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) 1 2 3 4 5 6
K 5 E I sl E|E|E
a 3m”7m2) 1 - 4| 8 |11 | fREM | 22| 25 | 29 | 32 | fREH
Mg x N ENES A ESEIES
(9mg/m) M R R
jﬁ)ﬁ*’& 3& 3% 3& % == T 7Y - - - - TN FY
(60mg/m?)
BRATAB—IK (FBE~INTRE)
A 1 2 3 4 5 6
A Tl o] mex | e | 2w | smoex | i
(1.3mg/m?) * " “
%?2/% i o A Sopse
(9mg/m?) 112 f " =Y e
?ﬁ)ﬁ*ﬁ 3{ 9{ 9{ 3{ == 0N 7Y == == 0 7Y
(60mg/m?)

A GRE . RIEMBEEIRTT V77 & 5
R GEES REMBERIT A TG0, BE TG LR AT
o /MR >70x10%L , ANC >1.0x10%/L
o ARIMIREREVENIFE R 1 JEHELL KT
R 2: REGEREC. REMBEIRIT IR E %

B i B IR 4 24

ITRE N B I 2

o WIRTEAT—ANITFE WS BIFRSE 498 Fh i an
B /0 E BV AL /N AR 93k 2R, BT N B 2D i £
H I

o MHATAMUHE (BRELIRAIN WIILNIRITEL 422 P A
<30x10%/LEANC<0.75%10%/L SR A

o WMRE—NITREANBKERT AN (FE2IRE | NEG —ITREBE—DFEATE (A1.3mg/m?
T RS 25>31k, BE BRI LKA ZEEITIH | R Img/m?, B Mimg/m2[%Z20.7mg/m?) .
() {5 245>20%)

% LB AE Ja — T REI D> R IE B I R 1125%

32 K% LA HE ML 3 1 12 AR i B B BV IR R 1 B 2 KT
WG, PABRAE—AFIEAKFE (A1.3mg/m?f% %
Img/m?, BLM1Img/m2[%%0.7mg/m?) E T F4h
AR o R T 5 A S AR S I 22 1 S g A B
JE AR, FARYE 23T % T 457 B 1A B AR ik )

il

ESESETiIt Y YNIEEPS EY SN R SR e
BREZ ZEEEEENERNEA RN EERE
L]
IR
A B R RO B U ST 1.3mgim?, BERRESE 2 0k, ESHEST 2 8 (RIFESS 1. 4. 8
AL RIESD JEE25 10 K (RIAES 12 255 21 °K)
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3R LAITRE, WIRG 2%/ DIARG 72 /Nt

S 8 AMTREIIESEMEIRTT, AIHRbRHE T RA 2. W TR Z RIS S,
WA DL LIRS 24 TR 2 A F4ERE T 5 (B8 1. 8. 15 M1 22 k) , BJas2 13 K
WEW (52358 3B5K)
FRIEL R B DA R ST AR R TT

MBAATEAT 3 HARME F T ST 4 LB FHrE R PRSI EHE)
I, RLEEARSRYT . — BEMERAG RIS, oT LRI A R IR, R 25%
(Ban: 1.3mg/m?FE(KE] 1.0mg/m?; 1.0mg/m?PEAIKE] 0.7mg/m?) . W EH KA SRR
A R 2 PR B BB S A AT, IS R R MR IR R R TR YT, EIRERAEN
MR B bR R I B A E R R R AR E [ AR S 80P b aE a7
Wik WP EF ARG B EE IR, AR S 7 A AR
R 3 MRAGAEIRTT A RN P B R0 BIE ) i 40 AR B HERE 1 7 R T A

Je L P 480 ARE R AT ARALE: 10 77 B R P FH & 5
1% CRAEAR: B 7 8 s IR WL S 5 i | Ao
KD, AMEAFIREE DR K
1A mecE 2 9 PR, CRMEHE | FIEEZE 1.0mg/m? 80K A i K16 97 77 R 508

5 (ADL) ZZfR) ** 1.3mg/m? & 1k
2 PAPAPOMECE 3 9 (ERDER: BEMERT | 8FEARMIETT, HEFMEEREM G K E AW
55 (ADL) 2R ***) (IGY7, FIERESE 0.7mg/m?2, HEREES 1K,

4% (FEE KA MR R ST | IR 6T .

* fid4E NCI  WER bRt CTCAE v 4.0 734

T HYE ADL: RIBMIR. WEZY SR THIE. HIHE;

*o R ADL: RIBUEE . FARABAR. B, W, B2 HEFENAR.

JFThREsR G B &

BT T RE 00 BB AT B R 4G R B IF AR HEA T R YT . T AT Th RESI B E
A S AR B R 0.7mg/m?,  ARAE B8 28 — AN A 52 1, B S 3R 7 7R & 5
£ 1.0mg/m? B — £ % 0.5mg/m?,

4 JHDhREI; B R LA R B R

2 ¥ Ve 2 £
HH 2T 2 KT SGOT (AST) /KT HEC AR 7 B (2%;)\ 1.3mg/m?, 4
<1.0x ULN > ULN AR
B
> 1.0x~1.5x ULN A AR
R | >1.5x~3x ULN AR A B—ANRIT R IR R R
0.7mg/m?. MR HBE 2k, BEG
R | >3x ULN ATATAE YEYT FIE R % 1.0mg/m?eiit—
F#% % 0.5mg/m?.
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455 SGOT = I & H % 1

AST = R G RA KL

ULN =IE#E# FFR
B ThRe A% B

A ZAREN 1 A2 B B TR R FE S, OB T RE B4 1) AR T T A
(IR . BT @ PRACA i VR FE, N AR BT 4R 5 B s T AR M .
GUTIVE

A% 2 A B R K SE A VAR S CE 3~5 A Pl i o S ik AN R R R S, S
TS 0.9% AL NI LMk o
[(FARKB]
SR B TR 2 M R R SR T S 4 24 I PRI AN (R L 4

FE = TR PRAIFIE - 7 A R EHER 778 1.3mg/m? T BT ROR 22 41k, 35— T BE ALY
HZEKFA R 11 1A% (M34101-039) , V69T 669 4 1~3 ZkiGyT Ja B R BUMEIa 1t 2 K 1t
BRI R, DB . a0 1R, VA9 202 B ZE > T 2 FasT A
AR IR e (1) i (M34100-025) 5 —TiPFAN A i SR -RB2 1) 11 B PR RES, X &
RUEL R E R A AN 1.0mg/m2E 1.3mg/m*597 (M34100-024) , iXib
— IR R EGE E R AR R EUR K .
# 5. (EVRIT R R BV T 22 R B RERT I 1 SR 10 S RIS o AR A RSN

RS
Medg?gji?ﬁgﬁﬁgs M34100-039 | M34100-024/025
- (N=331) (N=2282)

MR BRI

MR SE 115 (35%) 97 (43%)

B 87 (26%) 74 (32%)

HH L 20 B ek i 62 (19%) 55 (24%)

SER N @gnd 24 (T%) 15 (7%)

I E2 4 9 /D i 15 (5%) 11 (5%)

A I 24 93/ R 2 (<1%) 6 (3%)

R A P R4 D i 1 (<1%) 1 (<1%)
DR E R

DR 4 (1%) 2 (<1%)

ARSI BOBLY 9 (3%) 17 (%)

55 B 6 (2%) 2 (<1%)

OE 5 (2%) 4 (2%)

O 1 AR A BERAL, AL e O ) 7 (2%) 8 (4%)

Jiti 7K e 6 (2%) 3 (1%)

DR P 1 (<1%) -

ST BB A 0 25 S I 43 T B 1 (<1%)

RIS 1 (<1%) -

QNSTIpuES 3 (<1%) 1 (<1%)
H KB RRR

07 5 545 | 1<) | 1<)
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RS
Medgg‘ jffﬁ GLEES M34100-039 | M34100-024/025
H (N=331) (N=228?)
IREBERR
AL 9 (3%) 25 (11%)
Gt S R A AR 14 (4%) 7 (3%)
B RGN
fiiR 140 (42%) 97 (43%)
JIRE] 190 (57%) 116 (51%)
s 190 (57%) 145 (64%)
X 1t 117 (35%) 82 (36%)
B E AR, DR PAR BRI 80 (24%) 48 (21%)
HUAR 32 (10%) 30 (13%)
MR 5 72 T 25 (8%) 19 (8%)
HEE R 10 (3%) 1 (<1%)
< 2 (<1%) 4 (2%)
JE K 14 (4%) 13 (6%)
18 48 F0 18 353 24 (%) 10 (4%)
5 MR PR 7 4 (1%) 5 (2%)
B i i (R AL © 7 (2%) 3 (1%)
L i (B P AES) 7 (2%) 3 (1%)
RSt 2 (<1%) 1 (<1%)
X 3 (<1%) 2 (<1%)
A TE H I 1 (<1%) -
X [fi. 1 (<1%)
I i B 1T 3 (<1%) -
JRRIFEE f A B 1 (<1%) 2 (<1%)
Eoe §E Sl P VA i g A
REFPIRES 201 (61%) 149 (65%)
-RE 55 40 (12%) 44 (19%)
= 140 (42%) 118 (52%)
-5 12 (4%) 9 (4%)
AN 13 (4%) 22 (10%)
R 116 (35%) 82 (36%)
FE Y 37 (11%) 27 (12%)
T 35 (11%) 27 (12%)
GRS 21 (6%) 5 (2%)
i 26 (8%) 16 (7%)
T S B R AL 1 (<1%) 1 (<1%)
TES B AR K % 1 (<1%) 1 (<1%)
R Gi 5w
fE AT 3R UE 1 (<1%) -
JH D Re A 56 S 3 (<1%) 2 (<1%)
2 (<1%) 7£
JH % M34101-040 i
e
SERGHRR
29I U N 1 (<1%) 1 (<1%)
BRAEG
b R 26 (8%) 41 (18%)
B IR 58 45 (14%) 17 (%)
IS PR S A i S 48 (15%) 29 (13%)
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7134

RS
Medg';;éﬁ%ﬁﬁ% M34100-039 | M34100-024/025
(N=331) (N=228?)
JEY I fii 9 © 21 (6%) 23 (10%)
RIS AR 2 B X R U 1) 42 (13%) 26 (11%)
Hali S 25 (8%) 13 (6%)
XAER 26 (8%) 6 (3%)
HORIEE GtV 4 (1%) 1 (<1%)
BSER 14 (4%) 15 (7%)
M ¢ 6 (2%) 2 (<1%)
1 S BR B 6 (2%) 3 (1%)
JRIE IR G 13 (4%) 14 (6%)
9 B AH R G 10 (3%) 6 (3%)
DU LS A B IALSEE P 9 (3%) 9 (4%)
E)7E 7 (2%) -
EME. PERFARERE
T B AH I ROE 7 (2%) 8 (4%)
TREE
ALT T 3 (<1%) 10 (4%)
AST It 5 (2%) 12 (5%)
Bk i R BT = 6 (2%) 8 (4%)
GGT Ft & 1 (<1%) 4 (2%)
RNy 112 (34%) 99 (43%)
JI K 24 (71%) 42 (18%)
e MUBEAE 5 (2%) 16 (7%)
I MLBHAE 7 (2%) 4 (2%)
A I hE 8 (2%) 18 (8%)
WA B BN S HR R
J A 50 (15%) 59 (26%)
JVLJF 39 (12%) 32 (14%)
KA 45 (14%) 60 (26%)
Rtk BHERIR B R R (B R EM AR N)
2 (<1%) 7£
JHIR A A LR A AR M34101-040 i
K
MERGER
Jii| Bl i 2295 A% 120 (36%) 84 (37%)
B S i AU IR Bl 91 (27%) 53 (23%)
hw, AMUFEIRE 45 (14%) 48 (21%)
LR 85 (26%) 63 (28%)
WK i B i 17 (5%) 29 (13%)
Z RYEMER 9 (3%) 1 (<1%)
= ik 8 (2%) 17 (7%)
K 4 (1%) -
EiRER 2 (<1%)
USISTN 2 (<1%)
AR RS
£ 31 (9%) 32 (14%)
B RERIB R R G ER
W 5 4% R 5 21 (6%) 21 (9%)
HEBR A 2 (1%) 3 (1%)
CCDS 2015 Apr 01




e T

Medg?éé?% BEAR M34100-039 | M34100-024/025
H (N=331) (N=228%)
IR 5 (2%) 4 (2%)
e NN Y
2Rl 21 (6%) 23 (10%)
W% WK 70 (21%) 39 (17%)
IR R A 65 (20%) 50 (22%)
TG B I R DR A 21 (6%) 18 (8%)
i s AR 4 (1%) 9 (4%)
LR 4 (1%) 14 (6%)
=il 3 (<1%) 2 (<1%)
BB T HE R
5, WIREARFENE, ZLBEPE, HORTREA EIA0 MR R
I KRB 61 (18%) 47 (21%)
SRR 7 (2%) 5 (2%)
M 5HEERER
ik I & 20 (6%) 27 (12%)
A EA i NES 14 (4%) 8 (4%)
P 6 (2%) 7 (3%)
I L 1. P 1 (<1%) -

@ JIrH 228 44 BB A AN BN 1.3mg/m?
b BREHSLIESE R

¢ A UL 1.3mg/mPHER I EIRTT 2 R E B BRI AT I, R A2 /D 4 TR e T 5

M34101-039 H 4% 5% = 771 e b FE KR 5 3 15 2% AL

¢ BAEAE MedDRA HLT “JAEMZRHAZ (A5338) 7 NHKIFA & EAE

R R M R S T DI S 20 24 0] L BT 4 24 ) i R 6 AN R S B i 25
FE—T50 1331 PR B8 AP AN A B e R 2R 25 A HERE 1) 1.3mg/m? R IR 22 A AT A Rk
R WA 222 44 B R 2 A BB B T EAT (0 B 45 2506 LR IR SN 45 25 (K BE L. X

HERF

R 6: (ERFIKIENTSS 2500 b B RS 4 253097 2RI 2 AP B BRI I 1 I PR ade
> 10% BE R MA S 25WA B

B kSR BT EMNEAY
(N=74) (N=147)
MedDRA RZi#E K it TSN (%) it BT %N (%)
HIEARTE n (%) 3 >4 n (%) 3 >4
LB B2 R G
i 26 (35) | 6 ( 8 0 53 (36) |14 (100 | 4 ( 3)
4 k2 i 16 (22) | 4C5 |1 C1) [29 (200 |9 C 6) 0
H PR 280 i e/ i 20 (27) |10 (14) | 3 (4) |42 (29 |22 (15 | 4 (3
IIRANY ¥ A 27 (36) |8 (1) | 6 (8 [52(35) [12(8) | 7 (5
LB
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[ 8 (1D 0 0 5 (3 [1CD 0

E R 8 (1) 0 0 3 (2 0 0

e 11 (15 |1 (D 0 21 (14 |1 (D 0

fis 27(36) |3 (4 |1 (1 |3B(24) |2 (D | 1CD

il 14 (19 0 0 27 (18) 0 0

M it 12 (16) 0 1 (1D |17 C12) [3 (2 0
4 B MBI A 45 25 FR AL %P L

zh 14 (19) | 4 (5 0 23 (16) |3 (2 0

i 15 (20) |3 (& 0 17 (12) [ 3 (2 0

R 12 (16) 0 0 28 (19) 0 0
R AR Y

ORI 2 7C(9 | 1CD 0 16 (11 [ 2 C D 0
AR R E TR

BN RE 7C9 0 0 14 (10) 0 0
UL B RN 45 R 4L 5 B0

S RENES] 8 (11) |2 (3 0 8 (5 |1 (D 0
ME RGBT

SN 8 (1D 0 0 5(3) 0 0

PP 17 (23) |7 (D 0 35 (24) | 5(C3 0

] R SR e 2 5 AR 36 (49) [10 (14) | 1 (1) (51 (35 |7 (5 0
DRE B R A

FN IS 8 (1) 0 0 18 (12) 0 0

IR PR 9(12) |2 (3 0 117D |2CD 0
e DU 2 NEE o B AR “ant” TR E 7 .
DU R 3 A B E A B S A M AT F I 2 36

BIRTBIIE R 4525 5 BT R 2530 T I Bk 2 s EEURREL, FRE S TENMA

TR R E R M EBIT10% M 25 YA RN o

R AT RERNZ RV IR, ShES 4 20 T 45 B N EN S 2RI

AR R ZE>10% B Z9PA RN, 4ZBPE 3 R 15 3 3005 25 38
B kALY B FESARE
(N=74) (N=147)
MedDRA RAHE R 22, n (%) 52 n (%)
MedDRA & A5 TEAE G>3 Disc TEAE G>3 Disc
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BHTEAEMFTA 2k #&

73 (99

52 (70

20 (27D

140 (95)

84 (57)

33 (22

B RG5Rw

JE  ORGAERTE RSN

27 (36)

4 (5

1CD

35 (24)

3C2

1D

B AR (LR

14 (19

9 (6

1CD

JARERAM)
&SRB AN 4 2R AL - S B
HE 9IRS

YA G
bR IR G
ML RO
JH] FEl e 2 A @
a AR R LA
TEAEZIRIAYT MBI A R4t

G >3 RonEME 9> 3;
Disc F7~ 15 FAT T 72 259 -

B2 MR AR R 3 L R ER IR ST R LI 2N BRI R R AR B L
keA 220K 13% (435904 57% %F 70%) , 3545 FH AR i (% LU A3 LU B fik 5 245 LA 5% (22% b
27%) « AKRIEIE (2 TNHA 24% XHEHEH N 36%) « B I MIEERAEIE (T 4HN 6% X i
TN 19%) « MEIFIRE RN 27% X FHEH N 39%) | EIPIGERG (4N
14% XA 26%) LARJEFEIRHERHRA CRA0) (RN 38% Xt 24HH 53%)
LSRR AR, A EHEAM 12%~15%. 746, 3 % LA BB ] i & AR 1 R
AR B N AL R ALAC 10% (B2 N4k 6% X EELLN 16%) i FLIA A Bl 4 0 AR i 5 24
FILLBI R R4 (5%) EEEHEZA (12%) ik 8%.

A 6%IMEEMEIEE FAAEHI T RHEARKRMN, 2HAKT. RE24 (1% 2
WE R A EE RN . XL H R AR 1 FERE, 1K, X MR FEGH &
W, 26k (B0 JEHHER.

ORI Z R R A R YT

TREG T EHKES AR FRITIE RN Z KSR EEh, 2/ 10%8 &R M
KA R R (MMY-2036 BFF0)

* 8: > 10%EFH MG A M AIA B KA % (MMY-2036 Ff 7%)

29 (39 |7 (9 |1 C1 |40 (27D | 6 (D 2 (D

19 (260 | 2 (3 0 20 (14 0 0

39 (53) 12 (16) |10 (14) |56 (38> | 9 ( 6) 9 (&

|

AR FEEIT (MMY-2036)
B PER )
&t 3 | >4
MR A AR, HH 130
KA RIRPIZAE S EH, n(%) 126 (97)
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A FHFEHRIT (MMY-2036)
FPELR )
ait 3 >4
MedDRAR G B B +K
HIEARTE
TYEFI L R GEERR
I/ AR ek i 71 (55) 19 (15) 14 (11)
il 48 (37) 5 (4) 1(1)
Hh R B g 23 (18) 9(7) 0
SEiiv g 20 (15) 5(4) 0
B REER
G5 45 (35) 9(7) 0
{5 36 (28) 0 0
Wl 14 (11) 0 0
& SR A4S 2B AL & Pl R B
R 31 (24) 2(2) 0
BV 29 (22) 6 (5) 0
W= 21 (16) 0 0
AN JE K 15 (12) 0 0
RGP AR G
I 3 JK 17 (13) 3(2 1(1)
CRE R 13 (10) 1(1) 0
WA RGHR
Ji B o R 220 22 (17) 4 (3) 0
o L 22 0 13 (10) 3(2) 0
MPIRIE . 0 K A RER
% 15 (12) 1(1) 0
I R A 14 (11) 1(1) 0
B WA E B H A BEE AT
AR H % I MedDRAZE 14, IR A BEAT R 45
WFHEMMY-203641, X TR TP EEMA RF, H ™ EYEENCI CTCAER T =
st .
R B0 A R FAE I3 T St

A SR 28 2530 9T BRI 22 A B AR KB A e PR 6 4
NEREGE T HZ AR MBAHZERE (MMY-2045 1 57) B MERG R O e 2 R ILE R
ik (DOXIL-MMY-3001 W 50) i6)7 R ARMZ K IEEHEE, 20 10%EHEWRE WHAAR

S

#£9: BEILH UE—RTAHED 10%EEHRSE) EIT B R RN, B
FAl. RGBS E TR BIERRESL, 2208 (DOXIL-MMY-3001 i 7 A1 MMY -

2045 #F 75D
BRE1RIT
Aih+ RLZBEZRE

A EfRms A+ HEERAN
it T >3 A1t 2 >3 it 2 >3
n (%) n (%) n (%) n (%) n (%) n (%)

TR wAVENEE 318 318 163

RAELMA BRI 301 (95) 314 (99) 154 (94)
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BERIT
K+ RL_WEERL
S ] ERBitk A + Hh KRR
&t T =3 At o =3 At o =3
n (%) n (%) n (%) n (%) n (%) n (%)
MedDRARZ B & 52K
HIEAE
B RGEw
a5 124 (39) 16 (5) 145 (46) 23 (7) 51 (31) 7(4)
Tl 126 (40) 3 (1) 154 (48) 8(3) 20 (12) 1(1)
AR 98 (31) 2(1) 99 (31) 3(1) 50 (31) 9 (6)
X it 69 (22) 3 (1) 101 (32) 13 (4) 11 (7) 2(1)
HE R 11 (3) 1(<1) 56 (18) 7(2) 1(1) 0
[ 24 (8) 4 (1) 34 (11) 2 (1) 11 (7) 1(1)
MERAFR
J Bl 28 @ 143 (45) 35 (11) 133 (42) 22 (7) 79 (48) 23 (14)
P2 I 63 (20) 14 (4) 54 (17) 9(3) 26 (16) 4(2)
LI 56 (18) 0 59 (19) 3(1) 9 (6) 0
SR 31 (10) 0 41 (13) 1(<1) 22 (13) 2(1)
D 26 (8) 4(1) 32 (10) 4 (1) 14 (9) 0
LSRR RS AL PR S
W= 88 (28) 8 (3) 115 (36) 22 (7) 37 (23) 2(1)
R 71(22) 4 (1) 100 (31) 4 (1) 21 (13) 4(2)
EvA 56 (18) 12 (4) 71 (22) 19 (6) 33 (20) 2(1)
A1 JE K 27 (8) 1(<1) 32 (10) 1(<1) 43 (26) 3(2)
IS N RS
MR ek iE 89 (28) 53 (17) 106 (33) 76 (24) 61 (37) 28 (17)
H PR gk D i 71 (22) 51 (16) 114 (36) | 102 (32) 12 (7) 6 (4)
Lyl 68 (21) 30 (9) 80 (25) 29 (9) 35 (21) 16 (10)
RBRYFRG
AR 29 (9) 6 (2) 34 (11) 6(2) 16 (10) 1(1)
AER 21 (7) 3 31 (10 1(<1) 18 (11) 1(1)
| IRk 33 (10) 3(1) 33 (10) 2(1 15 (9) 3(2
WP B BRI S AR5
HE 39 (12) 6(2) 39 (12) 4 (1) 25 (15) 2(1)
JE AT 48 (15) 8 (3) 34 (11) 1(<1) 16 (10) 2(1
KT 27 (8) 5(2) 34 (11) 1(<1) 14 (9) 1(1)
IPIRIE B K A RER
% 38 (12) 0 58 (18) 0 26 (16) 1(1)
I 1R R A 28 (9) 10 (3) 34 (11) 3(1) 13 (8) 3(2)
R REFREERR
B RORAE 50 (16) 1(<1) | 83(6) | 8@ | 9@ 0
BN B T H R
[ 29 (9) 3@ | 481 | 20 | 8(v) 0
SRBE
A 12 (4) o | sra | o [ 3 0
FEMER
2RI 43 (14) 2@ | 3@y | o | 1811 1(1)
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BRAEIT

K+ RL_WEERL
S ] ERF & 5 + Hh 2K
it %l =3 it Ko =3 it Ko =3
n (%) n (%) n (%) n (%) n (%) n (%)

SEFELLT EE A FEER . B . BIS s, HEBGCIZ M. ZHa.

E: A2 Em R A BT
N EH 2 FEMedDRAS 14 T RR A AT IR 45 -

HEFMMY-2045, XFFANHRE T MmO A RS 4F, ™8 20503 NCI CTCAERE 4 2 1E 47 51 ke

5t

REIRTT 2 RV B8R B3 T ARGRER A R B A 45
TRIIH TE—TRTIENE 11 A, REIRITI 340 fl 2 RMEfER B E, KM
JkiES (1.3 mg/m?) & MP BEAITIA[ZEIES (9mg/m?) FLJEFA (60mg/m?) 1R 2 4=k

A EI
£ 10: 7EARNAH MP BCATT VARG H, =10%) B3 s iR y7 o BB 5 2590 AH 22 1)
AR FH
KFHAFMP 4 MP 4
(n=340) (n=337)
MedDRAR M EH Mt RS, n (%) it FMESR, n (%)
K
HiEAE n (%) S EE n (%) EE
LY A9 2 R G 500
LSRR/ 164 ( 48) 60 (18) 57 (17) | 140(42) | 48(14) | 39(12)
rr RN | 160 (47) 101 (30) | 33(10) | 143(42) | 77(23) | 42(12)
i
2yl 109 ( 32) 41 (12) 4(1) 156 (46) | 61 (18) 18 ( 5)
£ 41 i /D 95 108 ( 32) 64 (19) 8(2) 93(28) | 53(16) 11( 3)
Ik B 4 i g/ i 78 (23) 46 (14) 17( 5) 51 (115) 26 ( 8) 7(2)
B R 55m
Tl 134 ( 39) 10 ( 3) 0 70 (21) 1(<1) 0
&5 119 (35) 19 ( 6) 2(1) 20 ( 6) 1(<1) 0
MK it 87 (26) 13 ( 4) 0 41 (12) 2(1) 0
X 77 (23) 2(1) 0 14 ( 4) 0 0
HEsE 34 (10) 1(<1) 0 20 ( 6) 0 0
& RGRR
JE Bl b 22955 7% 156 ( 46) 42 (12) 2(1) 4(1) 0 0
Uz ST 117 (34) 27 ( 8) 2(1) 1(<1) 0 0
SR S 42 (12) 6(2) 0 4(1) 0 0
& G VBB AN 2R & P R B
W= 85 ( 25) 19 ( 6) 2(1) 48 (14) 4(1) 0
S8R 54 ( 16) 18 (' 5) 23(7) 3(1) 0
R 53 ( 16) 4(1) 19 ( 6) 1(<1) 1(<1)
YU R Gy
WA s9(11) | 11¢(3) | o | 9(3 | 4(n | o
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KA FMP 4 MP 4
(n=340) (n=337)
MedDRAR G2 H 2 Mt BESE, n (%) Mt BPESED, n (%)
ES
kAR E n (%) 3 | >4 n (%) EE
FrAORIR | 64(199 | 6(2) | o [ (e | o | o
R R B B2 T 4R RSB IR
B | (1) | 2¢(n | o | 7(2 | o | o
S AR AT
KR | 35(100 | 1(<y) | o [ 21(e) | o | o
DRI 2 97 B FOE

PR AR I FENHE F A IR SR 45 T HUR R TR TR VR YT . EESN 1L S R &R T I
ZRYEEBEEF T, 5 MPIRITAHELL, WIREZINEREARR G MP A S
W 508 4%F1 14%) « TEARMER MP 1GIT4F, 26%0)EE 2 TR, £k
2 Wi VSR BRI 0 B3 TR R R AN 17%,  TWAEHSZ TR YU 2R i6 7 I 23

HoA 3%

TERZIRTT I B A B BEREAE (10 2 R Vi BRs SR B2 AR ik S (1.3mg/m®) )=,
AT A S AT R R RIS R R BB+ R R . 7E MMY-3003 i 70, 410 42 ARG £
F LR A IR IARIT M 5 411 B2 KEN. 2 R R MM RT3 AT
XFE: 7R IFM2005-01 BF 7, 239 44 #2 AC i Ak & U ZE KPR T I 5 239 L K&
Wil 2 R A ZERFAVR YT B E AT X B £ MMY-3010 fF7eH, 130 44832 A il ik
E VD SLE R ZERIA VR YT I B 126 4435200 SEE AN M ZERAR VR YT IR AR HEAT X EG
FR=T 5 (MMY3003. IFM2005-01 Fl MMY3010) #57E RS tE M FEAT, W RRA AT

FUAS B A PR T35 5 44 o

® 11 WM ARS10%METT o DL 20 MIAN RSO A A4

N ey
(N=779) (N=776)
MedDRA RA#EE 2K MBS E n(%)| st [EHESYL n (%)
HIEARIE n (%) 2 >3 n (%) 2 >3
HIAS B N BT 5205 715 (92) 679 (88)
B RG5R
(i 242 (31) [89(11) [ 10(1) | 214(28) [67(9) | 8(D)
SEL 215(28) | 71(9) | 22(3) | 206 (27) |77(20)| 9(1)
J 5 133(17) | 29(4) | 23@3) | 110(14) |26(3) | 6(1)
R It 95(12) | 30(4) | 18(2) | 87(11) |35(5) | 6(1)
WA RGN
CCDS 2015 Apr 01
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J R e 2295 A 147 (19) | 53(7) | 20(3) 54 (7) 11(1) | 4(1)
R R 101(13) | 243) [ 11(1) | 80(10) |15(2) | 2(<1)
] R R e 22 5 A 101(13) | 41(5) | 19(2) 55 (7) 13(2) | 1(<1)
S 64(8) | 23(3) | 4(1) | 76(10) |23(3) | 1(<1)
& B RIR RS 2 R AL PR R L

Pz 158 (20) | 50(6) | 21(3) | 161(21) |68(9) | 21(3)
o 153 (20) | 56(7) | 25(3) | 159 (20) | 40 (5) | 36 (5)
He 55 110(14) | 33(4) | 16(2) | 91(12) |[33(4) | 10(D)
LR AN 2 R SR

MR 239(31) | 54(7) [ 63(8) | 171(22) [27(3) | 27 (3)
2L 211(27) | 95(12) | 55(7) | 222 (29) [108 (14)| 77 (10)
200 L R/ i 196 (25) | 51(7) [109 (14)] 206 (27) | 53 (7) 120 (15)
RGN

MRS | 86(11)) [ 50(6) [243)| 182 |9 | 5(1)
AW B FRRBIR

& I 122(16) | 46(6) | 26 (3) | 138(18) | 46(6) | 31 (4)
A4 1L 100(13) | 2(<1) |20(4) | 821 | 6(1) | 12(2
o P RS

SRR | 9612 | 324 | 6(1) | 8211) [30() | 6(1)
T AR SZ S NEUE N B R E .

DLHE I 2 /0 — PO )RR B 3208 NBOH SR kAR 2, AR SR 3.

AN RS 1% B MedDRA BB 13 LI A HEATHR 75

b [ 54 1O LR

BEIUER R R EEIR T 10 22 KM BB A ORI NI T 41450 o [ j o, e 205 e BE AL 2>
AR EREMPIRIT A, 2188 BEHL 7 AMPIGRYT 4. TERIIW 1 b E B iR 7 b L 2

YA A R Fi44.
* 12: PEEEEIRIT P HIN S AR B E 4
MP 41 AEAERH MPA

[ R JEREN o Mk
MedDRA R 4i 88 B 702K n=21 n=337 n=20 n=340
BT A R EHF 2R S
B n(%) 21 (100) 326 (97) 20 (100) 338 (99)
IR MR EL R G 18 (86) 259 (77) 20 (100) 279 (82)
O JIERR B 3 (14 48 (14) 3 (15) 59 (17)
JeRVES FORME S as 1w 0 0 0 1 (<D
BRI 0 18 (5) 0 38 (1)
ok R AR 0 2 (1 1 (5) 10 (3)
R 28 B 5 0 28 (8) 1 (5 73 (21)
% R 80505 9 (43) 185 (55) 18 (90) 262 (77)
2 B PRI S 25 2 BB AN B T B 8 (38) 199 (59) 16 (80) 239 (70)
JFHE 2 G2 9595 2 (10) 27 (8) 5 (25) 31 (9)
o 5% 2 BN 1 (5 6 (2) 0 5 (1)
SR AR G 10 (48) 182 (54) 13 (65) 234 (69)
TR PR AT ARIFRIE 0 40 (12) 0 40 (12)
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SRR 2 (10) 21 (6) 1 (5) 32 (9)
AU LB TR 6 (29) 124 (37) 10 (50) 159 (47)
JUL PR % R 4 435 2H 23950 5 (24) 151 (45) 7 (35) 172 (51
RAEL SRR B A 0 bR (R

FEIEN AR ) 0 4 (D) 0 7 (2)

T RGP 4 (19 122 (36) 13 (65) 253 (74)
i B P A 4 (19 76 (23) 0 112 (33)
B JIE RN A PR 2R 5 4 (19 62 (18) 2 (10) 54 (16)
AR BE RGN LR 1 (5 15 (4 1 (5) 21 (6)
R N P& N RS 5 (24) 123 (36) 8 (40) 133 (39)
B2 e B T 20 1(5) 80 (24) 8 (40) 140 (4D
FMFAR KT AR 0 3 (D 0 7 (2)

17 5 9k B A 2R 1 (5) 69 (20) 6 (30) 112 (33)

SR A bk B8 B AN ARG AN R R B 45

FE—T00 11 3 RAIE 72 (M34103-053) ¥4 T 155 151 53 K 1) 25 4t bk B8 A6 3 10 52 AR i
HEFEFIE 1.3mg/mPif 22 4k . AR S TE B A bk B8 S0 rh K i 22 A PR S TE 2 R TR R AR
TSR AL 7 FIRPI SRR E R IR X A 2 R 1 R A AR H I o/
BOBARE . PR AR E . BT, Sty WX AR A T Ak LR R, B4
R R R B B 22 . B R R T 2 R R

b4

A B RIS T AR S (0, (HA I R B 2 S 2 R B4 T3k 13

PUNA KRR B R AR BT AR BTSSR LR . A R R BRI & A4 5% 5
N RE W (21100 5 H W (=1/100, H<1/10) ; /b W (>1/1000, H <1/100); ZF WL
(>1/10000, H.<1/1000); %75 W.(<1/10000, ELFEAHIHEHB).

IR B R AR BN RSSO AN BEAS A VAN 72 I PR30 AT 20 e h A i R AR
o FEARENG RIS BERAT I B 70 R s (LS R AR 2R

*® 13 B R R MRS
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MR B R

FI, | V8P i P
DR TR
I, B R et
H KBRS
e | &
IR 58 B
ey | BRFS . WRZRE . R
B
I, el PESE . A PEREIR
I, Ji 1 L
By BB
T, S E BN % . AR
I HEATYE 2 KPR R (1RO
SRS
I I A
I R IR B
M2 ARG
e R N e
R RS, MR ARER
e | besRig PRI PR S . i
Bk B B T ARBR
&S FREL LLLPE (Stevens- Johnson Syndrome) At #5132 Bz IR FE VA it
I, SR AR o A0 B 2 M R (Sweet’s syndrome)

SRRF IR, 0ok Bk (B2 A A7 7 IR, & John Cunningham (JC) 7%, G8GIATHEZ It
il 9 FISET ", H S R S

(€359
XK e T e i I B AR
[ERFEM]

RAEAT PO R 250 18 Pl e B i R 2B B A, LS (3 P AR it ) 3 R v 0 2 e s 0
IMARHITHE (CBCY o AMAPIMIEZY), Oy RN G, ST B4R LA Bk .

A bt G A R ANE B8 NIE S T SOE T A B R o BRI, A e U B EST AR
PVES -

B L, RN IT I AR S S S SIE O AR R RS VR YT T UL B AR
o JHHIMPZNRAL

AR SIRIT T Re 2 SBUR B AR (PN) , FERIBEGE L, (FRIA B
JE] BB 5 A 2295 A2 1) ™ BLAZ ) o 28 AR AR AR 7

WL B AR (BT A RRA . PR BB BUA Bl AP 2205 A AR (1 (8 5
FEAE A iR o7 TR AR AR AR CELAE=3 200 WIRBANEE . iS00 2 S0 o 28 22 11
REDR, AnKIReRK . BT RG BOEER . B . AR MEEOREZ ). I
PO il i I 55 B TR I s, B N e 2520 2 9 % 2 UL B B R e A AT
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HIR AN 24%, BRIKAZ540 0 41% (p=0.0124) . F¢ T4 3 4% K 3 4% LA b J& FEl 4 205 A
HIRAEF A 6%, MEHEL N 16% (p=0.0264) (£ 7) . KILAERIKITS S5 & FES WA
TRIT IRNEAAH M FEAG b, MR R4S 25 IR AT AT A A B 20 A8 B AR 200 L e
e RN

SR R IR ) A [ 2 AR B IR I L, AT R TR B R AR R R JRYT T Rk
VBB N A ZRAE . TE— A Son L FE KR 20T 2 R B R I 1 RE T, B
FIE A%, A 51%01) 2 9l 2 GLUL b1 JE Rl ash 20 o3 A0 SR i ot Jo BB s 28 03 28 A 4 BT
Ko FE—TZRYEGBEREE N R, K 2 LA iR H el 3 g8 LA_EJE FE ph 2
AR S A 739%HR A B A 22 AR A O Ok o FE R G K EELIRE v Ak LA 2 A [
KIAEE T AT ISR
o RILE

TESZRYT Z2 KM BER 10 A0 R0 h, R CELSZ A Bl 1 B AR ARk Ut
WIRRIILE D BRAEZ0N 11% % 12%. LR AR MG B RN E]. AR e reE
AEPRIW L R A8 S BRI R M 25 a3 K, @G AR o AT DLE I v B b &
25 ANILESASE F B ST U R AN AU A IR A 2 IR T B AL B AL AR L
o MR

ARAEBHER MM OISR, F/BURA KOS B I BERIRE, Kby o
ZE I I 53 B PR PR B A 0 2R B AL E 8 (R o KT A 8 1P A 6 10 28 2 B 0 9 ) 2
FRATEVIEI . — DU 2G0T 2 R M SR 00 10 a5 b, B P oK 2H TR o JIE 55 114
RAEHS 15%, HUFERFAAN 13%. MALOJ5Esl CRUEmiKM . O Jr5gum. ik /)%
W DURTEIRTE . KD IR AR AARTL, 435 5% AT 4%. A KRAE QT IRIREK AN %
B, AHFFARLE R KR,
o JHAERIA R it

Stof < TS 2 [ 7 ) 22 A L e 2 1 R R ™ B B A [ S T LI R T R
WIS . eI R F O R SR EMA . SRR AR, R
AR A BB ALY o oI R PR A 2 A A PR
o JHliEBI

WA SR R AR R AN B R A e R v P R P S (i s, 9 A R S 4 L [R] 5
PERf & . BRI PEAN SVEIEIR F B 45 A E (ARDS) o iR SR EAENE . HAR
IR G AR LB o ST H I B R B R 0 (R, RO GE S W K
I RUA -
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FE— TG ARG, 2 B8 R I MR B 1 s o (B 32 KRR CRER 2g/m?) (¥R
T RREERE S IR AL RN BV RIG I A& E 7 ARDS TIAET: .

A AR 0 3 5™ F R I S IS AR A DG I B K v . BT 0o i
PIREINE, RIIRIE AT RSB .

o H[WMESEEIR LS E (PRES)

A IBYT I R WL PRES. PRES & —F WL, mlli M &g, nIRINE
TAARAE m L Sk BRE. ROUUBDRI. R USRI ABRESE M 225 . AR, R
MRI (RESEHREG) 7T THESEiZi2Wr. Il PRES (B FHRifsE A M. %A PRES H
B HEFIT A SIRIT I e A E .

o SLIGEANA

FEASEFH AR Sy 7 01 I 25 D7) 000 4 4 -
o /IR BN/ A PH A A4 B sk 2 i

AR it AT 51 RS /NS A RE R R R R D E , 8 TE RN RRM S 10 R F
BARAE, 76 F— AT RETF LRI B KT o /ISR S50 A0 R0k 523K ol 0 30 4 A 2
2 VB B R R 0 Lk LR (R R DR — B JF BAEAE — 4207 R P AR B AR/
AR/ RE T b R A0 ek D (R IR o PR IR R 20 RG] IR TH B0 AT Bl e 4 /R
#(<25000/pL, R4S IEIRYT . OF 5SS B e A R, B R N R
MRS RES T i E— TR ot LG SE KA (1 25307 2 R MR B BB I 7 o, P38 /MR
HUBARAH L N FE LR 40%. (/NS 1) 7™ B2 B 5 YR 7 i L/ RT3 5 R 51 T3 14, M
FERKA L ANBY B VK H BB SRR AR (3390 ML, 730008 5% 4%,

R 14: TE—TUA T E s ZERAN ) 100 I Hh /A s /> 1 7™ 28 RE2 B2 5 ¥ 7 i L /NS T4

IR F
YRYT R/ MR THE* BEANK /MR % <10000/pL /MR 10000/pL~
(N=331) ** HIEEAS (%) 25000/uL BB A (%)
>75000/pL 309 8 (3%) 36 (12%)
>50000/pL. ~<75000/pL 14 2 (14%) 11 (79%)
>10000/pL ~<50000/pL 7 1 (14%) 5 (71%)
* /R TH A 50000/l 72 1S N 2H G A% P 2K

w1 A B I R Bk

TEBEAE R ZIRTT I B A Mk R 3 b b AT 7 — TR SR Z 8 bl il 2%
ELEMKEFA (VER-CAP) IXEVRITHIST, 4R EIR VER-CAP >4 Z¢ it /MU FEAS R 55
PRIR AR 32%, TAIZ & B, HEEE. ZRIAE . KEFIMKLER (R-CHOP)
N 2%. VCR-CAP 4 A1 R-CHOP >3 2 Hh A R A 1 K A 253 5 1.7% (4 518D
A 12% SHIEE) .
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PR 70 B TR I S AE T AET . VER-CAP A EHHAHE 245 (CNS) H il FH4,
ifi R-CHOP A+ 1] CNS H il Z . VcR-CAP 411 R-CHOP 41+ 437l 23%F01 3% &
FHEAT T N

VCcR-CAP A1 R-CHOP ZH>4 2 rp 4 41 i g 1) 22 229330l 9 70%A41 52%,  VER-
CAP A1 R-CHOP ZH>4 2 #ik A MoRL 2 i iR 1R 5 A2 2870 3l 9 %A 6% . 195 2H 793l
A 78%AHI 61% 1) B F e 1 AV IR 1 SCRAYEIRIT .

o HIHEARFF

A GG TT TSR y BEYE . (EARRIR I, A7 i 55 B0 1k ik 25 A0 VB 2453697
AR EE K, SRS R AR B AR . RO SRR RS AR R YT T R S R K /B TS, R
S AR RIS 2 I 4 e LA S B K o o e R 0 SR BB R R S Rk B R
4.

o IR RLEEAE

RN A S 4 R VE 254, I HonT DLPGE R A MG A, W) e 51 IR VA i 45 A AE (1 O F
FAE o FEIRTT AL T e R 57 A7 1 S5 LA TR VA AR 2 B R P RS o 2 5 7) M b 28 6 5 9
SR EUIE 4 1) TR 4 1t o
o JHDREMMG I EE

R ity TR AR, 7E b e BT DD AR 05 SR AR N 1 B e e B N . e R R A AR
TR BT N AR AR G 7)o L7 5 M W LR
o X R ARAENUIRAS ST 150

S BIRER DT . Sk BRI . MOE IR IR REIR 0 R AU B R 1
Wb -

o HETILHEAGERL.
[ 20 REFHE X %]
WEURIA L %

B I L AE A F AR S TR 1) [R5 e 52 2

I PR AT B B A A BoR, TESRE KB M KR 0.075mg/kg (0.5mg/m?) Fl 5K G
0.05mg/kg (0.6mg/m?) ¥ 5 fie i 1 56 771 B RO A 35 AR AR P~ AE B T o O R K 24 2 I PR 7
1.3mg/m*f—F GRARERTTED .

ST RE MG WA F RiEST 0.06mg/kg (0.6mg/m?) , 223 H B & A7 = BA M G A+
BIE R R BRI AR EE B PR . RRIE KL RIEIRFIE 1.3mgim? 1 — (kR
HARTHED .
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W A BEAT B B e oK 5 i e B B B T 9 o R AR AR S 2 i R AT R (Y IE R 9T . T
SRAE 2V A b BAEIE T IR 52 2, 200 A 75 A i X AR LT BEAF A2 1) fE 3

FEAE A dh e IR, R DUB A R e 2 1 i, I ELBE S 7 o
Ry LTI Lo 24

e AN KO 5 e K Tl N ALV it TR 29 ARSI ik, LA S AR
i R FLYT PR TR AR L R] BE ST AL ™ AN RN, NI O FL YA S AE 45 52 A dh i 7 Y] i) AN 22
MR 7L o

[LEMZ]
18 % LN LB I 24 0 2 4 2Pk 1 AR AL
[ZFHZ]

TEE RN Z R SRR AT 7 6696 i3, 245 (37%) BB FH MER>65% . A4
125 (38%) {3, thiFEAKIAL120 (36%) . Adhd>65% HE 1 25 i i A A7 i [a) Fi e L
GEARAR SR A T FE KA 2 (RPNt R] . 5554340 H, v 22 il 457 L2 I 1] -
80549 MH) o AMHAFR>652 A 1FM ) EE T, 40% (n=46) & F BT %M
(CR+PR) , TiHhZERIAHNANL8% (n=21) . AFHZ<S0% . 51~64% FI>65% [ & 3!
AFAS R G R Z 53 7)) )964% T8%H175% .

TERERZ A GIRIT ST, 265 B 5FEREEAAZLMENIT R EEA BMRER: HEAH
i 22 P R 2 0 A 290 2 4 3 o AR i P R M B
(WA EAER ]

AN S T R, IR 24l (5 3 P450 (CYP) & 1A2. 2C9. 2C19.
2D6 A1 3A4 1554017, HT CYP2D6 X il & e KM HIEA R (7%) , #rT LA 12
AU R CYP2D6 A2 S B B Ve oK (1 R4 43 A o

TE— TR WAH EAE F RO 7T, P4 T BRBERE (CYP3AG SRAEMHIFD X e K 264K
ENFIFWER, 12 B8R R 45 R ORI E ok AUC “PIME4IN T 35%. DAk, M4l
k5 CYP3AA HIHIF] Chnfe fRme . FIFEAR) B FH I X 8 AT 55 70 10

fE— T2 AR BRI, PPN T 3SR (CYP2C19 SRAMHIFD K% 1A K 1
RN ST RE R, 17 1) 5 2 R HOHE 45 SR SR s FL I 2 K R 24430 12 0 B i

FE— TR 25 H ELAE R s SN FIAR T (CYP3A4 SR S50 S 8 14 K i 26483 112
ITEF, 6 44 B3 RO AR S Bl B /e K AUC P HIME BRAIK 45%. Ik, AHEFEA 5 CYP3A4
SR P, BUNHA M AT e S BRK . CYP3AA ¥ Sl AE T R P9, HEZH,
SRR R LR E BTG WA AR A RS HRIE VR T CYP3AY 5515 57 Hh SE KA 1 E
F, 7 44 5835 BB S 08 1 K B 2R3 7740 B35 5
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fE— T2 EAE B o b, P 7 SRR CORIR R FABE & T IR I Ak (1R, 21
191 88 B 45 SR ORI B ok AUC SPIMEIGIN T 17% o Mhah R VCA TR IRAE S . 18
W RS b, W8 s S 1 R 247 1t SR AW R T vy ML BRERE (4 % o ZE R AR SRy 7
B, ) M IR B 6 24 R 2 P I AT, v R R S O PR 2 (R

H B NG T RS S B SRR 250 CUORCIER . DU E2h . 520k,
R 22 R B YT 28D R 31 e I R PR IR 2540
[(ZidE]

WEFFIR 0 M55 2 A Ve B2 TR, SIS IR (LA mg/m>TH 2 I PR A 71
B 2~345) 50N Wi SR AR S ATBET A 56 o o USC 46 A B AT AR i[5 7T P 2
WMAAEFRZEIT . AT REBSEHESG, SR QT MEARMIEIN. 4T 3.0mg/m* K
e (LORIRRHEERER 2 5 , ARG 1/ BIURnE, #EmEMZE 12~14
/INIFAETE

AR 2 R THEERE 2 500 B UM SRR PR A 1M e bk SR A Bt /IR 9k 2D
RE, AT LSRR A

W CAS o B R R AR R . — Bk AR R, NI B AR AR Al FEREUCCRT
EULERR IS CAnAME FHEZSFIEETENL 245D R .
[ ifm R % 1
BB FRMIRTT 55 R REE G I 2 R B B B I PR 7T

T VPPN A S 1 2 ARG U, AT T — A D G RS2 W RRR YT LI R I A
et 202 BlEES M. 8. Z29O0IRKRIT (M34100-025) o M52 6T I ALk
6. 3% 15 5%F B NALN R A DU MIZOR R IEBEAT 1 B4

FEkeh A, BN 1.3mg/m?, BEREIVEST 29k, ESES 2 F)EEZ 10 K (B 21 KA
LAYTRD) , Ik 8 AT, WRFCR SRR EE, XEIAT 7M. AR A i 1T AL
R VR 2L S INAE 2L 1S
# 15: B NHERIZ G RHE 2 25

|

Jr Bl % =202

BT

SRR AT B (YERD 59 (34, 84)

Pl B/ & 60% / 40%

N = A/ BN/ HoAl 81% / 10% / 8%

R IRAE I PRBLIE73<70 20%

IfiL 4125 F1<100g/L 44%

I /MR %< 75% 109/ 21%
PR RHIE

HRERT (%) : 19G [ IgA | 325E 60% / 24% / 14%
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Btk & A AT L (mg/L) 35
WIEHEFRZR A AEL (ml/min) 73.9
S W A A 2 35%
13 5 Jutafhfh ok 15%
W2 R B R S R R A B (D 4.0
G2 HIRIT
R [E i, dnth ZEKAS . VAD 99%
R e, dnFRErs . VBMCP 92%
R IR, 1 VAD. KIEREER 81%
ATV T BE e B I6 T 83%
Bz FIRFIFRTT 98%
a0 ER=FIEIT 92%
B2 LR pTA PURR T 66%
R T / e maEinT 64%
Z i iR e e R AR ST 44%
> T A U Y B N

XA S B2 G T T 2B LS T2 16 vho XA i I SR AR 28 R T B VRS B IR Bladé
HENRRIIVIERTE . TAZMERGEEPHAMNT 5%, M-FEAWD 100%, Gk H e
HPKATIABATE QIR o 3% 16 WA ZIH T A1) SWOG ArifEHIE HIZZ## 4. SWOG Z2ff %
RILTE M-2 (R D>T5%H1 / 3R M-8 (HIk/b>00%. Xt 188 Il & HEATI7 P-4 . 9 1
PRI AN T B AN BEREAT ST 00PN o 5 9 58 R ATV 7 o A T e HE By 7 RGP A

98%I[H) B H 52 T WA & 1.3mg/m?. Horh 280% 1) BFH ARG 4ERF LA R, A
33% 1) o 7 IR I FE R PR T . 63% ) B AE BT STk FE A B AR KR T Rl R, @
W, WS EEME, BEEASHER 2 MTRIAMIBIT . GHTIRIFIEN 6.

HAz AR R E) 2 38 K (FEHH 30~127 KD

B B AR A TR R AL 0 16 A H GEFE 1~18 M HD

*®16: PTINGIRESS

TR (RMBZIRIT) N=188 N (%) (95%CI)
MZRA (Bladé) (CR+PR) 52 (27.7%) (21, 35)
SR (CR) 1 5 (2.7%) (1, 6)
HWorefk (PR) 2 47 (25%) (19, 32
I RZZfi# (SWOG) 3 33 (17.6%) (12, 24
Kaplan-Meier fi 1 ) 22 il 15 S2 10 (8] A2 % (95%C1D 365 K (224, NE)

VAR, EORE MR T 5%, M-EARD 100%, SR E KA (FD .
2Ry GEME: BRI 6 FIPIUINGE, IMiE M-EFIKD>500A1 / BUR M-H FE>900%; 5 A1 K
TAEE o

SmKZE M (SWOG) = HRix/> 6 FAMKNE, IMiF M-EHED>75%A / BR M-E H b
>90%; F5F1E I FRIE o
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TERCHR TR, 6P AR S I R AR 26 5 R B2 107 I IR BOR R LG O . B P 2R 4l K T 50%
B A A I8 2 e 1 R A R R AR T ek . RIS PR B X 13 S Qe ik
SRR R

Xt 54 9 % M BER AR AT MR RO RIEFL (M34100-24) H, VRS A SRR 1.0
mg/m?ak 1.3 mg/m?, RFEGES 2k, ES 2/, 24 1H. WAFIESWRIEEEM, &
2% (CR+PR) 1% 30% (8/27) #138% (10/26) .
EOEZ—MEU ERTEERNZ K ERDE BN FFEER R 5

fE—IUEFRPE. BTREME. BENL (L1 2 BRIt e #iE pR it 4% [M34101-039
(APEX)]H,  ERA T AR 5 K5 i ) b ZE K AR X e b R I (8] (TTPDY MekB B, AR
AN T 669 G szt 1 3 3 Gy (M R 22 R It B R AR . R ORI I FE KA
16 1) BB IR LG BT 71 s 2 AR IA 2 g fe 2 i DL BB /MiTH4<50000/uL 1 E A Re S
IiRkSe . X 627 B 3 HEAT T 97 BOFAN

oy ZR RS G BRI IR (L RS 1 Rl B RTIR T IR 2 0 kR 1 ]
CieJa — PRy AR BRI AF RS 6 AN H Wi R 5 i a —FifyT 6 N HERKD FIffiE
) Bo-tIkE K (<2.5mg/L 5>2.5mg/L) .

B I B G AB FN BE B SR R E LR 17

A7 N TR0 v B8 P R A R e T s R A
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BRI A HHEEKAA
N=333 N=336
R g (YERED 62.0 (33, 84) 61.0 (27, 86)
Al B/ & 56% / 44% 60% / 40%
Fige: minEAN / BN/ HAb 90% / 6% / 4% 88% / 7% / 5%
R AR TR VE 53 <70 13% 17%
1141 25 F1<100g/L 32% 28%
IR - #<75x10%/L 6% 4%

PIRRHE
HRERA (%) : 19G/ IgA | 325 60% / 23% / 12% 59% / 24% / 13%
Bo-fiEk £ 1 H A7 £ (mg/L) 37 3.6
SEASEEDE (D) 39.0 39.0
JUFF i B 2 <30ml/min [n (%)] 17 (5%) 11 (3%)

W % R B BER 5 R R B AL

() 35 3.1

W B SZIRIT IR
HRAEL 2 2
—FaT 40% 35%
—Fh L YRTT 60% 65%

R B (N=333) (N=336)
WS AT R AR, b ZEKIA . VAD 98% 99%
WA EIAE 2, W VAD, KIECREER 7% 76%
MRS AEFIEAR], TERinEy . VBMCP 91% 92%

W S AT AR VDR FE R (IR 9T 48% 50%

LR A ES

74%

2%

W ST AR AR R At e ) R vk

67%

68%

W 1% 52 106 ) A AP SR IR VR )T

3%

2%

m AL BB LR T 8 MR CRTHE 3 D

TR T 3TN (RTHE 5

J) VAT . 1E 3 JERIT Y, BAMhERIKLS AN 1.3mg/m?, AEEVES 2 vk, SRS 2 A (R
ESE 1. 4. 8 A 11 RS a5 10 K (BIMEE 12 £55 21 K) o £E 5 FVRITH, Hhi
WkZ5 T A dh 1.3mg/m?, &ERIVES 1k, SRS 4 A (EIFESS 1. 8. 15 M1 22 KiEHD) 5=

2513 Kk (BPMZE 23 225 35 °K) &

HFERIMHBHAEREZ T A ANJTREN) (RRITHE 5 /D W7 R T 5 TR (BT fE
4 1897 . AE S JHAEITH, B 1 REH 4R, B 9RENE 12 R 17 K2 20 KIk
HiZEKHKS 40mg/ K, ZJE1525 15K (B 21 55 35 k) . 1E 4 FMIAITh, 1 KEH
4 RIOIRHIER N 40mgl Kk, Z 1525 24 K (HINEE 5 228 28 K) o W AR ZE KA H Bl

T2t R FF) S8 N SR I HL ATk 96 42 R HEST B AN VA 45 T AR BT .

AR R I R BEAT T 2 e, bR HAF IR 25 . AN TE Qe
T BEHL > AN ZE K LI S BRSO RS2 AR iR )T o ARG 15 LRI 2B AT S & A ge it 7

B g AR, TV AR (n=534) MIBEVI A %oE N 8.3 41 H.
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A 8 MTHE (BT 3 D W7, 34%EiEis 720 1 MHERNA
fh, FEATHR 11 MTRETRA 13%MEHERZ T2 1 AFIENIAR . Bl A& g 25k
a2 22, o 1 & 44, HZEKR 4 N7 CRTRE 5 D JRy7 IR, 400% 1) &%
B 7R LAFIERH KN, ERE 9 MTETA 6% EEREZ T2/ 1 ASHIERH
FERHL o

IR T B PR R I F) T A R A e TR M R E MR LR 18 B KR B B R A 1 4

(EBMT) MIFRERIFAT B MRS . B2 (CR) « ZOREHHRAM /AT 5%, Ifih
M- 2> 100%, S ke o AE AF) o B2 (PR) «+ BRE/DEE 6 Ak
WA TP, 1IE M- E>>50%F1 / BUR M-22 H Jk/>>90%; 415 15 H FIE A Tm A E -
BE e A A (nCR) & SUCNE R FTA 5B A M AR i EFE B A Ik E R M-E AR
100%, AH7E e lf E B pk R i A ar i ) M- 3 AR .

R 18: I HBEHUIG KI5 (A 20 2 B

v B B —MiRIT M — MLl IETT
A b ZEKAR A HhZEK A HbZEK AR
7S
TR S n=333 n=336 n=132 n=119 n=200 n=217
BE LR R -
H4F n (%) 147(44) 196(58) 55(42) 64(54) 92(46) 132(61)
6.2 H 35 H 7.0 A 5.6 F 49 A 295
RAZ 2 (95% CI) (4.9, 6.9) (29,42) | (6.2,8.8) | (3.4,6.3) | (4.2,6.3) | (2.8,3.5)
SRS B © 0.55 0.55 0.54
(95% CI) (0.44, 0.69) (0.38,0.81) (0.41,0.72)
pfl <0.0001 0.0019 <0.0001
BAERR
FAEGET) n (%) 51(15) 84(25) 12(9) 24(20) 39(20) 60(28)
XS L P 0.57 0.39 0.65
(95% CI) (0.40, 0.81) (0.19, 0.81) (0.43,0.97)
p 18 oo <0.05 <0.05 <0.05
SRR
G e n =627 n=315 n=312 n=128 n=110 n=187 n=202
CRf n (%) 20(6) 2(<1) 8(6) 2(2) 12(6) 0(0)
PR' n(%) 101(32) 54(17) 49(38) 27(25) 52(28) 27(13)
nCR"9 n(%) 21(7) 3(<1) 8(6) 2(2) 13(7) 1(<1)
CR + PR n (%) 121 (38) 56 (18) 57(45) 29(26) 64(34) 27(13)
p{E " <0.0001 0.0035 <0.0001
CRFFEERT R B R Ar
#on
CR' 99 H NE! 9.9 A NE 6.3 H NAI
nCRf 115 A 9.2 A NE NE 115 H 9.2 H
CR + PRf 8.0 H 56 A 8.1H 6.2 H 78 H 41 A
2 Kaplan-Meier 34 .
O XU bE Al I COX HuAg] — MBS AR T DLYR Y7 /B A AR S A3 2. RN 1 Ui A A
L5
¢ p{EHBIEMILYERZLENTE log-rank #5015 3
4 NREIS RIREHI R p 1E.
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HELE PR,
9 L2 AT, IFEREKM.

ENiGE
| RIER, AR

¢ SRRVPAN PRI EL,  AAE AR FE LR I T YAy a2 id /b — IR R IR IT 1 B .
f EBMT #5#fE: nCR #F& A EBMT ff) CR #rt, 1B IF AP . 7€ EBMT #aifEd, nCR

h ZZARZE(CR + PR)IY p A2 H 5 /= B FE 12 IEJ5 1 Cochran-Mantel-Haenszel R 77t 5845 21 1) -

REWITRZ RKIEE DR IIBENL. TR REF 5

1E 682 A EE AT — T E bR 2 Fot . BTBEE. BEAL (1) 3 ZERFFCE 1 BRIE R
RIE[MMY-3002 (VISTA)H, #F7EE MP BEAITIEMEL, A (1.3mg/m?) & H MP BES )T
R AT DLEGE R 0T (1) 2 R 1 B B8R B M Bt eI A] (TTP) o KRBT N 9
AMTRE (L) 54 R, 2 B R SO VA 52 (R MR W] B R 2 RR YT . A AR E

ANFEL IR PIRRFIE WK 19,

R 19: VISTA 156 Hh £ A ik 24 (R 5k 2 303 1) 5 s AR A

AmEH MPA MP 4
BERNR N=344 N=338
SR RALE (EED 71.0 (57, 90) 71.0 (48, 91)
PR B 51% / 49% 49% / 51%
F: BN NN BT A 88% /10% /1% / 1% 87% / 11% / 2% / 0%
R KA IRILPE53<70 35% 33%
1418 [ <100 g/L 37% 36%
I/ <75 x 10%/L <1% 1%
HRERIA (%) . 1gG/IgA/EEE 64% / 24% | 8% 62% / 26% / 8%
Bo-fakEk & A7 %L (mg/L) 4.2 4.3
A& A ALEL (g/L) 33.0 33.0
JULETI B2 2 <30ml/min [n (%)] 20 (6%) 16 (5%)

TS sE T, PAZREY 16.3 M, EEFF A f—— B Pw R R QB F,
MP H A X EIA MG MP A2329077 . P ALBEDT 60.1 /> I X A A7 AR 2 AT S 4 5
B REEJREATT P EM T ARSI T %R, Adha i MP AP RS T4

GiitsEE ATk (HR=0.695; p=0.00043) . MP H KA AfE WA 43140 H, &

FI MP R A A AE /N 56.4 N H, 978045 LR 20,
7% 20: VISTA R UE bt S &5

TRAER A MP 4 MP 4
n=344 n=338

B ik R B [

1 n (%) 101 (29) 152 (45)
e (95%Cl) 20.7 15.0 H

(17.6, 24.7) (14.1,17.9)
AU B P 0.54
(95%CI) (0.42,0.70)
p fH © 0.000002
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TR

HF n (%) 135 (39) 190 (56)
g e (95%Cl) 183 H 14.0 H
(16.6, 21.7) (11.1, 15.0)
JA: B P 0.61
(95%ClI) (0.49, 0.76)
p 1 0.00001
MAEFERN
HFGET?) n (%) 176 (51.2) 211 (62.4)
g e (95%Cl) 56.4 f 43.1 f
(52.8, 60,9) (35.3,48.3)
A B 2 0.695
(95%CI) (0.567, 0.852)
p 1 0.00043
SRR n=337 n=331
Jpi 5% ¢ n = 668
CR' n (%) 102 (30) 12 (4)
PR n (%) 136 (40) 103 (31)
nCR n (%) 5(1) 0
CR + PR n (%) 238 (71) 115 (35)
pﬂad <1010
I¥E-M EH TR n=336 n=331
JifF %L 9 n=667
>=90% n (%) 151 (45) 34 (10)
CR 1 PR JAHI H H 30 & IRE MR B
1]
H iy 3 14 J] | 42 A
FEFRREEN R PAL S 2
CRf 24.0 A 12.8 A
CR + PR' 19.9 A 131 H
Z T RIGITH A
HEn (%) 224 (65.1) 260 (76.9)
g e (95%Cl) 27.0 A 19.2 A
(24.7, 31.1) (17.0, 21.0)
JA: B P 0.557
(95%CI) (0.462, 0.671)
pife (< 0.000001)

T TS RIET 163 A AL BE VT 4T, B 1 TR o A A T

tALBED 760.10H .
2 Kaplan-Meier it .

PRI EE R FET X R R (PR EH . BEAMMIX) K IEJE K COXEf]— X

BRI AF 2o AR EC AN T LU B A i & FIMPALAT T 3

CpERETHNRRER (B-MEREA . AHEAMMX) KIEJE 173 /= log-rankhs: 5

(SEIR

4 Z2fi# 2 (CR + PR)IpfHE A2 H1 %3 |2 K 5 4% 1E 5 i Cochran-Mantel-Haenszel - 75 £ 5 144

#.

© AR, BRI R A I ) R

fEBMTH5 i
9 FITAE BB AP R ML BB

MR HE60. 14N F (1w A B U B A A FR AT B

NE: AR 14
rh ] B 2 TR A R B e 4
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FIRRAERIT I Z R EBER AT AN 41 Pl E SR, Hd 20 BB BENL > ANAS A
MP 5974, 21 BIgEENL O AN MP ¥R T 4. 3R 21 B 7 v [ 2 3 20 A AU b s 3
# 21: VISTA 56+ A [E B3 WAL i 20 B &5

IR MP 41 AmEH MPA
n=21 n=20
B PIRE B A
HF n (%) 14 (67) 9 (45)
.. 11.1 A 14.8 A
HAEL (95%CH) (8.4,15.7) (7.2, NE )
A b 0.468
(95%CI) (0.183; 1.199)
p1E 0.10676
Tk A
HAEn (%) 19 (90) 12 (60)
. 9.7 H 9.6 7
L (95%CH) (7.3,12.6) (6.2, NE)
U 0.604
(95%CI) (0.279; 1.309)
p i 0.1975
BERR
HE n (%) 9 (43) 4 (20)
PR 0.385
(95%ClI) (0.117; 1.259)
KE] 0.10135
ZRE
CR n (%) 0 (0 8 (40)
PR n (%) 5 (24) 5 (25)
CR + PR n (%) 5 (24) 13 (65)
Lt 6.1 (1.4, 27.2)
p 1 0.01112
NE: AKPFAL
. BRI REET16.30 B 1AL BE T 04T .

SR (R AT IR E 88 110 11 S B N R
FE—TIFCE . . 2 iR -H[M34103-053 (PINNACLE)PFM 1 4% it FH FiR97 &
R ECHE VA B A b LR R ) e VR AT R, A IR AN 155 B R A 2/ b
W —iayT BAodt e . BERERDAECY 65 ¥ (42~89 %) , Hrh 81% K F 1, 92%
NEN. 1% EFA B Z LTI, T7%0 8 8 T E 40k & 1V . 91%01
BF RN B IGYT R — MBI REOKFE R . PRI MR 23 4. 37% 0 &
HR S R G — NRITIN 2 . ARSI R 1.3mg/m?, BRH 29K, Lk 2 8 (2R
1. 4. 8 A1 11 K42y, ZJatkE 10 XD o iR aminsr i EF MhALa T L0 4
GuF: 1~17) , ARG SR S B A 0E 8. Bl A fiG I7 Ja I 22 il 2 WAk
22. RIEE PRWT it &2 M brvE C(International Workshop Response Criteria, IWRC) . F&-F %t
CT #33 FJSLTRUN 22 VRN 8 A iV 7 Ja I SR
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XHETE A BV R AL BT 13 AN H, BRI RE R, 1 FEAFRN Kaplan
Meier WAl & 69%, HIMZZMNEEH 1- FFAEFRM Kaplan Meier PEAf /2 94%, 1A% CR 5
CRu [ 35 1- S A7 Kaplan Meier P4 & 100%

% 22: BRI TR 11 R g B A

SFFRAHT(N = 141) N (%) 95% Cl
MZ#Z (IWRC) (CR + CRu + PR) 47 (33) (26, 42)
SEALZL MR # (CR + CRu) 11 (8) (4, 14)
CR 9 (6) (3, 12)
CRu 2 (1) (0, 5)
H 7322 fift (PR) 36 (26) (19, 34)
B RAER R 5 S ITR 95% ClI
Kaplan-Merier vFfiti ) 22 i FF 2205 T
CR + CRu + PR (N = 47) 92 H (4.9, 13.5)
CR + CRu (N = 11) 135 H (13.5, NE)
Kaplan-Meier P4 1 22993 13 i2E 2 i (B (N = 155) 6.2 f (4.0, 6.9)
** Kaplan-Merier ¥FAi 14 28] ] CR + CRu (N = 11) 138 H (13.4, NE)
F R UGRTT BT IR] A E
CR + CRu + PR (N = 47) 127 H (9.33, NE)
CR+CRu (N=11) 19.4 H (17.8, NE)

5 [ BRmff i 2 AR AE(IRWC) . T-97 R0 BT It B R AE T e i B rT & ik, 2D Tl
1 REELR S IR A CRFETT ISR BT PP AL ) IS (N=14D) .

CRu= RN 7E 52 fi#

NE=AA 1T

** [N iy

[ 257 53]
25 HAE

T A KR LB At M 26S 25 P i 0 B8 R 1 RE VT 1 T R 7R . 26S 2R I AA
RMRMEARE A, WRERZ RUMEAR. 2% E OB AREER TR EAE
YN N U B R AR R E AR, DA4ERFANIR N ARAS . SR E/KIR SR A N 2 M5 5 R
R, XA IEH AL AR 2 S B AR T XS 26S H FE B 4 ) A] BEL X
) B KA o A MG S 7 3 e Kt 22 A S 20 (i 400 i B M R 1 o I DA T R AR R
PRARIGAIE BA B0 85 VK i 0 S 22 E 35 22 R P R 1 P9 1 iR 2B

PROMRIG . BRI RS VB B R B, W VoK e (i B 4 4 A R i
P, HAM®IE AR Dh . IR AR F AT DAAEAS F 2 Sl VR o B0 i R R SV Ik AR 1 22 R
B BRI R E.

BEEW IR T Lmg/m? F1 1.3mg/mZFIE M B oK E (BFIEKTE n=12) , SF4ifd
20S 25 A B4 TEVE R BRI CREXT T 2528 HIFESR 2)5 5 0% . 1 mg/m?Fl 1.3mg/m7i &
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Xt 208 25 [ g1 25 K AAAH [F 1 fe R3] . Lmg/m?2Ai1 1.3mg/m345 2477 1K) fi KA 9 BBl 4 5]
F& 70%3 84%F1 73%%1] 83%.
B

K FH AT B HERR 25 20 AN G5 2R AT E0 IS (BRI 2 N EEFE 2 IR 2, BE)S
PRE—FED 5 W8 (1 7 4 5 B AN NIk ANRE DA K B Pl . e 48 Ak LA SR R
Gt SPGB A K e 0 B A A Bl S S KR R P 2 L A BE R A DL SO B R
FERAT AR . HeAh, R BRES A L 1 22 A I AR

O M

W2 T2 2 A5 T IR 7S O B oK T i 0 3 T v, B s A DA™ S 1 R T PR I
JEs ORITEIAEL LG 12 B 14 NRFET:. KTEET 1.2mgim?[5 & 115 5 5% 0 IE S 30
L5 705 IR LA o B TR B B AR T A TR R A L, o s T UL
TEMR 5 2 PRI L 2 70U L. RAEFIIRAE .

AL R

o ] B 99 SR i A o e € Ak IR AR R S 5 MK B AT R AR VR T (e Ak 45 A R
A2) o Ames RIS/ B A P IZ UES 45 SR AR BRIl B VKA AL B

AT

AR AE B BT 7T, (HTE RS FERIG PO AR GHAT T 9. 6 A KR
IR RN, FE>0.3mg/m? (IEPRIER IR 1/4) W E K A8 O 5% A28 4k, &
Ny 1.2mg/mP e AT W82 B G AR A PSR . A AT RERT B3 MR A M A B R B T TE R

PTG

G A AT B 7 K 1 B0 A
[Z5R30 /151

X 11 512 Rk R B B K AE T AR 1.0mg/m?A 1.3mg/m?E, AR (B 1R 1
K IMZG R S A& 57 A 112ng/ml. TEBH S (045 255 FEAp, AR i 1) 05 K I 25 Rk 44 1
fRVEEE 67 2 106ng/ml  (1.0mg/m?5|&4H) A1 89 & 120ng/ml (1.3mg/m?F&E4H) . ZIR%
25 & OB B Ve K B P 280 B RE B 40~193 /i . SRS FIEAEL, BBk B RG G
IR PR, 1.0mg/m?* Al 1.3mg/m?2H B R4 24 i IR AT BR324 5l 102 F 112L/h , T
1.0mg/m*Fil 1.3mg/m?2HL Bl J 71) 5 1) S AR T BRI (L 7E 15~32 Lih 22 JH]

FE MRS (1 PKIPD AT, 22 VB REJR 8E FE 52— X 1.3mg/m? 7 & IR ik 45 245
W NEY (BEdn=14, B TIEAHAn=17) J5, WHEERLENEORELE
(AUCpst) M%. B FAZJEH) Crax (20.4ng/mD K FEHE  (223ng/mD) 43245, AUCs )L
T 5ME 2 o 0.99, 90%E (5 X [H] 2 80.18% ~ 122.80%
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Gy

2RV E BN B IR A 2 R4S 1.0mg/m? B 1.3mg/mPHli B i K s, EBER A
G A RSB M FE 2 489~1884L/m?, X U WM B e oK W iz 0 A TAN A AL IRE N
100~1000ng/ml B, W% K 5 AR LK B 1 ISP 35 456 %6 83%.
sl

RN A B SO A4 R EL A B SR A% R (CDNA) RIX 4RI 5 PAS0 [F] T B k4T (1114
MR FLR IR, B POK 32 Bhm I AT (3R P450 B AR 1Y 3A4. 2C19 Al 1A2 B A fLAR, &
2 2D6 Fl 2CO fRiff. FEARULRERL LMBRIL, TR 2 WA Y, FiBd R
LR =4 BRI & e KR AR = ) JC ] 26S B ARG I0ENE. 8 4 BE 44
J&i 10 Z3BP AN 30 43Bh A 2 R R, 2 AR AR P R LG R 251K
TR

R A 5 A K AE N A N (Y BRI AR AT 9
GRICNR PN

X104 44 Stk Ik A0 A A I B e BE A A I LB R R (2~16 2D E KT
L3mom & oK, R 2 IR BERZAREN J12 00 B, B R VK R R B A A SR T AR
I . JUESEY (%CV) TEBREAN 7.79 (25%) Lihr/m?, RS/ Ak BUA 834 (39%)
L/m?, BN 100 (44%) /M. SRR E AN DGt 5, aneEis
PREANER, 0TI B ORIE BR A= ARG e PR SR . 78 ) L 28 R P 2 3 1) 1k 2R T AR
R HE AL B A KT Bk 26 5 B A AR AL

10 A ST P S R o B8 5 A2 2K 245 30 2 1 B
IF T Redifn o B

PR T 60 AR A I Th Be 14 B 0 B B AR 25 AREh 3 S s, e A i A K )
={GHE M 0.5 3 1.3mg/m?. SIFTIREIES B E ML, 2D REA0 15 /4 22 S5O i B3 MoK 7
BIA—AJE 1 AUC. HTE 5 B FE I D A5 15 26 v il B A KR VA — 40 J5 1 AUC 391E
SIINY) 60%. F UL Hh R B P AT T AR A A 1) £ P AR e PR AR AR ), TR B R AT
T T M
B ThRE A 1 1)

FE—IZ BN S b, AN RAR BE I B D) Be 4 45 AR H U BR % (CrCL) 434
IE#  (CrCL =60 ml/4r#%/1.73 m?, n=12) , #JEF (CrCL=40~59 ml/% #/1.73 m?,
n=10) , #JF (CrCL=20~39 ml/4341/1.73 m?, n=9) FIHEE (CrCL < 20 ml/4 %¥/1.73
m®, n=3) . AWFERETEN BAEBNTERIG HE TAR MM S 851, A Sk kes 217

CCDS 2015 Apr 01
32/34



AN 0.7~13mg/m?, B 2 k. AmiFERE GlE-RIEER AUC M Cre) E&HTH
Al Ee .
[ 5]

W, AEE 30 °C fRAF -
[E2]

PIRZmAaSE: 1K/ &
[(HR0H]

36 1™
[T HrE]

JX20160089
[k B 25 EAHE S 1

1.0mg: H20171070
(73S ]

1.0mg: [ 247 320180010
(4740 ]

M4 FR:  BSP Pharmaceuticals S.p.A.

EPEHbRE: Via Appia Km 65, 561, 04013 Latina, Italy
[7r34lk]

VAR PY L AR 2 PR A 7]

A bt YRR 34 5

MR E D : 710043

HL35 5 f5: 400 888 9988

MhE:  http://www.xian-janssen.com.cn
(441

AP PERT R . BCH S RV RAE 25°C RRFE, BLfE 8 /NNTNEA . EiHIE
PRV RUIAE SR A5 45 BRI S 28 N AR IS 8 /NI, HANRIAE 38 N2k T Z ik 8 /MIF LA .

RIFE A G RAE 30°C LANORAFE, 20 R AL .
(B AT

A TR 250, BT DAAL BN 5 SRR, SR U 2 (R TG TR AR o T G AR S
T8 H B0 R DA G B JPRFe . Im PRI, A 5% B i it LR F R R, (H R
RAEHAL .

it A AL ANEL R Y VE S T BOE T A i o BRI, A DO TR kRS, AR

RER N
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http://www.xian-janssen.com.cn/

K S VR 1 R )

TR, S 0.9%FALPAVE IR WA Mo FCHl)E VBN TE « B . RN
FACVFIITE DU, HESR2G S A AT 75 H LS ANk o 5 ISR BT (AR 1
o BRI, AN NLAE P A i

B K 5
1mg A i 3.5mg A i
WA (D) PIER
(09U ALEID 1A 1.0mi 3.5ml
B ) 5 B IR FE (mg/ml) 1.0mg/ml 1.0mg/ml
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