. AAEEER M EES
% % 20264E6 A LET (4550)
2026455 BT (SRR, ANAEZH, UL H) 874291
Bk SRR
P _ 2.5ms omg
EERES | 30500AMX00062000 | 30500AMX00063000
EMaREMIEEA BR5ERIA 20234E 121 20234E12H
W LS f URKIKNKfIPHTE2IL
LFURIFs7e02.5mgremsH)
n"y il n
LFURIFnren 5mgremsh;
Lenalidomide Capsules  BMSH |
) I - RS 0TI k) TS 2k
1.1 KFEHURYA KFBHTH D, FHIEE Mk 3.1 #AK
WCHERMZ R T SRS & 5 7-0. EFIE Wi 4 LFYURIRATEN | LFY RIFAT LN
HIRL TV B HEEM DS 2 &M ICIER L THRELE 25mg [BMSH 5mg [BMSH]
W&, [2.1. 9.58H] s L+ F3 F2.5mg L'+ F3 Fomg
1.2 XEODBREAOBEZEEEE (T2 -0, XHOFEAICD (1 740 (LY FIFARMY | (L5 F I FRFY
WTl, BETEFIE UTF. [AFIE]) #FEHS & L C2.587mg) & L C5.174mg)
hTW30T, BFReLE. EM. ZHE0ERES MERFURE. 550 O | MERFURE, e o
ﬁg%\ %%p%@ﬁjﬁ%@é‘(@ﬁﬁﬁ%@*%&]@% HTFENV|—A, ZOAHNLAOQ|—A, JUAH L AT
BFTBIEY, [2.2. 9.55H] WEW |—AF IV DA, AF|—AF YDA, AT
1.3 IR T BATEEM D & 3 &4 TR 5T B1EA (L. 85 I TV YBR TR L [T VBRI AT A
BRIAHTICIEIRRE ST\, BMTHBZ EERRBL g | EIF BTS2
EETHREERBTAE, £k BERBTFESE Rk |02 WO=ZW\ETT BTy s
BRiH 5 BE5RTHERBE T, BXHETIBAE fLsk
IN— P F—EHIIBOTEN BT EDEK 2 BIE
(BEEpda>F—L%2EA) &€, #Fs2EFL 3.2 BE|IDOHK
TWBEETHICHRT 5 & D ICEHNICHER Wiy | VTV FIFATEL | LFUEIFAT RN
BREZITICE, &H. AEDOE S B IZITIRA e 25mg [BMSH ] 5mg [BMSH]
FHOhh3FEICIE. BEBICKEOEEZHIEL. E K74 Ata~KE AR
MZICERTALOBEEIRET AL, [9.4.1, f (KB P~ 1 (R
9.5%Hg] Fyv 7 Rkt (RE)
1.4 FFIBERPABIT TR LS. BERTHERE HTE WA 74 L W 7 IHl
¥TC. MXHF2ITOBEIEIBOTHED BT EDE 5 oo
MEME (BMELFICRF—LEER) S, B bHE £\ 5
FEEFLTWREETHICHERTEE, £, pes
COMMhIERE ORTBEThE RO &, K 14.3mm 18.0mm
[9.4.2. 16.35H] x| M 5.32mm 6.35mm
1.5 RFDHEE (L, BABIC+HIHIGTE B EHMRIC S|ATeN 4 2
BT, EMBEMIEEORE K LTI RS - B
BEREFEOEMOD ET. AFOHREHFEY) & B 8k 2
ShBBEOHKIIT> b, Ff. ABBIAICEIL 4'0;”;;&7\1&@’%%
O b S vl ol OsEREHBERBREE > BHRNAERE
NDERE DGR =X (CEHBA L. =T N 3 TS AT ]~ /¢
EE A BT, e s 4 B 5= & *OBRENXIGEAMEDERM) D /NERVDEE) /N E
1.6 FERERIRMAEIE R CHEREORBE I HE I LT 5. SHEEX IR ICEHET 3=
POT, BEATDIITVEI SERICIRET S C F(SRUBRERVSELEARBRILEF D BHRERRIE
Eo BEAROONLBAICEESLICEEEHIEL, 3 )
B EMEEFTIE, [9.1.1. 11.1.158] 5.1 [17. KRR OHOWNEZBA L. KHIOARIMER
T L2 BT BInEEORIREZITH 2
2. B2 (ROBHEICEBELENE) Lo [17.1.1-17.1.558]
2.1 g AXIEIR L C VW A2 T REE D B 5 Lt [1.1. 9.5 GEREHFERIBR L% %> SHEMRIEERE)
Z ] 5.2 EEFHEE Y AT 4 (International prognostic scoring
2.2 WIEEHFIHz EFCTEVwEE [1.2, 9.52H1] system : IPSS) 12X %) X 7 oM E-2Y 27 J ¥
2.3 RFNDWEH X LS BOE OB O H 5 B U AZIRT AR ORI L Ty,
* x (BRIUIHEHAEOU T AMKMREBHRY >/ E. BR
RISEARMOERMY > /\E (Grade 3B))
%x%53 ¥y 77y~ 7 (EEFHILZ) EUEHTAEBEO P
UHEI, #7745 ~7 (EETHIEZ) OBTIRY
EBWTHT L,
6. AERVEE
(BHRMBHEE)
DO PLEPEIEER] & OPEHICB VT, WHE. KAIELF
Y RIFNELT, BT 2 EREEA OB 531 7 Vv E
EEL T, UTOAEF - IIBETRIES T 5, B,

(1)



BEORBICL ) SERET 5,

A¥E  1TH1EI25mgZ 21 H B H %5 L 7288, 7H RR3E$
Do TNHEIFAZNE LTHGA2EY KT,

Bk 1H1MI25mga 14 H B H$65- L7215, 7H BRSES
o TNEIFAZNVE LTHYS %Y ET,
GELaFERRE K E E> EHEMRIERE

WHEL EAIIEZLFY R RFELTIHLEIOMgZ 21 H [
WHRRORS L2, THRKEST 2, Chzlvrs o7 ue
LCHG 20 ET, b, BEORBICX V@RS
o
* (BREIHLMEOERMY D /NERPDGEY > INE)
VX< 7 (BETHEZ) Loz w» T, #@HF.
AL F Y F I FELTLHLE20mg% 21 H 53 1
35 L2, THRKRIET 5, ShEzldH A4 70 e LT
KI2HA 7V FTHRGEBY RS, 2B, BFOREICX
D EERET 5o

7. BERUHEEICEET 338

(GhEELLE)

7.1 EHEREREERE T, AFOMPREN ER$ 5 2 LA

WMEEINTWDE 2D, H5ERORGMEOME %2258

THEEHIZ, BEOREEZ X D EEICHEL., AEH

SORBUHTEETHZ &, (9.2, 16.6.1, 17.1.3%

el

EEN £ O 5T & 5 TAUCK U Con DL T A%

BOLNDL LS, AHNIEIRT B % 8 T

BEHETHIENET L, [16.2.151]

7.3 M/ A AL A ERIE A % B  Grade 33124 D RIE
il (GradelZCTCAEIZ <) 285BI L 723 & 1214,
KADKIEPP L2 ZET 5L, HE5OHEMIZ. BE
DIRFEZIS U THMT 5 2 &,

(BHRMEHIE)

7.4 RHOPEGA A 7V, KA L DR 5 PrssrkIE #4512

SV, [17.FEER] oHEOWEZHML., ERO

RHFOTA FIA4 v &EEBEICLET, BTS2

Lo [17.1.1-17.1.4%:H]

RIGEDOL MRS 5575y 0~ 7 (GEETH

Wz) - RKrverrag=y—¥ 777 GBIET-HEEZ)

BERE TR, KVFYITROIFEFF RIS ED

BERIZDWTIE, ARFI ORI - HEILEL FO, 5TV

AT R e TRy —F TLT7 7 EA K TR

HOBTHRLESHRTHZ &,

RHF B 5T DA O AR LT e vy,

MVMGRA IIFHERIR D DR B L 725801213, F#%

ZMLUARFOKRESEZEET S & 8.2, 9.1.2,

11.1.381]

7.2

7.5

~N N
~N o

KIGHDLFHEFHIETO
MANGRD I kIR JE B D RS SF 0 B %
IR AP ER B | s OALE J ORI O 0 H %
ES RIS S v
Z D 1%50,000/u LEL Bl L
7oA AH & RSE R O $2

M 20 900w LA W= |1y i 5t L .

B, RIERT OG- FABmg D
TH1ME % 5 o 8 &1, KA
2.5mg# 1 H 1M $%5- T B

500/ LA 12 IR A
S FE B U rp R

Ifrhek | R E (1,000/u L
WA | AR e O

i.38.5C LL o

)

KR %2 RHET 2,
ZD%1,000/u LY, EiCmE L
7B EITiE, K 2 R OB
5.8 55mgikiE L TR,
B, KEF OG- EH5mgD
LH1E % 5 o ¥ & 13, KAl

2.5mg% 1 H1H$5- TRk

AR % pd L7zt EAIC X 0 3 BabERE DY I L 72 & f bk
ENLHEICIEHEE mgTOWE (2.5mef 5 0¥a1E
Smg~HiE) TAHIENTE S, 72720, PEH=E 2

TwnwZ &,

TEIE TR D 2 FE M A B T
M/MEGRAD i BRI A B ORI SE O H %

MRS ER B

T OWE R R OREO B %

30,000/ L& i 12
L%

M/

KA KIS %

Z D 130,000/ LU FICBIE L
728 A1 E. RAFNS5mgE1H
1E$5-C B

S
B om e,
530,000/ u LA it
WA

KA % RHET 5o

Z D 130,000/ LEL EZlIE L
e, ARH & il 5o
2 55mgik & L C1H 1A T
F’ﬁo

1,000/ z¢ LA {ii {2 98

i

KR
s

KH %2 RHET %

- ZFD1%1,000/u LA E A 5
(7272 L BIAE R &0 v BRI
BoR) LiBailid, KA
25mg % 1 H 1[4 5-CHbio

- FD%1,000/u LA E A A48
(72721, W BRI A DAt o
BIEM %380 %) LzBaic
X, A#HI15mg%1H 1M % 5
THH.

RFE210 H DLRE, 1
J£1,000/u LA i 12
L%

ESE/S S

Z D 11,000/ LEL EAZHI4E L
7 TiE, AR 2 il G-
2 H5mgik & L CT1H 1 T 7}
Bl o

GCELEFERERREE %S BHEMRIERE
7.8 MR SOIFHERIRAD 2558 B L 2235 6121, T %
ZHMLUARAOKRIEEZERE TS &, [8.2, 9.1.2,

11.1.3211]

M/MBGRAD i BRI A FEBLR O RIS O H %

MRS EREL

G ONE L OO WM E D B %

MR | 25,000/ 1 LA i 12
Wy |

KA F RIS B,
KOVTNLOEITIE, KA
ERIETMOAE2LSIHEL X
VTR R TR

- M 5E A A50, 000/ LEL 112 ]
BL%

CTHU LM Z 51 THlE
fil 73218 BL_F25,000/u LA 5
50,000/u LT - 72560

IfrpEk

W | 900k LA (9%

KA F RIS B,

5 A8 23500/ LU A2 |8 L
T EIE. KAl & RSERT o H
EPSUTE LN VBT IF2H
HCHM.

1) FRERO R L N

HEL X

AHOHLE - W

B 2 FH e
D,

1H11A10mg% 21 H i H g4 5- L 72, 7H
MRET 2, ShZlHA 7 Ve LTRG &

JAE L~V [ 1H1M5mg% 8 H A& 1% 53 %,

JAEm L XV2 | 2021 H5mg % %59 %,

JHE L~V | AR IC2E5me % #1353 %,

* (BRIEAMEOERM > NERVTGE 2 /NE)

*7.9 VX I~T GEETHIERZ) o5 B LTiE 117
BRI ] OIEONE. RIS - HEZ2 0P L
2 EcHE5 AL, [17.1.6801]

*7.10 M/ AR BRI 2S5 B L 72235112 1E, T &

EZMLUAKORESLZEETH T L, [8.2, 9.1.2,

11.1.3=M]




MR R BRI A BURF O R SEE O H %

M/ EER TR ER S | HR T O LE T ORI QR E O H %
KR 2 RHET %,

Z D 150,000/ LLL 2 W L
7284 1E. A#15mgx1H1

50,000/ u L i 12
%a

Il 4% - FE I,

VAN

EHe FAEIES 5
PR3k B LU, T | 2 0 7%50,000/u LEL F 12 H6E L
FE50,000/ 1 Lo i | 72358121k, AH % il 5
[RETUR A & 5mgif it L C1H 1 T 7

Eﬁo

1,000/ L& i 457 | A5 % sk % o
H b Fige ZO#1,000/u LEL F I L
ix 72 A iE. A#HI1SmgE1H1
SEBPERF R ERIAE | 14 5 CRER.
(1,000/u L i 1=
WA T O R R38.5
T LA
ik
500/ LA 12 34

BFPRER | kg2 H LK. T | A & KT B,

WA | LT OFE %8| 2 0 #1,000/x LEL 12 B4 L
1,000/ 1 Lo i 37 | 72356002 id, A1) % i Il e 5 Jik
E N # 5 5mgik ik L C1H 11 T
ik B
S BV IRIR A

(1,000/x LI i 12
WA K O R iR38.5
CU LA
i
500/u LA 12 i

8. EELEANEE

8.1 ARFEG Bl S PGkl % F ik, B, kT
WO E e w2 &, [16.351]

8.2 AFNOPLGIC X 1 EEE AR ERIEAAE K OV I MRS A i
SEDQFREIHIATBS 5 2 LB 5720, ENI LG
FMAEEZTI L, F7o. RKAOEGIH 7 - T
G-CSFRAI DO @EY) MO EET 52 & [7.7. 7.8,
7.10. 9.1.2. 11.1.3%:8]

8.3 AFNDOF 5T L W BRIF 427 4 VA OFEEALY D 5D
NBZENDHLHOT, RAFEG I - TIHFET A VA
RGO M F FERE L. ARFEGHNE Y 2 WE 2179 2
Lo [9.1.5, 11.1.4%H1]

8.4 HEAMERABRICB VT, I, O F v, I, B 8
AL SN TW A DT, RAERG H o BHICITHEHE
DOEFEEEIR 2L ) B OB 2 BT A X ) EETH S
to

8.5 EEBEEBEREDS D S b B I EDHHDT, EERED
Z\EBE T, I PR R E L OVE R e A %
ok, BEOREZ /BT L, [11.1.8
Z ]

8.6 HURIIRES TRED H S bN B Z EDH LD T, EMM
WCHREZIT) R &, BISE2+5I124T) 2 &, [11.1.12
Z ]

8.7 EELBEENH SDLNLI EDHLDT, EMWITH
TR B BIgE 5T 2 & [11.1.1781]

8.8 AHIOFELIC X V. K., B RBEEMEY Y VoS
OMREZEMETINEE 7L TR O b LH
HDT, BEDIRELZ T5ICBIRTH L,

9. HENEEZHTIBREFICHETIIE

9.1 AHHE - MEEZDH 2 8E

9.1.1 FEERIRMASENY X7 & H§ 58E
EEERIMARRE 25 B, WEST L2 L2055 5, [1.6.
11.1.18M1]

*9.1.2 BHIFEIOH 2 BE
T IR BRI E L O IMRIR A SE A TS 5 2 L 03D
5o [7.7. 7.8, 7.10. 8.2, 11.1.3&M]

9.1.3 [EERBHEE (EmMHHEBHEELZED) ObhdEE
FERI I 25 1 2§ 2 3EME BSOS SRR F 6 1 w258 3¢ %
BENDDH 5,

9.1.4 YU RYA NICL2EELBBEDREREDH 3 BE

9N 5BEPFRIAINAXZ YU T7DREXISBERLEE

(HBs#LERM™. »DHBcHi{AR (3HBsHAEM)
AHI D G-PIlE R IR L TR &Y 4 VA~
—H—DE=F) T ERITHIBE, BREFEY A VADW
VAL DOBERFEIROFINITEE T 5 2 &0 RH DG
T OBEIFSRY AV ZADOFEWALLEH S5 bNDBE I EHND
%o [8.3, 11.1.45M]

9.2 BiEEEERE
BHREORSMBOFRMZZET 5L L b, BEOR
BrLOEECBEL. AEFLOBBUTMERT LS
Lo BIERD B HOSbNEBENNH D, /2. BHE
EENRE[S B DD D, [7.1. 16.6.1, 17.1.35MH]

9.4 £JEREEH T BF

9.4.1 IR B FEtED B B LMz, ARHIR 5B ik4E
B B OSARFI B 5-BRIA3 H B A S % 5- B MG 1 1T £ T2
FRAEYEHEL., MRELTWaW T & 2 iERBICH S
FHBT A & T AFOEHBEIZAE 2R Z
W T, RAOHEGHT OBIIARAI B 55 T 1
DARHKI P 534 TR S IR A 2 T 5 2 &,
Be G- BIGT A A S 5 T AR # F T R
WRAT ) a3 8 — b — & TR D THRY 7 BT
DOEREHE (BHEELTay F—2250) S8,
WHZBFLTWDLIEEZHOCHERT LI, &
B, AHoOFGHM RSSO DA, B
HICAF PG 2k U, FERIS%IEET 5 X ) B
B4 L2, [1.3. 9.581]

9.4.2 BMICI1k, HHRTHEAMBE T MREBETIEA
38D THR MR O FE = MUK (Bizesa >
F—2Z#M) S8, B2 EFLTVwLI L2 5
WCHERT 2 & F720 MBI L oMk
FiThERVWZ k. [1.4. 16.35MH]

9.5 1113

T IR L T B RO B 2 LIS L wvw s
Lo =7 AW ToEEEAFBERBE T, HRPIC LY
FURI FE2EGENBEHMOIERICHEN RO Sh
726 LFUFIFide bTRABMEZAET L UREEDND
5o [1.1-1.3. 2.1, 2.2, 9.4.1, 11.1.18&M]

9.6 ZILIF
BAROLHICIIRE LI E0ETE Lns, Rhafl
TR T LAGA IRz L2 L,

9.7 INRZE
INRBEE NG L LBRRBIIFER L T v,

9.8 =lE
BEOREZHBL 2P SERICHKE T, —KIE
PIHEREAME T LTV 5,

10. #EEA
10.2 HFREE BFRAICEETS L)

R HE WRARSEIR - $5E )7 | BRI - fabRR T
DXy Y ABH | TV ITF YL oM | R AT
(VTR U)W % & DREDTD

[16.7.1%%] DT, AT 5254612

BEETHZ L,

1. BfER
ROBWEM DD 5bNDB I EDHDDT, BEE 5247
W, BEED N3G ek A 4 Sl 7
WEHITH 2 &,

1.1 EXEEIEA

11.1.1 FEREEARMAIE (6.2%). WERE (3.0%)
(1.6, 9.1.1%M&]

11.1.2 BiBEE, —BMREmMREE (1.5%)

*11.1.3 SFEMH]

PUMBRIRARE (1.1%) . WFHERIRAE (40.1%). /K
WARE (19.2%). & (20.4%). 3&BPEAT BRI A e
(2.2%) HZOBHMHAEDHSEbNE I LD L, b, i
I A3 A U 7450, HARAE I EE oo S 2 - 72 e
DIEENTWS, [7.7, 7.8, 7.10. 8.2, 9.1.2% ]
11.1.4 BEFAE (22.0%)

e, MCIAE S D EHE R EAYEN D SN D DD 5o
T2, BERFR YA NV AOFIEH LD b D 2 E23DH
%, [8.3, 9.1.5%H]



1.1.5 EITHSEMAERIE (PML) (HEAH)

ARANF G PR OEGRTHRIIEZEOREZ B,
HARREE, FRAREE, RRBUEIR (R, VURRRE) . B
FEREES OEIRY D S b2 REE. MRIC & 2 Hi{GZH
OB ZIT) & &b, HE5 kL., #E%
WEHFTH 2 &,

11.1.6 REHERIERE (Stevens-JohnsonfEfZEf). &%
MR EIESAE (Toxic Epidermal Necrolysis : TEN)
(0.1%)

% % 11.1.7 BEUE
TFT747FT— BUEAY)., MEMEFE BUEAH).
%95 (14.0%). B (0.6%) HOBBIENDH NS
ZEDH B

11.1.8 IS AIEAERE (0.2%)

FHHIERD SN HEICIIE I G 2 bk L, )2
B 270, SERAEE T 5 F THEOREL 012 8lg3
5Tk, [8.55H]

11.1.9 BEMMER (0.3%)

11.1.10 OEHEE. D572, FEIR
OHZE (0.4%). DAL (1.1%). LDEMBIE O AR
(3.1%) PHEINLTn5D,

1.1.11 KIEHREE
AL (7.5%), KM= 2 —a8F— (5.5%). B
FE (3.3%). BT (2.2%) &0 KA iehE 5 A3 i
EhTwb,

11.1.12 BURBRBEBEE T (0.9%)

[8.6%H]

11.1.13 JHEEZEFL (0.1%)

11.1.14 BarEmE (0.4%)

11.1.15 &8 GHEAR)

11.1.16 AT#EEEREE. B/E (3.9%)

AST. ALT. y-GTPLH %L IFHfERE, ¥HE1 D 5
PNDLZERD D,

11.1.17 EELBEE (2.2%)
BAESEORELEEENIHLDLNLI LDV H D, [8.7
7]

11.1.18 EIFEMH BEAH)

R SOSIHR L T W AW REE D B 5 iz kG- L anwa
o [9.5%1H]
1.2 ZOMOEHER

5% DL 1~5% A 1% A
B [E R (21,2 | W&, TIPRZ | IS A Pk, H B %,
%) FHI | MR M. W | K
B EARE, W
e, LGB
NS hiE
JiiKES ABG I T R
I 2 WP PR, 5% | S, Lo o < D,
Wk FIPEIR S, L45GE O
PAE, W
W | VUMsci . BAET | WE AR, B, 34
. WA | N F —, e R,
i FHI
NG R BR B e JCAEIE, &
v ¥ v TREERE
R | ARAIE (A ) o | Bk, K M)y A
SE A A OV ¥ EVK T VTRV E.
7 AE 5| RS AR T, &
M, ) > | &V AEE,. B2 o
5 i1 i —VIIAE, AR PR IS
ik U PR BRI INRE. 11 Bk
B, SR R ERE .
AR i 45 PR 5
Kol - A BRESRE [ ENME O T | D O BRI AL,
M E 5 9
@ﬂﬁé‘ SEELIR
F2IE | ZOMEE | R AL B
B L. B
HE FH. ANk

5%Lh 1 1~5% Ay 1% A
Zofl |9 97 (1.1 | FE#h. RENK | E %, CRPH N, ALP
%) B 7 | A PRIE 6| . #4485, LDHYE.
L7 (10.9| B Mg, ARERM. G,
%) D, T4 T yDIV A < —
T hE. AR B, 72—
5

FD [THEKZEIER ] RO TZOMoBIVER ] OFEBAHE I,
RIGHED L FEVEAT BT B H 2 0 G & L - E P THERER
(MM-025:88%) K OVHEyL A5 AT RRER (MM-02078%%) .
ST RO L IS IR R 2R & L
B (MM-009:R45) . 5% Gt R K 2 % £F 9 45 il
BRI WE R R E 2 R & L - dah s AT AER (MDS-
004585%) . FE5E T TR O B N T FY IS 1) > 7 SRR
ARG E L ENS TAHIRER (ATLL-002:48%) 36 ONI2 T
FENIMETARVE D UERINE Y > NI f OS AR ) N
R e L2z EBR LR AR (NHL-007:88%) 7205
L 72,

1¥2) FSEUITHRO BN TR I ) > S EE 2 x5 e L
7= E P45 MRS OS2 T3 S iR e o B Mk ) > o8
M B QMg ) v SR 2 MR L L 72 ER L [ A AR
SRBRAG FAZ D  FEHHE

14. R EDEE

14.1 EFIFEFFOXE

A 7Nz LN &,

14.2 EFZAEFOZE

14.2.1 PTPEREDOHFIIPTPY — F 2 S5W ) B U TIRAT
5188 T L, PTPY — FOBKICE Y, fil
WHLA TR BRI A L, B gElER S L
THEMRIR R FEOEE L GIHEEZ T 52 LhH 5,

14.2.2 5 TRV EBATENZ D, B2 FICRHET S
EOET5 L,

15. ZOMOIEE

15.1 ERERERICE D 153k

KRIBHE DL VG HIE B 2 5 L L7230 s R R

BRIiZB T, RFRGHE T IR EE & ik U CEEES 0%

HEEA5 < ARG BT, e Bt e i, & e

TERCHE W te . BRI SR NE 55 B ORI T &5 o0 SR 5 A%

yi%fﬂ L 7»:274)0

F 7o, FEGHBEEOZ G HERE R E L2

DO FHMEA R BV T ARFP G- T IEHE & ik L

THEEEEORBEGIE . REESHC. A

Wi A BOHTRE B O 55 O BT A5 L 72,

KIGFEOWEME ) VMBI GRBYIRIEE - #128) B&E%

R E L7 AMNERRER I BV, KA 5B TR (2

TT ATV (ENEAKR)) HEEIKRLTIEY A 275

%I L 722 EAME SN T WD, T2 AHIEGHT

FHEHE & Ll U CL GRS, (O E, AR OEE

TRBREERORER ORBM G B Do 7o 2 LG I

TWw5Y,

16. EYENRE

16.1 MERE

16.1.1 BAEIKE
ERE R A AHISH & (5mg™. 10mg. 20mg™) % Hi|nl#E 13
B L7 2oXRAO MR EHER & SEWBRE ST X — 513D
ToLBYTHY, KFOMAEFHEE G505~ 1FE %12
EEISE L. 11203 f2~3FMTH - 727,



(ng/mL)
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tmas (XA R/, HK)
16.1.2 RIE#H%RE
(BHRMBHEE

FEFE SR TE O 2 M4 B B 2 A H 10me™ ) 0'25mg %
B8 G R O BRAERE G L e & S OARF O FEY B E T
A—=FIEHUTFOEBE) TH Y, KHOMBEPEREZIZHES0.5~
IR R IR EISE L taldR2~3H Th o 720 T72. K
BT X B BREERO 5o 7Y

HYFYRE T X — 5

Jiiks 10mg™ (3f1) 25mg (61)
B I5ik WG | RS | BlgS | KRS
Coax (ng/mL) 330+116 316+69 642+163 | 721+109
AUC: (ng-h/mL) | 1063+300 | 1050300 | 28351059 | 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)
tiz (h) 2.57+0.65| 2.45+0.42 | 3.20=0.83 | 3.26+1.02
SIS + R

AT

KA CRD, K
CEREBHERRBREE M > BURTAERR

S I FRa31a33K & % A LA Y A 2 XU -1 2 7
D BRSO REBE I & B LR A P 5 BER I e I
F 1A 0mg e FIIRE LT 5 R O TR TS L7 & & O AH)
DIPWAE T 2 — 5 ZETFOEBY ThH Y, AH O MY
MELEHE 52 5 I R U2 ORI 42 2 LB HURSAICE Ly tald
ZNZNS M LB TR Tl o720 E 720 KRG E 5
LRI BD o 120

WYL ST X — %

5 )ik Hule5- (661) BAEHS- (511)
Cumax (ng/mL) 145£56.0 155%46.6
AUC. (ng-h/mL) 925 + 344" 936 + 355
tmax () 2.52 (1.00, 5.95) | 2.93 (1.00, 4.00)
tiz (h) 3.33+0.81" 3.70£1.20
I + R

I SR
tmas (E LA (R, H0K)
a: 5fl

16.2 BRIR

16.2.1 BEDOZEE
e (1761) \2ARAN25mg % @R - Bh v ) —fZoR%IC
R G- L7z L EDOAUC, Cradd BRI IO G- L L & &
HARTENZNA20%. F950% 8T Ly tmaxtZAIL.6HERTIE R L
720 BEANF— %), [7.288]

16.3
L) I FOFHMBERAKAFIIH30% TH -7z FHEA
T—=%)o Tl MR (2461) ITARFI25mg A& FAERE ¥ 5
L7zE & FiHhic L0 B3 M, &fde 55 6245 412
RO S N725, R 55 S T2RE B I hIc L ) F 3
Mt e 2o 72 P HEAT— %), [1.4. 8.1, 9.4.2
Z]

16.4 O3
In vitroi®EBETIELFY FI Fide MFEI 728y — A RO
LDV T BRI EFEORBIEZVT 2o 72 FHEIA
T=%)0

16.5 HEiftt
L) B3I FORBRREMETOIREASIT LA L TH L,
B AT [MC] Ly R FEBREEORSG Lz &, 5%
D#)82% DHHFRENS KA L L CTRAPICHRIE S 72 (SHELA
T=%)

16.6 HENEREZHT HEE

*16.6.1 BiREEEERE

R A I B ORI 25mg & BRI - L 72 & X o SEy B
NI A=FBUTOEBYTHY., AUCIEHEM L7z (P&~
WE GBI BRETH3I~5M) . 72, BTk
WLFY FIFoROZ7Y 752 (CL/F), B2V T7I A
(CLy) ALY WHEAF—%). [7.1. 9.2, 17.1.38H]
RS RERS S B S A K25 me 7 AR IR G- L2 L &0
SEERE ST X — 5

- HAE HAE
s i 3
wie | b | BT Geir |Gtz
(6%1) (61)
Co 6055246 | 691110 | 502177 | 765+81.3 | 552140
(ng/mL)
AUCs | 0181703 | 27671004 | 60214847 | 8191+ 1317 |11121 +2133
(ng-h/mL)
o 1.0 1.0 1.0 15 13
s 0.50. 2.0)| (1.0, 1.0) |(0.50. 1.5)|(0.50. 2.0)| (1.0, 2.0)
f2 () |3.34£0.88|3.67%0.70 | 10.6£3.33 | 9.22+2 44 | 15.6 £ 1.14
S i + AR

SEHNE L AR

tmad XA (Be/DS, K)

EHREN LT F =20 T I A (CLle) FEHME

IE%H : 83~145mL/min, ¥E : 57~74mL/min, HEEE ¢ 33~46mL/
min, HHE © 17~29mL/min
ERREICREDOD B BHE IR ST 5451, TRIORT
CLAE R ZE A & L CTARKI -2 L O G- BB O fR i % Z 8§
LTk,

R RER R I T A RO EO HE

BHERE (Cle)
i - i A AR | GEILE)
30<CLe<60mL/min | CL&<30mL/min | CL&<30mL/min
ARAN10mgx 1H 1M | AR A 15mg% 2 H | A& #5mg#% 1 H
B CHIB L. 29 11k 1% 5-
SEMEHMIE |4 2 VRTHRAR (€52 MERES T
T HE 2 413 15mg BiHy)
ICHIRTE B,
5% Het Kk B | AR #lomg 2 1H1H| A #]2.5mg % | A& #]2.5mg %
MR %D | LH1FE 52 TH 1% 5>
S M E GENT 0BT
353 Biy)
- | ARAIOmgZ 1TH 1 | A #5mgZ 1 H 1| A #5mg% 1 H1
T ot gy clia L, 29 g Bl 5
v |12 VT BB GEHT H 5B HT
G ST ] HE 2 412 15mg Bic¥s)
e " liETE S,

JHE: - BRIy I ab—Y g VIO EN
a: RABmga2H 1IN L5562 L b TE L,

b @ AAl5mgZ H3EEGL§2 2L B TE %,

16.7 EMIEEIER

16.7.1 >dx%> >
REHER A (1961) 12A# (10meg™ 1H1E) % BAEFEI3% 5%
2TV T% Y 0.5mgx RS Lz e &, KFRSG T ToO

VITF Y Y DCrax e CAUCIIAFNIES 5T & g L TH14.0%
MUY BHEATF— %), [10.25H]
16.7.2 Z D DZEH

TR EATE O L B HiE B E (661) ICAHI25mg % 7 F
F X5 40mgl G HTRG- L7z & & KRAIOEYBERE~D
WL SN h o728 19,

fERE A (1461) ICP-HEEAMERTH 2 F = 2 ViR KR
B (600mgl H2[E) % RAEARIIH 55 1A A 25mg % HLFFE T4
HL7E & AAOEMBEANDLEIIRD SN 727 (4F
EATF—%)0

RN (11B0) I P-HER A BLER], R ThH LT L0 AR
25mg & AHI25mgx Wl B G- Lz L & RAKDT T L H
U LA DHEYEENDZEIIZRD SN - 727 (BHEA 7 —
%)

i) ARA QKR - B (1HR) ($1H1E25mg (LFMEFRE). 1

H1M10mg (5% et R MK 2k 2 £F 5 F BESURBGERRE) . 1H1
[20mg (FR5E 3G TEOUERaE ) > Sl R O%B#gas ) >~/ 8E) ©
H5bo



17. EREREREE

171 FIHROCRESMICET 258k
(BHRMBHE)

17.1.1 ERNSE IR

655 LA F 338 st A o E & 72 & 20 RGO L 5514

BHE R E G e L7228 TAHRER (MM-025:0%) % 920t L.

ARAN25mg™ + 7 FH A &V L 40mgH B HRE: (Ld#D:) OfF

W MG L7z Z O R. BREIE83.3% [95% B HAIX [ :

68.4, 98.2] (I ELERDTEMR3/24%), HR4TFEM17/2461) Tdh >

f:lg)o

e A Ve AT AE 126150 F 25851 (96.2%) \ZRIVER (i HeAR il 5

Waat) PEOON. EBIEIE. BB1260 (46.2%).

I BRI A RETH] (26.9%) FEFA6HT (23.1%) /IR A i

661 (23.1%). #isE (19.2%). HIMLERRAESS (19.2%) .

B2 IE3sl (11.5%). & 9 HEMmE3B (11.5%). Bk EBIRE

9361 (11.5%). 2360 (11.5%). MR35 (11.5%).

BEE3F (11.5%) THh-o72"%, [5.1. 7.45MH]

WED) AFI O ARIE28H &I 4 2 Ve L, 1H1E25mg%21H
RG34, b, JERICIS U#ETKRET 5 EINEK
Brcid, RAlZHKG INLETO/BEFITH LT, KAloHkE 5
TEIRE 2 & PUMARSE AZPIBEESE 2 5 55 2 BE TH - 7=,

H2) FEH ALYV Y OHE - HEEBHEIFA 20 E L, THIE
10mg (7T5me% M % 2 B 121320mg) %1, 8 15, 22H HIZ#k
3% 59 %,

17.1.2 @5 MR

657 DL b 3 3 s B AL 0 B E & 7 & e W RIBED 581

FHE R AR L L2 B AR (MM-02030%) % 20 L .

AKR25mg™) + FF X ¥V L A0mg™ P EE (L) &%

PEAT F THG LLdBE, LdBEEZ18Y 4 7 v (728, 194

7V 28H) $5- LLAI8HERL I ANT 7T »0.25mg/kg. 7

L F=v ¥2mg/kg. ¥V F~A4 F200mg® B H#EB:% 129 1

NV (728, 194 7 2 42H) &5 L7-MPTHO3MIZ X 24

Bk E MG Llze T OREE, LdBETIZMPTEEIC R T B

i H CTd 2 MR EAELE (PFS) OFBRERNAD LN

7o B, BIREFAMIEH TH 5 4B (0S) o BT

BT, AERERIIAOD LN TH ARV,

ARNERFEOER) (201345 H24HF—% A v v+ 7)

Ld#¢ Ld18# MPTH#:
(5351) (5411) (54711)
PFS
ARy NIEAEER (%) 278 (52.0) 348 (64.3) 334 (61.1)
hgefiEt (2 H) 25.5 20.7 21.2
[95% {5 X [H 1P [20.7, 29.4] | [19.4, 22.0] | [19.3, 23.2]
N — R IEe 0.72
[95 9% 15 HEIX [ ] [0.61, 0.85]
pfiti (Log-rank#5e) 0.00006
0S
T EEE (%) 173 (32.3) 192 (35.5) 209 (38.2)
HOLfiEt (2 H) 55.1 53.6 48.2
[95% f5 #lX 11" [55.1, NEJ | [47.0, NE] | [44.3, NE]
N — R e 0.78
[95% 15 HHIX 1] [0.64, 0.96]
pfii (Log-rank#R5g) 0.01685
a : HgfiliidKaplan-Meieri: 12 & 5 HE @l
b 1 FLAil 95 % 2 HEIX
¢t MPTHED /N — FIZH§ B LAY — FDlh
NE : Not Estimable (A7)
100 4
Hy 809
A 60
1
# 40 ;
& ®Ld
% re, ,
Voo (@) LIS B
7 ]@ MPT B
0 6 L & 24 0 3% 42 48 s
PFS (H)
YAZE
@® [5% 400 319 265 213 168 105 5 19 2 0
@ | 541 391 319 265 167 108 56 30 7 2 0
® | 547 380 304 244 170 116 58 28 6 1 0

PFS®Kaplan-Meier B
L D2 VEEHERE BN BT 53261148261 (90.6%) 12l
TER (BRRRAEMEE T 2 5t) 25780 b, EalfER L.
TR ERIRAEL696 (31.8%). A 12561 (23.5%). fHFE11961
(22.4%). THI11260 (21.1%). JE57107%1 (20.1%). HL/NMK
WA NES6H (16.2%) KIMEIEHE = = — 1 35— &1 (16.0
%)\ FEHET3B0 (13.7%). HITHECH] (11.3%). Wi HMiS7HI

(10.7%) FEHMLERIKAFES6H] (10.5%). $EEHES5661 (10.5%)

THo7z0

LA18#E D22 4Pk FHIAE B BT, 54060748161 (89.1%) 12

EIVEH (BRRMAMESEE 2 5E) ANlo bz, EaalfEmi.

I ERIRAMEL6561 (30.6%). FHFL12761 (23.5%). $E571264

(23.3%). #1186 (21.9%). Ti#i84Hl (15.6%). 395816l

(15.0%). KWMBE = 2 —a,3F— 7661 (14.1%). /MK

WARETSH (13.9%) TH o729, [5.1. 7.45H]

D ARA O - HRIZ280 %194 2Lk L, 1H125mg# 21 H
MRS T 5, b, ERICIS UEERET 5o fyhER
BRcid, RAZHRG INLETO/RFITH LT, AElo#kS5 5
TEIRE 2> & PUIMARSE I PUBE R SE 2 5 55 2 BlE TH - 7=,

E2) FEH A YV oM HEE8HEIYA 2 v L, TH1E
10mg (75 %M % 5 HBH121320mg) #1. 8. 15, 22H HIZ#E
3% 59 %,

17.1.3 EEEFSE IHEHR

H & R OIS & 7 & 2 WV RO £ J6 P Bl

BEM6H (HARNBBDHZ &) 2RI, RHF, KL

FITE ST Xy yE(BLA) B & BLABEH

BIAYYF <7 (Isa) ™% LI L zIsaBLABF %,

ZhEN2  3OEAETEMNT, BT 25 v 7 2 LI E M E B

FE S MARE 2 EhG L 720 2o, FEFMEE Th 5

WAL R o gefiiX, IsaBLABETI3E)#E ¢, BLAEETIE

54.347% H (95%ISHEX M : 45.207~3EEARE) THh Y. IsaBLd

BECHITENICHERER RSN (N — FI:0.59%.

98.5154% S #HIX [ : 0.406~0.876, p=0.0005 [J&llog-rankii

E1. 20234FOH26HF—% A v b A7) 2,

1.0 R,
097 M‘ﬂ‘f\“\m\h
oy, .
0.8 e
o R .
0.7 e Y | saBLd
L‘*\ -
#0064 e
Je 5.
05 pEm—
s 044 +
=03 - BLd
: | saBLd (N=265) BLd (N=181)

02 Median PFS(months) Not reached 54.34

0.1 Hazard ratio for IsaBLd vs. BLd(985% CI)  0.596 (0.406 to 0.876)

004 p=0.0005

: T T T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66 72
i )

Number at Risk

IsaBLd 265 243 234 217 201
BLd 181

190 177 164 153 104 43 2 0
155 141 121 104 9% 8 8 70 51 20 2 0

4 5 A AR A B o Kaplan—-Meier i 5

IsaBLA#E263%1 5125761 (97.7%) WZEIEM 25520 bhize £4
BIVEIE. R = 2 — a8 — 14261 (54.0%). TF3#i96
Bl (36.5%) . FPERIRAMETTH (29.3%) . JEI656 (24.7%) .
EAL6261 (23.6%). TEAIZHED KIS6161 (23.2%). N KESS
Bl (20.9%). ARIEFEA4E] (16.7%). MWIIFE38H (14.4%). %
9E37H (14.1%) . KRS PERIE36H] (13.7%) . ML/MRIR A iE 35
Bl (13.3%). b5 & Y3360 (12.5%). Ml 223160 (11.8%).
WiEEAH27H1 (10.3%) T - 720

BLAFE181HBIHH 17561 (96.7%) (ZEIVEA 25580 iz, £42HE
PERE, RSP = 2 — 135 — 10561 (58.0%). T #1664
(36.5%) fEFLA7HI (26.0%). 57406 (22.1%). UFhERIA
SE38H (21.0%). K A Pk 7% BE346] (18.8%). A HE %iE 2951
(16.0%) . MEHHE27H] (14.9%). HPIRE2561 (13.8%). F&9522
Bl (12.2%). ML/ANAIK A FE21B (11.6%). - & 1% %2041
(11.0%) THo720 [6.1. 7.1, 7.4, 9.25H]

1) 65 LA o Kb S B EAEIG O B, IL65% A TdH 5 0%
T8 LA N R R B T K AL AR L O BT R % U F 5
REVED R WER 2 IR EA AT 5 BB 2RI 72,

H2) AH ORI R ORISR AN (1 ~4% 4 2 ) Tid42d0
M#Z19 4 27 ve L. 1H1H25mg (CLaA™30mL/minkk _E60mL/
min KO BEH1Z10mg) %, 1~ 14HH K22 ~ 35H H I
Pl Uze M5B 5% 4 2 VR TIZ28H B #1494
V& L, 1H1M25mg (CLeA330mL/minkk F60mL/min A i
HEI1X10mg) %1~ 21H HISRO#%S Lz,

3) RNVT VI 7O L ORI EMEAE (1~4% 1 2 V)
T2 %194 7 v & L, 1H1E.3mg/m?%, &34 7L
D1, 4. 8, 11, 22, 25, 29, 32H HIZ FH5H- L7z,

) FHRY RSV Y OB ORI EFEANE (1~441 2 )
TIX42HM 2194 7 vE& L, 1H1M20mg%. 1. 2. 4, 5. &,
9, 11. 12, 15, 22, 23. 25, 26, 29, 30. 32, 33H H (755% LA
FoOBEIEEL 4, 8 11, 15, 22, 25, 29 O32H H) 1Z##Ik
W5 3RO L7z fkfedx 50 (594 2 VPR <k
20 #2194 7 )& L, 1H1M20mg% 1, 8. 15, 22H HIZ##
PRS- RS- L 7z



#5) A ¥y F v~ T ORER ORI EFEAME 1~491 7))
TI4L2HB 2194 7 )ve L, 1H1E10mg/kg% . DY A 7
JVAE5m (1. 8. 15 22, 29H H). 2~4% 4 2 )V (2238 [ [ b
(1. 15, 29HH) T##RNFES L7z, fkbede 500 G694 2 v
DIBE) TIZ28H #1914 2 vk L, 5~17% 4 7 Vid1H1M
10mg/kgZ 23 M MM (1. 1I5HH) T, 18% 4 7 VUREIZ1IH1
[5110mg/kg# 4:MM M (1HH) THEIRPPES L7z

17.1.4 BHE THEHER

TR OTHER DL B FHERE 2N R e LB T EE

Mot (MM-009:808%) % 920t L. A#HI25mg™ + 7 F 4 £

5 4A0mg™? PEHIERE OGN E 7 X3 2 ¥ 2 40mgt

PRE LR L7z TORE. KH+T7FH 25 VHETIE &

WEME (TTP). OSOWTNOFHIICH LT, FFI A5

VY HREE & R T B ICIEER RO 22,

AR O EEHY
(CZHEEBRMM : 2005456 HTHF =5 1 v b4+ 7)

REN+FFH A5 VBT XY R 5 Hll
177%1) (17641)
TTP
ARV N EAERR (%) 73 (41.2) 120 (68.2)
FpefE® () 60.1 20.1
[95% fZHHX 1" [41.1, 80.0] [16.1, 21.1]
INH— R 0.285
[95% 15 HHIX 4] [0.210. 0.386]
pfiti (Log-rank#5€) <0.001
0S
FECHRAR (%) 37 (20.9) 60 (34.1)
et () NE 103.7
[95% 15 HIX [ 1° [NE] [82.6, NE]
PAS A N 0.499
[95% 15 #IX 1] [0.330, 0.752]
pfiti (Log-rank#sg) < 0.001

a @ YLl lEKaplan-Meieri: 12 & 2 3@l
b 1 YLl 95% 13 HEIX
cITFFH A VHMBEONT = RIS T EARH + T3 A5 v

HoONF—Folt
NE : Not Estimable (@A)
100
o 75
B
%
@ 50
§ O AH+FFHFA ST
% 2
@ FEF AV VU
<0001 2) FXH Ry HA
0 ‘ ‘ ‘
0 10 20 30
TTP (H)
VA7
177 67 5 I
@] 176 15 1 1

TTP?»Kaplan-Meier Hi##

AH + 7T XY 25 Y REOREEFEF I BT, 1776
16461 (92.7%) \CEITER (BRMBAEMEE L&) 2538060
Too EEIMEM I G ERRARET2H (40.7 %) 9 F757H1
(32.2%). fHAB38BI (21.5%). WHIEHE34H] (19.2%). ANIRIE
3461 (19.2%). ML/MKIRARE33BI (18.6%). #3261 (18.1
%), THI28%1 (15.8%). L2361 (13.0%). F&£2361 (13.0
%) FEIPED F 2261 (12.4%). WRERE2206 (12.4%). K
PR IE2260 (12.4%). #2260 (12.4%). BEm2060 (11.3
%)\ PRIREIRIMAAEIOR (10.7%). IREK18H (10.2%) TH
5727, [5.1. 7.45M1]

D RFE oD - HEIE280 %194 7 v & L, 1H1R25mg% 21 H
RS- %0 B, SERIZIS CEEHET 50
W2) XY 2y O Hal328H 2194 2 v & L, 1H1M
40mg#H1~4H, 9~12H, 17~20H HIZFE K535, 2hz
44 Z VY R, 594 2OV H BRI, 1H140mg% &4 1
7 NVDI~4HHIZROR S35, 2B, SRS U3
%o
GCELBERBEIRRE % #5 BHEMRIERE
17.1.5 S E MHEHER
5 Gt AR B TR 2 % 11 5 4 SR IRE W B R & R R &
L 745 MAHRRER (MDS-004708%) % 9206 L. 7R M ER R M A& A 2>
5 OBERLTY 2 B L 72 T OME. 75k R EEO515] T35
(5.9%). 5mg™#HD46HIH 196 (41.3%). 10mghE D415
2360 (56.1%) AT I Bk i AR AE 2 & o BB I B By L 7z,
5mg™ B, 10mghf Tolk MER# MAKAE 2> & BENL L 72 B F o8&
37T RBETOHEE L RTHEIZE» - 7127,

PRULERT MUAKAF 2> 5 452182 H DL BRI L 7= B8 o #&

B 75 XREE | Smg™H#E | 10mght
(A 6 P Al 151 (5111) (4611) (41151)
AR MLER G MARAT 7> © #5182 H 361 1941 2341
DB L 72 B E R (%) (5.9%) (41.3%) | (56.1%)

10mg¥¥®tl‘]iiltﬁﬁrfﬁﬂ691ﬁﬂEP661§U (95.7%) \CRIVEH (EGRE
MRS 2 a8t) 2580 5N 72 10mght To I 2 IfEH IZ.
B ERIRARES2H (75.4%) . ML/INBGIRAESSH (47.8%). %
I EEAE1SHI (26.1%). THIL3HB (18.8%). MHAEIBI (13.0%).
JEHTH (10.1%) Tho72, [5.15H]

#:1) MDS-004 3050 G 3 o wEA
- SEGEAR R3O EEENRE 2 AT H (o
AN AR AN SH O F X H b 2 v)
- IPSSHF T A 7 A3 -1 A 2
- RIMERE AR E A M2 S GBZR11I2HE (16381) <. Rk
BRI L T s 20 I R I 2556 H i)
- BB BB O I SF ABS T H M
. ;E[LIRT&IZ 000/ LIL_F- 0> 15 P BLHS ER P 1100975 381336 2
E2) HEEIS2H (2638) LI bFARIMEREG M 2 L & 9, IwkANES T
Y VDI R—Z T A4 IR Tlg/dLEL B3
1#3) AH ORI D - HEIE [1H1R10mg% 21 H B E H AR 11855 L
f_;%sz'“]ﬁi%?éo INEIFA 7V E LTHRG A DET. ]
* (BRETEHAMOERMEY D NERVTES > /)
*17.1.6 EFEHFSE I HERER
SRR, SRR UL BB RRE C X B E R 5T 5
HISOIHEARYEOUENYE) ~78E [Grade 1. 2. 3a] KOS
) oS E3SSH (HARNGGZ &) 205 e L EIHR
B (NHL-007:#5%) # %k L. A#20mg ' +1) v ¥ <72
BRI OBRVER ) v ¥ ¥~ 7T HMRE & R L7z, Z 085 %,
NI ERDRVE S A R NI RVE A=l Kt il s e oA X
HHTH AHPFS WOFEBREENRD LNz, 720 HAAN
SN BHEOBRMONTUL, W) >N fE29561, BT ) ~
ISJECIBITH ) IENEY S JEIC BT ZPFSO YL, ARFH]
+ )Y F I TRET39.40 Hy VYR~ THMEETI3.97 A
(NF—= TRt [95%EHEX ] - 0.40 [0.29, 0.56]). Bfxmi) ~
ISIEIC B BPFSOHYLIX, AHI+1) X< THT20.27 A,
VY F T THAEET25.20 HTH o7z OV —FIb [95%151H

X1 :1.00 [0.47, 2.13]) %)
FNPEE O (201846 H22HF—%H v b+ 7)
ARE+UYFI<TH | U F T~ T HME
(178%1) (180%1)
PFS 1E3)
AR SEEER (%) 63(38.2) 115(63.9)
thaefi (» 1) 39.4 14.1
[95 %12 #iX 1#1° [22.9, NE] [11.4, 16.7]
= R 0.46
(959 11X 1] [0.34, 0.62]
pfiEi
(@ WLog-rankhsis)* < 0.0001

a @ HhyefiiidKaplan-Meier: |2 & 2 @ Ml

b 1 H Ll 095%/E HEIX 1

c: BT (VYF I THEBEOLME, BEIED) L SEERED S

OWIR (<24, >24R], JEEHE [9EHavk ) vV IE, i) » o8

JE1) TH#AEL 72CoxlbBINH— FEFMICEDIL ) v F Y~ TH
WREONF = FISHT 288 + ) Y F < THONY— Folb

d: FREo32o0EHIHET- TR L Z2Cox BN — FEF DL
DA K HE T HI2.5%

NE : Not Estimable (@A)

100 4

O AKH+) Y F < THE

() IpEE DR EEE

@ V) * = 7R

PFS (H)
VAT
| 178 143 124 91 59 39 20 7 0
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