% 20204 3 3T (45 1 WL, ADRE LI AR ) F A i i T
PUEVERREH (a7 — A REHA]) 874291
A1XYVITIVICBIATIVATEIL

— N | ®
Wik I —>2-0'h7tlL 2.3mg

7] N — — ®

AR = 3 5 —>2=0h7tlL 3mg

— — ®

—>o2=-0O0'n7tlLdmg

NINLARO®capsules 2.3mg, 3mg & 4mg
2.3mg 3mg 4mg

HHIX 5 - . LTSI AT | 22900AMX00533 | 22900AMX00534 | 22900AMX00535
) R -EMEoMFEICLVEHNT AL W5e B ah 20174E5 H 201745 H 20174E5 H

*6. BERUVAE

Eo

e
AEL, RSEFCHIRICTZ ZEEBHRICHV T, EIl
HEMEBEOBEICKH L T2 aM#H EBREHFOEMO
HET, FEPED EHBHENBESICOVTDHEFET
Bl &, T, BERIBICEILSL. BEXETOREICH
HERVERMEETAHAL, REZETIPOBETEC

2.B3 (ROBEICERE

LBV )

2.1 RFNDWAwE L BB O WAEED & 2 MH
2.2 JEIG U IEAR L T 2 TR D & 2 Ktk [965 1]

3. MR - MR
3.1 fHmk
WR5e4 ZVF-uATEN2mg | =V I-0h7EM3Img | =¥ 5 -0k TEVdmg
HRIES |14 7 1% 7V 1% 7
AFXHIVITIOIAFHIVITIIAFHYI TS
IUVBIATFIV|IZVBIATFV|Z VB ATV
3.29mg (A4 F4(4.30mg (A4 F4|5.73mg (1 ¥ %
VIZELT|IVITELT|VITELT
2.3mg) 3.0mg) 40mg)
gl | HSEve =2, ¥FF Y YNV RATFTY VRS
AT A, LT F V. ST VEREET R A
=R bk HBERALEk S esk i
=Rk
3.2 WHI DMK
Wise 4 ZV9-0h7EM23mg | =V F-0ATEN3mg | =V F-0h T img
i} A7 eIV % fili 7 7 X VHE
i [N %K YR
3 — 23mg 3mg 4mg
TR /
E U’l\ [=)]
@ro | o | o
TH 475 475 35
A (mm) | #9143 #914.3 #915.9
% (mm) | 5.3 53 58
Hw (mg) | #9108 #9108 #9163
* 4, EER IZFH R
OBREXIBAMOS R EHIE

O%RMEHIEICH T 5 BREMHRBER DM &
5. MMEERISMRICEBEY R
(BHEXEAMOSRIEEHE)
5.1 AHANZ X BiEHIE, D% & IO ORRMER 2 HHE IR

RIS L CBE 2N R ETH 2 L,
5.2 [RERIZHLA AN S N7 BEDOHITHFIESFICOWT, [17.16

RIFHE | DHONEZHA L. KHOEE R etz +o

BfE L7z BT BN OEIREAT) 2 Lo

(BRXIIEAMO SR EHIE)

LFY) FIRROFFH X7 EDRAIZBWT, i, K
ANZEAFHYITELTIHLE4mg 2 2eHRF 2 1 0], 338
M (1.8 X U15H H) #4%5- L 72, 13H M4k3E (16 ~ 28H H)
Th, COLEMELITFA 7 VE L, &52HVET, B, B
FOWRBIZ X D HERET 5o

(BHMBHIEICH (T 5 BREMBMIBHEER OHIFEE)

WEL. AT H T, ARH % 22 ER R LR, 3 (1. 8
FOI5H H) #1035 L2, 13HFHKk3E (16 ~28H H) ¥ 5,
COAEBE 1A 2V E L G2 RS, AAloE R,
A A 7 VETIEAFH Y I TELT3mg. 594 7 VLRI A
FHVITELTAmg T 5, BB, BEDIREIC XY K
W35,

7. BERVHEEBICEET 33E

(hEEHE)

7.0 BHRICARA ZHG LSS RO Cre K TAUCHE T T 5
EOWEND D, BHEOBEEMT L7720, EFEO 1 BH A
SEH2KM T TOMOIRMITET S Z &, [162121H]

72 Wiz A4 2 VORIMBICH - Tid. YT o2 SE 12k E
O EZHW T2 L,

Y4 7 IVEIRERE

I EREL

1,000/mm3Li k.

I/ IME 75,000/mm> LA

i N—2 54 ¥ Xi%Gradel YL ml4E

Grade & NCI-CTCAE v4.012 %5 <¢

(BHEIIHAEDO SR BRI

7.3 RH| % WAE G U 72356 OH R B ORI L Tn
(A

74 LFY) FIFROFEH RSV o528 L TiE [17. FHE
B OHOWNEEZRIML, HE5THT L,

75 LF U FI FROFFH 25V DA OBEEREER & oftH
2B 2 ARV AT L TR,

7.6 RHIPGAC L ) EWERA B L 72568101 DT o Rkt 5%
12 AFIZREE, W, k352 &, [8. 1111 11.14&H]

AEDBRERT v T

Bl FH & 4mg

A7 v 71 (LERWE) |3mg

A7y 72 (QBRWmE) |23mg

AFv T3 5k

RE - RE - PIEEZE
HIVEH s L
MNRAME | IR EL 30,000/ mm*Bh A HE$ 5 £ T
30,000/mm*Ai | KIS 5, MIERKZ F—H®E T

L2 P TE %, F0'30,000/mm?
KWW L 728561, 30,000/
mm*Lh FICEET 5 F T RS
bo WM, TERSHEL Tk
T %,




HIVEH TR L
TFRERIEAE | IR 500/mmiLL 2S5 T K
500/ mm>A:i HY B, MEK F—JHETHRYS
T %o 1000/ mmiA i
WA L7241, 500/mmeLL b
WIS % F CAKIET 5o AL,
1B LTIk G2 HT& %,
] Grade2 SHER & AT 52 ki T &
bo BETELRVYAIEX. Tid
[Grade3] &M,
Grade3 Gradel LFICEET % £ T, K3
T 5, WfEE, 1B ML T
LxFHHTE %,
Grade4 B EHIky 5,
KRAFERSE (K i & 9 [ RX—A T4 Y IUEF bR v
Gradel X 134 | Gradel L FIZHES % ¥ T, K
WE D2 w35, OEE F—HET&kS%
Grade2 HHTE %,
o & S | R—=AF 4 3L Gradel LTI
Grade2 X X |83 5 FT, KT 2, MERE, 1
Grade3 BeRsia L TG mHTE %,
Grade4 HGehiky %,
LRI ORI | Grade3 DI | X—A F 4 » ik Gradel LU F I
fEM Wk BT 5HF T, RET S, MIFEE 1
BRia L T2 mHTE %,
Graded O FE MK | $£5-% F1ET %,
W

Grade 13 NCI-CTCAE v4.012255¢<

(HREBHIEICH T 3 BRENHMRBEROMEE

* 7.7 MoOPUEMIELH & O ff I

TV,

B B AN LML L

* 7.8 AHN %240 B 2R TG L7zYa ORI OV 4 3R

LT\,

K 7.9 AHGAC X D REIEH B L 251213, LT okERzSE

Wy A2 RS, I
FEIDRHERT v T

kT 52 o (8. 1111, 11.145H]

1~4% 14270V 594 7 VPR
A 3mg 4mg
A5y 71 (1EREE) | 23mg 3mg
A7y 72 QERWE) |54k 2.3mg
A5 T3 - I
HE - BE - RIERESE
HIVEH bl L
MNRAME | IR 5L 75,000/ mm*Bh b m S 5 % T
50,000/ mm*Afi | KHE T 5, WEHE, TR L
TG % FHHTE %,
IF R ERIEAE | IR 1,000/mm*Bk F Az W3 % £ T
750/ mm> A il RIS %, MR 1B R L
TG %2HETE %,
] Grade2 SHER & AT 5% ki T &
o BETEZOVY AL, 1B
W LTS 5,
Grade3 Gradel L FICHE S % £ C. K3
T 5, MfEHE, TER ML T
LaWBATE %,
Grade4 e hIEd 5,
KRARERE (K & 9 [ RX—A T4 YR EDb v
Gradel X 134 | Gradel L FIZHES % ¥ T, K
WA D% w35, &L F—HET&kS%
Grade2 HHTE %,
R & S | R—=AF 4 ¥ 3EGradel LTI
Grade2 X X |83 5FT, WK¥ET 2, MERE, 1
Grade3 BeRsiat L T2 mHTE %,
Grade4 whx kT 5,

HIVEH s L
FRE LA O El | Grade3 D IR | X— A T A4 ¥ XX Gradel LLTFIZH]
1Em Tk B3 5FT KWET L, HfE 1
BeRsiiw L Ci G2 BMHTE %,
Graded O I MM | #5252, X3HEHELEOR
Ik W EE L, IR MR L TRy
T %,

Grade 13 NCI-CTCAE v4.012355<

8. ERLEAREE
MM FED S B DI b Z L0358 B DT AR OG- HILE
WA AR A 2 AT BEOREZ T IBIET5 2 &,
[76. 79, 1111ZH]

9. RHENEREFTHEEBICEHTER

9.2 BRpeEERE

921 EENEBREBEDH28EF (VLT7F=IUT35
30mL/min 3K i)

WEEEETHLLEDIC, BEOREBLZ X DHEEIIBIZL, A
EHRGOHEICTHEET LI L. KA DOMAFEEN F AT 5
ZENH Y EEHIIRL HHbNLEBENED D, [166.15H]

9.3 FikEeEERE

931 hEEL EO#EEEEDH28E EVIEErEHE
fE_EBROD1.56E#8)

WEREZETLL DI, BEORBLZ LY HEECBIZEL, &
EREOEBUCTDITEET LI L. RAOMPEEN FRT 5
B D EITERARL HSbN D BENDDH 5. [166221H]

94 &JEREEH Y HE

9.4.1 MRV RE R PSR L Cld ARFB G- R O 5T th—
WIMNEE) 242179 L) 8T 52 L, [952H]

9.4.2 )¥— M — DR T B REMED B B BT L CTid, AAI
Lo R O 58T B — e W) 2 B 4T A2 479 £ 9 FRET 5
Z¢o 7y MIBWTAUCHK CHIREE =% TN 2 H=TH
il bz,

9.5 1w
I TR L T W B RO B 5 RIS IE &G L ewnwZ &,
THFIZB VT, AUC HE CREREE S & D135 I12HH %3 % &
TiEAIEE REORHRE R OER) 25580 bh/, [22.94.1
ZH]

9.6 Z3LIw
G EOFRER A REOG R E ZERE L. B DML
FHIEEMETT5 2 80 B M ANOBITIAHTH 5,

9.7 ©NR%E
INREER G & L7 BRI ER L T v,

9.8 SiE
BEOREBZBRL PO E5THI L,
TLTWAZ EDRZ W,

10. HHE1EH
10.2 ERAEE (BHRICEETS2&L)

AW

— PR R AV

A 455 ERARIEIR - 58 | B - eI T

CYP3A iFEH#|
V77 ¥ U, h
MNPV, 7z
=MV

R =Ryl ) B Ay
(St. John's Wort, +

ARF O I i HE A
BN 5/ /AR A6
TEBENWEH LD
T, CYP3A# 3 {F
H ORI~ DA
BrBmTHrI L,

VTP Y YO
PCHEESR (CYP3A
) KT B AR
Mk, KHloR
WAL S NS,

YheYa—y X
v— 1) AR
[16.7.1%H]




11. BER
ROBVEM D H 5N B ENHLHDOT, BEE 5TV,
FBHDRRD NP3 & ik $ 5 4 Lalib) 2 L % 47
5z,
1.1 EXLEER
*11.1.1 M/ MRIRDE (19.5%)
[76. 79, 8.&M]
* 1112 EEOTH (33%)
11.1.3 RBFEIRIEIREE (Stevens-JohnsonfEEEE) (HHEEAH)
* 11.1.4 RIEHREES
KWHEEE = 2 —a8F— (107%). KW= 2 -85 —
(74%). =2 —usXF— (32%). KMEEEER) =2 —1
NF— (1% Kil) SEDHo5bNbZeddHb, [76. T95H]
11.1.5 AR A EREREMREE CHHEAH)
] PR PR MRERE R GIER ¢ BB, ME LA, B,
EAER, HERES) BHOoDbNDEZ L0 b,
*11.1.6 B (27.2%)
HIRIEE (54%). Mgk (42%) EhHO5LNL I ENDH b,
11.2 Z DL DOEIER

10% D |5 ~ 10% ki 5% Ktk

s ML) | SRR | i FULERMAE, V) > 78RR
YAF | . PRI

st | HhE R FITED E 0 BRI, TR

HIE, R, IR, R
E2 07 A 1] [ NE By =] 1N
WER, RECHGE, e

*| IR L, B IRECEE, &
B g, IR

JliRES PR ML R I R L A
WAL, R

% | 02 Wk, A, Lo <
0. BZERRAE. S, 1T
JRENH BE e

*| ks | T MR . AR R
(26.0%) I g, s m, HaEwE
T STV, DN, B
(25.6%) « %%, JEERANPUK, B, 1T
M, fHE JE BT K

% | JiFfis ALT 8§, AL-PH,
y-GTP

*| K 5§ 3895 Z 9 P RLBE, 395, € )3t E.
LI FLBEVERE S, L
PhB2 8 9%, 2 D PR,
SV B VR AT ob BRI B R E
(Sweet JEMBERE) . BLEHE

*| Fofb |9 AR, I | BRI, T R,
iy e RE, | AR AREERGIN, b,
KA VE I, | R A, B, OB,
FEG RO | /b K ) 7 A iE,
Biz} FRSENE, B RIE, 75E8
i SEE. A o7z
CWRER L M. ALK
&, 7y ¥y IRER. O
DO A, ks LT T
= UHn, AR A VY Al
JiE R B B, R4
Hg, [migtked £ v, 56,

P S R i

13. BERE
13.1 &
AANIMAGENTIZ & Y Bk Sz v,
14. @A EDEE
14.1 FRIREREFOEE
PFNEITEA TV E L RnT &,

14.2 FRIZFBEDEE
1421 Wik # B 720 PTP RSO F AL, IRIFIFICPTP ¥ —

PRSI T XD ITHRET 52 &,

1422 7L NVIEORLAZY, BAZZD, W) Ed., €oF

FAREEDICHIHT LX) IcgET L &,

16. E4ERE
16.1 MAFEE

*16.1.1 B s

I HAEE DL S B ER IS/ ¥ I 7L LTIAL
[l 4dmg % B 1 [A1, 3 8 B 8 5-KED o A o i e v i B2 % 0
L7 1HHKEOI5H HIS, RA O MR 555 2
R ClCmRE i E L. ZOBRSMEORBBEEN 21K
0774 NERLZ %5150 BIZB T 25 KA O M PR
BRE6HTH Y., T2, PHERILEIH2TH- 720,

(ng/mL)
100 ——— — — — — — — — — ———— — —

-O-Day1(n=7)
--Day 15(n=5)

o

i~

% R B E O & H

0 24 48 72 96 120 144 168
B5 %O (hr)
AEQOMFFREHE (FHiE)

KB DEYPFEE/INT X — 5

INTGA—% 1HH 15HH

N 7 5

T (hr) ® 1.08 (048-7.17) 1.83 (0.25-3.25)
Cumax (ng/mL) 65.3 (61) 683 (68)
AUCo65 (ng * hr/mL) 1071 (79) 1588 (60)

AT (% ZBERE) . 1) ¢ e (Rl - ki) |
AUCo165 * $25- 716805 (] F T M4 P BE — BERTHIAR F IR, Coax © 3RS IL
BERIEEE . Timas © Conas FI2EFFH]

16.1.2 i A&EE

HEIOT RO LI TR EEICL Y FI FRUTTF
AT AFFYITELTIHIMAmg %A1 1, 3
8 [ 15 5- R 0 A o A b B 2 il L 720 1 H B 2 TM15
HH IS, AH o MEE iR B33 5- 1249 2R £ Tllmm i
EL, TOBRZMEORBBEBM 2T a7 74 VEIR LT
B G15H HIZHB 1 2 AF O KMFRBNII52HTH Y. F 72,
FHERMIIFLT8TH 5 727,

(ng/mL)

100 - ———————— = ———————— — — — — — —

-0-Day1 (n=7)

—A-Day15 (n=6)

e SR H

0 24 48 72 96 120 144 168
5 %O (hr)
FHOMFFRERTE (FHE)



FRIDEMHE/NT A -5

INTA—% 1HH 150 H

N 7 6

Tamax (hr) # 145 (1.00-7.17) 1.38 (0.47-7.08)
Cmax (ng/mL) 329 (52) 345 (95)
AUCo6s (ng * hr/mL) 564 (41) 1086 (54)

BATEY (% EBRED . T5) ol (R/ME - Al
AUCos * $25-# 16815 1 F <C > MLUE A IE — BE AR T IR, Cunes © W20 100
BEPRIE, Toae * Conas FERF

16.2 BRYX

16.2.1 BEOEE
AH4mg™ % EATH A BB ISHN BRI EE I S L7
RED Conax L N AUC & ZEMEIREE: 51 & IR L T 2 2 169%-
28% WA L7220 MEANT—%), [715]

16.3 9%
RANIECIEREAFEEER (99%) 2R L. 720 KANIR
MmERICZ < i Ly AUCICE D < I — I 4 45 Bl b 13 #4910
Ho72 BMNEATFT—%)0

16.4 {34

16.4.1 ARA O BGHERL AR 2 R 5 L2 I, Ao S h
7 DT70% % REALARD D T2 BHEATF—%),

16.4.2 FRHREICEB T 2 METREMTEDO A 4V I 7o
ZFEICCYP U OEADMS L. $5E 0 CYP 4 THEAS S L 7%
W EAURIE R N, BRI BT B MR EE X ) B A
FH VI TEE (10umol/L) Tid, & CYPH D% 5% IZ
CYP3A47%42.3%. 1A2%%26.1%. 2B67516.0%. 2C875%6.0%. 2D6
A34.8%. 2C197°4.8%. 2C9%31% KiiTdH - 72 (in vitro) 7

16.5 HEitit
AFN D R G AR % S AT A5 AR 5 BN B 4 5 L 721,
P 543410 F TS L 72 U 062% D3R I2, 22% 253
WCHEE S Nz F 72, BG5BT HE TIRAICEIL S R
LRI G5 ED32% ThH - 720 BHEATF—%),

166 RENHREFT2EE

16.6.1 BHEEREEEE
KA 3mg™ & EEEKERE (FLT7Fr 2 )T 5 VAR
30mL/min KiM) %G $ 5 EE 4B I MHEENT 2 5 5 K
BEARAEZAHT 52 BE6HICHKG OISR O AUCIK. KAl
SmgEBHWELFRYE (FLT7F=v 2075 Y AH90mL/
min P E) 18BIC# G- L 72 W5 & bk L T38% i » 720 F 72,
RANFMPENTIC X D BRE SN EATRE S A" (FREA
F—%). [921ZH]

16.6.2 FTHaERE =B E
RA23mg™ & PR ITREREREE GRE ) LV il A3 Al
FROISMEM3ELUT) %43 5 B350 A #I15me™ %
WEEFRERE GRE U LY vl Ll LR 3fEE) 24
5 BEISHNCH G o FMIE L2296 4 o AUC KK, &
#lAmg % IFHEREIE R 12004 5 L2 L Ik L T2 h2h
32% K 1°23% f o 728 (BHEATF—%). [93.12H]

16.7 EHEEIER

1671 U772 EY Y
)77 ¥ r600mg & HMEATAABEL6HIC 1 H 1 18] SRR G- HF
12y AFN4mg™ % GG U722 RAE O Crax 2554%. AUC
AT4% WA L 722 BHEAT— %), [10251]]

16.7.2 Z Db DEEH|
799 Aux A4 ¥ r500mg & #EATAABEISBIC 1 H 2 bl 5%
B2, A#25mg™ & GG L7z, AH D Coux L OV AUC
W B MR R B SN o7 (KRHI D Coas H34 % 3K

AUCH1% B L 720) 2 BHEAT—%),

AHNOAKERDE - HEIEILVF) FI FROFFH A5 oY

FIE 1 T Ang %8 1, 3BMREOES 0%, 130 Bk, HEmiy

DEEZRNDO4H A 7 ViZ1H 1 3mg, 544 7 )VELEE T H 11l 4ng
Zi 1, 3RO GO%, I3SHHERETH 2.

A
i1

17. BRR A&
171 B RORESMICET 558k
(BHRIHAED SR EHE)
17.1.1 EREFRSE IHERR CEFHRIEEHR)
1~3V YA Y ORNERIEE AT 5 R IHR DL 55 j
JEEEZMNRIZ, LFY FI P ROFFH 25205 off
HFT, 79FR20BELTAFH VI TELTImeg™ %
WS- Lz e, LFY FIFIETaT 7Y — A HEH
WZHERTED BB IR S BRI L 72
Hal72260 (HARNALG % G ) HYEMEA SN S, FEGFE
HTdH 2 mmEALLE (PFS) X EMIL SN2 fH6 & B
2 (IRC) 2 & h A FC DS &M S, 4 FH V3
TERGEIZBWTABRER) RO 51z (20144104300 7—
¥hy bE 7)o
W1 VY R Fofd - Jia  28HMZ19 4 7 vE L, 1H1M25mg %
1~ 21H B RS Lzt 7THRH (22~28HH) KL 72,
H2) FHRY X yoMd - R 280 %14 2 vE L. 1H1040mg %
1. 8. 15, 22H HIZREI¥H S L7z,
WH3) AXHVIToOME: - e 28HMEZ 1A 7 vE L, 1H1M4mg% 1,
8. I5HH RO G- L7z,

1.0
0.8+
% 0.6 1 2 1XYIITH
Ay .
=
g 0.4+
1) 77 uK#
024
0.0+

01 2 383 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24
) EHEBEFHRRA)
at risk #

1) 362 340 325 308 288 274 254 237 218 208 188 157 130 101 85 71 58 46 31 22 15 5 3 0 0
2) 360 345 332 315 298 283 270 248 233 224 206 182 145 119 111 95 72 58 44 34 26 14 9 1 0

IRCOHFEICED  EEELFHB OKaplan-Meieriiid (ITT)
(2014%10H30BT —4H v b4+ 7)

EfEH RS T EERIEEHRICE T 2 FREBETOELD

A VITH | 7T R
(n=360) (n=362)
PFSA ¥ M 129 157
IR AR O el (1) | 206 147
(95% 1S HEX 1) (17.02 ~ NE™) | (1291 ~ 17.58)
p ™Y (f FkiE) 0.012 (0.02268)
N — R (95% B HIX ) # | 0.742 (0587 ~ 0.939)

H4) BAEALOBNRTFIC X 2EHa 7T v 7B
11:5) MEAEZAL ORI T2 & % kgl Cox ILBI N — FE TV
#:6) NE : Not Estimable (H5EA5E)

F 72, BIRGHIEH Cd 2 &A1 (0S) o (2015
FETRHI2HT =%y b4 7)) ORETOSA Ny MUIA F4
VI TERGRETME. 7T v R GRETIONTH D OSIFMiHE
EHHIMEIZEE L Ty OV — F16:0.868. 95% 15 BHIX [H] -
0642 ~ 1175, p=0.359) (20154E7 HI2ZHF—=% A1 v v 4+ 7),
HA AR SEFALE] (4 54V 3 TG00, 77 L Kik5
BE2160) 1231 5201547 A12H ¥ — % /1 v b F 7H; SO PFS
AXRY ML FFY I TERGEETTH. 79 e R G EE T8t
TH Y. PFSOM I (5% EEXME) & 4 FHV I 75
BETL7.0 H (1018 ~HEEAEE) . 75 L R 5B CTL187» A (743
~1883) Th o7z (N¥F— K 1323, 95% 15 HHX H : 0443
~3954) (20154E7 H1I2HF—% % v M4+ 7) ¥,



1.0

089 1) T5wKE
="
i3
£ 0.6
i
g
2 o

2) 1XHVITH
0.24
0.0
0O 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21
at risk 3 EEBEFHB(B)

121 20 20 20 19 18 18 16 15 15 15 15 15 14 13 8 4

4 2 0
2020 19 18 18 17 16 16 16 16 14 14 13 12 9 9 6 4 2 0 0

IRCOHIFE ICE D < EEEAFHAR DKaplan-Meierh#i (
AZBHEH) (2015F7B12BF —4Hy M4 7)

RIS B IZ, A4 9V 3 TH58ET93% (335/36141 (H
AN20815E0)) Thotzo EREER (20% L 1) &, FH (30%
(110%0) ). B ERIRARE (26% (9361) ). /MG AME (21% (77
B JES (21% (7560)). R (20% (7141)) TH o7z (2015
ETHI2ZAF =4y b+ 7).,

(BRMBHIEIC S 3 BREMBMIEEREOHSES)

()
(U]
BA

*17.1.2 ERERS IHERR CEFHRIEEHR)

A MHRaRAL (ASCT) #OWMIE DL 515 Ml B % 5
U T RERIEE LTA 93 TEREOKSG LT,
B, SR BIE A — AT RIS TR L2 B, i —
WL SR Tdd o 7283 (ASCT AT IR 5 e
Mol BEEEGL) IR PSBIL 72,

Grates6B] (HARN2260% &de) 233 20EETA FH VI T
377 RICEMES A S, FEEHEE T d p mH AL
W (PFS) IZEMAL S MM MR E S (IRC) 12X b e
MARRICESEFHI SN, 4 FH VI THRGHIIBOW AR
RILEDRD 5Nz (0184 AI6HT—5h v M4+ 7) Y,

7)) WG E LTRSS ALK TREALVT 7T Y LR ASCT
HEME I, EHZENLEOZIE SN BEE I G L L.
AFHITORE- 280 %2 194 2 v e L, o444 7 )V,
£ %HVI73mgxME1E Q8H¥ A 7 V1.8 LI5H H) FEIHE5- L.
WD AY A 7 VRIZAEED RS ShiuE, 4 2 V501 HHIC4mg
AW L2 BB AFFYVITNRT TR, HETH247 AR,
AT L ERABARABESHRINL T (WFhrRn
JiET) 5L

E8)

08

s,
- 2) 1XYJITH
0.6

0.4

Op R H el

0.2

0.0

0 3 6 9 12 15 18 21 24

at risk FEBEFHR (B)

1) 261 238 210 195 174 153 130 17 100 69 46
2) 395 363 340 311 279 255 238 213 187 135 93

27 30 33 36 39 45

32
56

15
35

3

9 3 0

IRCOHIFE ICE D EEELEFLB DKaplan-Meierdi#g (ITT)
(20184 B16BT—4Hh Y h* 7)

EfEH RS TE-—EERIEEHRICH T 2 BB OED

AFHVITH | 7T R
(n=395) (n=261)
PESA X¥ M 198 (50%) 156 (60%)
RS AAEWI R ol () 265 213
(95% 15 X [H]) (2369 ~ 3381) | (17.97 ~ 24.67)
pAEE (f5 Bk HE) 0.002 (0.05)
INHE— R I (95% B HEIX ) #0720 (0582 ~ 0.890)
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18.2.2 MMLISHIla#k % Bz FREAE L 72~ 7 212 BT, R 55 R i
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—Me% A ¥V I T T VBT AT )V (Ixazomib Citrate) (JAN)

1bs2% : 2,.2'-12-[ (1R)-1-({[ (25-Dichlorobenzoyl) amino]
acetyll amino) -3-methylbutyl]-5-0x0-1,3,2-dioxaborolane-
44-diyl} diacetic acid
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