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WL [ (IR -3-FIE-1[[ (2S) -1--3-F3-2-[ (MLBERIL) ZIL)RNHMIEH] T
ST
(SR

¥ CiHxsBN4O,

sy fH: 384.24

Hkk: HEER. A
[ ]

AR i B YRRV A .
(& RE]
e, qLnze:i b

A TS RO HIRERR (MP J7%) BT BEAE R & IRTT 1 BANE & K5 &7 FlE
BER MY 2 R PE R SR IRT s BURAH T 202l —FEl— MLl LiRT R E R E
M R R VR YT
Bk R

A% AT T 52 R O TR M A M A R SRR IR T, R TR AR AT & b e i —
FEIT o P T I2%08E REAE 1 22 A7 B0 Sk B L Ah— T0UE T3 BE A V0 7 5 52 11 265 200 L 7k L2 9
B NG R T L DIRARIREEY >, B Bt o BRI R ST 300
(A% ]

1.0mg. 3.5mg
[FZERE]

A A TR 25 2, BN & S BUET .
REWTHRZ KL H R BE

AR TERR G DURSEE S MO IRIK RS AT IRIT RS, T 3~6 B GH k. BT 6
J R 1), 39T B 1~ TN, BRS TAM 20 G 1. 4. 8. 11,
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22, 25, 29 M1 32 KD o 1EH 5~9 T IEN, BELGTAM 1k (55 1. 8. 228 29°K) . M

REG L2/ AR 72 /N

Rl RAWITINZ RV S BN EE AR
BRATARIK (B1-4TB)

)i 1 2 3 4 5 6
A 5 o I O FElE|E|E
a 3m”'7m2) 1] - |- 4| 8 [11|fREM[22 (|25 29|32 KEMW
>Mg Ji A EIES A EIEIES
XKLL e -

(9mg/m’) A k) k)
DYELN NI T " I N o
(60mg/m?)

FBRALTFTAR—IR (FE5~-INTE)

)i 1 2 3 4 5 6
A =
a Sm;'}'mz) 1| - [~ ]| mex | kW | #22K | $20K | kA
' AN

XKLL e -
(9mg/m?) T" ? ? 54% B B
NI -- B -- -- B

ARG RFA . RIEABEIRTT 7 & %
KRG EES REMBERIT T TR, BE A& LUR &4
o I/MRIHEN>70x10%L , ANC Ri>1.0x10%/L
o AR FEFRMENFES 1 HEFEL KT
R 2. RMEERDIA RIEREBEERIT I

B FE R B TR 4 2

I R P LV e i

o UNRLERT—ANITFE N WL B Fr 22 R0 4% Fh R4l
R e 20 iE B /N R s D RE , BRI /0N AR 9k 2 o £
H i

o WMHAFTAMYA (BRFEIRIN BIIM/MRITFEL R FE A
<30x10%/LE{ANC<0.75%10%/L PR A e

o HWIRIE—AITREANBIKIER T AR GBERE2IRYE | NAEJG —I7 PR — 78 KF (M 1.3mg/m?
29IRIT WIS 25>31K, BRE AR LIRE 25697 ) | BEE1mg/m?, B0 Mimg/m?f%£0.7mg/m?) .
(B4 245>21)

B REAE Jn — NT R SR B IR 25%.

3G S LA b Iy AR i 2 s 15 FHAR it B 2 R MR R R 2 1l R 2R K
SRIG, AR —ANFIE KT (1.3mg/m’fF %
Img/m?, B Img/m?f4%0.7mg/m?) EH Tk
AREIRIT o R 5 AR S O Ak 28 P R A B
JE A0, P AR 2R 3P T 45 Bl R A )

ik

RILCHIR eI KRG BIES RS
BRI % R B BB B R R A otk 2 B
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W
T HERE
AR AOHERE TR O B UGS 1.3mgim?, B EIESE 2 Ik, SRS 2 (RIZESE 1. 4. 8
AL RESD JE1F25 10 K (BPAEE 12 =55 21 KD
3N IAITRE, PIIRG 2 E /D IRIkE 72 /N
XTI 8 MNTREMAELLEIRTT, FIRbR#ETT A 2. N T H RN 2 K Vi 8EE B,
WA DARE A L IR 2. A2 4 AM4ERE 7% (55 1. 8. 15122 %) , FlJE & 13 RIW
REW (BE23E 35K .
FE B DL S B T 66T
MORAATRT 3 RARMIR A FF ST 4 MR F 8 CRNEFRE NS g2
I, REEEARSRIT . — BRI B, o LRI IRA S IR TT, R 25%
(filtn: 1.3mg/m°BEKE] 1.0mg/m* 1.0mg/m*FEAEE] 0.7mg/im?) . WS kKA S AR REIT
A R Z M U B SE M 2, R R R HER R BRI B AT VBT, FIREE AN
AR B bR I I B A IE R R R Ry 5. AT IR A AR 5 SR W s IR
Wl o R EFHARG B CE SR, AR S 7l R AR
R 3 MRAEGAR IR R P Bl A Bk 0 08 B 4 2 AR I 9 1 7 R R
Je [l e 228 9 ARRE AR A AAAIE 1) 7 B R RE > FH: &R

129 CRAER; O B0H TR LR SO | A
K AATEIRECE ThRg ek

LR OS2 S0 ChEEER: THMHS | RIS B2 1.0mo/m? 8R4 6 106 97 7 R ech

TEEh (ADL) SZR) ** 1.3mg/m* & 1 1k
2 R EEREE 3 & (EEEWR; BEMHE | EEARNGET, BEEEHEREME KE AW,
WEE) (ADL) SZ[R ***) HIVAYT, FIEFEZE 0.7mg/m?, HFEVES 1 7K.

4% (CFEE K Eds MR B ST | SRS IEIT.

* F 4 NCI % W3 PR CTCAE v 4.0 73415

** T HM ADL: RIBMUR. LYy, FTHIE. B S

*x FELE ADL: RIBVEEE . FAMBA. B, W, iRk G ENR.
FrTheesifn B &

5 B2 T Th Re 4 4 S8 1 7R B B AR 1) T RAHERE R AT . T B R T R e
i FH A W PR AR R B LR 0.7mg/m?, AR £ 5E — N VIR S2 14, B S 7 R e
Z 1.0mg/m?* 53t — % 0.5mg/m?,
R 4 FFThRBIG B T HER R G R R R

IR 2T SGOT (AST) /T AR TR (K 1.3mg/m?, &
SESeh 20
<1.0x ULN > ULN AR
B
> 1.0x~1.5x ULN ATA{E AR
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| > 1.5x~3x ULN fEATE H—ANEIT AR R R
0.7mg/m*. R4 B MR 52 1, B G
Eg > 3x ULN ,fi{ﬂ@ E/‘J/ﬁ‘ﬁﬁU%iﬂﬂﬁ l.Omg/mzﬁiiﬁﬁﬁ
B % 0.5mg/m?.

45’5 SGOT = MiEA FEE M
AST = KA R IRE LM
ULN =IEHER EfR

B Dheetn i B &

AR EN 1 A2 B B DR TR R, R T e 4 1) SR TG 7R TR R A
MR T BT S PRICA R IRE, SO EIEENT 4 5 S T A .
R WIRTS

AR R AR B K SE A VAR FEAE 3~5 Ab NI Hh R bk S B R RS, S AR
TS A 0.9% AL VA Wbt -
[FR&RR]
SR B VR M 22 R M R R T G 45 2 P I IR IO AN R SR B 4

FE = TRIG PRI T PR T A ZEHERE TR 1.3mg/m® T BT ORI 22 4o, 38— THBEHLAY
HuZEKAANT I 111 5 (M34101-039) , VAT 669 B4 1~3 LifyT 5 RS iavE 2 K Itk
R R U, JRE. 20 m 1R, VAT 202 Bl &b Eizat 2 fiayr A
MR I PR B (M34100-025) 5 —THVPANAS Sh AR -20Mi 0 1 G RS, WE
R kM B B AR 1.0mg/m?ER 1.3mg/m*iG97 (M34100-024) , Xk s e
— IR AR S R R AR R R K .

F5: (EIRIT ERBOMIAYE 2 R MR E BRI 1 AT 01 A PRI P A AN )RR

.. RS
Medg?;ﬁ‘fﬁ GLEES M34100-039 | M34100-024/025
0 (N=331) (N=228%
MR E RGN
IR ek i 115 (35%) 97 (43%)
EEyilh 87 (26%) 74 (32%)
rh R4 B ek i 62 (19%) 55 (24%)
1 48 ek 2 i 24 (7%) 15 (7%)
Ik 2 4 g/ i 15 (5%) 11 (5%)
4 120 s D i 2 (<1%) 6 (3%)
AR PR 2 B R D e 1 (<1%) 1 (<1%)
LR ERR
DR 4 (1%) 2 (<1%)
QWSTIPUBE 9 (3%) 17 (7%)
J75 Bl 6 (2%) 2 (<1%)
O 5 (2%) 4 (2%)
OB AR AEBCEAL, B RO S 7 (2%) 8 (4%)
it 7K fi 6 (2%) 3 (1%)
O YRR 1 (<1%) -
BT HH IR A 0 = 5 oy BT BE 1 (<1%)
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AE S

Medg?iééfﬁ LLEES M34100-039 | M34100-024/025
- (N=331) (N=228%
L5 1 (<1%) -
DT 3 (<1%) 1 (<1%)
HERBERER
W it 52 43 1 (<1%) 1 (<1%)
REBERR
AL 9 (3%) 25 (11%)
45 R AR U 14 (4%) 7 (3%)
BB RGER
{5 140 (42%) 97 (43%)
JIE3E 190 (57%) 116 (51%)
Tl 190 (57%) 145 (64%)
X It 117 (35%) 82 (36%)
B 8 R, R bR Ak 80 (24%) 48 (21%)
HUAR 32 (10%) 30 (13%)
M ik 4 e 25 (8%) 19 (8%)
HEE R 10 (3%) 1 (<1%)
W= 2 (<1%) 4 (2%)
JEIK 14 (4%) 13 (6%)
i 8 R0 1 057 24 (7%) 10 (4%)
7 M T A 4 (1%) 5 (2%)
B e (R R AR P 7 (2%) 3 (1%)
Ep i (B4 PRI TS) 7 (2%) 3 (1%)
LR 2 (<1%) 1 (<1%)
FX 3 (<1%) 2 (<1%)
I AE H I 1 (<1%) -
K 1. 1 (<1%)
R BB I 3 (<1%) -
JPR I i A5 BEL 1 (<1%) 2 (<1%)

4 5 MBI A 4 24 AR % R L

201 (61%)

149 (65%)

6/34

-}z 55 40 (12%) 44 (19%)
-z 140 (42%) 118 (52%)
-5 12 (4%) 9 (4%)
A& 13 (4%) 22 (10%)
R 116 (35%) 82 (36%)
FE K 37 (11%) 27 (12%)
T 35 (11%) 27 (12%)
G R3] 21 (6%) 5 (2%)
1578 26 (8%) 16 (7%)
Y SR A R RN R 1 (<1%) 1 (<1%)
TS BB AL bk 1 (<1%) 1 (<1%)
FFRER SR
I E AT K IUE 1 (<1%) -
JH Dy ReAs g 5 3 (<1%) 2 (<1%)
2 (<1%) £
JH % M34101-040 i
o ©
REREEW
CCDS 2015 Apr 01




AE S

Me{jg?@fﬁ LLEES M34100-039 | M34100-024/025
- (N=331) (N=228%
23V U N 1 (<1%) 1 (<1%)
B RS
e R 26 (8%) 41 (18%)
SR % 45 (14%) 17 (7%)
TN I T R e 48 (15%) 29 (13%)
SR I % 21 (6%) 23 (10%)
R CUHE 2 X A BRI D 42 (13%) 26 (11%)
g 25 (8%) 13 (6%)
XAER 26 (8%) 6 (3%)
RIS I 2 PEPR 4 (1%) 1 (<1%)
23R 14 (4%) 15 (7%)
M % 6 (2%) 2 (<1%)
I8 2 B TR 6 (2%) 3 (1%)
PRI& G 13 (4%) 14 (6%)
N EPNRES 10 (3%) 6 (3%)
NG L R g 9 (3%) 9 (4%)
Bl R 7 (2%) -
B FERFARIERIE
B A R I RE 7 (2%) 8 (4%)
BRRE
ALT F+i 3 (<1%) 10 (4%)
AST Ft 5 5 (2%) 12 (5%)
B R B T = 6 (2%) 8 (4%)
GGT Ft= 1 (<1%) 4 (2%)
R X EFREER
AR AR & 112 (34%) 99 (43%)
Jli 7K 24 (7%) 42 (18%)
e IUAHEAE 5 (2%) 16 (7%)
I R AE 7 (2%) 4 (2%)
G ILAE 8 (2%) 18 (8%)
WL B B A S A R
JB A& 50 (15%) 59 (26%)
Jillb 39 (12%) 32 (14%)
KA 45 (14%) 60 (26%)
Rk, BHEAKRPEHONESERNAERN)
2 (<1%) 7E
VIR S e R B AR M34101-040 i
o ©
MERGBR
JE B 22538 120 (36%) 84 (37%)
JECHE S R B IR A 91 (27%) 53 (23%)
kg, NFEILE 45 (14%) 48 (21%)
Syl 85 (26%) 63 (28%)
A 17 (5%) 29 (13%)
Z R A 9 (3%) 1 (<1%)
=K 8 (2%) 17 (7%)
R 4 (1%) -
AN 2 (<1%)
Wi 1 2K 2 (<1%)
CCDS 2015 Apr 01
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AE S

Medg?ﬁééﬁ LLEES M34100-039 | M34100-024/025
- (N=331) (N=228%
FEHER RS
B 31(9%) | 32(14%)
5 BRI R R GER
SRR 21 (6%) 21 (9%)
HEPR I HE 2 (1%) 3 (1%)
1fipR 5 (2%) 4 (2%)
MR ARG B R R
S 21 (6%) 23 (10%)
I Wik 70 (21%) 39 (17%)
I I N X 65 (20%) 50 (22%)
155 ) WP R R e 21 (6%) 18 (8%)
i JE R 4 (1%) 9 (4%)
S 4 (1%) 14 (6%)
ik 3 (<1%) 2 (<1%)
BRR B BT R
FIE, RIRERIEFENE, ZUBEPE, ORI REA 4 Mm
JiN=$2&37 ) 61 (18%) 47 (21%)
S 7 (2%) 5 (2%)
ME5HEERER
(HUNES 20 (6%) 27 (12%)
AT P/ ST AR AL R 14 (4%) 8 (4%)
T A 6 (2%) 7 (3%)
fivi Hh . 1 (<1%) -
AT 228 4 A B AR S KA A 1.3mg/m?
© IR R
¢ —IJUAS L L 1.3mgimAERERIRIGTT 2 R E R ITE I, B Sizd B 0 4 Moy ks &
M34101-039 H 352 ey 711 2 1 FE KR Jo o 1 2% Ak
¢ fHEE MedDRA HLT “RFMAHKA (RANZ 7 FHIKITE EEARE

SR 22 R B B R S5 P IO S 25 2400 B BT 45 24 A i R B AN B S5 B e 25
FE—T00 1003 PR T8 PP AN AR o B 45 2 PE 4R A7) i 1.3mg/m® T 1 22 A PRI AU
R 222 448 R N2 I M B S8 T AT (0 B2 45 2506 B DR SR 45 25 I BE L. X

EERR S

R 6: FEFBKIEST 4 208 B TR 45 253677 R A 2 P BB A 1 I Rk
> 10% R HIAS S 2504 R

kR H R ]
(N=74) (N=147)
MedDRA R4#E K At BN (%) At BN (%)
[EBL% NI n (%) 3 >4 n (%) 3 >4
LB E R G
i 26 (35) | 6 ( 8) 0 53 (36) |14 (10) | 4 ( 3)
CCDS 2015 Apr 01
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40 ek /D i 16 (22) | 4C5 |1 C1 2920 |9 (6 0

FH PR 20 FRL el 20 (27) |10 C14) | 3 (4> [42 (29 [22 (15 | 4 (3

I IRANY ¥ RA T 27 (36) [8 (1) | 6 (8 [52(35 [12(8 | 7 (5
B B REHR

2 8 (1D 0 0 5 (3 |1 CD 0

E i 8 (11) 0 0 3 (2 0 0

ik 11 (15 |1 (D 0 21 (14) |1 (D 0

a5 27(36) |3 (4 |1 (1 [3B(24) |2 (D 1D

s 14 (19) 0 0 27 (18) 0 0

M - 12 ( 16) 0 1 (D |17 (12 [3 (2 0
4 B PB4 25 AL & R L

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

i 15 (200 |3 (& 0 17 (12 [ 3 (2 0

R 12 (16) 0 0 28 (19) 0 0
RGN G

HRIEE 7C9 | 1CD 0 16 (11 [ 2 (D 0
AR X EFFRETR

BT FE 7C9 0 0 14 (10) 0 0
LA B B A 25 B 4 23 B0

JEC AR PR 8 (11) |2 (3 0 8 (5 |[1 (D 0
& RGEIIR

S 8 (11) 0 0 5(3) 0 0

PRV 17 (23) |7 (9 0 35 (24) | 5(3 0

] Rl P 2 A 36 (49) [10 (14) | 1 (1) |51 (35 [7 (5 0
R 2 A

¥NIv 8 (1D 0 0 18 (12) 0 0
S N N D

I B P X 9(12) |2 (D 0 11 ¢ |2CD 0
7E: DA AR o BEF R “ Sah” R [ 42
PARR A8 AN B o B LS S O IR [ %

BIRFIKE S 2525 5 KN 45 2530 T A SR 2 VBRI, TRE A T AEPT MR
TR R R A ZE I 10% K 250 A R SN
R ARRITERIZ RIEEEREE) NRRK R, ST 5 2506 7 45 BN ER G 245677
IR R AR ZE>10% 2N RS, FRE P A 6 S 8F 25705
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Bk AT R R BRTEHEH
(N=74) (N=147)

MedDRA RZHBEHE a2, n (%) % n (%)
MedDRA =i AR5 TEAE G>3 Disc TEAE G>3 Disc

ATEAER A 213 73 (99) [52 (70) |20 (27) [140 (95) | 84 (57) |33 (22)
B R AR

MEE  CBGMERETSRRAN) |27 (36) |4 (5 |1 (1) |35 (24) | 3 (2 1D

BRI (OE |14 (19) 0 0 9 (6) 1CD 0

SRS
4 B PEBOI A 45 2 R AL - S B

RESSIRZS 20 (39) |7 (9 |1 (1) |40 (2D | 6 (4 |2 (D
R RI{Z G

b P IR 19 (26) |2 (3 0 20 (14) 0 0
M2 RER

Je [l ek 22 9 A 39 (53) |12 (16) [10 (14) |56 (38) | 9 ( 6) 9 (6
a & LA
TEAEL RIAYT P LA R 3044
G >3 LBk 9> 3;
Disc F7x 15 F AR T 2540 -

B R A R AE 3 B LA R EEER VAT R LI 24N RRORE I R R A SR L
kG 25448 13% (4308 57% X 70%) U AR 5 1 L) L k25 25 20418 5% (22%
21%) « HRIE (2NN 24% WHEHEAR 36%) « BRI (R T4 6% Xl #
WM 19%) « EIPIRE (TN 27% W48 39%) « FIFIGERG (4N
14% METHN 26%) DL BEIMARHRAL CRA5I) (NN 38% ST 4N 53%)
Mk R AR, A EEAUR 12%~15%. B4k, 3 b LA_E a5 1 8 BBl 2o A2 1 %
A F R T EHEAAC 10% (NN 6% WHEHEH N 16%) , 1 H.R A BBl #2028 T 45 24
LR R4 (5%) LhiFEA (12%) 1K 8%,

A 6%NIEEWMEIEE FAARHEN T RHEARKRE, Z2HAKRD. RE24 (1%) 2
WRE A RN o X e S S LA 1 B, L BIRAT. XL R MR T EGT R
W, 2 6k (P EHHEIR.

BRI 2 KV BEE B R

TREG T EB S AR ERTIE RN 2 R E iR S E b, 20 10%8F RS 1

KL RN, (MMY-2036 BFF0)

1
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# 8: > 10%EH MG AR BV H R A2 (MMY-2036 fif 57)

A BT (MMY-2036)
BPEG
it 3 | >4
SriTER: wAet AR, $H 130
RAEZMA RN ZIREHH, n(%) 126 (97)
MedDRAR LB E K
HIEARTE
BRI EREHER
MR ek 71 (55) 19 (15) 14 (11)
ZA 1L 48 (37) 5 (4) 1(1)
HH R g ek 2> i 23 (18) 9(7) 0
SEiY%gns 20 (15) 5 (4) 0
LB
G5 45 (35) 9 (7) 0
{7 36 (28) 0 0
Ly 14 (11) 0 0
4= 5 PO A 45 25 BR AL &P R B
R 31 (24) 2(2) 0
I 29 (22) 6 (5) 0
i 21 (16) 0 0
AN K 15 (12) 0 0
BYARY
BRLSSEEYS 17 (13) 3(2) 1(1)
XAER 13 (10) 1(1) 0
MERGTR
o) B B A 22 0 22 (17) 4(3) 0
JH AP 4 13 (10) 3(2) 0
LS e N
% Wk 15 (12) 1(1) 0
IR PN X 14 (11) 1(1) 0

T HA AR E B N BT

AR HMAZEMedDRAS 14 1A HEATH 45

HEAMMY-2036, XFFALHRE T E A A R FAF, ™8 903 NCI CTCAER: Ml #4785
L

BB A B H A 833 T S it .

AR A AR IR YT SR I 22 M R R T e PR 6 4
TR AL TR A IERFS (MMY-2045 BT 70) ARSI S8 2 8 % SR L g
iifk (DOXIL-MMY-3001 8 7) 697 B AR Z KIEEEEME, £/ 10%EEMEHAYAR
R o
®9: REWM E—IRTHED 10%EEWE) TR BB R, R
Gl RGAE SR HIEREFE, 2t (DOXIL-MMY-3001 #f 5 H MMY -
2045 B9
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AT

K+ RL_MERIL

ARy EJRRA& A G+ HBEERA
a1t K] >3 Hit K] >3 it Ko =3
n (%) n (%) n (%) n (%) n (%) n (%)
TS e 318 318 163
RAEZIA R R S 32 301 (95) 314 (99) 154 (94)
MedDRARZ B E K
HIEAE
BB RS
a5 124 (39) 16 (5) 145 (46) 23 (7) 51 (31) 7(4)
Ty 126 (40) 3(0) 154 (48) 8 (3) 20 (12) 1(1)
ik 98 (31) 2 (1) 99 (31) 3(1) 50 (31) 9 (6)
WX it 69 (22) 3(1) 101 (32) 13 (4) 11(7) 2(1)
FE % 11 (3) 1(<1) 56 (18) 7(2) 1(1) 0
[ 9% 24 (8) 4 (1) 34 (11) 2 (1) 11 (7) 1(1)
MWERGEWR
JE) [ 4 2 95 2 143 (45) 35 (11) 133 (42) 22 (7) 79 (48) 23 (14)
PR VEEI 63 (20) 14 (4) 54 (17) 9 (3) 26 (16) 4(2)
Syl 56 (18) 0 59 (19) 3(1) 9 (6) 0
T S 31 (10) 0 41 (13) 1(<1) 22 (13) 2 (1)
kL 26 (8) 4 (1) 32 (10) 4 (1) 14 (9) 0
& SR R 2 AL &R S
= 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)
i 56 (18) 12 (4) 71 (22) 19 (6) 33 (20) 2 (1)
AN E K 27 (8) 1(<1) 32 (10) 1(<1) 43 (26) 3(2)
T K B R GE R
RN W gnd 89 (28) 53 (17) 106 (33) 76 (24) 61 (37) 28 (17)
rh R4 B ek i 71 (22) 51 (16) 114 (36) | 102 (32) 12 (7) 6 (4)
EEyliN 68 (21) 30 (9) 80 (25) 29 (9) 35 (21) 16 (10)
RBRPARG
AR 29 (9) 6 (2) 34 (11) 6 (2) 16 (10) 1(1)
SCAER 21 (7) 3(1) 31 (10) 1(<1) 18 (11) 1(1)
b PR TR 33 (10) 3(1) 33 (10) 2 (1) 15 (9) 3(2)
LB B BN 45 S R
R 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)
KA 27 (8) 5(2) 34 (11) 1(<1) 14 (9) 1(1)
MPIRIE 0 R AR
I Wk 38 (12) 0 58 (18) 0 26 (16) 1(1)
BRI 28 (9) 10 (3) 34 (11) 3 (1) 13 (8) 3(2)
Fr AR 50(16) | 1(<1) | 83(26) | 8(3) | 96 0
B RRAN B T R
(3 2909 | 3@ | 48@5 | 21 | 8 0
HFRBE
A 2@ | o [ s | o | 3@ 0
FEPER
SRR 314 | 2@ | 3ay | o | 18(11) 1(1)
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AT

A+ RL_HEZRE
RS EfRR & A fh + HUEERAA
&t 50 >3 it 50 >3 it Ko >3
n (%) n (%) n (%) n (%) n (%) n (%)

LAFELL T EEARE: B, FERGEER . E RS, FERGEEHMAHE . ZMEH.
E: A S A2 ERE AR R
R HMA 1 EMedDRAS 14 1A HEATH 45

HEFAMMY-2045, XFFAX R E 1= E A0 AN RS0, o™ 3 2% 7 4% BNCI CTCAEEE 14 2% 7 it 47 = e

GIR

RAIRIT W2 R B8R B e AR RIS AN B S N e 45
TR TETRTIEME 1 PR, REIBITIN 340 B2 KB BER B, AfhiE
BkES (1.3 mg/m®) & MP BRETTIE[EEES (9mg/m?) AR JEFY (60mg/m?) THI %41k

AE/T
#10: EAMEH MPBEETTIERIRIE A, =10%0 51055 1A 7 o B 5 25 00 52 1)
AR FAF
AFARHMP 4 MP 4
(n=340) (n=337)
MedDRAR LB E 4 Mt BEPESES, n (%) Mt ISR, n (%)
P
A n (%) 3 | >4 n (%) 3 | >4
LA E RGETR
AN g 164 ( 48) 60(18) | 57(17) | 140(42) | 48(14) | 39(12)
ok | 160 (47) | 101(30) | 33(10) | 143(42) | 77(23) | 42(12)
hiE
# 109 (32) 41 (12) 4(1) | 156(46) | 61(18) | 18( 5)
1 2R ki 108 (32) 64 (19) 8( 2) 93(28) | 53(16) | 11( 3)
Ik L i 9 /D i 78 (23) 46 (14) 17 (' 5) 51 (15) 26 ( 8) 7(2)
B RG5ER
Tt 134 (39) 10 ( 3) 0 70(21) | 1(<1) 0
s 119 ( 35) 19 ( 6) 2( 1) 20 ( 6) 1(<1) 0
MR 1t 87 ( 26) 13 ( 4) 0 41(12) 2( 1) 0
ik 77 (23) 2( 1) 0 14 ( 4) 0 0
v 34 (10) 1(<1) 0 20 ( 6) 0 0
e RAER
JE [ 22 5 A 156 ( 46) 42 (12) 2(1) 4(1) 0 0
P22 1 P 117 (34) 27( 8) 2(1) 1(<1) 0 0
S 42 (12) 6(2) 0 4(1)
& 5 W POR RN 45 2 B AL & Pl R BL
a3 85 ( 25) 19 ( 6) 2( 1) 48 (14) 4( 1) 0
ooks 54 ( 16) 18 ( 5) 0 23( 7) 3( 1) 0
% 53 ( 16) 4( 1) 0 19 ( 6) 1(<1) 1(<1)
R G AR G
MR | 391 | 12¢3) | o | 9(3 | 41 | o0
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KFHEFHMP 4 MP 4.
(n=340) (n=337)
MedDRAR S 3B 4 Mt FHEH, n (%) Hit S, n (%)
B
HARE n (%) 3 | >4 n (%) EE
AR B IR EBTR
ERORE | 6419 | 6(2 | 0 | 19(8) | o0 | o
B2k 2 B2 T AH RSP0
B | 38(11) | 2(1) | o0 | 7(2 | o | o
o i [ AR
SR | 35(100 | 1(<n) | o [ 2(8) | o | o
R IE 2 B FBLE

5 A= N 25 OGS FH AR i ) £ 4 T U B TR PEVR YT . ESIN I R SR R IR YT Y
ZRMEERREEE T, 5 MPIRITAAMIL, ARAEIERIEARRERH MP A &3 b i
W 5l 4% 14%) o TEARGSEH MP WGITAF, 26% K EHE% TR SR, ER
FeZ W MU BT IR A RS R AR 17%,  TITE R 52 TR MU 2 167 I B
124 3%.

o [ AN BN

PETRER R AR V69T 1 2 Rk B Bl R R ORI FE NI 14100 b [ AR, L 204 e B AL 7>

AR EAMPIRIT AL, 21 B AMPIEIT 4. FRIIH T B B e a7 i I 2y

PIFIRAS R

11 PEEEERST RIS 2R A RS

MP 25 A HEH MP A

o JSEN o JSEN
MedDRA R 42 B 70 n=21 n=337 n=20 n=340
1BITET IR R ZiAE &
# n(%) 21 (100) 326 (97) 20 (100) 338 (99)
I3 % bk B 2R B 18 (86) 259 (77) 20 (100) 279 (82)
O NS B 3 (14) 48 (14 3 (15) 59 (17)
P KA SR BB 1 0 0 0 1 (<1
BB R 0 18 (5) 0 38 (11)
P b 2R S50 0 2 (D 1 (5) 10 (3)
AR 2% B 0 0 28 (8) 1 (5) 73 (21
B R85 9 (43) 185 (55) 18 (90) 262 (77)
A B PRI Je 26 29 S T S B 8 (38) 199 (59) 16 (80) 239 (70)
JITHH 2 8t 50 2 (10) 27 (8) 5 (25) 31 (9)
Gl R G 1 (5) 6 (2) 0 5 (1)
TG R AT G 10 (48) 182 (54) 13 (65) 234 (69)
SR R ATFARIF R 0 40 (12) 0 40 (12)
SR A 2 (10) 21 (6) 1 (5 32 (9
AU S8 2B 6 (29) 124 (37) 10 (50) 159 (47)
FIL A B % R0 25 235 21 2R 9 5 (24) 151 (45) 7 (35) 172 (51)
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RAPE SR A IR 1 bR (0

FEFER NS N) 0 4 (1) 0 7 (2)

A RGN 4 (19 122 (36) 13 (65) 253 (74)
K& B B A 4 (19) 76 (23) 0 112 (33)
R PR 3R 0 5 4 (19) 62 (18) 2 (10) 54 (16)
AR 22 48 AL R 1 (5) 15 (4) 1 (5) 21 (6)
S N S NS 5 (24) 123 (36) 8 (40) 133 (39)
Bk B Bz T AR 1 (5) 80 (24) 8 (40) 140 (41)
ERFARKETT A 0 3 (D 0 7 (2)

107 5 94k B 2R 1 (5) 69 (20) 6 (30) 112 (33)

TERGIRTT M LG A BER I 1) 22 R Mo BB A B2 AR W BB 5 (1.3mgim®) )5,
AT A5 AR i R GBI )R BB F R #E MMY-3003 W70, 410 42 AR A £
FH R A IEKIBIT IS 5 411 L HSZ KR, 2 2 HL B A ZEKAAR T IR 83 31T
XFH: fE IFM2005-01 BF 7, 239 4432 A b AR & L ZE K AR 16T B 85 5 239 AR K&
il 2 H RN ZE RV YT B E HEAT XL 72 MMY-3010 BF7eHY, 130 44332 A ik
E U SLFE AN ZEKANIRTT (K B 5 126 44 552 VD S7FE e Al ZEKAR VAT I S8 8 EAT T L
FR=THF A (MMY3003. IFM2005-01 Fl MMY3010) #5ERS R IL FitAT, W R & AT
FUAS R AN PR T 15 538 o

R 12: FRHIRAERS10%H936ST T L 254 BSOS A A4 ¢

15/34

A RA ANE R
(N=779) (N=776)
MedDRA RERE K Bt | EHSY, n)| B [BESR n (%)
T IEAAE n (%) 2 >3 n (%) 2 >3
H AN RS BT 52 715 (92) 679 (88)
B RGHER
e il 242(31) |89 (11) | 10(1) | 214(28) | 67(9) | 8(1)
My 215(28) | 71(9) | 22(3) | 206 (27) |77 (10)| 9 (1)
7 133(17) | 29(4) | 23(3) | 110(14) | 26(3) | 6(1)
MK 1t 95(12) | 30(4) | 18(2) | 87(11) [35(5) | 6(1)
ML RGBR
JE B 255 A 147(19) | 53(7) | 20(3) | 54(7) |11(1) | 4(1)
SR 101 (13) | 24(3) | 11(1) | 80(10) | 15(2) | 2(<1)
e S A 2 5 AR 101(13) | 41(5) | 19(2) | 55(7) [13(2) | 1(<1)
LR 64 (8) 23(3) | 4(1) | 76(10) |23(3) | 1(<1)
4 5 MR A8 25 AL &P R BL
2 158 (20) | 50(6) | 21(3) | 161(21) | 68(9) | 21(3)
% 153 (20) | 56(7) | 25(3) | 159(20) | 40(5) | 36 (5)
Ry 110 (14) | 33(4) | 16(2) | 91(12) |33(4) | 10(1)
ML 2 R GR
LSRR SR 239(31) | 54(7) | 63(8) | 171(22) |27 (3) | 27 (3)
i 211(27) | 95(12) | 55(7) | 222 (29) |108 (14)| 77 (10)
1 4 L A i 196 (25) | 51 (7) |109 (14)| 206 (27) | 53 (7) |120 (15)
RGN R G
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MR | 86(11) |[50(6) [24@3)| 182 |9 | 501
R RERLER

LR 122(16) | 46(6) | 26 (3) | 138(18) | 46 (6) | 31 (4)
A 4 1 i 100(13) | 2(<1) [29(4) | 82(11) | 6(1) | 12(2)
o P RS

SRR | 96012 [ 324 | 6(1) | 8211 [30(@) ] 6(1)

i CLRRA A E N 0 BRI SRR T 0

CLHHBLE D — P BN ) 32108 NBOH SRR A&, T RS 4.
A R F 12 MedDRASE 13 LR A HEAT#R 5

SRR 240 L EEL R R I PR R A R S B L 46

FE—T0 11 A PR B 78 1 (M34103-053) T4 1 155 14il 53 i 1) 25 4t ik L8 S e 2 R i
HEFERIE 1.3mo/mP )2 4. AR S FE B0 0 L8 R85 Th 1) R e PR S 7E 22 R T R A
BB AR, 7E R B IR SR B A X AR 2 R B R R A B 1/
WU RE . AR AR D E . L Wl MXRE AR s T A AN B R R, T A
WRER R E RS B 2R AE . B RR R T 2 R AR B
ARGl

DL B ARIR IS P AR S 1, (EA IR 2 U2 R R BSI T3 13,

AN R B R AR B T A BT S AR 2400 . A R BRI & A 455 4y
N RE W (2110) 5 W W (=1/100, H<1/10) ; /b WL (>1/1000, H <1/100); ZF W
(>1/10000, H.<1/1000); #%% W,(<1/10000, FLFEATHIHG).

U1 AR AIAS B SRR I AN BEAS i PPN 2 I R TS0 AR AT 0 22 0F 7 P A H R R AR
o FHARENEARRIGBIRAT I FHE I TR R A

13 EJEA R R MR
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MR B ERGRER

I | 8 o 5 P
DS B R

FI, B Nt
BRI

e EUEES
IR 28 BT R

e | IR . MR, R
Bl RS ER

e R N e

B Ji e L
R BB

e RZVER RS . YR o

LES HEATVE 2 S 1 R
S RGER

e i K

B R U
W R G

FI, | Wi R TS SR
WRRS, MRABER

I | SRR PR T B . il
Bk B B2 F KB

&SN FIELIHLLBE (Stevens- Johnson Syndrome) Fl 254 % Fz S8 HE VA i

I, SRR R I A 2 P RS (Sweet’s syndrome)

IR, et B AR A R T A, JB¢YL John Cunningham (JC) i#, SEGEHTHZ M
PERG g AIBET S, ﬁl%?@%ﬁjfﬁﬂﬁﬁ

(€35
XTI oK . BB H SR i i O A 2R
[ERFE]

AEA U 2540 18 P 22 96 X B 2B B A S LS A FH A i ) S R v 00 25 a0
IMAHNE % (CBC) o A NHTIMIEI LG, BCHIIN RN Ly, BT B4 AN B D A o

A% it A RAME B R S T BOE T R B s o DI, AR S DOH T kRS, 2R 4
PTEST -

SR L, AR R A R S S A SE O AR R R VR YT T S B AR
o JHHIPLIRAL

HAASBIT I Re 2 SBABMEHRE (PN) , FERREMHE, (HR2A A
JE] R 1 22 9 A 1) P B IS B A 2 AR AR 7

W LR I A 2 AR RV T RRAS . PRI EO  B ] Bl 22 i AR AL 1) B
FEAE A LI TR AR 2 AR R CRLRE=3 200 WIRBINE . G UM L3R B ph 2 I AR 1
TR DYy N SV O, St 5 . e S NI IS N L G 2 S 1 s B c S D0
FEAS S I 5 BRSNS, K2 SR 2541 2 94 % 2 UL B A e A A

CCDS 2015 Apr 01
17/34




(IR AN 24%, FRIKAZ541 M 41% (p=0.0124) . J¢ N2 3 4% K 3 Z LA L1 J& e 495 A
MR AR N 6%, TEHELLN 16% (p=0.0264) (F 7) . [KFIAEFRBKIES S K NS Hgl
YT IR AR I FEAY b, AR R4 2R ARTR YT AT T ) Rl 22 A8 ) Bl s 2 3 AR e s
B IR .

0 S AR BT O A 2 A BRI L, R RE TR B R SRR YRIT T SR
VBN PR 2R . 16— THAR St Hh SE KA B 2038 T 2 R YE B BB 110 W56, B
FIERA%E, G 51%M 2 9% 2 UL b1 JE B 280 A% £ 3 3% o B 2200 2 e vy
Ko FE—TZ RMEBEERM 1R, [N 2 B2 THE a3 &% UL B2
AR R P T3% 4R A ) [ A AR O B O o E A A AR R e Ak R A AR
KL T AT I A 55
o fIMLHE

TERZGIRYT 2 R MR RER 00 1 AT 1 RS8P, AR CENLMESUAR R M e AR R
IR IR RN 11% 2% 12%. IR R as]. R o mss
AREPRAFEE S R A8 SUR MR 258 oK, @A . AT DA R 5 e i &
2540 ANRESAE F R R T R A B ST I e A 2 iR T B S B AR L
o LMIERETR

A RA BT O BB, Rk AR A O S L SRR AR, R S A
B IF I H5 PR XU B 6 2R O AR AR 2 T s o ) A7 UL 2 B 11 6 38 o o U5 1) £
FHATEOIE I . — TR 2GR YT 2 R PEE R 1 R, OB e K A S O IR 1
KAEZS 15%, HBZERFAH N 13%. WAL LJI5Esly CRPEMKM . O3, sk o 5
W ODVETEIRSE . Bl R AEZARL, 435 5% 4%. B RAE QT MBAEK ANl %
B, AHIERMALRIR LR
o JHIERIA R G4

SKe T 00 A ] S 22 o 3L 2 24 1) A R T B R A 1) AR L) B I T R R
WA . JLE RIS R B OREEETE mH R IMERAT R . A, iR
AR T B AT I o KK R FR A 2 15 BT TR
o JilFREE

WA R R AR AN B 1 B P SR PR i P S e (R, ol R R e i 4% L TR R
PERT 28 BRI S PR FIB 2555 (ARDS) « EIRF/A AL ZEIEER . HAX
IR SRR LB e TR BRI R R SRR Y SR, RIS T I K
I SR -
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FE— TGRSR, 2 61 % () UM 1 P R AR KT (RER 2gim?) (¥ BT i
HRFEHE G IR AL R RZ A B KBTIV 4 T ARDS T 36T

A7 AN PR 0 TR B T 10 AR R B A S G [ P s Bk s R . R BRI P i
PIRBUINE, RRGHE AT A HS B .

o HWHMEEENZEEAE (PRES)

AR VAT R RS B PRES. PRES J& —FhE LAY, PSS, w RN
TARAE. mILE KA BFBE. BRI, R DL R A SRR s o AR AR, Bl 2
MRI (BEHARAZ) v FIEsSsiZiehi. Pl PRES (EE NIEMA. %4 PRES L H
& BT A SR IT R e AN R .

o WINEAT

FEASE FH AR St 6 97 9 1) 1 2 070 1 00 4 T 2 Pt 2
o I /INAR IR A R 4 A U i

AR AT 5| LN D RE R PR B D, B E RN T R ES 11 R /AR B
BARME, 16 F— TR LA R BT KT o I/ INBR S50 B AR A0 5233 o ) 30 e A 2
22 R R A A R A LR PR S R R — 3R, SR BAEATE R 2507 i AR SR B R
AR/ R HR PR D RE AR 5 o TE AR ZA 2 A X I /NPT O AT MR 22 /R T
#(<25000/pL, RAFIEIRYY . OF SAEARSCH B e i R, B R N R
MRS RS IE o TE—T00A Sonf L ZE KA 1 R 25307 2 R M B R Mt J vk, P38 /iR T
KRR L) LR 1 40%. (/N0 1) 7™ R B 5 R 97 A L/ IR T 56 R 503 14, b
FERAN NN B e K H L MR R AR (23 900 AR, 4308 5% 4%

R L4: AE— TR G5 L ZE KA (K7 100 HHREE o /AR g/ 1) 7 2R 55 ¥ T I/ B4

PSR
YRIT B /MR 4 BEANE /MR % <10000/uL /MR % 10000/pL~
(N=331) ** HEEAE (%) 25000/pL fy & A (%)
>75000/pL 309 8 (3%) 36 (12%)
>50000/pL ~<75000/uL 14 2 (14%) 11 (79%)
>10000/pL ~<50000/pL 7 1 (14%) 5 (71%)
* [fi /MR THECA 50000/uL 2 BRI N 21 Bk 1 SR

**1 AN BE S LB Bk

TEREAER Z2iA T BRI B B FOltAT T — BOA B R R B, SR, 2
HE A JE R (VCR-CAP) BEBIASTIIL, 45 Eo% VCR-CAP 4124 1Ml M A K
PEf R A% 32%, THRIZE 0. FHBEMN . £RILE . KHEFMAKER (R-CHOP)

HNN 2%, VCR-CAP 41AI R-CHOP 41>3 % i ifi A K AR R AR M58 1.7% (451
il 1.2% (342 .
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P 70 B R S A6 T . VCR-CAP Hrh Lk 245 (CNS) i i F44,
ifi R-CHOP #0775 1 4] CNS H i 514 . VcR-CAP 211 R-CHOP 4l 43 il 23%F1 3%t i
FHEAT 17 /R -

VCcR-CAP 4 A1 R-CHOP ZH>4 2 rh MERr 21 g el AE 1) A A2 2290 3l Oy 70%7F0 52%,  VER-
CAP 411 R-CHOP ZH>4 2 7 A v M AL 4 i i E F) 22 23893 Tl g 5% A1 6% 195 2H o 73l
A T8% M 61% ) B F e 1 VR R 1 SRR T
o HEAR G

EFAS SR T AT RE SISOy IRYS . [ERRANIK i, A I R EEAE ] LR 25 A0 RS 25787
AR EFWEK, RN FRAARIBR AR R o DR R B AR BT T RE S R A B TS, R
1R SR DO 4 P48 e AR G 7K o IO R T SR RS R L AR P SR B R R 1A
A,

o RVEMLEAAE

PN R A B 250, 9F BOAT DLPRS R U A, 7T RS 51 e iR T R 28 B AR 1 3
KR LEIRTT R AL T o R S () £ AT PR T AR £ A ME A U o O 25 D7) M 0 2 R
SR EUIE 24 (R T BT 4 7t
o JFThREHIGI B

A it FREAR I, 7E b o RS D R 5 AR R I R B ER N . SRR TE A A
TETINE L FERAR AR A6 75 I L = e I FL B
o X R ERAENIILAE 11

A EIERE T SkF . BRI, HOR L LR ER IR, AN B SRR
BB o
o HETILEAGEIL.

(AR AE L AE]
SRR Lo %

BRI LA AR TR T R ek 6 52 2

e PR B B 220 7T Won, fESRE K B W4 KR 0.075mg/kg (0.5mg/m?) I 5 4
0.05mg/kg (0.6mg/m?) 5 iz i TR 36 ) B2 RO 5 e K AR P AR A o IR 7K ) S I AR )
1.3mg/m? i iR R AT .

RS B R B WIS I K S k4T 0.05mg/kg (0.6mg/m?) R BRI LLR G AT
G R . BRI IR AR E B IAC.  FARFIE KL RIGRTE 1.3mg/m*f—F (ks
AR .
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W AR AT I B VoK 2 BB IR A B BRI B A o 0 AR AR 1A 22 i AR AT A2 05 (¥ IE LRI 7E .
RAEZ M A R BTG T IR 52 22, 2RI A oy RO A R IG JLAT REAFAE I fE 35

FEAE AR dh i T 0 TR), RSO S AT R 2 i i, O FLIBE Sl 7. o
R 7L ST 2 FH 24

T ANEOI 5 VoK B IE I NARFLIE 7r s . T2 M NRFLTE ik, LR SR A
i A FLMRIR B LT BE SRR AE ™ HEAN RSO, N S U L A0 L A B AR i 7 S TR AN 22
MR 7L o

[JLEAZ]
18 % LAN JLE M 2510 22 A7 R PE i AR WAL
[(ZFAA]

TR R 1 22 R BRI 7C (166961 JE &, 245 (37%) HlE#H MER>65%: AU
125 (38%) i, HWZEKIAZH120 (36%) . ASFhd1>65% 83 1) 48 5 i3t J v A7 i ) A e 4z
MR FF N A T b ZE K IA 2 (BBt Azt [a]: 5554301, A7 G2 iRk 2Lt [a) .
8.054.9MH) o RMAFER>650 WP EH T, 40% (n=46) IHEEHI T &M
(CR+PR) , TiHbZERINANNI8% (n=21) . AGHZ<50% . 51~64% FI>65% [ ¥ H 3
A REEAFHI R A 2073 964% 78%F175% .

FERZARSRIT I EE T, 265 & HHERBHIEZEVERYT M EERA BRER: (A4
B — 12 22 e 1 R 5 0 A LR o 4 R o AR PR SRR M o
[(Z5% i HARF ]

AN AR T R, BB EOK 24l (53 P450 (CYP) & 1A2. 2C9. 2C19.
2D6 1 3A4 K547, BT CYP2D6 Xl & e KA I E AR (7%) , #AT AT 1E
UL CYP2D6 A2 5 Bl 5 K (134K 43T

TE—TRZPIAE BAR RS, VAN T RREERE (CYP3A4 SRAEMHIFD Sl & K 24K
FJIFRERT, 12 BB BEE SE R BoR B oKk AUC ~FIERIIN T 35%. [k, 40l
Pk CYPIAA HIHIF CAnERE FEmE . FIFEAR) & FI ik ROx £ 25 HEAT %5 DI M o

E—TZYM EAE BT, WD T BRI (CYP2C19 SRAAMHIFD X 1A K 1
2B SRR, 17 151 53 (R AE 45 SR S 7R T 5 A K A 24 3 3 2 T B SR B

FE— TR Z5AR ELAE F B AN FIAR T (CYP3A4 38 71D WHI# 1 K (25 3h 127
IVER, 6 44 A AR Wom il B oKk AUC ~FIME FRMIG 45%. DRIk, ANHEFEARM S CYP3A4
SR SIS, BN M AT e PR, CYP3AG % FHIIAE . RO P8, HEZH,
R PRI, fE LI A AR RIS IR VAR T CYP3AY 55155 571 Hh S KA 1 1R
FI, 7 4 B3 80 oot B B oK 280 1 B s
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TE— TG EAR R RORF e R, AR T 20R CRR SR MA B By T VR I B e K AR A, 21
191 58 Kl 45 R R B ok AUC “FEMEISIN T 17% o SREs VAT IRR A . 18
G PRI, 5 08 PR R T AR 243 i IO AER MW R A0 v AR R o5 o ZEAE AR iR yT
b, L AR PR 7R 24 £ 2 RO KT, R0 B R TR RO 25 7

R N A T RE S S A A AR 25 (I . BURTEZ . TP
IR 2 R AtV T2 Je 5 i, R FA R 24720 o
(Y E]

W FFORI 0 M5 2 RGBSR I 2o, S R B (LD mo/m? T2 il ACHE A 577
B 2~35) 50N, ek K. ARIMLEAISET A 550 R AE o BEAR A I s 7T E 1%
LA LT EZ)RTT . AT REGERIRS, SWEE QT MMM, 4T 3.0mg/m’ K
e (ZQONRRAESEFER 2 %) , fEHAE 1N RIURNnE, #mEMZ)E 12~14
/NEFFET

A 2 TR 2 A5 00 2Bt B SC IR RE DR AT I e R A E Bt /ISR sk 2D
i, HATH ISR,

WA S (e v AR 2 . — R AR R, MR B A AT RIE, JEREUCCET
EUSERFILE CInAMB, THEZ5AI/EIEYEAL I 25D AR .
[P ]
ZEDEIZIIBIMRIT B BRI EE MR B 2 R B B KR PR BT 5

T VP AR I 2 A MR i, REAT T — TR A G RS2 I AR IR T LI R I
JEit 202 BB ES M. 0. Z2HOIRKIFFT (M34100-025) « 426097 ALk
HN 6. 3K 15 0F B NALE [ FEAR TS ORI B R IEREAT T M2

BKES A, FIEN 1.3mgim?, RS 29K, SRR 2 AE1EZ 10 K (R 21 KA
LAYTRD , K 8 AT, WFFEH BRI EEE, XS IAT 7. AR A i 1R TT WAL
[ B3 SRV ARSI SRS

#* 15: R ABEMPRRHE L 45>

| Pl % =202

FRE R

SRR AT (TERED 59 (34, 84)

s B/ & 60% / 40%

NFh: mmZENF S BN/ HoAl 81% / 10% / 8%

R KA I PIRBLE 43 <70 20%

1417 F1<100g/L 44%

IR $r<75%10%/L 21%
PR RAIE

BEEREA (%) : I1gG/ IgA [ Bk 60% / 24% / 14%
CCDS 2015 Apr 01

22134



B~ Ek & A7 %L (mg/L) 35
WIEFEBR R AL 5L Cml/min) 73.9
S R A 5 35%
13 S YL Rk 15%
W2 R REIR S RS R A (D 4.0
G2 AT
R [l i, anhZEKAS . VAD 99%
TR, ansiErS . VBMCP 92%
TR &R, W VAD. KIEHERER 81%
FRATYO R FE e )6 97 83%
B2/ LR MIGTT 98%
B b LR =RAIT 92%
52 B A MG T 66%
R TaiffstE / e mAEiniT 64%
Z iR e E e RRIT 44%
> B DU ) A N

S B 2GR T T RS BT 16 o KA S AR R H MO B VR 14040 Bladé
HENRERRUERE . TCREMERG P RAMNT 5%, M-EEAIRD 100%, b e
RPKATI A BIE QFD) o 3% 16 WRERFIH 741 SWOG ArifEHE HIZZ i3 . SWOG L%
RIMTE M-3E Fk>>75%H1 / B8R M-25 Ek>>90%. X 188 il & AT 0. 9 iR
DRI 973 /S T WU AN BESEAT ST RO FAN o 5 ) S35 TR AT VA 7 B0 A T g HE BT 2800

98% ) R F 1% T WA IR 1.3mg/m?. Hrb 28% K R ARG h 4 RF LR R, A
33% (1) B A IR FE PRGN E . 63% K BE AT AT R R B AREE T MR E. 8
W, WANE GG, BE SRR 2 TR RIRIT . BATRERTAME N 6.

H SRR TR) O 38 K (FE il 30~127 KD .

FITA S AP Rl g A 280k 16 M H (EF 1~18 M HD

R 16: BIRARAL

TR (RMBZRIT) N=188 N (%) (95%Cl1)
BEfR% (Bladé) (CR+PR) 52 (27.7%) (21, 35)
SEALZM (CR) 1 5 (2.7%) 1, 6
WM (PR) 2 47 (25%) (19, 32)
IR (SWOG) ° 33 (17.6%) (12, 24)
Kaplan-Meier i 1 (1] 22 fift -5 G20 ] A7 80 (95%C1D 365 K (224, NE)

VAR EORE RN T 5%, M-EE D> 100%, SR [ E KA (R .
PHS O RAR: BRI/ 6 FIRTINE, ML M- IRA>500%81 / SR M- FRD>90%; 5 AT R
JRREIE -

*IGPRZEME (SWOG) = R/ 6 B E, Mg M-H A RD>75%H / sk M- [
>90%; FHA1E PRI A AE -
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TERCHIE TR, SR S SRR R 5 G B2 17 IO RBOR R LT G . ERER AR T 50%
Y A I 1% 5 e 1 B AP MR PR v Rt . RIS R B4 13 5 e fa ik
S ERE A

XF 54 151 2 KA B BEJR S AT I E RO R E (M34100-24) 1, ESTAMAEEX 1.0
mg/m?ak 1.3 mg/m?, BEREVES 2 Wk, L2 B, 525 1. WAFIESWER e A% M, B
Z2fi% (CR+PR) 4374 30% (8/27) #138% (10/26) .

EOEZ—MEU BGTEERNZ KRB, FREkim R T

fE—WUEFRPE . ATIEYE. BEAL (11D « 22 HFBCrE 1 8l At %6 [M34101-039
(APEX)IH,  HA 1 AR il 55 K5 1 M SE K AA X S e gt R I 0] (TTP) BB EA, AR
BN T 669 Bl szt 1 3] 3 FhiayT (kR 22 A Vi BEIR R o R R ) 1 ZE KA A
TR I BRI L I AN R AR ASIE 2 910 2 R UL s /MR A<50000/uL [ H A GES
IR . et 627 B EH AT TITBOTAN

SEHN RO GBI (LRSS 1AL |« BRI S R A ]
i Ja — PRI AR BUAYT 47 1R 6 AN A Wit e 5 n —FiifyT 6 MR R KD FIffiE
(1) Bo-TEREE A /KF (<2.5mg/L 5>2.5mg/L)

R IR RN B LR I B R R R 17

AT 1N HREE AR () S LR A RN S 2 I o R A
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B RHIE PN LR KA
N=333 N=336
SRS (ERED 62.0 (33, 84) 61.0 (27, 86)
R B/ & 56% / 44% 60% / 40%
FhgE: mnEN /B HAh 90% / 6% / 4% 88% / 7% / 5%
AR STV 53<70 13% 17%
1141 75 F1<100g/L 32% 28%
M/ < 75%10%/L 6% 4%
BIRRHE
HREEAA (%) : 19G [ IgA | 25k 60% / 23% / 12% 59% / 24% [ 13%
Bo- 1Bk H A7 F (mg/L) 3.7 3.6
2 A7 £ (g/L) 39.0 39.0
Ui B 22<30ml/min [n (%)] 17 (5%) 11 (3%)
SWIAZ K B B 5 R 2R TR R AL S
() 35 3.1
W ZIRIT IR
EREDA 2 2
—FaIT 40% 35%
— ML E¥RYT 60% 65%
i BE (N=333) (N=336)
W2 AT R [AIRE, Qb ZEKFA . VAD 98% 99%
ML TR 2, W VAD., KIEREER 77% 76%
M Z AT AR, aisiiErS . VBMCP 91% 92%
W FESZ AT ATV R FEZ 6T 48% 50%
2 KRR 74% 72%
B 5 5 T 401 R AL At e 7 BT 67% 68%

W 12 52 16 ) SO AR AP SR IR YT

3%

2%

S B F AR T 8 T IR CRRITRE 3D WP R T 3TN (RTRE S
FD 7. 18 3EIT, EKS A 1.3mg/m?, RS 2 K, LRI 2 (R
FESS 1. 4. 8 A 11 RIESD) G125 10 R (HIANGE 12 258 21 K) o 7E 5 JRITH, Bl
BkE A 1.3mg/m?, &FFEVER 1k, EEES 48 (RIFESE 1. 8. 151122 RiEHH) 5%

2513 Kk (RIS 23 255 35 K)

IR B EAEALRZ T AR CRTRE 5 D W97 edE% 7 5 T iE (BT AR
4D W7, E S RAMATTH, B 1RES 4R, H ORES 12 KA 17 K& 20 KR
HhFEKARN 40mg/ R, ZJE1E4G 15K (BIMGE 21 255 35 K) o £ 4 IR+, 3 1L RESR
4 RINRHFEKAS 40mg/ R, Z 51224 24 K (RIS 5 255 28 KD o K 1 ARdth 28K b4 H B

T 32t e 1) K8 BN A R ) A X 6 o 4 AR v AR AN T V28 3 AR iR T

it RIXE Bt R [ BEAT T i 2 e, IR AT IR 2. RIS AT,
FITAT REAL > N B FER PR 2L 1) £ 35 #RON IR A iR )T o AR 1 1L BEAT S & I GE Tt 0T

BB AR, TV EfE R (n=534) MBEVT A %0EH 8.3 1 H -
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ArmZHAES 8 MTHE (RRTHRE 3 D JRyT ], 34%HEERERZ T RS 1 MFIENAE
fhy TEAR 11 TR 13%MEFEEZ TR L AFIENAN .. LA S 4 25k
HE R 22, WEE 15 44, HIEKIN 4 DJTRE (BTHRE 5 D T AR, 40%[ B
B2 7 E 1AFIERH RN, E2E 9 MTIETA 6% EFEZ 7 20 1 A HIERH
FEKKL 6

B3RN0 I AR I B S i 2B A o M AR AR R ML 18 I P W B BE RS A T 4L
(EBMT) MIARERIFM Z MR . 2% (CR) « ZREHET KM/ N T 5%, [iF
M- IR/ 100%, s e ks g AYE F) o B2 (PR) « BRE/DA 6 Ak
WAL FHR, M3E M- D >5000F1 / SR M-E H3kb>000%; 45 1E 5 FlE B fase .
BT SE AR (nCR) & XCNTE B BT 56 45 2 MR 1 bR G045 2 Bk 45 1 M-28 (kb
100%, BFE SR E ik i A ar i) M- E AFD .

R 18: 1N IIREALIG AR A R0 o A

B W — PRI ez —FLL BIRYT
EN Hb FEKAR E N Hb FEK EN Hb ZEKAR
A
TTRAR n=333 n=336 n=132 n=119 n=200 n=217
B R R —
N (%) 147(44) 196(58) 55(42) 64(54) 92(46) 132(61)
6.2 H 35 H 70 H 5.6 H 49 H 29 A
7 ® (95% Cl) (49,6.9) | (2.9,42) | (6.2,88) | (3.4,6.3) | (4.2,6.3) | (2.8, 3.5)
R e P 0.55 0.55 0.54
(95% CI) (0.44, 0.69) (0.38, 0.81) (0.41,0.72)
pfH ° < 0.0001 0.0019 <0.0001
BAETER
HEEFET) n (%) 51(15) 84(25) 12(9) 24(20) 39(20) 60(28)
R 0.57 0.39 0.65
(95% CI) (0.40, 0.81) (0.19, 0.81) (0.43,0.97)
p {f o <0.05 <0.05 <0.05
ZfRR
TR e n = 627 n=315 n=312 n=128 n=110 n=187 n=202
CR" 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" 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)
pfE" <0.0001 0.0035 <0.0001
SRR BRI 18] B A2
#n
CR' 9.9 NE' 9.9 A NE 6.3 1 NA'
nCR' 115 A 9.2 A NE NE 115 H 9.2 A
CR + PR 8.0 H 5.6 A 8.1H 6.2 A 7.8 A 41 H
? Kaplan-Meier 34
O XU EE A S COX EL ] — KUK AR RS DLy 7 (A O AR RS B o R BN T 1 BB A
.
° p HEHEIERENL S E = TE A 52 log-rank f 46 73 2] .
¢ RREAF RS ARG p 1
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¢ IRVEN IR B, B AE IR IR Y B il &b — IR IR T B .

" EBMT #5#: nCR &4 EBMT (¥ CR Ax#E, H IF#IIPHYE. 76 EBMT bR, nCR L
FEEPR Mo

O FE 2 EHE A, IR SRR

" 2R (CR + PR)A p i 2 H173 2 F E K IE 5 9 Cochran-Mantel-Haenszel - 7546 3675 1))«
"RV .

VREM, ks,

REWITIIE RIEE BRI FFBERRH T

fF 682 44 EH AT —TE R 2 dt . ATIEYE. BENL (1:1)s 22 MFFRE 10 kR
RIE[MMY-3002 (VISTA)H, WFstE MP AT, Ad (1.3mg/m*) & F MP BEATT
R T LLEGE R IR 1 2 R o BE0R B I B m i eI 8] (TTP) o S KHIVEIT N 9
TR (29 54 [, 2 H Ik e G VE T 32 i s B T 92 R 1 byay7 . B R A

AN LG R AIE IR 19,

R 19: VISTA 56 1 B ) Bk LR B AL 28 J9 1) P9 5 A1k

AR MP A MP 4
BERER N=344 N=338
R A (D 71.0 (57, 90) 71.0 (48, 91)
el Bl 51% / 49% 49% / 51%
L= YN UNE YN 88% /10% /1% / 1% 87% / 11% / 2% / 0%
R ARSI RBLVE 73 <70 35% 33%
408 4 <100 g/L 37% 36%
I/ % <75 x 10%/L <1% 1%
BEEREA (%) : IgG/IgA/EEEE 64% / 24% | 8% 62% / 26% / 8%
-tk & E AL EL (mg/L) 4.2 4.3
FI & E R A2 (g/L) 33.0 33.0
WLEFI 4 2 <30ml/min [n (%)] 20 (6%) 16 (5%)

e BoE W, HAzBEY 16.3 M H, FEBIFRL H—— R W RN A C 45 H),
MP AL EH S X BIA G A MP 442323697 . R ALBEYT 60.1 /> I A= A7 Bt AT e 4

W RETEESEYT HEH T ARG NPT SR, REEH MP AR mss 74
GiitEE AR (HR=0.695; p=0.00043) . MP KA AN 43140 H, KhE
F MP 1 AR A7 3N 56.4 AN H 97 3 IR LR 20,

# 20: VISTA 5 1A 8o Hr i 45

TBE R K& H MP 4 MP 4
n=344 n=338

Bt R B

F1F n (%) 101 (29) 152 (45)
Az (95%Cl) 20.7 A 15.0 H

(17.6, 24.7) (14.1,17.9)
JRUK B P 0.54
(95%CI) (0.42,0.70)
pfl© 0.000002
CCDS 2015 Apr 01

27134



Toit R A

H1E n (%) 135 (39) 190 (56)

FALEL Y (95%CI) 18.3 A 14.0 H
(16.6, 21.7) (11.1, 15.0)

JRUK B P 0.61

(95%Cl) (0.49, 0.76)

Pk ° 0.00001

BAEFR"

HFGETY) n (%) 176 (51.2) 211 (62.4)

RALE? (95%CI) 56.4 H 43.1 H
(52.8, 60,9) (35.3, 48.3)

JRUK B P 0.695

(95%ClI) (0.567, 0.852)

Pk ° 0.00043

BRI n=337 n=331

JFBI%L ° 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)

p {8 9 <10

mE-MEH FE n=336 n=331

I %L ° n=667

>=90% n (%) 151 (45) 34 (10)

CR 1 PR J& 5 Hh 30 & IR R B

JE]

w7 5 1.4 A | 4.2 1

SRR RS A i P AL R °

CR' 240 H 128 H

CR + PR’ 19.9 A 131 H

Z T RIBIT I E]

FFE n (%) 224 (65.1) 260 (76.9)

FALE Y (95%CI) 27.0 A 19.2 H
(24.7,31.1) (17.0, 21.0)

JRUK E P 0.557

(95%CI) (0.462, 0.671)

p{H © (< 0.000001)

HArBEDT 7 60.01 H o
2 Kaplan-Meierifiti .

(CER
#.

"EBMTHRHE.

NE: ¥4l

ST BB R I RE AL
M 60,14 H (g LB VT X A AR SR HEAT ST

SR, ARSI A AP OR E

I A REERET 1630 HI A BEV b, BR 7 T BAR AR 0 st 2k 1

PR LA IR T R R (Bo-BERE A AR AMIX) 2 IE 5 COX LB — R,
PR TS 2o XU LE /N T LU A 5 FIMPAL A L %5
CpEEETHDENER (P-MEREA. AEAMMKX) KIEJEK7) )2 log-rank i %

¢ ZRFE(CR + PR)HIpIH & H1 4 2 I 24 1E J5 ) Cochran-Mantel-Haenszel - 75 K 46 15

Hh ] SR PR A R S A
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RRLIETT 2 R E BT AN 41 B E S, Hrh 20 GIgRENL AAS A
MPVAIT4H, 21 BB BENL > N MPIEIT4H . 38 21 FI 1 v [ s W 2H A Rk o0 B 46 R
R 21: VISTA RIG A [ 5 2 W0 1A 30 o A 45

TTRAR MP 4 AEERH MP A
n=21 n=20
BRI A
H1 n (%) 14 (67) 9 (45)
. 11.1 H 14.8 A
HALEL - (95%C1) (8.4,15.7) (7.2,NE )
A L 0.468
(95%Cl) (0.183; 1.199)
p & 0.10676
Toidt R A
H1 n (%) 19 (90) 12 (60)
. 9.7 H 9.6 H
EC (95%CI) (7.3,12.6 (6.2, NE)
KU B 0.604
(95%Cl) (0.279; 1.309)
p 1l 0.1975
BAERR
HE n (%) 9 (43) 4 (20)
U e 0.385
(95%Cl) (0.117; 1.259)
p 1l 0.10135
ZRE
CR n (%) 0 (O 8 (40)
PR n (%) 5 (24) 5 (25)
CR + PR n (%) 5 (24) 13 (65)
Lt 6.1 (1.4, 27.2)
pE 0.01112
NE: AKIFAL
E: RPTARSE REET16.34 B 1 AL BE T 0 .

SR BB bR LR FE) 00 S BB i PR A
TP . £ rhitEe o [M34103-053 (PINNACLE) WM T A Fi67 =2
R B B A AR LR R e VEAT A R, ASEG AN 155 B B A 2 iz
—URIT HPOR ik . s AR T 80 65 & (42~89 %) , Hrh 81% B, 92%
HNEN. T5%H)EFA B LML, T7%0 8 8 T E MMk & 1V . 91%f
BRI G072 — MR R RBOKRFERIBR . PRI A 25 BT . 379%H) &
RS2 B E —ANRITIRN 2o AR IOHEE TR 1.3mg/m?, B 20K, JESE 2 A (TE5R
1. 4. 881 11 R&2y, ZJEIRE 10 X)) o FrafeAmia sy i & i b Ania sy FIEGE 4
GEH: 1~17) , A& R EFH AP 80 8. WIS P ARG IT Ja KM R
22. WRIEE ROt S22 bR CInternational Workshop Response Criteria, IWRC) . &%t
CT $3# BSRSLTBUR A VPO 78 A S IR T J5 B i
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St AE A BRI 13 AN H, BRI R B B, 1 EEFRE Kaplan
Meier PEAf /& 69%, LRI EE T 1- 47K 1 Kaplan Meier PTAf /& 94%, 1A% CR 8%
CRu [y 1- FEA A7) Kaplan Meier P74 /& 100%

22 B ER 1R A RS B A g

ST (N = 141) N (%) 95% CI
BZ#Z (IWRC) (CR + CRu + PR) 47 (33) (26, 42)
FEA#Z(CR + CRu) 11 (8) (4, 14)
CR 9 (6) (3,12)
CRu 2(1) (0, 5)
5y % (PR) 36 (26) (19, 34)
HF R AR 8] 5 H A 95% Cl
Kaplan-Merier P1-{it () 2% fif 5 2L ) (7]
CR + CRu + PR (N = 47) 9.2 A (4.9,13.5)
CR+CRu (N =11) 135 A (13.5, NE)
Kaplan-Meier $FAi7 ) 22795 155 12F 2 1) [A] (N = 155) 6.2 A (4.0,6.9)
** Kaplan-Merier P¥-fli [f145 24 (8]} CR + CRu (N = 11) 13.8 f (13.4, NE)
2R UIRYT I R Az 2
CR + CRu + PR (N = 47) 12.7 A (9.33, NE)
CR+CRu (N=11) 19.4 A (17.8, NE)

MR [ BRI R MEARAE(IRWC) . T97 R0 B i) B R AE TR i i B rT & ik, B2 ikTid
LRI 5 IR CRLAE W IS B PR AR IR (N=14D)

CRu=ARZ NI 7E 252 f#

NE=ANA[ 1T

**I 53 Hr

(23]
EZBER (At

BB e K S LA D A0 26S 2R 1 Bl A4 B8 £ 3 AR v P O T TR . 26S 2R A A
RE—MKMEARE A, WHRENZ ZANEOR. ZREAORGBREERTREREAL
MR AR TR B EEER, D4ERrAMR AR, EEKMES AN 2 905 5 2R
B2, X IR RS HLEI KA 2 S BT . T 26S B G AAR FR A0 i) AT BEL L I e
) 2R K AR . AR AR S B 8 1 Kot 22 P 28 (i A L A A I B o I R T R A A
PR IE B B VK R A8 2R A0 466 22 R I 1 R 7 N 1) e A

WRAMALE BRI K SR 2 0, B VAR R (2 33k RS 400 M 43 A AN 384 n L v
Ve, BRSO T RE . IR AE R AT DUAEAS AR R T TR SRR S VA T AR T 2 R 1
(ER i e Ve S|

KPR T 1mg/m? 1 1.3mg/m* 5= I & ks CRERIER/KE n=12) , %tF4xif
20S 25 BT PE A B ORI R T3E4%) R4 25)5 5 0% . 1 mg/m?fl 1.3mg/m5 &
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Xt 208 K [ B 2 KA R B SR . Img/m® AT 1.3mg/m?4 24 751 2 1) i K3 S FBL 43 5
& 70%3%] 84%7F 73%31 83%.
HH

K AT B HEAR A 25 R RN 2T AT S iREe (R0 2 A 2 kB2, B
RE—JED , WS [ 55 M 45 5 R 78l R /N /D i LA e B il AR Rtk R L 43R R
Giditk. ZhRIG I K A4 B M S B S K RO BB L BB AR DL SR BE R
PRRATIEAEA . HeAh, K. RESALCHE A I T 2 kb1t AR SE

O L 3 -

TR T4 2 R TIRPRHER R B IS oK i e 28Tt i, Bl A DA™ S AT AR i
JEv ORI EIFAZ)E 12 ) 14 PRFETS. KTET L2mgim’ {7 E Al 54 O0IFS 0
P 705 R FE AR . BT S s B 1 KR A T N R A L8R, o s 10 L
MR F G 2 BRI S B L I RGEFIIRTE .

WAL R

H ] o B ) SR 200 e A Y £k W AR 6 S s B 5 oK LA S AT M (R 4 g
A2) o Ames TR IR/ BRI PIMIZARES 45 A o B B VKA AL B

A R

W RN AR E R AT A AL, (EAE R BV o AR S AU AT T VA . 6 AN IR
HHER BN, FE>0.3mg/m? (ERHMEFEFIRK 14D W0 T o0 R AR 1k, &
o 1.2mg/m?is AT U 5 3 UF SR A R . AR S AT e B R M (0 AR B R T T LR

ok

v A AT S Ve oK (R B T 5T
[Z5R30 /131

Xt 11 22 kB BER R B KA T AR 1.0mg/mPAT 1.3mg/m?)E, HAIE (BB 1K) 1
KM 2GR BEEE A& 57 A 112ngiml. TEBA )G 145 255 FE rf, AR S R85 K I 245 9k FE 3 1
(I3 L 67 % 106ng/ml (1.0mg/m%5E41) A1 89 & 120ng/ml (1.3mg/m?FIE4H) . £Ik%
25 5 BRI e K P38 B 3 2 40~193 /i, SR AURAMIEL, S KRG H G
B PR R . 1.0mg/m* Rl 1.3mg/m?2H & R4 24 J5 [ SR TE BRISME 2y Al 102 F0 112L/h , i
1.0mg/m? 1 1.3mg/m?£H it )i 77 B R AT BR B AE 15~32 Lih 22 [,

7E 1N AL 1Y) PKIPD BFFE R, 22 R P B B8 A TE 1252 1K 1.3mgim? 71 &2 () B ik 45 24
B R (BE n=14, B TFAHAAn=17) J5, WHAERAAENEGRGELE
(AUCu) M5, B TFAZHEH) Crax (20.4ng/mD X FEHE  (223ng/mD) 45%. AUCqJL
2 tE 2 0.99, 90% & {5 [X 6]y 80.18% ~ 122.80%:
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oA

% RN AR R SR S B2 IR A2 1.0mgim?® B 1.3mgim Il K S, A
oy A 28 RIS AE 3G 2 489~1884L/m?, X 5t W & e K Al Tz oy A T AME AL IRIE N
100~1000ng/ml I, 8 B 44K 5 N AR I 5 B B P38 45 & 22 83%.
R

R FH AR BT SHORE A4 RN F AN ERZ A% R (cDNA) R II4HIR G 2 PAS0 [F] T Hg k4T (K114
SMIE TR, B oK BB I A 3 PAS0 B R 1) 3A4. 2C19 Fil 1A2 B AR, i
2 2D6 1 2C9 Ui, FEM Y@L EMBRM, B 2 2RI, Fisid sy
FOVMRTF=2 . EIERA I T B A oRARM =Y E ] 26S & A TETE. 8 ZBEAY
J& 10 43%hoRT 30 43h i3k Bl SR, U AT A (3 R EL TR 251K
THBR

1 A X 5 P DR N A P )3 Bk A2 AT F 5
e O E PPN

XF 104 4 S vk B 4 P 1 P S P A A IR LB R (2~16 ) iR K AETE
L3mg/mP Il E ek, R 2 K. BEAZIREN ¥ it R, VKIS FR R B R R R Y
IR JUAPEHE) (%CV) ERRERA 7.79 (25%) Lihrim?, B MARN 834 (39%)
L/m?, JHEREIZERA 100 (44%) /M. SRR IR IE AN D Goit- Bl e
PREAIVER], SR OKTE BR3P AL IR SRS . 76 ) L3 R P oS 31 (1 o 3 THT A
R T 5 4 K B 5 AR

G A PP A1 30 RN ot O 5 £ K 24 3 2 O i
JFFThRE AR A ) B

VR T 60 i A AT hRE A4 R X A R 2R B Sy s, R R K )
EEEMAM 0.5 % 1.3mg/m?. 5T IhEE IEH I AL, 55T Ih B4 10 A8 23 S5O0 5 e K1)
BIH—LJS I AUC, (HTE rb Bl o 5 JHF D AR 44 S 3 vh I 1A oK 7R 3 — LS 9 AUC 3348
SeHIINY 60%. F I HH B mlE 5 S T B A% 1 £ A A T PR AR ARG R, RIS R AT
FIE 25 F M
B ThReA 5 1

FE—TZ RN S T, A RIFRFE I Th AR 4 5 AR R UHE BR 2% (CrCL) 434
IEH  (CrCL =60 ml/43%/1.73 m®, n=12) , % JF (CrCL=40~59 ml/4>%h/1.73 m?,
n=10) , FEF (CrCL=20~39 ml/4}##/1.73 m?, n=9) FIEE (CrCL < 20 ml/441/1.73
m?, n=3) . AWHFAKETIENT BALBNTLE NG L TAMIEE 801, AW EIKE 217
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BHN0.7~13mg/m’, HFH 2. KAMKEER GIE-RIEER AUC Ml Cup) fESHFPH

AT
ag’ )|

', AN 30 °C fRAF.

(B3]

PIEZIMEAE, 1/ &.

[FH3]
36 ™ H
[HATHniE]

JX20160089
[ 025 fEfHES ]
1.0mg: H20150406

3.5mg: H20120299
[3ttnEsc S ]

1.0mg: [E %5 320160071

3.5mg: [ 255~ 120120055

(A= 4k]

Ak 44 FK -
Ak

[l ]

Ak A4 FK -
Az bk
HHIS T B -
R  fi5:

BSP Pharmaceuticals S.r.l.

Via Appia Km 65, 561, 04013 Latina, Italy

P2 A 25 PR A 7
e 44 P 22 T 75 7 Lk 34
710043

400 888 9988

PIHE:  http://www.Xian-janssen.com.cn

(4]

A A G U ERTE A B Ja B IRNAE 25°C T IRAF, BOJm 8 /NMTAEM . BCHl)s
AR TRUBCLE iR 2 25 B o N AN I 8 /N, HANNIAE S 9Ok T 2 5 8 /i A L.
RIFEIA G NAE 30°C LR RAF, 2197 A

ARV R 0

AT 254, P AL BRG] 6 I ST, RORBOE Mo R o HER O il 3
FEH Uiy ik LU % B Pl PRI, A 5% Rl i BLR & BRI B, (HR

KL .
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http://www.xian-janssen.com.cn/

A% it G RN B TR S T BOE T R B s o DI, AR S DO T kRS, 2R 4
PTEST .
AT Y ) T

TR, (O 0.9% AL VA BIE A M. FCHJE ROVE RN TS « B, RN
FICVFRITGOL T, ESR25 A A I AT 75 H DS Cu R ok 5 ISR BT (A2 1

B BRI, A LA R AR b

ik B
1mg A & 3.5mg A i
EIRAS S (8D
(0.9% AR (5B 1.0mi 3.5ml
Hie i1 5 B R E (mg/ml) 1.0mg/ml 1.0mg/ml
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