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2018 %01 A 03 H 2020 4F 12 A 24 H
2020 4F 12 H 24 H 2021 %04 H 23 H
2021 £ 04 H 23 H
VRS FH 2b 7 AV 5 B 5
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JEL 4 FR: Decitabine for Injection
MiEPHE: Zhusheyong Dixitabin
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ARG T IPSS W RGP a1, E-2 MEGiwia . SiREiEg s
LEAE(MDS) B, GG R MEM4E K LR MDS, %18 FAB 20 BUATAH AL

MEIE ST ML, MR ST MR SN dE 2, wEvA M AT AR R AR 4n s £

VAL BT LA R AR 20 M3 2 A0 Y, A MR- A A L

[ %]

(1) 10mg; (2) 50mg

[HZERE]

R VR TT AIR) AT 4 R LN B T H0 DL 0 I PR R A B bk, 280 R ORAIE 7 55
AN 25 JE AT EAT W o FETTA60 7 B I SOAS U A A2 A0 L 375 LR o 0 2507 R

BT 2 50 I e AR B T A

XFF MDS 1697, MEEFA A TSR 3 RS REA TR LM TR, #

FEDIEIT A AN BB ST 4 DAL ERRIT R A W7 2. Wk R g

Fre R s BRI i fe e, RDJCBA R e, U] DARREEHI 24

4 ANIEYT WG, T SR AR O R R A (/SRR H R 2 Hh MR 4 O

RWE EIBITHIKT, SURBLZREE R Cnsh R s an i 5 Bt s s an

FRTHEUEID, AN EFRIFEZ R, N HA ST .

L HE ASHERE TS A FH TR % O R I (R 245, (AR 5 3K, PTLASA T TR IR YT -

3RFR

A EHETEFIEON 15mg/m?, BESE K 3 /M BLE, B 8 NN IR, HSE 3
CRIEEANRTT I 25 9 VO RAE BE IR IRE MM SR BN, 45 6
21 ANEY. SHEFEARGEE 45mgm?, FANETTE SR A S

135mg/m?. WNAIEIRN — R4 2], RRRE % 7097 .

S E 3

A HEFE RN 20mg/m?, FESFRIKE 1/ LA, R 1R, S5 R (]

TANAIT ML Z) 5 YO MIERENIGREMAMRRWEE, &4 HES 1

ANEW . FHBFEANEBET 20mgm?, NG A MG ST E RSB

100mg/m?. GNHLEHR — IR 2, RURIRERSG TI6IT. v LUMET IS 2577

Ej{
o

e

%o

B BEIM B AIAR S IR RO B B
IREANAN MDS B3 Y% WA B ] S AR ORI A RF A (L MBIRME |
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T R BB RE R A R A I IR E ) o B BE IR 4 I SO 4
T AN Lo XoF T HE I R 00 1) AT DR RORE PR S8, 2 R R i 1B 477 22
#,

SRR

AT BRAACEEIR, ST B AN &, LN iR EiR 45 2

* I 3 AN JE S 0 o

B LA, HOL 3 UM 4 Gl b, XA —E K MDS B, A
I RIAFAE A 20 B s /D AT REAE 58 3 AN 2 J5 A4 I

AT 3 ANEIAN, bR LA B R RE B LR (R PR 4R L T4 1000/
L), AT EMRAERF IR, NAEFERIT BRI R — 2R, I4ERE 2 EYR
J7 . MRAEHLTE RS, T LA TR R4S TR 25, B R R4 EoRE 2= KT
500/ w Lo FEULIAIES, AR A28 & B TAE KR F IR 2, LT BRI
MDS 3 1S

52 HAL, HR R IO AR LR LN $0<25000/ 1 L), A T itk i
FRa, NAEAREIRYT RN R — P12, DR R Eify7 . IR T,
[ i 25 I /N

*3 AN A 1 7 )

R I T HI 2D TR SR T AR TR S, RIEIRZA 2

o 5P R BERDHIAE G IR RRE (45 T 7 A YU IR YT G IR IR AR, BT R
(FIETT Ja H AR -

CHEEIIHIE K, BSO8R — T RREIT I, TR R B LT
R D (S5%H5EE) Kik 6 a6 ALl L.

MRS (xR 4i i 140> 1000/ w L, M/MRIFEC>50000/ 0 L) 752 8 JH
CA b, B R EIRTT, FE5E 8 SRS I 7 R AT i e Al G
BEZF R . W T E&EZ 724 6 NMEMGYT HIFS3Rat 83, AT
BERMEOUT, ARYEVEYT B AR, P RLAER 8 G4 4.

BRAR

< I 3 A A A 7 A

SN, W3 B 4 g, XA —E K MDS SRR RE . A
I RIAEAE 20 B D T REAE S8 3 NAWIZ JE A Bl
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AT 3 ANEIAN, bR LA B R RE BB LR (X PR 4R i T4 1000/
L), AT BB IR, NAEFERIT MBS R — ) 2K, DI4ERE 2 EIR
7. WREENUKTERS, RICAE TRpPELS THim 259, BRI Bk E 2R T
500/ 1w Lo 7EULIAIE, B4R 25 & RS T A K B 2k, DATp B
7 MDS H# [E Y.

52 AR, B MR IEASRE B L R i/ MR T <<25000/ w LD, R T EARAL
B IR R, NAERREIR T IR R — )2, DR S=RyT - I L R
[ i 25 % /NS E -

*3 A A M ) 1 7 R

WARZERT 1 AN EIARARIRT, MEFRE (a0 R4 A v 40> 1000/ 1
L, Ifi/pMR>50000/ v L) FFEHIT 6 &, HINAFFEN M40 M b 5 4% G 7 A
Ky M —ARRYT N AEIR, BRI R LR RN T R S8R AR
BERAR S AEALTT BRI RR AL, T DLER Tl

KRG 6 Ji, HDT 8 Ji-AMAGLINAEIR 2 [, HEHIFIRIARTT IR
LF| 1Img/m?, & 8 /M 17X (33mg/m%/ K, 99mg/m?/F ).

PRSI EEE 8 &, (HAT 10 JA-A S NAER 2 UL E, ST G &
R F] 11mg/m?, 5 8 /M 1 7% (33mg/m? K, 99mg/m> ), SRIGTE )G 4L
JAM, ARG RS T LAAERE

VRSZIN IR) R 10 JH)- B Rids 1EIRYT, 7RSS 10 S RE 1 7 RNBEAT 5 ik
VPG CE BB RIS R0, T O&2 720 6 MREMAIT BHFFssk
wERE, EPNHE RIS, MRIEEYT AR, TR 10 54
%,

X FIEILR AR SR

FESE 1 AARGIRTT G, A I DL R AR M 2 #e e, SO E A 2 B 2 #
PEVE R : 1D MENLEF=2mg/dL; 2) WRBREZEELBE (ALT). SHAE =2 5
EFME LR (ULND; 3) iEshtksli Rl g,

FPER AR

JUEE R LR R B 2 ) e A R RO e AR AT

JRERE 53 B e DR S A0 B S TP AT I 90 o 1 R JHE D 257 3 S8 1 ) 2
R BT VRS o AR A IR BAL, RO R AT E DI I (WL R
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Th 1N EEAeIPAL D DR

BT R WORAE TR R AT R AL . SR, LS R R A B R
I ARG A R, AT B R T AR . R AR R BB X
HeiRah 2 b (WL LZRB 1% D
B MA L HIE

S BRI LS 2 . AN B R P Y R
AR A A TR o L3R G B R 5 TR i, AR IR T8 . AR A A
B 2 AR HERE T o
A FNCUIETC R A NS K (USP) &ZiE (10mg Bias FH 2ml v 55 H
IKEH; 50mg MUA% A 10ml ES AIKEED: BB MEE ml 47 5.0mg H 78 f s
L, pH AN 6.7~7.3. RGBT BV 0.9%M S AAESHR . 5L 5% 4
B SRV — DR BRIR N 0.15~1.0mg/ml (R WERARBEAE 15 20 8h K
TFEAME T, TS 24 FARIR TSR (2°C~8°C) Mt #, FEIAFAE 2°C~8°C, W%
R 4 /N
WERVE A A AR 28 FUVF, 45 24500 B A ANVE PR RURL AT o 2 SR AN i M RIOR B
e, A
AT AR A FH (077 o B 7 47 0 2042 B M SR 3R AT AL
TARZS T TGN, A SAGS H AR 29 PARTR & o AR S ANTE 5 ot 2418
R 10 D P S8 A 2

[FR&RR]
b 78 V52 2 4 M 5 Ok B A AR A T 77 BB Bl (Dacogen ™) I AT 53 A1 I A1 F 46
5.
3 RITEMN S RI7 S0 B = RN DL AAN R IS 35 2B B4 ot R B4 o) 5 350
IR &
B3Py Sm e e €
AT T 3 DURE IR R IRIE (N=66. N=98 F1 N=99) Al 1 WiLLZFFIRTT
SRR RRES (N=83 Bl 32 PG A6 T, N=81 BIE:5Z L RFRIT ). A/
TR T XL AR PR R R AN BRSBTS BUA A R FHE
ATV, A S AR S E A B A R F . ASRERf 2 M AN R34
55 b PG A A AR SR OC R T HL, BT R IR IGTE & FA [F) 620 T AT, DRl

527 T’



TE—F W 1D R 0 o W 8% 381 AN R R A e AN R B 5 ) — PR ) I i

PRARIE H A RSO R A 26T LA, 9 L AT R TG 1% S I I A I 38 oW % 38 (1 AR

RSN R A3

B RHA R R

I R 56 P 5 3 DL PR AR S8 52 7 g v A 200 R /R I /N 2  #2L  9 =

R s WU TR AL, IEYE . S IPEE ARG OR . AR EED.

TG RRE (D-0007) 4, M PEABIRIE T &% W1 %) FERKRTHHA R

-3

(2. M/MRIEAME . PRI E IR DS . 2 S5 SFF S A O

i SRR S N 1N 5 A e~ = I 1 RN 3 ) 8 2

IEIR ) PRI R Mg D, K, BER, O ER KR A R, R

HH R 4 LD 5

SRR R AR D, MRGEAE, BRI, W, K, Ol i,

AL, WA

AR B

PLUF A 77 MDS T RS (D-0007) Hh: 2 G fh iz iAy7 (1) 83 B 3 i A

RGN AT, PGS 2577 RN 15mg/m? BkiE, & 8 /M 1

W, B3R, B6 A M. BT ART HECN 3 (0~9). R1FIHT

MG A VR T AR AR FR>5% B T X RRB T T A A R CR iR R A IR

KR

F 1: 11 MDS InpKid%t, MEMIRGTHRER>S% B/ T RET4H
HIA RE44:

B

HITEABIR N=83(%) | 3CHRFAIT N=81(%)

MY B R G IR
Hh b 4 BRI 75(90) 58(72)
ML/ E 74(89) 64(79)
73 1. NOS 68(82) 60(74)
R TR R 4 U

24(29) 5(6)
DRE"




H A Mg/ iE NOS 23(28) 11(14)
NS 10(12) 6(7)
IR B 22 4(5) 1(1)
D EEIR

JifizK it NOS 5(6) 0(0)
AR 33 B 20

LA 5(6) 0(0)
B RGRR

Sl 35(42) 13(16)
e 29(35) 11(14)
55 NOS 28(34) 13(16)
Xt NOS 21(25) 7(9)
59 NOS 12(14) 5(6)
1 R M R 11(13) 4(5)
4% 10(12) 5(6)
HUAR 10(12) 1(1)
&K 8(10) 2(2)
Rl 7(8) 5(6)
R 7(8) 3(4)
Wi fs 6(7) 3(4)
i 6(7) 2(2)
7 WA R 3 5(6) 2(2)
FE A 235 NOS 5(6) 1(1)
&5 9% 4(5) 3(4)
K 4(5) 1(1)
IR 4(5) 1(1)
B R 4(5) 0(0)
GE 4(5) 0(0)
4 55 PR I 45 2 B 5 ot S B

727 T’




R 44(53) 23(28)
A1 JE 7K 21(25) 13(16)
(A= 18(22) 14(17)
KB NOS 15(18) 5(6)
| NOS 11(13) 5(6)
N 1 10(12) 3(4)
fil FENOS 9(11) 0(0)
A5 7(8) 3(4)
Hi AN E 6(7) 3(4)
[ P A 5(6) 3(4)
A& 4(5) 1(1)
& K& NOS 4(5) 1(1)
R EARES: 4(5) 1(1)
SE AL TR 4(5) 0(0)
TE ST EBAL K 4(5) 0(0)
FFIER G5

e AEAT 2 I 12(14) 4(5)
RGANR Y

fiti % NOS” 18(22) 11(14)
AN 10(12) 6(7)
IR NOS 8(10) 1(2)
A= PREES 7(8) 0(0)
JRIEIKH NOS™ 6(7) 1(1)
] 2 R R S g 6(7) 0(0)
i 2 R 1 5(6) 2(2)
BFER NOS 4(5) 2(2)
A IMLE 4(5) 0(0)
BRits, PENSREFTRRPIERE

B 1L J2 6(7) 3(4)
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BERSG NOS 4(5) 1(1)
‘RO E
OEFE NOS 13(16) 9(11)
i Bl 1 BB A T
NOS 9(11) 7(9)
RIVEARARE R

8(10) 7(9)

(AST) F+iE

M RET = 8(10) 1(1)
I LR B BT = 7(8) 5(6)
I 1 8 1 BRI 6(7) 0(0)
RN =T 5(6) 1(1)
ML F A A 5(6) 1(1)
SV E PRI 4(5) 3(4)
I A PR A 6 ARG 4(5) 1(1)
IV IEEAREN 2 35 4(5) 1(2)
RFFE FRRBIR
= MAEEENOS 27(33) 16(20)
ICE 1 e 20(24) 14(17)
fIREE I 20(24) 6(7)
ICAR I E 18(22) 10(12)
IR AE 16(19) 13(16)
BHIHIE NOS 13(16) 12(15)
IREE 13(16) 8(10)
e B ILAE 11(13) 3(4)
Jii 7K 5(6) 4(5)
G il
KT 17(20) 8(10)
IR AR I 16(19) 8(10)
G 14(17) 5(6)

o/ 27




i B S 6(7) 1(1)
HEELA A E 5(6) 0(0)
IR 4(5) 1(1)
LI 23(28) 11(14)
S 15(18) 10(12)
fid iz PR 9(11) 1(1)
MR

AR 23(28) 11(14)
BB 10(12) 3(4)
FEIE 9(11) 8(10)
B WA R R GBI

R IR PR e 5(6) 3(4)
PRAT 4(5) 1(1)
W RS RIS GARRBR

N K 33(40) 25(31)
A 2 13(16) 6(7)
it % & 12(14) 1(2)
I 5 i 55 8(10) 7(9)
IR 8(10) 4(5)
PE 7(8) 2(2)
Ji S U 4(5) 2(2)
BBk B B2 T 48R

i I 18(22) 12(15)
3% NOS 16(19) 7(9)
AR 12(14) 5(6)
Bt NOS 9(11) 3(4)
TEIE 9(11) 2(2)
it 7(8) 1(1)

10 /A 27 T’




FHRZ NOS 5(6) 1(1)
[l 5(6) 0(0)
I 59k L 2R

WA A 32(39) 13(16)
TH 19(23) 10(12)
fRIME NOS 5(6) 4(5)
1 NOS 4(5) 3(4)
#: NOS KAFrfE

* BT BOE A )R

R EEA R R 8
£ D-0007 iR 36+, Hh PG AR a T 4L R A B 3. 4 S RS s k40
WAE (87%) IM/IMRIBDIE (85%) KA R4 A/ E (23%) A1
M RE (22%) 0 B BEF ] 2 55 LI OB cEE . SR R 24 b 241
Kl A 6 51 585 H L5 SRR AH O R B E P A LA 2 /D FT e 5 25 A R 1)
BEANE] (G PR R AEE . MR AED) (IL ERFITD.
83 FlHZ TGRS A 8 BIECNA R SR AL T, 1M
SCRERITA 81 Bl R 1
BEIRRREA R MR BT’
7 — T B I R 56 DACO-020 (N=99) H, Mg fihise LA 20mg/m? ERfikdanE 1 7
LA b, MR LR, B85 K, 4N 1T K2 HH T RAERSS%IIFITE
ARFESF (ARRGERRELR).

F2: BBIEKART, REFESS%HA REHS

G A 5
N=99 (%)
MM E RGRR
il 31(31)
IR B e 4 /D 20(20)
1 20 e gk i 6(6)
Hh s 40 B9 R 38(38)

11 /A 27 T




4= 40 B i 5(5)
I /N 22 5(5)
i /NI RE” 27(27)
L TR
TR LA 7 5 vy 5(5)
TWSTIBUBLS 8(8)
HAKRR AL
B9 6(6)
=N
5 Jm 14(14)
R 6(6)
(& 30(30)
55 28(28)
HUAR 10(10)
75 WA [ 4 5(5)
BB R IR 5(5)
Tl 40(40)
S 9 5(5)
R 11(11)
I 6(6)
M - 16(16)
4 B PRI T 45 2 B AL & S DL
PsVA 15(15)
i 6(6)
FEML 16(16)
P 46(46)
R 9 E 9(9)
K fi 5(5)
40 JE 7K i 27(27)

12 /4t
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P 5(5)
R 36(36)
BRYRIR G

B LR 9(9)
1l R B 7 6(6)
fiti 5 20(20)
B 6(6)
AT 2 TR AT A LA 8(8)
T e e 5(5)
BRGRSENES/S 10(10)
PRIE IR G 7(7)
EMs, PENSBREEFAE XKL

et 9(9)
HFROE

N EEARES A= 6(6)
IR S 5(5)
(USRS 9(9)
RIRE FRRBR

IREAE 23(23)
AR 8(8)
i 7K 8(8)
ey AR 6(6)
I I 12(12)
fICEE IAE 5(5)
g GINAYS & A S

KT 17(17)
L] 18(18)
e 6(6)
2R 7(7)
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TG 5(5)
JULPA) B % 5(5)
WL 9(9)
VU i 18(18)
& RGRR

ke 21(21)
LIF 23(23)
PR

FEIE 9(9)
BEIBHPIRE 8(8)
GHE 9(9)
SRR 14(14)
PR RS BOESAI A RER

% K 27(27)
I ] 29(29)
L] 13(13)
PR 58 8(8)
i s AR 5(5)
S 5(5)
Bk R B AR

B IR 8(8)
S 9(9)
415 5(5)
BT 5(5)
T 12(12)
JRFE 9(9)
B % 11(11)
S R 4 5(5)
M5B IRR

14 /F 27




o I 6(6)

i INES 11(11)

SA IR R IR T, BT E B T IR ARAE AR & A R F A, i IETide e
MSEEE S . Bk, FRARRTA I SRE R RS AN R F

A LS B S JR

R EEA R R 18

£ DACO-020 56, HipGiiE Ll 20mg/m? ke 1 /ML E, FR 1R,
B 5 R, RAERREMN 3. 4 FA REM R R E (37%). ML/MR
I/DIE (24%) FIZTIL (22%). T8%E3E AR AEIR, LR Hh A FF 2 8]y
7 Ky KB HEIR F IR S M T IV 2 A B e S RO B R IR A 2
I E5 DL IR o 8 4] 55 R AN /B H Il TG 2 AR SR A (Ferp 7 B R AR A1 i
MG RIESL T, B DFRESZMIRI TR, 99 LEETH 19 4
F A R AT

TEIX L8 MDS iR%H, 65 % DA FBE AR S 2 A RE AR 24
FOA AL VA B B M 22 57 o AR IEAT BT ThRE AN A2 BB I 5T o $e 52 M P i
FIRIT I EE B EE A R FH CREREAHEKR) A (EATmER 1 Al
® 2 -

o MR AR R G : i REHIH L oK

o LIESHT: DIURESE. (OBk-IPIRERIE . LR, BSER. = RO a I,

o B R GHIG: AU L IHALIE I

o & B PEpT A5 23R A & Fh S L IR L 30T Hh i

o PRk . AHFEH

MY Yy FRRREGY . WUMURE . SOV I A B . RS A [ R TE
SR SRR R B R SR SO R A R

o AN, TR SRR A M IO VISR S AL
oML R A H L

o FEHPSRE: KPR A

o B IEAIA IR R Gt . B JRIE s

oITIR RGE. MU AIMNFRGG: Wi, s, FikRZE. PRIRIREE . FEOR

A5 /AL 27



1= VA
523

o USRS T R A Rl b P AR B B R I B E RS PRI ARGE

A BRI SR

TERAMR 2 2 A, X BURAS R ST T ik -

o FERZHTEAEIG ST I B E R T AL I USRI N R RSO, I AR T A

S ANREZTE 7/ AT A AN O R 1 G A NS O R T G | NN S5 U R T 0 AN SS U i G N T

o BZH VARG ST I BE R T E RGO RS, IR G b L R A

g, AR RS R

o TEEM/MRIFAIERIEOLT, 2R PR EIE T 1) B R 1O EL A AR DA

RN, BlanFixshs Rg i (1%) FfERBESIn (2%) .

o NARTEEESR, I8 A AR R I AN AR B IR TR B AN RS, FBRTT

BFE, WRIETEEE, T vk g s e A R PRI B AR B E A K R (G-

CSF) , XT3 MBI /MR IB A RE AT R Il o % T 75 22 A IR A L PE Ath e (I oL,

W LRZERE]Y .

e [ i PR A S

A8 v [ T B — S B I PR 36 MY E-3002 Bk 22 4V 543k 11 11l PR R 56

D-0007 AR I PRIALSE DACO-020 —8, FHAR A E B3 H IUR 1) 2 (5

To MRRYE, FTEICTE R AR WA RSN A G AE BEHI I AR O I K

RE (ORI RE . R, IR IS R Rl RS,

B 2011 4F 8 AR, watdRER&ERSE (210%ZREHRE) HARSHE

fF (AE) RsEgn = dabnm s (M 20 AC. M NROTHEOAR 8 b b 4

TR, MR A PG, WRREIEEBI =D K FIFRGERY. fi

ARG RZ, U KBTI . 0. (ERR. VS, MEIK. IRETCEAR

FAF (SAE) KIS RHE N 20%, 5 H WK SAE AEGAR I, 43502 11%H 3%

A BRSNS 2R E R S B (4%); FEUZZ AR K OB 2R

BN (6%). K3 MG T 3 RFRMEM S RITEMAMZEMFERLER.

# 3: %K MedDRA REHE 5 RNEEARE RSB E LIGIT R HIKA
HREM (TEAE) (JE—BITARER>S%) (MYE-3002 RE - &M

£)
3y = 5Ty = Ak
MedDRA 2 45 38 2 43 2K R R
(N=34) (N=97) (N=131)
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i R 2k EHH 2k EHH ZREHH
(%) (%) (%)
Fia AN R FE14-(TEAE) 32(94.1) 65(67.0) 97(74.0)
ERE 30(88.2) 58(59.8) 88(67.2)
1 40 e gk i 22(64.7) 40(41.2) 62(47.3)
IR\ 2 21(61.8) 32(33.0) 53(40.5)
ERREs vzl ab g 16(47.1) 27(27.8) 43(32.8)
AT 8 FR S E 14(41.2) 19(19.6) 33(25.2)
PR R = S R BT = 11(32.4) 11(11.3) 22(16.8)
[IINSkE=q=P s 4(11.8) 7(7.2) 11(8.4)
RERIRAIE L LT = 4(11.8) 4(4.1) 8(6.1)
M ARLT 2 T 2(5.9) 5(5.2) 7(5.3)
NG 1(2.9) 5(5.2) 6(4.6)
JH- il Tt 3(8.8) 1(1.0) 4(3.1)
4 B MR N 45 25 IR AL &
o RH 22(64.7) 42(43.3) 64(48.9)
R 20(58.8) 37(38.1) 57(43.5)
ysVA 4(11.8) 8(8.2) 12(9.2)
RGLNR G 20(58.8) 39(40.2) 59(45.0)
P i TR 7(20.6) 16(16.5) 23(17.6)
i 8 Sk 5(14.7) 18(18.6) 23(17.6)
Jiti ¢ * 5(14.7) 6(6.2) 11(8.4)
JAR 6(17.6) 2(2.1) 8(6.1)
SR % 3(8.8) 1(1.0) 4(3.1)
RS 2(5.9) 1(1.0) 3(2.3)
IS ERE SIS 2(5.9) 1(1.0) 3(2.3)
T i 2(5.9) 0 2(1.5)
1 i S e 2(5.9) 0 2(1.5)
B RGHRR 23(67.6) 35(36.1) 58(44.3)

17 WA 27




ik 6(17.6) 9(9.3) 15(11.5)
IR 6(17.6) 8(8.2) 14(10.7)
JE K 6(17.6) 8(8.2) 14(10.7)
s 35055 9(26.5) 5(5.2) 14(10.7)
AN IS 2(5.9) 5(5.2) 7(5.3)
Tl 0 7(7.2) 7(5.3)
5 Jm 3(8.8) 4(4.1) 7(5.3)
M i 3(8.8) 1(1.0) 4(3.1)
IR 2(5.9) 2(2.1) 4(3.1)
Rt 2(5.9) 1(1.0) 3(2.3)
H R % 3(8.8) 0 3(2.3)
JILH 5 2(5.9) 1(1.0) 3(2.3)
IR RS B0 RO P v 12(35.3) 22(22.7) 34(26.0)
N K 6(17.6) 8(8.2) 14(10.7)
1 1 S 4(11.8) 7(7.2) 11(8.4)
WER e 1l 5 2(5.9) 1(1.0) 3(2.3)
R K B2 T A5 8(23.5) 22(22.7) 30(22.9)
B¢ % 5(14.7) 5(5.2) 10(7.6)
BZ N H 0 9(9.3) 9(6.9)
FRFE 2(5.9) 3(3.1) 5(3.8)
RIRE TR 7(20.6) 20(20.6) 27(20.6)
IR e 7(20.6) 14(14.4) 21(16.0)
IR A ILAE 1(2.9) 8(8.2) 9(6.9)
FARIIR 0 8(8.2) 8(6.1)
=k =g =l 2(5.9) 4(4.1) 6(4.6)
IMBEFME RGE TR 7(20.6) 19(19.6) 26(19.8)
Nl 3(8.8) 12(12.4) 15(11.5)
R T 4T D E 4(11.8) 3(3.1) 7(5.3)
MERGIHRIR 7(20.6) 9(9.3) 16(12.2)
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L IF 3(8.8) 3(3.1) 6(4.6)
Sk 3(8.8) 2(2.1) 5(3.8)
B BULR & 428 AR R w 7(20.6) 7(7.2) 14(10.7)
WL 2(5.9) 2(2.1) 4(3.1)
VY Jiz 7 I 2(5.9) 1(1.0) 3(2.3)
GEi] 2(5.9) 0 2(1.5)
JHRE R G5 5m 5(14.7) 7(7.2) 12(9.2)
- DhRe 3(8.8) 6(6.2) 9(6.9)
B R 4(11.8) 6(6.2) 10(7.6)
SRR 3(8.8) 3(3.1) 6(4.6)
R 1(2.9) 8(8.2) 9(6.9)
B B2 b PR R G 2(5.9) 3(3.1) 5(3.8)
1 50 BB R 2(5.9) 3(3.1) 5(3.8)
HFHE ARG KA 2(5.9) 1(1.0) 3(2.3)
EBERHIIE 2(5.9) 0 2(1.5)
IR2E B 5w 2(5.9) 0 2(1.5)
S 1M 2(5.9) 0 2(1.5)
MedDRA=%) FE FARER FARELE; N=u 12X # % H; TEAE=IRJT Hi]
HILIAS RS
G LR B R
RS

o P A BT T IR RN o IR S N R R VA B E 1B
B AR, PRI TE I T e A S0 FL A B i 5 25 B R I AR K &R
& T Sweet IREFHAE (RMERAVERE TR E R P K.

R 4, RAPERE A

+ o =1/10

L =1/100 H.<1/10
W =>1/1000 H<1/100
W, =1/10000 H.<<1/1000



T35 <1/10000, GLFEAMIIFR
R 4: HFMIRE EHE RIS R R

AABEHEK ETHRBREGEMIT IR | E T HFE0EKRRRAE
AR % HRER
DR B R
LAV CEEES A E | R B
BRI
JFIE R Go
Dy fe 5 TAFER o
EifRLL 2 U TAFEN TaEL
REE LT
4 BT B R
(% =]
L JRHA 78 At v B LR e ) AR B 25 H
Wi AL Lo 2k
[EREH]

R PR 40 il i AR L /R i

FEM PG AR TT IR Y, 2 R AR rh R 4 L 9 AR A I /AR RE AR 7
FEHEAT S OB EC A T S i b, 22 /D N ORUEAE AR 25 24 J J0T T
BEAT M o FESE 1 AN I g 2 )n B R P 45 24 70 A
UHiEME]Y AR BT . B2 I 2% R Y N A A PR 1 A/ s e el A 4
%y, VABTiRERSL.

FERIZG G 1 B 2 A BRI B BE SR AT i PRI B s D, (EIFA—
JE RRAE FEAEOR MDS 9 15 B .

FERESR 3 8

1 R S PG A T TR 5 R A o BT 5 A8 B B 5 5 A
SR ) B B2 PG AR T NOABAE,  JRxE B AT DAL (L DR
19 I EoTpenibak ) DB

B R R

AR BEAT M PO AR A T R R R B L. RS IERE R (NS
R [CrCl]<<30ml/min) #5230 pGfhiEIR T VIS, FExtEE AT HE VI A (A
[HZEHED.

DB B
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A 7 3 70 I o T 0 9 s N R AN e B I B )RR A I R A I IR
Z A, DRt G A e o T I B B ) 22 A MR R RO M RS

BRI ZAY

55 1 E W I AR 2 A iR T I IR S M. I ANTE R AR IR IT 5
AT PR 22 A 1) o IS0 R W B3I RO ) PR SR B APl 2 it i, BT
HAEFIMUS], SRR AE A S IG LA T ER fa . DU W Lo fE 4
S SRIRYT Z WA T BRI A AR R 3

B EEMNA

2 T 1 R AR AN R T I IR K SR BT e 3 N H WA BN 2 4
(W, (2 PEFRE ] BOBME, BT GBS MBAG oo BT 22 BC T 5 8 T
iy P AR B HEYE AR E RE I IR IRAEIE SE M B8 . ROV BB YT AT RE S B
BAERE R, R I B AR AR T RTAE ARG T I

58 I Lok PR 1 55 P 3 1 O ) SR B A8 e e, 5 AR FAL
i, AR S AT DNA A8, AT GG J L B 7E fa 5

X 8 BRI BRAE LA I R

A HEAT A 0o} 25 gk B SR AR R ORI o IS 75 2801 R 5 3 7 40 ) AT A HE B
AR, g, Kk, 255 s B eI RN O o
HETILEAGERLL.

[ FE KA HE Z ]

HIRAE A

GEYRFH 270 9% Do

SHEYRIA L 245 T A ST REXS R LA W AE fa T o i T HAE ML, TRohA 20 4
TR G HEAN RGN o LE/N AT K BRI PR BORE 7e i, P Ay B Stk L i
JUREVEATIR AR R o 1RO A AE S 9 U 22 A R A i 3R AT 78 70 AT R G R R 7 o 4m SR
TESE YR A 52 AR R 97 BTE F 2RI PR 2, 17 2 5 S SR 2 200t LRI FE fe 5
S35 R W B L R 52 A T IR T U R e 22

FE/N R PSR 78 1 b PR AL (R B BEE, FEAEOREE 8. 9. 108k 11 K, HijE
PRS00 0.9 A1 3.0mg/m?, 73 AR 202 i RHHER IR 2% 7%, AW 3
BHAREME, {A1E 3mg/m?* 7 E A SR BN BOE 3 TR, LEPN I KF 48t
T UM E R, 3mg/m? & A TERRIRSG 2 5 51 M G LB, A48k
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e (AR, HEERLS, Mrams, B2, AHESRIE, JaBoskkea, [,
Ja BB SRR ARG o AR R BUBEGR S 9~12 R4 T BRI B ETEST 2.41 3.6 B 6mg/m?
I3 MRLI R G IRAER =) 5. 8 B 13%), SRR ME BIBHAREME . IEUEYREE
O TRV S M VG AV J5 AEAT— TR N AR RN iR - AEAEYRER 10 K45 T 3.6mg/m’
DL_EFR B A5, A i A Bl ) LR B I & R B . BT B KT A A A ME
A B A H, 6.0mg/m? FIEACT HBLRERIR . F2N . B3R5 . £ 3.6mg/m”
LEFR R B AR AR AT SR SR BEA A E R Th . £ 6.0mg/m® FRIE UL 21 i IR
B AR ANE A D o
AL E L
1 AN 28 Y b A A TR Pt o0 ik o T LT SR I A R A A o SRl
DR GIRTT, sz bl (I (322 D.

[JLEARZ]
JLEE 85 [0 24 2 PR R0k v R A ST
[ZERZA]

£ T H0E B Il PR v, B2 52 3 Pt 5767 1Y) 83 B E AT 61 BRI A(E 65 %
FUAE, A 21 BIFE 75 5 UL b fERELZ il PR R S ER X H L L4
PEAAT R R, e CajiE R R T R R I S AR AATANF
iR, ABREAHERRAE — 2L N U T fEME .

(AP EEM]

[ R L PG At VT Ak 24 22 1) AR EL AR AT 1E 3 U
AT R FAR LG R AE A EATE IR S 2 W) 2 S SRR IR A A ] i 4 P P
BN IE 2D WO, JF H/eCE g, XL S b e i R Ok Can e i
. B, ARG SXEGYECAN, MiEH.
IR FH 2 0 2 P A YR O R

D] Dy iy 7 Al VSl o AL R B BL T AE CYP450 Bl R AT ARH, TSRk A
CYP450 B I Z5PACHAR IR o DR PG At (0 A4 S IS B 1 45 5 25 h] 22
AT (<1%), BRIASKAT e A BB 20t P s LR B 1 4 A B R
KIS RN EE R, PG 91 P-REEE T (P-gp) JRA, BEIIEANKTT
AE-5 P-gp FMHIFI AL S
i T AT R R 2 R e
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D] g th T At 352 R A L 242 2 A 45 A R AR (<<1%), IR K AT e R Aok k& 24
MR F A& B FRIR M. MAMIF T EIR, TEmIE 20 f5¥697 R IR
W (Cmax) HIIEHL T, HPEMEA A EE S CYP450 BE. Rk, TiilA s
KA CYP BN SR TAE, A K Beifid i i A2 5 A ik 4R
SR o AN T B AR S PG A A2 P-gp A FIL IS IEIIHIT, RIULTUEA &
MG 251 P-gp iz (WL (4R35 D.

[(ZYidE]

BH BN EA8 AR R AR 4. 0, BRI 2k
TR, HSHTRYT AR S 20 £ LR SR E i ], AdE K
e L 280 9/ RE L /N RE o 3 S 80 P RE R AN RS RV BN E, 3 2
SEERERIHIINE L CRRRMND. I & N R EUE M SCFFRTT -
[ZEEH]

TP

WP A i R I BRIk S5 L5 N\ DNA, 1] DNA FEALFERREE, 512 DNA
AL R A0 A0 4 L 4 1 B T Sk R HE DU MOR A o A A 38 S5 7S i 1P At 417
DNA FUEAL, 167 A2 E H B0 E T~ A2 W] AT DNA 45 B MU i 3
JItTE 240 L FER FE Ak, RIS XoF 4 o A T S B s VR Y ) DR 52 1 )
Ao TEPUEAHMAMT, BN DNA FIHIPIfhiE 5 DNA H AR R 45
A W 7= A S PR 1 P o T B 0P 0 D 3 6 At s A 0 AN B

Hb VG A LE A4 AT Y 357 R LA A R A0 o SR, 0 AR AT 1 P AtV 5 5 (I
HI AL 254K 3 )0 22 2 BB

HEMA

AL TR 7E LI A A0S0 U042 1 b G At v 7E IR AR 15 14 o PG At
A5 L5178Y /N Rtk LR AR S B R AR 2Tt i, lac-1 B R BR/INBR 45 1 DNA 1ok
R AT lac-1 KAERA, 5K SR Gt ik E .

AFEEME: YRS RIS S PR AEE 0.15. 0.3 0.45mg/m? (LN IR IRHE
LR 0.3%~1%), & 3K, E8 7, i 7R, AEHK, 0
WEEAERS (MLALE A AT 20O R WE2m: 5758 =0.3mg/m? I, A HL52 ML E
B NBE YR USRS T kb s MEME /N RS 45 2457 B = 0.3mg/m? 1)
HEVE /N RASHC IS, AT W AERA N B, B R HT R R B 3G .
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NRAESEYRES 8+ 9+ 10 B 11 KRB KME S HEPE A 0.9 A1 3mg/m?® (43731
LUNIEIRAERE AR ) 2%A0 7%), KR IEHMAREYE, 1E 3mg/m? 7| &K AT WL AGAF A7
W TR, TERARIEACE AT WG E TR RS RN 3mg/m?
FR R S8 T LB IR AT BB, ELHE 2 ) (AR KPR MEE R RS
FoZd. EMEBRPA . JEREERIA . BTSRRI Sk b 45 . KERTEREGRES 9~12 R
I ST M PE AR 2.4 3.6 6.0mg/m* (J3 7 2 NI RHERE R 5% 8% 13%),
RIWBHATEIE: TEUEREE 9 R4 THUFEMIE, TERTASARE TR NER: £
IEUREE 10 R4 T HUPEARIE 3.6mg/m? UL A&, BT IR AG A7 i 5 A6 4744 25 B
B FEFTA S 2HIRKT, YR WA HEE AT B %, 6.0mg/m? 771 &I AT
WREAFIRER TS . Foii s B A5 IE; 3.6mg/m® LA_E 57 By ] DLARAT A Bk Gk Be
A F T s 6.0mg/m? BRI AT LG S5 KB A R B A AR F D

NBRAESEYRES 10 TR U IS 1 St i P A 3mg/m? (R 2 I R H 4 711
=1 7%), VARG KB MATERE S . SR RRZHARLL, 1EE N R EE T
A b 1) e P AT P /I B 2 i 10 i A F ) 51 25 T DAL A B T 8 S s E P R
% T Hb 7 A Ve R M R /N BRS RA Z M N RS S, AR L AR B ST (R
P T Hh PG Ay (O REPE /N BRTE 3 RN 5 3 ISR 5 AR 45 21 /DN BRAS T, T AL
A B J1F B CGEIRESN BN 36%A1 0%) . BN RN, IR LS /DR T4
YRES 10 KT HU PG AR F1 AR 742 32 SRS AR 5%

UL Hb AR 3 A BEAT SR MR AT

[43h /11

E3T5 KFE Q0mg/m?, HkEE 1 /N, E4:5 K, 4 HEE kKR
3% (DACO-017(n=11). DACO-020(n=11). DACO-016(n=23)) 1 1 i 3 KJj%E
(15mg/m?, FfkiE 3 /e, & 8 /N 1 IR, 823 K, B 6 FER) KR
% (DACO-018(n=12)) HiF4r T MDS Fil AML 3 1) Hh o f i 4 25 AR50 1 2%
SR S RITRT, FEH 1 MRIT FARIEE 5 RIMbEH IR 248 1% &
AR EY 100mg/m?. 3 RITES, £ 1 MaT BRSNS 25 H 1
91 IR R P PR AR I 2580 70 . A I SR D 135me/m?.
Zigil

Bk 1N (5 R F) B3 /M (3 RFR) ZJh, HipifhiErZMsh )
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22 BRI AR, R I NI M I O I R, AR ST R X 2B 1 i A R = A
B B (fRE 70kg, ARIIR 1.73m?) HIZ5RB0 12580 4 Fiw.
R 4: WRIBERBHEERI TN ELE CRARMIRTR)

5KRITH BRITH

ZH e 95%Cl TAE 95%Cl
C, . (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= Il 257 -1 B 2% 6 CL=BLPR R C_ =5 i o s 1 25
WeREs t HRR R VA =R P A A

ST RN Z /1%, WKL, e 0.5 N BRI, 2
TG, ZRNIESEEMNEY (MRBZ AL, RALEET
RUGERIE R M 03 1 55 T A R (<1%). TR S f
{35 Vdss Bk, FRLAATHENSS LIS, VAR ST G A 0 4
15 54ERY . VAR IR . RALT R

i

FEONMLPY, TR BERRBAG A, MG (e 26 SRR LS, AR RAG =
WREh, SAJGIBN DNA RaHE, HEMIRFETYE . PRAMRBIECR B 5 B4
LSRR, MR PASO AR ST . FERUHER T AR
FEFFIE . AR . o b R 0 2 Mt P A I P . R BT
Gk RAE R, A TG AR 28 5 R RO R K 2.4%. R B
PRI BN FAT BRI o JRI R IR , SMIREHLA A R DA
SRAF IR ZHEME (K2R 4%) 2201, KHS5r OISR 220k P AR o b,
P AR 57 HL T S 381 P-gp 4.

W

S IR TR PRI B %>200Um, I B AT 5

X
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P (CV K209 50%) . JRZGHEME b 3t o8 Al i v B A9 AR > — 870

K RE B8 3 45 T U PR 1 C-Hb P AR IO 5T & T T A 7T 45 SRR, s P i 2h 2577
HI90% (52 4%) & IRIEAE
KPR N B

1 R T B 55 1 31 AR BRI I X b P At 244K 30 7 % (R s gk AT 1 X A
Rk N IRIAR 515 50K H AR 4 0 78 I 254080 11 2 50005 .

EAG )

BEARZGAEN ) o o, M PE A 25 B 12 SR TE R GER: 40~87 %,
A% 70 ).

T

BEAR 253N 715 73 T R 7w 59 M AR Lo 22 TR AR AR AT I PR A DG 22 5

A

RZ BRI Z 1R BN RN - H I K58 H (MYE-3002), £ 24 4] MDS
SZARFPOIIL T HIPEIERIZ5 B S5, Hh 3 RITEHA (15mg/m?, & 8 /M
HED) 76, 5 RITERHA Qomgm?, HREE) 17 Hl. HAIKKRIH (JPN-
MDS-101), 7€ 8 il MDS 321X & w7t 7 Hpi s (0254880 712, o 15mg/m?
15 KITZH 3 61, 20mg/m? 15 KAFEHA 5 Fl. PIUHKIREF (MYE-3002
A1 JPN-MDS-101) Mg E A H A2 R H K280 e 2 e B 2. Bk
ZIRBN S W s, et Hh 76 A V52 B R A I SRR

JHERE A B

[ AT A 55 S 3 o AT 1E 20 P A 25 80 ) S 7 o« A AR T St~
FRSMALG 25 R TR, CYP BEA KT e S 5 P Ay AR . thah, AR HFE 4
BN IFREE T R, R BIRLLRIR G FEROKR, IR it 254030 71 %
RO AT LB . DRI, 178 V5 2% B AN K AT B8 52 S D RE A2 A R 2
A R

AR TE 1 D REAN 4 (00 8 2 R R AT 1 S b VB At Y2 244K 3 ) A0 90 T R A
VO AR EE AT A 2R B0 )12 0 W B, 298l )15 S 509 B K0 T Ax
HERIDLEFE AR CB DI —Tid84r) . Rk, HpiihiER & A KT RE 2 5 Tl fk
AR o

[ 5]
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25°C LA N FORAF

(& %]

HhB R B B A S R, 1/ A

(& & #]

24 M H

(AT HrE ]

YBH02322021

[t 5 ]

(1) 10mg: [EZj#E H20153045

(2) 50mg: [EZj#E7 H20130067

(&5 EHFTRAA]

SR LI SRR A IR A

Hhtik: VTHEERIBETFHATF KX
(A= 4) ]

YR LI SER R R A

Hudlk: EDBETFHAF R R TS 5
MR S : 222069

KRS HIG: 4008285227 JE— & 9:00—17:00 R HERIM
K3k http://www.hansoh.cn

600585B01
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