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14.1. 1 FEHITERITIC S A 7V % B2 S L) = & V3 7 20/45me/m2ED X% 20/56mg/m? % 30 47 A T
14.1. 2 BIFRIFIZIR. D720, FEHKZ N, 7V O PEEIZ:Y B EE LT L X0l HHEEI6HBEOREYBRE S
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(1) 10%&3,‘%5&%7*5% 0 0.5 1 1.5 i 25 3 3.5 4 4.5
FA A O B3 I B PE O 5 R SIS 1S, A LT o e (hr)
VYV 2 7 15mg/m?2 £V 20mg/m?2 X & 20/27mg/m? % 10 -
PV THRIREL A 30 LRE £ 6HH0%RS T 2R gm0 o) 0
BINT X — Y IR, >, 20mg/m2 2B 5
2160 B OMEPRIRR LU TIoRT, WAy | ] T | 4155 | +501 | £0.319| 2110|254
7 A VYR TR A HHE R B AT L IR 45mg/m2| 2070 790 0.784 | 98.8 | 20.6
o Ab(T%“;L) ;‘ llgﬁgﬂ?ffﬁmti JLE s 1 D L " =9 | +1010 | 162 | =0.119] +8.81| +2.80
ol N max M O AUClast 12 &2 sl L 56mg/m?| 2110 1010 0892 | 836 | 13.7
THIIL 72 Yo (n=3) | =587 | =180 |=0.132|+21.5/+6.09
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= \ o VYT ERL 2 12 20mg/m2, 8 9. 15, 16 c
T 100 (FAHERR) 27mg/m? T 1H 1L, 10541 C H#HEL, LF ) K3
D F25mg %= 1~21 H HIZREIO% S5 L, 7F % 2 ¥ V'~ 40mg
7 0 1. 8. 15, 22 H HIKEIUREHIRIGEE 5 L7z & &, 7
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5 B G & AR CH o 72 Y,
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0-01 T T T T T T T T T 1 + 20mg/m2( 1EE’ n=11)
0 05 1 15 2 25 3 35 4 45 @ 1000 —--6--- 27mg/m2 (16BE, n=9)
i (ho) i o (FA9E -+ )
AERH PG Cmax | AUClast T2 CL | Vss )7{3/
(H) (ng/mL)|(ng-hr/mL)| (hr) |[(L/hr)| (L) 7 10
15mg/m?| 1010 212 0571 | 119 | 133 b
| L =0) | £990 | =do4 | 0139 | +334| =161 7
20mg/m?| 1530 306 0706 | 110 | 119 5
(n=13) | +407 | +699 | +0248 | 244 | =456 ;.
15mg/m?| 1030 211 0484 | 132 | 152 B0
(n=4) +453 +81.8 +0.0794| £59.2 | =755 001
20mg/m?| 1570 330 0424 | 107 | 151 o 1
16 (n§4) +125 | +647 | 20169 | =282 | +965 0 05 1 15 BiF‘EJ (:rf 8 35 4 45
27mg/m?| 2300 436 0659 | 105 | 850 o
(n=6) +974 +133 £0.172 | £26.7 | £2.95
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1 20mg/m?2| 1540 326 0.580 102 10.9
(n=11) | *391 +73.5 +0.260 | £27.3| +£4.39

16 27mg/m?| 2030 444 0.740 988 | 11.7
(n=9) +282 +56.0 +0.272| £16.1| £5.40
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BT 230 2 70 B R RE R S 3 12 B 1T % AUClast 1349 33
~40% iz R L72d 00, EEEREREEIC X 5 AUClast ©
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NTF PG OME L 72 TH 5 M4 L "M15 D
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Hol. 2H H1X20mg/m2, 8. 9. 15 K% T°16 H H & 27mg/m2.
2% A4 7 IVHD1, 2, 8 9. 15 K 1°16 H H 1X 56mg/m? &
30 CHIMFHEL 2L ED 1S4 2 VHD 16 HH KUY
2% A4 7 IVHD 1 HHBIZBI 2EMEE ST 2 =5 ZLLITIC
IR IR BB E & IR LT B K OV AR R e
B s ME I BT S AUClast 1. Z 1L E N 40~44 K U855
~23% fEE R L72b o0, FFREREREIC X 5 AUClast D
IR EMRE (33.1~1005%) DOHEPHNTDH V). TFHE

& _ FERE E DO EIEE IS U7z AUClast O FRHIZFED SN h o
1000 ---0--- 70mg/m2 (158 H, n=5)
o i = 7o Ze . WIENFHERERES B TIREDHRE S — 5 1375
T o0 CPEofE -+ RAERE) Wadot GHEAT—%),
y1” ) NCI-ODWG (National Cancer Institute - Organ Dysfunction
?r 10 Working Group) F&#EIZ X %434
v =
oy AR H I - Cmax AUClast
éﬂ T T (H) B IrpiE (ng/mL) | (ng-hr/mL)
2 1 Tt = A iE % (n=10) [ 1090+ 796 | 405+ 164
g 01 (%“fg 7™ ormg/m? [ B B (n=14) | 1424= 700| 584+227
HiEEEE (n=9) | 1107 = 503 500170
0-01 T T T T T T T T T 1 P =
0 0.5 1 15 2 925 3 35 4 45 (B2 ) % (n=8) | 20551029 951 £546
8RS (hr) 1 56mg/m? | ¥ JF (n=8) | 3190+1818 | 1328 £852
&R (n=5) | 23081102 | 1003 +470
A H yrrg | Cmax | AUClast | Tue CL | Vss S A i 2
(/) | ¥ ltng/mL)|(ng-hr/mL)| (hr) |(L/hr)| (L)
1 20mg/m?| 924 355 0.684 101 18.0 16'7,]7 I;/%%*E%{’FFP 13 CYP3A % Bl | il 1 \/
70mg/m?| 2500 | 1250 | 0900 | 103 | 142 B it NSOty
ot 1 r> 72 (in vitro) o
Il RS BB AEE (1761) IZCYPSADIE THLIF VT A
16. 3 97 2mg EHIVT 4 VYR T 2Tmg/m2 PG L& A
HILTANITITOE Fmﬁ;’:%g;fﬁ/ﬁl\%ci969~973%‘ V7 43 7“&?3 777A@%#@§b%§6:%§%%&63§&
ML/ MAEF IR 1% 0.408~0.621 Td - 7= (in vitro) o pofe GHEAT=%),
16. 4 X3 D) AFOKAS WL ORI, Filoi) T b,
HINT AN I TOELRABRBIEIRT Y FROIRTF (LFV) I FROFFH A5V VBERD
FREOMAKTIHETH Y. CYP DRG0, M, WA THLEL, A#%1, 20 8 9, 15 K016 H HIC £
16. 5 HEft BHEL. 12HBARHES 2, Zo8HBZ1IFA 27 VvEL, 12942

BIEASAEE (156]) \2AHIV7 4V 37 27me/m? % Ml

HHEL 72 & & RELEOIRP OIS G- 8D 1% Al

Tdh o720 RO 30% HXTF PG DR L 72

WTdh s M4 KTMI5 & LTRANZHRES L7z RE LK
LU O FR~OHEINE 1% K Th > 72 (FHEIAT—

%)
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(1) EHEHAE (Cor:>80mL/ % 8Bl), HE B 4% ik ki &

(Cer : 50~80mL/ 45~ 9%1), Hr s AR pebi s (Cer: 30
~<50mL/ % 5B). B B RE R E (Cer :<30mL/
Gy 5B MLEENT AN LT Bk aeRE . 86 #HT 5
S5 REE B ISV 7 4 VR 7 15mg/m2 EY & R
WEHELZZE X, ANV 7400 7® Cmax N AUC 1E
BSREIC T OB R Z T o lze RTF FREEDOREL
=R TH B M S O M15 D AUC X B R = oo #
SEREIS LT ER L BEAT—%),

B (Cor:=75mL/ 4 1361). I & AT 25 0 B
R E (106 263 5258 HlEEE L

_5_

WETHEG 2RI, 134 7 VD, 1TH1ME, 1, 2, 15K
16 H HICAHK 2 M Uy 12 HRKEET 5. ARlokGREH
VT4V ITELT 1A 2 VHDLKU2H HOA20mg/m?
(AFEIHRE) . ZNLIREE 27mg/m?2 (RFEWIRD) & L. 105750) Tult
WEEYT %,

(FEH 25 )

W24 G- O

AHE A TH LML AF 21, 2, 8 9. 15 %016 H H I 253
WHEL. 12HMAKET 5, TO2HME 134 7V E L, &5 %#
DET . AKROBGREIEIHINVT AN ITELT, 1427 VED]
K O2HH®#H20mg/m2 (KRR, ZHLIBEIL56mg/m2 (k3
A & L. 30403 CRiligEs %o

1S OYE

SHEL A TH IR, A% 1. 8 RO15H HICMii#EL. 13
ARREST 2, CO280MZ1H 4 7 0E L, 5% RS, A
FHOELEEEIHINVT AN ITELT IVA 27 VHDOIHHOA
20mg/m? (fRFEWAL) . 7P IZ70me/m2 ((R&EmAE) & L. 30
53 T RGEFHET %0

15, 20mg/m2i¥1. 2, 8, 9, 15, 16 H H 215X 1320mg/m2% 1 H1
8], 10452 TR iEE L 720 20/27mg/m2ix 1. 2 H H X 20mg/m2,
8. 9. 15, 16 HH1Z27mg/m2% 1 H 11nl, 1045 ) T A L7z,

20/45, 20/56mg/m2ix1. 2 H H1320mg/m2. 8. 9. 15, 16 H H &
45 13 56mg/m2 % 1 H 1A, 30572 F T aiifiiid: L7z

*2)

#3)



17. BEERER#E
17. 1 BEERVREMICBET 5 58&

(LFURIFRUTXH X2V H#A)

17.1. 1 EANEE I #8:45& (ONO-7057-05 &5%)

B VAFRIE DS 1 [ DL oo 38 S Bl A 1k 00 £ 38 1 B A
260012, AFIED L 1) F3I FED FORFFH X5 Vi
OGS L7z. BRI I1E. 885% [90% 12 HE X 1 : 72.8~
96.8%] (SeaZR 1 H. R EEHS BRI B, E5=w 175
(FEIBSE#E T — 3 > 7 7V — 781230 < R AT |5 Il
HE) ThHolo BB, FHEIIHEE L 72 HHIL667% T
Hotze Fio BEWMN R L 7> 7226 1 26 51 (100
%) WCEITEH (BEMEMEORE 2 &) AR LNY,
E2EMER (10% UL E) &, M/MORA 12 6] (462%). V)
VOSERIR A 11 B0 (42.3%). 5 HLBE 10 B (385%). ALT 34
78 (269%). J95 76 (269%). M6 H (231%). i
Teim 6B (231%). 1K) Y ERIAE S B (19.2%). H MLERES N
561 (192%). ASTH# m4 Bl (154%). & w Kk 3% 44 6]
(154%) . WFrhEkBEIm4 60 (154%). ZE#A4 8 (154%). K
Mt = 2 — 18— 440 (154%), ML E Y L E B4 4]
(154%). H I ER KA 46 (154%). = H Y 7 4 MLdE 3 6]
(115 %) AV 7 2 andE 3B (115%). EO 31 (11.5%) .
T 3B (115%). THI3H (11.5%). M43 61 (11.5%).
FEEDORIE3F (115%). BREHEHE 3B (11.5%). FLIE3
B (115%), ML 25Fa—riEm3s 115%). ~E
yuav ygA3sl (115%) K K F + Y 7 2 i e 3 4l
(115%) TH o720

17.1. 2 BSLE T HEHER (PX-171-009 5XER)

i VAR AS 1~ 3 [0] 0 FFFE AL M TG D % e Vi BN i o )
792 %) (BEE39661) 12w LT. LY F3I FED porE
B A E) O LdL T AY) ELd LY X TKRKED
ZLERELACLAL Y A V2K L2, EEFMEETH
5 M G W o ks A (b g it [95% 13 #E X D) i,
CLA# < 26.3[23.3~305] » H. Ld#T17.6(15.0~20.6] »
HTHH, LA LT CLAdBE TR FAMICA S R ERE %
w L2 Oy — F 069 [95% 15 B8 X [ :0.57~083],
p<0.0001 [J& %l log-rank #& €], 20144F6 H16 H 7 — % % v
F+7)o

1.0
0.8 4
18 0.6
*
% 0.4+
=
0.2+
0.0 T T T T T T T T T
0 6 12 18 24 30 36 42 48
ot riskte #es ()
CLd%¥ 396 332 279 222 179 112 24 1
Ld & 396 287 206 151 117 72 18 1
%72, BRREHMIE H T d 2 A o i BT AR (b
Jfil) 1. CLABE, LdBFWIN S RIEETH . HEHFAH

WCAEBLRERIIZD SN TV (N — FH0.787 [95%
2 #H X R :0.628~0985]. p=0.0182 [J& %) log-rank ¥ E].
0146 HI6HFT—% Ay b F 7)o T 72, AV
L& e 572392 B 33261 (84.7%) ZEIVEM (IR My AL il
DRFEREL) BRDODONY, EREIMEH (10% b, 1)
. IR ERIR A 142 61 (36.2%) . £l 104 61 (265%) . i/
IR A 99 B (25.3%) . I 97 88 B (22.4%). T i 7451 (189
%) I AE T2 B0 (184%) . ASMRAE 56 B (14.3%). 4 J&
g 50650 (12.8%). %A 1V 7 A MLKE 4361 (11.0%). 75 I B
4161 (105%) K OSmEI6E 41 81 (105%) T - 720

D AHORER O R 28HM % 134 7v& L, 1HLE, 1. 2. 8.
9, 15, 16 H HIZ AW #HE L 7z 5 miE. 14 27 VHD1, 2H
H®&A20mg/m2 (FFEHEA) . Z LI 27Tmg/m?2 ((REifE) <
M EE L2 A 2V E TR L 72, 1394 7 v H DRI,
27mg/m2% 1 H 1l 1. 2, 15, 16 H HIZ rigfigi L7z, =¥, 18
YA 7N EBZ DG IFE SN Eh o7,

LVFY FIFOHEROCHE 28HMZ 1A 7 vE L, 25mgx 1
H 1kl 21 HE#E OGSz,

FXI AT ORERCHE 280K Z19 4 7 )vE L, 40mg%
THIME, 1. 8 15, 22HHIZKOHKG Lice TFH A5V v O
GHP»ARA & FHOE. RAG- O 4R R ~30 557 135 L7z,
B, EWNETHRE (ONO-7057-05# ) Tld. #1414 27 v o
ANT AN ITOHGHDOI B, TFH A5V v 40mg x5 L
HVEEHIZOWTIR, AVT AV I TORGHICT IR 5
¥ Amg & OO EIRNSE G- Lz 20 BIFHA 2 VISH VT 4
VI I B 5, B, BALIBUIN R LR sz
WA, FAE LTFFRH A8 Y Y dmg DG %2 524 4 7 )V D%
kBT AL E L,y B2 A 2 VURT, FFY A Y VY R
LTV WwlIZ IS ofEikA 5B Lz aid, FHlE LTFF 4
AZAmg DGR FRT A L L L.

OBV T VI T LB EFIRBETIRO SN BE, OV S
U RI FROTFH 25V v o #5512 X 2 EH8MGH%S » AL
P BAEAT TR0 H N BH B IC@ L F 1) F I FROTF4 2
5 OB GA & B O EHE IR BT RO S B
[EY R ANy A

(FxY X5 65H)

H2)

1:3)

HE4)

17. 1. 3 EIREH RS M4AEER (2011-003 5K5k)

BIIGHRIEAS 1~3 [0 Fi56 AL WETATE 0 25 F6 15 BiliE i 35 1)
9291 (H AR N B H 446 % & Tpo Cd 464 6], Bd #E 465
B IR LT, KVFVITED ROXFXH X7 VED ¢
B BAdL YA Y) ERAFED FONFXH 25 LED @
B (CAL YA Y) ZHEEL 72, EEFMGIEE T 5 MY
B R AE I o (Uil [95% A5 HEIX 1) 1%, CdEET
187 [156~NE#10] 5 H, Bd# 794 [84~104] » H T&
D, BAREICH L TCAdBHETHREI%WICHFELREEZR L7
(N — F 053 [95% 12 HEHIX 14 : 0.437~0.6511. p<0.0001 [J&
W log-rank Mgl 2014 4E 11 H1I0HF—%H v b4 7),

1.0 =
0.8
18 0.6
*
% 0.4+
=
024 T
0.0 T T T T T T
0 6 12 18 24 30
at risk# # (R)
Cd ¥ 464 331 144 41 4 0
Bd# 465 252 81 12 1 0
F 7 BIKEHRE H Td 2 LA H o h EFENT AR (O
Jufiti) (&, CABEECTARENE, Bd#ET 243 [2434~NEHEW0] 5

HTHY, MEMFMICHEREREZED LN TV RV (N
HF— N H0.786 [95% 12 i X 4 : 0.575~1.075]. p=0.065 [J&
B logrank €], 20144E 11 H1I0H F—% H v b+ 7),
F 7o, REMIFMAT SR & 4 57246361 (HARN 22680 & )
404 61 (87.3%) WCEIMEM (BRMAMORE % &) A°
HoOLNZY, EREWEH (10% L) &, /0§ 126
Bl (272%). £ 1107 B (231%). %% 579761 (21.0%). A
MR JE 93 B (20.1%). W W% [R 8 74 1 (16.0%). T i 69 51
(149%) . w51 F 6261 (134%). #0576 (12.3%). 5
FES5 61 (11.9%). FRME= 2 —1 /35— 4961 (106%). Y
VOSERIR A A8 51 (104%) . FEE A8 B (10.4%) K OF e M A
4761 (102%) THh - 720



H5) ORNVT VI T BHEBERICER D DN d o 2 BEH @QF
VT ITICLBERIAMETH > 72 BFLB IRV T VI T
DI G5 B BB OPEE S COMEA6 » A Ko BH#H X
S AN (N

WH6) KV VI T7ToMELOCH®E 21HM%Z 1% 4 7 v & L, 1.3mg/m?
(kZMHRE) Z1H1ME, 1. 40 8 11 A HIZHEHIRPI U TS L72.

W) FEFAY YV OMEROHE 2L HME 1A 27 v E L, 20mg%
THLE, 1. 2, 4. 5. 8 9, 11, 12H HIZREL&S L7ze %4
A VOBEARRNT VI TERAOYA. AVvF VI 7HkE
D 4WER ~30 74 5 L7z

H8) AKOME KO H®  28HMA2 1494 7L, 1H1E, 1. 2, 8,
9. 15, 16 H HIC/AlHHEL 2o 5=, 194 2 VHDL, 2H
Ho A 20mg/m?2 (FEFEER) . ZHLLEIZ56mg/m2 (R k) T
SRR L7z

E9) FXH AV OB OHE 28HEZ1% 4 7 )vE L, 20mg %
THLE, 1. 2, 8 9. 15, 16, 22, 23 H HIZRELH*E L7ze &%
FAF YOG AHARH L FHOYE, KA S0 4K ~30 5

FUOHEHE L 720
E14) THRY AV R BT B A ORE S RO R L
Bre ko

(FRXHA AT ROESY LY T (BiaFEMz) #H)

17.1.5 ERH£ RS MR (20160275 (CANDOR) iHER)

T 16 3 JRE A% 1~3 1] 0 P76 AL HETA ME D 2 F M 5 Bl i3
466 B (HANBEF 3161 % & . CAD BE31261, Cd B 154
B) 12 LTy ARA GA2\EG) ES FONFFS RS
VES) Oft (CALIYRAY) ECALVLI ALY IV LT
7 (GEET##z) &7 % Ffg L7z2CdD LY A ¥ %Lk
L7z EEFIED Tdh 5 EWMEALFHHOMKE (PYfl
[95% 15 #E X []) 1&. CdD #t TNE%® [NE~NE]. Cd#k
T158 [121~NE#®] % A TH Y. CdBEizx L TCdD B
THATFMICHEERER 2R L7z OV — FI0630[95%
12 1 X 14 : 0464~0.854], p=0.0014 [}& I log-rank # 5E].

Bl L7z, e .
$10) NE bR 20194E7HI4HF—% Ay b+ 7)o
17.1. 4 EEHEFEFETHEGER (20140355 #HER)
i35 9 IR A 2~ 3 [0 0 78 S ME VA TE 0 £ FS 1 B IR R 081
47861 (HARNBEZ 40612 &ieo J8 1 %53 240 61, 58 2

1.0

o4 5 BE 238 1) 1Tk LTy ARROF RS A 4w ol
OFF (CAL Y AY) 12813581 H#5E12 L34 2 m# E
BAEBW % g U7, EEMIEE Ch 5 MBEALME % 04
DR O Ui [95% (5 HEIX 1) 1k, 1S HCTll2  *

[8.6~13.0] » A, M2 R G5HT76([58~92] » HTH . 0.2
W 2 PG REI U Tl 1 e 58 TRERHAI ISR A IE R
ZiR L7z (O — F 10693 [95% 15 X [ : 0.544~0.8831. 0.0

T T T T T

p=0.0014 [}& 5l log-rank BE]. 20174E6 H15HTF—% % v 0 3 6 9 12 15 18 21 24
M+ 7)o at riskE #R (B)
1.04 Cd&t 154 122 100 85 70 55 13 2 0
CdD®f 312 279 236 211 189 165 57 14 0
081 F 72, BIKGHIEEH T 2 AR ORE (Ghgefl) 13,
g 06 B 1B CaRf CdD#, CABF VI NDRIETH Y., BMitFWITHERIE
= FR#RD LN TR (O — NI 0.745 [95% 15 FH X 14
£ 0491~1.131]. p=0.0836 [Ji# Bl log-rank # %], 201947 A
g 041 UHF—Fhy b4 7)o $70, RATEFMAISE %o 7
024 308 B (HAN20BIE ) H 26061 (84.4%) (ZEIVEM (K
' A OB 2 &) RSN T, F4rfEH (10%
00 BLE) W, /MR 103 60 (334%). #ILIE 7961 (256
o 3 6 ° > 15 18 o1 %) #5661 (182%). WPWLKEES2 6 (169%). AMIE
o e (B) 516 (16.6%). 9 5746 61 (149%). T #i46 %1 (149%).
aLnskE B33 (107%) J OHFHEREA 3LBI (101%) Th -
JB2EICdEF 238 164 119 86 41 15 4 0 70
JB1EICdE 240 178 145 114 69 24 5 0

£ 70, WMKFFAIRE Th % S AAMMORR (loef) g, 10 FUDMBRONE BANELT L7y EL AT, 1 28
- e e g e e e . 15, IHHEHE L7 B5EE 1 A4 2 VHOL 2H
W1 EECGRE, 2 FEGHFCT G RIETH D« At H o & 20mg/m? (KEHH). 21 BHE56me/m? (REWH) ©

WICHEEREREIRD SN TV ARY OV — FLIE0800 PR L7
[95% 15 % X 1] : 0.563~1.138]. p=0.1070 [}Z %I log-rank ¥t 1E16) FEHRA S OMBEROHE  28HEZ 14 2 Ve L, 20mg%
El 2007 F6 HIGHT =%y b+ 7)o Fiow ekt 1208 9, 15, 160 HIC40mg%# 220 H (75iBoa1d18S
i %) % & 72 - 72238061 (H A& A2661 & ) 173 %) E1220mg) ISREISUEHEHIRNEE S L7ze TF 927V v OHHH
(727%) (\CEIWEH (BRBREHO RE 2 &) SR LN DA & H DTy, ARB O AR ~30570, 577~ T

50 1~3 R HuTc$ 5 Lo

- 6) T 7a y N
oo EAHE (10%DE) & MUNBR D STH) (155 4y 10) s oo Gatarains) oMuom i : 28 0 194 7

%)\ %mESSﬁ“ (147%)\ Z“EE{EEZ{){&U (122%)\ a}qujk )l/k L‘ 1@16mg/kg;§:‘ lj‘@'ﬁj‘jﬁ:ﬁ@ (1«,8@@\ *}J@@&2Hﬁﬂ
A 2661 (10.9%). £ 12561 (105%). ¥ 97 25 61 (105 25 LT 8me/kg TR ). 2B (9~2438H). K4
%) BOEL 2460 (101%) THo7. MIRIRS (253 0B CruminRE L 72

B S JE18) NE s A6

WD) FX¥Y AV OREROCHE  28H%Z 1A 7 v e L, 40mg %
THILEL 1. 8. 15, 22 H HICRIUIMIRIE S L, 944 7 L % I
CHYELZ. 1094 2 VLK Omg & 101, 1 8, 150 18 MR
R BHIRIEE S U 7ze 7% 4 2 5 7 > OFe 5 HAAKHA & [ 18. 1 fEFA#FF

Oty KA L0 AW ~30 5 Fi 23 5 L 72, ANT ANV ITIE, T7BTTY—2DFEN) T U8k
TE12) AR OO 280 %14 20k L, 1H1E, 1. 8 15 EHEAHET ALY, BEMBOT RN 2%
HHCHMEHEEL 22 583 1Y 4 27 VHOLHH O A L R R A 4 2 810
20mg/m? (ARFEIHAY) . 2 NLLF X 70me/m? (fRZEIEAE) T AU 18. 2 FiEEHE
ELZ NN .= g
e 18.2.1 ANT7 4 )V I Tid, invitroERIZBWT, %
e e T o o B8 S BRI MMLLS 1% OF RPMI-8226 SN o> i 2 501
Ho#20mg/m2 (R, 2 BLFIE27Tmg/m2 (KR < L7z E7o0 TRY ALV VML L % 572 MMLIS R U A

_7_



V7 75 VZIHE & 7% o 72 RPMI-8226 Al s ik o Ba %t % )
L 72810,

18.2.2 A7 4NV X 7id, MMISHIaREE 2 TR L 2%
ERLET Y 2B VT, MEOREZ IHI L2 W,

19. B ICREY B IE{LERIENIR

—W% AV T 4 V27 (Carfilzomib)

b4 @ N-{(2S)-2-[ (Morpholin-4-ylacetyl) amino]-4-
phenylbutanoyl} -L-leucyl-L-phenylalanin-N-
{(2S) -4-methyl-1-[ (2R)-2-methyloxiran-2-yl]-
1-oxopentan-2-yl} amide

53F-3X - CaoHs7N507

¥ 71991

PR ARRRAG~IKABOBEAKRTHY, N-AF LTy F
Y NN-VAFIVEVAT I FLETAFIVAIVEF
YRIZETR L, 2y /=gy /—)b (995)
ZRRHETFRTL, T M NIV 2- 718 —
R REITIC L RICIEE A EBET RV,

LR

20. RIRWLEDEE
HURRE R ILEE L TRIFT 5 2 &

*21. EEBRM
PR ) A 7 EHEN 2 g0 b, EENIHEET 2 2 Lo

22. 8%
(h4 70OV 2 Z7Es4ERA 10mg)
134 7w
(h4 770V X EiEEEEH 40mg)
AT v %

23. EEH
1) Watanabe T. et al. : Br ] Haematol. 2016 ; 172 : 745-756
(ONO-7057-01 k%)
2) /NP T3E - EINAE 1A (ONO-7057-02) iRt (fk
WL
3) Suzuki K. et al. : Cancer Sci. 2017 : 108 : 461-468
(ONO-7057-05 #k5%)
4) /NEFEE S AL I (PX-171-009, ASPIRE #ER)
ARBRSRE (REPVEEL 5 20164E7 H 4 H7KFE. CTD2.76.2)
5) /NEPEESL TS - EIRRIEMS AN (2011-003. ENDEAVOR
RER) REREGE (FENEED
6) /NEPEEGL T ¢ EIBRILEI S AR (20140355, ARR.O.W.Gk
BR) ABGR (RLPVERD
7) NEPEEGTE - ERRILE S A (20160275, CANDOR
B EREGRE (FENERE)
Demo S. D. et al. : Cancer Res. 2007 ; 67 : 6383-6391
Kuhn D. J. et al. : Blood. 2007 ; 110 : 3281-3290
Parlati F. et al. : Blood. 2009 ; 114 : 3439-3447
NPT AV T 4 VY X TOFIEERIE (NG
Bl 20164E7 H 4 H&#E. CTD26.2.2)

24. XWEFERERVHEVEDESE
NEP R TR <90 AR
T541-8564 KT FF I X AKIBHT 177" H 8 % 2 %5
Eif 0120-626-190

26. REWTEEF
26. 1 BUEHR5E

ONORAESTEE LN

KIRHRRKAALIE 1 THBE2S
26. 2 17#%

AMGEN’

® : B

KYP-1H



