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F A FR: JEFTHE®/DARZALEX FASPRO®

YL 4 FR: Daratumumab Injection (Subcutaneous Injection)

MiEHEE: Daleituoyou Dankang Zhusheye (Pixia Zhushe)
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[E&EREE]
2 R AR

A& T
(D 5EE K. SR A ZERMABCA 27 & & AR+
M AL M VT2 T B0 22 R M R A R
(2) SRR FEKAR G 2B S B oK Rk
JERAER G FH 25907 A& & B AR T 240 IR 1 VR 12 W 1) 22 R 1 B R A
ISR
(3D K5I FEE i R ey S K A K FH 24 80 5 8 A7 oK R b 2 K A
BRA FH 2567 BEAE 2 /D H 5200 — 21677 1 22 R P R FAE J
(4> 585 A FE K FA A 2500 )T BE A e s it b — 4
HRT CRLHE RN B2 i A 2 3 Bl A4t 750D 1) 22 R ki iR SR
(5)  BZyiRyT ORMAEIAVE 2 R SR E 5, R i
52 1ok 0, 35 £ 1 AR A1 1) R A B R S R RVR T HLR S — IR T I H IR
T2k Fg o
JEUR M AR R A A A
S I B A K L PRI fie R b ZE KA T T B2 i ) S R VE S B T iy
FEARRE . AT EAES WA H T8 NYHA HIB 28k IV 200 MEZH L
Mayo ITIB AR 5 & P 45 8 R e fy FEAR B 3
(3% ]
1800mg (15 ml) /i
[FHEAE]
A TR 25, RO R RLUE BT IS4 24
AR RS N RS2, T RG24 RAE LA SRt ) 26 A0 T kAT
S5 PPRARRE AT I A, DA R HR AL T7 45 7 J8 58 3 224 110 11 5 057 £
b = 11 1SRG =30 e R [ 107G i R P i< e G B /@ e A = 2]
IS ASE FH AR it B VA U A XA T 22 G BRI 1 7)o
JS2 25 T SR T ANE 5 24, DARRARIE T 2 J0 S Py AR DG I 4 £ B3R 1
AR o LR “CR A IR Z T A [EEEM ]
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FEFFURAS SR YT R, Sext B #hAT M0 % e A LD 20 O AR i A
FAZEAE
£ REEEE
SHE K, FPEERMERBIBEESTZL S — 1RG5 T 5D 16T
ELEETHREE (ASCT) HIF2BEZ 142 5K

MRIEFR 1 PRI A 2%, ARMENIFIE 1,800 mg, 4250 [RIZ) 3-
5708k,

£1: FEHREWBEK. RPEEAHEKRR (VR BEAAETHRES
FHR 4 AN RBRSETTR

BITHA A LUHTR
ViAo % 1-8 B —IR GEAH8IKD
9-16J° F2R— Ik (GEEE 25400

fF 1252, AT R EAITFIASCT
BN Eip 5 17-24H° F2R— Ik (L5 25400

YERFI MEE2S RS E Bt e | B4 fE —x

& BRI TT BRI E IR 2 RN SR 9 .
b sﬁnﬂxﬂ“ TASCTYK & J5 B H T URIRTT -
¢ MRDMMERS:12N H H e Bz 4eFriayT 220240 H i B v {5 A o

FEG SIS (28 1-6 FHD AN, NAERED 28 KWK 1-4 A1 9-12
KT 40 mg HIFEKHL .

SRS ICA F 2525 s R RS 2507 0 DI ARIREE T .
BRI SRR B & 21097 (4 3 — R4 25 7 55)
HIERELS 2 T

RAEE 2 PILLUNG LTS, AR BFIEA 1,800 mg, 4525 (8294 3-
5 708

x 2: KHBERTT . 5RBERAMBERR (RO  HDERAMbE
Ktz (Pd) BRERZGIT (4 AA—MRABIKSLE TR KirnEss

HHR
) BUHHR
% 1-8 4 BRI —Ik (FLRE525 8 VO
924 i @ &2 A (L5258 YO
M 25 FEEE BB R o 4 -
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*BE2 ARG BT RIE IRG A RN SR 9 F .
O R 4RGN E IR N T D5 25

O FEK AR 42 IR 40 mg/Fil IR 25 25 (BRAESERE>T5 & G E HIRGTH E R
20 mg/fA) .

55 IR 24 0 247 it 1R ) AN 25 245 7 52 L PG e IRAH 5 7 i 1t W
SWE UK, EECRIRBHIBEIEITIIIE 27 E (6 Bg— 1SR4 27
)

RiER 3 PRILL A 75, AmEWHRIEAN 1,800 mg, 45250 [A1Z)0 3-

x 3: A EMBIK. RIECHRER (VMP) BRE&RHAHRITRS
HBHR (6 AA—NAMNEETS

S BUHTR

% 1-6 RE—IR (G526 O
o5 7-54 J @ 3 F—k (G524 16 O
M 55 JE T B B m it e b B4 A—&

© R 3 AT R E RGN RS T A
b B4 JgR 25 RN E RS 2 TR D95 55 .

TESE—A 6 FIRMAMEE 1. 2. 4 M1 S &, GRS TIIBRMIR, 251
86 RIS 1. 2. 4 A1 5 8, A% —

SR BG F A2 AR 255 0L DRRIRE Y .
SHECARBEEAZRISZ TR 3 AR 27K

RIER 4 PLL AT SR, RMEBUNFIESN 1,800 mg, 45250 HIZ)24 3-
5 735

= 4 i S ORMHERR (VA BREFAHBITRSRATR 3
AA— ARG AT R

| ELETYIE S
%19 J4 B —IK (JEEh25 9 O
55 10-24 JH @ 83—k GG 5 00
MEE 25 S B B R b 4 A—k
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b R4 R TR E IR AN RN ER 25 -
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LAERN & oK AT 8 MATTRIAMIZE 1. 2. 4. 5. 8+ 9 11 il 12 R4 THh
FEKIL 20mg, BRFEFERS>TS &, fREITR (BMI<18.5)  BEIRp £ HAFEiEE
A VR 7 AN 32 114 58 o A7) 2 22 20 mg/ .

AR GBCE 22 IR E MG 27 0 [IRRRE ] .
BRI e R
SHE K, BRI ERB IS HLZHIG T E (4 I~ R

RAEE 5 PG L%, AmEWIIFIEN 1,800 mg, A2 L4 3-5 4

B

x£S5: GBCETEK. BRI RS (WRA—NEED TR
REREREMERNE S TR

J& LUHTR

EAVE R Y BRI GEAH8TO

H9JH-E24 B2 —k (GLEA 25810

MEE25 R B B i R R 2 24F |4 IR

@ RR2E - IRGE 2 T S IR G 2 TR DN AR 9
b BRARGE IR T S E IR 2 TR DB 25

5 S BB (8 T 0 24 PO 7R AN 45 24577 8 K PR IR 57 it b 9
5/ 7

IR ARG RIS T A, BUSRANTE G 24 0045 24577 SR S %, DAYEFy
RIS TR

FYE
ARV A TR . IR ARE AR, TR EEIR S 2y, DAE I 4H

Mot Ek e (0 BEBEHRD. KT HARBAEHIZRAELS, WA
YIS o WOERAT & CU MR ARAE, A0 45 Pl A3 Wt 836 77 DA A BEE B B ik
o PHEIEEZICRPURG H 277 REbr R -

M % G = A 71 R o 6 e O R = A RN TR A o))

o 3RELAE /NS RE AR H I

o ATATEEZ ) A A rh I 4 e g D i

o HBURGR PRI AE D E, A TSRS
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T i A A T B LI £ P 2477 S M0 AT 2400 5 2 P A 25 240

KRR,

e 7 0 T R A it (1 T 4 ) R AR AT O S
WL I 2
TES AT 25

RLAEA S BER G 2GR 1-3/ NN 25 7 i BB E T AT 2 IR BkE S,
PR AR oS 1 4 S BRI AR BN, BARINTR
o JFUERHEE (RAEH RO

- HZHIRIT
SR 100 mg, BREERZGY). 055 URVESa, Rz o 28 ] s 50 & A DL
/bR H B 760 mg.

- BEAIRIT

HhZEKFA20 mg (SRS, BRI FEFARRIERATA Y. Mt
FERNA R FURTT 7 FMUE I B TSI, 7EAR 45 24 H H ZE KA K
VERESTATZ it AT 4525 (L DRI D . 5 B fEA M4 2 4%
HIFEKKS (BEERRAD AN T2, WA R 45 T HABE S M)A
TR I RPURE A 2077 200 I B R [ R (iR Je s )
o IBHGH (IRAT ZBEE 5650 mgZ21,000 mg).
o HIAHMEZ) (HRELEFIKN % TR W 25 mg®50 mg, B
.
TG I /2
W45 TS IR 2, DARSAIGIR R PR AE G 1) 4 B 3R 38 S (1 XU, B
LU

\

- BLZGIRIT
FROGE AR 2R COGES R IR A TR ) SRR 4T H R B [ i
587820 mg B S5 RGBTSR RO R IR I, A AR HE T RE D -

- BRBIRIT
FEASES R IRH , 58 ARG F o e (<20 mg) BLEERLZ ). 8
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17, QAR S S 5 O H A T 38 88 2 G BB & FH 24 10 1) B2 i 28
[ i (ANt 28 KD, P REAN T B B A A 4 TR S 2 (U DR PRAR
BD.

FERT ZIRG 2 )5, ISR EE BA HBLEE B AR OC R, ) m] A4S A5
J5 B LR IE RS (BRI AR B 2 0 BBk & FH 24 77 5 v 1) R B 2K [ )

A, AT AN BE ZE Mt g B R, N A A LA R RN R
B TR N AN 7 5 S [ B E P9 R S S 24 FERT DY RS 2 5, WA
VA A R A DG SR, JUI AT LA EH R T B AT e 45 A X e NP5 IS 2
1 AR TEI T B P9 T TR

J32 2% A F B9 25 TR PR VR T LATRT i IR 0 B TR0 -

Rk N\
et

W AL B 4 T J S PO R IR U

WAERAZRB) 1% (PKO 40#r, BHFHEHLHFFENE (W UEKRES
HD.

Vg2

AR TE T 3 3 Hh R R AE U 5T o B TIA T S L 551Gl oy IR ARt
PRI ARARIT, DRI T T RE 38 AN KRT RERE M 18 B 2 JC FR BT B

JFE B E LR R L DERGED.

ZEN

CLHEBHLTFHATHEFRE O DEEREGED.
JLE

oA i T 184 LT (838 I PRI 5 Bk .
1A (>120kg)

e R A IRACE AR E > 120 ke B H A 75 (1,800 mg)
A S EAT T WFFE, MR AR X S SR KT R B AT O AR 4 B A R
i (L CEREIR] A DRKRZGED.
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EESE T

At R B2 55 N GO AT IS

A EAE A, H NV AEZOT B E SLEME A

25 i NS L A EATTE B B IR IR AIIANE BIRURIA) | AR (Bl
HHE YRR, 1§28 .

Al 5 B R BUR RIS RS RL: R ROBERE LG (PVO) K
THIERS: DLSAN RN S A B Sk B R (AR A
AT 3 ) 255

MPEAEAF (2°C-8°C) S FHUH AR S 250, JF-PiT B EEIR L (<30C).
TEFR G AN BOE RS AT T, AR 3 25000 FT 78 SR AR A T e i A7 Bt 22 24/
o BB ES . NERER.
ERIRER Ik

TGS AR TC R AT R RS 200 2% A 1I8GE 2GR T2
EF ACINRHIERLS mLZAST A A o KR IEIFREIX I LLOO° AN . K7
VESS S A, RORAEAERT) . AL (At R

— B NZHERS BRI AR, AR N TR fF24/ N, 2 JRTEISTC-25°C
A M AL 12/ L CERGHD . WARME VKT, 432580 e vig
WP IR .

JUREG BT SRIETE, WA B P B R R ST R R A B R B 2% L

BERAI3 55380, K15 mLAT B TS E R A MEENLZ7.5 em BT
TAER . S RIS RIS A, RO TE T R

SELRTE SIS L i 6 AL o

AREAHERIRRLL B Al KB R AL

ARG B, N R S B TR R SR . B SRS S R R R
AL, PTEREIRI 53 — M3 53— MRS AL 48 T RIR Ao FEA SR T
], 5 Z0FEAR R AL e RV S A 24
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o JEURMERBERIEM AR B 1O IR
o RGN AR E
o IM/MRIEAE

H T I PR 230 PR 25 A %, AN [ 240 PRI PR 0 oL 2 B PR A R e I R A
B BEREERTHOE, B T005 S I PR S B L2 B AN R R R AR

FEABRIG RO FE 3L A7 1204451 55 258 T A0, BLAE3 1200 B B2 A il B
ZRRTT CRALVRITINEAS.5 H D R85 %2 A ik &R )T CHhALiB TN TA) Ny
2.6-45. 70 H), HA AR 1930132 A i G T B VoK . PRSI AT 3 28 K42 (D-
VCd) B¥7 (D-VCAPALIGITI 18] 99.61 H ).

AR i BT YR TT B G VAT I B WA AT O AN R RS (=20%) Pk
P E . EIEOE Y. COVID-19. B85, I/MRIR/AEE . LB B9
FABR A ST [HRE. BRI JEZRUBGLE 2. TEAR RN (=2%)
VBGMERT 9  ERPIRGE B . TRIAE . PRI AE D . R RFIARYS

A% ity 1 22 4 1 R AR 5 bk D R AR ARG, (EIRROR AR R EIK . 7R I F 72
MMY30127,  F PR 4 ek I 2 A i B o 77 2L A o 93 L ok 7 22 T SR
Fik iR 2H v = 5% HME— A R OV, (3R E4Z: 733 9 13%418%) .

E74 o4 ki s

e Zin=g it

AT 101161 2 KA B BEJR 8 2 T A b, BTGk B — ST RA PR 1 e
(HFFEMMY3012) FR52 A B 24307 1926051 -8, ok E — JHILU BH 1 0) Bt
5 (WFFREMMY3013) HHE2 A k70 S JE G AL ZEKFL (D-PdD V87T 114941
B, ORISR — I P X R RS (MMY3014) A3 32 AR S B A0 8 1K
SRR B H A FEKAS (D-VRA) JRITHI3SIBIE A . DUTHF R G AR 78, 04
B ARG ZIRIT (N=52, WFAAMMY1010. MMY 1004 IMMY1008) UL J2 A%
BEVRIT (WFAIMMY2040, o S E2 AR MRS I B i oK. BB ke
1BYT (D-VMP, n=67). BLARAFERLAIHZEKRANIETT (D-Rd, n=65) SLEKA
Btk SRR FER AN ZEKAAEST (D-VRd, n=67)).

B ILIRIANS RSN (=20% ) G145 H PRr 4 i 9 /D B IFIRGE B . COVID-
19, M/MBRIRAMEE RS LA B BRI RAE . 2T R [EH. &
JeMER R AL = o 3RERAZAR RIS (=5%) A4% Pk i Ak A iE « i /N sk

FHIW



IE L EGPEI 28 . BT RS AR E . 4R E . COVID-19RIIEYS o
PPEAR KL (Z2%) ARG 9 . FIPIRE Gy R iE . ek
20t D E RS o 7.6% ) S RS RS K AR A i, S BUK AE B AT
A R IR AR < 1%, BFE MNRIBAMAE « S B85 S5 e S . 62.9%
¥y 558 A R SRR B G SUREIR G A BRI 452D, 15 =3%[1 3
SR TR R B B AN R R R AR R RE . ML LR R AE |
LA i 9% AN IR T S
UNEYSIIES
ROREE T B2 AR SIRTT 2 RV B 8 RAE AN RV
RAEESCH: T45 I (Z1/10), H L (Z1/1002<1/10). I (=
1/1,0008 <1/100)+ FUL (=1/10,000% <1/1,000) F+73ZF U (<1/10,000).

R6: EXEEZRBIHTHRABITHES RIEEEEE PRI R,
LEA R RN ZEWLIEE

RG/ESFR AR M B KAEZE (%)
EAFR emmn | sam
I R e 43 3
COVID-192¢ gt 36 6
TG it 2 21 12
. AE R 12 1#
BY R AR PRI [T, - -
T Ifi e i 4 3
SR I 25 PR O 1 0
4t s 7 Sk e 15 <1 <1*
SRR oV e 52 46
MR iR 36 21
MEFMRERGE R | 74 1e T4 W, 28 11
I 4 g b e 13 7
VAR B 0 /e 11 9
PRGN R PR ER B 1 IR I 3 <1*
IR IR 9 2
R EFFRER AT HOL 7 <1#
e L BREAE 6 2
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% 6:

BRIABZILBIR TEHEITIRE RIEEIEBE IR R RE;

LEPNRB RN ZEEHEL
RGBRENR AR BE I E S REE (%)
AR g | sam

fICEY I AE 6 <1*
it 7K 1 <1*

BRI RETR RHR ) 16 2#
JE [ p 2 A +a W 30 3
SS] 7 0

HRMERGIIR BB S 7 <1*
DX o 6 0
=ik 3 24

O IFRR BB [ B HW 3 1

. ‘ e I i 7 3#

IR=EEF NGRS 3 e - ; ”

R, M| T Y3 N LU i

%@ﬁ"’ X IR R i 11 1
il 7K e 15 0, <1 <1*
iR 36 5
fE Rk i 23 1#

T4
- &l 15 <1#

RIS [ e 12 <1*
X I i 9 1%
iR R % 2 15 I <1 <1*

B R B TR S| P T 13 1’

Gl T ¥ I 5 <1
AR 3 31 2

SHNARMIES TaER |2 <r
WLy ZE 11 <1*
KA 24 1#
= 20 3#

ot g e ST — T4 I

B &R =) 19 3
CVERINE 16 1
e R AN W 6 0
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R6: EREEZNBIIRTHRABITRES RIEE SR BE PR R KRB
LEARRMNZEEHIEE

AABEAK RN i REE (%)
RS0 g | 3am

FE I 5 <1*

SRR (BB B0 3 Y

iﬁﬁg‘*ﬁ&$ HVEAR e B g |

*ICA At

a TR —HARIE,

b OMET LS IR B RL

© IR IR LR I W R 1 53 T e ST AR A

4 SR R LR O B 0 5 T T L S AR S R

RN 5 MMY 1010 FIMMY 3014 FF g 8] & AECOVID-19 K47, Fr LA T IX B IUHT 5
TR RAEER (N=372).
T BT HAEZIRPUR FAIRITI01151 2 R a SR B .

IEAH RN (IRR)
TEARSIE IR T CRRZGIE T FIBRGI6 YT s N=1011) 1, 1 IRES A S (1,800

mg, 1D JEATATHHIRRIIK LR NS.6%, H2JHHEHE N0.2%, Jaeitht)sE
H0.9%. 1E0.9% 3 F AL ERI3JIRR . 1 (0.1%)EFH K A4HIRR.
IRRIRAEFIREIR FT B EL G PR TEAEIR, AN i iy R PAAG , od f
PES S BENG DL R R B MY . FEMR. MKk, O R AR YIRS -
KA R IR B AL SRR AR A PRI R L OBl SR AR R
R CELAEK S B2 S A S P A 1 IR D .
TR A Y. (ISR)
FEAR TG RAF T (N=1011) H, AT A7 3 5 300 S 7 R A AR 2R 6.3% 0 A
RAEILERAGISR o THHF RO B W, (31%) (RISRAA: S 5007 2L BE R 5 3B 07 F

FEH 20K T Z U AU 2590 9T I 2 R I R S b, R R IR 2H
(52.9%) SIETHEZICRPUERIKHEIFIA (50.0%) KRR G R LRl A5 K
I AR 2 G ERER K R R 3 4% BRA IR G R AR FR AR (43l 117 %A
14.3%). REBURGR RN, R SBURITE L. RGP 5 S0 7 Hh e i
EIMERAGIEY o FEPHIEXT R FUrf, 1-4% 00 B DRSO I 22 130T« BT

H1271



G Bt ol TR G i 2 RUCILSE

TERE IR TR U K B AR YT 1 2 VR B BB B, R T RUR
J& YL

o 3EAGRY:

o HRMMERTEL RV ERER EEHF: D-Vd: 33%, Vd: 24%; D-Rd:
28%, Rd: 23%; D-Pd: 28%.

o W RKIEE R EE W D-VMP: 29%, VMP: 17%:; D-
Rd: 32%, Rd: 23%.

o S (BUFEME) Y.

o BRMMERTEZ K EREEEEDF: D-Vd: 1%, Vd: 2%; D-Rd:
2%, Rd: 1%; D-Pd:2%.

o HZWIZ K EREE EEF: D-VMP: 1%, VMP: 1%:; D-Rd:
2%, Rd: 2%.

FERS A B RIS 18IT 2 R E SR Bt G 7 U3

o 3P HAYUKY: D-Pd: 28%, Pd: 23%; D-VRd: 35%, VRd: 27%.

o 5% (FULM) JEY:: D-Pd: 5%, Pd: 3%; D-VRd: 2%, VRd: 3%.
HiWs G : D=IkTE B I, RA=HIPENE-HZEK N P=iA1 T G- BE KA s VMP=H
K-SR R VRA=TNE Ve KR IS P - KA
FRRERENER AR RERKEHEEK. BB AEKIA 2

FERFFEAMY3001 FF TP 1 AR S SRR IR G AN ZE KL (D-VCd) Bk
EIRITHI 24 . BB AN 1,800 mg/30,000 U T4 24, 551 - 558 R4 E —k,
SOMA-SE24S R I, WS TR RS — IR, BEEFIRERE . SR IASATT
ZERE . BNE KRG A IR R L 2FE 2 I . (R332 D-VCAIRITHIEE T, 74%H)
BEEZIRITISR BTN H, 32% M B HHZ IR T I 14F.

ez D-VCAJT B E T 43% K AT EA R N . D-VCAH H /5% 5
KA A BRSO RGEERA (9%). 01558 (8%) AL (5%). 11%
(B RSO BB 8 I 1] 8 AR BRI R B3 O I B4
(4% BFE (3% L2715 (3%) FMUIIE (1%).

5% £ RS KRBT 7K A A5 AR o S0 DA R 7k A0S A S AN R
S ARV 98« T AT ) 33

F13T



36%e S A il () FR A TRIAS R BETTT R IR 2 (G SONIEIR A 25 8Bt 452D« 18
>3% 1) S TR AR I 7R B IS 2 1A RSN LA B RPIRGE IER (9% ) RGPl

R (6%) LI (4%). FZ (3%). HRIEE (3%). PPRESE (3%) Al
PRI E (3%)

B LA RRBE (220%) Ny FIPIRE G JEE . AMEKR . AL, =,
SN IR GEARAITAS . BBlny JRHR. IR PR ST

RITRLET AMY3001H 352 AR IR A T2 AR R 5 e ALt ZE K #A (D-VCdD
TRIT IR R A A R .
KT 1EAMY3001 FERAGERSTBK. IBEBEAMMERR (D-

VCd) HITHR R TR BE P RENE—IBITHRER>10%H
4H 6] 2 B >5% A B34t

D-VCd (N=193) VCd (N=188)

AR RN A RA (%) |3-4% (%) FrEEH (%) | 3-4 % (%)
Al

IR 5 e 40 1# 21 1#
TR il 78 15 10 9 5
B RSN

55 36 6# 30

{6 Fih 34 21 29
FRME RGN

SRS | 31 3 20 24
MR RS IR AR

M I X 26 4 20 4

1% 4 20 1# 11 0
e LINA = oY A Y

2 12 24 6

KATIH 10 0

WA ZE 10 1# 5
o EETR

LA e | 11 | 4 | 5 | 2
4 By MR 4R AL & )R B

PSR T [ o ] o ] o [ o0
MURA T3FA RN .
o PR TS YL RE I S . SR 5% MR % ﬂ—}ﬂ)&n;mﬁ@f“ SR, PR TE R PIE
Y B, BRI, BER. Rk, RE R, FIPIREERYL RRE 2 R R

%%Dfﬁﬁiﬂ}ﬂ&ﬁmm
O TG 2 BLAE T REIRGE R . RG2S L IR N A 5 AN i 21 oK R A 48
© TR /) e A, 55 PP S S e A 35 50 s e B I ¥
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7 1EAMY3001 FEZARERETIB K. HBEBLREMHZE LR (D-
VCd) BITHRRERERMERE B E P RENA—IGITHRER>10%H
4 6] 2 R >5% A B34t

D-VCd (N=193) VCd (N=188)
AR RN A RA (%) |3-4% (%) FrEXRH (%) | 3-4% (%)

& R 5 N IR K
COHRHE SN BEL B EVROhd s, Dt gz, GOERE . BRI O

EANE . BRSNS . O . BRI BBt
Y B i
SRR IS B B B A 5 1A T R U B R R RIS
TR A SN K . IABEREIZ A ZEKAn (D-VCd) BRATRTT I B
KAERI RN 7 IR PRAR SRAS RS AL 4
o  IRRETHRREMR: K2, &AL
o BRMERGEMN: KiAH
o EBMERHREHIALEMRIL: WSS, FEH
o DJEEIR: it OERRIE
o  RWMREFRIBIR: =IUMAE. ML, Bk
o R LAER. WIRIEE. WUME. PREGEGE. MATHKE
o MEEMEEFRER: &k
o  FFULNEHEREAHEALTR: MH LA BB
o BBMARGEH: BHIRER
o IWFRARG. MIRHPREEHE: fiisK i
* DARBFRETI%NEE, REHLIEAE. LFEE. MO I3EE.
LIMETIREAR S, FKIIBEAE. MAKMANAELZEDRAL.
8L T AMY3001 W32 A S ICA B B K . IR i A 3 ZE KA (D-
VCd) RY7 1 1SR = A A 7

£8: AMY3001 FEZAFERESMELAK. HBHEBERRAHBZ KA (D-
VCa) 8I7T I BH IR PN TERETBK A FZ LR ERERE

]

D-vCd vCd
T 3-4 4% B 250 3-4 %%
SRERNERE (%) (%) (%) (%)
I T 24 gl 2> 81 54 71 46
IIRANEAS 66 6 70 6
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RGO 60 7 46 4
iR 46 3 40 4
R 200 i 2 30 6 18 4

>

o3 BT B A BRI S0 5 K R 2 AN LA 5 51
VCdZHN=186.

FREEAE I B, D-VCA4IN=188,

E:

DA B &M

TERZ A MRS VCA(D-VCAD) (B F , 72% ) B B4 0 IE 2 2, Mayo
O T (3%) « TTHA (46%) AT H (51%) o 16%[1) 35 KA @ O
RS (8% 35y Mayo oI T HAFN 11 1, 28% 4 I H]) . #E>2%HE kK
A IO R RO 5 (8%) « OFRRIE (4%) FILOEATE (4%)
10%FE2Z A MBS VCd (D-VCd) HIEHE (5%HIEE N Mayo O T AR 1T 3,
19%9 T D) K ABBEHECHERR . D-VCd 4Lt 14138 & A SO B
PR O IEERIE (4%) « I (3%) FlB I3 (3%) .

W9 AMY3001 H 2 MEITH R EAEIET: (D-VCd 14% vs. VCd 15%) F %
F2 T IR R MR B A S Ry AR AR A DG O VR B SR, A BE DI TR 11.4 S H
B R i

SHrARITYEE A R, A S AT B B S SR o HUMRTR B e I v R AR
T 5E W RURAPE AR e o teAh, ARSI Bs CRFE ST BHTER
AR AT RE S BIAB R R0, G AT TIE . AL ER . FEARUER )
BFRR . & IR R . F2 T LR R, 44 N SR R A R s R AE R
FCARBIF 70 B AR A B 2 0 S0 i B2 T BRI i B R R AR R AT
LT R A R S

TEFESE AR S B2 107 BUBC AR YT IR T, ZE3R T HIR) HH U UA R 20t
UK G EE<1%, 8 {91l &35 10 b RIB AR 0 45 SR 52 B 12k

TEFEZ A S B2 10T BUB AR YT I 2 RYE B B (B e SMMD FlJE K
PER R e Ry R AR BB T, YR IT IR BT fHUPH20 PRI R AR A 8.6%
(136/1576) , 1 il 63 (1 Hp AR GLARAS I &5 S 2B o 3% KBt rtHuPH20 Hifk
SN B U BN B R o NI R B R HIRNR YT S P AR U 2 U
Bt rtHuPH20 oA i ARAH S
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L EgaE

WA ST AR R R E 1RSI RN BT IX e R ok H H R
Ve, NBEECEAEE, Bl JFA R 2 RE ) 58 fh 5 R AR A sl I A
5524 dh B e Z A R RS R

BRER G BRI,

IR EHIF R

ST T % U 2E N7 R R A ) e A T R S S Y
HHEH.
[FEFED]
1. EBEUR I AR 2 & S

A FH A AT BE 43 R AR AR PR DG A B M SRS (0456 B e A A o 1 )
S AT R 3 S
BRI

1E 1204 152 A8 B 25 167 BB B TR T I B AR & e & N,
8.0% M) A HIL T A 2R A YIRS (2 s 3.4%, 3 : 0.7%, 4 %: 0.1%) .
HIRES G, fEREPEAME G RNRAEREN 8.1%, 5B kS ERE
N 0.4%, ZJETERI R RAERN 1.1%. 2R AR F AL E A 3.2 /N
(JaFEl: 9 7-8P % 3.5 K) o 1E 96 Bl 35 AR 170 24 ZiHH A A R RN
1, H 147 (86%) KAELEARMGLI R 1% EF KA THAHKIR RIS S
PEN o

B RN RE SRR AR A PRI A i OB AR A R
SN RGBS A TR ST S A T 6D o A2kl 4 Bk v
Ry A AAAE R AR P] B O FEIF GRS R, dndb i, PR, WG . I i
FORMBENG, DLRR A SR R JEAR. MRek. SO (IR AL .

TiSeth T B E ALIG-H ZARFETR . 0 B LI AN S R . W 3
AT IS AR S A S RN, JUHRAE 1 ORISR IS o 6 T iR Bk
NS A (490 MG ZIAEOCIR L, BRI 2 Ik A& AR IRIT . HR A
LU TR, B RIEAR A 25 4R T KR B WA A 24, DU i/ 4
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1B CGE UM PGB8 R IRKAED 45 2 9G4 S M S IR JRURS: o 4n SR L LR IR
B2 WA S, IFSZRDBEATIRENT AL, 2 EA BRI A R . (U LA
EHEL) .

S BRI

FEZ G IF 2 N, 7% B8 KRN EAL RS, A4 0.9%H) &3
KA 2 PP R (>1%) BIVES AL S A2 S S L0 5 . X 2L Ry
FIAEFFURSS T AR S J5 B R AR AL R 5 0k GER: 0 r8h R 6.5 XD « M
2 15 H 30 R30S S 2% FERREVR T o
2. EREREREHRHERNOESM

TEE A AT B oK PRI L A ZE K P (D-VCd) 1R R P2 E A
VERFEAR 38 PR AE T M BB O A R RS (W IARRRELD . 16%[1 &
BRATEECIEER, 10%0) 835 K AESEEE OISR . £ EANYHA A S
Mayo IITA B ) 838 a] ReA7 A6 BE AU . RAE A NYHA HIBEIV
T3 ) B BT

XA SR R I AR B AV R A A R, N S M 0 A 1 R
WIEAR DA RS, FERE 4 T SCR-EIRTT .

R Nk oo ) N il AN R

AR it R B2 S NI A T 5 FLA 24 R PR v A L 4 el 2 R A L /DN A
MRERIRAEZRE (W IARRMD.

MR A T7 R A2 AR P R AR 7715 5, LEVR T S T) 5 S s D04 of 4
THEC o MR A M DR R R, R MR A H R AARAIE . T R R AR IR A
ey, DA MBIk e (L TAERARD. fERZAMIBIT A ERE
B, SR PRI DR RE B R AR FR AR AR, XS P BRI R A A
B TE R o AR/ AS R B o AT R A L A P A R B A SRR VR T
4. B

ARSI fE R AR BSOS (L LA R MDD,

FEFSZ AR SR TT W ANV T AR]85 1) W 28 2 R R AR AR AR, IF4h 7
& YVRIT o BB FETEVRYT RO IRTT A BUA YT 5 R YA T 8 R TR A A kg
Zify (W LAVEHED.
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5. REE-ARILEE

R 2GR VE FINLE, X220 24N, AR it Pl RE 20 IR IR 401 55 o A Al g
SENG )L G T2 200 M i A 3 PEE PARARG o 2 ) 2 0 o SRRt i ) L RSPV TE XU o 3
WA AE 8 B8 70 AR AR IR TT SRR AR IR 45 245 J5 34 H AR B 280 a2 e i
6. XEEHIIRE BN (AEECoombsiAHY) HIFIR

KT ZILRHT S 40 (RBC) RIMK/KT-RIAMCD38LE A, W He Sl
Coombs it B £ J 2 BHME . TA T %2 0 BT T B Al B2 Coombs ik 4 BH 4 45 S v] BEAE
BT ZICHRPORRG 2 Ja6 H WHRRBHAFAE . 18T Z IR HTSRBCHISE & 7] BEY
M 56 ML P R G BRI A SR, (BN B (Y ABOFIRh L ARSI €

FETFHRIA T 2 U BRI YT A0, NI RE £ 3 1 2R J R kAT 07 08 o MR AR 2 b S i
FETFIRIA T 2 U HUIRYT AT, W DL R A M, 2L Al (K] O3 B AN 52305 78 %
JEERBTRIEE I, AT DABE AT .

FETERIA LA 50 T, 388 0 i af A 03X — [R) ik 2 e 1) TR R 3R
L (M EAER D, iR E S, AR 5 S IR & 4 1 LA B
WORTBUML, 4 ABO/RhDZ4 [R] B B 25 (1) 21 28 i .

KT Z BT B AR G AL T B RRE R (DTT) A PEtFIRBC AR
WHSIEEZICRYURE &, B RO A B ISR 775 . Kell LA R 4%
STDTTACEE UK, KL AE A FH 2 DTTACH ) 2T 40 M HERR B4 s A Bk, o
PR OEK el [ 11 f A i . Bt n] DA% iR kAT SR Y 3 M B R 43
7. Wi R ES AR TR

BT Z IO — P NGB v BE BT, I PR b e I Y MR, 1 ) i
FH R IMLE 2 1 K (SPED A2 B e ik (IFED Aar &R nf DATRIN 213k 5 2% IG5
i O (M EAERD. X T H1gGBME ARSI EEN S, X— T
SR 5 A 2 R AN JE R TR 5

FERFEER AR I 1O 7 R B b, W ARPRBRAEAE IR T 2 P T4, %
JEK A RAIE R AR SR e VEIFE RS (B, X8 Z I RPi T ImB s X a4
AR L R AR IR EM R B, DA E 2 TR e
8. LA RWE (HBV) BHEGE

TEFSZ A SR YT BB TR T AU 900 35 R0, LR s S0 S
Wil RAEFTA BF AR A SR T AT THB VI & .
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X T HBV ML 2% 46 M 45 52 S BH PR AR 3, RLTE AR Y8 7 B 1R] DA SR T 45
WG 26 H N ML IHB Y F-0E (111 AN S 56 2 Fabr . AR H AT IR RFE R iR
JT3RE . IRIBIRIRTEAE, &R LK.

FEFSZ R SR YT W R AEHBY FRBOE (1 88, 5 A IR YT IR 45 T A
1877 X THBV EBOETS 2 78 70 6] 10 B, N 5EHBVIGTT T kR A BE A
WA IR MIABTT .

9. YAILRE
PR AV L) R o AR I PR T AN T 5 2 e YRR E vh Rr s IR N2 22 4
MES.

10. AE (>120 kg)

X TR > 120 kg iR FH AT A U AT Re A ATb# (L DR E] A
CBRZE D
11. &R

A A LA (B420). 2 WAE A REATN 20E (HFD 38 ARE A

A BRI S 20T 1 mmol (23 mg), RIFEA b “AHH7,

12. BT
7 [HERE]Y RG24, RS S HAZg 5 — .

13. X RABRIEYLER6E 7 B R0
AR b o 2 BT L8 4R 8 70 B30T oM s L S i ] s AN Tl o R, A (8 A
BRI EE R G R Z, B EEREYLEN Bi% EIX— .
HRAME T ILEA S ES4L.
[ ZE R FE ]
B e L/t 4
B LAERAEA i 7 18] BLR A IEAS a6 7 5 34 H A R I R 8 2 4

Bl

SEYR

[ PP A I B % JC B UAE YR 24 AR ) N SR sl A - CLRTIgG 1A v g
PUREEIR B v S AR fit . PRI, SRR S A S, BRARI T BER
AT IR a A X AR ) LATERAE RS o G R BB AR A P A wh S B PR 42, Lo 0 B i
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J LT R PO 2 RS o
e

NS AR IA H 2GR B il it N REE I W o MTCHE 7T Pl IA TR
GG BRI B LI

BRARIgGRI 73 W2 N, (B H T AR B il o B A e ise, IR AN 22
RAEHEN A LRET A )L/ 2 ) LR IE R

ST IR AE ) L/ LI R2 I AN B A o S E AU B LR IR 2 L)
AR USRI R BESRIAR G G, U8 1 LB LB AR IR
HEE

W JCAH SRHSCHE T AR 8 B Sty o M sl e AR B g e e (U 2538 D .
[LEAZ]

WA E A IR TT 188 LUR LB 1 22 A MR T A
[ZEMAZ]

TE101 VI AR 7R A BT T 1 2 R VR B BERE R, 34.1% 00 S Ak
1E65% 275% (AE) ZIE, 13.0%HEFHFR=T75% . RUEB|E THER KT
BUBMAMEZ R ZHREF PR EAR KB RA RS THERER . EE KR
Y2 R E B EE T (n=526), FEREEE (=658 AR mIIET I
Fi 71 B AN [ R N IR G P i 5 o TEANIE A 14T 20 R AR (R0 T 12 T 1) 22 R P
BB (n=67) 1, ERERE (=75%) WA R = M 5cE W™ EA R R
ARG 28 o A WCIUE AN LN D E . E3E & BT 4 MRS R I BT 12
Wit 2 ZYEE R RS (n=351) W, TERBERE (=65%) R &1k
TP E AN RN SRR G i 46

TERIZ IR R MR B R e R AR R (n=193) H, TEZFBE (=65%)
o e A ST e P e AL A R g S G il ¢
[ Z M EAEA]

W AR AT 250 TAE AL

TERIgG Ik TERE UM, B HEME AT AT B A T (AU I AR AS S 1 32 LT g
o BRI TRUT 25 WA UG 1 AR A AN 22 5 M AR it 138 B BT X CD38 MR AL R Air
KIEsEATT, FRTEA A 2 B 2 ARG .

SHIE T 2 I B UK SR T IR DL RIS BE i . v S BE e . YDRIFE . B

H21 5



ek SREE . Wers . RAMER. SPBEBUI A ZE KA VPSR, X5 %0
FLYT IRy 2 i Z TR A AT I R SO 25 AH LA
X )3 LBk AR FAS I ([A]4%Coombs 1) T

K ZJCHHTAT LSS G RBC L CD38 I PAH 2 PRI, A4 i A4k i A
AXEA W ESERD. XHZICATF IR I 2505 o
(DTT) A EIFRIRBCKH FRIA B 2 C R PLES G Xt Rl Coombs i K (T4, B
RHCHAR L IR 1) 75 . Kell LAY RGN DTTA B MUK, DI AE &
DTTAEHE ) £L A0 M HE B B g R R LR G, BGE HEKell I e i . Bl o m]
L% AT R A M s R 0 (L [EREHRD.
o0 I I L ORI B 2 [ A

P B2 B e B e Bk (MR D I IILIE SR F UK (SPE) MTH%
[ ik (IFE) i, wI PRSI BIA S ZICR T, X T IgGe B #BI 5 H
B, XA RE T BSPEMIFE IR 5 R AR FH I, M Mo SR 4 = b R L AF 4
(IMWG) AriEXT e G IYIE P (I [ERFEHD.

(ZYidE]
AERAIAAE
I PRATE 72 i oA Hh B0 FH 2455 5 R A7 40

SENCERY S N IRZTE Y/ DU = W il BB S R B2/ GO = P A oS- Rt EE R IR
R RARAEBEAR, oz R4 IE 2 BRE IR T o
[ pRZE ]

& F DL
BT ZICRYE —FigG I N TE DT, AT 5 22 Pl L 086 P i 8 48

CELHE 22 i W8 R RN Tt P 2 e 2R e A A P 1) o P S A ) DA R At 41 i 2%
TURH AR M FRIEHICDISE AL S . CD3’E A AA LR IhaE, 24N 1
B A5 55 T DL R VS

RN R R Wk, AR ZICH U RIE CD38 I e 20 B 1 2E K B AT 9 L
R o ARAEARSMIT FCRIEE IR, X8 2 I HPU AT REE I 2 RPN A1 DI RE, 51
RS T AR T o IXEERE TSR, T8 %I HPUR] LU AMA KA 1

ESbil



MHpFEIEAH (CDC)\ HUARBHIE A A T 42 EH (ADCC) B B A
MU AR (ADCP), 7 S3RIECD3 P4 e (1) b R 40 PR s At . TR 7R %
Jo BT AT YD BE R I H 40 (CD38™MDSC). AT T (CD38 Tregs) AIBZH
S (CD38"Tregs) o MRIE KM BEFIFE /K FIIAE, CEIT4HME (CD3*. CD4" LA
M CD8") WeFRIACD38. A fifyr Ja, (LA 4 AN 48 $1 M FCD4 MCD8”
T M £ 505 T4 A bk T 4 i 5 40 LG B35 1 . T4H i 32 DN A 7 45 FAIE L,
SARMIAIT G, TR SEREVER N, 20 Gee 115 4 F AT RE AT RIS 2L

FEVRSN, IEH ZICHPUEFC/r T A A Al 5 S AR T Bk, B 2T
TR CD3SBE e il vk, FIHIACBEEE, JFRIBOK REES . MRTE ) T
R IX LA SN RN I PR PR R SCUA R OX g 2B R 5

EpiEa
HERAA (NKD 4HfaFl T 240 il-4k
CLHINKH Ml R IA Sk IICD38, I H A48 5 %2 2IIA TR Z UG/ T 40 s
fEE RS2 o AR SR YT JS . %% B4 A A I AN B BE B S NK 4
(CD16"CD56") AHLNKAL (CD16°CD56%™) [t t+HUfn 5 4 Lhik b . (H
&, NKYHMEEZ KT 5 i PRI 80 A oK 7 Al S

R F1%

522 R B Rl R S T T R — IR 2530 T P i e, BU T A il DARE T il 57
HEF T 51,800 mg#h 2 (R — IR 28/, MWH k& Z16/a, WEtH —
O Ja 5 DRSS 24577 ik as 115 5 % U 85116 mg/kgfo 18 B % S P B 8
B, SGRER, REETAAENDREZEL SR K Crogn CGE3AMIE1IRS Y
B ~PI{EESD 5934306 ng/mL, ik T ZJC F Pk es 2595224226 pg/mL,
JUATAME EEN107.93% (90% CI: 95.74-121.67), FHLHARS M.

A8 R ] 22 5P R AR R T R 1 — TR 258 BT A (RIEFE MMY' 1010)
AT 1,800 mg S N4 2R 1A S ZIC YU ZAREN 1 AR 5 R AR A
— 2, IRERICRGTR IR INIEE Z IR ER, BEIAE 2
—IRG A LR SRR 4 ] —IRG e, IR R E B E NS R R B
R MR B2 B AR IR B ] — IR s 25 )m 35 4 R (RIS 3 IS 4 OO, BfE

3

F23 T



(SD) 1036 (437) pg/mL, ZEHRGHEEKRE (RIZE 1 AL 4 RO M 6.5
5. BIRFEYIME (SD) MEIRGZJE ) 131 (63.6) pg/mL (ENSS 1 J#ZE 8 K,
ZRTHIDD MR — IR 2577 RES IR (B 8 R4 245 ) 1) 829 (326) ug/mL

CHPSS 3 FWISE 1 R, A2501) « BT 3% PK SHTVFN WS 05K Curougn
BE (SD) 9 826 (335) pg/mL. Hik& )G, K8 Z LY Crax A AUCrdays
PIE (SD) 435124 163 (57.4) pg/mL 121354 (8648) h*ug/mL. K% 25)5 )
HAL Tinax 9 70.78 /NI, TAMA Tinax (BTG Y 46.05 2 173.87 /Mo [E &3
H I IE T Z I SRR K Curouen B 15 T A BREAR AT, CRALEL[SE L] 729.0 [248.9-
1238] pg/mL vs. 563.1 [6.790-1391] pg/mL) , {HIGHEHES, S54ER AR
AW EFE CPAEVER: 720.6 [310.5-1191] ug/mL) #H1EL.

FEAER NBER 45 T 1 N R HEE 77 21,800 mg A S 5, BT IREE 25 B AR K
B —IRGE 2 CRSIRGAH)), WERE (Cmax) HINE48f%, BREFEE (AUCo72)
WY 25.4408 . B2V YT AIBRGIR YT IR, A I e v A v R 28R AR AE AR — I
YR TT R

LRSS R E T, B TR HI571,800 mgas S BE GG T B — IR 4 24565
Ja B MR B 51,800 me AR B2 R T 45 24 JG AR AL

FEIE G ASCT RIS Wi 2 K1 B R v, IR 2GRS il 7 K
R R A ZEKAA R BRI T TR (MMY3014) AR Z iR EE S H
ZPIRYTARBL, TEHEZEM1,800 mg R TR GHAMLE 255, B R Crougn CE3IHHEE 1R
Y5251 H4{H £ SDAS26+£200 ng/mL R — K, FrE8i, SHE—R, RFsk
168, WEEH U0,

2 RN B BRI R IR TR % U BT S T 5 A M FE R AR B VR T A

(WFFEMMY3013) HRIATE Z Ui AR R B SHCZ 250 7 I 3R 88 B AR, 72
HEFZ 111800 mg A it ¢ FeA 24 )5 (Al —Ik, Frasfd, W —Ik, Frsil6/,
WERH — ), B KCrouen CHEIFIIAZE1IRE LT ¥I{EESDAS537£277 pg/mL.

8 J7 R M B TR e A A A BB O R I — U IR YT BT SEAMY 30011, AR
i AR T IR HER R 1,800 mgZa 2 (f i — IR 258, W JE—ik4h 216
i, WIEEA =) &, BKCrown CGE3ANIFIRAZN) THE +SDASIT+
232 pg/mL.

2471



LTI
TE2 RV HER B v, DAHERE 1,800 mg2h 2, A i (1 26 0] £ 401

FEN69%, WISGHEZ 0.012 h!, iR B B FIR [E] 970 h-72 h (Tmax)o TEJRK

PR R TR REAR H b, DAHES 7B 1,800 mgZB 24, A AG T4t A MR
W AT 2 00,77 R (8.31% CV), iAW FE (R 1A 3K
paNiiil

IR ZICHRPUR LRI, RIS, RSN R (V2) 1)
AR B NS5.25 L (36.9%CV) FI3.78 L, 1A TE ZICHHUBE G i T FE A A b 38 K
FAIRTT 2 R PR B8 SR I, AR ARG T (P A A ARV IAIV2 43 71 94.36 L
(28.0%CV) F12.80 L. fEJFRMEREMEMIFLEE T, WIWBAGT, KT
A G IRM A EFINI08L (3.1%CV) . XERFIEHZI AP EE A4 T i
FRE, EMEIALHR D AHR.

ARG B

I8 %G AP AE IR FE AN (B R 25030 11 %, R IPAT &R AR Z ik
CAIEAIED) kR, SHE AN S RIRHE — 8. 2RI EHREE T, #32
KT Z PR IR IT I, JE T RE R PROBE AL 4 1 1P 375 BR % 9 4.96 mL/h
(58.7%CV); AT ZICHEIT 5N S B AT ZE KA BG4 250, A5 %0
PRI T BEARPKA AL T (P 25075 B % 94.32 mL/h (43.5%C V). 18 K Vi 5%
REMBEARRF T, ENAHERRMIERENN210mL/ K (41%CV). EZK
VEE BB 8, BIA T U BRI 2R YT MR AR Z GBI AT Y B
FUHEFERFAIETT 10, L T2 (R BT B AH DG IR 2 2 30 T LR~ 38 3003 7 20,4 %
(22.4%CV) H119.7R (15.3%CV), FEJR R IR FER e AR S, R,
5 L RV R A DG 2 3 B T LA I3ME 275K (74.0% CV) . TE 20T FIEX
EWRITITRT, #HBGHTTR (A —IRG48E, 2 —IR&Zi6/d, hEH
40 DHEFIE (1,800 mg) 452, R4JH—IRG 2 E4150 HisFIRaas.
XA S BGRB8 YT 2 R VB BB ST s, T R BEAAPK AT, TR
(FPK 5 8 5l 25 W9, (EHZAS N B ISR 25097 AR T I 3 o,
KB % JU BRI iR AH L

H25T



R9: ZRUEBREEBEFEZALEZTHF (1,800 mg) BUAEZIUEITERIK
HF (16 mg/kg) BARTEREEZLENBRER
PKZ¥ 2 EZ3) s | M TAHREZRNE | BRALEEFTZRE
B £
HRALE HRLE
(BESFI95E 4L (EESFI95E 4L
0O )

Ctrough ( },lg/l’nL)

WA, HIRER
— IR

123 (36;220)

112 (43;168)

F2R A, Rk
— &ty CE3AM
%I%Ctrough)

563 (177;1063)

472 (144; 809>

Cmax (ug/mL)

WUAY, BIkEH
—IRE Y

132 (54;228)

256 (173;327)

2R, RIkEEH
—IRE Y

592 (234;1114)

688 (369; 1061)

AUCo.7% (pg/mLeX)

WA, BIXEH
—IREY

720 (293;1274)

1187 (773;1619)

2, RikEEH
—IRG Y

4017 (1515;7564)

4019 (1740;6370)

52615142 52 A

1) TR0 PK 5% 7% =

% 10:

Rz R TESHR S VRAER & I8 TT /&
=45 3R10.,

EEBENS RIEEHEEBERZARE THIF (1,800 mg) 5 VRd

BREWTElEERZ LA R REER

BB Z K

a8

PK % BT HHIREZILED

Az gL (5 5 4095 B AED

LURAM

1Hﬁﬂ A — IR 2 113 (66; 171)

Curough (pg/mL) %2 A, ﬂi/ﬁ\iﬂ*{/\ﬁ‘éﬁ

(EE' 3 HHH% 1 9& Ctrough)

651 (413;915)

F1AM, RS —IRGY 117 (67; 179)
Cmax (ug/mL)

B2 A, R — k42 678 (431; 958)

¥ 1AM, BREHE—REY 643 (322; 1027)
AUCo7%x (ug/mLeK)

2 A, Rk —IRGY 4637 (2941; 6522)

i P AR IR S i T SR A VE AR B RV AR AR B IOl 3E4T T HERPR A
Horp AR 110 & et RAAR TR EER S 500 W& 11 FEHERE 77 &1,800 mg

o DR e TR A A A R R A TR 2 T BT I R S v T 2 R
T EE T, BRI FRVEE A

F26T1



F£11: FEREREAEHETEEEZAN (1,800 mg) L4 FEFEZILE
NEREE
PKSH 25 PR BRI
Az (SESFI9SE )
138 (86;195)
662 (315;1037)

BURAM, HIREEA RS

Curough (pg/mL) 2R, RIREERA — k%
( %3}% ﬁﬂ% 1 %Ctrough)

\Nb \Nb
3#

FIEM, HIREGHE—IREY 151 (88;226)
Cmax (pg/mL)

F2RM, RIREE—IREGY 729 (390; 1105)

FRM, HIREH—IREY 908 (482:1365)
AUCop.7% (ug/mL-Tt) .

F2RM, RIREE—IREGY 4855 (2562;7522)
FER N BE
ERSAIVER)

MRS 52 B 20T B RIS IR T I B (33%9-928) IAFAPK /34T,
WS IA T ZIC R PUIPK I A Gt # 8 52 38 L/ IR R AT
HAIRTT

PSS 22 R kB BB 2B PR S 0 BoAT Guit A SCs i, (B B R 1
BRI A AR B TR A A SRR . LS B 2ok ) B e s T
P, HINNREEERAEAIRKE L. BFILTRIEEN AT MERIT
i

W AR B 0 B T R AR i B IE T AL AR O I B ThRE 8, 7EH2
5 i B0 TT B MR A IR T B 22 R E R B A R B R R AR R
BEAT TP 3 Bt o RV 2 B 2 5 52 10 AN T RE 1L 5210 I8 TR % J0
P BT IR E X ES .

Vig e

I AR AE 53 3 R R T A A ) LR A7

FEFE A i B 2GR )T B PRI 5 1R 7 1R 22 5 i i e A i 8 P A e R T
FEAR B BT T RERPK T ARV 5 B L T8 35 32 10 AT DI e 1R 321
IR I R R AT MR SO 22 57 o IX S8 N, A R 52 451
HERELARE D, PUILES HA X4 R,

§
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NP

R 1 52 AR il BT VR T B AR A TR T IR B TP AT, S TR A F )
KT ZICHH AR B AR
1z

FITA B2 A i B2 #1751 ] 52 77 2 1,800 mg 25357 (A S I 2H 340 ] Tk 31 78 40
. 2 RVEEB0MEE T, METIAEZI RG24, ([RIAETH (<65
kg) B3 Crouen CE3JEHAZE1IR) H160%, mEAEILA (>85kg) fK12%. {EARE
>120 kgl —Le g, WERBBREERC, XA SEUTRCR . (HiX—WE
SRR T HEARN S TEEEESHETHT (<65kg M>65kg), &
111800 mg2h 2415 Btk 45 24 )5 1) Curougn A LU AREE 35 55 A o B R 2 — B

FER RN B T Ve by AR B oy, R L8 30 AS [ 4 B[] ) Corougn FEAE A
MR

AL E A
ARUCEE S 2 W Y T DL S T 7 AH 5% 1) JE R AR S5 A DG 3 B
[R5 ]
Z R MBI
BERST - BRI/ WG EZR LT E
L3RI R FEMMY3012

FAMMY3012& — P cE . BadL. TUHEAES o, a2 %
D ZERIRTT CELFE B B SI FRRD G B T D B AR AR (PD A4
P77 (IMID D) XU 24 1) 52 R PE B v 22 i iR S b LR T IR R 2L
U FIER 42 (1,800 mg) SiATE ZICRPUFIKET 25 (16 mg/kg) WA ZEH
it BIANRIT AL 2507 SN BB VR g — IR, 2653-6 8 g2 — X,
ZJERAR =K, 28R T RS A LA T H 52 1 F PR B

JETES22M R E R RENL: 263451 53 e 2k T Z U BT R IR, 25941 4L
BIETE S YU RKEIFILL . PAIT AL IR N D Gt S AR A AE AL, FR
HHIRALAERY 67 (E: 33%-928), 55% N, 8% NEAN. HFEKH
RiARE 73 kg (JEH: 29 kg-138 kg). BEHBRAHEZ M HALIGIT 2E 4. St
51%H) 8 BT 520d A s A2 (ASCT), 100% ) &3 Bt #2532 14 Pl

F28T



FIIMIDIX R 25, K2 B & 5% B4 4 5 My kit 25, @ 45PIAIIMID (49%).
IR R T IMWGZEER LR AR ZERZ (ORR) (K12) FIEE3 A1
FE AT IR Crongn (I LIGIRZGE D HIPRR) 2 BT

F12: BF5 MMY3012 Bocss B

BREZLEHE THRY | AEZNRIBKS S
(N=263) (N=259)
FEAS
MARZERE (sCRHCR+VGPR+PR), n (%) @ 108 (41.1%) 96 (37.1%)

95% CI (%)

(35.1%, 47.3%)

(31.2%, 43.3%)

AN R (95% CD °

1.11

(0.89, 1.37)

CRECHIF MR, n (%)

5 (1.9%)

7 (2.7%)

JEHAF I 2 (VGPR)

45 (17.1%)

37 (14.3%)

& (PR)

58 (22.1%)

52 (20.1%)

BEAR RN, n (%) ©

33 (12.7%)

89 (34.5%)

Tt A, H

R % (95% CDD

5.59 (4.67,7.56)

6.08 (4.67,8.31)

K EE (95% CD

0.99 (0.78,1.26)

@ BT REINAIT A

b JEF AR % [ Farrington-Manning 4 56 I p{E << 0.0001 .
¢ FT%4eM AR, Cochran-Mantel-Haenszel £ 774646 i P{E <<0.0001 .

AL REY529.34 H I, I8 IR T HIFIA R A0S 828.2 H (95%CI:
22.8, NE), IATEZILRHHEIKA A A0S H25.640H (95%CI: 22.1, NE),
GAPERIN PSS R (A ERREE) 5IAEZICAPUL N HIFIAE S

2 TR IR 1 77 (K LR 2 AR AR —

Vg

HRCTSQ (PP BB XA T E L EFE G ERIE) MEREY, 5
P 5295 TR U BRIk 4n 2 B SR AR EL, 320K TR Z U BB B T 5 A B e
7T R L B v e ORI, DTSRRI T A AE e

BEE 25767 ER 1 FHEE
SR IE R FEMMY3013

WFAAMMY3013 2 —TEEHL. Tt BRI 2 doL T 7T, 7EREAE
sz 012007 CEIERIS B LA — M BRI HIRD R R BRIk 2

F29T1




R BEIE A P LA B (1800mg) B4 TH T BEREAHh ZE K FA (DPAD) 55
FERZER G ZERAR MVRYT (PdD). 5 FERE (FERFAN28 KA EE 45 24 i o 1 3
121K H —Rdmg HRD SHIERF40mg/ il (B >75%, JREN20mg/ i),
TR MATT I IANEE 1, 8, 15, 22K 2. EARMAH MR, TG T
20 mgh FEKIMERTATT HZ, RIRMOMES 4RI S, ST gEK
AT 85, 20mgii) &4 iBAE AR il B R IR TG T 2. AR A - i S it
[y A 777 5 JEL TR Y G B8 Jr R SEOK AR (70 . PRAELIRYR YT IR B it e, B
B A2 R

P304 B E B2 T HEML /4 : DPAZL15141, PA4L15361. fEARIRIGIT TR
S ) B2 5 10 S B0 2 P IR 1) S A N 9 o ARV S B e U B A5, HEBR
BEAE 6T IR R AR >3 40 B 5 1 B 3 o AR il 2 5 50 R L 2 TR (R R 2 N 1 i 2
WRFEAR L. BRI ER y67% (GuH: 35-90%), 18%HIEH>75%, 53%
NFEVEERE . 45%EE N 1SS 12, 22%KIE N 1SS %K. BEAREZ it i+
RVRIT 2L, FiA S S 52 0, £ — Pl B T 41 st 70 R A R R e P R A ¥
T, 56%M BT T (ASCT). 96% 1) 3 BEA: 1 32 i il & 4 K ik
JTo R EE (80%) RISFENZIMN 2, 48% 785 & L BGARIN G R 25, 42%
BTN ST AN R ARSI 2. 11% ) B F B 1 20607 P
1 B BRI LML 2, 32.4% ) B3 %ot SRS BE R AP iR 2 o T [l B i e
B LAEH (IMWG) Ard, RIETCHEEEAAY (PFS) PFIIT L.

FAZBEDT 16.9 AR, BF3EMMY3013HPFSHI £ E 407 EoR, DPA4LfHPFS
BPAH BA Giit 8 XIS : DPAAL AL PFS N12.440 H , PALH ALPFS 6.9
H (HR=0.63; 95%CI: 0.47, 0.85; p=0.0018), F BI#E3ZDPdiAIT I 8 KA g itk
JEBRAE T 1 XU FEAIK 17 37%
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1.0 D-Pd Pd

N=151)  (N=153)
‘ R R R T 124 69
x Q D-Pd#41 vs PAZL AR EL (95% CD < 0.63(0.47-0.85)
084 7y P=0.0018
% 'l
pea ".
T
0.6 4
i) <
0.4 < D-Pd
0.2 4
O—TT T T T T T T T T T T T T T T T
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36
A<
A AU fr) 7R 221 e

Pd 153121 93 79 61 52 46 36 27 17 12 5 5

10 00 0 O
D-Pd 151135111100 87 80 74 66 48 30 20 12 8 5 3 2 2 2 1

B1: BFFEMMY3013[PFS Kaplan-Meier i 2%

PRI BET39.6 H J5, #H4T T 89N IOSTHRIBE VT 70T« TEOS A N57%
i, D-PAZH 4208 434.41 H , PA4H823.74 H (HR[95%CI]: 0.82[0.61,1.11])

W FRMMY 3013 # HoAth 7 20 2h 8 0L F£13.

317



£ 13: B MMY3013 BT Rkgs & »

D-Pd (n=151) Pd (n=153)
Bk (sCR+CR+VGPR+PR)
n (%) ? 104 (68.9%) 71 (46.4%)
pfE® <0.0001
FERE R L SE A ZZ R (sCR) 14 (9.3%) 2 (1.3%)
A (CR) 23 (15.2%) 4 (2.6%)
A5 W B > %R (VGPR) 40 (26.5%) 24 (15.7%)
g fk (PR) 27 (17.9%) 41 (26.8%)
MRD A¥EZE <, n (%) 13 (8.7%) 3 (2.0%)
95% CI (%) (4.7%, 14.3%) (0.4%, 5.6%)
P g ¢ 0.0102
D-Pd=ik 75 % 0 BAPT-I D B G- ZE KA s Pd=i11 5 B - 2E KA s MRD=1AU/ N B9 5

CI=E {5 X [H]

o FRTEREIT AH#E

b p EK B T4 ZH 2 Cochran Mantel-Haenszel < 5 1 5
¢ MRD B3I T B miE 7 AHEAISME 102

d P {E>kH Fisher f L

TEZ G, D-PAAR AL E MR Ry 1IN H (B 0.9-9.11H), PdA
NLOMNH GEE: 0.9-17.30H). D-PA4LARIE R AT et e (GufE: 158
349+ ), PAANISONH (JEH: 1+224.81H).
2FRIGRFFAMMY3014

W FAMMY301472& —II#E70 % & LT & A ASCTRIHT 2 W i 2 % 1 o e R A6
FH RO BENL. PHPEXTRE . TOWOT ST, LA E B T HIF) (1,800 mg) Bk
BRI K RIE A ZEKAS (D-VRA) #4715 SRUIRENATY, B {3 A
IR SR TS BE e AT 4RI T NI B AR . SRS FE R ZE KA (VR HEATI
SRIRENETT B A SRR B e AT 4EHEIR YT, LA IC SR B R B A
A2 R . TR YT AT Ao VR R S R B T I B (R 2 T Hh ZE KA 40 mg/ K
REZ AR BEEZAN L FHIF (1,800 mg) N4, H1-28&H—
RCEBLL 8y 158122K), Bl )5 63-6 A WIRE M — Ik CBE1IRFIEEISRK). X T4k
FRRIT CB7THEID, BEEZAGME THIF (1,800 mg) 42, &4JH—IK.
MRD ¥ RS2 1240 A B 2 4R 1697 2802440 H 1 B 26 b AR it B2 T 1l 57
(1,800 mg) JAJ7. BHFEZE T (SC) FHHME K GEHN1.3 mg/m AR T
BO, SRR, A N8R (4D WEEFM CGEl-6D iz GF
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1. 4. 81K, fESI-6FMIMEL-21R, FH—XOR25 mg KM, *FT
YEREIRYT CGETHEMD, BEEGAN AR 1-28K GFEL) #3210 mg R 8 4 e
TH—%E%, BERICKINGR R IMA T2 M E . 7R85 1-68 I
1-4 KA 9-12 K45 T 40 mghth FEKAN I ARSI IR 26D o 76 J2 T il 71
(1,800 mg) VEH 2K, HZEKNME NS B0 Z0 1 IREE Ak LA 24 . AR IR A2 7 v
SEOER AR 15 BRI oK . SR FI0 A b ZE KA (71

HiH7096) B E 52 T RENL 4 : D-VRAZH355%1, VRAZ1354%1, ANAIT4
IEEZE N D GEih 2 AR R IEAR AL . A4S 96028 (JEHL: 31-70%). KZHL
NFEME (59%), 64%H)EEHIECOGIARETE 71 A0, 31%MECOGHRRARZSPEIr
1, 5%MECOGHKRETE5r N2, AN, 51%M)EF AISS T, 34%(1) 3 NISS I,
15%H) &3 ISS I, 75% ) 8 BA bR LA f gt % 2 AU, 22% 0 i A
B ML 2 XK (dell7p. t[4;14]. t[14;16]), 3%IK) B B4R Mg 4% 2 XS
ANHAE -

H 7B 5 IS 8] 47,54 A I, B ARAMMY 3014 PRSI =04 W], D-VRd
HIPFS 5 VRAAAA LA Ak (HR=0.42; 95% CI: 0.30, 0.59; p<<0.0001).
PRI AL B PFS.
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1.0

-~ 00606 -~ o

-

--9‘—0- 0O

ﬂm‘n D-VRd

VRd

O
0.81
E 061
Ha
&
[
= 0.4
R
0.2
0.0
A R ) 2

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54

H

VRd 354 335 321 311 304 297 291 283 278 270 258 247 238 228 219 175 67 13 0

D-VRd 355 345 335 329 327 322 318 316 313 309 305 302 299 295 286 226 90 11 0

& 2: 5 MMY3014 ff] PFS Kaplan-Meier %

A MMY 30148 FHAthy7 2048 8 0L N £ 14.

£ 14: R MMY3014 BTG R »

D-VRd VRd EhE L
(n=355) (n=354) (95% CI) ¢

Bk (sCR+CR+VGPR+PR),
n (%) 2

343 (96.6%) 332 (93.8%)

FERE B L TE R (sCR) 246 (69.3%) 158 (44.6%)
TEARLE (CR) 66 (18.6%) 90 (25.4%)
JEH T35 24 (VGPR) 26 (7.3%) 68 (19.2%)
2R fE (PR 5 (1.4%) 16 (4.5%)

CR B{ U722 (sCR+CR)

312 (87.9%) 248 (70.1%) | 3.13 (2.11, 4.65)

95% CI (%)

(84.0%, 91.1%) | (65.0%, 74.8%)
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£ 14: W MMY3014 Ky s R »
D-VRd VRd FfE EE
(n=355) (n=354) (95% CI) ¢
pfa® < 0.0001
EAk MRD R ae 267 (75.2%) 168 (47.5%) | 3.40 (2.47, 4.69)
95% CI (%) (70.4%, 79.6%) | (42.2%, 52.8%)
pfa® < 0.0001
D-VRd=1A 55 2 JC BP0 Ve K-SR B e -t ZE KA s VRA =B85 72 K-SR S B e - ¢t 2 K

Fas MRD=T{/NEET: Cl=E1E X[

o BT RERET NBE

b p{AkHTF Cochran Mantel-Haenszel = J5 {556

¢ BFIAE| MRD HME (BME N 10°) F CR B b 122/
dAER TR SRR B E LR EE Y CMH A S

E BRI R MM Y2040

T FEMMY 20402 — TN 1,800 mg A i R 22 A T ek, s

- 5B K, RBECFNR B BCE FHZ (D-VMP) 877812 Wi
A& G Z RIEEEER (MM B3 . 7EBIANCA 2RI CGEUE;
8IRZ 2 T, BB VEOKIEIS N VERESR 1 24 RIS, B2k, LA1.3
mg/m* AR IR 4 25, (RS 846 JE A A CE52 /8 #A-25 94 1 ;
ANAMARE Y h, BRELK, 1. 2. aMSASY. 1E916)5 &1

CEELAMI- 9D M1 R-54K, DIRG9 mg/m? 33460
mg/mA R JEAS o« AT RREE A i R B AN T 1

- SRR ZE RIS FHZS (D-RAD) 1097 B R MR
MMEE . RAE G (AR 28 R[4 1 E A2 A W 51 R-
21 REH KO R25mg) HGGE (40 mg/f) HIZEKK (>75% 8
BMI<I18.5HIEE I IKE 220 mg/A) KA. AmiBIT FrE: 2 50R
BB AN P42 [ F

- HIRE K SR R ZER ARG I 2 (D-VRAD JRITHTL
W HIE S A MM . BB oKl I R RS R 2, FIEON13
mg/m?, TEF ARG EWIRG Y . RIBFERIERIR-FH14REGR
25 mg R 2 AR R FE RN AESE A 25 A W40 mg/ i 452 . A
J7 LRI A 4N JE

35T



HNH199%1 i E (D-VMPZ.: 67#1]; D-RA4H: 65f; D-VRA4.: 6741). &
FIMWGHR#E, B THFREIEERE T s 8. 5545 D-VMPHID-RA £
B S ORR A K D-VRAM) T B 28 p5 VGPREL B I 25/ (LR 15).

F15: B9 MMY2040 FIFr s R

D-VMP
(n=67)

D-Rd (n=65)

D-VRd
(n=67)

BRZE (sCR+CR+VGPR+PR),
n (%) 2

60 (89.6%)

61 (93.8%)

65 (97.0%)

90% CI (%) (81.3%, (86.5%, (90.9%,
95.0%) 97.9%) 99.5%)

PRSI SE 92/ (sCR) 13 (19.4%) 12 (18.5%) 6 (9.0%)
SR (CR) 19 (28.4%) 13 (20.0%) 5 (7.5%)

EH UL 73 2 (VGPR)

20 (29.9%)

26 (40.0%)

37 (55.2%)

oy 22k (PR) 8 (11.9%) 10 (15.4%) 17 (25.4%)
VGPRELE ISR (sCR+CR+VGPR) | 52 (77.6%) | 51 (78.5%) 48 (71.6%)
90% CI (%) (67.6%, (68.4%, (61.2%,

85.7%) 86.5%) 80.6%)

D-VMP=i% 5 %2 JC . 470- B 1 K -SR05 & -1k e FL s D-RA=1A TR %2 JU 470 SRR 2 - 2E K
25 D-VRA=1AT Z JCHPT-0# oK - R B - 2K KR s T8 2L HI=DARAZALEX ¥
N CI=EAEXE .

o AT RAIRTT I

S BRI RBT FEAMY3001

FE—TFF . BEAL. BE P B FC AMY 3001 34 T AR S kA VEd (D-
VCA) YT IYT AL 56 BRI B3 D 0B B2 I I S 1 3 B R e B R
ZAFINEE R I E R R A OB BINT-THA B (R 3 Mayo 2004
CMIE A BARR I 2 R RO FINYHA I-IIAZR » HEBRNYHA BRIV 3. Haa b
UG TERR28 K — N WIS 1. 8. 15F122 KAIEZ M B K 1.3 mg/m> iz T 45245, ¥R
WL %300 mg/m?  (H KFFIFES00 mg) FAREGFR k4 24, DL ZEKAS 40 mg O
T>704% BUAR 5T 4R 2<18.5 B BT e ML BT K PR 42 ) AN A BT AR 0 S5 [ e v
JTANTN 2, IR PR E20me) FIRERER K 25; A BT 4R 51,800
mg/30,000 U, 7E55 18 28R — IR N2y, BB B4 828 —, N
25T MRS — IR, H RPN R B IR 2 5 K2 o AR i A FE K
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FATE R — KRB LGNS, (EAR A ZNIE T HIZEKNA20 mg, A FHEA 2R TR
ML ZERRS CUEHD. EEYT RS AR bR AL o A 23 01 2R SR bR e i
5E [ MR 58 4= 28k (HemCR) 2 CIfILIE R PRI S e [ 52 H Ik R BAME . 52 BRbE
BECPBREMT ER LR, MR B IE ). FENEZIROIE 1 (Mayo
200402 73 SRR S50 RO« A2 75 A S R 2 i R e R A R 2 R0 1 AT 4 i
B (ASCT) EZAE Ife )z

388 B E 5% T BN 41: D-VCA41195%61, VCA41193%1. & s
TR 648 (GUHl: 34%-874): 58%ZFHME: 76% £ AN, 17%ZWIMAN, 3%
e BANBCARERE N 23%2 R AR DIEDY, 40%210, 37%
A . RAZB T2 GEll: 1-6), 66%HEE2METZ R, &
I EBEIREN: O (71%). BAE (59%) FIFFIE (8%). KZHEE (79%)
KB M RS R B

TR R RS LR 16,

£ 16: AMY3001 7 G 8 »

D-VCd vcd
(n=195) (n=193)
MR 5 22 f# (HemCR), n (%) 82 (42%) 26 (13%)
plE® <0.0001
AT U 22 (VGPR), n (%) 71 (36%) 69 (36%)
BB 2R (PR), n (%) 26 (13%) 53 (27%)
M W % VGPR B ¥ 4f [ & fif 153 (78%) 95 (49%)
(HemCR+VGPR), n (%)
FEBEFRER TGRS o, WS 0.58 (0.37,0.92)
95%CI

D-VCA=1k T Z U FAPU-0 B e K- IR EE - ZE KA s VOA=M 8 Ve K - PR Ik e - b ZE K A
@ FrE SRR BT EIIEIT AR TR ALBE YT 11.4 /N A SR T
b p{EKH T Cochran Mantel-Haenszel & J5 1656 .
¢ JEHCEREM-PFS fE SUONMR R . TERE GOSN R EET:

AT BEVRITRIN11.40N B, fEZE RS T, D-VCAZAVCdZH ) 2 HemCR ) 7
S TE] 33 60K (JEH: 8K-299K) FI85SK (JuH: 14K-340K). D-VCAZ4L £ VGPR
By B PR 2R R A I TR N 17 R AR 5R-336R), VCA4 25Kk Gul: 8K-
171K LEARAATZH Fh ) AA B HemCR K A FFSER TR]

hAZEV61.40 A J5, MELR|D-VCA4 % IMOD-PFS 5 VCAZH A b &5 5 24
¥, MOD-PFSHIXSiEL (HR) H0.47 (95%CI: 0.33, 0.67), pfE<<0.0001, F/n
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MR rdt e, FESSE AL T XK FEKS53%. D-VCAZ4H ARk 2| {7 MOD-PFS,

VCA4HN30210H .
1.0 ¢
0.8+ -a
" ‘h oA
3 D-VCd (N=195)
=
= 0.6 Mﬂ‘
e
1
i
i
' 0.4 4
VCd (N=193)
0.24
0 6 12 18 24 30 36 42 48 54 60 66 72
AR ) £ 1 AL He
VCd 193 117 72 57 44 39 29 28 26 22 10 4 0
D-vCd 195 157 138 133 125 111 107 99 93 86 53 16 0

B3: BFFAMY30015*MOD-PFSHIKaplan-Meier B £}

HAIBEV61.410 B )5, MEERID-VCI4LE# 0S5 VCAAM L5 2 3E HRA
0.62 (95%CI: 0.42, 0.90), pfE>~0.0121, FIAD-VCAALEH FIFET K FFK38%
P AIE R A0S

53871



1-0 .,

D-VCd (N=195)
0.8 4 A -
M;
VCd (N=193)
1 0.6
=
2
It
+
0.4 4
0.2 1
0.0

0 6 12 18 24 30 36 42 48 54 60 66 72
BB HIE & 5% A<

VCd 193 163 155 145 132 127 121 119 112 108 70 23 0

D-vCd 195 167 162 161 156 155 151 150 146 145 100 33 0

K4: B 5TAMY300174 OSf{/Kaplan-Meier i 2

O JUE H A F A
BT ZICRGR—MRTEE, HEES Sl R A BAE R Rt
1o —IES3HIE R ANHE I M 2 R M B8 J 8 (WFFCGENSO D) HrdEAT IR st
W, VRN T A B EE (4 mg/kg-24 mg/kg) JE QT IS . 7EIETE %0
P B Conax N, ZMETR A PK-PD 23 4732 B QTeF [A] M AME B AT th B Kl kg m - CEp
KT20ms).
[ZjEEE]

ZHEEH
CD38y—Ffidk MR MR A SRR 2L 1 (48kDa), BIEZ AV B HERM A0

MM EHAE & 02 CD38RAZFIIRE, B2k IR 5 5% 3 LR
Al KRR HTEVER Y . AR ZICHRHTE —FhEe 5CD384E & IgG L ML
PR, T BB F SRS S A TR, i n i R MA R 4
BRAEH (CDO) PR M 4 224 F CADCC)  PraAist 1) 24 o 7/ F CADCP)
G T IR A VA AR B0k 2 IAC D38 R 4H A AR K o TR T It
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A PR BE IR ME SN H 41 f (CD38'MDSCs). W T4 (CD38 Tregs) FIB4 Aty
(CD38"Bregs) 7K°F-

NKAMIFRIACD38, Ak T ZICHGIN T AR E U 1A Z Ut
B YyJa, AbJE A R S NK 4 . (CD16'CD56" ) Al i A4 NK 41
(CD16°CD56dim) FI4axs i1 L A 73 EE T LG

R ZICRPUNRI THEE, HESE FEEM LA R EUh. ek
i R B R RS 5275 1 R 2 JC BT UAFAE T AE (R0 58 AR AE IR A Y

BT Z ISR N R S A AT R IO U AN IE I TR . R
s MAEET B AN R 2 0E, IR AE IS RIS R, 5
[ 5 R SR (AR e S R B AN ], A NI B TR (1~ 20 0.5 K . B NI% B
Wt P JE A SR A ST R I B AR BB . RS AR T, BT ZIURhTE
SR CRRYESD TGS B R AL R e . S B W R F 2
AR, B NSNS B AR 24-48 /MR N AT R ST
HEMA

AR

K E I M AR AT AL BV 5T

HHNE W TR A T LR AIT T

TR

KT Z RPN AR AT AR TR T 7T . CD38 3 AR /N B H A e AT DL 2%
FEREAG, 5 AN HERAIRE . CD38 ZEKm brah A st 45 R i 7s, CD38 &
TR SRR TT CNRD, BEIR SN2 CNED FMEIRIEIG RS (.

FH NI R AT T2 B JIHIT . JREE SR R 4R 220,000 Urkg/ A% A TR
GRS T AT 118 £5) 39 J&, SAFH RGH LRI RER WA, HiSA AR
RO R (Lo HURGH, RN REER—IREE R4 T 330,000 Ukg ZHHIRES (FH>4
T AAEFIER 45 %) , WERR-BEHF R EARNEN . BRI, SRR/ NREER
—IKE 4T 990,000 Ukg GRHEE T AFHFIERY) 134 15 B pREE, X = H 1)
KB EIEREAB BUAA NS .

BoE .

I8 ZIC BB AR AT BURVERT 5T

FANE Y BRI A T BUR T

HA40TL



(5]
UKFEVAI (2°C-8C ).
TH IR -
BT B A .
CIF B2y g & (L CRESED.
[E3%]
T A5 R s % s RN 1) 2 9 5 1) 1R 39/, N 2% 15 mLIETR, 571,800
mgih T Z G
AR Ui/
Epie i)

ARITE 250

361 H .

FEARBAAN, RIFE 25 A A2 fh AT AR (<30°C) TR Z #1724/
o — H NIRRT 28, A RO ERE (L TRERED.
Er YGRS AR

AN SR 5 7532 PT CAHERR G0 A P05 G, 3 ST 88 v AR ot 1) A 2 AN A P R v
NTERIRAME T (2°C-8°C) WEetlfr24/Nt, 2 JE7E15°C-25 CRIFRE LI T fik
AR 12/ o AR IS I VEA B HE RS AE IS e, TR JE LRI
[PATARHE]

2y MR E: 7S20260030
€l as)

[ 25 #E 5 SJ20210025
[ EH#HATRAEAN]

% #x: Janssen-Cilag International NV

JEMHLAE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(4740 ]

b #FR: Cilag AG

A FE bk Hochstrasse 201, 8200 Schaffhausen, Switzerland
[HEHTTEA]

R sRAHI 2 PR A F]

HALTL



VEM L AT IX SRR 3 FBE 11 545 610 . (REZEZEARFLX)
MR E A 101300
Hif%: 4008191188

A2 T



