 0l 0l 0l 0l
i RA 261(0.2%) | 161(0.1%) | 1%1(0.1%) 0l 0l 0@l
BB 161(0.1%) 0l 161(0.1%) 0l 0l 0l
EELHIm 161(0.1%) | 161(0.1%) 0l 0l 0l 0l
MR ol 0l ol 161(0.7%) 0l 161(0.7%)
HEEREH 161(0.1%) 0l 161(0.1%) 0l 0l 0l
N 141(0.1%) 0l 141(0.1%) 0l 0l 0l
ﬂi’%ﬁfﬁf&w 1581(1.5%) | 1061(1.0%) | 6810.6%) | 3@(2.2%) | 261(1.5%) | 161(0.7%)
SHEFS 361(0.3%) 0l 361(0.3%) | 161(0.7%) 0l 161(0.7%)
R TIE 261(0.2%) | 161(0.1%) | 1%1(0.1%) 0l 0l 0l
SEMTE 16(0.1%) 0l 161(0.1%) 0l ol 0l
b 161(0.1%) | 141(0.1%) ol 0l 0l 0l
9% 0l 0l 0l 161(0.7%) | 161(0.7%) 0l
N7 —7 VBB | 861(0.8%) | 661(0.6%) | 261(0.2%) 0l 0l 0l
KEREDRIE 161(0.1%) | 161(0.1%) 0l 0l ol 0l
HF—F VBB | 16100.1%) | 161(0.1%) 0fl 0l 0l 0l
H7—FILEBESER | 161(0.1%) | 161(0.1%) 0fl 0l 0l 0l
ERS RS HHE 0fl 0l 0l 161(0.7%) | 161(0.7%) 0l
[T CEA S 361(0.3%) | 161(0.1%) | 261(0.2%) 0l 0l 0l
EIREE AT A 261(0.2%) | 161(0.1%) | 1%1(0.1%) 0l 0l 0l
R 141(0.1%) 0l 161(0.1%) 0l 0l 0l
GEREE 161(0.1%) | 161(0.1%) 0fl 161(0.7%) | 161(0.7%) 0l
EYRBEE ol 0l ol 161(0.7%) | 161(0.7%) 0l
BEE 161(0.1%) | 141(0.1%) 0l 0l ol 0l
BRESRUSERE | 1610.1%) 0l 161(0.1%) 0l 0l 0l
| B 161(0.1%) Ofl 161(0.1%) Of 0fl 0Bl
= hERIUMESHE | 861(0.8%) | 361(0.3%) | 5HI0.5%) | 1610.7%) | 161(0.7%) 0l
5 161(0.1%) | 161(0.1%) 0l 161(0.7%) | 161(0.7%) 0l
WE(C KB 16(0.1%) 0l 161(0.1%) 0l 0l 0l
B R mpE 361(0.3%) | 161(0.1%) | 261(0.2%) 0l 0l 0l
RERCEAHE 161(0.1%) 0l 161(0.1%) 0l 0l 0l
AT MRS 161(0.1%) 0l 161(0.1%) 0l 0Bl 0l
AREEE LM 161(0.1%) | 161(0.1%) 0l 0l 0l 0l
BRRIRES 861(0.8%) | 51(0.5%) | 361(0.3%) | 261(1.5%) | 261(1.5%) 0l
s | 30103%) | 1610.1%) | 26102% |  Of opy op




2006-05:%E8 HSCT# (n=1,017) {EEEEE (n=137)
MedDRA ver.16.0 £Grade |Grade 12 |Grade 3~5| £Grade |Grade 12 |Grade 3~5
ERAELELC AN ofl (071 ofl 1451 (0.7%) 1451 (0.7%) ofl
/) HREGRA 1651 (0.1%) 1451 (0.1%) (071 ofl 0%l ol
HISES 1451 (0.1%) 1451 (0.1%) ofl (0] 0%l ofl
EBmes 1610.1%) | 161(0.1%) 0l 0l 01 ol
L 08 08 08 16100.7%) | 161(0.7%) 08
mEyLEY 1451 (0.1%) (071 1451 (0.1%) (0] 0%l ofl
OOV EVESERER 1651 (0.1%) 1451 (0.1%) 0f ofl 0%l ofl
BB LUREEE 2511(0.2%) 1451 (0.1%) 1451 (0.1%) (0] (0] (07]
TIR—=IRZ 1451 (0.1%) ofl 141 (0.1%) ofl 0%l (0]
{KGETER 141 (0.1%) 1451 (0.1%) ofl ofl ofl ol
HERROLUESHEES | 261(0.2%) | 261(0.2%) 0fl ofl 0%l ofll
PO 161 (0.1%) 141 (0.1%) ofl ofl ol ofl
BhREHE 1651 (0.1%) 1451 (0.1%) 0fl (07] 0fll ofl
HEREE 16f61(1.6%) | 7H1(0.7%) | 1061(1.0%) | 4%1(2.9%) | 281(1.5%) | 2f1(1.5%)
B ofl (071 0fl 261 (1.5%) 1451 (0.7%) 161(0.7%)
B 1610.1%) | 161(0.1%) 0l 0l 01 ol
picch ] ofl (071 ofl 161 (0.7%) 141(0.7%) ofl
B4R 1651 (0.1%) ofl 141 (0.1%) ofl 0%l ol
EREAHIM 6%1(0.6%) | 2{1(0.2%) 4451 (0.4%) (0] 0%l ofl
SFENESDHFEL 2651(0.2%) | 21(0.2%) (071 ofl 0%l ol
<BETHm 361(0.3%) | 261(0.2%) 1451 (0.1%) (0] 0%l ofl
o A EREREIREE | 161(0.1%) ofl 141 (0.1%) ofl 0%l ofl
iR R I 2{51(0.2%) (0] 2511(0.2%) ofl ofl ofl
J\BX I AE 1651 (0.1%) 1451 (0.1%) 0f1 ofl 0%l (0]
BbitE 161(0.1%) 0l 161(0.1%) 0l 01 0l
TEEE 1451 (0.1%) 1451 (0.1%) 0fl ofl 0%l ofl
hREEER 161 (0.1%) 1451 (0.1%) ofl ofl ol ofl
Bx =PI 0fl ofl (0] 161 (0.7%) 0fll 161(0.7%)
EHES 161 (0.1%) 1651 (0.1%) (071 ofl 0%l (07]
& 1451 (0.1%) 141 (0.1%) ofl (071 0fll ofl
TERSE 1610.1%) | 161(0.1%) 0 0l 01 ol
BHLURIBES 19%1(1.9%) | 1161(1.1%) | 8f1(0.8%) (0] ofl (0]
BErz 161 (0.1%) ofl 161 (0.1%) ofl 0%l ofl
auERS 161(0.1%) 0l 161(0.1%) 0l 01 0l
MmpR 1061(1.0%) | 8f(0.8%) 2511 (0.2%) ofl 0%l ofl
H ISR 561 (0.5%) 1451 (0.1%) 44511 (0.4%) (0] 0%l ofl
PREESEZS M 1651 (0.1%) 1451 (0.1%) 0f ofl 0%l ol
FRESHED 161(0.1%) | 181(0.1%) 0l 0l 0l 0ol
EERS LUAEEE 161 (0.1%) 1451 (0.1%) 0fl (0] 0%l ofl
| B 161(0.1%) | 161(0.1%) 08l 0Bl 08 0B
[F0R2S. BIZRdS KUHHIEREE | 82f41(8.1%) | 32f1(3.1%) | 54%1(5.3%) 81 (5.8%) 161(0.7%) | 761(5.1%)
IR 2 561(0.5%) ofl 561 (0.5%) ofl 0%l ofl
iifuwfii] 46%1(4.5%) | 9B1(0.9%) | 37f1(3.6%) 4491 (2.9%) 0%l 4491 (2.9%)
{RELSRIE 251 (0.2%) 1451 (0.1%) 161(0.1%) ofl 0%l ofl
SHim 2461 (2.4%) | 1861(1.8%) 761 (0.7%) 261 (1.5%) 1451 (0.7%) 141 (0.7%)
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2006-053E% HSCT# (n=1,017) {E2EEE (n=137)
MedDRA ver.16.0 2£Grade |Grade 172 |Grade 3~5| #£Grade |Grade 12| Grade 3~5

IR 2(51(0.2%) | 2f1(0.2%) (07 ol 0fl 0%l

DN ERE] 141 (0.1%) 0fl 161 (0.1%) (0] 0fl 0%l

SEIFIRES EAEIREE 1451 (0.1%) (0] 1451 (0.1%) ol 0fl 0fl
bt} 6151 (0.6%) 0fl 61 (0.6%) 161(0.7%) ofl 1451 (0.7%)

XM 361(0.3%) | 2f1(0.2%) 1451 (0.1%) (0] 0fl 0%l

P 161(0.1%) | 161(0.1%) ofl (0] ofl 0%l

2% 161(0.1%) | 161(0.1%) (07 0fl 0fl 0fl

[mf 251 (0.2%) ol 251 (0.2%) (0] ofl 0fll

SUBH I 161(0.1%) | 161(0.1%) (07] (0] 0f 0%l

IREEMAE 161 (0.1%) 1451 (0.1%) ofl ol 0fl 0%l
fREAI I ofl ol (07] 161(0.7%) 0fl 161 (0.7%)

HESKLUHE THHEMBES | o#1(0.6%) | 6#1(0.6%) 0%l 261(1.5%) | 261(1.5%) (071

HE 1451 (0.1%) 1451 (0.1%) ofl 141 (0.7%) 1651 (0.7%) 0%l

Z SFEE 2(51(0.2%) | 2f1(0.2%) 07 ol 0%l 0%l

Ka 2651(0.2%) | 2f1(0.2%) 0fl ol 0fl 0%l

RRERzIR 161(0.1%) | 161(0.1%) (07 ol 0fl 0%l

PRI 1451 (0.1%) 141 (0.1%) ofl 1451 (0.7%) 1451 (0.7%) 0%l

B Z 161(0.1%) | 161(0.1%) (07 ol 0fl 0%l

R 161(0.1%) | 161(0.1%) ofl (0] 0fl 0fl

PERRZE 161(0.1%) | 161(0.1%) (027 0fl 0f 0%l
MEEE 34451 (3.3%) | 1661(1.6%) | 1961(1.9%) 4151 (2.9%) 2151 (1.5%) 261 (1.5%)
{RIME 20%1(2.0%) | 1161(1.1%) | 1061(1.0%) 4451 (2.9%) 2651 (1.5%) 251 (1.5%)

Hm 781(0.7%) | 261(0.2%) 561(0.5%) (07 0fl 0%l

EREAEMRE 1451 (0.1%) ol 1451 (0.1%) 0fl 0fl 0%l

[mfE 251 (0.2%) 0fl 2{51(0.2%) ol 0fl 0%l

HF—F)VEBBIAIEI | 261(0.2%) | 261(0.2%) ofl ol 0fl 0%l

FHHL 161(0.1%) | 141(0.1%) 07 ol 0fl 0%l

H A AE R 1451 (0.1%) ol 161(0.1%) 0fl 0fl 0%l




Q&A

1| EHREHE

EULEVH BaltimoreB# = ‘L TWLWEHAD

TIPATUAER S TETIN? e ERICKBDZRICTHIRSTRETT H?

A Seattle B D(EIESeattleB#E/R &, Baltimore B E AN DEEZFH ZLUTLINIE, AF|D

R5IITIEET T,

T ERICK>TSOSERZE NIz

EUILEAMED LR 2mg/dLE L) BN ETEB EIF>T UL SeattleBE#EPIEIESeattle B#E(CZH U BB
BVTH . SOSHIEEZHIL. AFZRS T DT ENTEF T, BRARER (BN EME S (2005-01 51 8) . BT

185888 (FMU-DF-002548%) ) Tl3. BaltimoreB#ZE AR E U

S0 COAHIDIRSHTRETT,

EUILE VBN NRIEE THBHSOSEZRIEAEN

ALSNEUABMER? 7 A58 (2006-0558) TldBaltimore BE#EZEAL U E2ME%E(CIIZ T,

EUILE VBN HRIEE TRULMEIESeattle BEZEARLUCSOSEMBEDALSNTVELIZ, I5IC 85
KT I A5HER (2006-0551888) Tld AR TSOSEZHIS NIBE DRRICS HE U,
SOSZMEAEN U BRI THLSNICSOSEIEEIRI 55, © P.04~05

m ERARFERICHITS. T 774 TUAREGERIDBRERRICONTHITEEW

ERPREER IC BT D AR SR ER DR RBEEZF DO MZRLE T FHBRTEFTINT
L\Bb\IEE\’JA/ﬂUr@Uh‘373’)\éﬂﬁrﬁﬂﬁ:fﬁﬂﬁbh%@ﬂ;aﬁUitf/ub‘\leﬁﬂo)hgﬁﬁilﬁ‘d)

SEICLTLIEEL

B 5774 T RSB DOFER

Fiin
2K | 2~10% | 11~15m% | 16~497% | 50~64m% | 65mLl L

B BIIEEER (2005-01515%) 1761 1661 opl 430 1661 16
(102461) (17%) (16%) (9%) (42%) (16%) (1%)

R IEEER (FMU-DF-002558) 0 2631 0 8l 561 el
(196) (11%) (42%) (26%) (21%)
BHILKT 7 A5HER (2006-05518%) | 18261 36061 12161 33864l 1276l 260
2MERI(1,15441) (16%) (31%) (10%) (29%) (11%) (2%)
HSCT#Y I IIL—= 16561 2896 10141 31561 12441 2341
(1,01761) (16%) (28%) (10%) (31%) (12%) (2%)

EZEERY I TI—T 1761 7161 2061 236 361 361
(13741 (12%) (52%) (15%) (17%) (2%) (2%)
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B BEVIVENE(T T 74 TUA R SHIHE)

$BEUILE VB (mg/dL)

: 2WE | 3E | sk .
PRE | akm | skm | eka | oA
JESL B4R ER (2005-01 50 8R) 449 2341 254l 2141 2761
(10041) (4%) (23%) (25%) (21%) (27%)
EARSEIEEER (FMU-DF-002E8) 08 761 of 341 0
(1941) (37%) (47%) (16%)
BRI A5 5% (2006-0551 %) 274l 5904 2464 534l 394
(95541) (3%) (62%) (26%) (6%) (4%)
HSCT#&Y D7 IL—2F 2445 53841 20741 394 244l
(83241)) (3%) (65%) (25%) (5%) (3%)
{E2EER U I IIN—T 341 5241 3941 1441 15641
(12341) (2%) (42%) (32%) (11%) (12%)
B 550U 7 F = VB (3 T74 FUARSHIE)
M5&7 L7 F = V8 (me/dL)
W | 1E [15ME | 2ME | 3BE | L.
VK® | 15km | 2%® | 3%m 658 ot
B SEMHEEER (2005-0158%) 31451 20451 1441 254 1141 141
(10241) (30%) (20%) (14%) (25%) (11%) (1%)
EREIEEE (FMU-DF-002:E8) 761 761 261 141 261 0B
(19431) (37%) (37%) (11%) (5%) (11%)
SBIIE AR I A5 ER (2006-053888) | 35141 194l 26 0Bl 08 1651
(37341) (94%) (5%) (1%) (0.3%)
HSCT#&Y 7 IL—7F 32941 1941 24l 0%l 0B 1451
(35141) (94%) (5%) (1%) (0.3%)
{E2EERUIIIN—T 2241
e (o | OB | om | op | op | ofl
B [R5 T 7 1 FUA R SHIE)
VRS (<1 0%/uL)
w | SIE | 20B0F | S0BLE | 100ME | v
SR | 0% | 5058 | 1005 | 15058 | | 2ORE
B9 AR ER (2005-01588) 361 344l 454 184l 251 0
(10241) (3%) (33%) (44%) (18%) (2%)
ERZEIERER (FMU-DF-002:5%) 141 1141 541 241 0 0
(1941)) (5%) (58%) (26%) (11%)




B OO EVERE-ERFFELEL (PT-INR) (7774 T UF R SHIE)

PT-INR
| 1.2 | 158E | 2080F | 3.0ME |,
12K | 15x% | 2058 | 3.05% | 4058  FORE
OB (2005-015080) | 76 | 1861 | 356 | 1481 | 3@ os
781) ©%) | (3% | @5%) | (18%) | (a%)
EPEIIER (FVU-DF-002505%) | 1061 | 481 5B
(19%1) 53%) | 1% | %) | P Ofl Ofl
B EMLERS ROV RS X F VIS (APTT) (3074 FUA S 5H11E)
APTT (1)
20LLE 40LLE 60LLE .
405%5E 60573 80K 80LLE
HVEIEELER (200501 558) 356 536 56 161
(9441) (37%) (56%) (5%) (1%)
EPSE IR (FVU-DF-002508) | 106 6B 26 151
(1961) (53%) (32%) (11%) (5%)
B T4V =5 (FIrA FUFEEHIE)
S4TU =5 (mg/dL)
- | 1005LE | 20051F | 4008k \
100R® | 200%% | 4005% | 8007% SO0
EHVEIIEEER (2005-01 H8) 191 451 308 4261 781
(8441) (1%) (5%) (36%) (50%) (8%)
EWELEHRFMUDF-00258) | o) 481 761 86 .
(1941) (21%) (37%) (42%)
BB TSRS/ YT IFA—IFSAZI PP IFR—FA VLT —1EEE
(tPA-PAIIES ) (3774 FUAE5HE)
tPA-PAIT &1 (ng/mL)
205K * 20 F .
Fi =i 1005;i% 1005LE
EIPYE 8558 (FVU-DF-002558) 261 26 761 761
(1860 (11%) (11%) (39%) (39%)

HEM>17.3ng/mL M >11.7ng/mLIZEFEET D, ERRICERS I DM 1EMS 45T 20R)
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m B 5T BIEDEE HE LB ETH?

u AR ST By, R R ST A

s BREREILER Cld NESOSEREICHU THOMASOSEELRAURA - AE TR S SNF UTc, BHNFIIE
FER (2005-01508%) (CHWVT, 100BE=FEFNR 160.0%. A 1 29.3% TUTc. e BEBRFEIRE
(& /R :100%. BA 198.3% TULTz,

AN 41.2%CTUc, e BEBRFERRF LI 2/261 A 1 100% TUIZ,

ElBRE 7B B MAEEKER (2005-015185%)
B FI7PALTUAEE (n=102) HCE (n=32)
S HER/FR R INR BRA |HERER| HR NG A
9ITN—=T (n=17) | (h=17) | (h=10) | (h=58) | (n=5) | (n=7) | (h=2) | (n=18)
| 1241 64 174 3461
3 10082 | ()359%) | (70.6%) | (60.0%) | (29.3%) | 2/°F | V780 | 27280 | (1679
X
1 ~ 261 1041 4451 104l 34
1008%% | (175%) | (58.8%) | (40.0%) | (17.2%) | 5% | OB 1 OB 167
— 16 164 1061 574 54 741 241 184l
= (94.1%) | (94.1%) | (100%) | (98.3%) | (100%) | (100%) | (100%) | (100%)
SIER 645l 1141 64 234 o - o o
= (35.3%) | (64.7%) | (60.0%) | (39.7%)
FELICEST= | 146 5%l 56 414 241 6 0 1441
BEER | (82.4%) | (29.4%) | (50.0%) | (70.7%) | (40.0%) | (85.7%) (77.8%)
g EER 1561 1141 761 47 - - - -
T BEER | (88.2%) | (64.7%) | (70.0%) | (81.0%)
5mIEIc 74l 561 76 164 o _ o o
EOILAEER| (41.2%) | (29.4%) | (70.0%) | (27.6%)
HIMBSED | 124l 1041 64 376 345 615 241 136
BEER | (70.6%) | (58.8%) | (60.0%) | (63.8%) | (60.0%) | (85.7%) | (100%) | (72.2%)
IRMERSED | 84l 441 545 2341 241 241 0fi 1241
BESR | (47.1%) | (23.5%) | (50.0%) | (39.7%) | (40.0%) | (28.6%) (66.7%)
FER/ZLIR0-2388 808 2-1 1w VR 1 12-16m. A 1 7 E — . RE&ST

s AT 76 0B 26 TR NIc ENEIER R (FMU-DF-002558) (CBWL T, 1008E=EF4508 « 2/24.

HER2 ERNZEIE5EER (FMU-DF-002:88) *

IITN—TF e )
i<l 10084%7% 2/2f1 7f1(41.2%)
?firj- 1008 E# 0fl 561|(29.4%)
BEER 2{51(100%) 1761(100%)
2 (0] 10%1(58.8%)
= REICESEESER (0] 1161(64.7%)
,é EEREEER ofl 1441(82.4%)
. BERIECESTEEER ofl 6%51(35.3%)
HIMEBEDEESER 161 (50.0%) 1361(76.5%)
KMEREDETEER ofl 361(17.6%)

FrER/ALIR 0-2308 808 1 2-1 1R VR 1 2- 16 A 1 7L &
HEPEEIHEHER (FMU-DF-00258R) (& 34 R /AR R OUNEF WL D o 12



m SRR AT T B RE 5 T AEOREEERSUETH?

u R EEEET BEECIE5T B h Y HEEEFHUED A

BAEREEZE I 2RE TR AFOMIRED LFNROSNTULET (FR).
B SBIAEESER (2005-0158R) [CHOV T ARIRSHICHIT BT ERAREXI. EBBHEERE 1 96.3%.
BEBHARERE 1 100%. PEEBRERERE  4/40ITUIC. BIFEARFEIRERG, EBBHERE
42.7%  BEEBHEREERE 1 56.3% PEEBRERSERE  2/468 CUIL BH FEIKRSE HCE
CHICEEDBHRERESEEESFTNTLFEATUL(ERL).
Flo BEEDBHAEREREZH ANITBNEIEER (99-11858R) [CHBIT2ESER NUEIER
FERZR3ICRUE T,

B XR1. EEEHEREN IRYEETF2EERUREMRAICFHI6.25mg/kgZ6ISRT & (c4m.
28RN TEEIRAIZ S U= DT T4 T OF RF MUY LA DFAENEE/ NS KX —F
G EIERER (DF VOD-2012-03-PKRenitER) ) '

oS #54EE
n=6 n=6 n=6 n=6
FIIE (ZENRE%) | THIE (RENRE%) | FIHE (ZERE%) | FHE (ZBFHE%)
Crmax(ug/mL) 54.9(23.6%) 40.7(27.7%) 53.8(22.4%) 39.3(28.6%)
tmax (hr) %2 2.08(1.50~2.25) | 2.03(1.50~2.08) | 2.03(1.98~2.08) | 1.94(1.50~2.03)
AUCo-t(ug:hr/mL) 117(25.4%) 76.2(25.0%) 113(28.2%) 70.8(32.7%)
AUCz(ug-hr/mL) NA NA 113(28.2%) 70.9(32.6%)
AUCo-oo (ughr/mL) 118(26.1%) 76.6(25.1%) NA NA
t1/2(hr) 0.725(25.5%) 0.562(39.8%) 0.498(40.4%) 0.217(16.3%) *3
Vss(L) 5.20(24.1%) 4.49(7.7%) 5.29(30.1%) 4.30(11.5%) %3
CL(L/hr) 5.40(28.3%) 7.44(11.9%) 5.73(30.0%) 8.20(16.8%)

=71~

1 BN EIHEEER (DOF VOD-2012-03-PKRenztER) 13 EEBHAEES NI HREBEALBE OIS ERMAHIZENRIC. AR O EIREN T
TeUELE T2 EZENELTEBSNE

2 thiRfE (/) B~ &A(B)

¥3:n=5

B R2. BREEROBEESEHMUEIEAFIRE (2005-01545%)

FI7ATULEE HCE%

EE BE hEE EE BE hEE
(n=82) (n=16) (n=4) (n=30) (n=1) (n=1)

p— 7961 164 4% 3061 161 161
= (96.3%) (100%) (100%) (100%) (100%) (100%)

= 354 9l 245 o o

BlfFH (42.7%) (56.3%) (50.0%)

BTICEf 5261 104 343 20861 161 161

5=EER (63.4%) (62.5%) (75.0%) (66.7%) (100%) (100%)
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B X2, ERAEROBEZEERRUEIFRARIRE (2005-015:58) ()

FI7ATULE HCE:
IEE BE hEE IEE B2E hEE
(n=82) (n=16) (n=4) (n=30) (n=1) (n=1)
FELICE-SI ol 16 0l o o -
SIER (11.0%) (6.3%)
e 644 1245 44 o L -
BRBEEER | (780%) | (75.0%) | (100%)
g 176 44
BERGElEH (20.7%) (25.0%) Ofl o _ —
BEqFCEST 284l 64l 161 o o -
BEER (34.1%) (37.5%) (25.0%)
B5MIEICESTE 1561 341 0 o - o
IER (18.3%) (18.8%)
HIMmESED 5141 1141 34l 234 0l 1451
BEER (62.2%) (68.8%) (75.0%) (76.7%) (100%)
HIMRESED 294 761 161 o o .
gI1ER (35.4%) (43.8%) (25.0%)
{EIMERSED 344 54 16 1561 Of| 1451
BEER (41.5%) (31.3%) (25.0%) (50.0%) (100%)
{EIMERSED 561 241 Of| o o .
BIER (6.1%) (12.5%)
FEE#EARE : eGFR=90mML/min/1.73m?2 — 1 REESt
BEBAEE  eGFR 60-<90mL/min/1.73m?2
PEEBHAEREE eGFR 30-<60mL/min/1.73m?2
N X3 EEBKEEEEN U EESHiESOSEENEEERNUBIERARIRE
By B I485ER (99-11858%) ) *
25mg/kgg# 40mg/kggt
BEEHEEES IEEEaE EEBHEEEE [EEEHaE
SOSE#& SOSE&E SOSE#H SOSE#HE
n=19 n=13 n=22 n=14
BEER 1961 (100%) 1061 (76.9%) 2141(95.5%) 144 (100%)
BIER 361(15.8%) 3611(23.1%) 561(22.7%) 561(35.7%)
FELICESIAEEER 1361(68.4%) 4451 (30.8%) 126 (54.5%) ol (64.3%)
FETICE-SIEIER ol ol ol (0]
EEREEER 1561 (78.9%) 761 (53.8%) 1561 (68.2%) 1161(78.6%)
EEREIER 24511 (10.5%) 3611(23.1%) 4651 (18.2%) 4451 (28.6%)
BEIHCEScBEER 141 (5.3%) ol ol 31(21.4%)
B5tFICESEIfER 141 (5.3%) ol ol 31(21.4%)
HMBHEDEEER 1061 (52.6%) 5411(38.5%) 1361(59.1%) ol (64.3%)
HIMBSEDEIVER 26511(10.5%) 3611(23.1%) 451 (18.2%) 361(21.4%)
EMEREDEEER 661(31.6%) 2451 (15.4%) 84511(36.4%) 6%1(42.9%)
K MmERSEDIER 161 (5.3%) 0Bl 311 (13.6%) 251(14.3%)

*CBNEIERER (99-118588) 3. BESOSESE(CH T 2EMEN VR L. EHZEDIEE . AERESFZENEUTCESIN
IEE B eGFR=Z90mML/min/1.73m2, EEB#EEEE 1 eGFR<30mL/min/1.73m?2



m BT RS TRETTH?

MRENZRITTNBREBICHUL KB ZR ST D EIFTEETT (FRNFEMICKOTRE
SNFEA) L EEREMORREFISERELTLEE W,
RRERICHIT2BIMEFERFDOBEER L UBIEFRRRREZRC. BMEEFERFOLMEEDEEER

FHIREZR2CRUE T BBARERICHEVNT, HMEEDEEBRFBENKFRE CIEBMIHKEFRE LR,
REENBVVEEZRUEL.

B R1. ENKEFEERNOEEERNUBIFRARERR

78555 M4B5KER (2005-01548%) EAEIEREE | BNEAT I EARR
FI7ATULEE HCE¥ (FMU-DF-002&8%) | (2006-05515%)
(n=102) (n=32) (n=19) (n=774)%
BIikTF | EHIKE | BREE | Shi&E | ERKE | Shi&E | ERKE | ShikE
ol rL ok 12N &) rU ok rU
(n=20) | (n=82) (n=2) (n=30) (n=1) (n=18) | (h=159) | (h=615)
sxEg 184l 814l 24l 3041 141 184l 13141 42901
= (90.0%) | (98.8%) | (100%) | (100%) | (100%) | (100%) | (82.4%) | (69.8%)
SlER 8l 384 L 1451 ofl| 444 12341
= (40.0%) | (46.3%) (100%) | (50.0%) | (27.7%) | (20.0%)
KR LMRRITIR BB, 1 SABIch, BRI RN 3806] I
N R2. ENKEEERNOHMEEDEESRFIRE
5V SEIIAEEIER (2005-01588) ERNEIERE | ST 7R
FIPALTULE HCE (FMU-DF-002&#8%) |  (2006-05515%)
(n=102) (n=32) (n=19) (n=774)
BIfikTF | EHIKE | BRKE | SHi&E | ERKE | Shi&E | ERKE | ShikE
o) I?L ok 2L o) rU ok rL
(n=20) | (n=82) (n=2) (n=30) (n=1) (n=18) | (h=159) | (n=615)
H T REEE D 144 5141 24l 2241 161 1341 644l 1794l
BEER (70.0%) | (62.2%) | (100%) | (73.3%) | (100%) | (72.2%) | (40.3%) | (29.1%)
HIMBHEDEEER | (25.0%) | (12.2%) (6.7%) (11.1%) | (6.9%) | (3.7%)
EERHMBESED 9ol 224 - 1451 54l 394 934
BEER (45.0%) | (26.8%) (100%) | (27.8%) | (24.5%) | (15.1%)
KRLMRRITIR BB, 1 SABIch, FHT A RN 3806) 1

BiEEESZE I 2EE CRAFOMPRED LFENRBHESNTVE T UN L. IMRBERZEZIFTTNS
REAB AN 2EBEOHCAF6.25mg/kg7Zz 20BN 1 CIFMR BN IF M O MR BN BT CERIRAIR S UTC

EE MBBEMICEIBDAUCKUEET P SV AND

B8R
i

[FERHONFEATUCHEAT—),

RAEICOIEC LIRS T BT ENHLLD TN IR SERNOIE LIRS THLNTIH?
Fle FRREITRETIH?

AF (& RAIGEFRE C EIC—EDRE T2HF-M (T TEIRAICIRS U T T Vo Fle K Fl =
FnanELeT —9EHUFEE .

s EASEIEEER (FMU-DF-00258) Tl RS EIRIFRAIOKE U R DRSS DR RIE 285 E.
RERSFE®DIFDIENBTRINTVFEL,
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m SOSDFHELTFI7 A FULEEELTHENTTH?

FHIE. SOSDTHICHU TR ERELTNEE Ao (20244E9B 1)

FI7ATUF DIRGEET Urc#IC. SOSH BFLE LT,
EDKSITHALTNIFRINTITN?

A FAEDIRSHE T RICHFEUISOSICX T SRR LAFRATY . BB DIREZERRLS
BRUBERZET TS L,

s B4 EEIAEEER (2005-0158R) TIE JEEZITRREL. AR DR S AT UIRICSOSHBFR UGB,
WEBREBZ RS B CRIDEEHRORA BE CoERZARITEELTVE LU,

3| fi#H

m iSRRI 5 T7 4 FUA R HER ST BT EFTETTH?

A MBI EARRDOHAF HIMURITHIEXT BOREMEN GBI HHARRTY  MEHEH
ZERULTVWSBBICRAIZIRS T 21551 MEBHEIRSNS 2405E L ERERZS T THS
AHNZIZRSUTLIES W (MEB#FEI7ZER U EREOEMY R (E Z56EH S 248 LIRIC
BLRBIENMRESNTNETY) . Ko FEIRSE. MISBER 21859 DIRICFRSRERE
Z2AEU LS ITDEEHREUET

m BB DT MRS T 7 FUA SRS T 5T CTEET 7

MEERE (NNNUYRFREMBRERLIERZE I 2EFPAOVRET2AVY ZILT75)
PHRIVVWRE (7 AV VE) EARIOHAF. BIMERNIEX T BOEMN H B cHHER
T RARHBRICBNT. INSOERIZERLTVBBEFRASTNTVELZ(OP.28),
BHRUEATIE. FEIE LERERIOHADN VK DONRESN TN T 0, Ff, BRRHERIC
BVTHHANRELEINTVICHEDS T FEIEHASNIEANNFELI LD EULL
ZEMPERONCRSFEBINTLEE A UD U AFHIEDHAICE T B1EIRANTELT
WBTeth AR EEEERZHA T BIRICIF AERZ+DRF L BIMURT KB AREDRSH
HEEHIMENBDGEICOHFHRRSZITIRIICLTLIREE N R3S A El & LEEERZHA
I BRICIFMFREZSAOCRIE T DR EBEDIREZ IRRBHREL LTV (O P.08),



B EMEEER (2005-0158%) TIF ABIRSHICHMYUR I ZHSER OHFHAN 16 TR SN,
AINUVHEDN 261, 7 F OV EVIHADABITU Iz RIRUCHMBEED B EERIGL TIFEE
THW. 7FhOVEVIHARFOIFERE (Grade 2) RIREHMOKEEZRVLCECOELE L,
K 7HIEBITHSCTH# 100HDEF NSRS NEUIc, HMEHEDBEB RN EBOOSNITELIICET S
FHZELLRRUE T,

ANNUVHEBI1 261055 HABEPICHMBESEDEEE RN IFICHERUELIZ. 16)IFIEEE
(Grade 3) B BBREMZERIRUILIZH. KEIDIZRSZAREL. BELTVWE T MD14FIEEE (Grade 1)
TR ). SR, sk EMZEFRIBUE LN WITNEFBIR S ZH#ELEELTVE T, D
161($IEEEE (Grade 1) REREMERBLUE LD AFIRS A #HGEULE. /o, FJFEE (Grade 2)
RIMRZEFRIRUCI2 ) AFRSZAREL. BELTWVE T,

PUFNOVEVIEHALUEAGIDS S, HRERICHEIMEEDEEBRH 2GIICHERELE U, 141
(FIEEEE (Grade 1) BRPMBHEZFRIBUE LA AFIRSZ#HEL. DELTVE T thd 14 Tld
JFEE (Grade 2) BRIRFEHMZFRIELE LD AEIR S E#FL. ROE TUIZ,.
ERZEIHE R (FMU-DF-00258%) Tld. REIR S DICHIMU R T & A SEFI DHAN 26 CHESR SN,
COSB P TCHIMBEEDEEERHRBUE U ANV TORIITSVIVEL, ZUFhOVE VI
EHBUCHBE CIEHIMEEDEEERIFTHOSNT . HSCTE100HDOEEFENHEEREINE LI,
Fle. 7UFrOVEVIEHAUCHEBRE T3 FEEERME MO FIRL. AF Z AL, &R (FROE
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BEERELER(C T BABIDIS O (s ER UEE) FU FICRLED,

W REREERICHIT DT T 74 TUA RSB RIE (EE)

EOEIERER | ErEIEse | BYHERT 7t A5 ER (2006-05558)
(2005-015#5%) | (FMU-DF-002:#5%) HSCTi& o= A
n=102 n=19 n=1,145*
= 2158(1~58) | 318(3~59) 218(1~110)

HSCT&H 3 W\ b2 A% n=39 n=9 n=554 n=97
10084 =461 22H(2~56) 36H(4~59) 22H(2~110) 22H(5~58)

HSCT&H 5 W3 b5 EE n=26 n=>5 n=502 n=91
100HEF COERFEZES] 22H(14~56) 35H(21~50) 22H(2~68) 22H(5~67)

MR SHIRIOCRAIAE B EBRSA

Ffo B SEIERER (2005-0158) RUEAFEIHEEE (FMU-DF-002588) Tl HSCT# 1008E TICERFL
TV eBEHDVIFHSCTR 100BE CICERICESILBEICHOV T AEIDIRSZ60BM EMEET 2EEF
WOONFBATUIE BHB KERINE CIEFREI DR SEHHZHEROOHERELTVET,

FTI7ATUAZZSL. 21BUAICERLE U,
REHEN21BRECTH RS EERTLTIVTIN?

ERPRELERICH VT HSCTR 100BF CICEFXFEFEICEIZLCREDRICE. FF DIRS
BHA21BREDEED11~37%ZFN TV ENS, SOSOBURPIEIRTG EN S ERFIC
FEUCEHIRENIB SR M I LD 21 BU LR S Z i T 2R EFBRNEEZISNE T,
UH'U.SOSEMREE TIC21~30HDKRESZHELUBENELERHOENTNBTE. TR
BROFENTVBVWRETIR S ZPIE UG SOSOBRIERRIENBD NS, BFRER
DAFDIRSETICRALTIF BEDREFZRT R EECHEILTIES L,

ARIDKSH-ICOVT
ERPRELER (EH1SE A SR : 2005-01 38R, EPISEIHEESR | FMU-DF-002558) Tl I DK SITHRE

INTWVERLE,
ER BiE-R= KSHAR
B SR ER 25mg/kg/H " L sEpm R
(2005-0158) | (GEECLC D2BEN CErmgs) | 2 BRE BRI SFTRSMEERR
ERSEIiEHER 25mg/kg/B 218 ERIFSOSER (BE. BB 1008)
(FMU-DF-002588) | (BRI6BEC I | DRI CRifmEs) TSRS
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u FREIDE ST DHBEEFRESNTOE L A

ERPREHBR Cl&. SOSIER (BE V)L E > MYE. BEK, FHEEXR, AEIEI) ©SOSIC KU FEIR U IFRSF A2 PERED
ZNENCEEZR T TERZHEL. TOHEZDEICARI DR SHE T ZHItL TLE Uz, © P.25

UN'L. SOSEE DIRREIF BN A CERIR S PUE) LSOSLIADEHAE D DV IFREBRDIRREIRE N EHEIC
FETDIENS FHDRGHE T ZRETT BDRICF BE T EDERRBEZ B EICHREINRHIEZSRVLLET,
BHE T RBRIRMBONTOVRBVRETAEIDIRESZRILEUEE . SOSH BT DURINHERICTEER
<frEEL.

5| BT

BESOSEE EHBESOSEEICT T74 TUA ZIRS UIER.
EDKSBEMME-RE2MTOT7AIERLEITH?

A ERAREBRD S5 FEERE(CHT T7 4 T UL ZR S UCEASEIEHER (FMU-DF-0025188) K U
BIMLEKT 7 A5 E% (2006-05585%) DBEM M- ZE2EDERZR,2[CRUE T,

W R1. JEERESOS,/EAESOSHIDHSCT# 100BEFRENUERER

; . o BILEKT 7t A5 5% (2006-055158)
FHIRS PIINT | nioronmm | nscre | leemasr
HSCT# 1008 472%E% JEEE 4/68 313/488%1(64.1%) | 59/78%(75.6%)
(n/N) =3 5/1361(38.5%) | 247/512{(48.2%) | 38/59f1(64.4%)
HSCT# 100 EB%E% FEEAE 3/6% 305/488%1(62.5%) | 55/781(70.5%)
(n/N) ot 2/1361(15.4%) | 201/5121(39.3%) | 36/5961(61.0%)

MOBIERT 7 AFER (2006-05588) DL EE#SOS Tl L EE#R 1 00BEFER U EMEZR Y

W R2. IEELESOS,  EAESOSHINEEERFARE

EAEIEEER (FMU-DF-0025188) | BHHLKY 7 A5 5% (2006-0555)
Y27 JESEAE (n=6) EEMN=13) JESEAE (n=566) | HEMN=588)
BEER 6% (100%) 1361 (100%) 368f1(65.0%) | 442%1(75.2%)
ElfEF 361(50.0%) 761(53.8%) | 11161(19.6%) | 137#1(23.3%)
EECEREEER 261(33.3%) 9%1(69.2%) | 15061(26.5%) | 245F(41.7%)
BEBESER 25 (33.3%) 121(92.3%) | 24961(44.0%) | 349%1(59.4%)
BERIEICESLBEER | 261(33.3%) 4%1(30.8%) 12661(22.3%) | 202f(34.4%)
HIMEENHEER 4% (66.7%) 1061(76.9%) | 14261(25.1%) | 19761(33.5%)
EMEREDHEER 161(16.7%) 265 (15.4%) 49611(8.7%) 846 (14.3%)
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Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
. Very severe
Mild? Moderate? Severe MOD/MOEb Death
TEIRHIRNS R -
W OB >7H 5~7H =4H AR
EULEY B >2and<3 | 23and<5 | =5and <8 =8 _—
(mg/dL)
PUILEVEDZS) — — 485%{@1?"“: — —
— =43 s >2 and >5and " .
a =5% and =5% and o
{REEN <5% <10% <10% =10%
EXjdpn <1.2 =1.2 and =1.5 and Z2XBAERIDIE
(OUFF=Y) | xBiERIOE | <15xEnoE | <>dasenor [, SUSE
a SOSUZRIRFH2 DL LB 28 SR EEEE1 D515,
b MOD/MOFH&NIEvery severetd 2.
MOD/MOF : %2 f e
Bl DAS I EZ AR SIREIES A RS54 > SOS/TA-TMA p.3(20224F)
EuphEmmifaiEiEE s (EBMT) ICKBINNRBSOSEREE7HFE
® 2DL FDEEEICET 250 IFRDEVEEEZHET 5,
@ = (DIEETGrade 3Hh'2DLU F&p315E(E. Grade 41285155,
Grade 1 Grade 2 Grade 3 Grade 4
. Very severe
Mild Moderate Severe MOD/MOF
FrEgx* " >2 and "
AST.ALT. GLDH S2XIERE <5xE&E >SXIERIE
i DTS FEvE I/
gl <3H 3~7H =88
= S i <2mg/dL 22mg/dL
MEEVILEE <34umol/L =34umol/L
S * = hES FEREERR-fEKRLF—IZEY
. e - o - A8BFELAIC
EUILE ANEDZEE) 2= E
. . RERTFHTEET
=19 =h nth =




Grade 1 Grade 2 Grade 3 Grade 4
. Very severe
Mild Moderate Severe MOD/MOF
FRAE 89~60 59~30 29~15 <15
GFR(mL/min)
IFIREEE . . - SRR TS
atintch <2L/min >21/min CPAPZZDIRENIFIRETE
foma " " " FRFERED

GLDH: VIS VEBIKFREER  CPAPRUBRBEA
# | SRR ES RIR SIMMBRBIEA A RS> SOS/TA-TMA p.4(2022F)

MOD/MOF : £ fEigs N &
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1) B EIAE EME B R ERSOSEEENR LI E AN AL IV NO—)UNERA — 7Y SN VR
(2005-01) (%&RFHB:201946H18H.CTD2.7.6.4)

2) ENEIE EIMEFHERERSOSEEENRE LA — TSNS (FMU-DF-002)
(EEREFEHBE:201966H18H.CTD2.7.6.5)

3) BYEIE S MEF R EER MMM EREERDSOSEBEZ R E UK T 717 A58 (2006-05)
(EERERH:1201946818H.CTD2.7.6.7)

4) Erlemeier HH, et al. European Heart Journal. 1989;10:16-23.
5) Haussmann U, et al. Haematologica. 2006;91:795-800.

6) #EHE &F. ICULCCU. 2010:34:1007-11.

7) Baker DE, et al. Hosp Pharm. 2016:;51:847-54.

8) Correard F, et al. Am J Health Syst Pharm. 2014;71:1288-91.
9) K Yakushijin, et al. Bone Marrow Transplant. 2016;51:403-09.
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Defitelio® injection

M & | ForFUEE200me RAREARANES | 87591
By 7= & & 2 & 5| 30100AMX00006000
pe % | Defitelio® Injection EMESENRER| 2010495
A & | Foo0FRFRUDL ARFSRIIAEEA | 2019%9R
— & & 7 | BREE
5 % | Defibrotide Sodium 5 % B R oE
g &5
1.1 EEHEWERICKD BB EIZED T ENGDDHDT. REIDERSIF, BEFICTHOWILTEDERMERICHS
l= s WT. EmeiiiaBiE. SnaBEERDORE. DAEEACEUTTIEAR - #RZRDEMDD & THA

DESHBEYEHBENDEMICH LTTTD &
1.2 AFDO®REICKD, EHEFHM (MBI, B\BEANRI. fAHM. MEEME) HERTSHZNNDHDH. BEDK
B +DICHREL. BREFEHEMDRD SNCHEICF. AFDRSZHRETHIE, [9.1.10 11.1.288]

# 2 ROJBEICIFRSLEVC L)

2.1 REIDES 3 UBEIEDBIEEDSH D FBE

2F = 22 BMUTCWVSEE (B, A, mig. SHEEm. i, EEOMKRE) [BIZEBIRTDHEZTNHDD.]

2.3 MEAFAl (DOFF—C. HlTSAZ /= VaAHERT (-PA) &l (FZILT 75— (BLFHERA).
EUFTS—E (BLFHERR))) ZR5FDEFE [10.1 28]

3.1 4/ 3.2 BRI
T 77745 UZFEE200me #IF MR
" m& & | 25m (215 HEE~BEOBIIER
ol INER /2! /1
3 AR M-8 | BWMS | FI«IOFRFRUDL200mE
(1)1 7 ek pH 68~78
& m m | ZTVES NUDLK2Eme —
PHIBEEE] (188, KBILF hUDL) BB 0.67 ~1.29

4 JEENSHR FHEREASAEREE (FTOERIREIZSIE)

528X
NS IS, BEYFEELT ZBTNODEHEIREEEROARCEATSI .
IHiEE
B.HERUEE EE. T4 I0F RF FUSLE LT ES.25me/ke 1 BAE. LBENT TEHIRAIES T 2.
7 BERY 7.0 AFIE RAIGEEC S c—EOEETERARSTH TS,
HECEE 7.2 FEOBSE. 21 BB ZERE LT, FERNEEREOSERUERDEET 35 CRET 31, FERREEREORER CERILUICAENE
B3RS 5IC&BURIEEELTREDTEEEECHITHTE, [17.1.1. 17.1 288

8.1 AHHESAICARRILINGIMSEREE (DOFF—¥, tPARE) #B5LENTE,

8.EENF 8.2 AHHISAN 2BRILIAIEA (U VB GROEA (U VBRI ES TR (U VEAD £15UHEVTEHEELL.
BERIGEE 8.3 FEIRS5%LARMLIAIFMSEREIROAN (U VEE RS UIENT EHBEE L,

8.4 ABEMURLEMAS AT EENFRERTS 2EEICH LT, ARDRSZE—HHICHHT 5T &,

9.1 AE - BRESOSEEE 05 1
0.1, KA, FNEROHHEE ERSHIR L T3 SR DB DI, AR E ORI R
BIERN< 55 EPNBBENNGS, (12, 11.1.28%] ® B3I NBBACOHESTHTE. ARIERELRMOE
0.1.2 MFMEN R EOYRCRS U e *. ARERRECRE E 550 58 CREET
EROREAEEREL T3 SOMFHENRREBETIE. A0 CEOEIARS SNTNS, [9.45%]
S TAEIEECHIL. B5HE ST AY (. S % -
BEICESSUYITHTE, [11.1.355] 98 BAR ) I
O BE0EER - B OB BAR BT, ORI
€ 92 mammEms BT
RIBEEL | 021 meonmmmsss -
ISR MFREDLFI BTN, [16.6.1557] Hﬁ[%?%%%€%§3éztom%iwhE%mtﬁﬁﬁﬁ[Bm
03 FEENEEE EFRRER D0 54BN T 3 BEE CRERESL A IRHY
AU SHICFHENTIL L. FRSSOERSITREE e Ul e g A e
ERIDRESNTUND. SR, BB AN SN TV,

9.4 KIEREZERYDE
EIRT DAIREMDD D LTS, FRRSHROFEFRSETR—TEHR
El& BUFBEZTOLIEEITHI L. [9.65/]




Defitelio® injection

10.1 HARR (HALBWLI L)

A% RERER - BETSE K - eRRT
MARBRER] t-PARE| HIMOBEREDERT DHBZNND D, NOADMEEEETIVICHBVT, T T+
DOFFr—E PITTS—E GECFHEBRR) JOF RF bUD AR B-PADTIM
vaOr—€ TOFNOY BYERZER LT,
JIb I
TUTTIS5—E GEGFHEBRR)
oUTO5—
[2.328#]

102 #HAER HAICERIZIIL)

Pt FRPRAEIR - HEETTA K - BRRT
MREEER I FRZER T %A HIMEGLNERT DHEZNHHDDT, MR | HIMEBHIERT DHEZNHEGD.

1048E4ER ROEN N RE| BRERE (HMEE. 70 OV EVEFRE

. EDFEN UEH| APTTE) FDREAE. RRERDBRSEZERD

T/FYNUVF IO LE [T3 &, EENRDSNIIBZAICIIAA]

DIVI7UVAUDL DRSHORNT S E (fcr2L. DR

B NOVE RS RS A > DR S FBRD I DIUREEDE
SEARS VI THFIS— ATV RNV ERIGSE ZBR<)o

EXAFEEEEF
UN—OF5/\, PEFHI %
NOVREFT2UY PILT7 (EETHRRR)
FIRRMISEETOT />0
GIEREAT > FNOVE VT

M/RERSENIHIERZ R I & FHA] HIMERNERT 2EZTNHHD.
FUM/)RA]
FAREUY, JOERIVIVREE. FOOEY VIERIESE
AT OA NERRAGERBRA]
Jo071F0F NUDLE

ROBWERD S SHND T ENHDDT. HEZTDICATV. BEDRBD SNICBEICIHRSZHRIET DEEBUFUEZITS L.
11.1. EXFEIERA
NIV Yavy, 7F745FY— (WFINHIEERE)
DEERE UTE. SE. B, MERT. Ei. 2
11.1.2 i
EEFHMm (B (1.7%) . AR GEEREE) . <BIE THIM (0.8%) . fith (5.8%). ffahi (5.8%). BizHM (4.1%). M9 (1.7%) %) KU MAE (58
RTME (BEERER). BHME (0.8%) %) HHS5HDNDIENHD, [1.2. 9.1.18K]
T3 EIE (5.8%) [9.1.258]

11.2. ZDthDEIERA

HHREN DD,

196LLE 19657 S 1965LE 197 SErETE
wEE o DA%, 5o MEDT2. AT | T RO, ERT | BT FPERGE. Tt
D DR, DR, ES0—% | BERNE T8 EHD
SRR, S8R, DB, 0. % THEE 3
— = | 5B | =@ nh RBRY 3
1.3 BREEIES, Wt BENES. NRE, R
BRROR | MR SMBEE. LMEE.
MRAER | FNEs INREER] | B MEREE (D). g% PN
APTTIEE - %88, 70 b — -
21Tl FRE | BHmE3%). HRES. M. ERRRE.
SRISLE: .
DY EVEHTR ERE. M5 D, SR, SR, IFRER
= BE. sm o
R m P R 2B, TOME | ¥ 291 | WRERE. EEEE.
HEE | B 80, TR | MEHE. X | M. R, SRRk, TORE | MARR. X8 WIS
L HIPERER. R ZOM | B % H M| e BB | MIMREAE. T,
ERms: (5.0%). H5— | % LSBT, BRI
poE———— - F BB HL SHERD K5 BE
s i m B M. KB DN,
- SEEERIRIG
R FUR—R
HEER TR,
13ESps | 13 1E
RS BRNEEEREE, T, BIICE>TRESNEL. [16.6.188]

14.1 SHBREOEER
14.1.1 AHIF, \ERCHBRETS .
1412 FHE. 5% T ROBHHRGERBIEREAN T4~20fEHRT DT &,
14 8ALED | 1413FHD/ A 7L 1EEVID THD, FREZOEOBRSCHERALENT S,
3E 141 A FAEFRUCRIE, BRTRETDHAICHIBHLA. AEEET (2~ 8C) TRET DHBAICIF24BMLNICRSEMET DTS,

14.2 FHIBSHEOER

AEE, MIZUIESAVICTRETD0DEL, 5%T RUMESHIRNSEEBIERUNOBR PHOEHRELFA—S 1 VTR LBV T EDLZELL,

HIEBEST AT DBAICIE. AADBSHILICS AV EERT ROBHRRGEEBIERC IS Y 1T DT EHEELL,

_ 21.1 ERRUAIEESTEZRED L. BEICRET D L.
21 AR M 21.2 ENTOBRREGDBDTRONTVD I ED'D, BEHRTE., —EHDEAICHRDT—INEBINDE TOBIE. RIEAZNRICIERREREZERT DT
EIERD. FADERBEDERIFRZLET L B0, FRDREURUBEMEICET ST —IZRHICIEL. FRIDBELERICAETHREZHAUD L.

2.8 I | csmLx2 1«7

O HEFRFDET AN ECEREL), @BTAXDUEICTREZE L, 201946 (451150
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