3% 2026457 F 2iR] (455HR)
* 202646 7 LLRT (B4R AOREZSTE, kM OV 2R )

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 G
b . - ijv
45 35
# e A 7B V|
O R AEN BH BB A~ KA AER
TR B~ KA 5 B~ KA EAE]
WY - A~ RO R |NEY - A~ omk
425 (mm) 14.2 15.8
it (mg) 180 #1129
*4, FPEESLITTNR
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,

(BRIIHEMOU T AEXHZEBHRIY /B, BREXE

SAMEOERMED ) \BE(Grade 3B))
*%5.3 ¥ 7 7 /<7 (BIETFHIEZ) EOHT 2BOHE L&

X, #7777 (BIETHIEZ) OBTRLE BRI 5 2 &,

*6. FERUHAZ

(ZHEEEHE)
i DOPEMRERH] & OPFHICB VT, il RAIEL ) R
IRELC, BT 2 IESESEH OGS 1 2 VEEEL
T, UTOAEF/-EBETROKSG T4, 8. BEORKE
W& ) EEHBET S,
A D 1H1AI25mg % 21 H 3 0¥ 5- L 72#. THEK3ES %,
INEIFA 7V E LTHRGZ#)ET,
Bik: © 1H1MI25mg % 14 H B H$245- L 72, THRIKRET 2,
INEIFA 7V E LTHRGZ#)ET,

GELRBFREEIRAZH DS SRR MRS
WHEL, 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) EOBtHICBWT, @E. AL
iEL ) K3 FELTIHIEZ20mg % 21 H M H A& 0% 5 L7z
. THHERSET 5. SREIY A 27V E LTRARIZY A 7 Vv E
TG EEVRY . B, BEOREICL ) HEHET 5.



7. FERUHEICEEY 2F8

GhEESLE)

7.1 BREREREE R T, AR OMBRED AT 5 2 LG
ENTWE 720, BGERUEGHBORHZZET L L LD
2. BEOREZ LV EEICBE L, AFEHRROEIIHIE
HTAZE.[9.2, 16.6.1. 17.1.38H]

7.2 SR AEBRNZE O G2 L 5> TAUCK PCuuxD KT 237280
LB Epn, AHNIEIRHEENE R # ) TR $5 2

EDEE

L\, [16.2. 1]

7.3 ML/ A S I H BRI A % Bt < Grade3 X 1340 B F
(Gradel¥CTCAEIZ D ) AS5H L 7281213, AH o1k
PHIEEEET L I L, G O/HIE, BEFEOREIILS L TH

W4 52

ko

(BHLEEHE)

7.4 BHEOPLGA A 7 )v, BHIE T 2 PUEMEESEAI S IO
T 17 BRSO HONE 23 L. BRI O A F
FTA VEERBEII LI LT, #IRT 5 2L [17.1.1-17. 1 42 ]

7.5 REFEOZFEMEFHIE IS T 25T Y 4~ 7 (Gl TR
) Frerrvomy—¥ 777 GREGFRIER) AR T
FEHE, RVTSITROTIFH A8 EDPEHIZONT
X, REIOKRIE - HELEL GO, ¥ VLT - RKve T
0=4—¥ 7V7 7EARE VEEAOETRCESHT L L,

7.6 ARHNHMEL 5 CTOHRME R OZ &I L The vy,

7.7 M/NGRA USRS A58 L 72554121k, TR S
LARIORSESE L2 EETH L ,[8.2. 9.1.2. 11.1.35H]

KB DL FEVEG B T O MR ERIR A S BLE O R3S 0 F %

A ICES e ER B

IEHE T OALE I OF B e O i O H %

/NG A

25,000/ uL A 12 A

AH & HRIET 5,

Z D #50,000/ulLL B EE L 22 A
W2 ARH & RS O G- 2 5 5mg
o LR

7B, WIEN O GE05mgd 1 H 1A
5 O%AE, AH2. 5mgZ 1H 1A%
5 CHB,

e BRIk A

500/ uL A i 12 9 A L
V358 BT BRI A
JiE (1,000/ w5 il 12
WA K OME38.5C
P EoE

AR RIET B0
ZFD1,000/ulLL EAZIAE L 72354012
. ARH & REERT O3 5575 5 5mgii
&L CHM.

B, RERT OG- EHBmgD1H 1A
Beh- oAk, R#F2.5mgx 1H 1A

G- CHR

A& i L7t BEAC &

D B BOREREATEI L 72 & B S

5B A I3 i 2 5mgd D& (2. 5mgik G- O H5 A 135mg 1
W) THIENTED, 72720, BlEHEL B W &,
PRI S TG 1 0 2 FE M5 B C D L/ MU 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 B,
Z D 1%30,000/uL B FAZHE L 724
\21d, AFHI15mg % 1 H 1alH% 5 TR,

IR ES k27 3P
PREE2 H DA, T RE| 2 1230, 000/ul A B HAE L 72354
30,000/ LA (12 A&, ARH Z B[4 51 2 5 Smgii
L C1H 1 TR,
ES k27 S b
- Z O %1,000/ul bl EAZ WA (72 72
L. BIERIZIFRERIEA O &) L7z
BAaIiE, A#HI25mex 1H 1A% 5
1,000/ul ARG\ 2 | CHB,
- Z ®#%1,000/ul bk Bz (72 72
T Bk L. BRI A DAL O BIE % 350

%) L7211, A#I15mg%x 1H
1[4 5- THBo

GCEBREFRBBIRKZEH S BRENMEIRE)
7.8 M/ I EF P ERR A AFER L 7236121, TR 2]

LARBORSESSE % ZEET 5 2

£o[8.2. 9.1.2, 11.1.3&MH]

MBI RIS FEBLR ORSESE D H %2

/RIS e RS

I O ALE o OFFE i O e  H %2

MR A 25,000/ lL A 12984

RHE) & HRIET 5,

WOVTNLDOYEE I, ARA) & RSE

B EH ST E L NV R[]

HTHM.

- HSEE 2350, 000/ wL LA A a5 L 72
Wi

CTHU EORE% & Tl EBA2
[A] BL £25,000/ul2® 550,000/ulT
Ho 7oA.

RHN 2 RIS Do
72 A8 23500/ uL L B A B L 72556

KEPRIR |S00/WLARITD | -4 " 2 kb 0 B e > LT
L ~OVETR P72 R TR R
) TR0 L~
AL~V AHR DR - i
o TR LM0mg# 2L M A LS L7 fe TH IR
B

Th, INEIVA 7 VE LTS E#RYET,

JAm L~V |1H1ASmg% 8 H AR 53 5.
JAEL~V2 | 2HIC1R5mg* #1535,
AL ~V3 | LARIZ2F5mg % BI13% 59 5,

(BREXHAEDERLEY V) ERVIETY VB
7.9 VY ¥~ 7 IA TR ) OFGAZH L TR T17. B
BIOHOWE., FICHE - HEz o8 L7z ETkG3

5 Z EL[17.1.62:H]

*7.10 M/ ORI A 8B L 225811k, THRE S
B LUAKORESE % #ZET 52 E.[8.2, 9.1.2. 11.1.35HH]
AR A /I R BRI A S BRSO fhk s 0> B 42

/NI 3 R B

EHE T OMLE K OF B O R O &

50,000/ uL A4 |2 A

REN RIS Do
Z O %50,000/ulLbh EAZ IR L 72554
213, AA15meg% 1 H 1S THERH,.

MG A
PREE2mNE DU,
50,000/ uL A 2% A

Z- k7S e

Z D #50,000/ulLbh FAZ A L 72554
&, AH) 2wl G- 5 Smgi i
L CIH 1M THH o

1,000/ ul A it 237H
DIk H

i

58 B I v BRR A E
(1,000/uL 5 i 12 %
A T OMEIR38.5C LU
FoBe)

Bk

500/ uL A | 4

KE 2 KT 2,
Z D 1%1,000/uL Ll EAZ RS L 72 A
121E. A#AI15mg% 1 H 1A% 5 - CTH R,

K2 H DA, R
T OFELAFEB
1,000/ uL K il 237H
PN 7

Pk

3 BRI v BRI A E
(1,000/ LA i L2 8%
b T OMEIR38.5T DL
e

Xix

500/ uL A 12 94

IR

RHN 2 RIS Do

Z O 1%1,000/ulL L A8 L 755G
WZid, A 2 RS- 5 SmgilE
L C1H1ETHH,

8. BEELEARNIR

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

ENIEZ7E S

Z D #1,000/ulbh FACEE L 2254
WZiE AH & w5 A S Smg i
L C1H 1 CHR,

8.1 AHIB GG S G P Ib4AM S E Tid, BRI, B -k
WO SE v &, [16.321]

8.2 AAN DG X 0 FTEE T I BRISAME B OV MR AMiE S
ERHIRIATEH T 5 2 Edd L 720, EMIC MR %
T2 ke $72, AHOWKGI2H 725 Tld, G-CSFHLH 05
YN ERT L2 E.0(7.7. 7.8, 7.10, 9.1.2, 11.1.3&&]

8.3 AH DG L W BEIF Y AV AOETE ALY H bbb =
ENBHDHDT, RFF G - THAe ™ A )V A DA % fif
L. AP AN E Y R LE 21T 2 E.[9.1.5, 11.1.45]



8.4 WHEIRABRIZB VT, 5. o F v, HEIR, B, HEL
PN TWEOT, FESHOEF I HEHEO I
[g: % B 5 B OIRVEZ BT B X O IFEET A I L,

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

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

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

8.8 ARHIDOHLGAC X Fm. KB HBEEED ) v EOE
KEZFMESTIERETILTRHObLNLEIEDBHLDT, &
HORER IR T A2 &

9. HEDEREFIIHIEEICHITHER

9.1 G - BIMEREEDHDEE

9.1.1 FEFERIRIIRED D RV ZEI D EE
TR IMASE DS S8, WIES 22 & H.[1.6, 11.1.15HH]

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

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

9.1.4 YU RY A RICKDEEFBHBIEDEIFEEDSH 2 EE

9.1.5 BRIFRUA I AF + U7 DEEXFERERLEE (HBsH

[FREE. D DHBCHAX [FHBsHIAR %)
RHANOFe 5B P LMk L TIPS BER A R PRy A L A~ —
H—=DEZF) 7wl e, BREFLEY AV AOFEEE LD
BIEREROFEHINEET 5 2 Lo AFIOF G512 & Y BRIFF 4
AW ADEIEMALD B B b Z DD 5H[8.3, 11.1.45 8]

9.2 BikiEEEEE
BHERUORSHBOHE*EET 5L L bic, BEORES
SEEICBIEL, AEFROFEBUSTEET LI & HE
PR HEDNDEBENDH L, T2, BHEEEENITEL
LI ENHLH[7.1. 16.6.1, 17.1.35]

9.4 L£IEREET I HE

9.4.1 MRS 2 W EEMED B B i ix. ARFIFET BAt 4 I B &
OARFN P 5 BIAA3 H AT 2 © $525- AT AT £ AL IRM A % S
L. HIRL CWARWZ &2 ERBRICHS 2R T 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 G RMGT AR OG- TLEME F
T, BB 4T Baid s — b — & TS THRD % B
DEREZHE(BMEZLTay F—az25H) S8, BT 28
LTWB I EHTHICHERT A28, BB, AFOFEGHIR
WHHRASEE DN D HE I, BEEICARF OS2k L, Elil
FIHMT L L) BEEIRET S L,[1.3, 9.52H]

9.4.2 BIZIE, SR TLEBHZE T BRBETH HEIIHD
THR % WL O FE N 2 U (BB 3 2y F—2a%5H) S
B, BILEET L CWA I EE T aIcRT AL, 20 2
OISR & OMRBHIITHE RV E.[1.4, 16.3517]

9.5 113
TR IR L TV A BEED & B i3k 5 L e w2 &,
B =7 AN TOEFEFEATHER T, HRPIZL ) B3
FE#%G SN 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%ZLIE
BANOLEIEHES LW EHNET LWL, R a5
B3 a3l ek sg s 2 b,

9.7 IR
INREEE G L L2 BRARERERI LT L TV ie v,

9.8 SEE
BEONREZHE L 20O EEIKRG T 52 Lo —iRIAHE
REMETT LT 5,

10. #8E{FA
10.2 HAEEWHAICERTHI L)

FHI 5 AR - 4518 7 W - fabaR T

D) ABH| DX 2 O ML AN | B AN
(CEEPZ S T2 L0HENHDLDOT, i
[16.7.1%0#] TAHEIIZEET S L,

*11. BWER
ROBWER D SbN b ENHLHDT, BBz 451247V,
SRRSO LN A I G 2 kT 2 70 Ll ) 2 L & 1T
Tk,

11.1 EXFEIER

11.1.7 ZFRERRRARINASEE (6.2%) « BHEEARAE (3.0%)
[1.6, 9.1.1zH#]

11.1.2 BtEE, —BMREmFESE(1.5%)

11.1.3 S&EHNH
DL ER R AE (1.1%) 7o BRI AMEE (40.1%) I/ A SE
(19.2%) . #1f(20.4%) « F&ZNEUf BRI E (2.2%) 55 05
B D S bNDHZEND D, B, M/GHEDHHE L7
W, HAEE RIS BIMICE > 72EF D ME SN TV D,
[7.7. 7.8, 7.10. 8.2, 9.1.2&]

11.1.4 BEFEE (22.0%)
ffigs, WelESF OB 2 EGEL D HbNDL T LD b, F
720 BEUFF R AV ADOFEHEALLH S5 b D T EWD D,
[8.3. 9.1.5&#]

11.1.5 ETHZ R EREE (PML) GHEZEAH)
KFEN G- R OB GETHRIEEZEOREL THBIEL, B
Wt RRANEE . R IR (F ki, OIS ) . SREREEO
FERDSH &b E1E. MRIC X 2 W55 K Ok G hiiia
HETH) DI, HHERIEL, #URLEZIT) 2L,

11.1.6 REGIRIRAEIREE (Stevens-JohnsonjElRE). s
FRZIESEAE (Toxic Epidermal Necrolysis : TEN) (0.1%)

11.1.7 BEUE
TF T4 TF T — FHEARY), MEMEFEGHERN). %5
(14.0%) . =Z#%Z (0.6%) FEOB\BRELH 5 DONDLZ LD b,

11.1.8 FEEHERIEEIREE (0.2%)
FEDRRO ONIGAIETE B IS 2k L, @Y 7% 0L %
T, JERDSEET 2 F CEEOREL T ICBET 52 &,
(8.5 ]

11.1.9 BEEE (0.3%)

11.1.70 DEFEE. DA, TER
LDAEZE (0.4%) . OAZ(1.1%) . LEMEIEDO AR (3.1%)
PHEEN T 5,

11.1.71 RIgHRIES
KR (7.5%) . KA M= 2 — 185 —(5.5%) . B #l
(3.3%)+ FJIMET (2.2%) % O K MREEELHRE SN TV D,

11.1.12 ERRBREEERETIE (0.9%)
(8.6 ]

11.1.13 JE{EEZFL(0.1%)

11.1.14 FEICHEIE (0.4%)

11.1.15 ZR& (B AH)

11.1.16 BFEEEREE. HIE(3.9%)
AST. ALT. p-GTP LA %9 IFHreREE. #E2H 5 b
LI EDHD,

11.1.17 EELEREE (2.2%)
EREHEOERELRBRESHSLONLZ ENDH 5H,[8.75H]

11.1.18 fEZFRAE HERH)
TEI SO IENR L T A HREVED & 2 I3 G- L awnw s &,
(9.5 ]

L. &k
i
2



11.2 ZDfthDEHER

5%\ k.

1~5%%iil

1% i

B

& 5 (21.2%)
AL B

g i, 1A
B M. AL
ARG OW %,
IR

JEEANBE. Bl g, B
5<

LR

%

liN=

AR

Il L AL

0%

LRUTEE A

SHM, Leo< b, O
JENR S . EAUE O %
SE, WE A

i

VUM, BT
AR AL

. B, A8
F—. BESEE, HH
T

FaRlA

HUIRBRASRETOEE, 2 >
vV T

vl

AHAR

A7 1) 77 4 IE
(2R N ]
AE. IR, AR
1) > B I

Bk, K5 by oA
fiE, T OV T3 e,
R ARE I IE. &
Vo AE, 7 H— b

B OFEBEI G E . RRBGRET, SR, AR
T ORGS0 BB 3383 L 729
KRGO > 7P IR KRV - AR B2 5 &
L 72 IR ARABR I BT RAI S HTHR(Z eI 47
v (EIN R AKGE) ) BE & L L CHETS ) A 7 DS02% i L 72 2 &
PG SN TWE, T, FHEGRHEC/HIREEE LT, b
EAE ., LA, CASFOEERIEREROBEIEH O
HEDREP o ERMEE N TWBY,
16. ZE4EhRE
16.1 MmeiERE
16.1.1 BEiRS
fERE AL F ) F 3 F3H &= (Gmg™. 10mg. 20mg™) % Hi[al £ 11
WEL2LEDOLF) FI FOEYHENRFIA—-FIZUTOEE) T
HY. LT )R I N MEE PR 580 . 5~ 1RE ] 4 12 i s il 12 32
L. tield#2~3 cdh - 727,
HWBREI T X — 5

IMUAE PRPRER IR

likid PR ERIEIAE . LBk %S
B R ARERNIN.
R A 2 1]

il

=)

R - e | RIL FEED T v,
# I e, A R E.
BHUE. MR, £
RINES

i
Bl

9 O . A

2 SONER. #R

B |20 EE 2N A N AR

e S, WBE

il B EAEE

Zof | 57(211%). |3 Btk E O %, CRPRIIN. ALPH
ME % 7 L o7\ . Rk . % %, LDHE .
(10.9%) ™2, fix Wodm. RIS, R,
g, R 747 DA~
JiiE . 7 37—

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)
FEOUSHEBEO L A HIEEE 2L+ ) F I F10mg™ K 025mg#%
BRI G O RS- L2 s ED LS ) F I FOEYERE
FA=FIFUTOEBYTHY, L) F3I FOMBEEEITHRGH
0.5~ 1ERIE ISR EMISE L, teldf2~3 M Th - 72, 72, iE
5L 2 ERBMIRD SN h o729,
SEWEHRE /N T A — 5

FEDTERZBIER R OT 2 oMo |0 SHHE X, REHO L%
VB BEIE B 2 R & L 72 B4 IR R (MM-02538%) )% ONiEsL
$ AR ER (MM-0203088) . FE56 2 a1 0 2 56 P g B iR B % %
R G L7z dEyh A R (MM-009548%) . 57 gt R Bk 2k %
S BRI RS % 0 5 & L 72 iEs M T SUER (MDS-0043%
BR) . FESE UL TEIRO BTN Fii ) > SRR E 2 G & L7
P4 TTARERER (A TLL-002508%) 36 0N FE36 I3 8 ik o itk ) » /%
I T OS5 ) > /S IB S %kt G & L 7 FEL B 4 ] 45 T AH 38 (NHL-
007kER) 22 & 51 L 72,

H2) FIEE I FR O AN THI T s ) S fEEE 20t R & Lz ENE T
HERERSIE DN TS LI VA T O BRI ) > SIE R OSARES) » S
BEEIGE L EREIE 4 AR 512255  SsBlE

FE3) AH DR S 725 B AL RD AL 2 56 M B0, 5T Yt R RIS/
Sk BRI BCRE R OSSO BEA L o Mtk )~ NI
OSIigHE) V SHETH B o

14. BALEDEE

14.1 EXIFRFFOER

Bih 7V ae LznZ E,

14.2 ERIZMAFOER

14.2.1 PTPEED#EHZPTPY — FH S Y L TIRHS 5 &
IFRES B L, PTPY — FORBEAICE Y, WWEAEHEE

AT A L, B3Il it o U CHERR I K5 o B 2 &0
FEERPRTAIEDDH S,

14.2.2 /1 7RV EBEAEEAZD BT 0 ST ICRETS L9
= EL A A

15. ZOftDFER

15.1 ERARERAICE D <153k
R DL SV B R B H 2R & L7230 OsH R AR
BWTC, AFIFGHET IR & el L CEMIER o 5Bl & 2%
<y AR GRET, SRR, B RS E ERE
Bl M 47 K O T S D AR IE I 35 B L 72276
T2, BHEXFERIEDO LI FHMELZ 2R E L2200
MR PREER 2 B T AR G-I T IR & T L CEEIE

Hi& 10mg™ (361) 25mg (6%1)

Gk H a5 SAEH% G- H a5 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

PIE EATE

tonac & P A (B, )

GELERRBEIRAZ S BEHERREIRED

5% Gt AR B R Eq31q33 R e x A LKLY A7 JZH -1 A 7 O i %
FERGEERRC & 2 BIMER % ) B SEBUER IR ISV ) FI R
10mg# BRI S R O RAER RS Lz L&D L5 K3 Fo3EyH)
BTG A—F I TOEB)THY ., L) FI PO Eerizsg2.5
RF ] he O2 OFER P2 12 Z S AU S IS L, el Z 2103 30 L O
3T TH o720 Fon G & BERUEED SN dr o720 )

HEWEREXT A —F

5 hk Hul5- (661) SRS (561)
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
RIS T
tmactE F LA
a5l

16.1.3 E£MFHNREMER

(ULFU RZ RATEILSMET DA 1)
LY R FHFENbmel 74 & L7532 R 7 bmg# R
ANBEIZZNENLS TRV (LY B3I FE L Thmg) ™ 22 i H[al ik
%5 (7 a 24— 8—=3) L, méEdhLF ) M3 FEEZIEL .
BONHWEHE ST A — % (AUC, Cmax) 22\ TI0%IEHEIX 12
TR % AT - 7245 H. 1og(0.80) ~log(1.25) DR TH b . iH]
DEYFER RS AR S P,

FHFN A TV GO EE N T A — ¥

Cmax Tmax T2 AUCo-24ne
(ng/mL) (hr) (hr) (ng-hr/mL)
L) FIFAa 7R . ;
Smg[#7 A | 108.1+£26.5 | 0.9+0.4 | 2.8%€0.3 | 282.9%42.7
L7938 7tNbmg | 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 vitroBTlaLF ) R Rk MFI 7270y — 2 ROHFO 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 WEDEHRZFIDEE

16.6.1 BipeEEEE
EAEREREE B HICL ) K 3 F25mew BRI G- L7z & & 03 H)
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%

B p¥AE (CLer)
, . THE THE
- HE £ . . N
R i CEFTRE) (A 2.3)
30<CLer<60mL/min CLer<30mL/min CLer<30mL/min

LY F3 FlOmg#l|LF ) F 3 Flsmg|L ) N3 Fomg#
H1R$e5- TR L. 2| 220 1215 LH Lil%5-

SRMHEIE |4 7 LT BRAT (GBI B 12 BB 1
7% B 2013 15mgl M $5)
. | VT R FhmgZ1H| LY F R F2.5mg| L+ FI F2.5mg
S et MK S g oy FLHIEHS: %10 1EHESS
HRAKZ ) B CGBHT B (BT 12
BT oA R ) -

L'+ 1) F3I Fl0mg#1|L 7+ F3 Fomg%|L )Y F3I Fomg%
BB 5-CHIS L 2|1 LS LA LGS
M) 2y T R GERT 1 2 47 212
B OB | ey 8 gl 50 #55)

Tx3.

TRIE LS BTG 1
DUERAYE ) >3

- Hmliy 32— a VSO &R

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 =766 (14.1%) . M/MGRAHRETSBI (13.9%) Th - 729, [5.1, 7.4 TP
2] A~ FIREEER (%) 7301.2) 120(68.2)
ED LY FI RO - JIRIE28H 2194 2 L E L, 1A1E25me# 21 H B HSRE® () 60.1 20.1
54 b 2B ARG DBEHET 20 WAERREBTIE, LFY I FE [95%fEHEIX 1] [41.1, 80.0] (16.1, 21.1]
BH SN ETOREIH LT, LI B3 FORSHARA S HukIE i N Rl 0.285
PR % 555 % BUETdH - 72 [959% 5 1 4] [0.210, 0.386]
H2) T HH Ay O - HEIE28H 1Y A 7V & L, 1H1H40mg (755% % i 2. pfii (Log-ranki#se) <0.001
2 BHITE20me) 1, 8, 15, 220 HIZHEITHEST 5, oS
17.1.3 ERFHESE IEHR . FECEH (%) 37(20.9) 60(34.1)
PR3 MBS RO & 72 & 72 WD RG5O £ S5 VA S 44611 el GE) NE 103.7
(HARNBEDB % GEe) Z x5, LFY FIFR RJLsry 3780 5 (95% 5 HIX 1> [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]
57 2 8 MUIFE IR S IARREE K6 L 72 2O, ELF bl (Log-rank#E) R

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%)

10mgTf D 22 4 P FFAE 516911 FH 6661 (95. 7%) (2 BIE T (BR R A fiE 525
FET)NRO SN2 10mglETOEZENEINIE, P ERE A ES26]
(75.4%) . IM/INIIK A RE33B1 (47.8%) « % 9 FEAE18HI (26.1%) . T H#i13
B1(18.8%) . HFLIBI(13.0%) . 5 7H1(10.1%) TH - 723, [5. 1]
1) MDS-004 35850k 5 3 0 75
- 5T G R R B3R K O MM (R FH % A3 2 (oAl z s
HSH DA BEER DRV
- IPSSAPHI TR Y A 7 idhi-11) 2 2
- FRIMEREG AR A PE 0 % £ D GB 1120 B (163 R) T, ARIMERERIN L T2
Wi R 2356 H Ai)
- R SR BE O BT IXF ABS 4 TG
< FUMERELL2, 000/ L Bl b oMk B RV 5 551 5%
E2) K182 H (2638) LA AR MLEREG I % L FE & 297, IANE S B Y VRESN— A
T A VMEIZ A Tlg/dLEL 3
73) A5 0 ARBI - 8IS TH 1 10mg & 21 H IS8 H % 8 5 L7 e, 7H RIS
FTho INEIFAZNE L THEGEZE)RTJTH S,
(BREX(FHEMEOEREEY VIERDIEREDY /)
%17.1.6 EFRHEISE MREHER
EH b, RIERE UM R E S L 2 WRE Y A A 5
GO W MYE Y ~ 3 E [Gradel, 2. 3a] K USBEE ) v S JEE
53581 (H AR AN3661 % &) hf G & U 7245 A 3Bk (NHL-007245%) %
FERL, L) F3I F20mg™ + ) v F < 72 HEEO AR
VY XU THAGEE LK L2, FOME. LFY FIF+YUF
URTEE, )Y F U THMBEZ R T EEEEMIEE Td 5 PFSHY
DOHEERILENBDO LN/ T2, MAANS N EEOFRONR
. JERaTE Y o SBE29501, Wi ) v SEEG3EICTH b . JEREY vox
JEIZBITHPFSOHFIEIX, LF ) FI F+) Y X< THET39.47
Ay Vo< 7HMBETI3.9% B (N — FI[95%EHEIXE ] © 0.40
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