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M. ANHER D A i R 2 RS AR K R T 45 T SRR YT
X [ ek A S ([A]HE Coombs 046D [1F-3h
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£ 2,397 BFERZ A GHERE RGBT B T, 39% ) B ey 65-74 %,
15% 1) BB i N 75 FELL E . AR BUEE Z IRV 27 8 EAFAE S
. ZEBEIREAR MM RER S THERESE (L IARKRMY DR
WHFE Do £ R R PMEANAE VA P 2 AP B 8 (n=1,007) 1, 2B (265 %)
o B AR R R R L™ BN RS N O TG Ai K AEBZ WK AN E B B AR T A0
M2 RV R B T (n=854) th, ZHE/RE (375 %) WA RT
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W AR AT 23 EAF BT ST
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TE T 2 JU PR A R JEE MG 5 e R AR FE KA BRI PR 25 A3l 0 22 Al &
W, BT 2GS IR LN T 25 181 AT Wi PRAR SR I Z5 W R AR LA
TG IERE H AL (A% Coombs {46

EEHEZ AP LGS A RBC 1Y) CD38 JfF4RAH A MR, A HE B pA i £
MR XER (W CEEFTD.
TP R UK G [ F A

FH B Ip0 B e B S e BRER L (M B D IS SR ALK (SPED A
[ ik CIFED aill, mJPAERIPA T ZIC P, Xt T IgGe HHEH M &

HH &, XATRE T SPE M IFE 5645 R BBH I, TS AR 45 [ s B i
LA (IMWG) ARiEx 58 2 2 101 Al
[Zd&E]
SR A AE

W IC A R 2 & ) I R FE 56 o 78 1 T PRATE 78 P g Bk 9 25 24 770 e e
15 24 mg/kg.

B2 IR B R E RN AR IR, N I A AN

R BARAEBGREAR , 3L BI T 463E 4 A RE R 9T -
[R5 ]
FEBHIER A R

PIEE B IE TR S & BEZ LG 5 R E R ZEAR BB T6 T :
2RI PRI 5 MMY3008

WF7C MMY3008 & —TOT itk BEAL. BAPEZG SR 1 AmE s, fE¥risi 2
R BEIR A T LR L 16 molkg BB RN RS RV b ZE K FA (DRAD
16T 5 R0 R AMIGF R ZE KA (R Y697 . KRIREE R (& 28 R[4 1A 1A
JM, {ERA RN 1-21 REH 1K, KO 25 mg) 5% EHhZ KR
(MREREF KN 25, 40 mglJ], 6 >75 5 BB R 4R $[BMI]<18.5 [ &
o TR 20 /D BATRIT . FEARMEH, HhFEKRAE AT 2
BEATEA 2 AR AL PR I AR T (5 5, X R 0 P e AN bt ZE R AR AT I VAR .
IRTT YIRS BRI R, BUE B B2 .
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AT 737 1 B BE L 368 il 3L FI DR 4H, 369 fil# 43 Fl F Rd 4.
FIAETT AL ZE N CTGETT 22 AR R E AR . TR AERS S 73 5 (J: 45-90
), MA%KIBEER>TS & REZHONAN (92%). FPE (52%), 34%[H)E#H
()26 [ AR BRI UMEA (ECOG) 1AREVE TV 0, 49.5%() ECOG 1A RERA R
N1, 17%If) ECOG #REW-53>2. 27% M) EF AEPRT RS (1SS) |, 43%
N ISS I3, 29%79 1SS 11 Wi . AR [ b BER TAEH (IMWG) FriER)To
BERRATEH] (PFS) FIEAEMEH (0S) ¥RMMIT K.

W9 MMY3008 ()32 PFS 73t R, WALRE IS (B 28 S H I, 5
Rd ZHAHLt, DRd 41HLE#ERAAF (PFS) t43%; DRd 41Ai&F|+ 47 PFS, Rd
H Az PES 2 31.9 4N H (A% L [HR]=0.56; 95% CI: 0.43, 0.73; p<<0.0001),
FonHEZ DR YT IR R0 1k J B0 T2 1 XU PR A1 44% . BE ) 56 /S H Hh
REBE T A PFS /34l k4 SR, DRd 41 % (1) PFS #¢ Rd 4143 k3% . DRd
HARIB R P AL PFS, Rd 4947 PFS 2 34.4 A~H (HR=0.53; 95% Cl: 0.43,
0.66; p<<0.0001).
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Bl 1: MMY3008 5+ PFS H Kaplan-Meier Bi£k (FArBEDiRTE] 28 AN B

iy D)
1.0
0.8+
x ]
j% D-Rd
0.6+
(A
i
EE \
'fglj 04 - .a. .e.
D-Rd Rd -
0.2 - (N = 368) (N = 369) ‘e Rd
R E#RERFS (B) < NE 31.9
D-Rd A vsRd AFIRELt (95w cl) < _056(0.43-0.73)
P <0.0001
0 J T T T T T T I T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
He«
£ LR
Rd 369 332 307 280 254 236 219200 149 94 50 18 3 2 0
D-Rd 368 347 335 320 309 300 290 271 203146 86 35 11 1 0
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Bl 2: MMY3008 5+ PFS H Kaplan-Meier Bi£k (FAzBED7RTAE] 56 A~ B

inP)
1.0
0.8 —
pin
#
=3
3 )
ED.B— .
nd Mm D-Rd
1l
0.4 —
Rd
D-Rd Rd
N i e g e NE 344
D-Rd vs. Rd RIS EE (95% CID 053(0.43-0.66)
P <0.0001
OfT T T T T T T T T T T T T T T T T T T T T T 11
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69
ﬁ_
B R BE k-

Rd 369 333 307 280 255 237 220 205 196 179 172 155 146 133 123 113 105 94 63 36 12 4 2 0
D-Rd 368 347 335 320 309 300 290 276 266 256 246 237 232 222 210 199 195 170 123 &7 51 17 5 0

£ 56 N H ka7 /5, DR 41/ OS it T Rd 41 (HR=0.68; 95% Cl:
0.53, 0.86; p=0.0013), F/~$%5 DR ¥a97T I FIAET: K FEAIK T 32%. P4
BIRE R AL OS.

B 3: MMY3008 BF5t+ OS K Kaplan-Meier Bh£%
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- EiHE

]
r—

0.4 —

D-Rd Rd
(N = 368) (N = 380)

0.2 —

iy S TFER-H NE NE

D-Rd v=. Rd BB € 95% cIy  0.68(0.53-0.86)
P=0.0013

0

rFrrrrrrrerrrrrr P TrT i

H.:

AP ) B il -

Rd 369 351 343 336 324 317 308 300 294 281 270 258 251 241 232 223 213183134 85 42 14 5 1

D-Rd 368 350 346 344 338 334 328 316 305 302 297 286 280 273 206 255 249 226170118 63 22 6 1

TR 7 WA TS MMY3008 Y F AT RS S .

£ 7: W MMY3008 BIH AT G R @

L
0 3 6 9121518 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72

|

0
0

I7 20T VPAT B R4 DRd (n=368) Rd (n=369)
MZEfR (SCRHCR+VGPR+PR) n (%) @ 342 (92.9%) 300 (81.3%)
P1E® <0.0001
PR R U TE 2L AR (sCR) 112 (30.4%) 46 (12.5%)
FTERGME (CR) 63 (17.1%) 46 (12.5%)
B U 1 5> il (VGPR) 117 (31.8%) 104 (28.2%)
o g2 fi (PR 50 (13.6%) 104 (28.2%)
CR B 72 (sCR + CR) 175 (47.6%) 92 (24.9%)
PE?® <0.0001
VGPR B 4S7 2 (sCR + CR + VGPR) 292 (79.3%) \ 196 (53.1%)
PE?® <0.0001
MRD BPEZ 2¢n (%) 89 (24.2%) 27 (7.3%)
95% CI (%) (19.9%, 28.9%) (4.9%, 10.5%)
ELAE b f2 95% C1¢ 4.04 (2.55, 6.39)
pfic <0.0001
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£ 7: HFR MMY3008 FIE AT R LE R 2

| TR PRA A R I [DRd (n=368) | Rd (n=369 |
DRd=1% 7 % JU S HT- KM P 12 -t KA 3 RA=JRI P - ZE K K2 s MRD=1 N B s Cl=
AEXIH

o T EMVEIT ANBE

b J#id Cochran Mantel-Haenszel = /7 46 115 p 1

© T 10° HEIME

d ROEFRPER T HE LK Mantel-Haenszel f51HE. HAEE>1 F/x DRA Bl
¢ p{HKH Fisher Kt

TEG AR+, DR 4B A e fEF )24 1.05 A~ H (JEH: 0.2-12.1 M HD,
Rd 4124 1.05 4~ A Gl : 0.3-15.3 ~H ). DRd 411 H A SR Al Fk 2 1] i R A 5,
Rd 410y 34.7 A~ H (95% Cl: 30.8, JEikfhiil).
TIEE B FHHBIEN S EEZLR SWE LK EECRREHR (VMP) B
BT
MK RBIE 58 MMY 3011

WHFt MMY3011 & —TFF st BEAL. PHEEXT R AT, PO 7 A 16
mg/kg BA B oK. RIECHIERER (D-VMP) 5 VMP J8J7 #rizWi A E &
H T2 A 2 R Ve BER AR I A IR QRO . 7E58 1/ 6 A 4524 A

(55 1M 8 IRAZ) h, 1855 1. 2. 4 A1 5 FAHHMTIIE KT (SC) 4,
B 2 %, RN 1.3 mg/m? AR, FERES I 8 /> 6 JA A (58 2-9 J&IH;
AN 4 R 25) H, RS 1. 2. 4 F05 HSR 2y, BR—Ik. 7£ 91 6 Ji JE A
(3 1-9 D M55 1 & 4 K, DRZEZS 9mg/m? SEiL-C 1 60 mg/m? ik B . A

A IR TT RS RO R R B BN BE R B

3t 220 32 F#AT T REHL P AC: D-VMP 41 146 %1 (FFE 114 1), VMP
H 745 (P E 536D, PIANRITAREELZ N DGt A MR R AR ALE
Wy 69 % (Julfl: 57-84 %), 15%M)EHFEE>T5 &, FiPE 60%. 32%FH) & & HY
ECOG 1&REVF4 9 0, 50%f] ECOG 1ARETE/r v 1, 17%H] ECOG RRETE N 2.
B 19G. IgA FIEREERL B 85I B I EL 70 N 57%. 27%H1 11%. 26%H) B3
N ISS 1, 46% 4 1SS 11 3, 29% M 1SS N I, 78% 4 st 4% 2 KUK Abs
fi. 2T IMWG b, VAl VGPR Bk UT 22 il 3 LA K PFS %5,
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TESAENTER, OBV 12.3 N HE, 5 VMP BRI, AT %R
PUBkE VMP JRYTLE PFS J7HR I BA Gt e L D-VMP 4R 3
FifL PFS, VMP A4z PFS 2 18.2 4~/ (HR=0.43; 95% Cl: 0.24, 0.77;
p=0.0033), £/~ D-VMP 321X (1)t B T RS VMP ZHBRAIK 57%

(B 4,
B 4. MMY3011 BFFEH PFS B Kaplan-Meier BH£8

100
M—a
80 - L. »
A - -
% BA AMA A - -AAA
% 60 <
i
K
N
1A
40
D-VMP VMNP
{MN=144) (N=T4)
0 - L.
2 i TR () NE 182
DVMP 0 vs VAP SHRNRELES B (95% CI) 043 (024077
F=0.0033
D -
] | I I ] I T | I I T
o 3 6 9 12 15 18 21 24 27 30
. THEEAETFR (A
B EEE
VMP 74 64 55 41 23 11 7 4 2 0 0
D-VMP 146 131 123 93 58 45 35 21 7 4 0

—&— VMP ---A--- D-VMP

fFEhAIBEY 12.3 M A, #F5E MMY3011 EE 4 7R, D-VMP 41 VGPR
B AT IR RN 74.0%, VMP 414 43.2% (HAE E=3.57; 95% Cl: 1.99, 6.43;
p<<0.0001); H[E ABEMFT RAEM NFF—3 (£ 8).
£8: WFEK MMY3011 KA R R @

¥ TR VPG ) 8 15K DVMP (n=146) VMP (n=74)
22 f# (SCR+CR+VGPR+PR) n (%) 129 (88.4) 58 (78.4)
pla°® 0.0591
PR B S 5E A R (SCR) 35 (24.0) | 4(5.4)
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£8: WFFH MMY3011 BF AT R gs B2 @

7 AT VP ) 2 DVMP (n=146) VMP (n=74)
SEAZEfR (CR) 28 (19.2) 9 (12.2)
e U 1 > %R (VGPR) 45 (30.8) 19 (25.7)
& (PR) 21 (14.4) 26 (35.1)

CR B AES7RL (sCR + CR) 63 (43.2) 13 (17.6)

pfa® 0.0001

VGPR 5 # 4:J7%% (sCR + CR + VGPR) 108 (74.0) \ 32 (43.2)

pfa® <0.0001

MRD JPEZ 2¢n (%) 43 (29.5) 5(6.8)

95% CI (%) (22.2,37.6) (2.2,15.1)

Ee A b A 95% C1 4 6.19 (2.29, 16.75)

pla e <0.0001

D-VMP=1A 5 Z L BH0-I & Ve K-35 O IR Je S s VMP= B e oK-36 15 -1R Je ¥ s MRD=

N R s Cl=EA5 X [H]

o LT REERTT AR

b p K HT Cochran Mantel-Haenszel & /5 1 56:

© 105 MY

SERPAER T IEF A LR Mantel-Haenszel ffii1{H. HEE>1 RR D-VMP #;
o

¢ pA{HEKH Fisher FfifEL%: .

A BRI AR5 MMY 3007

W9 MMY3007 J&—TF e BEbL. FEVEX IR, 1 ARSI, LR T A
16 mg/kg BEE W EK . RIECATLEFA (D-VMP) 5 VMP 1647 Hri2 W i) Aid
A EET A2 Z YR RS R. 58 14 6 HAAAM GE 1A
B 8IRGRZD) h, ERE 1. 2. AR5 JAMHTHIEVOKE T (SCO v, &M 2
o, FIEHY 1.3 moim2 R, TEREG 1 8 A 6 A A (28 2-9 A A
W4 ke h, (E5 1. 20 45 ), FF—IK. £946 HREM GF 1-
9 FAMD M5 1 & 4K, HIRZZE 9 mg/im? F3EC M 60 mg/m? IR JEFs . A RIRTT
FReR & o kR ok tH DU e B2 32 (O B b

H 706 9152 i AT T REHLEC: D-VMP 40 350 5, VMP 41 356 {7, HiA
BT AL N DG A B R AEAR L TR Ry 71 % (JEIH: 40-93 %),
0% B FHFWE>T5 & o REZECNEA N (85%). Lotk (54%), 25%H) i35 1) ECOG
REEVE N 0, 50%I1) ECOG 1RREVF-73 4 1, 25%11) ECOG RREVF 43N 2. i 19G-
|gA Fliz5E LB fiER AR W LU 43 N 64%- 22%F1 10%, 19%I1) 5 1SS |
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1, 42%9 1SS 11 3], 38% 4 ISS 11 W15, BA%HIYH MG A% 7 KUK ARG . A&
T IMWG FrifE, 35 PFS Al A A7 HIVEN 7 2L

fEhALREYT 16.5 AN A, BFF MMY3007 1) PFS EE 41 R, D-VMP 4
B VMP AP D-VMP ARk 24 PFS, VMP A RH 47 PFS J 18.1
A~ H (HR=0.5; 95% Cl: 0.38, 0.65; p<0.0001). 7EA7BEYT 40 M H 5, T
(1) PFS T 5 R AR 27~ D-VMP A G351 PFS 2 VMP G Friist . D-VMP
AL PFS N 36.4 AN H, VMP 410 19.3 4~ H (HR=0.42; 95% ClI: 0.34, 0.51;
p<0.0001), FKAHHZSZ D-VMP 677 11 2 1950 3t e BT 12 XU P41 T 58%

B 5. B MMY3007 #t PFS X EH7H) Kaplan-Meier #i£%

D-VMP VMP
(N=3503  (N=336}
1.0 PUTHRERS (A 364 193
N O DVIMP 28 vs VMP SARIERS Y (95% CL 042 (0.34.031)
P=0.0001
0.8 1
%064
5
0 ! e
B g4d L scman D-VMP
_q...l'
0.2 e
\‘!—-UMP
O+—T—T"T7T7T T 7T T T T T T T T T T
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51
H
B MpmEE
VMP 356 304 278 263 246 207 171128110 93 78 67 51 29 15 7 0 O
D-VMP 350 322 312 298 292 265 243 220 207 202 188 173160113 63 26 9 0
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HAZBEVS 40 A J5, D-VMP A7 (0S) i F VMP 41 (HR=0.60;
95% ClI: 0.46, 0.80; p=0.0003), FHWiHE3Z D-VMP Hifyr i & 0T A FE
I T 40%. PIZHIARIEE|H A7 OS.

& 6: HF5L MMY3007 1 OS KJ Kaplan-Meier HiZ%

=
ih
t,
Bl 044
D-VMP VAP
U 2 - (N=3303 (N=336)
| s o NE NE
DVIMP £8 vs VMP $RRNFLESEY ¢ 85% CI) 0.60 (0.45-080)
F=0.0003
0 | 1 1 | | | 1 1 | | | 1 ] | | 1 ] |
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54
A
BRREHSE

VMP 356 331 325 322 312 302 292 278 269 257 242226198132 73 27 3 1 0
D-VMP 350 330 327 322 318 309301 292 288 283 275270248171 97 40 12 0 0

A MMY3007 1) H A7 204s B0 R 3% 9.
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£9:  BFFE MMY3007 BIHABIT LR 2

7 ROET VAR ) BB D-VMP (n=350) VMP (n=356)
BZE#R (SCR*CR+VGPR+PR) [n(%)] 318 (90.9) 263 (73.9)
pfa?® <0.0001
FERE B 5422 R (sCR) [n(%)] | 63 (18.0) 25 (7.0)
SEEZM (CR) [n(%)] 86 (24.6) 62 (17.4)
JEF W 22fE (VGPR) [n(%)] 100 (28.6) 90 (25.3)
oM (PR [n(%)] 69 (19.7) 86 (24.2)
MRD B3 (95% CD < (%) 22.3 (18.0, 27.0) 6.2 (3.9,9.2)
EU A EE A2 95% C1 4 4.36 (2.64,7.21)
pfic <0.0001

D-VMP=iAT5 Z U H-I B Ve K-S0 G-Ik Je s s VMP=i & 1 K-35 -1k JeFa; MRD=
/N B s CI=EL1E X [H]

o BT EIIeIT NEE

b p {H>KH T Cochran Mantel-Haenszel & /7455

© BT 10° 1 RME

d S EFRAE R T LA ELE EL Y Mantel-Haenszel ftiiH{E. HEEE>1 %8 D-VMP BAk.
¢ p{E>KH Fisher F AL

EZfREY, D-VMP A A RN ) 0.79 ~H (JuH: 0.4-15.5 4>
H), VMP 415 0.82 A (Jul: 0.7-12.6 ™ H ). D-VMP 41 1) A7 G2 fift 5 S0
[ AR S|, VMP A4 213 MH (GERE]: 18.4, Anlffiil).

X>70 £ 5k # 65-69 & . ECOG MKAeIT/HA 2 4y, BUEER/NT 65 8 HH
W 55 (1) 377 0% B ECOG 1R REYES N 2 43 ) % (D-VMP: n=273, VMP: n=270)
BT WAL T o Z LT R4 RS B AR N B 45 R — 3. (B 4%, D-VMP
AL B AL PFS, VMP 4147 PFS 4 17.9 A~ H (HR=0.56; 95% Cl: 0.42,
0.75; p<<0.0001). D-VMP HHIEZZMHH ) 90%, VMP 4y 74% (VGPR #.:
D-VMP 4 29%, VMP 241 26%; CR Z%: D-VMP 4 22%, VMP 4 18%; sCR *:
D-VMP 4 20%, VMP 4 7%). Z AR %2R E B NBER SR — 2. it
4h, ECOG fRBEVFr N 2 EE 4L (D-VMP: n=89, VMP: n=84) [{jZ4: 1k
SIATEE RS SR AR 45 R — 2
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R M A GHEZR B
S e K BARYT
Hh 1w AR E 72 MMY 3009

W5 MMY3009 & —IRENL. 20 FRRCHE ARG, 758 % sk iA 1t
2% 95 P BB o [ B P LR i 16 mg/kg BB I B A K AT FE K FA 8T (DD
S VORFIHZERIAGTT (VA BERZET (SO HEHMEK GllEN
1.3mg/m? AR A, R X, BN 21 K B D FEEIRYT RS2
2 (55 1. 4. 8 7011 XD, hfest 8 MWL, BE AR M AKGST I (3%
84N [H 1. 24 4. 5. 8. 9. 11 f1 12 K IIARMZEKKS 20mg (80 mg/JH, HA
WIE oK1 3 R T AR 2525 2 JD, i >75 % . BMI<18.5. WEIRIpi {1
AR B A S [T B 9 97 AN 52 1 8 T & 20 mo/ i o TEAS R 2 H . HhZE
K 20 mg VENHERT 2. A SR YT RS g0 ik FE Bl AN R 2 [ R 1k

it 211 BIEREIEI 2. 1 852 TRENLS4H: Dvd 4 141 41, vd 25 70 1.
G 4 5 06 R 2 IR B 26 N VSR 22 AR RFAE AR L, . B I R AT 4E R 61
% (JulH: 28-82 %), %) 1% EEFRE>T5 5. 80%M EH BT 32 & iy
RINHIF] (P (79%35 32 Ml & 12K ), 929% 1) & 1252 3 S % 1 4577 (IMID)

(3500452 KA FENE ) . FLERIT, 64% M) & X i fo —ZRIATT N 2 . 64%I1) 53

AU IMID Tif 24, 27% 01 B8 % SR A8 BE R 24 o o B 25 M R 245 1 26 38 Bl HE R HH
AT

ERAIBEYT 8.2 AN A, BFFT MMY3009 45 8 8oR, 5 vd 4/, Dvd
I PFS FE AT H RIS 0GE: DV A REEIH AL PFS, Vd 411
K7 PFS 5 6.3 ™ H (HR[95%CI]: 0.28[0.17, 0.47]; p £ <<0.00001), F#/R$EZ
DVd 677 1) 8 B0 2 F A T2 XU AH B 52 Vd TR TT 1 B PRI 72% (UL
.
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B MMY3009 f¥] PFS Kaplan-Meier 4%

& 7.
100
80 -
7T
¥ 60 -
=3
F
0]
b 404
]l
20 -
O — 1 T
0 3
AR H B EGE
vd 70 44
Dvd 141 118

22
74

9 12
A

10 3

43 23

---6--- DVd

78 MMY3009 R H A7 245 3R W 3% 10,

15 18 21
2 1 0
8 2 0

2 10: B MMY3009 FH AR 804 R

I7 20T VPAT B R4 DVd (n=137) vd (n=63)
MR (sCR+CR+VGPR+PR) n (%) 113 (82.5) 41 (65.1)
pfE? 0.00527
FERE B L TE RS (sCR) 22 (16.1) 3 (4.8)
SEALERE (CR) 23 (16.8) 4 (63)
A WP s> 2R (VGPR) 44 (32.1) 14 (22.2)
oy & (PR 24 (17.5) 20 (31.7)
B RAIR R GERED ] 0.79 (0.7,4.2) 1.05 (0.7,4.5)
AL R AR SEINTEI L H (95% CD ] NE (NE,NE) 6.9 (53,13.4)
MRD Bi## (95% CD ° 22% (15.5%,29.7%) 2.9% (0.3%, 9.9%)
EAE B & 95% CI¢ 9.58 (2.22,41.32)
pfE¢ 0.0002
DVd= 5 Z IR B e K- FE KA VA= Bl K- ZE K Hs s MRD = /N B
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Cl= BfFX[H; NE= JTiEfliih.
p fE>KH T Cochran Mantel-Haenszel & /755 »
b BT RAEIT AR, ImAHE N 107
¢ SRFTAE R Z ) E EL A L Y Mantel-Haenszel {1118 . EUAEEE >1 %8 DV 8Bil.

4 p{EK A Fisher ¥

PIANIRTT HAESARIE Bz OS. FArBEVT Iy 8.2 1 H, OS MR Ly 0.34

(95% Cl: 0.16, 0.68; p=0.00162).

2= BRI AR 52 MM Y3004

W9 MMY3004 & — TP ctE . BEAL. BHMEXT IR 1 e, fEsbRriezid
B/ —LRIRTT IR B IR M 2 R M R R P LA 16 mglkg BRI B
PR FERINRTT (DVA) SR A ZERFAIEST (Vd). B H% SC Ik
BB IV SERE K GRS 1L.3mg/m? iR R I A, REEMIK, 84N 21 K

(B A WEERITEIHh4ZG 2 B (55 1. 4. 8 fil 11 R, IL¥p4: 8 M.

BEEAM BRI (L84 B 1. 2, 4. 5. 8, 9. 11 f112 K[
Pkt ZEKF 20 mg (80 mg/ A, REAMINE KK 3 Va7 I 42 2 JiD, A
>75 % BMI<<18.5. # R 734 fill A ol BE A3 245 [ Wy 7 AN 52 1) 26 3 m ek i 42
20 Mg/ . TEASIES R, TS T 20 mg hEERIAMENRITERT 2. ASA
I 55 s ik R R BN R RS2 (R E

SLit 498 il 432 T RENL 4, DV 41 251 451, Vd 41 247 fil. AfHS
X HRZH 2 TR AR B2 N 11 e v 2 A R A AL o SR I P AR08 64 %8 (Y
30-88 %), 12%MIEHFER>TS ¥ . 69%IH A BEAE 2T Pl (66%4% 5211 &
kD, T6%MM EE 2L IMID (42%FH 5250 RIBENE) . FRLRRT, 329%[H) &3
B JE—RIBITI 2. 33% M FH AT IMID i 2, 28%1) 5535 Xt R HS i 24
S 5 A K 245 ) 50 R H A . SBIE3ET IMWG ARdE ) PFS L AE T
 (0S) VENIT K.

FERALBEDT 7.4 AN HIE, BEFE MMY3004 ) PFS EB0#r o, DVd 414
Vd 1A Frsst s DV 4RI B H A7 PFS, Vd 411 HF A7 PFS 7.2 4~ H (HR[95%CI]:
0.39[0.28,0.53]; p<0.0001) . fEHf7BED 50 NH G, TN PFS 73t 4 SR p4s
28 DVd AL PFS B vd A A k. Dvd Az PFS Oy 16.7 M H,
vd A4 7.1 MH (HR[95%CI]: 0.31[0.24,0.39]; p {&<0.0001) , FHH#%Z vd
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BITI B EAALL, 52 DV Y77 B3 B ik BOE T 0 R IS T 69% (L
K8 .
& 8: I MMY3004 [ PFS Kaplan-Meier #H%%

D4 ¥4
(N=251)  (N=MT)
1.0 iR (2) 167 71
DVd2R vs Vd SARTEIMEEE (95% CI) 0.31 (0.24-0.39)
" P=(0.0001
0.84
K 06
&
1
¥ 04
il
0.2 4 D-vd
D L S
rrrr—TrTT1TTTTT T T T T Tr—ri
0 3 6 9121518 21 24 27 30 33 36 39 42 45 48 51 54 57
B
=il b e a A

Vd 24718212974 39271511 9 8 7 6 5 4 2 1 0 0 0 O
D-Vd 251215198161138123109 92 85 77 68 61 54 50 48 46 38 20 7 0

AR MMY 3004 1) A7 20485 8 0L 3% 11,

#11: BF 9T MMY3004 FH AT 3045 R

7 AT PP E) 28 DVd (n=240) Vd (n=234)
MR (sSCR*CR+VGPR+PR) n (%) | 199 (82.9) 148 (63.2)
pfa® <0.0001
FERE R L SE AR R (sCR) 11 (4.6) 5 QD
TEELZM (CR) 35 (14.6) 16 (6.8)
e b B > 2 (VGPR) 96 (40.0) 47 (20.1)
o 22 fif (PR 57 (23.8) 80 (34.2)
BERFIPALR R A GEED ] 09 (0.8,1.4) 1.6 (1.52.1)
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x 11: BF 9T MM Y3004 B H AT R4 R

5T 3 RT VRAR P A 1 DVd (n=240) vd (n=234)
AL GERRRFEERT R (95% CD ] NE (11.5,NE) 7.9 (6.7,11.3)
MRD FAPEZ (95% CI) ® 8.8% (5.6%, 13.0%) 1.2% (0.3%, 3.5%)
ELAE EE K2 95% CIe 9.04 (2.53,32.21)
pfE ¢ 0.0001

DVd = iEH Z UG- VoK-HUZE K R Vd= T VK-HZE KA MRD = /N BE 5 5
Cl= Bf5IXI[H; NE= Joikffiit.

@ p{E>kHT Cochran Mantel-Haenszel -~ /5 154 o

b BT EEET AR, ImAHE Y 107

¢ AF R ILIE LUAE LE Y Mantel Haenszel i t1{E . HAE L >1 378 DV 81,

4 p{EKHE T Fisher FHikL .

PIANIEIT HERARIE B AL OS. AL BT A 7.4 1~ H (95% C1: 0.0, 14.9),
OS IR EE 9 0.77 (95% Cl: 0.47, 1.26; p=0.2975) .
55 B P R BRI T
A BRI AR5 MMY 3003

WL MMY3003 & — T F e BEAL. BHMEXTER 1 BARLG, 7EREA: 2 /04

—LRIBTT N R BOME A M 22 RV R ER R LA T AR 16 mglkg SR TR B
MR R ZEKFA (DR BRATRYT 5 R IR EE RIS = ZEKAA (RdD BRA
TBIT . KRIERE (AR N 28 R[4 B EE L 2RI 1-21 RGH—
AR 25 mg) S51K7IE (40mg/fE) HiZEKFy (>75 5 B BMI<18.5 [ 1]
TR 20 Mg/ ED BRA . fEARBIITEYMR, T T 20 mg HhFEKAAE A
TERTHZ, REERERXHSY, MAREFEEZRT, BENIPRLR
AT Z (R

F£it 569 ] %% TN 4H: DR 41 286 %1, Rd #H 283 #i], A4S
SR ZH 2 TR AR B2 N 11 G v 2 A R AR UL o SB 1 P AR08y 65 %8 (Y
34-89 %), 11%HEEFRE>T5 & . KElr & (86%) Bhit#kid PI, 55%H)
BHF MRS IMID, H ARG 18%01) B8 BEAE 520 SRR B s 44% 1) 38
BRI PLAT IMID IX P25, FREIN, 27%0H) 8 0 e Ja — BRIBTT T 24
18%I1) B AU PN 24, 21% %) B B & VA K 24 o ol RS B2 e i 243 P 8 2 e
HEBR LB T . @ E T IMWG Ar#E PFS FLEVEAFI (OS) THMIT K.

FEFALBEYT 13.5 M H I, BF%t MMY3003 ' PFS [ 32 2250 #r 7, DRd 41
[ PFS % Rd 407 Firlt3; DR 4 ARk 247 PFS, Rd 20167 PFS 4 18.4 4
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H (HR=0.37; 95% Cl: 0.27, 0.52; p<0.0001) . fEH{ifEY; 55 MH )G, FH
[¥] PFS 20 #45 FHFF4E 7R DR 238 19 PFS ¢ Rd 21 H Bt . DRd 214 47
PFS 4 45.0 ™~ H, Rd 44 17.5 M H (HR=0.44; 95% Cl: 0.35, 0.54; p<0.0001) ,
R DR VYT I EE R AR5 0 FE BRI KUK PR T 56% (LI 9

B 9: B MMY3003 ] PFS Kaplan-Meier Hi2%

D-Rd Rd
(N=286)  (N=283)
1.0 % e () s50 11
* DRJ 4R vs Bd $ARMRIBSEE (83% CD) 044 (035-054)
\ P=0.0001
0.8 .
x |
i 0.6
fi#
P
i D-Rd
it 0.44
{41
- e
0.2 ""\-.. Rd
O I ] ] || ] | I ] ] ] ] | | ] | ] ] || ] | |
0 3 6 9121518212427 303336394245485154576063
A
Tho R EE 0

Rd 283249206 181160 144 127112102 91 83 75 66 63 53 48 45 40 28 5 1 0
D-Rd 286 266 249 238 229 215 204 195 184 168 156 151 143136 134 131125115 76 16 3 0

A MMY 3003 1 Aty 7 2048 8 0L 3 12,

F£12: B MMY3003 AT G R

I 3R] VAL B BB 2 DRd (n=281) Rd (n=276)
MZZ R (sCR+CR+VGPR+PR) n (%) 261 (92.9) 211 (76.4)

pfa? <0.0001

FERE U SE AR (sCR) 51 (18.1) 20 (7.2)

FERGM (CR) 70 (24.9) 33 (12.0)

e TP 2R (VGPR) 92 (32.7) 69 (25.0)

YR (PR) 48 (17.1) 89 (32.2)
BIEREFIHPALRTEILH (95% CD ] 1.0 (1.0, 1.1) 1.3 (1.1,1.9)
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* 12: BF 9T MM Y3003 B H AT R4 R

¥7 3R] PYAiki PR 2 B0 DRd (n=281) Rd (n=276)
WAL R R FFEERTRILH (95% CD ] NE (NE,NE) 17.4 (17.4, NE)
MRD JPEZ (95% CD ° (%) 21.0 (16.4,26.2) 2.8(1.2,5.5)

U A EE 2 95% CI¢ 9.31 (4.31, 20.09)

pfEd <0.0001

DRd = IEHZICHBPI- RIS fZ-HZEKFL; Rd = SRV IZ-HZEKHA; MRD = HUNR B9 5
Cl= BfEXIH; NE= TiEfliit.

@ p fH3KH T Cochran Mantel-Haenszel 51 % .

b BT RFET AN, IR AHEN 107

¢ ffi FHIL[A LE{E EE ) Mantel Haenszel flitH{E . HGAE G >1 &7~ DRd B4l

4 p {HKH T Fisher fEHIIL o

PIANIEIT HERAIE B P AL OS. FRALEBEDT N 13.5 AN H, OS HIK: A
0.64 (95% Cl: 0.40, 1.01; p=0.0534) .

RYRTT -

T ST TR FUAIE 52 1 A B 290 YT SRR HME Va1 22 kB R BN R
RTINS PACH T 20 22 A, X 2t R 3 B A 52 S/, 8 P R 0 1) 750 R 2 18157 751 1)
9T, IF BAE RS — IR YT I H B R
2 BRI AR 55 MM Y2002

B 58 MMY2002 J& —BIFEREAE B2 1 270 3 ity CRLE B B A4 71+
oI5 VR 1 7)) B SR A 1 A ) 7R R G 2 R 1 7R O i 24 11 2 i e R R
HBIE TR TR U AT T RO 2 A S 2l TG REF 9T . 106 15
RIMEVEYE 2 R VB BE B B % 16 molkg ASSAYT, BELEBIRBEE. BEN
AR N 635 % (GEH: 31-84 %), 11%HIHEHE>TS ¥, 49% N FHE, 79%H
FN. BH WLEE SR ETN 1gG BY (46%). IgA B (21%) FIEREERY (28%).
I3 A 38%I1I A 1SS 4 W1y 2 WIAN 3 #.35% M A 21 10 NE-E A
13%) 5 BaAN I AR . B3 MABTIS W BN AL P i TR A 4.8 (Gl -
1.1-23.8) . BFAERZ LRI LB P B0 5. 80%H B FH M EZE A
RTYIRBIE (ASCT). BFBEAEEZ I a7 EHEIE oK (99%) . T & ik

(99%). AN (63%) AR RIEMK (50%). FZRmT, 97%I1 i # B A #
23 R e — ZRIRIT I 24, 959 ) 5 2 Xof AR P TEAA J11 f 750 R G 28 18 4 7380 i 247,
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TT%H) BB XA 25, 63%[H) &3 i 1) BE G 25, 48%I) &3 b -RARMA K
i 24 o
MY A Z A2 (IRC) VPl &5 SR HEAT T TR B 0 p 3T A7 ks
W 13,
& 13: HFF MMY2002 # IRC FH BT RS R

TR R Z & 16 mg/kg
N =106
MR (ORR: sCR+CR+VGPR+PR) [n (%) ]| 31 (29.2)
95% CI (%) (20.8,38.9)
FERS RO SE R R (sCR) [n (%) ] 3 (2.8)
FEARZEHHE (CR) [n] 0
AEH LI 2% (VGPR) [n (%) ] 10 (9.4)
TR (PR) [n (%) ] 18 (17.0)
IfRIRZEHE (ORRHFMR) [n (%) ] 36 (34.0)
AL SR RF R R] [ (95% CD ] 7.4 (5.5,NE)
BRI GERED ] 1 (0.9;5.6)

VR BT A S (E PR R AR bR
Cl= BEfEXIH); NE= Tikftiilt: MR = WUNER

AN B RS2 I R R AL ) H B BB VA YT, T MMY 2002 )R 22
R (ORR) L.

FEPALRE VTN (8] 14.7 A ARG SE B, Ahz S 4247 (0S) 24 17.5
ANH (95% Cl: 13.7, JTiEiFt).
A BRI PRATE 78 GENSO1

W7t GENSO1 J&—I7EBEAE 325 /0 2 FiARIGUIR 5 S I697 B4Rl
A HA BT R B R B IE Y 2 R M B 2 i PN A T R T R 2GR
722 AR R RARIRIS . TRRORSS VI WG RIT 9 . AW Ferh 42 )53 2 Fixk
TS RV E BB B 2 16 molkg AGNIRTT, BEERMNERE. SR AE
Wy 64 % (JalH: 44-76 %), 64% N FVE, 76% NE N . & WL B RER AN
IgG A (57%). IgA 4 (10%) FIEEFER (21%). S2%MEEHEHRZT 10 MEH
Mk 10% 000 B8 BEAMK IR . B WIS I BN R A I ] 5.8
GEHl: 0.8-23.7) . BEAREZIIRIT LRI T AECN 4. 7T4%I0 B35 AT
323 ASCT o BEAE IR 7 S35 8 172K (1009% ) SR 8 B 1% (95% )« I 2 £ 1% (36%)
PLJ R AR K (19%) . FEZRIN, 76901 3t BE A2 52 1 i) 55— 2R T TR 24,
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649 1) B X6t H AR 400 181 7 AT G 5 T S RIS I 24, 60% KD £ 38 e A TR 245
36% 1) BN VA S LT 2, 7% 82 R AREOK T 2

it R T BoR, 5% 16 mg/kg A iAIT )G ORR %] 36%, CR
5%, VGPR N 5%. P B EN 14~ GElEl: 05-32 1), MAik
B ARSI TR] (95% Cl: 5.6 M H, TEiETF).

FERAZBE TN () 15.2 A H BAEAPRGLE B b, Rk 2| Az OS (95% Cl:
199 MH, TEIEVHE), 74%1 2R E T SRAFIE -
oo JUE H A 3

RER—MRSFEA, BH%S S R A TAER A R L. —I
1E 83 W RAHME IOV 2 R B8 B (WEFL GENSOL) HhghAT (1 FF itk 7t
PP T AT ERIE (4-24 mg/kg) JE X QTe IAHAMISEMA . 7EATIA 2] Coax B
LR & PK-PD 23 QTe [HIIE A i BURIE S n (RIRT- 20 ms).
[ %3]
ZEER

CD38 Jy— i M40 CELHE 2 % i R 4 i A HL e 4 S 44 RTfR
B EBEEE T (48kDa), CD38 HAZMIIRE, BN ki, 555
T DL K B 1S PR Y AR 2R hT R — MRS CD38 45 A 1 IgGlk
NEA BTG, AT EHE0EE Fo M RIBHE S AR TIER, Bl
MRS AR EEEH (CDO). BRI 4l 2 /E R (ADCC). Bk i1
M ENRIER (ADCP) 55N IR A Va i fER , #ii| &1k CD38 [
FAANMII A . A TE R I RBT AT PR BEE M DI 4H . (CD38"MDSCs) 77 T
YHHl (CD38"Tregs) A1 B 4l (CD38 Bregs) 7KF-s

NK 4Hffi#i% CD38, XfikF ZICHHiT 40 e FHBUR . BT %0
Wi )a, SMNEMAE ST R NK 418 (CD16°CDS56) itk NK 4if
(CD16"CD56%™) [ Zaxsf i1 A A 45 L a] WLBE I .

BEZICHEPIUONRY FEA, HES S il BAEH KT ReIEECN . MG
AE I PR S i R B $ 7518 B G B AP AV AE 0 5 B AL SE B AR
BHEPA

WAREME: A 2R R AT AL BT 5T
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AFEFME. BEHEZ BRI AT AT T, CD38 RN B H A
AT L FERRAG, 5 N H AR . CD38 JE PR E bR sh s A i 7 45 SR o,
CD38 W25 [ e IR BT CNRD, BHA-IGAFsZid sz (D AR
IRl E (D,

BoRME: AT ZIURPU AR BT BUB AT T
[ 437151

FERERZIR TR 2T 0.1 mo/kg-24 mg/kg # kT B 259697 I 2 R AXEVA I
Z RV B B E IR T IA R Z IR B 1 (PKD.

£ 1-24 mglkg & BAB T, B IR % 245 )5 25 LTS IR LM (Crax) KEHE
VRGO R LG I, 25D AT SRR S IR A 2 ALK b = T A L
B — IR IR G 5 Conax YN LUK T I B G A L], XG50 s A
SFHIZYALE . AUC BISEINELG] m Fm s befl, 5k (CL) FEH &R
BRI PR XL AR, AR T, CD38 T IARIMIA L 5, #E
I BB R M PR R, IR 2 U RIS BR R R 230 R 19G1 12k
PIEERE . ZIRG 255 TG RR R WPRAR, XA RES R e FR (R %

LR AT VR S 7R R PR G 00 A0 EE A 45 24T 0 . B k4 T 16 molkg RS
B Z RGN ZAR G THE R E (FRiEZE[SDD N9 (43) K. AEHE%
BT 16 mg/kg KRk 4s 2 Ja 2R WIS THE A Brag n, ARl A 2 ok
FIEEA SR, IRIEREAA PK B Hras R, 5 AR R AR BR AR R B W E

(SD) £)74 18 (9) K FIRATIH, %2R -3 I #E s 3 TR R 78 4 i AT
J& LA Sk B 2 G BT R 25 24 e 3

FTBRZGI077 2 MW MMY 2002, SR I HEF 1067 77 2 GRIE N 16 mg/kg) ,
TER RS 2 IASE T, 35 Cmax I¥ME (SD) v 915 (410.3) pg/mL, ZINE
HNEJG I 2.9 5. BEGZFRZRE, B25aE () KREHE (SD) A
573 (331.5) pg/mL.

TER VIR ZICRPUIRHA PK A, DARGIATE TR 2GR PKRFIE, JF
PRl DR B0 A TR 2 G B HUAE 22 R M B BB R A B R

BT IUA TR ZJC R PLR 25707 Im ARG T 223 41 8 i 8ds , BEA PK 7
Praf RN, IR 4 253k AR5 5 A A (BI85 21 mvER ), 185
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ZIHPUMIER LB, AR Crax 5 1 IRZA 20 J5 1 Crnax HLE I HI{E(SD)
1.6 (0.5). FR=ESFMERIIE (SD) 4 56.98 (18.07) mL/Kkg.

X 1,765 14552 0K T 2 JU ST S AN R 2 G a7 1 2 R T R SR T b
BEAT T VU PK 34T . B 23097 AR GIRYT )5, I8 T 2 J0 BB ik FE - T 1) iy
LRARML. TEEREVRIT Y, SERNMEIERR AR I AR A THE R {E y 15-24
Ko

RAEREAE PK 04551, (R0 E N2 0 IR R Z IR IE R EA St =
SRR, B, T2 R EEREEE TS, RIS ES RS S
P o

BRAh, EHEAT T AR, LLAE 1,309 41 % & M BB R oA KA
T ZICEBULE 247 B TP IR 2N 43 W IR 45 21K T T IR 4 2 I SRR 45 25 )5
LA REN AT L . BALAE RUIESE, BRIAYTER 1 R PK RFIERASE,
B YRGS T 43 T VR4S 2 R 1 YR I B YR GE 25 T R PKEEAE LA [ -

1E 50 BIREAE#EZ 28 /b 2 R4 B MR IRYT U7 SR RN 52 R M B VA 1 2 R i
R IR SZ A TP A T A T U BB R 2R YT I 2B J1 2 RHE (MMY'1003),
WA IR R, 1K 8 Z IO 2507 AN ) R B B A h 2 i T 5 9E
i EZi# (GEN5S01 1 MMY1002) HEAAH Y. BEARZRE) )% (T
MMY1003 1/2 #8431 22 5 23 # 1) PK Bdi) B RFRIFER I, 7R T H
WL TR, 1 ZIU AU B R e [ 2 S A [ 2l
A

7E T E 5 R 7L MMY3009 1, 114 (511 52 % BUHE IR 1 22 R P i R v [ 52
FPK BERAE RAEN], B ZICER T S0 B K- ZE KRR T I A it 14 L 75
2k SR EZIRE (RERIERTTA MMY3004) JFEAHH Y.

FEEK 3 MAIGPRIE 78 MMY3011 1, 7 144 FIARIE A B AT 40 Fe 182
W% 22 M R 2 (R4 114 6 b [ 23D vl Tk TR 2L 2
RENIHHFE . AT ZIRIE W E K- C- IR B EE i, i E 2R
F AR PK RFHE S IEh 218 (RBRIGAITFE MMY3007) —2, TR
AR 7 SN LT 250k B ¥ A AE AR T [ 524K, (R Y 7E A R
5& MMY3007 IR FETE R Py . K208 (>99%) TEH:Z 6 IR — R4 25
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J BEBIA ] 999 AR LTI (1 #E A5 A, IF HBFFE MMY3011 [977 A0 22 4 ik
i 5 rh E 2 il — 5L
Rk N\
HEREFIE Y

HeTTEH 208 T Z U PR IR YT B PG IR T 1) B TR gk AT i DY T
IR PK SHT 455, El (JEF: 31-93 %) XHiATE ZICHRHI PK L HEA I

B, HAERERES GFER<65 %, n=706) HHRBEE SHERFEK

B (FFRd>65 £ <75 %, n=913; Fil>75 %, n=369) )2 HE =AML

FEREAR PK 3 e, PRS0 15 B 2 JU B 470 % i = (A s M A B I PR A S
13

I AR AE B 491 5 S A T AR B 2 L A 1 SRR AT AR O 1 D gk
I, FEHESZIR T Z U A 20T B R A VR YT RSB TR AT T DY I e
A PK 3, HARAdE 592 41'F DhRe B (ULEHEFR 2% [CRCL]=90 mL/4}) [1&
&, 757 Pl EHESHE (CRCL<90 H>60 mL/4r), 604 il i B i
(CRCL<<60 H>30mL/7}), 34 {51 5 J5 5 451 35 B £ AR 1 i | 2 (CRCL<<30 mL/
1) RMELHEHHE B IRe IR BH AR 2R R B EAEA IR
B ESR.
ViElh

W AR AE L 2l o R IR Z U U IE U 5T . H T 19GL 4 7 il
TS IR ARE I IS AR, DR BT I R B AS KT B B IRIA 7 2 G P
TR

TEHEZIA T Z U A AR YT B PR AR YT I AT T Y R4 PK
M, AHE 1,742 GIRFIHAEIEH 1 R CRABLD R[TBIAIR | 1A RIR AL 4 iy
[ASTI<IEH EFR[ULND, 224 #2453 (TB A4 ULN ) 1.0-1.5 {8 AST>
ULN) #1010 B (TB>ULN [ 1.5-3.0 f%; n=9) K& (TB>ULN [
3.0 fi%: n=1) 1T A o AWLEE B JFF40 5 AOT Dh A% 15 S5 (AR 76 2 Ui
R EAAERAIRIRE L2 R
N

MRYELEHE 200 2 USR8 24 V07 B PR G VR T IR 3 rh b AT 1 G oL
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R PK 4R, ISTHEZIRPEAN (n=1,662) FIFEAAN (n=326) ZikE F
(¥ 2 % AR
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Z#x:  Janssen-Cilag AG
FEMHRE:  Gubelstrasse 34 6300 Zug Switzerland
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V4 F5: Cilag AG
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MR 2wt : 710304

HLIE515: 400 888 9988

FEH S (029) 8257 6616

W4E:  http://www.xian-janssen.com.cn
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