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EF RS 23(67.6) 35(36.1) 58(44.3)
1§ Fib 6(17.6) 9(9.3) 15(11.5)
(R 6(17.6) 8(8.2) 14(10.7)
K 6(17.6) 8(8.2) 14(10.7)
Byt 9(26.5) 5(5.2) 14(10.7)
JEEEANIE 2(5.9) 5(5.2) 7(5.3)
By 0 7(7.2) 7(5.3)
J1E 3(8.8) 4(4.1) 7(5.3)
X 1t 3(8.8) 1(1.0) 4(3.1)
R M 2(5.9) 2(2.1) 4(3.1)
PR 2(5.9) 1(1.0) 3(2.3)
ENEEN 3(8.8) 0 3(2.3)
HLH 2(5.9) 1(1.0) 3(2.3)
IR RS BEAY R 12(35.3) 22(22.7) 34(26.0)
1% 6(17.6) 8(8.2) 14(10.7)
1 P 55 4(11.8) 7(7.2) 11(8.4)
G W 3 2(5.9) 1(1.0) 3(2.3)
B2k B B T HER R 8(23.5) 22(22.7) 30(22.9)
2 5(14.7) 5(5.2) 10(7.6)
FT I 0 9(9.3) 9(6.9)
SEIE 2(5.9) 3(3.1) 5(3.8)
AR R RETR 7(20.6) 20(20.6) 27(20.6)
A IS 7(20.6) 14(14.4) 21(16.0)
I EE A e 1(2.9) 8(8.2) 9(6.9)
BRORIE 0 8(8.2) 8(6.1)
KB & H e 2(5.9) 4(4.1) 6(4.6)
I I 2 R 2R 7(20.6) 19(19.6) 26(19.8)
i 3(8.8) 12(12.4) 15(11.5)
RN R P 4 ik i 4(11.8) 3(3.1) 7(5.3)
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3RITHRH 5 RITHRHA JYEN
MedDRA R4t E 73K (N=34) (N=97) (N=131)
ARG ZAEHH (%) ZREHH (%) ZREHH (%)
MWL RATR 7(20.6) 9(9.3) 16(12.2)
il 3(8.8) 3(3.1) 6(4.6)
S 3(8.8) 2(2.1) 5(3.8)
L& RS 7(20.6) 7(7.2) 14(10.7)
LR 2(5.9) 2(2.1) 4(3.1)
VY B PR 2(5.9) 1(1.0) 3(2.3)
I 2(5.9) 0 2(1.5)
IR R S5 5(14.7) 7(7.2) 12(9.2)
JHIhfe R 3(8.8) 6(6.2) 9(6.9)
R 4(11.8) 6(6.2) 10(7.6)
SRR 3(8.8) 3(3.1) 6(4.6)
O JEFIR 1(2.9) 8(8.2) 9(6.9)
G B BB PR R SR 2(5.9) 3(3.1) 5(3.8)
I & 5 9k B2 B SRR 2(5.9) 3(3.1) 5(3.8)
eXiEX WEN R 2(5.9) 1(1.0) 3(2.3)
o3 I 2(5.9) 0 2(1.5)
IRE B B 2(5.9) 0 2(1.5)
S5 IR 1 2(5.9) 0 2(1.5)

MedDRA=24 - B R R FARIBEE; N=R 2 EHH; TEAE=GIT B HI A B F4

> AR SO S R

EviiESE

AR LR A T RN R RN . T X e i N SR R e AN Rk, A
BETEE P 5 B TR AR 5l A S 2 R R R KR &R
R AT, RAESRE XWT:

+73 L =1/10

W =1/100 H < 1/10

15 I, =1/1000 H. < 1/100

I =1/10000 H. < 1/1000

o < 1/10000, FLFEAFIHR

NG TCIEARIE DA A A T R AR AR
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R4 Kb EWERAKASRRM

RGBEHNK ETEHRARERMGITHRER | BT RRIERRBMA TR RER
ENEY S

R, BHERERAHNME (BHEERFTER)

S LR EAIE |+ %R | Rt

R RS BRI REEIR

[ PR (ILD) |+ ER | Rt

Bk B B2 T R

DRI R 4 2

PR R (Sweet 2251 +or 5 (=B
DERE RN
OV CRLEES 4 B |+ R
JFRE 2 SR
JF Thie i 43 + 5 L
ERET 2 43 + 4 L
R E 7R REIR
o A |+ %0 |+ H I
[#R]

T Hb PR Ay Bl L ARl Bl B 2R

P 25 H .
[EEFMm]

H fe o 4 9 AR L /N AR R A R

TEARSIRIT IR, 2R A Fp R G P D RE R IR IR i, AR 75 B2 AT 4 1 AN I
AR AR IR 2 AR, 2D REORUEAEREAN 20 25 AT REAT Il . 7E58 1 AN ke
FIESY)E, BRI A 2 ENZE CRVERSE] AR T R, AN % R R
JS2FH AR KR R/ L A M 2, BAB VR IR L

TEFZIREE 1 B 2 AR H S BE A s R PRI RE (R — 8 R
TR MDS (9 17532 &2
WRI R GE IR AR B

TE3 52 b VG At Y= Y6 7 11 6 v 88 R 5 DG SR e P DR AR AAE P 1) 4 A3 (1L D) 1) (BT il
T BN R A LF 4D o R0Vl Itk Stk A VR BAS B R R IR i, DAHERR
ILD. fSRFIE N ILD, N4 FiES4i6)7 .

FFRES 5 B
W AR A T PSR 3 S8 BBt o 6% T A0 B B A5 T AR B R ) A8 4
SRAGRTT N, P EE AT E DI (U CAREMEY M 0458051 ) .
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BRI B E

WA AGHTEESREREFRZNHL. EEERERERE LB R
[CrCI]<30ml/min) F52AGhIGTT NARIH, JExHBHERATH DRI O THVEHED ) -
LR EAE

TEHEZ M TG VIR YT B O MR AR (BN 4E R IRER B MBS . s
LA REF BT . B B R SR S AR ARE IR BAAE R, 2% R I A FH KPR B o S [ v
J7RALAL ) 757 o % BT I 45 P A B B R IR VIR, SRR PR A 24, R,
O R R

A B 7 A o g 3 9 S I PR AR E o IR S ) RS R HERR AR I PR B 2 Ak, Rt
AR 6 AKX R 1) AR RO T RS
FREL A

IS T VR e 0 AR 3 S A i T T TR e PR 2 TG AN AR RS2 A IR T 2 T IS PR 45
LA NI HE W I AN 8] AR I R 2 i . B AR AL, AR AR A A
A R ) LAV SE S o N WA W I AR RS2 AR iR T I HEAT DI BRI AR Y ek 1)
.
S EENH

75 W BB AR A iR T TR R e AT IR 3 M H WA B2 (I (2525
Y BuBtk, BORAANAF BT HIBGE ThonS B TS G AT B R TG Ve R A RE
PERRAEIE SR ) o« BUNAMIBITT W RESECAFRERE R, MW BB A AR
I7 AT WA A 7 I 2

AT 5 W S PR AR AR 55 128 B A L ) SR IR R P 2 1 it 2 T AR LA, A gl ]
HAEDNAS ), AR AR ) L& e 72 G 3
Xt BAERAEHLAS HIRZ

P AREAT S it o) 25 B B L @4 AR R ORI 9 o L R0 B IR BT 7Tt A AS R
3T, Bk, 2R EPLAR I RO

HETIILEASERL.
[ Z0 KA E ]
EIRE L2

SHEIRIA 25 PA R W REX IR LATBE G H . BT HARBLH], FEA S 20 A5 R 40
AR M ARAE MR L0 o6 A i EAT 78 0 AR B X FRBIE 7 o W SRAESEARITIIE 52 A i i
7 EAE 2R IR, N R 29I IR LT G . LTS T WA AR R AR A
J7 IIANEE S P2 o AN WA BRI S5 T IN PRZ I 22 22 . 2R B K L VE A VR T 58 B 2kt
fE AR 2> 6 A .
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HALIE LA
I AN A T 0V S A = R AL b . WAL AR LB A A . A R AR A
aiadsT, MRZUF IR (L (252 D .
[LERZ]

M ARAEJLE MDS [ Tk 78 I 25 1) 2 PR AT Rk
[(ZFEMA]

FE N1 SR IR RIS #3524 iR T 1Y) 83 9 38 T 61 BIlAEIeTE 65 % K LL b, A 21
BI1E 75 5 ) VA b o FEREE SR PR G B 5 SRRl R 2 ERA AUE EIANE, Hed
8 Pl R AL b R R DL AR R N A AR, (ERAHERRAE — 225 N\ UK
fRrm RETE

(€7 R EED |

el AR e L PG At A EL A 245 22 1] AR LA P AT I 5 7

A dh Al e S HA LG R AN AR, X2 I SRR A AR Y G 4 i PN IR ki
2 Wik, JF /B PR, XSS P bR AT % (e i E ) o DIk, A
HIXEYRG, NAEHE.

BB FH 205 Hb 7S At O 5

PR g 3t 06 Al e i S A T S SE T JE CYPA50 b AT A, T AN k42 CYPAB0 g/ 3
Mg A LA o RO PR AR A AR SR i S B 1 45 & R Al B AT (<1%) 5 BIEAKHA]
RE A AR IDE 15 FH 24008 1 PG A5 ML S B 1 45 4 LA ORI S o AR K (s, b pl b2 55 19
P-FEEEH (P-gp) JEY), DBEAKTIRES P-gp A A2 Lo
Hh P A IR B & 25 IR

BA g b P A R AR A LR B A S5 A 2K (<1%) , BRIAS K AT RE R AR BC A& 24 LI 2R
HALEEM RIS IR, fERiE 20 fAT R KMIKIKE (Cra) HITHLLT,
Hu PG AT AN 2 A B 3 CYPAS0 B[R, FUWASS KL CYP Fg/r M2y A A BAE A,
WASKT el i i A 5 A A SN PR AMITETE S22 TESEH P A5 P-gp /I 159
s, PO RS 258 P-gp /- Sfis (I L4311 ) .

(4t &]

B B NI B AR R ERR R 250 SR, 0TI PRAT 70 Y O 3R SCRR 2
7, PSRRI By 20 7% LAE 1 ey 770 B 2 o B A, e A AR 4 o il AT I/
B AE o B3 SN AT RER BN AN B B AN, E B R H A E L AR BT ) .
LA 253 B VR BOE 24 1 S RHIR T

({7 7Y 59
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[ 4% R I PR R

—TRBEHL FFH 2 s o BR IR PRI 7T, 22 N4 170 4] A B 57 B 2E 45 5 iE (MDS)
B (AR E-SEE - E PMEAL S AL Wi HE[FAB 42 8411 MDS [E PR L5 #4> R4E[IPSS] 4%
FAhfa-1. Pfa-2 LEfad) . 89 HIEEFNHIIA R+ LR RRA (RF 83 filikz
TARMIEITY) » 8LEINHABSZRRET AR (SC) .« HEFR S EREAYE A sl (AML) 35,
XA, RSO H R A 2 SRS Wiks i 12 BB RS N2 AML (9 BIl7EAR
M, 3BITE SC UL o ITT ABEMELE N DIGu T 2R e R & 2 R HETE PR IR 2 20,
5 PiR:

R5: EEANOGTHERERNEBERREE (TT)

A O G 2R AR N R AR A RITH SERITA
(N=89) (N=81)
S E)
Y% (+SD) 69+10 67+10
A% (IQR) 70 (65~76) 70 (62~74)
(GuF: e~k (31~85) (30~82)
8N (%)
Bt 59 (66) 57 (70)
Lotk 30 (34) 24 (30)
Fikn (%)
HAA 83 (93) 76 (94)
VPN 4 (4 2 (2
He 2 (2) 3 (4)
MDSZ Wi s R (A0
¥¥ (£SD) 86+131 77+119
A% (IQR) 29 (10-87) 35 (7~98)
GEHl: e/~ (2~667) (2~865)
BEAEMDSIEITN (%)
7 27 (30) 19 (23)
3 62 (70) 62 (77
AAMRHETERS n (%)
A 23 (26) 27 (33)
M6 66 (74) 54 (67)
H/NEERASN (%)
N 69 (78) 62 (77)
M6 20 (22) 19 (23)
IPSS4Zn (%)
-1 28 (31) 24 (30)
i f5-2 38 (43) 36 (44)
i fE 23 (26) 21 (26)
FAB4Z5n (%)
RA 12 (13) 12 (15)
RARS 7 (8) 4 (5)
RAEB 47 (53) 43 (53)
RAEB-t 17 (19) 14 (17)
CMML 6 (7) 8 (10)
This copy of the document was generated on 29 Jun 2022 Page 18 of 29

Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60384 Version: 2.0 Status: Effective Effective Date: 29 Jun 2022 (EST)

BEBEHNEA TR Ie 2, 45 F A 15mg/im?, 43 8 /N ikaaiE 3 /ML E, 34 3 K.
MR B H IR RSN, 96 FMES 1AW, CRATT ORI s fl & A R
g MAEKRK T AT EREIN A NS ERR GEEEMA A EMR RS AML
SAET I 1] o I PRZEMEARYE bR MDS TAELLT Mibade (IWG) Hi5E, HIRIFGMN E5 N Y
AT DA B 5 E 2L AN N o S SR T LR 6:
F6: I PRRE S SR 1>

SEAUER (CR) >80 | 588 HEEHEAA .
o UG 4N i <5%
T AN R B 78 A
& AL S AR ] BT IR

*Hgb>11g/dL  CAHy I 5% 56 F AR 2T 40 B A e )
*ANC>1500/puL CARA#E A A KK )

oL /MR>100000/pl R A FH AR /N BR 2F i 26 )
<RI IR B A RAE L

HAERE (PR) =88 | B HEHE A
AHXHEIT R, JRIAH I T BE>50%
o
SEFABZNSFRUE, P 3 BIMDS T 15 1 f 1 Y
A0 & I [@CR

*Cheson BD, Bennett JM, et al.[E 5 T.4E2H ¢ T-MDSHrEAL [ N AR 4R 77 Blood.2000; 96: 3671-
3674.

AEETHNTT NS ZMZE (CR+PR) N 17%, SC 418 0% (p<0.001) (AE 7 .
AFEIT A AT B EH R AR RN 21% (12/56)  (BIAESE LR FEAG A E S MDS, H & /b
2 T WA R IT D o AREIRYTH SUERE I TP AL R AR AR Ry 288 K (116~388)
AR R Dl 93 K (55~272) o B T ASRIAITAL 1 BB 4, Fi g #AE 5 4 AT
TP ROl . fEAR SN 13% 1) B WA M E IR IR A 4R IR BIAIA S PR AR,
ez 8 D, SC A 7%, 5XFRARITHAMEL, AR RYIREKHE RN AML BIET:
f e (57 AN I, A S R 2 PR30 S AMIL BB T 18] 43 BT 1 LR8O L3 8 Ak 9.,

R7: TR AT

B2 7 fHN=89 THERRITN=81
BEMAE (CR+PR) ¥ 15 (17%) ** 0 (0%)
SE42EfR (CR) 8 (9%) 0 (0%)
oy 2R (PR) 7 (8%) 0 (0%)
GRS A

Hfr B ] (CR+PR) K (JEHED 93 (55~272) NA

h o SER R EERT ] (CR+PR) K (D 288 (116~388) NA

** UM Fisher s#VIMEZAG L, AS Fhvs SCRFIR T p{E<0.001.

PR EBAVPN A TR, plE<0.024 4 H G FEE L.

P IE 3] CR B PR (R AN 290t AN AT AR IR 7 AR 00 ol 185 A £ 48 B A i)
e
Gt R AR ERIZ N AML 1) .
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x 8: FrFBEHEN AML BEET I A 447

¥ 5 N=89 XHIAIT N=81 p &
HHE (%) 46 (52) 46 (57)
AL (95%CD RE 340 (285~407) 219 (148~379) 0.043',0.160?
Y LR E (e~ KD 24~624 7~432
FEFRERA L ST, S TIRRIG B, R p 1H<0.024.
*ORA 92 B G I b X A8 SR IT B AR 52 BENLIATT 1) B8 5 1 AT 2K
bORARIE S PR AT
ORRAE N Wilcoxon 563 AT AETE 0 H
2 AR U Log-rank 856 AT A 470 4T
£9: THBEBREANAMLBILT BHEI
G 2 XFRIT pfE
IPSS 3%: HfE-1 (n) N=28 N=24
HHE (%) 12 (43) 9 (38)
AL E (95%CD) R 370 (225,NC) 417 (339,NC) 0.631',0.5072
0 R H 24~400 30~417
IPSS 428: #fE-2 (n) N=38 N=36
HHE (%) 18 (47) 20 (56)
AL E (95%CD) R 371 (304~624) 263 (175~432) 0.094',0.1842
0 R E 48~624 45~432
IPSS #+3K: ®fE (n) N=23 N=21
HHE (%) 16 (70D 17 (81D
AL (95%CD) KE 260 (115~338) 79 (39~169) 0.003',0.010?
0 R 3 34~556 7~379
IPSS 43K: HfE-2 5/ (n) N=61 N=57
HE (%) 34 (56) 37 (65)
AL E (95%CD) K 335 (260~407) 189 (106~265) 0.005',0.0282
70 R 34~624 7~432
PR L (D N=30 N=24
I (%) 17 (57 18 (75)
R (95%CD RE 344 (285~491) 138 (78~274) 0.007',0.0152
30 B R E 24~624 7~379
MR B () N=59 N=57
HIE (%) 29 (49) 28 (49)
R (95%CD K 335 (252~556) 339 (175,NC) 0.476',0.7922
30 R 2 34~556 14~432
<65% (n) N=23 N=30
HHE (%) 11 (48) 15 (50)
A E (95%CI) K3 370 (260~491) 265 (118, NC) 0.530',0.6972
0 HE R 3 39~491 51~417
65~74 % (n) N=42 N=35
HH (%) 20 (48) 19 (54
R (95%CI1) R 334 (230,NC) 304 (130, NC) 0.260',0.4262
30 R 2 48~371 7~432
>75% (n) N=24 N=16
HIE (%) 15 (63) 12 (75) 0.031',0.0212
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AL E (95%C1) K3 335 (252~400) 143 (39~274)
30 R 2 24~624 14~379
FAB 7+3&: RA (n) N=12 N=12
HE (%) 3 (25) 3 (25)
A7 (95%C1) K 624 (NC) (NO) 0.900',0.7662
30 R 2 24~624 92~100
FAB 43%: RARS (n) N=7 N=4
HIE (%) 4 (57) 4 (100)
AL (95%CD K 133 (52,NC) 118 (33~143) 0.443',0.2792
Y0 R 3 39~133 33~143
FAB 432%: RAEB (n) N=47 N=43
HH (%) 24 (51) 20 (47)
RATEL (95%CD K% 338 (252~371) 274 (219,NC) 0.442',0.6572
T L R 3 48~491 34~417
FAB432%: RAEB-t (n) N=17 N=14
I (%) 10 (59) 13 (93)
AT EL (95%CD K% 275 (128~556) 83 (50~189) 0.0131,0.0112
0 R HL 34~556 7~379
FAB 43%: CMML (n) N=6 N=8
HHE (%) 5 (83) 6 (75)
AL (95%CD KEL 319 (285~400) 136 (36~432) 0.248',0.9042
3 R 2 285~400 30~432
BEfE MDS 3897 (&) (n) N=27 N=19
I (%) 16 (59) 9 (47)
A (95%CD KE 314 (183~370) 417 (211,NC) 0.477',0.3872
30 R 2 24~624 15~417
BEfE MDS 3897 (&) (n) N=62 N=62
= (%) 30 (48) 37 (60)
AT (95%CD K3k 354 (285~491) 189 (130~274) 0.0081,0.0392
0 HE R 3 34~556 7~432
BHEEERESEMERE—PR () N=77 N=70
HHE (%) 36 (47) 40 (57)
A (95%CD KH 354 (319~556) 263 (154~379) 0.0181,0.0442
0 HE R 3 24~624 7~432
BHEEFESEMERB %R (n) N=12 N=11
HHE (%) 10 (83) 6 (55)
HHALEL (95%CD K3 147 (111~334) 204 (79,NC) 0.973',0.3542
30 R 2 34~370 33~204

T 4 p ENHEE% .

T A XA IT BCE MR Z BEA LA YT I R AT K
ORI Wilcoxon #8556 34T AEAE 3T

2 HRHE XU Log-rank ¥ 36 HEAT A 4220 HT

NC=TGiZE i &

BRI PR AR
TENRSE B AT T =W, . ZHR0ImRiRE:, PR A ST AT FABIE Y Y MDS i
2 A VERNT 3. — TR L ZE BT IR T, 99 IPSSTEAr i f-1. HhfE-28 i M I B e
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TARSSRIT RINATY, B4R E1~5 K352 VNG 20mg/m2Ef ikaai: (INTRR) .« RIS RS
R I RRES — 3, B anR10RIR 1R

R10: EEANOGTHARMERMEERRIFE (TT)

hhi g Gl S/~

AN O GE 22 R R B SR ARE PN
(N=99)

FER (p

Y% (£#SD) 7149

A g (FEE: H/h~mk) 72 (34~87)

H%In (%)

B 71 (72

Lk 28 (28)

Fikn (%)

EELUN 86 (87)

VTN 6 (6)

NIAIPN 4 (D

He 3(3)

MDSZ W = 1IRE A R ¥

W (£SD) 4444626

154 (7~3079)

BEAMDSYEITN (%)

FE 27 (27)
75 72 (73)
AAEFERS n (%)
AN 33 (33)
A 66 (67)
/pREERSN (%)
NI 84 (85)
el 15 (15)
IPSSZ+Z&n (%)
R fa 1 (D
-1 52 (53)
th -2 23 (23)
= 23 (23)
FAB4r2&n (%)
RA 20 (20)
RARS 17 (17)
RAEB 45 (45)
RAEB-t 6 (6)
CMML 11 (11)
R1L: TR ATT *
¥ A
N=99
BEEZE (CR+PR) 16 (16%)
4R (CR) 15 (15%)
¥4y eEfE (PR) 1 (1%)

CRHT ST IH]
LSRR FF LI TE]

Hh iz Bk E] (CR+PR) R (D

CR+PR) Kk (JulED

162 (50~267)
443 (72~722+)
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+ RO EE
* Cheson BD, Bennett JM, et al. Report of an International Working Group to
Standardize Response Criteria for MDS. Blood. 2000; 96:3671-3674

Hh B PR

FEREBET T — TR Ik, 2 OImRBE 5 (MYE-3002) , PR A i T 7 H [3
MDS & 7 24, ot H2iRan 1%, SN 132 %1l 18 5 2 UL I MDS &3 (Ff
A5 1E -5 [ - S [ PR 4> 52 Wikn i [FAB 3 B4 R0 MDS [ bRl /5 83 4r REE[IPSS] o0 FN H f
-1, a2 EfadE) , AREYNAMEIREE . BERYIZR L1 MR 3 Ry RAR 5 K

KU, AP 3 RTRAZMMERIT ATT) SWFHR RIS 30 6D &, Ha%ky

N5 KT RA

o 3 RITHRM. HEHIKHE 3 /NN 15mg/m? HiphithiE, £ 8 /N1 vk, ELE3 K, 6

JAE IR A 1k,
o 5 RFTEM: ESLFIKIE 1 /N 20mg/m? HftifhizE, MEE 1 K25 KEH 1K,
4 JEHE ST A 1 K.

KT FEEIPM L RN BB RR CEREM+E BT R+ R)  HEEIIREL S
T VA A A 2R AL 5

ZlHE POER N 53.9 &, 2HNIEME (59%) , 4 NIE KM MDS. 1% MDS ] FAB
3, KEr2lE (62%) BHEATEZT AR RMGAEIE 2 (RAEB) « R4 IPSS $F4r403K,
4% A fE-1, 43% N IE-2, 16% N BEE . K2k #H (69%) [ ECOG fhaetkaE N 1
il

#2011 4F 8 A#dE, ik Wb gy T RN 3. A RS R BIR 23% ) 3213 1k 21 s
RZfRE GERGEMR+ BT SR M, Hoh 3 RO7RUEBARE R Ty 26%, 5 RITHE
20 22%. SRR GG R R AR+ BE5C & M+ MR ) O 40%, b 3 RT%E
HBEEZR 44%, 5 RITHRAN 38%. ZiAFH W —FAAFET 80%, Hrh 3 RITHRAN 83%,
5 RJTZRHN 78%.
| @piik:3i) |
ZizAEH

b PG At 8 L BB AL S BB B N DNA, 1] DNA FSEILFERE RS, 512 DNA ik IR0 A
Y B AR TR R FE U A . ARSNGB A A DNA FIEK, 78724 %1 H
PR BE T AN B4 DNA BIA B. b PG At e 175 5 b6 4 e B I Y A, T DA 42 o6 4 i 5
AR W IE % DR S . AEDRE - 2 4n i, 5\ DNA K7l vl 5 DNA H B
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b P SR A A RAR P 340 RT DA AR 3k BRI, 0 SR AT 1 PG At 5 5 00 R R AT
2R B )1 S RIR T o
BEMA

BT 75 LI P A SRS L5 T 7 s v 7 I SIS o 7 b T 5
L5178Y /)N bk EX B 4R AR AL Z Ty, lac-1 #E R /N BR 45 DNA Hh K35 45 IRTE lac-1 K4E
A, 5l R R Y R A

AETEE M MR B S P A 0.15. 0.3 0.45mg/m? (£ Il R 4 75 7 10
0.3%~1%) , B 3k, L7 B, HPIIRAAE R REEK, MsEtads (s m A
FAMRTHED R FIE>0.3mg/m? N, wJ W AHE T HHN Y7 DK THE I 2
Pokb s MEME /N BR 5 45 25705 >0. 3mg/m? I RETE /N RS JS, P EEIRE N B, B IRAT & kB
i1

ANRAESEYREE 8. 9 10 BG 11 KLU VE S L PU At 0.9 A 3mg/m? (7373 204l PR & H
HEEFIER 2% 7%) , K IWLBHAREME, 78 3mg/m? FIEE o] WAGT s R B, EMRAFIE
KL AT WA AR E R B R EREAN2E 24577 2210 3mg/m? 71l & 3 mT DL IR i AT, GdE 2
W (BANFIREACE )« MEEFAAERG . SR EHESE. JERhia . §T5 Bkl b5
KERAELEYRE 9~12 RGeS th i thiz 2.4, 3.6, 6.0mg/im? (433l 29 M R H 4 2575 =
ff] 5% 8%. 13%) , A MLEHAM:; EIEURE O KA THuTUMhIE, 7EFTEAZFIE R IR WG
16 FEAEUREE 10 Reh T HLPG s 3.6mg/m? LA b7 &Ny, ] WLV G R 28 AR AT 44 =1 B 2 T B
TEFA 2RI KT, ] DUIRAFHE S R & 5, 7E 6.0mg/m? 71 i i) IR AP IRBR R L B
Wiy 525 3.6mg/m?2 LA b 57 & InF AT WG AT AT Bk SR A A2 28 T s 6.0mg/m? 77 &N AT L AT
S BB 4 A A AE FH e

N RAESE YR AR 10 % B BRI 1 5 L PG A2 358 3mg/m? CR 20 I PR B H HERE TR 7%) 1T
AR R B FIAESERE T . SRR b, 70 B P 2 5 T A At (1 A AT /N R A
HH A PR AT IS T 8 T AR R R s R P B R T M P AV PR /) B R 5 2 )N
BRACHCSS, ARIWXEE I —S0m; 755 R EE T H PG AR IS R /N BRAE 3 HRSAN 5 i it
HRGAMENENRASHS, TTWAEE TR (34550 36%F1 0%) .

BOBHE:  HO PG AR R AT BB T A
(2R3 /151

fE 3T 5 K% (20mg/m?, #flikiaE: L /NeE, H4E 5 K, & 4 AER) KR (DACO-
017(n=11). DACO-020(n=11). DACO-016(n=23)) 1 1 Tji 3 K 7% (156mg/m?, BEfkiaiE 3 7
I, B8 /NN 1R, #Z3 R, Fe6AEK) Kk (DACO-018(n=12)) H1¥# | MDS i
AML B2 [ P A A GBI 12 28 5 KTEh, 165 L ANA7 FANEE 5 RVP(hih vl
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MR 2380 J1% . B HISGR S 100mg/m2. 3 RITEY, TEE8 1 MAYT R &A%
ZIHIER 1 IRg 255 YA e s i 254080 705 . AR YT A 77 &0 135mg/m?.
AT
HBKEE 1/ (5 K558 B3 /NN (B3 RTTH) Za, Mpbthimi2iiiah /) Bt —
FRA, RPN 0 SR, ARE R SN E = A, RS (fKE 70kg,
REHAR 1.73m?) 12530 12 280k 12 s
& 12: BEBERBEURINIEDTESE S RATEMIRTHR)

5 KRHE 3RITR

ZH TRME 95%CI ME 95%CI
Cunax (ng/mL) 107 88.5~129 423 35.2~50.6
AUCeum (ng.h/mL) 580 480~695 1161 972~1390
t» (min) 68.2 54.2~79.6 67.5 53.6~78.8
Vd,s (L) 116 84.1~153 49.6 34.9~65.5
CL (L/h) 298 249~359 201 168~241
AUC= L 253 FE -1 [ Bh 28 R AR CL=AUA R IERR R Crac MR R M 2GR tip=2
AIEBRF T Vo= FR 225 43 A1 25 7

WU IR BN N E 2503 115, BRKSE)R, £E 0.5 /N I BIRa IR . B A
H, ARS8 SRR RIEBZRETENL) , ZHE 4T R T RUERER . Hirhfd
MR E S B (<1%) o BEEHET, HPTHhIE Vds 8K, R 046 +4b
FAHL . BATHSRUES s s P s (0 A S0 . WLIBHERERAR . SAHZLER BRI AR K

vl

FEAE A, BT RERR IR, iR i SRR AL S L, ARBPUAH BN =R £, R
JEB N DNA EK&H, #EikaEstt. ROMOREHE L& T E i R s, dRtR
P450 AL Z S Ui AT . T ZACENR R AT REZAERTE . BAE. M b R A e
i 2 g e R A o NS BT WF e 45 RO s, I vt G At R 2 ki 4 v
EHIRZ) 2.4%, T ZARACE W AN BAT A ENE . PRI RARHT 4, SMIn LA
RSB RIS Z5 AR ORI 4%) KW, REHE MRS AN . Bhh, 1K
AN 7 1 P AR 55 ) P-gp A

HEx

SR B H F IS TARLE, PRI IR R >2000/h, FERA R EAMER AR (CV K
29950%) o JRZGHRMAL &7 s PT AR R IR > —

XHEAE R 4 P U MC- L PY A e ) SR T A T A R R, M P A4S 25T R 90%
(2 7 4%) 2 R
KPR AR
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WA BB Mo AR iR et Hh P AR 2R3 1) S s e AT IEXURF 9. KRR A
FEMIARSCME Bk A LA L 4 Tt 7 i 254X 80 g 2 s .

LR

AR Z BN 1280 W o, PR 2530 ) SR Tk (YaHl: 40~87 %, %L
70 %)

TEH

FERZIRB) 12 0 WA s T MR L 1 2 TR AFAEAT AT I PR AE DR 22 5

P

REHIRIK IR ZAE AR P EIEK RS (MYE-3002) , 7£ 24 il MDS i
FHET T AR 25BN 1%, ok 3 ROTRA (15mg/m?, & 8 /NTEED 741, 5 KT
RA (20mg/im?, FRES) 17 . HAIERIRRH (JPN-MDS-101) , 7E 8 ffil MDS %Zil#
WAL T PG AR 24X 1) %, Horh 15mg/m? (19 5 K5 240 3 41, 20mg/m? 1) 5 K J5 %240 5 .
PG ARG (MYE-3002 A JPN-MDS-101) 5% 3 1) o [5 Al H AR S350 1 25480 71 2 3 2
AN BRZREN 5 R, FhgRT P Ve R 5 R B R A

JHERE B 25 26

W AR AE JFF 02 35 28 3 b dEAT IE SR PE A 254030 J1 2 Fe . N AR 5T &P I e A0 AR M
g RN, CYPBEAKABES S E ME ioARif. BAh, A7 BRI 23N /) 2 50 o0 7 2
N, RERBIBLLFIR BV BOR, s E AR 254K 00 2 S 800 A O . R, b
A fth V5 % B AN AR e SZ T T RE A 35 R0

B A R

WA TE B T REAS A2 1) R rp AT TE 300 M 7 AV 2R3 0 4T 9 . 1 R b 78 A V2 4
AT BRI RN 1 it o, ZiREN 1 S HUIA BE R T dE MBS RE CETh
REM—Tidabr) o DRIk, VS fl s B8 8 A R PTRESZ ' DI RE 2 A I 520
(58]

5 E 25°C B PL R .
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B, 1/
(B3]
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[ 247k 7 HJ20181217
(255 EHwARE A
4 FK: Janssen-Cilag International NV
VEMHuRE: Turnhoutseweg 30, B-2340 Beerse, Belgium
(A= 4k ]
M4 Fk: BSP Pharmaceuticals S.p.A
A= HAE: Via Appia km. 65, 561, 04013 Latina Scalo (LT), Italy
WIKZ 77 50
KR THLZ AR 254 PR A 7
Hudik:  BRPGAE PE 22 T R X B A R L B A DU 19
HRE WD : 710304
HG55S: 400 888 9988
FEES5RS: (029) 82576616
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