%3k 2026476 7 ELET (BE4R, MIReA T, LR UHSEAHE)
* 2026421 CLET (BE3IN. TR O R4S )

B D R SR A
LFU R RATEIL

e DFURSERA7RL 25mg“7'71'J

VFYKRSERA7t)L Smg

LENALIDOMIDE Capsules [SAWAI]

)R - EREE ORI L) T 5 2 &

1.
1.1 FEIF DU RY 1 RFEEAFRTH D, FEIFE MSHBWVWTHE
xR T HOEEEN S D, FRNIFITEIRL TWLSE
BEMDH D LEICIFRLU TS UEVNT &L [2.1. 9.5808]
2 BEIDBR~DIREZ BT D). FRDFEAICDONT
&, BEEEFIEAT.JEFIEDHEDHSNTNSDT,
R E. Eff. EFMEOEEREFRE. BEPZTOXIE
ZEDETOREFZEDAFIEZEBTFT B L [2.2. 9.580]
3 HIRT BAEEIE DB D LEICIRS T HIH5SE. RS5RA
AICIHIRIREZITL). EMTHDI T LEER LI LTERS
ZHBT DL, Fle. BSHRTELERFIN SIRSET
LEREFET. HREHETIESIFIN— M F—EHITRHT
BT OERZEHKR(BHREHFIY R—LZER)
TH, BEEETFLTCVWDC EETRICHERTDEEDIC
EHRICIFIRBEZITS T &, B8, AFDRSHMPIC
FIRHFEDNZBSICE. BESICARDRSZERIEL. E
BiEICERT DL OBEEIEETHTE[9.4.1, 9.58]
A KEFERRABITTDICEN S, BSETIEREF
T. WS ZTIBSIIED TEMETEDRIEE FER
(BEEFHTFIY F—LZEBER)TE. EBIFZEFLTND
CEETRICHERTDCE, Fle. COHREPIFIRED
MEHFThEIEWVNCT &, [9.4.2, 16.326,]

b AEDRSF. BRFCTOWETEIERMERICHV
T. EMBREUEBOEREICHL TR - Z5EREiE
DEMDHET. FEDRSHETEHBENDIEEDH
[CT5CT &, Fie. BREMBICKILE. BEXIFZDRIE
ZCHEIERUBREGENDREDBREZSD) &2+
PNCHAL. XETEREBTH SRS ZRATIC &,
.6 FRERERIRIIARTER: O EREDRITHI|ESNTVD D
T. BIRZTRICTVWEHNSEEICIRSTRIE, BED
RHOSNEBSICEESICKRSZERIEL. EF0EET
5T &EL[9.1.1, 11.1.188,]

ag4
=9

2. ZER(ROEEICIFRSLIEVT L)

2.1 HHIm AHR L TV A TREE D H 5 (1.1, 9,55 0]
2.2 BIFEHTFIHZET T2 WEHK[L.2, 9.581]

2.3 RHND AR LBEE O BRI O H 5 B

3.1 #Am

o LF RIFH TN LF) R FH TR

i % 2.5mel %7 1 | 5mel ¥ 17 4 |
HRG LFYFKFIF

(15 7] 2.5mg \ 5mg
TN BRI A W= ANa, #iftlu =X AT T ) O
gﬁ‘ W (Mg, FLBE
# nT N LT 5 . ¥I5F v, 77 ViikNa

Atk BN —

BAEERROFES
874291
2.5mg 5mg
& 32 & 5| 30500AMX00081000 | 30500AMX00082000
HR 5% B8 $A 20234121 20234121

3.2 WREIOMERK
L) R Fa T

LY R FA 7N

ih 2.5mg[ 7 A ] 5mgl 7 A1 |
i o
IS . _ ijv
45 35
# e A 7B V|
O R AEN BH BB A~ KA AER
TR B~ KA 5 B~ KA EAE]
WY - Qs ~E OB R |NEY - A~ oK
425 (mm) 14.2 15.8
it (mg) 180 #1129
*x4. FRENIFFHIR
OZH L EEEE

ObBREFRBIBIRKZ (+ 5 SR AEIREF
OBEXEF#atrOEREY V/(ERUZEEY /(&

5. MBEXIFFIRICRIET DER

(ZHRUEHENUELBHFREIRKRZ Y D SEER REIRED

5.1 M7 FERKE | OHONE AL, KA OFNER %
EWE I HF L LT, MOBEEORREZITH) 2 &
[17.1.1-17.1.5=MH]

GEREFRBEIREZHE D B HERREIRED

5.2 [ B # ¥ % ¥ A 7 4 (International prognostic scoring
system : IPSS) 12 & % 1) A7 O HFH-21) A7 K OE) A2
W2xt g B AR R OV PRI L T,

*%6. BERURE

(ZHEEEHE)
i DOPEMRERH] & OPFHICB VT, il RAIEL ) R
IRELC, BT 2 IESESEH ORG Y 1 2 VEEEL
T, LTOAEF/-EBETROKSG T4, B, BEORKE
W& ) EEBET 5.
A D 1H1AI25mg % 21 H 3 0¥ 5- L 72#. THEIRSES %,
INEIFA 7V E LTHRGZ#)ET,
Bik: © 1H1MI25mg % 14 H B H$%45- L 72 . THRIKRIET 2,
INEIFA 7V E LTHRGZ#)ET,

GELRBFREEIRAZH DS SRR MRS
WHE, ARV FY FI FELTIHLELOMmg %21 H [ # H
B G- Lof, THRMKIES 2, SRZITA 20 E LTHRS
DR B, BEOREICLVEETRET 5.

(BRENFHAEOERMED v I\ERDDER Y VI\E)
VYR GEETFHIEZ) EOBHICBWT, @E. AL
iFL ) K3 FELTIHIEZ20mg? 21 H M8 H A& 08#% 5 L7z
. THHERSET 5 SREIT A 27V E LTRARI2ZY A 7 v E
TG EEVRY . B, BREOREIZL ) HEHET 5.

7. RERUAEICRET IR

GhgerE)

7.1 BREEEREERE T AR OMAIRED AT 5 2 L vHeE
ENTVD 720, HHRRVEGHBOREZEET 2L L b
12, BEOREER L) HEEICBEL, AEFROEIIHIE
BT H2E009.2, 16.6.1. 17.1.381]



7.2 %Hﬁﬂﬁﬁ*gﬂy?&@*kg‘b: ct = TAUC& ZﬁCmax@T&—Fﬁigﬂy)
LMD Z Epb, RENI SR SRR 2 8 TG54 2

EDEE L\, [16.2.12]

7.3 ML/ A S BRI A % Bt < Grade3 X 1340 B F
(Gradel¥CTCAEIZ D ) AS5HL L 72481213, AH o1k
PHIEEEET L I L, G O/HIE, BEFEOREIILS L TH

i RPN
(FHRIEEHE)

*7.4 BENOFGA A 7 v, RENE BT L PUEEIEEHIZ 20w
CTJ17 BRBGE | OBONE XA L. BRNORTFOT A R
TAVERBEZI I L BT, EIRT 22 E.[17.1.1-17.1 45 1]

*7.5 RGO LHMEFHIE IS 25T 4~ 7 (Gl TR

Z) - Ry —¥

TN 7 7 GEIE TR ) B R T

FEHE, RVTITROTIFH A8 EDPEHIZONT
E. REOKIE - MEILEL &, ¥V~ T - KLve 7
O=%—¥ 777 RER TERAOETRLESRT L2 &,
7.6 AHHAF G- TOFMER VL EEEHET L TV v,
7.7 MR AT ERIRA 2558 BL L 7235 5120k, TR 2SR

LAKIORSEE L ZET 52

&£o[8.2. 9.1.2, 11.1.3&H]

IR D Z T BIE T DI I T B A FEBIR O R D H %

A ICES e i ER A

IaHE T OALE I OB R O i O H %

MR | 25,000/ (L Al 12 98 A

FH) & HRIET 5,
ZD#50,000/ulLL_EAZEE L 22 A
W2 ARH & RS O G- 2 5 5mg
W L TR

7B, WHEN O GE05mgd 1 H 1A
508, AH2. 5mgZ 1H 1A%
5 CHB,

MBI BRI A FEBLR O RSESE D H %2

iR I RS

G OALTE K OB O i 0 B %

IR A

25,000/ uL A 12 A

AR & RIET S,
RKOVTNHLOHEIIE, RH 2RI
B OMHE»SUHE L )V FIF72 0
HCHR,
- HZEAE A0, 000/ wL L A2 [BIAE L 72
Yitro
CTHUL LR % &1l EH A2
[E] L 125,000/ uL7> 550,000/ ul.C
o 72 h

T ek A

500/ uL A 12 A

FH & RIET 5,

0 5E AE A3500/ L LA A AR L 2234
2. AHEI R RERTOHEH» 5 U=
L~V R P 7 R TR

1) FRE O & L~y

ML ~N)L AE O - M
A P B 1H1E10mg % 21 H 8 H & 15 Lf:f&i 7H [ RSE
Th, INEIFAZNE LTHRGEED RS,
FEL V] | 1H1A5mg% & H AR 53 5,
FEL~V2 |2 121 A5mg % IR 59 5,
HEL V3 | LEIZ2[E5me % 1% 53 5

(BREFEAM OB VI ERDIGTEY VIE)
*%7.9 )Y F < T GHETHELZ) O GAZER LT 17, BRI
BloEOWNE., FICHE - JHEZ Ho 08l L 72 oS+
B kL 17.1.65H]
#% 710 M/ UZAF R ERIE A S5 BL L 723561121, TERE S
R UAKIORSES 2 ZET 52 L.[8.2, 9.1.2, 11.1.35H]
MR 3 BRI S BF OHES 0 B %

i/ IMEEL S ER S

TG DAL K ORI O i o B %

500/ uL A i 12 9 A L
V358 BT BRI A
JiE (1,000/ w5 il 12
WA K OMEE38.5C
P EoE

I BRI A

KRN RIET B0
ZD1,000/ulLL EAZIAE L 72354012
. ARH & RS O3 5575 5 5mgii
&L CHM.

B, RERT OG- EHB5mgd1H 1A
B oAk, R#F2.5mgx 1H 1A

G- CHR

A& i L7t BEAC &

D B RIREREASTIL L 7 B S

5B A 113 i 2 5mgd D& (2. 5mgik G- O By A 135mg 1
W) THIENTED, 72720, BlEHEE B W &,
PRI S BTG 1 0 2 FE M5 B C D L/ MSUB A i v Bk A S8 BLIES 0 AR

K50 H%

I/ IMEE S ER A

T OE K OO EO HE

30,000/ uL A |2 9 A

RE % KIS 5,
Z D 1%30,000/uL B FAZHE L 724
\21d, AFI15mg % 1 H a5 TR,

MR A
PREE2mE DU,
30,000/ uL AL 294

AH & HIET %o

Z O 1%30,000/uL 2L EAZ I L 72854
V2 AR i AL G S Smg R
L CIH 1M TR,

1,000/ uL A |2 9 A

e BRI A

ES 27 3 b

- ZF O #%1,000/ul bl EAZ W72 72
L. BIERIZIFRERIEA O &) L7z
BAIiE, A#HI25mex 1H 1A% 5
TH B

- Z @ #%1,000/ul bk Bz (72 72
L. BRI A DAL O BIE % 3250
%) L2841t A#15mg#1H
1% 5 C R,

MR A

50,000/ uL A |2 4

EN 7 S
Z D 1%50,000/ul L A AE L 7234
1213, AFI15me# 1 H 1% 5 TR

PREE2mE DU, B
50,000/ uL A 2

AH & HIET %o

Z O1%50,000/uL L EAZ A L 72854
V2 AR % i 4 - 2 S SmgiR
L TIH 1B TR,

IR

1,000/ uL 7 {i A37H
DLk Hr

XA

5 B I v BR R A E
(1,000/ L5 i 12 %
AT OMEIR38.5C LU
FoBe)

i

500/ ul A |2

FHN & RIET Lo
Z DO 1%1,000/uL L EAZ S L 724
121, A#I15mg % 1 H 1% 5 TR,

EEED - NET
LUF FHL 3588l
1,000/ ul A it A37H
Dl b5

i

5 BT v BRO A A
(1,000/ LA i 12 %
b T OMEIR38.5T DL
Loms)

Bk

500/ uL A |2 94

EN 27 SN

Z O #1,000/ulbh FAZEE L 2254
Wik, AH Z RS- 0 5 Smgii
L CL1H 1B CTHR,.

P20 H A, PR
1,000/ uL A 12 A

EN 27 S
Z D #1,000/ulbh FACEE L 2254
WZiE, AH & w5 A S Smg i

L CIH 1T,

CBREFRPBIRKZH# S BRI NEIREE)
7.8 MBI U IF BRI A 353 L 723551213, TRZZHE

LAHIOKRIEEZEE S 5

E£.[8.2. 9.1.2, 11.1.3&H]

8. ERUEXNEE

8.1 AHZG-Fth 2 S5 IE4AB 5 T Tk, B, KT - 8
WO E S\ &, [16.328 K]

8.2 RHI OG- L 0 FEE 20 i BRiAME MK OV I IMIGR A ESS O
BRI 5 2 LD B 720, ERIIC M SF R &
792 ke T/ RKFOFKGIZH 72> Tld. G-CSFELFH 0
WAL EE T 52 L [7.7, 7.8, 7.10, 9.1.2, 11.1.3=M]

8.3 AFN DG X WBRIF Y AV ADFE AL H b b 2
ENHDHDT, KFFGAIET - TS A )V A DA % fi
AL AEIPG-AN I R E AT 2L [9.1.5. 11.1.48H]

8.4 MWEHMEIRHER I BT, 5. O F v, HHIR, FH. SEEA°
P ENTWEDOT, REFEGHOEZ I HEHEOEiFE
e P BEM OB EZ BT 2 X 9 EET L 2 &,

_2_



8.5 JEEBIEEBERED D HbNE I ENHLHDOT, EEEDL W
BE T, I AR R R 5 S OB R B 2 1T D e &
BEOREL T 2BI5T 5 2 L [11.1.88H]

8.6 HURIEREIR TIEA D S b B Z DD S DT, EHICH
BEIT) R, BB T5IT) 2 L [11.1.125801]

8.7 HIELRBFEENDH O DLNL I LWHHDT, ELMIHAE R
19 7% &, BIEE 512479 2 L [11.1.17&H]

8.8 RHIDHLGAC X Fm. FEL HBEEED ) v EIOE
KEZFMESTIERETILTRHObLNLEIEDBHLDT, &
HORER IR T A2 &

9. HEDERZAIDHEEICAHATIER

9.1 G - BIMEREEDHDEE

9.1.1 FEFERIRIIRED D RV ZEI D EE
TR IMASE DS 8], WIES 2 2 & H.[1.6, 11.1.15HH]

9.1.2 EREIEIDH D EH
R U PRI E I O VMR AED TINS5 2 LB %o
[7.7. 7.8, 7.10. 8.2, 11.1.3&H#]

9.1.3 [E=FHEE CEMETHRRIERZZ D) DH 2 EHE
FERERE R |29 B A SO XU R AR * e BRI T 5 B2
nH» s,

9.1.4 YU RY A RICKDEEFBRIEDEIFEEDSH 2 EE

9.1.5 BRIFRUAILAF ¥+ U7 DEEXFERERLEE (HBsH

[FRE. D DHBCHAX [FHBsHIAR %)
RHNOFe 5B P LG L TIPS BRI A R PR AV A< —
H—=DEZF) 7wl e, BREFLEY AV AOFEEE LD
BIEREROFEHINEET 5 2 Lo AFIOF G512 &L Y BRIFF I
AW ADEIEMALD B B b Z DD 5H[8.3, 11.1.45 8]

9.2 BikiEEEEE
BHERUORSHBOHHE*EET 5L L bic, BEORES
SEEICBIEL, AEFROFEBUSTEET LI & HIE
PR HEDONDEBENDH L, T2, BHEEEENITELS
LI ENH D71, 16.6.1, 17.1.35]

9.4 L£IEREET I HE

9.4.1 MRS 2 W HEMED B B P id. ARFIFET BAt 4 I B &
OARFN P 5 BIAA3 H AT 2 © $525- AT AT £ AL IRM A % S
L. HIRL CWAWZ &2 ERBRICHS 2T 528, F
7o ARFNOGEEBDIZGER 282 2 W T, AR oFEGHT
DB ARFN P G-HT W5 [ OARFN P 546 T 40 1 12\ AR A &
Fhis b2 Lo PG RGTEARBE A SR GHTLEME F
T, BB 4T Baid s — b — & TS THRD % B
DEREZHE(BMEEZLTay F—az25H) S8, W28
LTWB I EHTHICHERT A28, BB, AFOFEGHIR P
VIR DN D HE I, BEEICRF OS2k L, Elil
FIHMT S L) BEEIRET S 2 L,[1.3, 9.52H]

9.4.2 BIZiE, R TLEBHZE T BREBTTH HEIIHD
THR % WL O FE R 2 U (B0 33y F—2a%5H) S
B, BILEET L TCWA I EE T aIcRT AL, 20 2
OISR & OMRHIITHE RV E.[1.4, 16.3517]

9.5 113
TR IR L TV A BEED & B i3k 5 L e w2 &,
B =7 AN TOEFEFEABTHERB T, ERPIZL ) B3

F&#%G SN BB oORRIBICHE B bz, LT R3
Fide b CHRSEET AT LTSS H 5.[1.1-1.3, 2.1,
2.2, 9.4.1, 11.1.18%:}#]

9.6 1%ZLI%

BHANOLEIEFHES LW EHNET LWL, R a5
SR IPAY e e (e sl | o= o

9.7 IR
NIRRT G & L 7B RIS L T v,
9.8 SmE

BEORELZBISE L 2O EE IG5 2 &0 —fRIZAHFE
REDMET LT\ %,

10. HHE{EA
10.2 HAFRWHAICERT I L)

HHE BERAEIR - H5 187 Wiy - falriR T
¥y A TR T v @ A R R AT I B AN

T5EOWENDHLOT, HH

(PaT*v %

[16.7.1Z] TALEIIEETAZ L,

*EN. BiER

ROEWER B S bIEZ ENHLHDT, BlE 51247\,
FLE SRR BN A IS 2 kT B e L) 7 L & 4T
T &,

1.1 EXFEIER

1.1.7 FRERERIRIDAREE (6.2%) . BHERARIE (3.0%)
[1.6. 9.1.1%M1]

11.1.2 BiEEE, —BMREmFESE(1.5%)

11.1.3 &E&EimHl
PUMERFAE (1.1%) « &F FPERAE (40.19%) « IL/IMKIR A i
(19.2%) . #1M(20.4%) F&ENEL H BRI E (2.2%) 55 D5
BRI A H S bND Db, B, M/NGED A U7
R, WLEHIMEOHMICE > 72EFA L HE STV S,
[7.7. 7.8, 7.10. 8.2, 9.1.2&H]

11.1.4 BREHE (22.0%)
fifige, MIMESEDOEE R EIIERDH L LNDL I EnH D, T
720 BEF R AV ZAOFIEEILSH L bNDE 2 L2H 5,
[8.3. 9.1.5&M]

11.1.5 ETHZRERERE (PML) GHEEARR)

RFNR G RO GH T RISEFOREL T cBig L, =ik
Wi, RRGBEE . PRELIEIR (PR, DUBORE) . SRERESO

Exiro &bz, S E2RIEL, #YIZAEEITH 2 &,
11.1.6 REHIEIRIEIREE (Stevens-JohnsonfElREE). M
REZIESEAE (Toxic Epidermal Necrolysis : TEN) (0.1%)

11.1.7 B8
TFT747%—HEEAW), mMEFEGEERH). %5
(14.0%) . =% (0.6%) SO BBIERH 5 DONLZ LD 5,
11.1.8 EEERRIRAEIREE (0.2%)
BEDVPRO LN HEIIE B ICHRG 2k L, 82 ALE %
Ty SERAAIE T 2 £ THREOREL T I8l5i 562 &,
[8.5%:H]
11.1.9 EEMEMEE (0.3%)
11.1.10 DEHEE. DF2. TEIR
OEZE (0.4%) « A4 (1.1%) DB ABIE O IR (3.1%)
PEE SN TV 5,
11.1.11 FRigEEEs
FE K E(7.5%) . RAYVE = 2 — a3 F —(5.5%) . & #0k
(3.3%) WiJIET (2.2%) 0 R MR ESHE ST b,
11.7.12 ERAREEEEE TIE (0.9%)
[8.62:M]
11.1.13 E{EEZEFL(0.1%)
11.1.14 FSIrMHEMmAE (0.4%)
11.1.15 =& CHIEAHT)
11.1.16 FTHEEEIEE. &E(3.9%)
AST. ALT. y-GTPLA % k) FFFRERE, FHESH H b
HIEND D,
11.1.17 EEBEFBEE (2.2%)
EAREEOTEELREEEND SN, I LD H 5H.[8. 78]
11.1.18 fEZFRAME (HERH)
IR AR L T W A RO & 2 I3 S Lnwz &,
[9.52:0]
1.2 Z0DfthDEIHER

5% L 1~5%A i 19% A

Ml (B R(21.2%) . |WE nk. O R EEAPLE. B B

ML D P M. ALK
AR HH %
FREE R




5%LL k. 1~5%iif 19% iy
Ll iE
i M R AL
0% v BECREE, k|, Leo <D, H
JEE W SRR b S O 52

| VUi, BAERAE. | M. . A8
BTG, W |7 BE R, S

i}

BRI RIS RE T IE, & v
v TR

FAlm), COEZE, O ESEOEE LR R ORIER OFEH
EEDED» o EHHE ST 5,

16. EYENRE

16.1 MEE

16.1.1 BEEOi%s
BEHERAIZLF ) F 3 F3HEGIMEY . 10mg. 20mg™) % Hi [a] £ 1
B L&DV T FI FOEYBIE T A -5 EUTOEB) T
HY. LI FI NI 5800, 5~ 1R I fs i E
L. teldf2~3EM T - 727,

HWBRE NS X — %

R | ERRIR A ) AlE, |k, K5 b Al
A vy afi|iE. K7V 7 3 VIE,
FE. O, KR KR ME. &
) ¥ ERINE U AMUE. B2 9—)b
MAE PR ER LAE

[T TFRRER A, LR
MO, AT, 1
AP PR

FEA - FE| R FEIEO T (9 2N HllEE A
H IR AR, |2 [OBE. #x
B, IR, 8
ELIKRE

B | %) FEE B & W Bk, KL\

B S, BB

S
W

i3 =113

Zoflt 9E 57(2L1%). |5 B\ K E RS, CRP¥ . ALPH
WE % 7 L 7|4 FE BRI, B 5. LDHE .
(10.9%) ), 4 Mg, PRE I, #mE,
JIE RAY T 74 7)) DY A < —B4
JiE . 737 —EHEn

Jiiks 5mg™ (761) 10mg (7f1) 20mg™ (741)
Cumax (ng/mL) 113+35 227 +46 521195
AUC(ng-h/mL) 345+59 727+115 1462+ 174
e () 1.0 1.0 0.50

(0.50, 2.5) (0.50, 1.0) (0.50, 1.5)

tiz(h) 2.28+0.48 2.36+0.41 2.24+0.42
S + R
SIS

tamae | A (52708, H0K)

16.1.2 RiE”S

(ZRMLEEE)
FEOUSHEEEO L M EBIEEZ 2L+ ) F I F10mg™ K 025mg#%
B G O RS- L2 s EDLF ) F I FOEWERE
FA=FIFUTOEBYTHY, L) F3I FOMEEEEITHRGH
0.5~ 1HERIE ISR EMISE L, teldi2~3 M Th o 72, 72, iE
5L 2 ERBMIRD SN h o720 9,

SEWYEHRE /X T A — 5

FDIERZEWER IR OT Z0mo IER IO SSBMEE L, RIGEDL I
T REE RS 2 G L L2 ENES TR R (MM-025705%) & OVE4}
55 AR FER (MM-020305%) . 58 S EEGTE 0 2 58 g e R %
RpGE L7z ey h s A 3R (MM-009348%) . 5 gtk B i il k2 %
PE B RERIRERERE RS 2 0 R & L 72y T R (MDS-0047
BR) . RS SOE TR O e NTHIT e ) > S ERE & G b L 72 [
P T AR AR (ATLL-002308%) 3f DN FR 38 S s o g latt ) oo
Jif M OV ) SRR E xS & L 7o [ BR 3k A 45 AR 5% (NHL-
007:88%) 7 HEET L 72,
2) TS IR O AN THI s )~ SEEE 20t R & L-ENE T
ARFABRE N T3 AT EEG E O USRI ) >/ NJE T OVl AR ) v ST
BEE R L L7 E R R 55 TAR RS S 5D < FEBUH R
TE3) ARANDAGE E N7 IR R L3S HE, ST AR ER K
e %A D) 5 BB ST CRE B M ON TR 38 S B G R o 8 e v > /N
Wi Y) Y /SETH 5o
14. BRELEOFR
14.1 FERIFRFIFOER
A 7Tenvae LanZ E,

14.2 ZEBIZBOER

14.2.1 PTPAEDOFEFIIPTPY — 226 L TIRAT 4 &
IRES L L, PTPY — FORBEAIC LD, WWEAESEE
REREAGHA L, BRIl AR Z U CHERRIR & 0 R E 2 A0
EXPFET LI EDnH b,

14.2.2 /1 7RV EBEAENTD BT 0ETICRATS L9
RETLZ L,

15. ZOftDER

15.1 BRIRERAICE D 1B
RGO L FEVEE RE B E 23R & L7230 DlsH R HERIZ
BT, AF G TR IR & I U TR o S BN & 0%
L AR GRET, SRR REE N, B BRI R
Bl P4 K O T 55 D BRI RS S5 B L 7276
T7o. BEAGEEEOSEMEFHEEF 2R E L2200
MR EER 12 35\ Ty AFGRE O IR & L L TR
BrOFBEGHE . ARGET, R, Ao
T OSSO ENMEES ASFEBLL 7276
RABREDMEIE) > P IR GREEIIIRE - ZR) B 2 xR &
L 72l R R B IZ B\ T ARG THIR (7 u g A7
WV (EINARAGE) ) BEE LB L THE Y A7 2392% ML 72 2 &
HHE SN T WD, T72, AFERGHETHEIFEL LKL T, O

Hi& 10mg™ (361) 25mg (6%1)

Gk H a5 SAEH% G- H[al$% 5 SRS
Cunax (ng/mL) 330+116 316*69 642+163 721+109
AUC: (ng-h/mL) 1063 =300 1050 =300 2835* 1059 2892+ 952
o (1) 0.93 0.5 1.0 0.97

(0.50, 1.0) (0.45, 1.0) (0.43, 2.0) (0.45, 1.5)

tiz2(h) 2.57+0.65 2.45+0.42 3.20+0.83 3.26+1.02
T fil = AR

PIEE EATEE

tonac & P A (B, )

GELERRBEIRAZ S BHERREIRED

5% et R B R Eq31q33 R Jex A LKLY A 7 JZH -1V A 7 045 i 5
FERGEERRC & 2 BIMER % ) B BUE R R L) FI R
10mg# BRI G R O RAERO#ES Lz L&D L5 K3 Fo3EyH)
BTG A—FZUTOEB)THY, L) FI oM Erizsg2.5
RF ] he O2 OFER P2 12 Z S AU S IS L, el 213 30 L O
3T TH o720 F7on G L BERUEED SN dr o720 )

HEWEREXT A —F

5 hk Hul5- (661) AR (541)
Cumax (ng/mL) 145+56.0 155+46.6
AUC: (ng-h/mL) 925 + 344* 936 + 355
tmax (h) 2.5 2.9
ti2(h) 3.33%0.81° 3.70+1.20
T = B A
SRS T
tmactE F LA
a: 5l

16.1.3 &EWMFHNREMER

(ULFU RZ RATEILSMEMT DA 1)
LY R FHFeNbmel 74 & L7532 FH 7 bmg#
ANBEIZZNENLS TRV (LY B3I FE L Thmg) ™ 22 i H[al ik
%G (7 a 24— 8—=3) L, méEdh L F ) M3 FEEZIEL .
BONHWIHE ST A — % (AUC, Cmax) 22\ TI0%IEHEIX 12
TR % AT - 7245 H-. 1og(0.80) ~log(1.25) DFFNTH b . MiH]
DEYFER RS EATER S P,

ZHFN TV G ORI ERE T A — ¥

Cmax Tmax T2 AUCo-24ne
(ng/mL) (hr) (hr) (ng-hr/mL)

L) RIS TR

Smgl #7 1 | 108.1+26.5 | 0.9+0.4 | 2.8+0.3 | 282.9%42.7

L7733 F%7+4)V5mg | 105.2£24.9 | 0.9+0.4 | 2.8%0.3 | 275.3%42.7

(Mean =S. D., n=50)



150 | —e— LFURIRAT I 5nglgT 1)
i --o-- L7 I3IRAT I 5ng
%fl 125 Mean=+S. D. (n=50)
L
7 100
Y
NG
B 50
E
(ng/nL) 25
AERRRRREE I 1 f—t
0" 1 2 3 4 6 8 12 24
P2 5-1% OF5RE (hr)

MR 72 & NCAUC, CmaxZ:0 /85 X — 213, W o ®wIR, 1K
W OBRILAIEL - B ORI X > TRR TR D 5,

16.2 MRIY

16.2.1 REDFE
REERAQTHNIZLF Y K3 F25megx @Rl - Sr o) —Eo &k
RS L 728 EDAUC, Cuad T Z2IEIE ISR G- L2 & & L X
TZENZENH20%. FI50%E T L. twaldF1. 68F FIE S L 721 (FFE A
T =)0 [7.221]

16.3 9310
LY K3 FOFYMIERARKEFITN0%TH > 72 (FHEN T —
7)o Ty BEEERA (2461 I2LF ) F 3 F25mg# IEROHRG L 72
EELBWETICL T R FIE, BRSO 24RM BRI S 7z
WS ARG B TR IR L ) P Fidsih sk
B 729 10 (EINT— % ). [1.4, 8.1, 9.4.25MH]

16.4 1t
In viroBBETIZLF ) F I Flde MIFEI 70y — AR OO W
NTLM LRI EEORBNIZ T 25 727 JHEAT— %),

16.5 HEttt
L) FI FORBHIRZIETORERDIZE AL TH Bo EHRHA
WKMCIV ) FI FERAEREOKRS L2 & H&580#82%0 st
REDSRZALIR & L ORI HE S 7217 (AE AT — 4 )

**%16.6 HEDERZHIDEE

16.6.1 BipeEEEE
BREREREEEE L S ) B F25me# B S L7z & & 03EYEH)
NI A= U TOLBY) THD ., AUCIEHIIN L 72 (h S5 4E ~ EAE
GEHT LS B E THI3~5M%) 0 T 72, BHREDE T ICHEVL 5 F 3
Fo#&EO 7Y 75 v A(CL/F). B2 1) 79 v A(CLr) A L7220 (b
EIANF—%).[7.1. 9.2, 17.1.38]

BRI E RISV ) NI F2bmgz HEECRG L7z L SOFYBIEE/ ST A -2

g % Ay

e o s TE | A | GEhLE)
(611) (6f1)

G 605246 | 691+110 | 592+177 | 765+81.3 | 552+140

(ng/mL)

AUC- 2181+703 | 2767=1094 | 6021+847 | 8191+1317 |11121+2133

(ng-h/mL)

) 1.0 1.0 1.0 1.5 1.3

(0.50, 2.0) | (1.0, 1.0) | (0.50, 1.5) | (0.50, 2.0) | (1.0, 2.0)

tr2(h) 3.34+0.88 | 3.67+0.70 | 10.6+3.33 | 9.22+2 44 | 15.6*1.14

T = AR

SEI LA A il

tmaxl HLAE R/, 0K)

EHERERI 2 LT F =2 2 ) 7T ¥ A (CLer) FEIfilt

IEH © 83~145mL/min, ¥4 © 57~74mL/min, HEHE ¢ 33~46mL/min, HFiE 17~

29mL/min
BHEBICEEOHLEEICL T FI FEEST A4, TRIIR
FCLMtiZZH L LCL ) NI FiGEKOES BREOFE % %R
T 5 L

BB E A S ABROHIEEO H%

BT (CLe)
5 FE ey AR HAE
s i (EHE) (o2

30<CLer<60mL/min CLer<30mL/min CLer<30mL/min
LY F3I Fl0mg#xl|L 7 ) F 3 Fldmg|LF+Y F3I Fomg#
H1E$ 5 TR L, 2| 2212105 1H 145

SRUREIE |4 7 VT B AT B A7 F 1335 47 5 12

fie %y £+t 15mgl Rt )
. | VT R FhmgZ1H| LY F R F2.5mg| L+ FI F2.5mg
S et MK S g oy FLHIEHS: %10 1EHESS
MRS EEOT GEAT 1B H7 %12
5 T 7 Pk

X
L+ 1Y F3FlOmg#xl|{L7F ) F3 Fomg#x|L ) F3I Fbmgx

TRIE LS BTG 1

DIERIE ) % A1 5 THMG L. 2\1H1E#HS LH L% 5-

g | A7 VESTT B R T (B HIZEREIC
%Tﬁﬁgﬂﬁ”’ |y 12 15m - 155,

T2,
FEE - HEEY 32— a3 SO XM

a:i LU F3 Fomga 2l Il 5322 L4 TE D,
b: L7 K3 Fomgz M35 352 LbT&5,
16.7 EYHEEER
16.7.1 Yd¥v v
BEHE A (17FD 2L 1) F 3 FA0mgl H 1) & SR OH%G-%icy o
3 0. 5mgx B OHKG Lz , L+ FI RS TFTOY T
F ¥ Y DCmax L FAUC=IZ L F Y F 3 FIERSG T & i L CH#14.0%H
L7222 BEANT— %) [10.22:18]
16.7.2 ZDfthDEX
R THERED LM HIEE S 66) 2L ) F 2 F25meg% 7%
T A Z T 40mge KAEMMES Lz &, LY F3I ROy B~
DEBIRD SN o 129 0,
TERE N (1450) | P-HE A I EH Td 5 & = ¥ ¥ B KA1 (600mg
1H2[A) % AR G- #%12 L ) F 3 N26mg# BRI S L 7z &
&, LY F 3 FOEWBIREANORBEILED 5Nk o 727 (FHEN 7 —
%)
TERERC (1160) | ZP-FE R HIAEH]FE CTh DT 4201 A A25mgk
LF Y K3 F265mgx HEIGEHEG L7z &, LT FI FROTFL Y
1) 5 ADFEYHREANDFEIIRD SN o727 FHEANT— %),
16.8 Zfth
(LFYU RZ RATEIL2.5mg[bD1])
L) R RO 7 nN25mgl 74 IZEMEEIcEox, LY R
I RA 7 Nbmel T A & AR S & A S,
) AAI AT - F (1H ) 131 H 1E25me (%58 E 300 . 10 1E10mg (5% 3
AR K% B S 8 BERIBORERE) . 1H 1M20me (F56 UL HEA o il
1 2SI OSSR )V SHE) T Do
17. ERPRALEE
17.1 BERULLEICET 5558
(BRM4EEE)
17.1.1 EREE D1EH5R
6558 UL L 75 MR B AL O IS & 72 & 7 WRIGER O L RS HiE
HBEERE L2E THRBMM-02588) 2% L, L+ FIF
25mgtV+ 7 F A A 5 2 40mg P Of I (LA O A &1k % #ad L
720 & DOFEF. FRYFIL83.3%[95% S HEIX [ : 68.4, 98.2] (I B4
BR324, HREIRLT/2401) T - 722,
7 4V R Ailf A2 502651 25151 (96 2%) (2 BV (B PR A 2 1 52 % %
) AR SN ERBEIEMIE. B 1260(46.2%) . 1 FER A E
761(26.9%) . H 6B (23.1%) « L/ BT A FE6B (23.1%) . & 5
(19.2%) . FIIEREAFESH] (19.2%) « K2 ¥245%301(11.5%) « 2 9 HEHE
36 (11.5%) . BEK LB IR B2 95361 (11.5%) . 1P 46361 (11.5%) . BRE
T30 (11.5%) « HEIK3HFI(11.5%) Tdh - 722 [5.1. 7.42H]
EDLVFY) R FOREE - HEIZ28H #1494 7 )V & L, 1H1AI25mg% 21 H fFE 1%
5 e By RIS DHEERET 5. ENERRBETIE, LFU R FE
B ENDLETOEEIH LT, LY N3 FO&S G- S ks it
PRS2 5 55 A HETH - 720
FE2)TFTHFFAY U OMEE - HEIZ28H %19 A4 7 v & L. 1H1H40mg (755 % 8 2
% HEEIC1320me) 1. 8. 15, 22H BSOS T 4%,
17.1.2 BHNEMAEHER
657% DL b L 5 MM R HE O BTG & 72 & 7 KB O £ 58 M BhE
HBEER S E LB IR (MM-0205488) 2 %L, L+ ) FIF
25mgV+ 7 F A X & 2 A0mg ™ B e (LA i) & 34T £ Tk
S L 7-LdBE, LABEE18 4 2 V(72 1494 7 )V 1 28H ) %5 L 72
LAI8#: . O’ A v 7 75 »0.25mg/kg. 7L K=V ¥2mg/kg. ¥V F~
A F200mg®D B L% 121 4 7V (7208, 1494 7 )V 42H)#%5 L 72
MPTHED3RRZ X D ERME AT L7ze Z 0%, LBk CIEMPTH I
AT EEFFMGE H T 2 EMEA L YIH (PFS) O & 2 &S0
S5N7ze B, BIREHEIEH Td 5 2 EAREI (0S) o o B AT 42 T
X, AERERIIEO LN TH ARV,
ARV O TR (201345 H24H 7 — % 71 v b+ 7)

Ld# Ld187% MPTH#
(53561) (541%51) (54741)
PFS
ARy PEAEER (%) 278(52.0) 348(64.3) 334(61.1)
rroefiti (4 H) 25.5 20.7 21.2
[95% 15 HE X 1] 1° [20.7, 29.4] [19.4, 22.0] [19.3, 23.2]
INH— e 0.72
[95% 15 M X [ ] [0.61, 0.85]
pfiti (Log-ranki7e) 0.00006
0S
FECBET (%) 173(32.3) 192(35.5) 209(38.2)
rhoefieie (4 H) 55.1 53.6 48.2
[95% 5 X [ ]° [55.1, NE] [47.0, NE] [44.3, NE]
AV 0.78
[95% 15 HHIX ] [0.64, 0.96]
pfiEi (Log-ranki#sg) 0.01685

a © rPYfiildKaplan-Meieri: 12 & 2 JE5EH

b : H YL D 95% 15 HEIX [

¢t MPTHO/NF — P $ HLd#EO N — FOlt
NE : Not Estimable (£ 5431 )




100-] H2)LF U F I FO RSO S A (1~4% 4 7 V) Tld42H M % 19
4 7 )y L. 1H1H25mg (CLeA™30mL/min A _F60mL/mink il @ % 1310mg)
%, 1~14H H K 0M22~35H B ISR IHG L 720 Rkt SR G4 A 27 L DUkE)
TIX28H #1494 7 v & L. 1H1M25mg(CLaA™30mL/minkk_F60mL/mini
OEFIX10mg) #1~21H B IS5 L7z,

A3) RT3 T ORI O B R AR (1~44 1 7 V) Tld42H 2 14 1
7oV e L, THIEL 3mg/m*% . &4 4 7 Vv ol, 4, 8, 11, 22, 25, 29, 32H
HZE M5 L7z

FED) T X A5y O ER O R AR (1~4% 1 2 V) Tlxd2H B %1
F4 70k L, 1H1E20mg% . 1, 2. 4, 5. 8, 9. 11, 12, 15, 22, 23, 25,
26, 29, 30, 32, 33H H(75m L\ E o> BT 41, 4. 8, 11, 15, 22, 25, 29
OV32H B) (CE IR 5 3O3R 145 U 720 kB S5-I (54 1 2 )V DIF%) Tl

PFS (H) 28HM %194 7 )V & L. 1H1H20mg% 1, 8. 15, 22H HIZEHIRAH 5 A%

UK 57z,

O] 400 319 265 218 168 106 5 19 2 0 D) ATy ¥~ T ORE KO &L EMEAMMN (1~4Y 1 7 V) Tl342H B %1

@ | 541 391 319 265 167 108 56 30 7 FA 7V E L, 1H1E10mg/kg% . WA O A 7 V50 (1, 8, 15, 22, 29H

@ [ o7 380 304 oM 170 U6 8 8 6 1 0 H). 2~44 4 7 V20 B (1. 15, 290 ) THIRIAEES L7z Sk 5300

PFS®Kaplan-Meier i (5% 4 7 VEAE) TIlR28H M &1 4 2 V& L, 5~17% 4 7 VIZ1H1M10mg/

£ gy ot Lo B ST A 1 s s 0 (B kg% 2 BIBIFE (1, 15H )T 184 4 7 )V B2 H 1 10me/ke & 438 1] (1
Ldif@ériEJfEEWU 235> "C 532 4820 (90.6%) 1= &l 1 i (i HH ) CRHRAE S L 720
IRRAME R % &) RO S oo EREMERIE B b Bk

- 17.1.4 B8 MAREER
16051 (31.8%) . % 112561 (23.5%) . 8 B11951(22.4%) " #1125 TS 1 B A 0y 25 B 8 -
(21.1%) . 9% 510761(20.1%) . 1L/ T8k 2 ES6H (16.29%) . oA Y 1 MR nE B RIS & &5 LRI RTRIE R

- X . - B (MM-009788) % %M L. L) F I F2mg™+7 %4 A 5 >
B = 2 — 18 F —8501(16.0%) . $6I5T3H1(13.7%) 71 JE60B g™ R DA 7 A 5 ‘/“‘/4<r)?§gf“>$zﬂwﬁ?&ut$i
(11.3%) . AFEESTH (10.7%) . EIIIRIR 566 (10.5%) . SEEAES6 i o et e e
1(10.5%) T = 72, 2o T DFER, 3 N Th

TTP). OSOWVFHOFEMIH LCh, 734 A & o HAkEE L <
LA18% 0 %2 4 1 2 5112 45 v C . 5401 48151 (89 19) 1= Bl {1 (TTE), OSOFHOBMIHL TS, 755 2 57> BBbigR L~

A : e : CH IR RATD N1,
(BRI & 2 0) A b 117, £ IR (&, BRI A ARIGEIARARO b
16501 (30.6%) . 1E BA127f71(23.5%) . 3% 55126%1(23.3%) . 1 11185V AR 2 (T HIW - 200556 TH 72 % 7 b A7)

80+

60

OLd#

(o°) PR TR I

I
7 (@ MPT #

0 6 12 18 24 30 36 42 48 54 60

o
=3

(21.9%). THBHI(15.6%) . SHEB1A(15,0%) . AMHEESE= 2 — 0 SRR N I
IXF- =761 (14.1%) . MU/ RETSH (13.9%) Td - 7220, (5.1, 7.4 TP
S AT PR (%) 7341.2) 120(68.2)
ED LY FI RO - JIRIE28H 2194 2 L E L, 1A1E25me# 21 H B HSRE® () 60.1 20.1
5520 5B, ERICIE DEERET 2. WIVRRRERTIE, LI FI MR (959 fE X 1] [41.1, 80.0] [16.1, 21.1]
BE5SNBLTOREIHL T, LFY) FI FORSBIGH S He# i N R 0.285
DU 24 55 A BIETh > 720 [95% {2 il ] [0.210. 0.386]
H2) XY R O - HEIZ28H 219 A 2V & L, 1H1040mg (755% % # 2 pfii (Log-ranki#se) <0.001
% #F121220me) &1, 8. 15, 22H H ISR 5. 08
*17.1.3 EFFHEISE MAEER . FECEH (%) 37(20.9) 60(34.1)
PR3 MBS RO & 72 & 72 WD RG5O £ S5 VA S 44611 el GE) NE 103.7
(HARNEESBBIZ ) 2R RIZ, LFY R R Rus 37 5 [95%{E X 11 [NE] [82.6, NE]
FA A5 (BLA) B D & BLABF S A 7 % o< 7 (Isa) ™ AL 0.499
% ke | 22IsaBLABE RIS . 20202 30MATHIMY, Jues BRI [0.330, 0.752]
59> 5 ML RIS E R A AR & S0 L 72 2 ORSE, EBAF pffl (Log-ranld#/e) =0.001

M H CTd 5 T AF M O hdEiE, IsaBLA#ECIEELEE 3. BLd
BECIE54.34 7 H (9% HEIX I © 45.207~HEEAFE) Th V). IsaBLAHET
MEMEINCAE B RIERE DR SN2 = FLIE £ 0.596. 98.5154%1E #E[X
i 1 0.406~0.876. p=0.0005[ & Hlllog-ranki &1, 20234E9H26H 7 — %

v hF 7)Y,
1.0
0.9 .
0.8 e
.
” 0.7 Ty IsaBLd
B kN
& 0.6 T
& o5 *“w%
o044
€ s - BLd
: IsaBLd (N=265) BLd(N=181)
0.2 Median PES(months) Not reached 54.34
0.1 Hazard ratio for IsaBLd vs. BLA(985% C 0596 (0.406 to 0.876)
i p=00005
00 T T T T T T T T L
0 6 12 18 24 30 36 42 48 54 60 66 72
R (A)
Number at Risk
IsaBLd 265 243 234 217 201 190 177 164 153 104 43 2 0
BLd 181 155 141 121 104 96 8 81 70 51 2 2 0

fiE34 HE A A7 ] O K aplan-Meier il

TsaBLA#£263(5) HH 25761 (97 .7%) \Z BIE R 2780 5 vz £ EIEA
. RRYMERE = 2 — 18 — 14260 (54.0%) . T #1964 (36.5%) . 1if-
FERIEAETTH(29.3%) « 9576561 (24.7%) « fHFL6261(23.6%)  TEA
WRE S BUG61HI(23.2%) . FIPIBES5H (20.9%) « ASHEAE4411 (16.7%)
77 AE38H (14.4%) . F8953760(14.1%) . K AY M 77 13661 (13.7%)
I/ AR A E35BI(13.3%) « F A 8 & 4e3361(12.5%) . i 223151
(11.8%) . fh¥esu271(10.3%) TH - 720

BLABE 1811/ 17551 (96. 79) \ZBITEHI 23R H Iz EREIEHIZ. &
PR = 2 — 18 F — 10561 (58.0%) . T #6641 (36.5%) . FE471]
(26.0%) . JE574001(22.1%) I BRI A RESSHEY (21.0%) « KM 1 2%
3451 (18.8%) . ANHRAE29B1 (16.0%) « HETTAE27H] (14.9%) « F1PIEE25(5
(13.8%) . 58952261 (12.2%) . M/ AAE21 B0 (11.6%) . F 5B G

a @ Hhdefilild Kaplan-MeieriZ: (2 & 2 #EE

b HYL{E D959% 1S HE X R

c THRGRAY VS VEMBEONT - FIIHT AL T FI P+ TFF 25 VO
F—Fol

NE : Not Estimable (354~ 1])

100+

-
a
I

(%) DB O BkFRE

50 . .
@ LFURIRHFFFATT >
25
@ FFY ALY HAM
p<0.001
0 . T )
0 10 20 30
TTP (H)

20
@[ 177 67 5 1
®| 176 15 1 1

TTP®»Kaplan-Meier Hi#5

L) FI F+7F% 27 U HEOREMEFME B VT, 17761
16441 (92.7%) W EIVEH (BRR AT R e 2 & &) 5o bz, £
7 BIE A, B P ER G A ET2M90 (40.79%) 9% 5757490 (32.2%) A Fik
3851 (21.5%) 7 & #3451 (19.2%) « AN BRAES4F1 (19.2%) I /N R 3
A FE33BI(18.6%) . A 3261 (18.1%) . T #128%1(15.8%) . & .[.23f
(13.0%) . 38952361 (13.0%) . FEPE D F V22060 (12.4%) . BRE FH
2201(12.4%) . R Mk i IE2200 (12.4%) 7% 112261 (12.4%) . BE 20
B (11.3%) « ¥R 3B IR 1042 4519610 (10.7%) . #1861 (10.2%) T @ -
72%,[5.1, 7.431R]

HD L) B FOME - fs328H 21404 7 v & L. 1H1125mg% 21 H F#E 4%

595, b, FERIZIS CEEREET 50

W2) 7T H ALYV O - Had28H #1914 7 vk L, 1H1E40mg% 1~4H. 9

~12H. 17~20H B2 O% 535, TNwd A 7 Vi) E3, 594 7 )VH
DI Ix, TH140mg#% &4 1 7 Vv O1~4H BRI S35 2B, RIS
Ul H T 5

2060(11.0%) TH o 72.[5.1. 7.1, 7.4, 9.2ZH]
TE1D) 655 UL O R AL SR EAGHEIE O B SUL65m A T & 4 7 i ML R il
FFHREALEREORA TR EL LT T RO B WER S FERELH
I EHEEEINL 720

(GCBREFRBIEIRARZ N S BHEREIRED

17.1.5 BASEMAEHER
ST YRR /R R & 1 BRI RUERIERE 2 & L7281
HIEER (MDS-004508k) % 920 L AR MBRETILKAE 5> © O #ERL™ % Sl

_6_



L7:e ZDFEHE, 77 £ REEDSIBIH36](5.9%) . 5mg™ #0464
1961 (41.3%) « 10mght D411 112361 (56 1%) A3 7% L ER i AR 77 20 &
BERZ T L 720 Smg™ B, 10mght TARIMERENIMARAT 7> & BERL L 72 3
HEOHEET T L RBETORE & AN THEICE? - 727,

AR IMLEREG MK AT 2 © e 182 H DL EEERE L 72 BE o E &

FIHTHE 77 1R 5mg’™ fif: 10mg#E
CEREEFALE 1) (51f1) (4681) (41f%1)
ARMERE MAKAT A 5 852182 H 3 196 2361
DLEBEE L 72 B35 %(%) (5.9%) (41.3%) (56.1%)

10mght O % 4= PERFALIAE BI69 51 H166/51 (95. 7%) 1 HIE I (R FRBR Al S
2 EC) RO LN, 10mghETO T ARENERI, P ERE A RES2H1
(75.4%) M/ A ES3E (47 .8%) « % 9 FERELSHI (26.1%) . T #i13
71(18.8%)  fEFIBI(13.0%) . %5 7H1(10.1%) T - 72, [5.12:1K]

1) MDS-004: 5ot S o #A
- SEGAARENIH Q310 K D MBS EE A W R % A 5 (o Ao {55
HSLH OB LR D 2 0)
- IPSSAPHE TR Y A 7 idi-1) A7
- ARIMEREG ARVl 2 2 ) (21120 [ (1638 ) T, ARifERE I L T v/
W R 456 H i)
- B RS G O BB INT IX F AB S 48 CHE i
- FIILERE12, 000/ w LA L o> 18k il HE B 11 00 28 5 1 okt R4
11:2) HAEI82 H (2638) DL AR MR % 2452 & 97, IANES B Y VBEASN—Z
T A VMEIZ A Tlg/dLEL 3
13) ARHI DA P - HEIE1H1R10me % 21 H M B O 5- L 22tk 7H Rk
FThe SNEIFAZNELTHGZEYETITH D,

(BREXFE#AEDRERLEY V) (ERVEEY ) E)

*%17.1.6 EEHEISE DA

SRR, R LR IE R I X AR R A T A 5
AT EEEYED W) ~ N E [Gradel, 2. 3al Jr OV N E
#3586 (H A A3661 % & &) 2 %15 & L 7245 A SR (NHL-0075488) %
FERL, L) F3I F20mg™ + ) v F < 72 HEEO AR
VY d v THAREE L2 ZTOME, LFY FI R+ v
VR TENL, U YR Y T MBI R T EEFHMEE H T A PFSH
DOHEERILENBDO LN/ T2, MAANS N EEOFRONR
. IR v oNIE20560, 0T ) Y SEE3FITH Y L JEHE Y o8
JEIZBITHPFSOHFIEIX, LF ) FI F+) Y X< THET39.47
AL U< 7HMBETL3.97 A (O — FILI95%E X ] - 0.40
[0.29, 0.561). BiFkHi V) ¥ /8EIZ BT APFSOFJLfE X, LF Y K
SF+UYRITTRHET2.2H, VY F O THMBET25.24 AT
o7z (= FILI95%EIEIX ] 0 1.0000.47, 2.13])%Y,

H ARG DB (201846 H22H 7 — % 1 v b4+ 7)

LF) FIF+) U FI<THE )Y ¥ 2w T HUMEE
(178%1) (180%1)
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