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Xt NOS 21(25) 7(9)
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A 2011 4 8 A, wAaMEREREFEIREG C10%ZREHE) MARE
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REMH (TEAE) ((F—IRiTARER>S%) (MYE-3002 A% - LMot

)
3RITREA SKRITHRA SR
MedDRA % 4 38 1 432K - -
(N=34) (N=97) (N=131)

216 /4L 27 1



v ZiIXEHH 2R EHH AR EHH
(%) (%) (%)
Fi 5 AN RS 14-(TEAE) 32(94.1) 65(67.0) 97(74.0)
HREE 30(88.2) 58(59.8) 88(67.2)
20 2 i 22(64.7) 40(41.2) 62(47.3)
IIRAN T 2 21(61.8) 32(33.0) 53(40.5)
HH P 2 gk 2 i 16(47.1) 27(27.8) 43(32.8)
2T 2 3 i 14(41.2) 19(19.6) 33(25.2)
R = L RS BT = 11(32.4) 11(11.3) 22(16.8)
I = 2 E R E 4(11.8) 7(7.2) 11(8.4)
REARRAIL LT = 4(11.8) 4(4.1) 8(6.1)
M AL 2T 2(5.9) 5(5.2) 7(5.3)
iNING A= 1(2.9) 5(5.2) 6(4.6)
JH BT = 3(8.8) 1(1.0) 4(3.1)
4 B PRI 48 2 B AL &
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KA 20(58.8) 37(38.1) 57(43.5)
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S dRESS 2(5.9) 1(1.0) 3(2.3)
TS ERE SIS 2(5.9) 1(1.0) 3(2.3)
RS 2(5.9) 0 2(1.5)
1 fi J Gy 2(5.9) 0 2(1.5)
B M RGHR 23(67.6) 35(36.1) 58(44.3)
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(& 6(17.6) 9(9.3) 15(11.5)
NG 6(17.6) 8(8.2) 14(10.7)
JE K 6(17.6) 8(8.2) 14(10.7)
& 52 9(26.5) 5(5.2) 14(10.7)
AN & 2(5.9) 5(5.2) 7(5.3)
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JI5 3(8.8) 4(4.1) 7(5.3)
M - 3(8.8) 1(1.0) 4(3.1)
R 2(5.9) 2(2.1) 4(3.1)
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=N 7D 3(8.8) 0 3(2.3)
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MER 5 1) 5 2(5.9) 1(1.0) 3(2.3)
R K B2 T AR 8(23.5) 22(22.7) 30(22.9)
Fe % 5(14.7) 5(5.2) 10(7.6)
B2 I 0 9(9.3) 9(6.9)
TR 2(5.9) 3(3.1) 5(3.8)
R AE FERER 7(20.6) 20(20.6) 27(20.6)
R e 7(20.6) 14(14.4) 21(16.0)
I I IMAE 1(2.9) 8(8.2) 9(6.9)
BARIGR 0 8(8.2) 8(6.1)
(N =lEg=hikng 2(5.9) 4(4.1) 6(4.6)
B AME RERIR 7(20.6) 19(19.6) 26(19.8)
i 3(8.8) 12(12.4) 15(11.5)
R AR T T D E 4(11.8) 3(3.1) 7(5.3)
ME RS 7(20.6) 9(9.3) 16(12.2)
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D] 3(8.8) 3(3.1) 6(4.6)
ko 3(8.8) 2(2.1) 5(3.8)
BFRULR XSS HRER 7(20.6) 7(7.2) 14(10.7)
LR 2(5.9) 2(2.1) 4(3.1)
VY Jiz & 9 2(5.9) 1(1.0) 3(2.3)
YR 2(5.9) 0 2(1.5)
FFRE R G5 m 5(14.7) 7(7.2) 12(9.2)
- DhRe 3(8.8) 6(6.2) 9(6.9)
R RE 4(11.8) 6(6.2) 10(7.6)
R 3(8.8) 3(3.1) 6(4.6)
IR 1(2.9) 8(8.2) 9(6.9)
B A S WA R RGBT 2(5.9) 3(3.1) 5(3.8)
1% 5% B R 2(5.9) 3(3.1) 5(3.8)
HFE ARG K AR 2(5.9) 1(1.0) 3(2.3)
[ 18 H 1L 2(5.9) 0 2(1.5)
R3S B 5w 2(5.9) 0 2(1.5)
S 1M 2(5.9) 0 2(1.5)
MedDRA=%) F & BARER FARELE; N=E 12 iA#EEH; TEAE=IRTT Hi]
HILIA R 44
AT LS AT OIS R
RS

Mo PG At e BTSSRI T AN AN RN o B TR 2 e B R TR I E 1R
B AR, PRI TE I T S A T FL 5 B i N S 25 B R I AR K &R
T Sweet [IREFAAE (MR AVERE ThE R PIw) HIwi1.

R 4, RADRE (CAE:

+ o =>1/10

Cig/ =1/100 H<1/10

il W, =1/1000 H.<1/100
F W =1/10000 H.<<1/1000
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a =y <1/10000, GLFEEABIHR
R 4: HFEME EHE RIS R RN

RGABENR ETEHRBRERMITEIR | 2T 008 5 s R 5 A
AR GRS HHIRAER
D ERSE TR
OV CEIES ML | o ER 3 I
PR
JHRE RGBT
HFDIRE S H TAFER T H R
e fILAT 3 AR TAFER TR
R E SR IBTR
e LB AE Exa | o,
(% =1
LR 3t 78 Al Y B IR 5 o By FR B 2 A
MR 7L AT LA
[EEFEmR]

H AR 4 PR 2 i AR L /NS R 2

FEHIPUABE VAT I AR, £ A o L 20 M I ML N B, AR A 75

TEEAT A= M AN LR THE DA 2 A e AN, /D SR UE AR 551N 45 24 JA T i

BEAT SN . 7RSS | AR RIS )5, 65 R T 45 2570 = i R
AR AR AT R . 2 AR 8 2 2% FR L R AR K R R/ BB AR )

2j, LABiR G

FEFHZIIER | BUEE 2 AN AR L S0 A0 b PRI M s D, B IFA—
R SRR MDS RIS R .

JF DR 5 B

1 AR PR S P Atk P T PR S AR s o IR T SR B U S AR
BRI B B2 PG AR R T ROEAE,  JEX R AT DAL (U DR

=] A LR35 D.

B R

W R AT 1 P At T B R AR T R M A . R R OIS
FRF[CrCl]<<30ml/min) #2352 PUfiEIR T MIEIH, FE0 B ST E VIR (W
[HZHED.

DB B
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A 7 B 70 AL o 3 9 S N PR AN R R JE G B ) R A R TE I PR AR
Ak, DALk O AR ot T 1 A ) 2 A A R R ST
BRRIBALAY

S35 0B W A e AR SR T IR R Gt 2 M ANTE R AR IR L R
R[N PRI A ) o LT 1 e T IE 2 A A 8] P9 SR EUA R e 2 e i, kT
HAEFMUS], GEURIINAE A ST B LA B ER fa s . MDA W Lofe s
S AR YT ZHTHEAT B BELH AR Y 5 ) 5 36

Pl BV

IS 24 F U T M R TEH 2 AR SR T IR) e SE R YT IR 3 AN H WA EAE N2 2
(W, (2 FLE52E ] BOBHE, BERMNAEE R8I MBS houf b1 T 22 Bl i 5 7 T
iy PO A SRR HEYE A BE I IR RR ARG S M B8 . RN BRI AT RE B
BRER AR, ST M R AR AT AR T RO AR RS IR R

A B WAL REAR 0 55k 58 72 U [R) R R B Bk 2 1 T, T AR AL
i, A S AT DNA A AT R LI B 7E fa 5 .

X 2 BRI AE LA I R

W A AT A ot X 28 D BN L2 B AR S (P 7 o I 0 R 3 YR T B TE) R T e B )
AR, g, Fk, 23 e RN
HETILEA S ERL.

[ Za XA E ]

IR LA

YR504 Do

SR YRIA L 25 A ST REXS R LA P FE fa T o i T HAE IR, ToohA 20 4
TR G AN G o 7E/)N BRAN K BRI PR BORA 70, P A v B Stk L i
JLERPERIRRE BEE o 0 AR TE U 450 Lo v St A4 3R AT 78 20 A0 R A RO REE 7 o G 2R
FESTUR IR 32 A S 6 97 e FH 24 TR PR 2, 24 o 0 S 29 W00 iR ) LIV E 8
S35 0 A A IA L TE B2 AR SR T (R G PR

FE/NBR PSR 78 T Hh PR A (KR B BE bk, FEAEUREE 8. 9. 10 Bk 11 K, HjiE
PSR 04 0.9 1 3.0mg/m?, 73 AR 22 I RAERE IR 2% 7%, AWEEH]
BHAREE, (A1E 3mg/m? I E AR BRI SGE NI, EWNAFIEACFE I
T UM E R, 3mg/m? FIE A TERIRG 25 5 I iR LEREG, G483k
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Mg (AR, Hgms, rams, B, FHESME, 5RskEE, 1.
J5 R RE SR D A o AR R BRIEURES 9~12 K45 T A EIE I E N 2.4, 3.6 B 6mg/m?
(IR LRI R R 5. 8 5k 13%), 45 R AME R B ARM: . IR
O JVE S Hhy PG A J5 TEAT — F & N AR AR AR NV IR AERE YRS 10 K45 T 3.6mg/m?
LLEFR R pu A, BRAG RS A BUiR ) LA SRR N B T iR R A ME
FIE 5, 6.0mg/m? FIE K HIARERIS . B, F5 255 HE . 7€ 3.6mg/m’
LB 7R 8 B MR AR AT FR BRI A AR T 7E 6.0mg/m?® S EE I TS R K
B4R AR R .
PR E XY
[ AN V7 A G At A AR R 5 2 ALV i o R L TR 28 LA T A o i SR b
DR AGIRTT, WabZifs bzl (W (222 D.

[LEMZ]
JLFE B I I 2422 A AT 20U i AR 3T
[ZERZ]

TE T AR R PR RSG r, H2 52 b P A iR T 7 1 83 LR & g 61 BRI TE 65 %
KULE, A 21 BITE 75 & K LA b TERELZ R p RSB S ER IR AR L4
VEFIA 25 B ROAN A, s CLARlE B PR AT o AR R IS AR R A AN
R, AR AHERRAE — 2o N b SEGUR mT Re

[ EAER]

1) A ot b 176 At 2 R At 2459 2 T (0 AH B4 FH AT 1E 30 5
AT B S HARZG Y R A HARFH, IX e 2 24 T SRR AGAE A Gl 20 i o 1
FRUMIGE B WO, I H/ECE PR, X Ll 5 b v A R TE A G Cln g i
. I, ARG 5IXEGYAR, NiEH.
BRA 2550 Hh P AR A R R
D] Sy i 7 il 5% 38 3o A0 B U B2 T AE CYP450 Bl REATACHE, TRIA S KA
CYP450 E /15 25 AR AR AR o R Ay b G At (R AR A1 1L JR B A 45 38 T 2
WA (<1%), BEAKATRER RIS - 2R PR LR R A 455 B e T
KIS, AR EEE R, HPEARE 2 51K PR (P-gp) IR, BRIEAK AT
A5 P-gp FIHIFF) A AR RN
P AR RS F 2 B

22 /4L 27



PR g Hh e A VS PR AR AR LR R 45 A AR (<1%), BRIEA K AT RE R AR G FH 24
MM R F 25 & BT RIS MR R, s 20 67 ORI
W (Cmax) IITEDL T, PG AT 0] 2% 5 CYP450 Bg. KUk, A
KA CYP B SHIZGYARIAH AR, AR REE N gt 5 UL 4
S RSN C AR S DUl & P-gp /SRS g5 H0HIF], P TIA &
SIS 2910 P-gp 3 8es (WL L2403 715 D
[(ZYdE]
B B NSRS BN A AR R s 257 . 20, FIIERTE ik
ROCHRE 7R, HSHTAYT R E S 20 65 LR R SR 2 i i, asEk
AL 200 6 /D AL /N B o 35 1 S R RER I AN RS NN ER, 32
SEEHEHE P INE (L IARRBD. SO 259t & RN BOE 2 1SRRI -
[ZEFE]
YE DL
Hb PG AR R E I BERR A JS B335 N\ DNA, ] DNA HE(LF20, 5/ DNA
G A R0 B 0 A B T RO A ST AR o R 36 158 72 i 8 A 5 37 )
DNA AL, £E7 A2 AE R IR T A2 WS4 DNA IR & Rl . Hpt il 5
It TR 240 6 ARG Y A, T 5 36T 4 O R D S B 425 AR ) 5 DR P R 1 2
AE. TETREZHAGHMIT, £ DNA Ky fhiEr] 5 DNA LB 45
BN A AR EE AR T o T A8 B S0P 240 6 D S0t 7 e AR xS UK
b V8 AR (A SR AT N 2] DA AR R Ak o SR, 1R R BEAT M PG A5 3 3 AR AIR
AN BN 122 S HU AT 7L
HHET A

BARTEE: 72 LA A A RI0 LS 1 PG At e AR AR 5 1% o PY A
A G1E L5178Y /I Btk LR A0 M PR R AZ A Ty, lac-1 #25E R/IN B 45 DNA Aok
PR A R lac-1 RAERAS, G AR L) R G R B

TR MEVE D BRI S L PUARIE 0.15. 0.3, 0.45mg/m® (L) il R
FRIER) 0.3%~1%), R 3 K, HEET7 R, HUTAENAAE SR, AEEC,
WEATEbR (MZLER A AT AT 80 R WM, )& =0.3mg/m? N, 7T W2 AL
BB HLUE R DR T HE W R s b MEVE /D R 5 45 2557 B =0.3mg/m” [
HEVE /N SRASHC IR, T LAEARA R B, B R HT 25 R MRG0 .
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NERTESEYRES 8+ 9+ 10 BE 11 REL IR IRV P i 0.9 A1 3mg/m? (435
ZURIEIRHER I 2% 7%), K WEHARENE, 7E 3mg/m? 7&K m] WAR A7
TER TR, EMATRIEKFE T WA E N EREGANEATTRY) 3mg/m?
TR P AT LB B AT BRI, BRI (PSR ZKE T MEE RN A
FeZd, BMESIG . JEahia . Al S Rk s b5 . KERTEREIRES 9~12 RHIKIE
JEETE S B VG AR 2.4+ 3.6+ 6.0mg/m* (53 £ i RAET 77 & 1) 5% 8% 13%),
RILBHARENE: TEUEORES 9 R4 THUPGARIR, TEATA A Z7E NYARWE R 78
TEUREE 10 K45 T HLPEARIE 3.6mg/m? LA 7RI, W] DR AR A7 % 2 AR 1744k 5 0
B FEFTE SRR, SR WA HEE RN %, 6.0mg/m? 7| & AJ
WHAAFIRERSS Y . FRM . IS5 TE; 3.6mg/m? UL 70 B m] I BG A Rl b Gk Be &
AT s 6.0mg/m? FIEE I T L EG S5 A 40 A B AR D

/N ERAESEYRES 10 TR BRI Fs v S 1 PG b8 3mg/m? CR 29 Il PR A H A7 771
I 7%), VP A S R B IR RE ST . S0 HREAR B, AR A B R T
B At V5 ) e P TR P8 /I B P A 5 PR o A7 B ) s 25 P AL A B 6 s AE B 2
% T Hb VG AV RO R /N BR S R 2V /N RS S, AR AR B I sE s 7R
PN B 5 T M PG A (R RN BRLE 3 AN 5 BRI 5 R 45 2 P /N RS, T I
BB I EYRZE 5108 36%H1 0%) . JB 5T RN, AEGRZEFEAK S /N R T 4E
URES 10 REET PG AR A F1 AR 742 e 32 BIRE A AH G o

U@ e Hh A N AR BT B MR 7T

[ 45317151
fE3T 5 KRR Qomgm?, ElkE 1 /N, E8:5 K, F4HER) KRR
3% (DACO-017(n=11). DACO-020(n=11). DACO-016(n=23)) F1 1 Wi 3 K%

(15mg/m?, FlkAE 3 /NS, & 8 /NBE 1 3k, L3 K, &6 FIEE) IR
¥ (DACO-018(n=12)) HiF4r T MDS Fil AML 3 [ o fl s A 25 AR 30 1y 2%
ZH. 5 RITFEM, 2% 1 /M7 ABIRE 5 RIEA U R r 254080 12
AN AR S AR 100mg/m?. 3 RITES, 58 1 MaT FARENE 2 H M
91 IR 2 R P AR I 25 AKE) 20 . A I SR D 135me/m?.
ikl

Bk 1N (5 RS B3 /M (3 RFE) ZJh, Hisifhizizish
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A TS, Ry I O = T B PR R A S8 SN A AT
WA RF (AR 70kg, AR 1.73m?) 253N )2 HUnE 4 s,
K4 BRBENBREAGRINZIES (5 RTHEM 3 RTH)

SKRITH 3RITH

ZH TE 95%ClI TE 95%CI
C oy (ng/mL) 107 88.5~129 42.3 35.2~50.6
AUC_

580 480~695 1161 972~1390
(ng.h/mL)
t, , (min) 68.2 54.2~79.6 67.5 53.6~78.8
vd (L) 116 84.1~153 49.6 34.9~65.5
CL (L/h) 298 249~359 201 168~241

AUC= 11 257 -1 W2 8 CL=BLPR B R s C LA i ft o 1 2
Wt =R, Vd =R AR

SR RN AN 2R3N 1%, BRKITETR, (2 0.5 /N RIAFIRE & IRTE . 2
FHOUGIT, ZRENFEBROSMIITX EVERIZ AT, AZR T
RUGERIE R, MG 1 3 1 45 T MG T (<19 TR B (7
{5 Vdss Bk, FRAATHE NS ELSL, BT 4R 5 M G g 0
T AR BT MRS R EeRTH %

fRisd

TELMNL P, S BERMGE, HaU0 R 20 P BRI, R AR 21 = Bt
Wekh, SRIETB\ DNA AT, HilTRIERIE. (ROMUBIECR B R RF T
G RERR, AR PASO REAS SHIPIAEIINRS. =B UHEE THE R
FERFAE . G [ b S L o 2 M R 2 P P . A P i
FOE AR SR, 3P T AR 528 e SR R K 2.4%. £ TR
PP AHE A B ZG R . SR B4, ShIM BB R o LA
PRI RZGHEE (R 1 4%) FEW], KHIAM PRI 6 0 R BESD,
AR 7 LT S 381 P-gp R

W

S B KA T M, PRI IR %>200Um, I B P MET AR
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P (CV KZN 50%) . Ja ZHEMMY & Hb FE AR bR AR 2D —3 49

NHEE B3 4A T U e M C-Hb PE A O 3R BT AE 7T 45 B Ew, s P At 25 26577
B 90% (JRizZh 5 4%) & pRIEHEME .
45y I

[ AR T B 55 1 31 R BRI o b A Y 244K 3 ) 2 (s g AT IR S A
KR N IRIAR 5515 B0k AL 4 0 7L A 251080 11 280005

e )

FARZ BN 15 0 i o, AR 25BN ) SRR T (Jall: 40~87 %,
FAE: 70 %),

PR

BEAR 2530 15 70 W R s 59 M R LV 2 T R AT AR I PR A DG 72

LR

K2 Bl AR 6 32 Dy IR N o o [l PR 1 (MY E-3002), 7 24 4] MDS
AR T IT T P AR 2B S, Hoh 3 RTRA (15mg/m?, 15 8 /N
HE) 761, 5 RITRHA Q0mgm?, HREE) 17 . HAIGKKIH (JPN-
MDS-101), 7E 8 f5l MDS SZik# Hff 7t 1 M P i 2548380 1%, HAd 15mg/m?
(5 RITRA 3 4, 20mg/m* (¥ 5 RITRA 5 Hl. PislimRRE S (MYE-3002
A1 JPN-MDS-101) W23 ¥y 1 A1 0 A Z & 280 /1 2 e Al . BHA
ZiRBh 15T s, Pl M G At B R R A B SRR

JHE R 3

I AT A 55 S8 vh R AT IE AU M PG AR 254K 8) ) AW 7 o« A AR BT BT 5
FRSMRIESE R EoR, CYP BEAKATRES 5P fbIE AR . sEah, G BRI
ZiRBN 1R i R, RS BIR L RIR BEVE FEBOR, Hh v i i 24 4K3) /) 2
SHOG A B E MW DRIk, Hb 78 A5 2 8 AN K T BE 52 JH T RESZ 401 (1 50 o
B R

W AR TE B D REAN 4 (0 58 2 R AT I X b VB At Y2 24 4R 3 0 240 90 T R A
PO AR AT B 253 11 0 i s, 29380 )15 S 8030 B 2 8 TAn
AERIULEFE R CE IR —Td8hR) . Rk, PGy BB A KA RESZ 5 Thfit
AR o

(e 5l
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25°C LU % PR AR o

[ %]

H R B A S O, 1M/ &

[ % #]

244 H

(AT HRE ]

YBH02322021

[t 5 ]

(1) 10mg: [FZ5#E H20153045

(2) 50mg: [EZj#EF H20130067

(&M EmaTRea Al

LR VLI SERE AR PR A A

Hutik: VTHEE R ISEFFRAT KX
(A= ]

R LI ARZD A BIA PR A A

Hobik: HERHATFHEARTF KX AT S 5
Bt : 222069

& RS HIE: 4008285227 FA—ZJH H 9:00—17:00 CFIERHERSM
W1ik:  http://www.hansoh.cn

600587B01
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