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YL 4 FR: Daratumumab Injection (Subcutaneous Injection)
MiEHE . Daleituoyou Dankang Zhusheye (Pixia Zhushe)
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(1) SEE K. RICFE R IR A FHZGRITE & B IR T
AN AE R HTZ W ) 2 K1 B Bl R R
(2) ORIV AN ZE KRG F 2 S oK . SRIE AR
JERAIRA 251097 A& A B AT 40 R A IR T2 W I 2 R 4 i R A
B
(3) 55 RTB R i A i ZE KA K FH 24 B0 5 ) 5 A oK A 26 K A
A 2G0T BRAE 2 b Bz it — IR T I 2 R B A E
(4) 55 A ZE KA A H 2R T BR R szl = /b — 4
PRGN QIR AP S Ea g g =12 UG Pl DI A g = e
(5)  BZyin T ORMAEIGVE 2 R SR A, R R
52 ik 0, F55 £ 1 AR A 1) R S 2 R S A RR T HLR S — RTINS H R
it g o
Vi M S B R e A B AR
AR il R I K L ER R fe R SE KA TS T2 i 9 S R M S B T
FARE . RTENEGWAHESTHTEA NYHA HIB 8k IV 200 I 5
Mayo 1B HA ik M 2 5 T e fy FE AR R 3
[H4% ]
1800mg (15 ml) /Hf
[HZEHE]
KA TERIKE 2, NAUE FHRE 7R BEAT B R 4a 2y .
AR RS N RS2, T RS 2 RAE AT RO ) S A R 3R AT
SN PRARZEHAT I A, DA R T IR AL T7 45 7 R85 3 224 1 11 ) AN ) 6
b = 11 1S B 730 e W 707G B M P i< e G Ol S/ @ e A < 2]
ISP ASE Y A it BT VA SR VR Ak 22 I B kA 7)o
JS2 25 T SR TNV S 24 0, DARRARIE 5 2 JC B PR AR DR IR 42 5 R 3
B RS . WRSC “RIIEIFEZ A [ERER .
FETFIRAGIBITHT, 56X B3 EAT ML AL 48 5 RN 2 AR i 2




HEHE
ZREEREE

SWE K, T/ ERBIEE L (45— NIRRT ) 16T
ELH A THMBE (ASCT) B3l EZ 4% 7 &

RAELR 1 PHILAUN 42575 %, ARSIy 1,800 mg, 45 250 (8] 2974 3-

K1  ARSWMBLER. RBEBEABERL (VR BREREGHITRSE
TR RN RBREETTR

BT I BUHR
il #1-8J B G4 25870
#9-16J7° B2 — ik (GEEE 25400

fEikgn 2y, AT RFIENITAASCT
ARG H517-24)H° B2 — ik (GEEE 25400

YEFF I MEE2S R H B it e | BF4 — Ik

o BRI G — IROT SR E IR G 2 R Y AR 9
b TR BT ASCTIR B J5 BRI R 6T
¢ MRDFAPEFFSE120 A H O 4EFFiR T 2 /0240 A I al = A .

FEFFHIAIDLES (58 1-6 WD W, RIAEREAS 28 REAMIHIEE 1-4 A1 9-12
KT 40 mg HFEKFA

5 SR 25 00 25 i R R A4S 2405 R0 DI RS T .
HLGEIT GRS I A 21097 (4 N — R4 25 7 52D
HIERIELE 277 K

WAL 2 FHILL A AR, RMENHIFIER 1,800 mg, 2R RZ1 3-

x 2: RBEZRTT SRTERAMMERL (RD) . WL EEMMME
Kin (Pd) BREMAHRT (4 FA—TRABRRSATR) KiskES

HHR
A BUHR
1-8 JH BRIk (LA 8 O
55 9-24 [ @ /2 F—k (L4525 8 YO
MEF 25 & EC B B 3k b 4 J—Ix

@ BE 2 ARG TT R E RS A TN ES 9 A
b BE 4 IRG AT R E IRG I TN ER 25 4
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M FERAA R HE IR 40 mg/ i (745 24 (BRTEARIE>TS 0 I 3 vh BRR T 2 2
20mg/fi) .

5 it R 24 R 24 it 1 7R R 4 24 7 2 LI PR s IRV 26 ot Bt B
SHE K, EECRIUEHIBHEEITI IS Z K (6 N — GRS 25 7
)

MRPEFR 3 PR LLUT A2 %, ARSEWIFIEN 1,800 mg, 45250} [E]£17 3-
5908k,

x 3: AmEMBIAK. RECHRER (VMP) BRERABITRS
HIHR 6 AA—NHABNEHTF

S BUHTR

55 1-6 4 BA—IK G426 0
o5 7-54 J @ 3 F—k (G524 16 O
M 55 JE T B B pm e b &4 FA—IK

©BE3 RS IRTT EE IS A TR T A
b B4 g2 5 RN E RS 2 TR D5 55 4.

TESE—A 6 FIFHMIEE 1. 2. 4 F0S J, BRAS TIMBVCKRMIR, 1251
86 A 1. 2. 415 8, WAL IR,

A SIA FH 22 s R A 257 0 DIGARREE] .
G B ARG LRI H T (3 N — I RHI45 25 75 5)

WRAER 4 FHILLFA AR, ARMENHIFIEN 1,800 mg, 5L LN 3-
5 4.

R 4 A EWEBERMHERR (VO BRERAERITNAA TR 3
N . ST E )

A BUHTR
F1-9 4 TR—k GE429 0O
%5 10-24 JH @ 83—k (GE4A% 5 00
MNEF 25 J i L BB 0 54—k

*ORE3 S Y - ROTRIVE IR A RN 10 4.
b R4 R TR E IR AN RN ER 25 -

FIAER & MOKBIHT 8 NI IBAMIEE 1. 2. 4. 5. 8. 9. 11 f1 12 R THh
KA 20mg, BRIEFRE>T5 %, (AEERE (BMI<18.5) . FEIRWESIALESEE
A VR 7 AN 32 (14 58 o A7) 5 22 20 mg/ A .

SR MG FHZM 2 E AL 2577 B0 DR -
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BRI 2R
SWEGR. H BB ERGIBEHLIGZ T E (4S5 — TR
RYER 5 PG LTS, A ERIITIENY 1,800 mg, LI RIZN 3-5 7y

B

xS5: RGERETEK. BRI (WA NERD TR
RERFEREMHERRSH TR

J& LUHR

H1H-EE8 ) B — IR (LG Z810

9242 B2 —k (LB ZH8V0

25 B B i R U 2 24E |4 Ik

o RR2JE — IRGE 2 T SR E IR G 2 TR DN AR 9
b BRAR G 2 IR T SR E IR 2 TR AR 25

5 S BB 18 T 0 24 PO 7R AN 45 24577 58 K R R IR 57 it U
W7 E

AR ARAZ T RIZE T AL, N RPRANTE 25 24 7 X 25 245 SRS L T B, DAZERF
EPEIEE e 1] P

FYE
ARV A TR IR E AR, ATRER ZEEIR gy 2y, DAE N

Motk e (L REBEHD. KT HARBA AL RAER, WA
VWIS WIRAT & DL ARATRRAE, U6 250 15 BT AT AE FT 36 77 AE M4 S B ik
o BHFIEH ZICRPURE 2577 RAIARUE R -

S 8 G = G A1 NG o G e 08 R = A R N TR A o))

o 3RELAE /R RE AR H I
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L I 2
TESRIIH 25
PLAEA S BEREG 2GR 1-3/ NN 25 7 i BB E AT 2 (IR BkE S,
PR S AR oS i 2 S BRI A B N, BAR IR
o JFUEREEE (RAEH RO

- HART:
FHER 100 mg, BUEERZGW. 7086 —IRyFE S a, B ot A [l B 7 = v DAY
/b H 5860 mg.

- AT

HhFEKFA20 mg (RS, TERIRE FEF A RIERATA . Mt
FERNA TR FORTT 7 FMUE I B2 T ST, 7EAR 25 24 H L ZE KRN H
VERES TG AT 4525 O DRARIRIR D . #7 B A 45 24 H 4%
HOFEKHS (BUEE R AENTES T4 2, WA R 45 T HARE SIS
%SRBI FH 24577 e 1) R TR B (iR Je A )
o IBIG] CLIIRAT 2.1 28 2% 650 mg %1,000 mg) .
o il ?y (OIREGEIK N 25 TR HI B 25 mgZ50 mg, LSRG

.

TG I 2
45 TS R 2, DARSAGIR R PR A DG 1) 4 B 3R 30 S5 N (0 XU, B
LU
- HZGIRYT
TS ARG E2 R ONES G R FFED &R T 1R 57 S [
B 20 mg BRI 1 R R RO R B, A M bR v T )
- BE

TEASRES IR IR H , %55 ORI E 3808 (<20 mg) S5, 4
T, ANSRAEA G LS 5 I H A T Ik T U BB F 2 I B
[E B Bl ZEKAL ), FTREAN TR B AAMA TS A 20 O DEARIR
BD.
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J5 B LRI RS (BRI AR B 2 0 BB & FH 24 77 5 v 1) R D 2R [ )

A, N TG B ZE PP S A, N RS BRSO R R
BRI DL RN R 5 2K o] B E P PRI 5 24 FERT DS 2 5, iR
B R AR B R AR OGS, AT DL EH R T B AT e 45 X SNV I 5 24
Ao
T ARTEIZ T 5 PRI 1 T

J32 7% A F B9 25 0BT PR VR T LA SRS 7 IR 0 B FRAOE -

L), i
B

W AR L B 4 T J S PO R IR U

WA B) 1% (PKO 40#, BHFHEHFLHFFENE (A UEKRES
HD.

Vgt

AR TE T8 5 23 Hp I R AE U 5T o B TR TR 2 L 551Gl oy IR ARt
AR AR, DRI T BB 538 AN K RT RE R M 1K B 2 JC B BT B

A E BE L H R (W URREGED.

ZEN

CEBHELFRATHERE (U DRKRGED.
JLEE

oA i T 184 LT (838 B PR 5L Bk .
1A (>120kg)

LT A RREHE AT PR B R B > 120 kef £ 10 F F 2 A& (1,800 mg)
A ShREAT 7 WFFE, TR E AR X S R YT R B AT O AR 4 B A R
i (0 [EREm] M LRKRZGED.

UL

ASAH TR KR 25, NAE AL E AT RIS AR 2, e 2 AT IR IR
TERFHTU R

A ST BE S5 N A HEAT T

A A — VA, BRAE 2T 35 SL R A

A b RCATEE B R A EATE AR R ORI AR RIAE B A2t ER
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HIHE TR, WM.
A 5 MG BUR SIS MRL: M. ROBERE LG (PVO) B
FHERS: DA AR S S B RIS
RIS 2
MATEAEAE (2°C-8°C) S F NEUHAS S 2, T BRI EEIRE (<30°C).
FEPR B IR BE RSO SK AT T, AT 38 2450 7] 7E SR S AR b e it 47 e 22 24/
o B PIEE S . NERR.
B PGE AE
HERZAB A RAE RO 2 RS 2T o . [ 18GE22GH MR %
Bt DINHHIHES mL AR AR o SRR ZE IR XA L0 RN .
TESS AR A, BRORAMELERTRY) . A2 (B A A UL o
— H RS B e, ARSI NI 24/ N, 2 JE#E15°C-25C
AMIAEDCHE T e AL 12/ (L CERGAD . W AEFAEUKAR T, G251 Vs
R TEEZS v
DTGl S FE TS A TR R R RS AT B N R A I B A b
FERAI3 -55350 A, #4515 mLA G B T ZIBFTAMEAEMZ17.5 e RSB R
TARSP . EOESARHABIRAL R TS AR GVER, RO EG AT FHEEE.
RS S RS 4 G B A
AIARIER R Hh il R BEEE R LA .
NSRRI, RS S B R S R . W R R R R R
SRR, AR 53— R 5 — NGBS TRIR T E . A GRIRTT I
8], V5 Z0TEAH RO R TG FAh 24
R FH 58 R 24 it BB R4 24 1b SR AT AL B
[AR&M]
THIEA R E SO BRSAE 5 SCn) LERF] 0 E 2 M1E R
o BEUR AN AL 2 N
o JERMERBERE R AL B O T AL
o FRVERIH R
o IM/MRIBAE
F T 0 R P 2 AR 25 57t A [ 24P 1 s R 6 O B PR AS 1R S R A

FH8I



B BEREEATHOE, B T005 S I PR S B O ZE B AN R R R AR

FEA BRI RO 78 LA 1204451 38 25k T A0, BLAE3 1200 B B2 A i B
Z3RTT CRALVRITINEAS.5 H D FI892M51#: 32 A kAR IT (FRALIGTIN [A) Ay
2.6-45. 710 H), HA AR 1930132 A i WG T B oK . FRBEIE AT 3 28 K42 (D-
VCd) 877 (D-VCAP ARy a1 299.61> H ).

A b B AR T BB SR IT I BB IR RIS AN RS (=20%) g PRk
YR /DE . EIPIE Y. COVID-19. AR5 . I/MEIRAEE . LA E B IR
JEI BRI . PO (AL R R AURGERT K . TEARRM (=2%) A
JRYLENT 96 FPIRIE R, . CISE . MR AE LR E . R RIS

A% it 1 22 4 1 R AR B bk A SRR BL, (EIRROR AR R EIK . 7R I 52
MMY30125,  H PR 4 ek I A2 A it B o) 77 2L A o 936 L ok 7 22 T B
Jik b4 e = 5% B ME— AN R OB (342 737l 9 13%A18%) o
A PR
e Rix=g b

HAT 1011491 22 1 B PR S5 R i T A o, 042K B — TOULLLAEA B o e

(FFFEMMY3012) HHH52 A4 5 5L 2459697 126001 835, Sk B — T RH 0 HE A

I (WFFEMMY3013) HHE2 AR SRS TH S [ RE A ZE RS (D-Pd) 6771114941
B, RS E —IRIIEY B RS (MMY3014) A2 32 A S A B 8 1K
SRR R AL FEKAS (D-VRA) JRITHI3SIBIEE . DUIHF R G AR 78, 4%
B ARG ZIRTT (N=52, WFAAMMY1010. MMY 1004 1IMMY1008) L2 A
BEIRIT (WFAIMMY2040, o S B2 AR IS I B oK. Rk
BIT (D-VMP, n=67). BERIFERLAIMZERINIETT (D-Rd, n=65) LA
Btk RIS AN FEKAAIEST (D-VRd, n=67)).

B LA RS (=20% ) A48 R 40 Ml s e E IR 8 J& G . COVID-
19, M/MBRIRAMEE . BRVS LB R . A B ERAE . ST R [EH. &
JeMER R FIE = o 3RERAZAR RIS (=5%) 4% APk 40 Ak A iE « i /N sk
RE L G PE A . TR, RS AE IR E . 4B E . COVID-19RIIEYS .«
FEEAR RN (Z2%) WHEGPEN % FIPOE Y, R WO, Pk
AR D RERNIRYS o 7.6% 1 82 AN BRI K AAE A G, 30K AL R AR
AN RF R A2 < 1%, B4E ML/ NI AE - Sk BB s eSS . 62.9%

FHIW



¥ 5838 A RS TR BT & G SURREIR S BBk 252D, £ =3%I1 B
JHE 1 T R B B S R F A R MR AR R RE . ML LN AE |
JER e s ¢ AR PR T J
AN YA E S

KOG T HZ AR TIRYT 2 RN B B3 KA A RR B

RASEE SCh: T4 (Z110), #E I (=1/1008<1/10), il (=
1/1,0002 <1/100). FUL (=1/10,0005<1/1,000) A+ (<1/10,000),

R6: EREEZNBIIULTHRABITRES RIEE S BE PR R KRB
LEARRMNZEEHIEE

RGH/ETR AR R IS REE (%)
AR emgm | 34z
PR G e 43 3#
COVID-192¢ L 36 6
SR G fi 28 21 12
o SCRER® 12 1%
BRY RARGRITR [T, ; »
W it e G 4 3
LI 5 B PR 1 0
L2 P 2 i e 15 I <1 <1*
HH R 2 ek R 52 46
IR iR 36 21
MM ERGEE | e + 4 W, 28 11
SOy AN 13 7
IR E 2 g i 11 9
G RAIIR PR BR R L W 3 <1*
R g 9 2
BT 7 <1#
RSB FFRITR o ML BRERE I 6 2
A 1L i 6 <1*
Ji 7K 1 <1*
BHREM RAHR ENI T 16 2t
) R 42 AR T4 30 3
FRME RATR - :
DS W 7 0

100



R6: BIEABTZRNBEHETEEARTRNZREEFEEREPRIARKMN;
LR B RN ZEEHIESE
REBRENR YA kS RER (%)
BEAFR | raga | sz
s 7 <1#
kg 6 0
=K 3 2
DR EBIR 55 B L 3 1
MESHEERER | &%k G 7 3#
A e e 17 <1#
i)
E%%ﬁ,m&%@ I Y ) e e 11 1
fifi 7K it 15 I, <1 <1*
iR 36 5#
fEE AL 23 1
+43 5 I
Bl 15 <r
B R S5
W& 11 <1*
X 1t il 9 1#
iR ¢ 2 (P <1 <1#
BB FRRNE| P TR 13 1
" R # 1 5 <1
WU B B a2 31 2
o
SHINARMILES o > 1
W2 11 <1*
R 24 1#
S 20 3#
— 4
L BvegoR R tim| 2N 19 3
AL R B A1 JE K e 16 )
TSR e 6 0
—— L
FE K 5 <1#
iﬁ,ﬁg‘ FREF vt e B0 g !
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R6: EREEZNBIIRTHRABITRES RIEE SR BE PR R KRB
LEARRMNZEEHIEE

RA/ENR AR &M LIS RAER (%)

RSSO pmmm | 34

TeA FE

Forn—HARE .

T LR R R

AR A 5% SN AL FE I 90 1 5 1 5 IA TR 2 U B B AR S AR RS

T SR AL SN AL FE T 5 A 5 1K S5 IA TR % U BB S AR R RS

KA FEMMY 1010 FIMMY 3014 7F 2 1 18] & A2 COVID-19 K AT,  Fr PASE T3 5 T 5%
TR MR (N=372).

T BT HSZIAHEZIURY U N AR T IN1011 2 K i Bek

FEAH R Y. (IRR)

FEA IR T CBRZ09R T FIBREIRYT s N=1011) H, B IR A M (1,800
mg, B JEAEMPCNIRRI A LR NS.6%, H2HIEH G N0.2%, JasiEs)h
H0.9%. FE0.9%[H) B HH I ZEFI3JIRR . 1 (0.1%) 8 #H K AE4HIRR.

IRRIFARAEFGEAR FT B BLFEAPIRERER, s, uic, WG, i ik
VB S . BENG DL ROR A Mg . FERR. MRk, O, IR AN .
AR I R S LR SR SRR L R DRI R A R B A AR A
RN GRS VBN R A S P A 7 OB .

TS ERA [N (ISR)

FEAR MG R T (N=1011) o, AEA] S 53000 S R ¥ R AR 3 H6.3% . A

KAWL BAGISR o JESFEBALER I (51%) (FISRATA: S 557 20 B A 5 3 07 B

[ o o o ® I+

N

o

ch

TEH 20K T8 Z IR PU 2067 1 2 R M B RER A v, AR R T i R
(52.9%) ik 2 U RPIE K4 (50.0%) AR BGL R A AL A
T IR A B 2 I BB 1 7R 04 3 0 kAR e A R, (3 AN 11 7%
14.3%). KEHBGZ TN, ROSBUATT& L. BRYENT 78 &0 7o el
F3RERAG K o LERHPEXT BRI T, 1-4% 1) 5838 RS GL i £ 1 B3R 97« B &
G B bR TR G it 28 AU ILAE

TEH 21K T % JU R K B AR T I 2 R M i B J s vh, RS TRUR

inl

120




o 3REAGRY:

o HRVEMERMEZ KM EBEREEI: D-Vd: 33%, Vd: 24%; D-Rd:
28%, Rd: 23%; D-Pd: 28%.

o HICHiIZ RIEEHEEEEVI: D-VMP: 29%, VMP: 17%; D-
Rd: 32%, Rd: 23%.

o S (BUEME) K.

o HRVEMERTEZ K E RS S-S D-Vd: 1%, Vd: 2%; D-Rd:
2%, Rd: 1%; D-Pd:2%.

o B2 RIS R B E T A : D-VMP: 1%, VMP: 1%; D-Rd:
2%, Rd: 2%.

FERSZ A B RIS 16T 2 R E SR Bt G 7 U RS

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

o 5% (FULME) JEY:: D-Pd: 5%, Pd: 3%; D-VRd: 2%, VRd: 3%.
Y& it D=1AE ZICHRPl; RA=RIMPBENZ-HZEARAL : Pd=iA 5 B ic-Hh 28K A% . VMP=l &1
K-FEC-IRIERS s VRA=HIE Ve K-SRI L i -1 ZE K AR o
R RERIER R ARBREWEEK. BRI A

FERFFEAMY3001 PP 1 AR S SRR BRI IE AN ZEKES (D-VCd) Bk
EVRIT I 224 . R AR 1,800 mg/30,000 U 2 N4 24, 551 fH-288 4 —Ik,
SFOJH-F24 AR Ik, W25 TR —IR, HEEpRE. SR IA T
ZERE . BNE KRG AR R L 2FE 2 I . (R D-VCAIRITHIEE T, 74%H)
BERITIRREUBIL 6N H, 32% MR BT I 14F

e D-VCA T E R T H43% K A A R R . D-VCAAH 1 22/0 5% 1)
RAMTEEA RS ONBEGLERT 78 (9%) 0155 (8%) FIKIMLEE (5%). 11%
(¥ 5838 RSO RS . I 1] 8 R A BRI RS5O I B4

(4% FEHE (3%~ Lo Ji3Ess (3%) FIMUMAE (1%).

5% £ RIS KRBT R A S5 AR o S EF) L_E HRg K A S A S AN R
SNG4« WCIRE AL Oy I 538

36% 35S A T I R AN RS HR TR 24 (G SUNAEIRZA 2Bt 45 25D« 1
>3% 1 £ H R A I TR B TS 2 AN BSOS A0S PR GY (9% ) YL

% (6%)\ 013N (4%). J= (3%). WL (3%). FRIRIHME (3%) Fid

13



PRI ZH I GE (3%

B AN RRBE (220%) N ERPIRIEIERG . BGY5 . AMEZKI, [ER, =
SRR ZTTAS  TBata SRR, WP DR S FIRZ I

RTDEE T AMY3001 32 A G IS0 25 2 oK L PRI gt i A b 8K # (D-VCdD
TRIT B A AN R .
K7 FEAMY3001 FEZABBKEMEK. FBEBREMIERN (D-

VCd) TR R R SRR BE P REME—BTAREE>10%H.
H M Z R>5% A BB

D-VCd (N=193) VCd (N=188)
AR RN B RA (%) |3-4% (%) FFEEH (%) | 3-4% (%)
R
| R 3 Sk G 40 1# 21 1#
SRS it 78 15 10 9 5
B
55 36 o# 30
{50k 34 2# 29
HRMERAHIR
YbJE A A | 31 3# 20 24
PR RS B KRR
I PR e 26 4 20 4#
1% I d 20 1# 11 0
SR E B R G A SRR
I 12 24 6
KA 10 0
WL 2E 10 1# 5
D EFIR
LA | 11 | 4 | 5 | 2
A B MR KR AL & R DL
S B o [ o] 0 I
#URAE T 30R KRN 6

o FRPIE R AR A . SR A MR L PPISOE S R B PP G EIRE S
YL, B, SREERYL. B, mkikR . RER. LIPIRIE R, P g R
YR 2 P b R J L

O YLD 98 CLFE T IR SRR Gy BRYSPEIT 5E o W\ il 58 A0 28 BR 1R PN 2

© IR ] St 0, i T W ) XA RT3 250 i P PR R i

o I, A R T R 9K

CDMEREAIEEIN. FEL = B O, O g, O ZE MO O
WEFNED . AN . = EPEIANA S . SO R E . EHEIANLYE . FrE L, =
P E

ORI s B AT 8 38 B A 1) -5 0 T 2 G BRI S A SR AR 3

H141



FEARZA G SR . AR A ZE KR (D-VCD) B&

RE RPN T IR AR RAS RS AL 375 -
o RKKBETHRIER: KB, JRFFEIE

o BRMARGHIN: BILFH

I B

o EHSWHIRRGEAIA MR BN TR

o MERIR: O EE. LERE

o MBMEEFRLM: mIMUBE. M5 Bk
o RRYE: ER. WL WUE. JRESIEGE.

o IMESWHMEERER: milk

HAT IR E

mﬂ

o BMIAEHREHHAITIN: MENLAE B OR

o BBMARGHM: Bk
o FHRRG. M RRREIR: ik

LD AFEHRETN%KEE, HAF LI E. O 158 TR 3

DIETIREA L. FRIIBEAE. FAKMMALEIhREA A,

* 8 R T AMY3001 A2 A AT B oK . IABEEE AN ZEKHA (D-

VCAd) JGT7 R L0 SR AT

£8: AMY3001 FESZAFEBETBFEK. HBEBERERLZEXRM (D-
VCd) RITHEFE IR E RN TFEEBILK A F LR ERERYE

D-vCd vCd
B 4 3-4 2% B 2 3-4 4%
T ERERYE (%) (%) (%) (%)
Tk 2 4 i 9 > 81 54 71 46
IR < % 66 6 70 6
H 4 s> 60 7 46 4
IR 46 3 40 4
HR PR i R 30 6 18 4

o BER T BAT RRITSE G A A A LR AL 2 5 e 00 = AR B E A B & 1%, D-VCAZ4IN=188,

VCd4HN=186.

EARY




DIER R R B

FEFERA MRS VCA(D-VCD) B 1, 72% ) B FL L O IE 52 R, Mayo
OIES A T (3%) T (46%) AT (51%) o 16%0) 83 KA ™
IR (8% i A Mayo /OoJIE T IR0 1T 3, 28% 4 III ¥ . AE>2%HEE dk
A BT O IR SO ST (8%)  DIEIRIE (4%) FLLEARSE (4%) .
10%#%EZ A k& VCd (D-VCd) KR (5% & 79 Mayo (0JIF T 3140 11 1],
19% 49 T D RAEBGEHECEZG . D-VCd At 1 1] 58 KR AERSBUE o lE
PR B O IEERIE (4%) « HE (3%) AL I3 (3%) .

W5 AMY3001 H 2 AMESTALIREARFET: (D-VCd 14% vs. VCd 15%) %

e T RO ME R BE R e B AR O D IR B 88, A2 BE VI TR 11.4 S H
SR R

SIrA RIS AR, AR ST B S SR . UM R e DU v R
T R AR R Ak, RIS B BT AR CRUAR T ANGTA) BHIER
A EEAT Re a2 AL R R BRI, EFE: T REARITARER . REARUER
BFRR . & 2 AR . 58T BRI, B T ORI S ik KRR S
FARHIF 72 B AR A B 20 ST i A T R B PR R AE R T
TR R AR S

FERSZ AR i 20T B A IR T 10 B v, A2 IR YT SR TA) IR PTIA 7 2 0 3t
PR L <1%, 8 19 B 1 FP ORI BT A ke I 45 SR 52 B 1

FEFR A 20T BB 58T B 2 MR RER (B 4Ema SMMD MR &
PR RE T S A AR B, YR T WIE H BLPT fHUPH20 HUiRIIRAE RN 8.6%
(136/1576) , 1 i &5 i R ANpAAA I 25 5 2 PR o %A R ILHT rtHuPH20 Hifd
SONRIE TR 2 JU BRI B8R o AN A i ST RNE T R e AR P E 2 U A
BT tHuPH20 $UA I R AR G
RS

LR SRS AMRA S R E T R AR RO BT IX e R Rk H E K
Ve, ANBEECEAHE, Ik, JFAS R R nT S il 5 R 2R R sl A
52 i B TR RO AR

FRERG: BRI

R FHIF R
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[(£51]
XA 2 JCEPT BN 35 P Jo P il ) 71 P (100 A A 8 A 7 A0S I S ) 2

[FEFE]
1. EBESUR AN 2 R N

1 FH A i T i 4 R AR A R DG A B M IO (A5 R e e A i 1 S ) AT
TS ER A JR T S
BRI

1E 1204 452 A SR 25 167 BB B TR T I B AR & I e A N,
8.0% M) HIL T 4h ZiAH R A B M IROSE (2 2: 3.4%, 3 : 0.7%, 4 P: 0.1%) &
EIRTES G, fEERE PAAMKE SR RAERN 8.1%, 5 KiEsE &%
RN 0.4%, ZJEENRITIRERN 1.1%. BRMNEERFAE A 3.2 /N
GGEFE: 9 7080 3.5 KD o 7£ 96 Bl B FH K ALK 170 #2245 25H 4 S 1A R OV
i, 147 (86%) RATEARMBLIAR . 1%EHERE T H MR R4 5
PESN o

HE RN EFESCE R B PP, S OB AR A R
N CEFERKS ST ST A S E A AT E IR o« A4 B R B
() AR AAAE AR PTG OB IR NGRS, dndb i, P, WG . I i
RANBENY, DSORGB R FENR. RIEL O, AR AR .

TS s F B G -H ZARFEBUR 0 CBRR S My RN e B . W 2
AT HIGA 2 O A G I OBE, U HRAE B A EE ZIRE S G TR0 BUR
RIEfE R A A (4 80 WZZRARIRBL, R R 25 K AL ARG iGRIT . R4
ST R L, HRAEAR A G T R R E A A 2, DR S/ e
B GE SUHE 2 a5 R R AED 4 2R A 5 M S R AR XU o n 5t SRR SRR IR
R S, T BT IR, 254 TR B AR IR . L O
BHED) .
Y

FEAZE 2T NBE, T1%H 8 EH AT AL RN, AFE 0.9% )
KA 2 PR BHE I (>1%) HIESHBALR R E SR LLBE . X 28 53
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FIAEFFURSS T AR 5 J5 B R AR AL R 5 0k GGER: 0 p8hE 6.5 X) « M
T 75 L IR 0 B N I R VR YT
2. FERERER AR OESME

RS A AT B K . R IE R R b ZE KA (D-VCd) Y JE R 1 32 Y
VERMFEAS 38 PR AE T M E BB O IEA R RS (W IARRRELD . 16%[1 &
B RAEEEODIEGR, 10%0 EE RAESBIEM LIRS . £ EANYHA AL S
Mayo IIIA H5<7 F) &6 2 v AT e A7 76 5 i 0 AU o RAE A NYHA HIBEIV 2%
T3 ) B T BEAT R

SO SR IR R I AR B U R A A R, N S M N DA 1 R
WIREAR D IEA RS, FEE 4 T SCRHEIRTT .

R N6 o ) N b nel AN R

% it T RE 2 3G IR T 58 R FCA 24 5 R A v R A el 2 R AN /N A
DIRER R AR (W IARRED.

MRAEIE G 77 5 b HAh 24594 7= 7 (1 b 77 45 S5, ZE 67 S 1R) 5 37 M 4 if 240
T X MR GE D E R, N LR 5 H R A AIE o T R T B AE IR A
ey, DAER AR SR E (L TAERED. A MIBTT AR
B, WL T RN B R RE R RAE B A s AR, X R R AR AR
BOSTER . AR DR/ AS i) . T pE A I A A R A SRR T
4. WREE-REILEM

WRAE LYV E FILEL, XS0 FH 2GR, 2R 5 mT e 20 SO IGHR 3 « A AT R
IR )L G P2 200 L o A B PRE ARG o 2 ) 2 0 o SRR i ) L B PRV £E XU o 3
WA AE B B8 70 e A S IR TT BRI AR IR 45 245 5 34 H A SR A 28R 2 i
5. XHEEHBREAKN (ABCoombsiRY) KT

ATHEZ RS9 (RBC) RIMMK/KFRILNICDI8LE &, FIRE S E A%
Coombsia 4 J 2 BT . 128 B 2 JL BT 3 B () Coombs 156 B 1A 45 HL v e £
LT ZICBIURRG 256 H WRRBHAFAE . 18T Z IR ST SRBCHISE & 7] BERY
M 58 ML P RSB R FBU AR I Z5 SR, (AN SN SR Y ABOFIRhfiL RS €

FETFURIA T 2 JC BB UIR YT AT, R E £ 2 R R AT 017108 o MR 24 Hh S
FETFURIA T 2 JU BRI YT A, W LA R M , 20 A P (K] 73 B AN 52305 78 %
JUERBTRIE M, AT AR AT .
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FETT R4 M (R 5L R, 38 a0y I R X — (R B b Bk 2R IR 10 IR R
(L O EAER D . W0 7B R S, AR5 S it s =4 i (1 LA
WOR TSR, #nE ABO/RhD4E [A] 74 ol A0 25 (R 2140 i

IR TR B0 BT 0 AR R LA ) R BEEE (DTT) 4bBE iR FIRBC AR
AHGEEZINRPALE S, B KRB TR /7% . Kellll B! 524t
XTDTTACE U, PRI FH 2 DTTAC B 1 20 4 M HEBR Bl %8 € R R piiA S, M
PeHEK el P B frdaniin . Bt n] DA% RE AT 3 2 oy Al B R 7 2R
6. XHPflimEZEN TR

KT Z IO — R NIV IgGre B Te FE DA, i PR _E 1 I A R MR I
MG & E HVk (SPE) FIA [ & Lk (IFED il & a] DL 2134 75 2 5
ot (L IEHEEERD. X TAeGME A EEHEEE NS, X—Fnr
SR T8 2 B ff RN s 12 e 1R 1 5E

TERFLEI AR WP AR o B B P, R ESEAAAEIA T Z NPT, Bk
FER G IR AR SRy S VEIFEIRES (a0, AT Z R RITTIRBRRAD X4
AR S TP A IR EMER (1, DR ST 2 RIS e S
7. ZRFRFEF (HBV) BHEGE

FERERZ A IR T R it 1T OB R0 5 B0, b s B
Tifl. NAERTE BE TR A YT AT THB VG A .

XFTHBV LTS Al 45 2R 2 B Ve ) B, RAE AR Whia oy S TR] BL TR T 45
WG 2064 H N HEIHBV FHE0E (1 RN S 56 2 Fiabr . AR H AT i Il R4 f iR
J7 2R . ARG IRIRAE, 5 R L K

FERE 2 AR SR IT IR K AEHBY O I B v, BHE AR YT IR 48 T AH M
JRIT o X THBVFHSIE TR B8 /45l B, N S5 HBVIARYT Lol AR i) B A i

Wt W EF A MIRTT .

8. WAINE
PRS-V LA XU o B AE G PRI AN LT3 5 28 4 P s R s W % 2 4
HET.

9. {AHE (>120kg)
X FARE > 120 kg B A AR WA R TRESFH K L UHERE] M
[GRRZAED.
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A E A LA (B420). FHABEVERBEAIN S (HFD B AN A

AR ST 1 mmol (23 mg), HIFEA F “ARE4H7.
11. B
7 [HERR]Y RIREMZG N4, RS S HA2G i —i .
12. B BAIBRIENLES 68 I KR M
A 2 RN ML 3 4 4 B8 0 s sl g e ] A AN SR, A FTA
HZIEPEE G IE S, B e EVLES I NZ % X — .
HEANE T ILEA D ERIAL.
[ 59 K 3L EAE 24 )
B WS L 2

B e A A AT AR LA S LA 7 U534 ) PSR RO

o E
% o

v JC A8 T 2 JC B P AR YT 26 RS (1) N SR B s e - TG T i
PUAEAE YR IR IE T Aa A L, SO S A G, BRAE IR BRI
R AR A AR ) AR LR RS o T 2R BB AR A AR St YA TR) P 2, 275 R i
J L T PR A RS
i

v AN A TP 75 il A\ KBS FL T o W o M BRI S PP A R
FJUERGIN BRI LR

BHAIgGH] 7 B NFLA, E i T HAE B piE T g R B, B A 2
REFENBEJUAETE ) L2 ) LE ARG A
B Z TR A ) L2 L RE I i AN B o AR AU B LR TR X 28 LAY
i URIRTT R BRI 3R et e, AR OE 1T IR PLERE I E A B IR T .

B
W JCAHHE T LA I8 T 2 U SO BV sl AE B ) i e (L 253D

[JLEMZ]
AR A iR )T 185 UL T JLE R L &R T 3K

B7S
4
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[ZERZ]

FE101 VI SZAEF 71 A iR TT 10 2 RVE B BERT B, 34.1%00) S AR ke
1E65% £75% (AE) ZIE), 13.0%HEFFR=T75% . RUEBE T FR KT
BUBAAEZE S . BHEFPEAR RN K ERS THEREE. E5R/MER
Y2 R E B EE T (n=526), EEZHEEE (=65%) HRAEFRTH EIIERFE I
[ 7% B AN (R SR B IR G P il 5 o TEANIE A 1 1T 40 RS AL (R 3T 12 I 1) 22 11 i
FEHE (n=67) 1, ELFERE (=75%) PRARE G LI HEAR K
I ARG 98« A WECTIURE AL/ R E o FE3E & FAR T4l AR A I B 12
Wi 2 RVEE SR RS (n=35D) o, TERBHEEE (=65%) hRAFRTE &K
H LT EAN RN A SR G %

FEH W R R R B A e AR B (n=193) W1, EEZFEERH (=65%)
Hh A 26 B e R e LI T AN R R A A 4%

(4 EAER ]

WA TEAT 250 A LA TR 9T

YEAIGI B FE BT, B HRMAT B A -3 A AR I F AR it 1) TS B
o BRI TRT 25 AR UG I AR A AN 22 52 M AR it B35 B o BT X CD38 MR AL R s
(IR Ay, TEAS S A 2 B 2 AR -

XIS T % U AP ER R T 70 LS OR AR B TS B L VORI B L B
Pk B0 WBH. RAEMK. FRBERE A ZERAA VPR B, AT 2
FLT IR /NGy 24 i 2 TN AR BT I R R U 2R AR
X FE R A (A3 Coombsifie) (T4

A TE I AT AGE A RBC L HICD3SFE T A A A, 354 1A 57 A A
ACNECAY (W, [ERFHD. X85 ZICRE TP 7 2648 B i 25 b i
(DTT) A BAFIRBCHKIE BRiA T % IS b 454 0] [R] 4 Coombs ik 4 ) T8, B
KB A 223 2 B0 UE (57 Kelllil Y RGN DTTAE B AU, [HIL/E i HZ
DTTAEHE I 2120 M HE BR B o8 R R GUARJS IR ALK el 14 e o3 B0t ]
DA% AT RA T B R (0L EEEHD.

T ML 7 P ORI G 2 [ A

FH T B s F e B A BR AR ) (MR D & SR sk (SPED Ml

[ & Kk (IFED A, w] DA B)IA 5 ZJC 3. X TA7 IgGe Al i 8 2 1 1Y
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B, XAl e T BSPEMIFEBIR £ R AR FH I, M Mo S w4 = b w8 L AF 4
(IMWG) FritExt e MR PEE L ERFEHD.

[(ZYidE]
AERANAAE
s PRI 5T A 1 A HH 0 2455 B 5 L

KR ZJC R B TR R . AR IR, N I R AR AT A
RS BARAEBAEAR,  FH 7 RITT 4R 2 BRREVR YT o
[l pRZ5E ]

1EFHLH)

BT ZICR PR FilgG I NIRAL B TE LA, RT 5 25 ol L v R e 240
CRLAE 22 RV B R A i 5 1k A B AR e A A2 ) e R S A D DA S LAt A =
TUFIH R RIAMICDI8E A4 & . CD3’E A AA ZHMINAE, Bk 3
Rib s A5 55 3 DU B e s .

RN T SE R, I8 TE 2 U S 2208 CD38 14 fit I8 40 A 114 A LA 3 AL
R o RAEARSMIT AR EE IR, A8 ZIC BB AT REdE T 2 Fh RS K 7 Dhdg, 3l
AN TR A AR T o IXSER TSR, T8 T G B P AT DU R MA AR
HEFFEAH (CDC) HURRBIE A A T 4 EEE A (ADCC) BL K LA
VEGHIAEWELE R (ADCP), 53 RAECD38 1 g 1 R 4 S vA i . I8 %
Je BAURT ek BEVE I I 4T (CD38*MDSC) AT TN (CD38 Tregs) B
Ml (CD38 Tregs) o MRHE K AEBN BURIEGE K HIAIE, CAIT4HHE (CD3*. CD4" LA
M CD8") W4FRIACD38, A fifyr o, (LA 4 AN 4 H M5 FCD4 MCD8*
TYH AT HH LA R ik EL A0 A o LG 2 30 . TAH A 52 ARDN AN 7 45 SFLAiE 5K,
SARMIAIT G, TR SEREVER I, 228 G 15 1 B AT AR SR I R YT 3L

(EtRSh, KT B HLAE A S AR T SN T b, AR B
AT CDISHLIAE, SR NEA Y, FRMOK R kTS T
AR s 1 2 7 1 W R 0 2 S LB T 2 B
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A

HARAG (NKD 4 AN T 40 it-2
CLHINK Ml R I8 =K IICD38, I H A48 5 %2 BIA T ZIU P/ 5 40 f i
fE e s . A &IGIT 5, W8 F] A R A o A RE S NK A
(CD16'CD56") FIIHLNK4IAE (CD16"CDS564™) fly s xe i+ $0f i 4 Ly b . (2
&, NKAHHEZ KT 51l RIT 280 AR B Al et

Sl
152 B BB B RO eI — IR 23R T T AR, LRASE 1 AR il LB 11771

HEFET B 1,800 mgh 2 (R —IRG 258, FWH—IRGZ16/H, WEtH—
PO Ja 5 DR R 25 24 75 SR F k4G T8 B 204116 me/kgfo 18 B 2 L AP i 2 57
&, GRER, KK TELERPNAEBEL K Croen CGE3JEIAZE1IRSG Y
A “FEMELSDN593+306 pg/mL, A %0 HUER kS 24585224226 ng/mL,
JUREIE EEN107.93% (90% CI: 95.74-121.67), FILH AL M.

FE [ 22 B R S R T R — IR 253 ST B 7o b (BIFFE MMY 1010)
HEFEF R 1,800 mg [ R4 2 JRIA T Z Bt 2 Ash 1) Rl 5 B NFEEEAR
—H, RE RGP —IRG AN IA T ZICRPURR B, BN 2 4
—IRG VL SRR 4 A —IRG ARG, X Z IR E R RIS T . &
R MR B2 B R R — IR &5 24 J5 58 4 R (RIEE 3 JAIISE 4 XD, B

(SD) N 1036 (437) pg/mL, REIRGZEWERE (RIZE 1 FIHIZE 4 RO 6.5
5. BIREYIME (SD) IWEIRAZ5)5 1) 131 (63.6) pg/mL CHIZE 1 E AL 8 K,
RO WG B IR 25 TT RES N (RIEE 8 IREAZ4J5) 1Y) 829 (326) pg/mL

CHPEE 3 JEIASE 1 R, A2 « 5T FE PK ZHO TN TR 8K Crrough
P{E (SD) N 826 (335) pg/mL. HIX% )G, & ZICHEHIH Crnax 1 AUC7days
PIE (SD) 43918 163 (57.4) pug/mL F1 21354 (8648) h*ug/mL. 1K 25 1)
L Tonax 4 70.78 /NF, TTAMAE Tinax BT A 46.05 2 173.87 /N . E &S
HIA T ZICHRPUIR K Crrougn B 51 T2 BREAENBE,  CRALEL[YE L] 729.0 [248.9-
1238] pg/mL vs. 563.1 [6.790-1391] pg/mL) , {HIGHES, S4B AR
KW EE CPAER[TEE]: 720.6 [310.5-1191] pg/mL) AH1EL.

FEAER NFFH 2457 BT IR 77 61,800 mg AR i J5 , AN R4 25 BRIk
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B —IRE Y CESIREEZ)), WEIRIE (Cmax) HINZE4.81%, BREFER (AUCo7x)
HEhN 25 4108 . B2V YT AR GIRTT IR, AR i f e A v R P8R AR AE R — I
YU T REE I

L2 R EEER EE T, B RHI71,800 mgA S & VAT & — kb 268
JE B A TR BE 51,800 mg AR HL 2GR T 4 2 Je ML

FEIE G ASCT RIS W 2 R 1B R B v, 1A Z GRS e 7oK
SR F0 JE e AN ZEKAN B A VAT R (MMY3014) AT Z iR G E 58
ZIIRYT AL, FEHEFEI 1,800 mg ¢ FiESHAMRE 255, # K Crougn CE3JAIHET 1R
R BME ESDA526+£209 pg/mL (BEJE—IR, FFE8E, MW H—Ik, Rigk
168, WEEEH U0,

Z RN W 2 7RIS TR 2 UL 5 I D T G A ZE KA B S IR IT AT
(BFFEMMY3013) HRIE TR % U i B g & 5 E 2 B 20907 I & e AL, £
HEFZ 1800 mg A i ¢ T4 245 (RRA — Ik, #7880, R —IR, FrEi16/,
WEEEH —), R Curouwgn CHEIFIIASE 1R AT ¥I{E+SDAS537+277 pg/mL.

FE R R B T e i A AR B8 PO R I — UK 5 1R T BT FEAMY 3001 H, A
it AR T R HES R 1,800 mgZa 2 (B — R4 2588, B — k45216
i, WERH ) JG, BeRKCroun CHIEMAZEIRLZHT) FH4{E +SDRNS59T+
232 pg/mL.

MR

TE2 KRB BER A T, DRI R 1,800 mgfh 25, A 5 4t A R A
JE969%, WWCHE R Y0.012 b, IR B FII (A 970 h-72 h (Tmax)» EJRK
PR EERI R REAR B b, DAHERE TR 1,800 mgZh 251, R Ak HAaxHE PRI I,
WIS R HON0.77T R (8.31% CV), ik FIIEIR FE I 1] 3K .

il

B ICRGURLGIETTI, AREEAAG T, PORERISNE = (V2D K75y
ABBUNIN5.25 L (36.9%CV) FI3.78 L, 1K TH %It FHUIL G I 5 B i R Hh 26K
FRVETT 2 BB R AR B, AR ARG TH AP 3 0 A ARV LRTV2 9353436 L
(28.0%CV) 12.80 Lo 7£JF A MR EERMUE R FEAR B oh, AR, T
A EIIR MDA BEPBNI08L (3.1% CV)o XRIIEE Z I BHTEZ A T i
EARY, EMEINMEATH AR
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AR RN [

KT 2 U AP R B AN (R R 254030 1%, RICFAT R ME AR L
CRIEFIRD JHFR, SEEAN SHRIVEHE—8. E2 RIEE SR EE T, 52
KT Z PR IR TR, T B PROBE R A 1 ) 7 45 7 R 3R M 4.96 mL/h
(58.7%CV); #EZIA T ZICHEHT 5N 5 A ZE KA B G 45 20, A TF %0
FAPUEE T HHAPKAE A A T (1 T35 Fr % N4.32 mL/h (43.5%CV). 7E 5 R R 5
RyE AR B, N EMRMIERFA210mL/K (41%CV). EZK
VB BER R, He IR R U AU IR T IR T 2 U U AT D P
FNHEZEKARVA ST I, BE TR A 2R MR T B AR OC 10~ 3 30 LA~ 35 099 790 920,47
(22.4%CV) M119.7°K (15.3%CV), FEJR R IERFERTE A2 S v, R,
5 AL BRAE R S I U~ 2ME 275K (74.0% CV). {EBRZGIRTT K
BIRITHTRT, MBS R (B IREGH8H, 2 —k&G%160, hEH
AR —U0 DIER R (1,800 mg) 4524, B4 —RGHE 45 HIBBIRES.
St AR b B2 VR T RGBT 2 R VE B BRI ST, TR BERPK AT, T
(FIPK 5 8 7 el 25 W9, EHESZAS N B ISR 25 VR 97 AR &R 7 I & o,
T U 2 R AR
®9: ZRUEFROEBEEZAMBETH (1,800 mg) BUAHEZIUEGIH K
#FH (16 mg/kg) BAGRITEREAEZILERBRER

PKS % S RAH ETAAREZINE | FRAAEFEZILE
Hi Hi
RER EEE RS
(BE5FI95E 43-hL (BE5FI95E 43hr
0 0
FIFM, HkEHE 123 (36;220) 112 (43;168)
— IR Y
Curough (pg/mL) SO, KWAE 563 (177;1063) 472 (144; 809)
—IREE (B3
1R Crrough)
EIRM, HRERE 132 (54;228) 256 (173;327)
—IREY
Cmax  (pg/mL)
SR, RIREERE 592 (234;1114) 688 (369; 1061)
—IREY

25T



AUCo.7% (pg/mLeX)

BRI, BEE 720 (293; 1274) 1187 (773;1619)
—IREY
FE2RFW, RIREE 4017 (1515;7564) 4019 (1740; 6370)
—IREY

526118 52 A fy BN SIS VRABR &
OSSP

¥ T30 PK % %

HIT RS S AR 2 KR

e

R10: EEBENS KEEHEEERIAME THIF (1,800 mg) 5 VRd
BREWTENEEZLENRER

PK %

LY

B TFRHIEHEZILED
LB (58 5 1 95 B4-ArE0

Ctrough ( },lg/l’nL)

1A, BRIk

113 (66; 171)

%2 AL, RIREEE RG2S
kk 3 }%EH% 1 3% Ctrough)

651 (413;915)

Cmax (pg/mL)

551 ML E R Ik

\

117 (67; 179)

678 (431; 958)

AUCo7% (pg/mLeR)

mYy
2 A, R IRE
%IH,EH, BB IR G

L%*‘a

643 (322; 1027)

52 AW, RkEEH-—IREG 2

4637 (2941; 6522)

i P A IR S i 7 SR R VE iR B RV AR AR BB I B, 3E4T T HERPR A
Hrp s 116 B K, FAATIR AN S 5ove MR 11 . fEHERZ 77 E 1,800 mg

Ny R ERBE R TR A S T A

B, BRI FRVEE A

Z ST LS 1 T 2 R VE - i

£11: FREREICHETEEEZAR (1,800 mg) LS4 FIAFEZINE
NRBRE
PKZ¥ SZ R BN A2 E RN

AL (EESR9SE A B0

Ctrough ( ug/mL)

138 (86;195)

BRI, HIREEA IR
A

2R, RIREEH— k4
(%3% gﬂ% 1 %Ctrough)

3#

662 (315;1037)

R, 'R —IREY 151 (88;226)
Cmax (ug/mL)

2R, RIREE—IRG 2 729 (390; 1105)

FIEM, "R —IREGY 908 (482;1365)
AUCo7x (ng/mLek)

2R, RIERH—IREY 4855 (2562;7522)
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Rk N\

HEFIE R

AR 232 B 20T B PR AR YT I B (3352928 IHEIAPK AT #T,
TR RIA TR Z IR PUIPKIE AR Goit % s U semd . B o TR e AT
HALIRTT -

VeI 2 R A B BEJR 8 PK S HCE BAA Gk # R UM sem, (Exf R
B RNEM PR B R A Gk S E SR . ISR B Lo W 2 e e s T 55
M, HUCHRBEEREFARGIKE L. BT TR T AMARIE YT
B3

W AR LE B A T R PR AR ) IR S A . ARAE OB I B ThRE R, ez
AR b LATIRTT B PR A IR TT 1 22 Ve R B R M SR B R e R A SR
BEAT T BEARPK AT o AW 5% 51 B 43 5 52 388 AV ThRk IE & 52 8 1A TR %t
P12 e R AP E A e R = LI 22 5
Vg

AR AE 0 3 (3 O AR I IE A

TEFSZ R i B 2R YT BUE PRI G YR YT 1R 22 B B e AR J5 0 e 2 A 2 e oy
FEAR SB35 g AT T RFIAPK M o AU 58 31 B2 JHF 401 35 32 10 A T g O 8 324
B HIA T ZICR R B B AAE A IR 2 R X AR, o R A T4
EREHCEE D, R E = L.
N

MR SZ A i B2 Y0 T B A VR T I B3 DRI PR M AT, SRR )
I T % U 2 R E AR AL
1

FITA H232 2 5 B2 T #1750 ] 52 77110 1,800 mg A2 VAT F4A B IV 2L 50T ik 3 7 40
Fro FEZRVEEHEEHE T, METIAEZICRhE kG244, IR ETA (<65
kg) P8 Chougn CE3FEIAZETIR) H60%, AfAE A4 (>85kg) {K12%. {EAREH
>120 kgt —L8 iR E T, WS B BREEEL, XTRESEUTRCT M. (HiX—W%
SRR T HEA RN G TEEEESRERHT (<65kg F>65kg), &
i1 1800 mg2h 2415 Btk 45 24 )5 1) Curougn i LU HREE 35 5 A1 o B R 2 — 2

FER RN BT Ve My R AR B oy, A L5 31 AS [ B 1] ) Crrougn f77EH 2
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X STt
AL HEE
RUSCEESZ N 23 VR A I RE DA B IR T AR 5% 10 22 DR A A S el A5 2
{777 37% 59
£ R E R
BLGIETT - BRI/ TG HEZRE G R

IR FAMMY3012

HFFIMMY3012/2 — Tt . BEbL. TOWAES N 7, e R =
/D ZRIRYT CRLFE S R A TR S R T 0D B A R AR ) (PD A4
L7 (IMID ) XU 24 1R 52 R PR B 6 22 O P i Rl S v LR T IR TR 2L
U TSR 2 (1,800 mg) HiATE ZICHHIAFIkE 25 (16 mg/kg) HIAH LM
M. WNBITH G 2T RN SEI2EAE R — Ik, SE3-6FR2 A — X,
A=k, 28 RA— . BT RS A LA AT 52 1 A PR B

STTS22100 BB B BEAL: 263151173 il = IA T 2 JC P T, 2591414 Bd

%I RBUER KL . BANETT AL IR N DTG0 S R R R A AR AL

BRSO GER: 33%-92%), 55% N5, 78%ANAN. BEKH
PIARE T3 kg (JEH: 29 kg-138 kg)o B BRAIEZ IR AIIGITREC N4, Bt
51%H) 8 B2 0T B ARSI (ASCT), 100% ) &3 BEAE #2532 14 Pl
FIMIDIX P24, K 2 A0 % BEAE 4 B M7 VAT 245, AFEPIFIIMID (49% ).

BT TIE B T IMWGERARHE SRR (ORR) (F12) MEE3EIIH1
RELHT R Corougn (I DRGIRZGED AP R 32 228 p

£ 12: B MMY3012 fF)eass R

BEZILBGL AT
(N=263)

REZIBYIERKEA T
(N=259)

EREAR

SRR (sCRHCR+VGPR+PR), n (%) @

95% CI (%)

108 (41.1%)
(35.1%, 47.3%)

96 (37.1%)
(31.2%, 43.3%)

AN R (95% CI) °

1.11

(0.89,1.37)

CREUH I (IZEME, n (%)

5 (1.9%)

7 (2.7%)

ARF AP HIER > S fif (VGPR)

45 (17.1%)

37 (14.3%)

28T




£ 12: B MMY3012 FI-4ss 1

BEZLEIETRY | XBZNEHBREY

(N=263) (N=259)

gz (PR 58 (22.1%) 52 (20.1%)
WELE R

AR E, n (%) © 33 (12.7%) 89 (34.5%)
ToiE A, A
gL (95% CD 5.59 (4.67,7.56) 6.08 (4.67,8.31)
KB (95% CD 0.99 (0.78,1.26)

@ BT REIFTEIT ANEE.
b JEF AR % ¥ Farrington-Manning 4 56 1 p{E << 0.0001 .
o F:F2e4t ABE. Cochran-Mantel-Haenszel = J5 856 (I P{E <<0.0001 .

ALRET529.34 FJ I, SR E 2 JC B R R ZH B A2OS 928.2 H (95%CT:
22.8,NE), AT ZIJUBRGURHIKE 25 P A20SH25.6 1 F (95%CI: 22.1, NED.

GAVERIM 2 V45 R CRFR R R ) 5ik T %Ry N7 AE &
T LI 770 0 0 22 A ERRAE — B8

BMRCTSQ (WG EESAITHEEN EFHME LR NE) MERERH, 5
BERZ IR T R PUER Ik 25 W B A L, 25208 T 2 0B PU R 30 0 s A
TR . SR, RO AR LE S
BEHZ 8T ER M T IE

LRI R FAMMY3013

FAMMY30132& — AL FFcrE. PR R 2 O IR 7L, 7R
Bt BRI ISR EE A —Fh E AR AIIHIFD R R SRS
R BEIR A P LR L (1800mg) KA A BEIG A ZE KA (DPAD) 515
TR A IR BRYT (Pd). ARG (FERFA28 KA EE A 45 24 A 0 o i 58
121 REH—Wamg iR HHiZE K 40mg/ (54 >75%, W& N20mg/fE),
B KIEIT IS, 8, 15, 22K L. EARMALH UK, WA T
20 mgH FEKIMERTATT 2, RIRMOES RIS 4. T b gEk
FAFIR 5, 20mgii 2 AE AR i B R IR Ta 7 A 2. AR A = i S it
[y b 777 5 JEL VR I G B8 Jh R E KA (7). PRAELIRYR YT IR Btk e, B
B A2 .
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i1 30445) g B2 T REML /20 : DPAZH 15141, PAH1536. fEARWIAIT TR
SR Bl S A 3 B R AIE () R AN AT FE o ARV B A5, HERR
BEAE 6T W R A>3 0 B 5 1 B 3 o AR i 2 5 50 R A 2 TR (R R 2 N 1 v 2
TRRHEAR L. S R AR 678 (G 35-90%), 18%MIEHE>T5%, 53%
NBHEEE . 45%MEH A 1SS 1, 22%MEH N 1SS M. BEAEZd M+
REVRIT 2L, P A S S H 52 A0, £ — bl B T A1 st 70 R A T R e ) R A ¥
T, S6%M B E 2L TAMRBIE (ASCT). 96%H) B3 BEE B2 i & 1 KA
JTo RIS EHE (80%) HKIBLEERLIM 24, 48% B4 %R LIBGARINIHIFINZ, 42%
RO G B T RN BRI A 2. 1% B BRI 1 R yT s B
A B LD RIBPENET 28], 32.4% ) 5 SRR B REAPLIA R 24« BT [l bR i
B LAEH (IMWG) trd, RIETCHEEAEAY (PFS) TEIIT R

FAZBETS 16.9 AR, BFFEMMY3013HPESHE /0 #r R, DPA4LHPFS
BPdH B A Giit = UK GE : DPAA A PFSy12.440 H , PAA A PFS 6.9
H (HR=0.63; 95%CI: 0.47,0.85; p=0.0018), W32 DPdIGTT 1) B K A 7w i
JE AT (1 XU B AIK 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%

TERAIBET39.6 H J5, 34T T 85N IOSTHRIBE VT 70T« TEOS A N57%
i, D-PAZH 4208 834.41 H , PA41823.74 H (HR[95%CI]: 0.82[0.61,1.11])-

B REMMY 3013 1 HAth 7 204 W R %13,

Rl



£ 13: B MMY3013 By7Riss & »

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%)
SEAZH (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 BAHZE <, 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 BPT-1 D B G- ZE KA s Pd=i11 5 B - M 2E KA ;. MRD=/00/ N B 95 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 AHEFISE 102

d P {E>kH Fisher AL

TEZ R, D-PAARPAL B MR Ay 1N H B 0.9-9.141 H ), PdA
NLOMNH GEl: 0.9-17.310H). D-PAAAIEEIf A E MRS R U 15
349+ ), PAALNISONH (JEH: 1+224.81 ).

LRI RBF FEMM Y3014

W FAMMY301472& —II#E70 % & LT & A ASCTRIHT 2 W i 2 % 1 o e R A6
FHFCME . BENL. FHPEXTRE . TOWOT T, LA E B T HIF (1,800 mg) Bk
BRI K RIE A ZEKAS (D-VRA) #4715 SRUIRENATY, B {3 A
DR SR TS BE e AT 4RI T B B AR . SRS FE A ZE KA (VR HEAT I
SAIRENETT B A SRR B e AT 4EHRER YT, B A D SR B R B A
FIHESZ I R YT AT AUV B U R R S B . (A 24 T ZE KRR 40 mg/ K
REZ AR BEEZAN R FHIF (1,800 mg) N4, H1-2f8 & H—
BT 8y 15A122K), Bl )5 %63-6 A WIRE M — Ik CBE1IRFIZEISR). X T4k
FRRIT CB7HEMD, BEEZAME THIF (1,800 mg) 4524, &4JH—IK.
MRD ¥ RS2 1240 H B 2 4ERR 697 2202440 H 10 B 26 ARt B2 T il 5]
(1,800 mg) JA¥7. BHEEZIL T (SC) FEHFIIE K Gl AN1.3 mg/m> AR
BO, SRR, B NH28K (4D MEEFE CGEL-6fWD ez (58

Hi3271



1. 4. SFNTRD. -6 1-21K, BH—IXROAR2S mg kA EEfZ. X T
YEREIRYT CGETHEMD, BEEEGAN 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 ARELFE KA 26D . 765 J2 T i 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

HH7096) B E 52 T RENL 4 D-VRAZH355%1, VRAZ1354%1, HiANiRIT4
RIS N CTGETE 22 AR R E AR . R A2 AERE 602 (JEHE: 31-70% ). KZHL
NFEE (59%), 64%[H)EEHIECOGIARET-7) 40, 31%MECOGIARERA PRI N
1, 5%MECOGHKRETE4r N2, AN, 51%01) B AISS T, 34%[1 & NISS I,
15%H) &3 ISS NG, 75% ) 8 BA bR AEA 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 RS
ANHAE -

7 BE DT I 1R] 47540 A I, BFFEMMY 3014 R PRSI 1 50 #r £ 8, D-VRd
HIPFS 5 VRAAAA LA Ak (HR=0.42; 95% CI: 0.30, 0.59; p<<0.0001).
PRI AR B AL PFS.
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1.0

e~ ®000- — _ o
" 8- -0~ vo-
.@O\n D-VRd
0.8 1
VRd
= 0.6 1
=
H
L&
X
3 0.4
R
0.2 1
O-O L) L} L] L} L] L] L] L] L] L] L] L] L L} L] L] Ll 1
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54
H
A RS R B K

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 Hi£%

A MMY 30148 FHAthy7 2048 8 0L N £ 14.

£ 14: HFR MMY3014 KT R »

D-VRd VRd Eef b
(n=355) (n=354) (95% CID ¢
B (sCR+CR+VGPR+PR),
n (%) ® 343 (96.6%) 332 (93.8%)
FERE B L TE R (sCR) 246 (69.3%) 158 (44.6%)
FTERLE (CR) 66 (18.6%) 90 (25.4%)
JEH T35 24 (VGPR) 26 (7.3%) 68 (19.2%)
oy (PR 5 (1.4%) 16 (4.5%)
CR B4 (sCR+CR) 312 (87.9%) 248 (70.1%) | 3.13 (2.11, 4.65)
95% CI (%) (84.0%, 91.1%) | (65.0%, 74.8%)

Hi34 71



£ 14: W MMY3014 KT ss 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=7A 55 2 JC B PT-ME Ve K RSB e - ZE KA s VRA =B85 72 K-SR S B e - ¢t 2 K

FA; MRD=1{/M& i s; Cl=HE15 XA

o BT EMVEIT AT

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

¢ BFIAE| MRD HME (EME N 10°) Fi CR B4 2%/
& TR ERE ILEAE B CMH A SR A THE

BRI RAF MM Y2040

HFFEMMY 20402 —TEAT 1,800 mg A i A A 22 MR FF ICiE iR 5, (45!

- HWEK. RECARERBGE 2 (D-VMP) 77 #2 i
A& G2 RIEEEER (MM B . 7EBIAN6IAZ A CGEUE;
BURLEZ) i, W VKIEIL i FHETESS 1, 20 4FISH, JH21k, LAL3
mg/m* AR IR 4 25, (RS 84N 6JE A A CE52 /8 #A-25 94 1 s
ANAMARE Y h, BRELK, 1. 2. aMSASY. 1£916)5 &1

CEELAMI- B9 D M1 R-54K, DIRG9 mgm? 33460
mg/mA R JBAS o« AT RREE 2 R B N T 1

- ORI ANH FE KA A F 2 (D-RAD 697 8RB T
MM . RIAE G (AR 28 K41 E A2 AW 1 R-
21 R H— X O R25mg) S1K7IE (40 mg/JH) HLZEKM (>75% 8
BMI<18.5HIEE I IKE 220 mg/i) KA. AmiBIT HFrE: 250K
BB AN P42 [ F

- H5IREB K SR R ZER AR A 2 (D-VRAD JRITHTL
W S A A MM S . BB oKl I R RS R 2, AR
mg/m?, TE1AME2FGEWIRG L . RIBERIERIR-FE14REGR
25 mg I IR% 2 AR Hh ZEKAAFE3 JE 45 25 JE B 40 mg/ JE 45 245 . iR
J7 LRI A AN i 3
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FNZH 19961 Hi 3 (D-VMPZH: 67f]; D-RdZH: 65%1; D-VRA4H: 6741,
FIMWGHR#E, B THFREIEERE T s 8. 555 D-VMPHID-RA £
B S ORR A S D-VRAM) T B 2L p VGPREY I 25/ (LR 15D,

F15: B9 MMY2040 FIFriss 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%)
VGPREXE IFISHE (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=1A T Z LB H- B K-35 G-k e ks ; D-RA=1ATE % U PSR A0 4 % -Hh FEoK
}A; D-VRA=1ET %0 HP-T B K-SRI B - 6 Kb s 1A H Z U Pi=DARAZALEX
Tl CI=E XA,

@ BETERZIBIT A

S BRI R FEAMY3001

FE T BEAL. BE P B 7C AMY 3001 1 3FA T AR kA VCd (D-
VCd) JRITIIT 3. RO BRI B 35 D U EAT S W i S R 1 2 e Ve B AR
ZFIANZRE Z B IR IS0 kL O BE 2 BN T-THA R (R4 Mayo 2004
CMIE A BARK I 2 R RO FINYHA T-IITAZR » HEBRNYHA BRIV B3 . B bl
UG TERR28 K — N WIS 1. 8. 15F122 KAEZ I B K 1.3 mg/mP iz 45245, ¥R
WEEEIZ300 mg/m?  (F KFIES00 mg) M ARELFF K4S 24, LA ZEKAS 40 mg CXf
T>70% BUA TR H<18.SEUEAT iy ML FEAE W s 428 ) A R BRBE A 0o 25 [l e v
FEARM 2 18, FIRFEICE20mg) DREEIKA 25 BEA BURBEA AR 51,800
mg/30,000 U, 7E55 18 208 RH — IR 42y, B B4 8208 — W, N
2SI RRASE — IR, BRI R BUE R4 2 5 i K2 o R S A FE K
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PATE R — REGHANS, (EAR ST T HFEKFA20 mg, AR 545 24 5 45 T R 43771
ML ZERRS CUEHD. EEYT RS AR bR AL o A 23 01 2R SR bR e i
SE LIRS 56 A2 28R (HemCR) %6 CIfILIEFI R o2 8] 58 H Ik S BIE . 52 Bl
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. H& s
S 64% (GuH: 348-87%); 58%a Tt 76%ZHEN, 17%=WMA, 3%
e BANBCARERE N 23%2 R AR DRI, 40%210, 37%
A . RAZBEH A2 Gall: 1-6), 66%HEE2METZ R, &
I EBEIRE N O (71%). BAE (59%) FIFFIE (8%). KZHEE (79%)
B NI B AR R .

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 HPU-0 B Ve K-SR EE - M ZE KA s VOA=M 8 M K - IR Ik e - b ZE K A
@ BT g5 Rk B R T REIEIT N TR RE YT 11.4 A H ERITER AT .
b p A& HT Cochran Mantel-Haenszel & J5 1656 .
o RERULEIPER-PFS F NIt . FERE CUFEENE) BT

AT BEVRITRIN11.40N B, RS T, D-VCAZAVCdZH ) 2 HemCR ) 7
B Ta] 43 360K (JEH: 8K-299K) FI85K (Jul: 14K-340K). D-VCAZ4H EVGPR
By B PR 2R R AT I TR N 17 R A 5R-336R), VCA4 25K Gul: 8K-
171K LEARAATZ Fh ) AA B HemCR (1 H A FFSE TH]

R 6140 A JG, MELRID-VCA4 % FIMOD-PFS 5 VCAZH A LL & 5 24
¥, MOD-PFSHIXSiEL (HR) “H0.47 (95%CI: 0.33, 0.67), pf<<0.0001, FIn
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MR edt e, FESSE AL T X FEKS53%. D-VCA4H ARIA 2|7 MOD-PFS,

VCA4HN30210H .
1.0 ¢
0.8+ -a
a ‘hoa
3 D-VCd (N=195)
=
= 0.6 1 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
A P ) B ) 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 £}

A7 BEV61.410 B )5, MEERID-VCI4LEF 0S5 VCAAM LA 2] 3E HRA
0.62 (95%CI: 0.42, 0.90), pfE>~0.0121, FIAD-VCA4LEH FIFET K FFK38%
PRI AR B A7 OS .

Hi38T1



1-0 .,

D-VCd (N=195)
0.8- b
M;
VCd (N=193)
1 0.64
=
e
It
+
0.4 4
0.2 1
0 6 12 18 24 30 36 42 48 54 60 66 72
BRI B R
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

Kl4: i 7LAMY3001+ OSff/Kaplan-Meier 2%

O JUE H A F A
BT ZICRGR—MRTEE, HEES Sl R A BAE R Rt
%o —IUES3HISZ R AAE G VE 2 R I $ER B (WFFGENS01) W EAT I8
WA, VRN T A B EE (4 mg/kg-24 mg/kg) JE QT IS . AEIETE %0
P B Conax N, ZMETR A PK-PD 73 4732 B QTCF [A] B AME B A7 th B Kl kg m - CEp
KF20ms).
[Zj3E ]

ZHEEH
CD38y—Fifids MR R A (S R BE 1 (48kDa), BLH2 KA iR 2

MM EHAE & 02 CD38RAZFIIRE, B2k IR 5 5% 3 LR
G KRB IEE Y o A TE 2GR — AR 5CD384E & MIgGle AL 7L
PR, T BB F SRS S A TR, i n i R MA R 4
FEH (CDO) AR I 40 B4 FH (ADCCO  FUiA i (14 A 755/ FH CADCP)
S PEN T IR AR E T, i RIACD38 IR 4RI A K o IA TR 20T
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A PR BE IR ME SN H 40 f (CD38'MDSCs). W T4 (CD38 Tregs) AIB4 Ay
(CD38"Bregs) 7K°F-

NKAfIZRIACD38, Ak T ZICHGIN T AR E U 1A Z Ut
B YyJa, AbJE A S NK 4 Bl (CD16'CD56" ) Al i A4 NK 41
(CD16°CD56dim) 4 v L A 73 EE T DL

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 IR S AT RO AN E I TR . YR
s MAEET B AN R 2 0E, IR AE IS RIS R, 5
[ 5L SR (AR e S R B AN ], A NI B TR (1~ 0 0.5 K . B NI% B R
Wt P JE A SR A ST R I B AR BB . RS AR T, BT ZIURhTE
SR R FYESD TGS B R AL R e . S NE W RR I F 2
AR, B NS NB B AR 24-48 /MR N AT IR ST
HEMA

b iz AU

I8 T ZIC P R 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 BT RO, BEIR SN2 CNED MEIRIEIG RS (.

HH NI R AT T B JIHST . JREE SR R 4R 220,000 U/kg/ A IZ A R
GRS T AT 118 £5) 39 Ji, XAFH RGAHLIRITRER WA, HiSA B R0
ARG Tr. EaETERGY, IR/ INREER IR 43T 330,000 Ulkg iZH kg (A
T NAEFIER 45 15, WERR-BEHFR B RN . FEERERFIE, SR/ NREER
—IKE 4T 990,000 Ukg GRHEE T AFHFIERY) 134 15 B pREE, X = H 1)
KB EIEREAB BUAA NS .

BoE .

18T ZIC BB AR AT BURVERT 5T

NI R A T BUR T

HA0TT



(5]
UKFEVI (2°C-8C).
TH IR -
BT B A .
CF B2y B & (L CERERD.
[E3%]
T A5 R s % st RO 1) 2 9 5 1) 1 R 39 /N, N 2% 15 mLIR, o 571,800
mgih & Z G
AR Ui/ &
Epie i)

RIS 2

361 H .

FEARBAAN, RIFE 25 A 125 dh AT AR (<30°C) TR Z#1F24/)
o — B MNIKFEHECR 25, AMFE O EKEE (L TRSHAED.
E YGRS AR

AR IR 7T LLHE BRI AR W0 G, Y S P A i 1 A 2 AN A B AR E
NIEAREAAE T (2°C-8C) BELAEAF24/N, 2 JGAE15°C-25CRIELIEHE T it
AR 12/ o AR IS I VEA B HE RS AE IS e, TR JE LRI
[PATARHE]

2y MR E: JS20250013
[t 51

[ 24k 7 $120210025
[ LA Al

% #x: Janssen-Cilag International NV

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

4 FR: Cilag AG

Az =ik Hochstrasse 201, 8200 Schaffhausen, Switzerland
[HHNTHEAN]

R B AR 254 B

AT



VEMHRE: bR X SRR 3 SBE 11 51 610 = (CREZEARFLX)
MR EZmES: 101300
Hif%: 4008191188
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