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0.7mg/m* 25 1k




KM 1 —ONF—XEHREZSEERRICDOVT
AENENT 5 & E 2 5N L EMYE= 22— 3F— 3k
EPRERMAEBL720AE. UTNIORTHERHEZETED
HE It > Tl R3EUEPIEd 22 8.[8.4, 11.1.38K]
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8.8 THEREEELH b D 2 L AH L DT, EHIICIFHREM
HEEITH T EL[11.1.7581]
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BILC O & F UL BRI OB 0RO bz, 2
NODEFRBEFEELEEORD bR L7z,

9.6 1Z3im
B OB REROHIAREOG L ZRE L. RO L
EHIEEBET A Z &,

9.7 INE
INBEE R TR & L7 BRI SN L T v,
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W, SMEREA RIS L. AHL Sy v ey VIR
W OEHEY 5 5 E v O24FE R FH D% (2000me/m?/ H) %
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11.1.2 DE=E
9 o M LAE(1.3%) . LEEIFE (0.1%) . LEMEY 2 v 2
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TH SRR T A ST Wb, VMERRERIZ B\ T
QTHIIRIEE DM H D 5 H%, FHH & OREEMEIZ OV TIZ S
M2 o TV, FEEUIHRTEO S HMIE 2 x5 & L
7oAV TTARRERIZ B\ T REIER O T F 2 & ) U BETH
BL OB EORBHE I E N2 N14% R 12%TH > 120
D) HUOAREE (RERIKEE, A%, ) oMt oRe, GE
M a vz, BiKkiE) OFEBUEE L ENEN5%R 4% TH -
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R = 2 — TS F =D FIZED SN LAY, AR E L ifEE
PRIET A =2 —u/8F—OFBFI L MEF ST b, ERME
Za - F—IINA T, RRIER A L R E S B
DFE, MO ERFRICEHEME= 2 —a/NF =5 L
TWRHFEMED D B 75, TR Cuiv, F72,
KA OG- & 0 FERRTE = 2 — a8 F — S0 e B % B
KLLMD D 5o HIREIIEEEDO LRI HE L MR &
L 725 4 IAHERER 12 33\ CGrade 2D\ EO KA = = — 1%
F—ZRBOBHETIIHERABIC L) =2 —aF -
W dy BVIEAEAS1%THRD b7z 72, MIE THRER
2BV TCGrade 3L LR = 2 —a /3 F -2 P L - 8H
XixGrade 20 =2 —ua/8F—%2 2 L, &5 &L L2EET
. KWE= 2 =8 F —0OUED L\ ILREAT3% TR 5
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NN

1.1.5 SBEMmH
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fE(2.8%) . PLIMERIRA (0.19%) 5 HbNDL Z L hd b, B
FERE SIS 7o Ry BgE (RIMUEYE > a3 v 7 48) i
SEOBRELFEEHDIERT 52 L0d 50 HIEE LA LED
25V HIE A R G & L 7oA s A A BR IS BT 2 EAE D 1
I (Grade 30\ &) OSHFIIAFNEETI%, ¥ 25V VB
TH%Td - 720 M/IMEIZE A 7 VO11H B IR AKfE 12 5E
L. WHIZRY A 7 VBT £ TICBE L 7ze M/MREE D A
ERED N — FH2REFE G- D8 A 7 )Vilhi ) —BLTH
DL RO MG AME L E80 S e o 7o FFE LR
VD 2 SV REIE % 00 5 & L 72 o4 THAH ERBR 12 35 W T/ IMR
BORBMEOTIEIZ, FEHGRTOFI40% Tdh o 720 5L
R TED S5 RIE 2 0 5 & L 72 e T ERER 12 B 1 B %
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5% Al BUEA]
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10,000/uL ) F- ¥ B S, RO S A
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11.1.71 HER(12.4%)
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KRN OGHIAM K OEFE T HRITEFOREL T 551285
L. RERRREE, FRANBEE. BRMUEIR Rk, BORmIE) . 57
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D HARANI B 5 5B (SHEMEHELZ S & L@ RNES 2B
B EIN BRI BB, 5 8 1 F BT A B OV B A, I ONIc~ >
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xfge & L7z E RS SE R R (H AR JGEBI O A) OEE
11.2 Z0ftiDEIEA

% :Il -
100011 | 100K 5%k SR
B Bk % K EEAL <X, B RE k. B
B W% (B, B, LIRS, AV %

Wb D s, Bk
N SN
PN E NS

iikicd Wiafn, O ER B
B e Bk A
HEREEEm
SRR E EUE
FRA - S8 | AR IR RERA. BK &E 3 L A 7
MU, 5 PRERMAE, | & — )V IfE
K7V 7 3 v ImiE,
B o B EL TR
F — PIIE
IR A ) o adidE, K& b)Y A

TN A, | E
1) T AMUE. &

VT A MLE

i, WEIEBEIR R, | S, IREEAER
e BEMERE & WSO, NG
fFge. S

e HAEAR, OR%, |[ODE % HT
JEEEI . 2. gk IE A

Wi, . g
%, WETRE, A
M W A 4 . B
K LyFrr, &
i NN ||

HALE | T

JFF e iR JHFE
| g5 Z 9 FEE. BTAE, |MPEkiRE - A

KLBE. ZFAE. FERR|JE 1AL BE - 5
5. UKL, BE | 22 ) B2 R R
M. %83E. ZIEAL|H (SweetiE &
BEOHEBL RLEITEE). BB K
5. BJE il Ha VLR R 9%

INERI e (R, B, A
T, B, HEE
(OIS

=

T - AR TR AR E . PRI REK, f23 7

% (R, MR oo 7))
&) . SRAPIREYE | hn. PRIEE SR
& E Y. RS EE, K. B R
JI9iE A b= N (TE N |
[liRE
Z Dt SRS, BIRILDH B .

g, WKL, I 2 L |CRP®S dn.
7= BN, A& B POk
HA, 2Ch, |H mH ~»
POAX . R W &L 7 F = ViR
IR N7 3 AT AN -l =
AL IR REERA (. i P E R
FEyE RN

13. BEKRS
13.1 &R, EIR
AL EOUG 2B R 2EER T2 L0 By e imls 2 49
SO E BRI K& OV IMGRAMED S ST\ b.
14. EAHLOER
14.1 FRIFREFOER
14.1.1 BIRAIRS
DNA 7V HREFLAIRHRS.OmLTHER L TR 2 2 &
14.1.2 M5
DNA 7V HREFARHR]L 2mLTHER L TR T 2 2 &

EFTRDIASGE

KV7r 37 RKVFV 37
% rl~1 . ) £ I fﬁ—'l 5 Gk Sl
Bl e (mg/’5A 7 V) AR R TR
HHIRM S 3.0mg 3.0mL 1.0mg/mL
BT 5 3.0mg 1.2mL 2.5mg/mL

14.1.3 AHIOWY F R OABIZH 2o Tix, FR2MEHATS
o CHEEIIAT ) T o AFIHIR IR i 725121
EHICABT L CH) 2 &,



14.2 FERRZSIHFOER

BHEIONA T IATIAEAL Y TH Lo EIEH LSRR LI
AT 52 Lo NA TR ORMRARIIGHEY) RS 52 &,
14.2.1 BBiRAILS

MOIEFN DA % WS B 72D, REFEE- D7D DN — b % il
LCEET I Lo MR PEG SN TV I— bEANT
O¥G TRV by o, EEF 2 — 720 L2BIE.
BOBAERLPICHRAEREER T Iy v v 7 &TH) 2 ks
14.2.2 E &S

MV R U TG4 288120, B O RBERE, PEEE 1250 H
WA G-T % % ETR AL A LT Sk

15. ZDMhDFE

15.2 FEERARERERICE D < 158

15.2.1 8 (VR O, 2) & w723kl BWT, Kvr v 3
T ARFII R E CRERHESE & 02~ 3= % BRI S-§
B2 EIC R DABEEIN. O IRES K ORI SRR
S, FEICE - 7oe T OG5S K ORI 4K EE I B
WTh, BMHEDEH 2RI ER S 5 A LRG3 5
FUBIERED S 720 A ORI BT, FFEHE TIZQTCH
B DERIE 7 HER SRR STz, ¥

15.2.2 W FEE(Z v F)IZBWT, 0.20% 00.15mg/kg(1.20
T2 180.90mg/m?) B CHREIE-FE 1z D2 M/ 254 e MR E A 5
YU H AR O A A% iR B 729,

15.2.3 7% 4 =— AN A A% — NG % 7z vitrode itk
R C, Sl 24T o 72K E TdH 53.125ug/mLEL 1T
Yot (R FLREA ST (REE RO e ik ) AR L 727,

16. EYEhEE
16.1 MAEE
16.1.1 BjHgs
IR L2 M EMEREIZ, AV r v 3707, 1.0
1.3mg/m*(%n=3. 6 1Z5~7) % H.ARC, 1H 1M, F20n, 238 (1.
4, 8, 11H H)EIRMNIES- L2 EO1H B EOIIH BIZB ) 5 4Edh
RT3 THEEBE L 72,
BHEHOMMEPREHEZIZEULTBY ., He22 oMt e Zhic
BB REWHEHZ N E T2 ZHEOK TR L2, F7,
AL BT B OMER (V) L. FVF v 3 7 oM
BIFCHH I LARBENT, G HHTOEOKRE, 1HH & I
L. 1ILH HIZBWT, #dml (he) oER, 521975 A(CL)
DIERTHALEHERTRON, SO LI, SR TEO M
T (Co) 316 OV IfILAE r i B~ e ) i T T A (AUC) S 1HH X D 11HH
TEMZR L7 —7. HEMTOREORE, Coll HEME IR
OONZLEho7zh, AUCIZE L ClR&RBEHICB VT, BB col
LOEIIRE VDS, HEMEEI RO S, 99
BREXIHELEDZSREBRESEICRILT Y I#0.7. 1.0X&1.3mg/m?
TEIRNIRS Ul £ OFRBRA ST ZMEBHRILT Y S T OEWENRE/ (S
X—& (@@L /aAVI— XY R ETIL)

IEMEFIRBIEDER S S BEVRABROSHEEHEBRECRILTYID
0.7, 1.0X[F1.3mg/mZEMR(EXIIT7 S URUTTL RZV OV HATE
IRAIRS Ulc & EDMERRILT VS T OFEMENRR/IS X —5

[ 0.7mg/m* 1.0mg/m* 1.3mg/m*
,f‘;%f@; Fe (nzge» <n=5~gﬁ> D) (n=3f4> ik2)
F¥9E | SD | PgfiE | SD | FIfE | SD
Co.08n Hgh | 45.4 10.1 59.4 18.9 120 24.5
(ng/mL) BEH | 34.4 5.80 69.5 19.5 88.9 19.6
AUCuast il 28.8 14.6 62.6 24.8 115 28.7
(ng-hr/mL) BEH | 26.7 12.9 82.8 13.8 75.6 20.4

DRV TF VI THMEE G n=6, ANVT7 7T ROV K=o LK n=5

H2) KTV I THAE SR tn=4, AV 77T ROTL F=va LR n=3

16.1.3 &S
WGEBEO D 5 L5 HEEE . KV TV I 71.3mg/m* % HAl
T, 1H1E, E20E, 281 (1. 4. 8. 11H H) 2 TS (n=17) K O## Ik
N5 (n=14) L7z & E11H BIZ BT B IMEER RV 7V 3 78 E % Mt
L7co TOFER. RT3 TR TGO Coax L EFIR I G- O
1/10Cd o 7275, AUCuksd I GBI TR E L R S h o7z, W (HHE
ANF—%)

ABEDH 2SR MEBHEESEICKRILT VI TJ1.3meg/mER MRS RUE

IRARS Lic&EDMBEHRRIVT VI T OEMEEINS X—5 (BIFE: /7

aAVI— XAV FEFIV)

FPE W TS (n=17) IR - (n=14)
K5 A—% i SD R f SD
Cuax (ng/mL) 20.4 8.87 223 101
tmas (hr) ™) 0.50 (0.08~1.00) 0.03 (0.03~0.08)
AUCunst (ng-hr/mL) 155 56.8 151 42.9
) B (i M~ S A fl)
16.2 TRIY

16.2.1 MIRFARES
E MIBIT LRV T VI TOMAERAEEFIE78.9~85.7%Tdh - 72
(in vitro. BRH} 28, 10~1000ng/mL) .
16.4 {38
L MIBUTLZRVT Y I 7TOFELRBBEKIIH AT FELTHY, ©
MFIZ v —2uax iz vicoidB L ). RV 7 v I 7HFI2F
k70— AP450 3A4. 2C19M% F1A20 3 E CTdh B Z EAUREN TV
Bo F b Z 10— AP450 2D6 N 209D F H1d /N E v, F 72, v M
Ivuv—nsx i vioifEBR L), RV I 7k s F b
T — 4P450 1A2, 2C9. 2D6K U3A4~ O [ 5 AE 1 §5 v ¥ (ICs0=>
30umol/L. >11.5ug/mL). F F 7 1 — AP450 2C1912 %3 % BH5ERE
(IC50=18pumol/L. 6.9ug/mL) 2R ENT V5720, KEZOERETH
LA O MBI Z LA S &R D 5. WAE R MR %2
W7z vitroikBE L ). RV F v 712X AT b7 —24P450 1A2
T OBAAD IR 7 FFE R IXFRD S N Ao 72,
R OIEVEDOAHHE  BiA 7 FAL S NABIIIEEZ R S A, B0
16.5 HEttt
b MIBIT ARV T VI 7T OPRIEREBIIFE STy,
16.6 HEDERZEITDEE
16.6.1 BHgaEE=E
ZVLTF=r2) T 5 AME(CCL) THH L 284 2 R O Bk bE
EHETHEEERWNRIC, KVTF VI TOEYBRERBR T EHL 720 F
7ow BITRICERNT VI TRFEL LB EG S KRBRICH A AN
720 RT3 70.7~1.5%mg/m*% B2 IR G- L 72 & ED8H H
DENVFITOZ)T 5 ACL)IELUTOMY THolze ©FHEA

e - 0.7mg/m? 1.0mg/m?* 1.3mg/m’ .
JEOIE - sma| =3 (n=6) (n=5~7)% 7=7)
V| SD | Ff | SD | P | SD BHkseDIZERIDMmiEHRILTY = JOCLBHE)

Colng/mL) 1 73.75 7.89 | 144,92 | 179.31 | 185.84 | 57.65 EHERE DR _260 ) 4Q~59 ) 2(_)~39 ) _<20 L ERRE
11 130.68 | 71.97 | 147.19 | 72.33 | 187.03 | 54.31 (CrCL) mL/min/1.73m’* mL/min/1.73m’ mL/min/1.73m’ mL/min/1.73m’

AUC (ng-hr/mL) 1 14.04 0.70 28.58 | 24.86 | 46.50 | 19.89 n® 14 11 16 3 8
11 [ 112.01 | 47.74 | 108.39 | 52.32 | 186.60 | 49.79 T 31.1 31.1 27.9 27.7 24.7

3.31 0.88 6.81 8.81 16.11 | 20.75 SD 9.8 17.3 15.8 13.4 10.1

trz(br) 11 64.59 | 30.29 | 32.46 | 12.91 | 57.39 | 24.92
83.35 | 10.52 | 105.41 | 75.66 | 51.97 | 18.99

CL{L/hr) 11 11.77 | 4.67 19.63 | 14.50 | 12.10 3.73

V(L) 1 406.92 | 154.03 | 520.08 | 349.87 | 894.41 | 682.35

11 ] 978.51 | 263.13 | 731.69 | 242.35 | 957.81 | 350.40

#)IHH n=7. 11HH :n=5

16.1.2 B HARS
S MR OMIL & 72 52 WRIGEOSEEFHIERE I, R
72 70.7, 1.03131.3mg/m?*(%n=6, 5~63L133~4) & HM L% A
V77 Iy ROTL F=vu B CEIRNEES L7z & & olEd R
VT TRE AR Lz FORE, MR RV I 703y H)
FEIX RV TV I THMESEE ALV 75V ROT L F=va v
TRELEBLSh oz, 10

) S BYREET AT 51 5

HARKIORE S NI, 1.3me/m? (REFER) T3 %,

16.6.2 RHigEEEE
VYV E S ETHE LA RBREONEREE A3 2 BE 2RI,
RT3 70.5~1.3mg/m?* % H2MEFIRN S L7z L ORIV T3
TOMETHEBLL72AUCIRLU T DY) Th - 729, (FHEAF— %)
[9.320H]

FrBEDIEERIOMBRRILT YV S TORETHIBILLIZAUC(BHE)

IR RE D AR FE FiReREEME  EROREMO  fERRAREEO  ERISEE O
(E))LE H) U >1.0~1.5f%  >1.5~3f% >3
n 11 9 8 14

FEAT I il 52.2 51.9 85.0 83.2
ZEMRE (%) 26 91 27 57

1) S B RERE A0 5 51 %%



16.8 ZDith

16.8.1 &MFHRIEMAER (R TRS)
F TV 2 7ESHH3me BT A N, v A RS H3mg & winEl o
FE R OEE GRS DR — 25 L) WHZEZ2ITo725DTH Y,
pH. MG, IBBFE. KTV 3 TOEASEKILER L o 3H) 50 7 [ 4%
P2 BET L7z R. WH RS HR SN2,

17. BRPRREHE

17.1 BAHRURLMEICET 5558

(BHEEHEE)

17.1.1 B5V5E MABELEREAER (0395:5R)
TEIE SN HETAVE D 2 351k BN (209 2 Y14 AR He i sk B (0393485
BT AEREMEIITOEBY) Thol,
1~3B OHIGEHIE R F T 2 BE &R E T 2 A LIRS B
HERDO RT3 TEETIEL . 3me/mPE EIRIR G- U 720 TS B Gl
WM (TTP) &, % A5V Y BED3.5% H (hIfl) 12k LT, Kvr
VI TEET6.20 A (PfE) Th o 720 A O N — P, 0.57
(959%MEHEIX [T 0.40, 0.81; p<0.05) TH > 720 B, AAFH Ui
X, EEEORNVT VI TETI6.6% ] Th-o 2 UAME, BRI 2
LT RTCEAGEETH - 720 7

;EY155 MARLLEREHER (0395H5R) [C B 1T DB DEL

Eiie FiERERI A O & B> 1

FVFIIT T; jff FVFIIT T; ;’Lf FVFIIT T; jf;
FFiE =333 =336 n=132 =119 =200 =217
TTP
ARy M%) 147(44) 196(58) 55(42) 64(54) 92(46) 132(61)
el (F) 6.2 3.5 7.0 5.6 1.9 2.9
(5%EERE)  (4.9.6.9) (2942 | (6.28.8 (3.46.3) | 4.26.3 (2.83.5
N R 0.55 0.55 0.54
(959 HIX 1) (0.44,0.69) (0.38.0.81) (0.41,0.72)
pli™ <0.0001 0.0019 <0.0001
A AR
FCEEH (%)  51(15) 84(25) 12(9) 24(20) 39(20) 60(28)
M- R 0.57 0.39 0.65
(95% /=X M) (0.40,0.81) (0.19.0.81) (0.43,0.97)
pfi <0.05 <0.05 <0.05

D) MEPE LD BRI T2 & ) 5% L 7= Log-rank#siz Copfi
33141 #3241 (97 .9%) |2 BIME 25588 & L7z 3 7% BIE A [10%2L £
R W d. T ORI1736052.3%], T GLL1726152.0%] . 9% S5 [131460
39.6%]. H/NMREIEA[1096132.9%]. ERARIR[1006130.2%]. FEFLA[99
$129.9%]. MEIE[966129.0%]) . R = 2 — 1 /85 —[936128.1%].
I8 B676120.2%] . 5 & 656119.6%] . M7 4E [6416119.3%] . £ I
[63%119.0%] . S [626118.7%]. 535 [616118.4%]. %5 1% i (61451
18.4%] . HFHERIEA (596117 .8%] . BEHa [5445016.39%] . - [l i L4251
12.7%] . REG[396111.8%]. FA MR = 2 — 1 /95— [38111.5%]
THo72.05.. 7.3=H]

17.1.2 i858 MAREAER (MM Y 300255%)
1 MRS AR O IR & 7 & 2 VRGO 2 5815 B 2ok 3 % WAL
A5 AR EER (MM Y 30025885%) 12 81F 2 B I T o L B ) Th - 72,
IS MEHR A O WIN & 7 5 2 VREMO L ST HERE 2 IR &
5 EMEALIEE MBI LR ICBW T, AV T 7T YImg/m?L
prednisone®60mg/m*D i F i (MP#E %) & MPHEEE IR )L 7 3 7HD
(RIS 1. 3mg/m*% b+ 3w L - MPB##E: & Hei L 720 T8I 1 hH
PO (TTP) 12, MPEE©15.0% A (fhdefii) 2%k L C. MPB# T
20.7» A (hJefil) Tdo o 720 AFFHIRENIZ. MP#ED43. 17 A (FFyufE) 12
LT, MPBHCIZRFETH > 72, 19

#5158 MABEHER (MM Y30025H5R) [C 513 2 B AT D ER

MPB MP
n=344 n=338

TTP

A (%) 101(29) 152(45)

FigefiE () (95%(ZHAIX )
A= F I (95% 1R HEIX )

20.7(17.6,24.7) 15.0(14.1,17.9)
0.54(0.42,0.70)

plE™? 0.000002
A A7
FECEEE (%) 109(32) 148(44)

Ao () (95% 15 M X 1H) NE (46.2,NE) 43.1(34.8,NE)

NI — W (95%/ETFIX ) 0.65(0.51,0.84)

i 0.00084

EDIYA 27 VE22IHM & LT, K7V 2 71.3mg/m?% ., §1~8% 1 7 Vo],

4, 8T UFIIHH, 59~18% 1 7 Vo #H1 KL U8H HIZHIRMI% 5

H:2) HECEAALORERIR T2 X 1) 3% L 7z Log-rank#é 5 C Opfil
34060133141 (97 .49%) I RIVEH 25788 H 7z F 2 IER [10% 2L F %
R /ARG A (1645148 2% ] i BR S A (1636147 .9% 1. A4
PR E = 2 — 1 /8 F — 1486143 .5%] . FE0[1346139.4%]. THI[11961
35.0%1. e =g [1176134.4%] . & 1[109%132.1%]. HImEkH
A[1086131.8%] . MEIH:[87%125.6%]. 57 [856125.0%]. V) ¥ 7SRk A
[78%122.9%] . AEFLL775122.7%]. A HAIRI706120.6%] . HE 9 (63451

18.5%]1. [EGe[596117.4%]. FEE[556116.2%]. 1)1 HE[544115.9%] .
S5 (480114 .1%] . S [416012.1%] . M5 [416112.1%] . #FIK
Hiy% [406111.8%] . ANIRAE[356110.3%] TdH - 72, [5.. 7.35MH]

o EN AR

17.1.3 EELESE MA5ER (MMY 3007:5%)
TE MBI DM & 7 & 7 W RO L 3 M BIIE 03 2 EIRsSE
[ 55 T AR FRBR (MM Y 300773055%) 12 81T 2 EEZEI D T o LB ) TH o7,
3 M HATE RS O WS & 72 © 70 VR IGHE O % 5515 BiIE £ 568051 (H
KRNBEE2AG % & 8) 2R E T 5 IEEALIEE W R B
WTC, RT3 7] 3mg/m? (B2 T LIRS ). A v T 75
Y 9mg/m?K N 7 L K = v 1 » Lidprednisone*60mg/m*? i FH # i3
(MPB##:) & MPBIEEIC ¥ T Y A~ 7 GRIZ T-#46 2 ) 16mg/keg% I
Fek L 72DMPB#HE: % g L 720 REFFMIHE ©d 5 B0 A
(PFS) iZ. DMPB#:TIZ R #E, MPBET17.9% A (dhJafl) (95%13 i
X :16.1~19.8) T&» V. DMPB# CHFIFEMICH SR EREZ /R L7z
[NF—= Rl 2 0.51. 95%MEHEXH  0.39~0.67. p<0.0001#¥], 2

FEDIFA 7V E2QIHME LT, A7V 2 71.3mg/m?% . H1~2% 14 7 Vo],

4, 8K UIIHH. #3~18% 4 7 Vo1 L O8H HIZEL T AR 5o

T2) IV A LD NPT 12 & Y 373 L 7-Log-rank#usiz Topfi

N FR KR
3336 (H A A1 % & &) 1125060 (75.1%) I EER 5780 b it 7z, +
ZEWER [109%LL & Gedf] &, M/ A (1156134 .5%] . & ik
[1046131.29%] . HKRYEEFE = 2 — a8 F —[926127.6%] . £ 1fi[39%1
11.7%] Tdh > 72.[5.. 7.35H]

17.1.4 ;855 MAREHER (MM Y 30215158)
HIGIHEE D & 5 % 55 B B3 20 3 2 WAL 45 TR 308 (MM Y 3021
SHER) ICBIT ABREMEILUTOEB) THo 72,
13 OHHGEHRIER /T 5 BEE R E T 2 EEALIFERIES R
EROD Bz T GHE R OFIRINI S B TR AR V7V 2 71 . 3me/m?* & #%5- L
720 EEFMEE THEH A 7 V4E TOLEEFF(ORR) &, & T
G, BIRNEGHEE $1242%TH 0 . FELMEDPHGE S iz BIREE
ffIE B T & 5 JE 53 5 P06 R (TTP) K O V4EA AR ER1E, BRI S-
BEC9.4 A (FPyufiti) Je O76.7%. B2 TH5-8C10.4 7 A (B oefit) L oY
72.6%TdH o7z, 1V

#8515 MARGHER (MMY3021518R) [C B3 2 BRI DELY

RUTVITHIRNES VTV ITE TG

A 7 VA E TOEZEEF(ORRM)

APt % 73 145
e liEe 31 61
ORR (%) 42 42
pfiE? 0.00201

ORRI} (95%15 #IX 1) 0.99(0.71,1.37)

TTP

AR 74 148

efit (H) (95915 FELIX ) 9.4(7.6,10.6) 10.4(8.5,11.7)
N — R I (95%15 HEIX ) 0.839(0.564,1.249)
Pt 0.38657

LRLEATER (%) (95%ZHRX ) 76.7(64.1,85.4) 72.6(63.1,80.0)

1) CR+PR

1:2) I PEME T Opfi

1:3) #E1E AL ORI 12 X 0 % L 72Log-rank#i5E T Opfl
BNTF VI TRE TG LA BT, 14760412441 (84%) |2 BIVE
AHED SN0 EARBWEM 0% EF R, RIS E =2 —0
I3F —[514135%] . I/ IR A [445130%] . B i ER s A [345123%] , Fil
W [344123% ], A IM[286119%]. T Hi[286119%] . 1 ik 5 2> (26151
18%]. FE.L[246116%]. FEE[186112%] Td » 720 B, PG
& 2 JRBFTHESTER ARG 128561 (58%) (2380 Sz [5.. 7.351H]

(R BILHEREY > ) \RE)

*%17.1.5 EFEHEISE MAEGER (LYM3002515%)

MR OBIL & 2 5 R WRIGHEDO~ » MUY >/ E kT
3 % B 36 [ 45 TR 38R (LY M3002545%) o G IZ L T oo 2 B ) ©
?)O f:o

MR OBIG & 72 b e WARERO~ » MUVHIEY) v 8@ 8 E %
x5 LT B AR LI E BB L BRI BT, VYR T (#E
THHR 2 )375mg/m? ¥ 7 UK A7 7 3 F750mg/m* F¥V)LEy v
50mg/m? ¥ ¥ 7 1) AF »1.4mg/m*K Uprednisone®100mg/m?® fif: Fl
#H:(R-CHOPHE ™)) & | R-CHOPHEEED KV 7 ) AF ¥ BRIV T
I 7B & Z 72 VR-CAPHE Y (R)V 7 3 7[RI 5-11.3mg/
m’ )Y F DY T (ER AR Z)37mg/mt, Y7 aARAT 7 I
750mg/m?. K ¥ V)V ¥ ¥ »50mg/m? M Uprednisone™100mg/m?) % Lk
L 7zo MRS A A (PFS) 12, R-CHOP#E D14 .47 H (drdefiti) 12k L
T, VcR-CAPHET24.7» H (hifif) Tdh o 720 AAFHIRTIE, R-CHOPHE
D56.37 A (I 1% LT, VeR-CAPEETIXRFNETH 5720 &



EFEH RS MAEEER (LYM30025E5R) [C B 1) 2 BB O #421. FREDSRM

VeR-CAP R-CHOP PSS ) A 7 FEEHI 2 O b, #MYICET 5 2 &,
n=243 n=244
PFS 22. @
£ (%) 133(55) 165(68) INATNVONL T IVEUVE Y b7 4 VA THERL TV 5,)
Hhfil () (95% 151X 1) 24.7(19.8, 31.8) 14.4(12.0, 16.9)
NI 1 L (9595 X 1) 0.63(0.50, 0.79) *%23. EEI
Dﬁﬁim) <0.001 ) ﬁ{ﬁ?]lﬁ((fl\ E%DDE%%ES‘*A\A%*ﬁ : Efﬁi@‘ﬁ‘%ﬂf@%\/‘*
AT FRGRIE - ISR SR A EEAN O RE S 12 4R B R (R OV
FO LR (%) 71(29) 87(36) TR T DR a7 YER O Y oSTREMR ) o8
sl fi () (95%fEHEIX ) NE(56.0, NE) 56.3(47.2, NE) JiE)2017 ; 1-52
N — R 1 (9593 HEIX 1) 0.80(0.59, 1.10) 2) Venkatakrishnan, K. et al. : Clin. Ther., 2009 : 31 : 2444-2458
pfi™ 0.173 3) Hellmann, A. et al. : Clin. Pharmacokinet., 2011 ; 50 : 781-791
~23‘31>271§ Iiﬁ%]_:%g 1 7/ ok LF SF /'jb‘yh * /75()7%52;_%%@)5?%31 49 7;,?? 2 4) THFBFEM  ERRIMTE, 2011 ; 52 © 1859-1869
N mg/m?, ¥ »50mg/m* Amg/m STE S s - 2k < . e
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