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A ATECE R Z A B, BN . 2 RIEARER, HTEEARSIRITIIF AN G & H%iE
L AR AR A 2R A LR BN R s B T R B VR VR A b R R iR, B
A% T DR AT
[Hi]

3.5mg
[AERE])
A SR R AN 2T 1k
3-5 Mk GRE 1 mg/mL) , B0
KR GREE 2.5 mg/mL)
H TR FA 2R EEIREARR, Rkt E2s 258 R 20140
BNES = FEET
REWTTHZ R BN EE
A SRS DRSS M O ARIR R BT IR ITI, T 3~5 AN S lkitE: . 7 6 B (g
1ATR) , FE9NMNTRE. 7E50 1~4 JTFEW, BERGTAM 2 K (55 1. 4. 8. 11, 22, 25, 29 f1 32 K) .
TEE 5~9 T 2N, WA TARM 1R (1. 8. 22129 K) . WHIRLZZ/DIEE 72 /N,

Rl: REWTHZRUEFHBEEENAL TR

BRATARTB2R (F1aNTR)
A 1 2 3 4 5 6
i e g ® T wlw s |e
. 3m”7m2) Dl 4| 8|, [#hem| 2225|2932 ki
e % S ®| % | % | %
(9mg/m?) w5 - -
. L2 (3|4 - |-|®KEW|-|-1|-1|-]| #KEM
(60mg/m?) SRR
BASTFTEB K (FE59NTE)
A 1 2 3 4 5 6
(1 3mg/m) 1 S8R | AREW | 22K | 2ok | KB
N
%?2/% St St o
(Omg/n?) EEC " o
P 1|2 [3]4 - NSS! -- - NS
(60mg/m?) SRR

KRS ERS RIERBEIRIT I &R %
K GERES REMERERIT IR TR, BFE NS LN %4
o IMM/PMRITFEIN>70x10%L , ANC N>1.0x10%L
o ARMEFERNEN IR 1 HEFEL KT

R2: AEERES. RERBREBTHIERE
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s FE R EUE IR 45 24

JTRE P I 2 5 12k«

o UIRAEFT—/NMTRE AW BB RFE A PR | B REAE fE— NT IR KA G E
J el /R B IR P RE BRI MBS ERE | 25%.
Hi I

o WMRLTARMMH (BREELIRIN) M/ ey
<30x10%LE{ANC<0.75x10%L

o  WMRAE—NITREARIITH TAMS (BRE2RG | RAEE —IT EBEE—NFEAKFE (N
ZPRIT WS 25>30%, BCEREELIRG 259697 | 1.3mg/m?[% 2 Img/m?,  803% M Img/m>f§ 22

A5 2422000 0.7mg/m?)
RE/ QS QDR OE | 3 (¥ & ee==2 i 15 FLAS i B 2 FE MR R el 4% 2 1 AR 4

Ko R, PLREAR—AFE K CA
1.3mg/m?[% 2 Img/m?, B Img/m?[% &2
0.7mg/m?) FEHFFIRAMIGTT « X T 540
HE S P i 28 1 A 9 /B 8] Bl e 28 A, ]
AR 23 Pl 27 4 B B A i 1R 7

FHE AR BIAIA G BIE S WA .
HERIZRKEERERENE REM RN EEEE
L2
RITHEE AR

A S HERE A BN B ST 1.3 mg/m?, BEJEEST 2 Ik, ESES 2 B (RITESE 1. 4. 8 Fl 11 K
VESD) JE1EZ5 10 K CEIAES 12 5521 &)

3R AITRE, PIRGE 252D (AI6G 72 /NI .

XTI 8 MTRERIRESL IR YY, WHEARE T RA Y. WTREMNZ RYEERER B, T
FHRE 1 IREE 2. B2 A4 a7 (35 1. 8. 15 M1 22 X)) , BlJE & 13 REMKRER (5523 £ 35
K o
AR DA K T T AR R YT

YRAATAT 3 AR MR R EBUTAT 4 iyt NS RIS i) wf, N
KARTT . — HEMERRRA RIS M, o] DEFIFGEA M IaTT, AR 25% (Flhn: 1.3 mg/m? FEIK
F| 1.0 mg/m?; 1.0 mg/m? FEAEE] 0.7 mg/m?) o G1F R K AE 5 AR SR IT A AR M & i B A I
PHET, % T RAEFE R A B B AT IR, VR RAR Y B3 Se PR 15 B A @ A T &
AR E LA S ECR WS IR IR . WR R A B A T E AR R AR, AT U R Bk
J& 757 vl A A i

R3: LRESERBIGTARNMHEEARERE S AR ESE I MHE T HEE N7 B %
JE] Rl A3 22 i AR PR AR (1 7 o FH 2 FH 1

1 % CTEHEAR s St e i B VRN SR e ) 5 | Ak

AR PR D e

1 PAEAREE 2 2 CPESER: CRMH | FIEEE 1.0 mg/m? BRI AR 5 G777 R

WES) (ADL) ZR) ** 1.3 mg/m? &R 1Kk
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2 JMAEFFImEE 3 % (EERER, BFMEH
HIEZ (ADL) SR k)

EEAMPNEYT, HZRBMIERZ MGG E A
mfIEIT, FIEER 0.7 mg/m? , FFREES 1
Ko

4 g CBEUE R Edr; LK R ST PHIRIED

(LA BT o

* ARHE NCI H WLEi AR CTCAE v 4.0 77 4;

T HAE ADL: RIGHMIR. WSRYIBRY) . TR, B,
ok FPVE ADL: RIGVEER. FARMBAK. AORiZR. . ke A HENKR.

REWRTHRERRMEREEE

A SHZERGL. ARG, 2 R ILEMR R E 2 HER &

ARSI EZ R LHETT I . TRIT 6 TS, M THES 6 MR E LR M) B, e A%

52 NIRRT -

3N L ATRE, AERTRERIHS 1 ORERE DU 251 FIZ T 375 me/m?. SABEIERL 750

mg/m?, ZRHAE 50 mg/m?. ERAITREREE 1. 2. 3. 4 15 KRIORIERJEFA 100 mg/m?.

REIRTT I YA ELR 88 LR iR 7 U1 8] (70 & 5

BATREMEE 1| RZAT BB —JTIERRAM):

o IM/MREFEUN. =100 X 10%L H PPk gl 2%t 1140 (ANC) W.=1.5X10%L

o IMHEAN=8g/dL (=496 mmol/L)
o ARIMIEFERERN CRE F] 1 HEFELKF

AR AAEAT 3 AR BBk 3 R B

P CRESEMZIRAS), AT A RIRTT .

Rda: REWRIT R EMMMKER BEER TR KFIRRE

P

IR EUEIR 4 2

7

I S
o 3 rPPERIAIIIR A IE A AR, 4 G
PERLAN R gk D RERFERRETE 7 K, /MR
H<10X10°L

o WPATAMHH BREE 1 KAM RIS
Bt $ <25 X 10%L 8 ANC<0.75 X
10%/L

RLEEAGIRTT, REAFH 2 A, BREHD

ANC=0.75 X 10%/L H.IfL/MiiH =25 X 10%/L,

o WIREIERMGITERERHIRE FiAK
e, NAE R A

o IR FMEWIE, HEFEM ANC=0.75X
10%/L HAf /N H#0=25X 1091, A< & ()
7 B BB — AN R K- (A 1.3 mg/m? [
£ 1 mgm?, #3#EMN 1 mg/m? FE 0.7
mg/m?)

P T A SR TT o

>3 AR M5

FEEAF AT, BERFHEERIFIEE 2 9L
Ko AR5 ] AR — N R K R T 46
AR O\ 1.3 mg/m? B IEKE 1 mg/m?, B
M 1 mg/m? FEEZ 0.7 mg/m?)

SR AR 5 AR R O R 2 M 9 o A
PRETRAL, ARYEZR 3 Frid 2 4 /B B A
ZE TR

Mz EBhl. BN . 2 FRHEBIREMR A KME EES WU,

FEohResifs &
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BRI I Dl Re A £ AN 5 R R AR R BT M AR HERE R R YT . b B D Re i A A
HIEC LA %Y 0.7 mg/m?, FRIE 5 — NI 32 1, b5 HES7 R E R I 2 1.0 mg/m? Bt —
WIEA 0.5 mg/m?.

5. Froheesits BE MR R AR

THLT 26 KT SGOT (AST) KT U 771 B U (%{;\QL’\) 1.3 mg/m?, R 2
7 < 1.0x ULN > ULN AR
> 1.0x~1.5x ULN | fR{7{& A
FEE | > 1.5x~3x ULN R A F—ANEIT AR ERE 0.7
mg/m?. HRAEEE IS, SRR
HEE | >3x ULN FEATE ST INE 1.0 mg/m? st — P %
0.5 mg/m?.

45'5: SGOT = LG B AL &
AST = RAGTRAHFE TN
ULN =1EH1E M _E R

B ThRe B4 ) &

ARSI ZARE) J12E A2 B B DhRe G REFE R, WO Th RS 404 ) 55 38 0 75 VRS S O R

BT BT S PRARA S IR, WONAZAE BT 45 ] 5 48 T AR i

YU
A R EUE K N A2 . BRIKA 250, A DB A s O E Ik N S B T 3-5 FPERIKEE,

ZJEER 0.9%FALANES AT E . N ZG, ROB B IEOES BB CAM s A M) B AEER

CEMEAEMD o 22 PR BE T T SR s 97 46 4505 FE AN [R)3E B AT
R B VRS A S 2 5 R R SR S R A SN A TR BRI (A 1 mg/mL 4% 2.5mg/mL)

IA ST B e 2, B e iR ik 5 o

[(FR&RM]

SR B R TR 22 R B R R A R S 4 2 I I PR B A R B &5

FE = TG R BE 7 FppR AN 7 B e K AEHERE R 1.3 mg/m? R A7 R0R 22 41k, A 45— T BE AL A st 28
KAAXTIE T HAIREG (M34101-039) , VAT 669 B2 1~3 £RiAT7 I B R BOEETE L A e s s, —
TR R 20 I BIRSS, V89T 202 Bl Z /0 8 HEs2id 2 Fhif T Hou B e s ot R ) R
(M34100-025) 5 — TP B Ve K0 B -250N 0 T I PR RS, 82 M 22 0 M B e FB 1 P i
HeK 1.0 mg/m2 8 1.3 mg/m?J397 (M34100-024) , XU 07— 2Ry 7 i fe v sl J & 2B e it i
BE K.

F6: TEWRITH RIS KB 8 IR TG AR R il B oK A BB

MedDRA REH/EHR HRRS
A M34100-039 M34100-024/025
(N=331) (N=228?)
LRI B RS
LRI 115 (35%) 97 (43%)
il 87 (26%) 74 (32%)
Hh PR 2 g 9k i 62 (19%) 55 (24%)
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I

MedDR‘:‘é’j‘iﬁzﬁﬁ% M34100-039 M34100-024/025
(N=331) (N=228%)
1 40 B s /D 24 (7%) 15 (7%)
Ik 2L 4 i gl 2 i 15 (5%) 11 (5%)
4 I 248 k2 i 2 (<1%) 6 (3%)
RN H M b 40 R i 1 (<1%) 1 (<1%)
DR B IR
OV IR 4 (1%) 2 (<1%)
OBl E 9 (3%) 17 (7%)
J77 B 6 (2%) 2 (<1%)
O 5 (2%) 4 (2%)
O S 2 R A ECEAL, S Tt ) 3 7 (2%) 8 (4%)
it 7K 6 (2%) 3 (1%)
YRR 1 (<1%)
B B A2 0 5 5 23 BT B 1 (<1%)
IWZENS) 1 (<1%) -
IWIpuES- 3 (<1%) 1 (<1%)
H ROk B2 AR
W o, 32 453 1 (<1%) 1 (<1%)
R 2% B BR
ALt 9 (3%) 25 (11%)
45 B G AR 3 14 (4%) 7 (3%)
B RS BIR
& 140 (42%) 97 (43%)
s 190 (57%) 116 (51%)
Ml 190 (57%) 145 (64%)
Mg i 117 (35%) 82 (36%)
B e AR A, MR AR o ok 80 (24%) 48 (21%)
WA R 32 (10%) 30 (13%)
MR W P I 25 (8%) 19 (8%)
ERES=E 10 (3%) 1 (<1%)
W= 2 (<1%) 4 (2%)
JE K 14 (4%) 13 (6%)
1l Rt B 258 0 11 Jl3 355 24 (7%) 10 (4%)
A A PR X 4 (1%) 5 (2%)
B il i E RV ALTE)b 7 (2%) 3 (1%)
L L (LA ARG V) 7 (2%) 3 (1%)
T 2 (<1%) 1 (<1%)
FHX 3 (<1%) 2 (<1%)
Y AE i 1 (<1%) -
X IffL. 1 (<1%)
I S 535 i 3 (<1%) -
R P50 4 i A5 BHL 1 (<1%) 2 (<1%)
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I

VedDRA ﬁﬁ%ﬁéﬁs M34100-039 M34100-024/025
HIEAE
(N=331) (N=228%)
A By MR A48 2 R AL P IS
R 55 IRAS 201 (61%) 149 (65%)
- 40 (12%) 44 (19%)
S 140 (42%) 118 (52%)
-HtE 12 (4%) 9 (4%)
AN 13 (4%) 22 (10%)
R 116 (35%) 82 (36%)
FE K 37 (11%) 27 (12%)
TR 35 (11%) 27 (12%)
PR PP 21 (6%) 5(2%)
e 26 (8%) 16 (7%)
T SR A AR B 1 (<1%) 1 (<1%)
SR K 2 1 (<1%) 1 (<1%)
JHFE R G5 w
=i EEA%- 1B 1 (<1%) -
JH Ty e 46 5 3 (<1%) 2 (<1%)
2 (<1%) 1E
JH % M34101-040 {56
|:F| c
R ARG
2GR R 1 (<1%) | 1 (<1%)
R RIRG
b I T R G 26 (8%) 41 (18%)
SR 58 45 (14%) 17 (7%)
T PR 3 i e 48 (15%) 29 (13%)
SRV % b 21 (6%) 23 (10%)
WK CEAE 2 R X A RO D 42 (13%) 26 (11%)
LER2pIob2 25 (8%) 13 (6%)
XARER 26 (8%) 6 (3%)
RIS o oh 2 1 4 (1%) 1 (<1%)
SR 14 (4%) 15 (7%)
Wi ¢ 6 (2%) 2 (<1%)
1 O BR TR 6 (2%) 3 (1%)
JRIE K 13 (4%) 14 (6%)
S ARG 10 (3%) 6 (3%)
DU IILSRE A B ILE © 9 (3%) 9 (4%)
B 5 7 (2%) -
&R FERFRIFRIE
SRS R 7 (2%) | 8 (4%)
HFRNE
ALT FH7&5 3 (<1%) | 10 (4%)
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I

MedDR%iﬁzﬁﬁ% M34100-039 M34100-024/025
(N=331) (N=228%)
AST F= 5 (2%) 12 (5%)
TRl B R Bl - 6 (2%) 8 (4%)
GGT T+ 1 (<1%) 4 (2%)
R BB TR
BAIRIR IR & 112 (34%) 99 (43%)
7K 24 (7%) 42 (18%)
ey IR 5(2%) 16 (7%)
G B 7 (2%) 4 (2%)
A e 8 (2%) 18 (8%)
JUL DA B A 5 8 AL B
JEz A I 50 (15%) 59 (26%)
WL 39 (12%) 32 (14%)
KA 45 (14%) 60 (26%)
Rk, BEMRPARKE (AFENRAERD
2 (<1%) f£
Ji IR Vs i 25 B AIE M34101-040 56
|:':| c
MR RGIIA
JE Bl 2 A% 4 120 (36%) 84 (37%)
JECHE S AT IR Al 91 (27%) 53 (23%)
khE, NMafERE 45 (14%) 48 (21%)
LI 85 (26%) 63 (28%)
IR o P A 17 (5%) 29 (13%)
Z RMETR 9 (3%) 1 (<1%)
= ik 8 (2%) 17 (7%)
i ik 4 (1%) -
IR 2 (<1%)
USRI S 2 (<1%)
TR ARG
FEIE 31 (9%) 32 (14%)
B 454 A v 21 (6%) 21 (9%)
HEFR 1 X 2 (1%) 3 (1%)
IR 5(2%) 4 (2%)
S N SR NS
=N 21 (6%) 23 (10%)
% Wik 70 (21%) 39 (17%)
I PR 65 (20%) 50 (22%)
T B I IR P X 21 (6%) 18 (8%)
i s AR 4 (1%) 9 (4%)
N 4 (1%) 14 (6%)
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RS
MedDR‘_&g‘iﬁzﬁﬁ% M34100-039 M34100-024/025
(N=331) (N=228%)
% IfiL 3 (<1%) 2 (<1%)
FERR B B2 T R Bw
iz, WReREREN, 4P, R A4
Tl 2 I 7 96 RN 61 (18%) 47 (21%)
SRRE 7 (2%) 5 (2%)
M 5B 2RBIR
i & 20 (6%) 27 (12%)
AP/ LS AR I 14 (4%) 8 (4%)
PR 6 (2%) 7 (3%)
i i 1fi. 1 (<1%) -
o F A 228 4 BB KR BN 1.3mg/m?
b CIEFEIOIE L R
¢ —IUNE K DL 1.3mg/m? HEE R EIRTT 2 R I E R AT L, B et 20 4 Tk
BUAETT 58 M34101-039 7143252 771 Bt ZE KA S5 o 15 04k
¢ QFEAE MedDRA HLT “JHBEMEHEE (A543 7 FHMA EIERIE

SR 2 N R S 7 K 0 2 240 L B 45 24 B I R 0 A R S I

E— T T 1 PRI, P PP A 0 355 1 K B T 45 2 AEHERE R 1.3 me/m? R )2 PR Rk . X2
—UAE 222 %R I RN B IR R AT I BT 45 20 BB KGR S 4 25 I BE AL 4 B

R71: HEBKEHAETHE FTRENSHRITERNZ REFRENNBHGERRR S, >10% BEH

HHTBEREGYA B R B
BBk EST A R ]
(N=74) (N=147)

MedDRA REEHE R Mt FHESH, 0 (%) Mt B, 0 (%)
Pk ARE n (%) 3 | =4 |n ow e
LR A 2 RGITR

il 26 (35) | 6 (8) 0 53 (36) |14 (10) | 4 (3)

1 2 ek i 16 (22) | 4 (5 1 (1) |29 (200 |9 (&) 0

HR AR B 9k i 20 (27) |10 (14 (4) |42 29 |22 (15 | 4 (3)

LRI 27 (36) | 8 (1) 6 (8) |52 (35 |12 (8) 7 (5)
LB

J5 R 8 (11 0 0 5 (3 |1 (D

IR 8 (1D 0 0 2 0

ik 11 s |1 0 21 (4|1 (D

i3] 27 (36) |3 (D 1 (1) (35 Q4 |2 (D 1 (1D

Tl 14 (19) 0 0 27 (18) 0

Mg it 12 (16) 0 1 () |17 (2) |3
A B PRSI AN 5300 &P R DL

z7 14 (19 |4 (5 23 (16) | 3 (2)

= 15 (20) (4) 17 (12) | 3 (2
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A lae> | o | o Jwan | o | o
BRI

ek 7 [1m | o Jieap[2@m | o
AR BB TR

R 7 | o | o Jucio|] o | o
JULPAI B BE A0 5 4 A B

AP s an {2 @ | o |8 & |1 (| o
MZRATR

St 8 (11) 0 0 5(3) 0

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

G K SRR 36 (49) [10 (14) | 1 (1) |51 (35) | 7 (5)
RGO A

AR lsan | o | o |8Cc1»|] o | o
PPk RS BRI IRER

I R loan |2 @ | o Jum 2w | o
T DR 2R E N E N BB “ S0t BN B &
PUREAH 32 10 NBUE o BEH SRS 20 GO ZH TR B 70 26

BIREIER 45 255 BN 4 253R T RS R 2 e MERESR AL, AR B T AE PSR T
KA 10%HI 25 A RSV .

R®S: HHITRKNZ REFHEONBRRE T, #RkERAHHTASK TERSHRITARNSR

AERME>10% KNSR, HEESZMEESIFBUFLEDR

G >3 KRBT H>3;
Disc 5 AL 29

TEAEZR7RG)T o LA R34

F k4 Y FETENEY
(N=74) (N=147)

MedDRA RABREHK 5%, n (%) 3%, n (%)
MedDRA & A E TEAE G>3 Disc TEAE G>3 Disc

HTEAEW FT A 52 ik 73 (99) |52 (70) |20 (27) [140 (95) | 84 (57) |33 (22)
B % RS 50m

MVE ORGSR |27 (36) | 4 (5) 1 (1) B5 4] 3 1 (D

48

B A (M | 14 (19) 0 0 9 (6) 1 (1D 0

PEIRRAM)
A B P A 25 4 BB R S

IR 1203 [7 @ [1 (> ko on]e6 @ [2 (D

P (9o |23 | o Jooavn [ o | o
A RGETR

JH A 39 53) |12 (1) [10 (1) [s6 38| 96> | 9 (6
AR DA TE

R BT R ERE R 3 e EFBYERIR ST o BRI 2 KRS R A R L ik g 25 41

% 13% (N 57% Xt 70%) , S8 A K0 LL ) EL BB B A 26 1A 5% (22% X 27%)
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KIGVE (B RN 24% XEHEHRN 36%) « BIMIEEER (L T4HHN 6% SEHEHN 19%) « &
FPRAE (AN 27% MEHEAN 39%) « LIPIOEEYGE (RN 14% XEHEHRN 26%) P
FIMEmE CRASE)  (FTFHN 38% XEHEHRN 53%) FRRRAR, RN FEHAR
12%~15%. 341, 3 % LA 35t 1) )8 Bl 200 A8 1) R AR 26 K2 T AH B AR 2R 10% (F2 R 4HH 6%
TN 16%) 11 HLDE A1 B 4 22975 1T £ 24 1 L Agi) iz 1 4 LE R 2ELAIG 8%

B 6% EHFWMEERE NAAEHN T RMARKRN, 2HCIKL. RG24 (1%) ZikFEHRSE
AEERN . X E T RN 1 FERE, 1 FIRD. XERMNRDSHEFEHE, 246K
(CPALED JE¥ITHIE .

R 2 RNV R A R T

NEREGE T AR ORI IT IR R I 2 R

PERZIA R B, (MMY-2036 BF7E)

i3

gEh, B 10%EERE

R9: 210%BERGHMBEKRAYAIRRMEIRER  (MMY-20365F51)

MBI EIRT (MMY-2036)
BRG]
&t 3 I
oM At ANEE, BE 130
RAEZIIIA RN HZIREHH, n (%) 126 (97)
MedDRA RZi48H 732K
HIEAE
MR E RS
IR 71 (55) 19 (15) 14 (11)
1M 48 (37) 5(4) 1(1)
Hh R 2 ek /D i 23 (18) 9 (7) 0
40 B s/ 20 (15) 5(4) 0
B % RS 50m
55 45 (35) 9 (7) 0
ik 36 (28) 0 0
Tl 14 (11) 0 0
4= SRR A28 25 3L & DL
R 31 (24) 2(2) 0
Z7] 29 (22) 6 (5) 0
e 21 (16) 0 0
A0 JE 7K i 15 (12) 0 0
RYANZ G
IR T T 17 (13) 3(2) 1(1)
XAER 13 (10) 1(1) 0
RGN
A1 JE S 4o 22 9 22 (17) 4 (3) 0
J R 2295 A 13 (10) 3(2) 0
RSN e N R
N Wik 15 (12) 1(1)
I I X 14 (11) 1(1) 0
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AT EBT RS o

FUR RSO0 AN B L IR3 g0 T St

e AL 2R E B A R AT R
A EFHZEMedDRASE 14. | IRASHHATHAS .
WERMMY-2036M1, XFFANHGE T BB H A A R F4F, H™ 8 H 1% NCI CTCAES: 1425 7 3t

BSR40 25967 SRR A 22 R P B A8 P PR K . 5

NG TR E KIS I ZE KRS (MMY-2045 BT50) BU B e KRG IR O “RE 2 R L E IR
itk (DOXIL-MMY-3001 #5) 697 R M Z KIMEEER, 20 10%E8E R KA R RN

£10: BELKN E—HBITHAZEL10%EBEWE) BIrHEHANAYARKRN, BESEEH. &
GaRERR. BERAESR, REMSTE (DOXIL-MMY-30015F 5L FIMMY-20458F 5%

BRERST

WEELR + R B

TRk RL ZRWERBE | IR + HEZEKN
it o >3 it o >3 it 2 >3
n (%) n (%) n (%) n (%) n (%) n (%)
IiT e At N 318 318 163
RAEDIIIA RN B 52 301 (95) 314 (99) 154 (94)
MedDRA RGHEE 73K
HIEARE
B MR GER
515 124 (39) 16 (5) 145 (46) | 23(7) 51 (31) 7(4)
Tl 126 (40) 3(1) 154 (48) 8(3) 20 (12) 1(1)
fH 98 (31) 2(1) 99 (31) 3(1) 50 (31) 9 (6)
X 1t 69 (22) 3(1) 101 (32) 13 (4) 11 (7) 2(1)
1l i B ¢ 11 (3) 1(<1) 56 (18) 7(2) 1(1) 0
59 24 (8) 4 (1) 34 (11) 2(1) 11(7) 1 (1)
MR RGIIA
JE FE #2058 @ 143 (45) 35(11) 133(42) | 22(7) 79 (48) | 23(14)
PRI 63 (20) 14 (4) 54 (17) 9 (3) 26 (16) 4(2)
] 56 (18) 0 59 (19) 3(1) 9 (6) 0
SR 31 (10) 0 41 (13) 1(<1) | 22(13) 2(1)
ke 26 (8) 4(1) 32(10) 4 (1) 14 (9) 0
4= B VBN AN 45 25 3L & Fh = B
= 88 (28) 8(3) 115(36) | 22(7) 37 (23) 2(1)
& 71 (22) 4(1) 100 (31) 4(1) 21 (13) 4(2)
=71 56 (18) 12 (4) 71 (22) 19 (6) 33 (20) 2(1)
AR KB 27 (8) 1(<1) 32 (10) 1(<1) | 43(06) 3(2)
ML KM B R G
I /N ek 89 (28) 53 (17) 106 (33) | 76 (24) | 61(37) | 28(17)
HH PR k2R 71 (22) 51 (16) 114 (36) | 102(32) | 12(7) 6 (4)
A 68 (21) 30 (9) 80 (25) 29 (9) 35(21) 16 (10)
BRYAR G
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BRERIT
WEEK + R B
B K B ZRWERBE | K + HEZEXKN
it o >3 it o >3 it 2 >3
n (%) n (%) n (%) n (%) n (%) n (%)

R E 29 (9) 6(2) 34 (11) 6(2) 16 (10) 1(1)
R 21 (7) 3(1) 31 (10) 1(<1) | 18(11) 1(1)
e 33 (10) 3(1) 33 (10) 2(1) 15 (9) 3(2)
LD & BE AN 55 4 AL B

I 39 (12) 6 (2) 39 (12) 4(1) 25 (15) 2(1)
JB AR 48 (15) 8 (3) 34 (11) 1(<1) 16 (10) 2(1)
ENRERL] 27 (8) 5() 34 (11) 1(<1) 14 (9) 1(1)
IPIRGE . R K AR

N Wik 38 (12) 0 58 (18) 0 26 (16) 1(1)
I R 28 (9) 10 (3) 34(11) 3(1) 13 (8) 3(Q2)
R R E TR

BRI | 50(16) 1<) | 83026 | 83 | 96 | o
B BRAN Bz T R BIR

B35 | 2909 3y | 4805 | 20 | 85 | o
HFREAE

I Y | 12@4) o | 37a»y | o | 3@ | o
FEPREIR

SR 43 (14) 2 | 3san | o | san | 1q)
@ AFELLU N EEARE: FBEMERE, SN SMNEZAE T B IE S A |
£ RKMETH -

T Ao AR A 52 10 B H o BEEAT T

AN EFH 2 BMedDRA S 14. LR A B TR 45 .

WEFEMMY-20459, XA T E IO 0A R34, ™ E % ENCI CTCAEE M )it 47 &

BT

REVRTT 2 R BB B IR PRI AS RSN R 45

TR T

—IUETIETE LW FE S, REIGITH 340 B2 K B iR 8, OB Ve oK b

(1.3 mg/m?) & MP &7 HE[3R5E (9 mg/m?) FIIRJERS (60 mg/m?) JH) %4l .

R11: FEEBEASAMPERSITIERREF, =10%KBERENHBTFHIAKSEWHRPAR
B2
WEFKERAMP 4 MP 4
(n=340) (n=337)
MedDRARZE 2R H 452K Bt ML, n(%) it ML, n(%)
BikARIE n (%) 3 | >4 n (%) 30 | >4
LA B RSB
ML/ ek 164 (48) | 60(18) | 57(17) | 140(42) | 48(14) | 39(12)
HH R i k2 160 (47) | 101(30) | 33(10) | 143 (42) | 77(23) | 42(12)
i 109(32) | 41(12) | 4( 1) | 156(46) | 61(18) | 18( 5)
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WEVKERAMP 4 MP 4
(n=340) (n=337)
MedDRA RGi#8 E 72K Mt SR, n (%) Mt L, n (%)
HIEARE n (%) 3 >4 n (%) 3 >4
1 4 Pk i 108(32) | 64(19) | 8( 2) | 93(28) | 53(16) | 11( 3)
I CE 24 i gl /i 78(23) | 46(14) | 17( 5 | 51(15) | 26( 8 | 7( 2)
B % R 50%
Wy 134 (39) 10 (3) 0 70 (21) 1(<1) 0
55 119 (35) 19 (6) 2 (1) 20 (6) 1(<I) 0
M I 87 (26) 13 (4) 0 41 (12) 2(1) 0
& 77 (23) 2(1) 0 14 (4) 0 0
IR 34 (10) 1(<1) 0 20 (6) 0 0
2 RGN
JE Bl ph 22957 156 (46) | 42(12) 2(1) 4(1)
T2 1 P 117 (34) 27 (8) 2(1) 1 (<) 0 0
S S 42 (12) 6 (2) 0 4 (1)
A4 B PBR A 25 2 BT S P R S
= 85 (25) 19 (6) 2(1) 48 (14) 4(1)
z7 54 (16) 18 (5) 0 23 (7) 3(1)
R 53 (16) 4(1) 0 19 (6) 1(<1) 1(<1)
R AR e
RS | 30an | nu@ | o | 93 |4c | o
A B TR R
FrAORIR | 64090 | 6 | o | 196 | o | o
Rk B B2 T 4L R 2R
ars | sanp | 200 | o | 7@ | o | o
e A B G
KIR | 35000 | 1<) | o [ 219 | o | o
RS 5 P S

B A 2 FE A8 B Ve oK B R 45 T PR EE TR VMEVE YT . 7ES 0 L I I R 9097 1 22 k1
HROREF T, 5 MPIGITAARLE, FPRIEE B FRECE R OK G F MP AL B B L (AR
4% 14%) o EIEVEKE R MP VG724 T, 26%M B2 T HURBETBE, £ REEZ b
TRIT B R AIRIES K AE RN 17%, TR B YEPUR B0 7 I B3 F N 3%.

TERGIRIT I HIE & B A I 2 RV R B 2 B oKk & kS (1.3 mgm?) J5, FRE
S KA PR SRS BB B T R 2. 78 MMY-3003 BF 58, 410 Z4E2 B e kB & 2 2t
EAHZERIAAITEE S 411 L2 KE . 2 R IR FERANGIT B E T b 78
IFM2005-01 T 50, 239 44432 B e KAUBR G MO JEKAATRIT I B 5 5 239 B KEH. £ 3t
SR ZE KN VAT R HEAT ST L E MMY-3010 WFFTHR, 130 443 5200 5 7 K B V0 ) FE g R 3h 2
KIAVGIT IR 5 126 L3290 R FE A ZERMA VR TT B EATRT L. B =T 5 (MMY3003.
IFM2005-01 F1 MMY3010) % fER NG T HEAT, IR R b A R SOSAN R T35 30 .

R12: FRHRER=10%80767T H B A B KR R 4%
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EolazL k=2 S PN=pik iR S
(N=779) (N=776)

MedDRA RE4i#HEHE Bt | B, n ()| B | FHSSE, n (%)
HIEARE n (%) 2 >3 n (%) 2 >3
AN R SR BT A 32 715 (92) 679 (88)
B W RS w

A 242 (31) | 89(11) | 10(1) | 214(28) | 67(9) | 8(1)
Tl 21528) | 71(9) | 22(3) | 206(27) |77(10)| 9 (1)
i85 133(17) | 29(4) | 23(3) | 110(14) | 26(3) | 6(1)
X it 95(12) | 30(4) | 18(2) | 87(11) |35(5) | 6(1)
2 RGN

o L 22 0 A% 147 (19) | 53(7) | 20 (3) 54 (7) 1 (1) | 4(1)
S 101 (13) | 24@3) [ 11(1) | 80(10) | 15(2) | 2(<1)
e e 101 (13) | 41(5) | 19(2) 55(7) 13Q2) | 1(<1)
LIm 64 (8) 23(3) | 4(1) 76 (10) | 23(3) | 1 (<)
A B PBOR A 25 2 B S P R S

W= 158 (20) | 50(6) | 21 (3) | 161(21) | 68(9) | 21(3)

R 153(20) | 56(7) | 25(3) | 159(20) | 40(5) | 36(5)

zZh 110(14) | 33(4) | 16(2) | 91(12) |[33(4) | 10(1)
LRI B R

IR IR oy ne 239(31) | 54(7) | 63(8) | 171(22) [27(3) | 27(3)
il 211 27) | 95(12) | 55(7) | 222(29) [108 (14)| 77 (10)
SEil ot b ns 196 (25) | 51(7) [109 (14)| 206 (27) | 53 (7) 120 (15)
YL e

HR A | 861 | 506 |24 18 [9m | 5
AR B E TR R

o LB E 122(16) | 46(6) | 26(3) | 138(18) | 46(6) | 31 (4)
AN I RE 100 (13) | 2(<1) | 29(4) | 82(11) 6(1) | 12(2)
A EOR R AG

G | 96(12) | 324 [ 6() | 8201 [30@ ] 6

vE: DU 2 E NEUE N B AR H .
PLH B D — PN B B 208 NBOTH R R A%, M aAEFA4L.
A EFH 1% BMedDRA S 13. L IRA AT 45 .

o ] R AN RO

BEIUEE R RER YT B2 Rk B B8 8 MBI FENLE 14160 h [ R, F 2061 g a0 ANl i
KEREMPIRITH, 2168 ENL 2 AMPIRITH . NERSIH 1o E S EIG)7 T IR 25 A R

G
R13: FEBHERTHHANSHEYAHRPA RS54
MP 4 WERER MP A
o E JSEEN o JSEAN
MedDRA RG % E 7 n=21 n=337 n=20 n=340
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BITE HIA REHRZRAE

BB n(%) 21 (100) 326 (97) 20 (100) 338 (99)
N PSRN Y5 18 (86) 259 (77) 20 (100) 279 (82)
OIS B 3 (14) 48 (14) 3 (15) 59 (17
B RNE . FEPEIS AL

] 0 0 0 1 (<D
B R R 959 0 18 (5) 0 38 (11D
P 53k R GL 5T 0 2 (D 1 (5 10 (3)
AR 28 B 5 0 28 (8) 1 (5 73 (21
B 255 9 (43) 185 (55) 18 (90) 262 (77)
A G VR S S A B R

8L 8 (38) 199 (59) 16 (80) 239 (70)
JFHE R S5 2 (10) 27 (8) 5 (25) 31 (9)
G R G 1 (5 6 (2) 0 5D

TG RAZ IR 10 (48) 182 (54) 13 (65) 234 (69)
FRW PR LT ARIFRAE 0 40 (12) 0 40 (12)
HRmA 2 (10) 21 (6) 1 (5 32 (9)

RSB TR TR 6 (29) 124 (37) 10 (50) 159 (47)
B LA B BE RN 45 4 40 2050 5 (24) 151 (45) 7 (35) 172 (51)
RAE B R A B 1 g

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

BRAINE RGBT 4 (19 122 (36) 13 (65) 253 (74)
Fi PR 2 4 (19 76 (23) 0 112 (33)
B JIE B A PR 2R G950 4 (19) 62 (18) 2 (10) 54 (16)
G e WSEN ST 1 (5 15 (4) 1 (5 21 (6)

WP R4 M S A 5 (24) 123 (36) 8 (40) 133 (39)
Bk Fe B2 AR RS0 1 (5) 80 (24) 8 (40) 140 (41)
BMFARKEIT AR 0 3(1D 0 7 (2)

17 5 bk LT 1 (5 69 (20) 6 (30) 112 (33)

BRI G bk LR R s PR R A RS N A 25

FE—I I IR PRBEFE h (M34103-053) AT 17 155 451 52 5 1A 5 0 P bl E2 R 68 42 S 0 25 7 K ) 4
71 1.3 mg/m? {224k . B B Ve oK AE B 4 bk LR S8 oh (R SR 22 ek S AE 22 Ak B R = 3 b L
SRl £ ERWSEF YRR DXCR: 2 R M B 8 1 LA MBI R R
AR AE S B el P AT s T A0 Ak LR SR, T S A R EEL PR B R T Eh B A e
ZINAE BZ R T 2 KPR AR B .

ARZEVRTT A 2 IR LR S8 A PR X 6

T 14 R T — DRI HE RN 7S 0 e VAR, 2T 240 BIRZIRTT B AN ARk LR B
S K ER K S (1.3 mg/m?) 5% & 4T (375 mg/m?) « % (750 mg/m?) « £ 3 AR (50
mg/m2) AKJEFA (100 mg/m?)  (VeR-CAP) BEAIRIT

P =3 0 S R A MLl (VeR-CAP 21 4 4], R-CHOP 413 %) . VcR-CAP HHIFTH
=3 g SR HG S8 .

VcR-CAP HH A 31%HEE RS TIKY, R-CHOP A 23%EE WA TR, PR 7 e
TE AR RGeS, B IE ARG NG 2 (VeR-CAP 415 8%, R-CHOP 414 5%)

VcR-CAP 11 R-CHOP 2H 47 tRIEZ R0 I R A2 353 1N 4.6% 810 0.8%. I FL 7 SRABT R e
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WU T ER AT

# 14: HE VcR-CAP #1 R-CHOP HEZI M EBIR (FF5 LYM-3002, N=482) FHRERE
(=5%) K3 HM=4 RARRM

VcR-CAP R-CHOP
n=240 n=242

275 BR Y 52> N = == N = =47
RGBT Bt 3REM | 4% FEMS Mt 3 EE W
BHIEARE n (%) n (%) n (%) n (%) n (%) n (%)
IR Y& NRE LY

H R 0 i /i 209 1 (13) 168 172 31 (13) 125

(87) (70) (71> (52)
S (14186) 34 (14) | 69 (29) | 87 (36) | 39 (16> | 27 (11)
i 106 27 (1D) 4 (2) 71 (29) | 23 (10D 4 (2)
(44)

ML B (17722) 59(25) |76 3 | 420D | 9@ | 3D

PAEEERAVER | 0y s ao | 120 | as | 1m o | 15 e
DE

Ik CL 4 gk i 68 (28) | 25 (10> | 36 (15) | 28 (12) 15 (6) 2 (D
HRMWE REHR

G0 B A 2 9 53 (22) 11 (5 1 (<1 | 45 (19 6 (3) 0

J& BRI 429548 18 (8) 4 (2 0 18 (7) 2 (1) 0

TR IR 14 (6) 3 (D 0 13 (5) 0

TR L 14 (6) 2 (D 0 11 (5) 0

U2 25 (10) 9 (4) 0 1 (<D 0
& B PR R AR AL
R B

Bz 43 (18) 11 (5 1 (<1) | 38 (16) 5 (2) 0

& 48 (20) 7 (3) 0 23 (10D 5 (2 0

zh 29 (12) 4 (2 1 (<D 18 (7) 1 (<D 0

AR KB 16 (7 1 (<D 0 13 (5) 0 0
B RS BIR

s 54 (23) | 1 (<D 0 28 (12) 0 0

fi i 42 (18) | 1 (<D 0 22 (9 2 (D 0

s 1 % 20 (8) 2 (D 0 19 (8) 0 1 (<D

[IENE 59 (25) 11 (5 0 11 (5 3(D 1 (<D

X i 24 (10) 1 (<D 0 8 (3) 0

JEAK 13 (5) 0 0 4 (2) 0
BRGe RAR YRR

TR il 2% 20 (8) 8 (3) 5(2) 11 (5) 5(2) 3 (D
Rk BBz T H RS

Jit % 31 (13) | 1 (<D |1 (<) |33 (14 4 (2 0
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VcR-CAP R-CHOP
n=240 n=242
=4
RGBE IR Mt 3gEME | >4 Mt 3 EME "
BHIEARE n (%) n (%) n (%) n (%) n (%) n (%)
R BRI
e I HE 10 (4) 1 (<D 0 17 (1) 10 (4)
BT 36 (15) 2 (D 0 15 (6) 1 (<D
A I E 11 (5) 3 (D 1 (<D 6 (2) 1 (<D
1B R bk B 2R
T 15 (6) 1 (<D 0 3 (1) 0 0
FErIRR
IR 16 (7) 1 (<D 0 8 (3) 0 0

7E: R-CHOP=FIZE& Hihu. HBENiIE. ZR0AE. KEFBAKEH;
VeR-CAP=T &K FIZE By, HBEIG. 2R EERMKREM.

FEAR

DA bl RIS FR R 4R 2 1, (EAA IR R UM A R R BLF T3 15,

PLURAS BB )R A 2 3 TS ok BT e M ARR A A5 A R R BRI & B R 145
W IW(=1/10); HW(=1/100, H<1/10); 8 K.(=1/1000, H<1/100); FW.(=1/10000, H.<1/1000); 4>
FIL(<1/10000, ELFEAS HFEH])

WR 8RR BAS BRI RERE PPN R I R RIS A AT R A e b A R R AR . IFEA
ARG ARG BIAT I F W A R B B SE R AR

F15: EHEARRMNHRE
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MR R 2 RGEIR
T SRS I A A L
+ N LA P Rl oL
OIERE B BR
e | salebEpya it I, O
H ROk B RAR
T U
IR B 5R
0, IRARE . AR R
F 0, AR B MRG58
B RS EIR
F 0, SRIMPES 98 . SRR
1B J i FH
BRERG
F U, JEE VR BN 58 . MREF IR
+r N, AT 22 A i e
RBERGEER
0, I A P 7K
T M RS N
MR RGIR
0, | Wi B AR, TR S B IR 4 A
R RS, AP IRER
0, | 2k yR PRI P SR « i s o
Bk B B T R
N S0 SC -2 B b2 A A A R B R SR R IR BRI A
S SR B A A P G 22 1 R (Sweet’s syndrome )
S W, A R SN e oK YT ], S John Cunningham (JC) Ji %, FEGHAT
P 22 S i SO AR TS, FEER SR O R AN B A

(€359
PR E K e T el ) R A .
[EEHEN]

NAEA Ul RE 254 8 250 R e AR I B N AT, HLREFE A A it 1A a5 w40 5 e M 00 4 i 40 ff -
# (CBC) o ARACHATUMEZY), FCHIN RN, BFEERE LR R .

B8 7 K S A TR AN TR D PR S T SO0 T i S o BRI, A SO T8 BKCRH R N 25 24, T2
P

MR L, BB K R ZG IR TT B R AR RS G SV ORI JE A YR TT T RS B I AR,
o JHHPARAL

i A G I7 A RE 2 S EUR BRI 2R AE (PN) , TSI RIS, (B2 A fEaAS LA st
FHEZ 0 1) B 5 38 B 4 42 05 ) AR 5

R H L] [ e 22 AR R OB TR AT BRAS . R BRI ) ] Bl 49 208 5 A8 AR 1 A8 2 0 A R 5
M K6 TT BT AR89 A8 (PPRER. CRLFE>3 1) FIREINEE o AU BE 28 BB A 8 AR (PREIR, Ay e IRk
SR BEIOR B AT, PR B Z . 7R O OB A K R R S S R R
S T RIS, B2 MR 2040 2 90 0% 2 G DA b () R B AR 2 AR AR 1) R AR 3R R 24%, BRITKSE 25409 41%
(p=0.0124) o KN4 3 2% 3 UL I REIMERER R AETRN 6%, THEHELHN 16%  (p=0.0264)
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(R 8) o DRIMAEFHIKIE S 5 B TIES PG ST I BLHAN 2 1A L, AR 45 25T 0676 YT I A 4
P o 223 A ) L e 27 2 vy 6 6 3R ko

AR SR FE A H IR ) JR Bl e 0 AR IR 2, T RERR R A S R R VR T T R EOR BN BT
LG IRAR o AE— T B Ve K M FE KRR B 23R 9T 2 R VE B BER Y TR e v, BEE PR AR, 17 51%
(2 Gl 2 9% DAL BB Rl 22 2 R i oy o BB 2 o AR A e B 2K o AR — T2 A 1k B R 1) 10 30
s, N 2 SRR MR e 3 % BL I IR i A2 1 B8 i 73%4 i A Bl A 22 AR s
BH O . AEE 2 IR TR i RS Jo B 2207 22 PR S e VL AT R T 7
o (RILE

FESZG YT 2 R A BERI I T 3900 T S, AR CELSZAR B AL R S AR U B RO I
J) BRI 11%E 12%. ILGAERENGI TR P REM SR X THRBRAE 1. BT RS
BUR ML A 25 s K B 8, U TIA R o W] DU R B T i S 2550« AN A T £ B 5 288
BN/ AU AZ A 22 2503697 BLSLAE B PRI
o LESIA

A RESPEFRIMAE O IEBCEA, AU A 20 S 5 I BRI, R AT e O = S iy
A B AR XU BRG 6r 28 BOARAT R8E RAR T o A I i B ) 8 B O R0 1) BB i AT s DI o —
T Z536007 2 KA E SRR T R, 8 8 ORI DRI R RN 15%, HIZEKIR N
13%. WZH 0 J) 50t CREMK I 0o J05 . el 8o O IEAR S KD iR AE 2 AR,
IrAIN 5% 4%. AR QT MIBER KIS, (EIFRELIIRRK R
o JFHERIA RFAF

o S 6 [ 4ol ] 22 b e 25 W 1 BB AN A ™ B R RO 10 R L A E AT T R R R T
HE AP IFEA R B ARG ATRE T = . S R IMFERAT K o I A S, EReSA AT Al iy . Xt
X B IR RIE BA R .

o JilEEIH

WA BB R AR RIS B I 2 R8RS e I s B AR il 6 L ()R 8 L il
RIEPER SHEIPIR FE 255 (ARDS) o« B AHAREIEMER . AN LR L
1o X BT BB I R e R B B ) 3, RLIRGE S I S i RvA

TE— Tl ARRES 1, 2 B RSP EREM: (P B 2 KGR (REK 2 g/m?) PRl i R4k
BE A IR R R R AN S KT IR A T ARDS 46T,

ARG AEEA AL 03 8™ B Al 1R H B 0 s A KA S R I Bl ik v e o HE B AR
e, NORGESEAT A T2 WiiET .

o A SR SEAE (PRES)

BBV KIG YT 1 B R 5 tH B PRES. PRES J& M WL Al e fians, ] BN &
By M Sk, Bl ROUUBORT. 0B DA HAWAL S A G . B Rid%, BT & MRI (RELIR%
B ATHTUESZI2W . I PRES B8 BT A . 4 PRES 5 1B HHI A SMIGIT %4
PEHATE 2.

o SLIGEIAY

A A St 6 7 309 1) 2 53 U7) 0 4 f 4 B E 4
o /BRI /A I R 4 B D i

A ity 7] 5| AR AN AR el RE AT R A0 el ORE S TR RN RR ISR 11 R AR R B R ARAE, 7R
AT RETF AR R BT LR K o /N AR T B AR RN Pk 2 3% ol ) U A A 0 2 R 1 BB R A 4
FL Ak EJ8E PO 98 FR PR — B R ELTEAT — 28 2507 S b R WL 552 1) SRR I /0N A a2 3 0 s 400 i k2 i
IS FERFREE 2500 N IR B AT W o 24 1M/ 2<25000/ul, N IEIGTT . ©fF 5%
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M KA DG 15 B s P LB AL PR R 15 b2 A8 8 I 28 i IR SRRV o AE — TOU B A KT L b ZE KA 1)
BIPRTT 2 R B BRI A A, ~ESS RO BB ARAE 2 9 EE 2R 40% o /MR ek B PR B AR T G
ST AT/ B S R B TR 16, HUZERAN AR B e KL S E i i sF R B (=3 40 ML,
SR 5% 4%

R16: FE— I B e KT EL SRR AT GG H /RS> B ™ AR B 5967 BT /MU R

BT B /N2 BEANS | M/MRIH<10000/pL | M/MRTHE 10000/pL~
(N=331) ** |  FIEHEAE (%) 25000/uL FEE A\
(%)
>75000/puL 309 8 (3%) 36 (12%)
>50000/puL ~<75000/pL 14 2 (14%) 11 (79%)
>10000/puL ~<50000/pL 7 1 (14%) 5(71%)
* I /NRTTFECN 50000/l 52 RS BN 2H A 4 P R
] AN BB 0 SE LR B Bk

TERRAE R R TT BN B bk 0 22 3 gk T T — D B e oKk 528 . ABiEiiE . 232
FIRJEFS (VeR-CAP) BESIVAITHIF, 455957~ VCR-CAP A>4 I /I IEAR BB AR N
32%, MAIZE Ry, B L. 2R KEIRAKER (R-CHOP) 4NN 2%. VecR-CAP 4
F1 R-CHOP ZH>3 2 A R HAFFIR AR HN 1.7% (4 BIEE) f11.2% G HIEE) .

PR T 3 R H L R AET . VeR-CAP 2 AR M4 R4 (CNS) W IS, i R-
CHOP A A 1 4] CNS H 3. VeR-CAP 41 R-CHOP 435I 23%F 3% B i4T 7 i/
BRI -

VcR-CAP A1 R-CHOP ZH>4 25 ki 4 i sl /D 1) & A2 243 N 70% A0 52%, VeR-CAP 2 A
R-CHOP #>4 25 fz #h b MR 4 i 98/ i 1 R A2 255 N 5% 6%, P2 20 A 78% K11 61%I1 &
B TRV TS B EIR T
o HBWEARIFF

fE A Sa T AT RE S0 VS . (ALK, A I 75 B d 1 nk 25 /01 EVE 259607 S B i
K, RIANFEARIE AT AR« [ROA R B Sz AR R T nT RE SRR ik A/BRIRYE , B R0 R R BUE M 1 HS
i DLBE G K o D5 AR an R I R L AR Sk Bl Bk N s s Ak
o MR RLEEAE

KUNAS 2 R 25%, FF HooT DUERIE R A0SR B, 7T RE 5| i IR i e 28 S AEF R R JE . 7E7R
T H AL T 1 R B A ) BB 3 B R VA R SR S A O RS, o 7 25 1) W30 b 248 BB 3 S R EDEE 224 1) T 4 e
o FFThEEIRAAIN B

A B I AT, 76 B R I Dh e 0 RE 5 N 1) B B S 3 o BRI BB 3 R A FH AR YR T I B PR
AL LA B I L™ 255 I i Bk
o XTI K EEEHLIIEE SIS

AR GRS Skd. Bl BN . SoH I EIREEIR S, AR B L EAENU
o HETILEAGERA,

[0 KA E L 2]
YLYRYE L 2

B WA L AEAE AR i 7 ST A] 36 e B2 4
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I R 25 3 A 0 B, 7R3 B R B 345 KR 0.075 mg/kg (0.5 mg/m?) FIZK A 0.05 mg/kg (0.6 mg/m?)
VE S I TR R B A B K AR P AR T . RIRFRIE K22 Im PR & 1.3 mg/m? () —2 GRRR AT
5 .

R E R E AN ZRIEN 0.05 mgkg (0.6 mg/m?) , RKILH R FI7E DL IBAT UG ZE T
B BUEPIBAF R E BRI, FRFIE R 2 IR E 1.3 mg/m? B—F GRAERmATED .

) A BEAT B 5 A oK A2 15 025 1 B B B B 0 9 o R AR R0 2 1o A AT R 8 1 TR 9 o SRAE 2 A A
FAA S BRAE VR T BATRI 52 42, Z 0 AR 15 AR oot i L AT REAFE R fE o

FEAE AR shva 7 BAE], B P A A R A e i, I FLBE SR L
WAL A L 2

i AN e KR 1 A NAR LI b o TV 2 M A NARFLIT 20, DARR S A s L IR
TR LRI RE T RS A AN RS, SO FL I L RS A IR T R AS B 7L

[JLEAZ]
52 R R A AR IR LJRVG T T, R RE A 7R ) L3 R v 19 2 A VE AN 72K
[(ZFEMHA]

T R 2 R BERE T 72 6691 2 v, 245 (37%) 9] 38 AR >65% « BB MK 4H125(38%)
B, HWFERFAL120 (36%) Bl BB KE1I>65% B35 11 48 e i3k J vh S I ()R w457 2% fi e 42 ) (A1
M ZEKAA A (RPN 55543 H, MRS TE: 8.054.91M ) o WIEKAS
W>65%8 AP R FE T, 40% (n=46) B HIL T M (CRHPR) , LKA HIN918% (n=21) .
MK <50 . 51~64% F1>65% (K] 38 3 MAZA B 1K AR5 N64%. T8%HM75%

TEEZ MBI RIGIT B, 265 & HERBETE R AMERIT A LA SR ZE R (EAHRR—L
% o Vv R R 4T L bk B R0 2 A R 3 RN 5 oK P U B

[ EAEA]

SNSRI T B R, BB KR4I R P450 (CYP) BER 1A2. 2C9. 2C19. 2D6 £l 3A4
53R T CYP2D6 X B AR HIER AR (7%) , #onT PLFE R A CYP2D6 A2
S M B0 5 A2 K R R AR 93 A

FE—TRZ5WAH HAE T Fe b, PRA T B BEME (CYP3A4 SRALIMHIFD Wil e K 254850 F1 22 1
s 12 ) B R 45 R BRI Kk AUC PRGN T 35%. Bk, A& oKYE CYP3A4 7]

ChnBAREME . FIHEIRE ) A FH A R 2 AT 25 D) A i

E—TRZ5 YA BAE R IR AR, PR T B3EHmE (CYP2C19 SRMHIFD Xl # 4K i 254880 1
SR, 17 B R S5 F 5 FOR B B A oK 1K 25480 112 JE W B 52

1E— TR 25 AH BAE FRRIS Py RIAE (CYP3A4 38i%ES7)D SIS VoK 25488 J1 22 00, 6
% B TR BRI K AUC “FIIBRMIK 45%. R, AEFEAR S CYP3A4 #iFESHIGH, BN
HAMMET R 2 K. CYP3A4 B SHIWAFIE T RGP, K20, RELZMELEE, 76
Z9WAH EAE RIS B PP T CYP3A4 591 SHIMBEE KA ITER, 7 42 853 I B5dis S5 s o i 85 A K )
2R )1 B R

E—TZy YA BEAE AT A, YR T S5 RIR R M B A T il B e K I TE L, 21 ) 5 1)
Hn st FE R B K AUC SFIIIEINT 17% o IAHBRES RIF T RAH M

TENGRIREG A0 PR3 £ 1 AR B W 245 i L0 B KA RE A0 vy IfURERE IR 75 o 7R AR S VB 97 I
7 5 17) W 1 PR R 7 24 R R R K, SRR R R PO PR 2

5 RS A F T B2 g B S AR I 259 CUn BRI « PR eR2 SR, PoRmRg 22 (R Bi
YT K5I eI & PR 259 .
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[(ZYdE]

T MRS 2 AR BT RN, SRS AR (UL mg/m? THAPA IR RHEL T & 2~3
) 503G Wi IR RIS ABET A O O g B AR AR I v R 25 88 e 24
BT T REBUGHIER)E, E0EE QT [MMIFMIEN. HE: T 3.0 mg/m? KEFEFE (LAIRAKIHELR
FIER 215 , ERZE 1 /N UKL, SEER25)5 12~14 /N SET

Akt 28w THERER R 2 A5 A 8 U S R RE DR AR I e 2P e A B /AR e, HL AT
IS IER )T

A RS B AR AR . — BT R, NI S AR AL, JFRIDCC Rk PRI
J i THEZGFI/BIETENLI25) Ak .

[ZEEH]

2GR H]

W oK R AL B4R 26S B A4 BE 2 1 RS V5 14 ) n i A 7). 26S B A4 & — ok
MEERE AW, v FZAM R BT . V2 25 A I8 18 10 9 4 7 B AR P oA B e
FIEEMEH, DERFINTRS . BEAKESEMA I N 2 ME S5 RIB R, Xt IF 5 Fa A ML 1w
N2 SR AIBET . Xt 268 25 (A BEAA (30 i) ] BH S P 1] 28 KA o A4 MR SR i B 1 K ) %2
ol A 2 g A M EL AT A PR BRI o I AR T PR S 28 Ak P 3050 IE WA 35 e K BB S 2% 038 22 R Vi BRI TE
R A K

PRAMRTS . BARRES R ANV E A R B, O B e oK R (R gk s i 4 P 20 A R RS D G 1, EL A1)
R AP ThEE . IR E AT CATE A B AS 6 7 1 3 BB B VA B M AR 1) 22 R M i iR BB P R 3

FEEPIREG T 1 mg/m? F 1.3 mg/m? FIEMEEKE (FHRIEAKTE 0=12) , X T4 20S &
B RTEPER S R4 (AEXTF2E4R) RS A)E 5 /08 1 mg/m? Fl 1.3 mg/m? A X 20S &
PR 25 RARAR R S KA - 1 mg/m? A1 1.3 mg/m? 25 245771 & 1 e KA FE 2 3l A2 70%21] 84% 11 73%
F] 83%.

BT

K AL T BB RS 25 AN S 2 AT sh Wil (R 2 I AR 2 k4R 24, Bl Ja IR B — D,
UL 5% 1) (19 35 14 G4 P8 20 oL AN IfL/NBR 9D DL K 8 A0 . M I A SR R Bk . SR B il B
PR IR S VE LR S S I IR A AP 22 . B REM AR DL R BE R PR AT AR . BhAh, K. HRAG AN
O fEA IR T 22 A Y AR SR

O I EE

WRZE T 20 2 15 T AR A7 B PO 5 e oK ml 3 o - T i, B S A DA™ EE A AT MR I O Rt
ZEIAELE )G 12 B 14 /NFET: . K T2ET 1.2 mg/m? A E T 5 S & OIS HOH LS 78 BUE E it 3s
o BTSRRI B A K O] 20 A0 TR N IR o 1, b s T 0. RSS2 RN E] T
O, 28 FEFIIRAE

LR

o [ Bl O S50 B A S G (0 i A0 S B B oK BT B 2T I (Qe R AR AE ) o Ames
G AN SRR A O R 0 2 SR Sl B e KA i A R

AEBE R

W AR AR B ST AT, ARLE — R B e o AR T AL ZUEEAT T VAN . 6 AN H IR B A S
BoR, E>0.3 mg/m? s RAETEFIE ) 1/4) W B VK A8 P S AR IR K, BN 1.2 mg/m? I AT
G AT IRAPESCR . A P B S B VR I AR 5 e A T AERG

U

e A HEAT B e K R BORE T A
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[Z3h %]

X 11522 M R B KA T K 1.0 mg/m2 Al 1.3 mg/m? J5, EHIE B 1K) Mk
L2459 FE B 23 )2 57 A1 112 ng/ml. 7EBE G 125 25 FE b, B8 Ve K AR e R I 24594 FE 20 (E Y L 67
% 106 ng/ml (1.0 mg/m? FIEZH) 189 £ 120 ng/ml (1.3 mg/m? FIEL) . ZIRLLZ G HITH K
SR BR WL 40~193 /NI o 5B S R AR B, B K IR GA 2 HOTE R BE L. B IREA 2 1.0mg/m?
A1 1.3mg/m? J5 B ARTE B 4E 40 59 102 AT 112070, 1 1.0 mg/m? A1 1.3 mg/m? 20 B J& 78 i s A i
R IMEAE 15~32 L/h Z[H].

76 11 #1368 1 PK/PD W F0H, 22 R M B8 JE B 10352 — IR 1. 3mg/m? ) & A Ik 45 25 8 % R 45
2 (BEH n=14, K THZHn=1D )5, WHZRAEAEN =G HRESE (AUChy) HX4. KT
Y824 5 I K 259K (20 Ang/mLYK T#0E (223 ng/ml) 452, AUChs JLAEIMEZ N 0.99, 90%
BEXIEN 80.18% ~ 122.80%.

A

2 R E B R RS2 IRE 2 1.0mg/m? BY 1. 3meg/m® MBI K G, HRE R I 0 A A
BIE PTG 2 489~1884 L/im?, IX U BHE K02 A TAME A . WD 100~1000 ng/ml B,
Bk 5 NI EAR TSGR N 83%.

il

P AR AR AR D B AD EAZ BER% R (cDNA) FiAM AR P450 [A) L EGHAT RS MIT 7% 5
T WA K S B I 40 o £ 2% P450 i 22119 3A4. 2C19 1 1A2 BEEALACHE, /B2 2D6 F1 2C9 1R .
FEARUHRAE S LMERIL, T 2 NIRRT, FiEFRIEATE B LRI =9 IR AL FO A
B KA = T 26S B A BHARRIVETE . 8 Z A TIKAZ )G 10 280 A1 30 2080 I3 B0 B oR,
ML R A = P A B LR RS 2501
MElZS

) A XA B A K AE N AR N RV BRI 12 3E AT 7T
FEWY L PSRN Fil

104 4 )LE B H(2~16 B)EEE 2 REMKAEE 1.3mg/m? #1181 K J5 B0t 1 T2 Hr il 8 46 K 254K 5
FIEHRE o BRGNS T B, A KB B R B (R R T AR B I 8 hn . 15 B3R LA 34E

(%CV) N 7.79 (25%) L/hr/m?, FaiSrAiafl 834 (39%) Lim?, JHERF-ZEWIN 100 (44%) /N
AR LG, HAAANOHEdE, mER. WEMTER], SIS R £ B A kK
B, USR] )L E B SRR AR IE G BB e oK G B 26 5 s AL

PG A TP 1 S TN R o i 5 47 K 24 32 R A
FFIhREBR A5 I

PN T 60 e £ AT Thae 54 2B 8 5 B A KR 25K 80 1245, 56 Fh il & 1 K Rl Y L
0.5 2 1.3mg/m?. 5T ThaEIEH 1B & M L, B EERTFThREIR 1A 2 88 i B e K57 &= )3 — L 1 AUC .
{7 A Bl A ThRe A SR T I B K& IR — RS 1 AUC BIESHEINZT 60%. i B el &
JEE R Thae 4549 1 BB 38 150 P AR I B AR 4R 7R &, [RD IS N 3R A T 78 1 W o
B Dy RER A 1) BB

TE— TR J12E 7 A, AN FIFE B A S ThRE 3040 8 3 3 LS R (CrCL) 4 1IE%  (CrCL
>60 ml/Zr51/1.73 m2, n=12) , #EF (CrCL=40~59 ml/Z34/1.73 m?, n=10) , FF (CrCL=20~39
ml/Z8/1.73 m2, n=9) MEE (CrCL<20ml/584/1.73 m?, n=3) . AR AHEFEENT HEENT4
Ja A TINE KRB ERE 8 . WIS KEIKG AR 0.7~ 1.3 mg/m?, B 2 k. WK
FEEEGEIN L H AUC Fl RIM 25 ) E DL B2 A Y.,
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[ERANH]

AT U BT R BCHI S P IRNAE 25°C FRAE, LIS 8 /BT S o FCHI G AV OB
JEUA A5 BRS8N 8 /NI, HANAE S AL T 2k 8 /M LLE.

RIFES A RAE 30°C LU RAF, 24 SRt
e (BEN=RE

A SO UIE 2580, P ARG A5 I AT, MR EUE 2 T A . HERE R 8T B B
I B DA o B R R Ao PRI R, AT 5% R B Rl BRI A R, (B K AR

B V0K A A ERIANARL (0 4 AL S i A TR B i o DRI, AR S SO AR B R 2 24, 74
NIEST -
B KR B2 T 2 24 B ) B VA TG L

IR ER, A 0.9%FAL IR A R AS bt o BCHIJE OV NP8 « 3B AEIBNT A5 SO VFIN
UL, BESRZG R 8 AT /5 H LI R o ) 35 LR B U AR A B BURTRE Y, AN B
A A -

HEk 4 2 ]
1 mg A& 3.5 mg A 3.5 mg A
TERAS i CREIFD ARV (0.9% LMD /AR 1.0 ml 3.5ml 1.4 ml
Fo bl fE s AR E (mg/ml) 1.0 mg/ml 1.0 mg/ml 2.5 mg/ml
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