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FEEREE | FFgEEER 10(15.9) 5(7.9) 5(0.9) 2(0.4)
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n (%) n (%) n (%) n (%)
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=5g* MAF=T400mg MAF=T400mg
(MedDRA/J ver21.1(C n=60 n=268
SOBERANRLERE) £IL—K JU—K3/4 £JL—R JU—K3/4
n (%) n (%) n (%) n (%)
LEZER (BHRIH) 27(45.0) 16(26.7) 122(45.5) 44(16.4)
[0/) HRREAME 5(8.3) 2(3.3) 64(23.9) 24(9.0)
MAEBED =1 10(16.7) 0 48(17.9) 9(3.4)
UVICRIBE | 3ohikipiavE 3(5.0) 2(3.3) 26(9.7) 16(6.0)
U > ) SERRAMEE 4(6.7) 4(6.7) 7(2.6) 0
I/ AREGR A 13(21.7) 3(5.0) 33(12.3) 15(5.6)
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U > ) CERECRA 7(11.7) 4(6.7) 3(1.1) 0
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FOTBRIXDREEATE 2JIL—R JL—R3/4 2JL—R JL—R3/4
n (%) n (%) n (%) n (%)
LEEER (B8RIH) 39(61.9) 26(41.3) 314(57.5) 228(41.8)
[/ ARGBIAMEE 19(30.2) 11(17.5) 189(34.6) 134(24.5)
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ﬁfﬁ;ég SRR AME 14(22.2) 11(17.5) 91(16.7) 69(12.6)
BMEREANE 13(20.6) 5(7.9) 48(8.8) 25(4.6)
U > ) CERRIAMEE 24(38.1) 15(23.8) 11(.0) 6(1.1)

* AFIERREFRZEDEVESTSER (WFNH DR T2 L — ROFERBEN10%LLE. F2lFTU— R3/4DFKBEEN 5% FDOERZ5CH).
NCI-CTCAE ver.3.0 GradelC &2 aHih

FEIRBFHA

CMLEEZNRE U ERNRUBNERRERICHVN T, EREBRZBOEVED. I/WRBIAMER UiFHER
RWAMEDFIR T 2 E TORBRURHGHIREIE FEE D@D T U,

R BEDIGAR R 2RBBELE DA R
=g #379 (B) B1871048: % AVO00 15888 B1871007:% B18710065%
RAF=T400mg RAF=T400mg RAF=T500mg MRAFZT500mg
n=60 n=268 n=63 n=546
IR 10 47 19 161
FKIFFETD i
RS FRSR{E 22.0 22.0 21.0 29.0
am (%8E) (1~27) (1~ 508) (7.0~1178.0) (1.0~2495.0)
SR 10 39 19 140
RIERHR
HARe FRoE 50.5 36.0 16.0 44.5
(&8E) (15~ 159) (7~316) (5.0~1172.0) (1.0~1733.0)
3 18 94 21 225
KIBETO g
. FRSR{E 225 28.0 15.0 28.0
%Jﬁé (55E) (8~ 99) (1~ 505) (7.0~ 85.0) (1.0~ 1086.0)
o g | O 18 85 20 210
’H;E? e | hR{E 295 29.0 70.0 98.0
(#E) (7~393) (3~ 485) (4.0~ 1613.0) (1.0~2413.0)
FIREIE 10 30 17 102
FIRETD
aARg thR{E 43.0 61.5 29.0 56.0
EEP (&EF) (23~85) (13~588) (1.0~ 255.0) (2.0~839.0)
B -
INGE . JHRBIEL 10 28 16 92
g+ rhoE 29.0 28.5 75.5 435
(88E) (8~192) (7~ 459) (23.0~970.0) (3.0~ 1687.0)

* RYICABRDFEIRT X CTOHIHE
*% T—HHY M TRRTHIROERIFESTH DERLC
J—7« VJ5E  MedDRA ver19.0(fcf2 U, BAEERICMedDRA/) ver2 1.1 | AVOO155R) . F/cldMedDRA/) ver21.1(B1871048
#E2.B1871007:82. B187 10065 5)
NCI-CTCAE ver.3.0 Grade(B1871007:5%. B187 10065 5%) . &/c[ENCI-CTCAE ver.4.0 Grade(B187 104858, AVOO15:5%) [C K~ 25T
MEREMEDERAZE LT [EM] (PTORMENEIOEVEAZEE) . [MV/WREAME ] (PTOM/MRSAME & MAVRERN 2 58) BKRU
MFARERRAME ] (PTOFHRIRBIAME &4 RIS 2 5 8) Z A

13



FLEER ET DR

o Pr s

IDERETER . BRK. FliZKRE, R ZEEDAFRETEB NS 5ONDH T ENHDFT,

B SHERICDERITECRKEDERZHIITHELEHIC. INSDBEREAFOEREZLTLE
ra AN

#5HE, KAE, RE. NEDOARZFEOZE(ELPEREREDERZIRRLERL. AEZTEHNITHE
LTLIEELY,

HENR R 25 D ERETEE WK DO NBIEIRD D SONIHZEE . WEXIR DT 1 —EFDRBEZE
ELTLEEL,

BECHU.BHEAE UTHRRETBND D5 ONBDIEENH S EZTFTHEHIAL . UK AEEN. R
SR HIRREEDNHOSNICS. elEBICRET DL OEBEIRERTOTLLEE L,

4307 %

HEEDRO SNIBEE. TRZSE(CHRERENFIRGZHRIELTLIEE L,

SRS EDIENN. IFIREHEFDOEEDRD SNIHZEICIFRSZRIE LT EEL,

WEICIHU T, FIRE, EHEORIBRENLVEVRFOEMEEZF UH E UIaEZIToTL
ZELN,

BEZK (T3 U CISRIREEE R BRRRIRAF ZER L TLIEE L

2-
E
i
]
fE
A
E
z
D
5
&

fvaUTRS
| mmwE
|
' !
IR RN
(FL—K1%) (FU—R2/3/4%)
I !
BSHEG Bl A
EEEE BB T B
| |
{ 1 [ 1
WEEED WEEED WEEE D WEEED
HENZBE HENENSA HENZES HSNENSA
! ! ! !
. &SR | | 100mgMERS 100mgREBL TR SER. BSTILEZE |
| BB TELARIC IR
[ 1
WEEE D WEEED
HENBBE BENFNEE
I I

 AENCE—BSECHE | | @ShiEEs

* JL—RIE NCI-CTCAE ver.4.0 [C&D.
* % FRE, BIBRETIVEVAEDRE. KICH U CIEMESREER
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FHIRIKR

(¥ e OERAER | EMSE 048558 (B 187 104855%) BN S MR (AVO00 1558)]

B1871048588 AV00 1588
=Rg* MRAF=T400mg MAF=T400mg
(MedDRA/J ver21.1IC n=60 n=268
SBRERIADRCERE 2UL—K JL—R3/4 25— R JU—R3/4

n (%) n (%) n (%) n (%)
2EEER (FREE) 5(8.3) 1(1.7) 21(7.8) 1(0.4)
— . ogEs | AHIEPE 0 0 114.1) 0
BLU RHE 1(1.7) 0 0 0
BSEMIORRE | e 0 0 3(1.1) 0
BiaEs e 2(3.3) 0 0 0
DRSS DERETHE 3(5.0) 0 1(0.4) 1(0.4)
s | HK 4(6.7) 10.7) 5(19) 0

* AHICARBREBDEVEEER (WFNHDHRTEI U— RORBREN1%LLE. FeldTU— R3/4DOFRBEHRH SNIcERZLHEH). NCI-

CTCAE ver.4.0 GradelC &2 FHih

[2RaELIFORAER | EASE 1/04858%(B1871007:8R). /8556 1 /118558 (B 187 10065185%)]

B1871007:8 B187100658k
Lo MAF=T500mg RAF=T500mg
(MedDRA/J ver21.1IC n=63 n=546
S OBERANREEAE) £JIL—K JL—R3/4 £JL—K JL—K3/4
n (%) n (%) n (%) n (%)

2EEER (KREE) 13(20.6) 1(1.6) 134(24.5) 26(4.8)
DS DERETE 4(6.3) 0 213.8) 7(1.3)

R T 2(3.2) 0 51(9.3) 2(0.4)
;‘fl‘f% BE  om 101.6) 0 25(4.6) 10.2)
1S IR DIREE RIEEERR 1(1.6) 0 11.0) 0

B 0 0 2(0.4) 1(0.2)
o | tomE 0 0 5(0.9) 102)
e | IR 0 0 7013) 0
LIRSS, SR 77/ 9(14.3) 1(1.6) 63(11.5) 213.8)
BRURBES | pikE 0 0 5(0.9) 1(0.2)

* A ERRBEFRZEDEVEZTER (WINHDORBRTE2I U — RORRBED 1%L L. FeldT U— R3/40FRORO SNfcBERZLH). NCI-

CTCAE ver.3.0 GradelZ K 25H

BB CORICIFZENZELDLB187 10065 ERICHBWNT T L— REDRHKED 1 FIFER U Tz,
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FLEER ET DR

FEIRHFHA

CMLEBEZXNR E UcERRUBNRRIHERICHWN T AREFRZ-EDIFEVIDERETE - KR UZEDFHE
R 2F TCORBAURHHRARBIE TED®ED T LT,

M BBEDEFRRER 2 AELIE DS FREER
= =) B1871048:5 AV00 155 B18710078 B1871006:8
MAFZ=TA400mg | RRAFZT400mg | RAFZTI500mg & RAF=TIT500mg
n=60 n=268 n=63 n=546
IR 5 6 11 71
RIEEXTO
. e hgefE 71.0 75.5 529.0 594.0
’R';‘?/ﬁ (#E) (9~ 505) (21~ 252) (4.0~ 1765.0) (3.0~ 2569.0)
2_ oK . P= B E 5 5 9 56
* i rhR{E 28.0 68.0 107.0 81.0
Eﬁ (%8E) (8~ 60) (15~ 107) (9.0~ 1816.0) (1.0~ 1778.0)
[::}
{E A6 3 26 7 102
-2 RIEETO =
& e rhgefiE 256.0 83.5 585.0 170.5
3 Sy (#6E) (253~ 468) (6~ 553) (19.0~ 1451.0) (1.0~ 2184.0)
5] ’ SIS 2 15 6 83
® RIERE
Hpg TR 16.0 26.0 54.0 50.0
(85F) (10~22) (1~184) (7.0~673.0) (1.0~ 1808.0)

* RYCEABRDIRIET DF COHB
k% T—HHy M IRR CRETROERIFESTH SR
*%% MedDRADEARFET/ZE (Oedema) ZE2CHENUREENZH OB HD
O—F« VU5 E MedDRA ver19.0(fcf2 U. BAFERICMedDRA/) ver21.17ZEMA: AV00 1:888) . F/zldMedDRA/) ver21.1(B1871048
8. B1871007518.B18710065458)
NCI-CTCAE ver.3.0 Grade(B187100758.B1871006:8%) . =/=I&NCI-CTCAE ver.4.0 Grade(B1871048:8&. AVO01:E%) ([CKD

¥
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7T 4S5FY—EZOBFERILHSSONDIENGHD T,

BRPREIER(C BV T OBEUERIN CGEYESHE) hidr SNF LTz,

HDEHERCMLBEZNRE U ERERRFRFRICBNT. 7F T4 SFY—rYa v IHRE"

ENTVFET,

REREFEDOREZTDICHBRULTIZEL,

FEIDRLS <X UBBAEDEHEREDH D FREICIFRS ULIENTLIZE L,

* EPESESE IHE5LER (B187 100858 [CBVIT. 7F 7« SHY—Y 3 v S 52(0.8%. LFNHT L — RO BETNE LIz NS
Y20 IORSHIEENBICKDEELS Ulc, (Y b4 7 2010688318)

Q0D

EEDRDSNBZRREEBICESZRILE LTI EE L,

AER (TG U THEEAL BOA BIBRERIVE VAL MER Y S VA REXINRE. HREZR5Y
2 EEBICMEICIH U TRERR . BRRIRAFOHMBWEZIT O TLIEE L,

EEDRD SNICEENDBRSIITHIEVTLZE,

FERRR
[MFEEDERARGER | EASE I1E55R(B187104855%) . 85155 ARG ER (AVO0O0 1518%) ]
B1871048:t8 AV00 158,
=P MAFZ=T400mg RAFZ=T400mg
(MedDRA/J ver21.1IC n=60 n=268
FOBBERIADRCEARE 2JL—R JL—R3/4 25L—R JL—R3/4
n (%) n (%) n (%) n (%)

2HEEER

(FF 74 5%y —ESCEEE) 0 0 501.9) 0
RERES TBEAE 0 0 2(0.7) 0

* AEERRERZRDBEVEEZEER (WITNHDRERTET L — ROFEREEN0.5%L L. FalFJU— R3/4DFIBEHNERDH oNfcERZH). NCI-
CTCAE ver.4.0 GradelZ &2

[2RaELIFORRAER | EASE 1/04858%(B1871007:88). /8558 1 /148588 (B 187 1006515%)]

B1871007:8 B18710065%8
=pet RAFZ=T500mg RAFZ=T500mg
(MedDRA/J ver21.1IC n=63 n=546
FBBEAIRDREEASEE 25LU—R HL—R3/4 25L—R HU—R3/4

n (%) n (%) n (%) n (%)
2EEER

(FH7 1 54— S OEEE) 3(4.8) 0 21(3.8) 4(0.7)

EYBEIAE 1(1.6) 0 9(1.6) 4(0.7)
BREE

GRS EET7 IV — 2(3.2) 0 6(1.1) 0

* AFICARBRZEDEVEEER (WFNHORBR LT U — RORESEEN0.5%L L. FclFTL— R3/4DORRLRD SNfcERZ50E) . NCI-
CTCAE ver.3.0 GradelC K25l

17



FLEER ET DR

0 0ES O QTHRER

AKEIE. in vitro[CBWThERGF v RIVBEEEADERSH 5NTHED . QT/QTcElFZER I 506
MEHGBbET,
BRSRBRIICODEBERIREZTV. BEEZROEBESFRSOAUEZAHECILU CRERIREMEIC
HRUTLK TV E o BREREZTL. BSREREREZRDIGEFMEZZERB UL TIEEL,
B5HE. EHRENICODERGSUICERERBZIT O CLIEEVFle. BEEFDIREZTIERRU.
EiE., EBANIRER. HFE W II B LK 5HH D VG KBEDERITFITSEELTLEEL,
RDKXSFEQTRERERDY AU D HDEEICKHUTIFIEEICRSULTLEEL,
- DERQTIERODEHE. DEMASNIE. RIK. DEEE - 0DAFZE - DIEXEFEDVEEZERH D
BENFZDEHMEDH SEH
- BREERE(EAVUDLMERNY IR D LAMES) DHDEE
- QTERERZREC T BZNDHDEFNETAENE. CYP3AL4ZBET IEFZRSIN
TLWEHEE

Q0D

ME(ICIL U CTRZSEICAREBEXRF RS ZHIELTLLIEE L,

QTch'450msec A EIFFEDNMETT . QTcH480msecd EXFR—R S 1 U Hh560mseckd
HERUCESIX. BRBIEMIEICHERD £ AEL. QTcHIEREUTCEEIEREE U TR S5 BEH.
QTCERNNE UIFWEEIFIRSZRIE U BIDBEZZERB L T IEEL,
HARICDODVLWTHBARE FEX I RSFHIEZEZEEB LT EE0,

MBI U CERBEMIE. —BRX—2 0.4V 7070/ —=)LDSEZEEEBEL T EEL,

2-
E
i
]
fE
A
E
z
D
5
&

RyaUT18S
!
[ EEOEERE ]
l
! !
[ QTc 450~480msecKiib ] QTc 480mseclE &BLIF
B5R1I&D60mMsecl EDIER
i !
S HE [ thE ]
=EE= |
| ]
QTCESIE ] [ QIcEE HEET
! !

| 100mgHELTHSEH | | B5HL AOAREEE

FEIRINN

@usEt(QTHRERZER<)SR(P.19)
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O oEE @ DEE(QTHERIERZERL)

REMR. DEMEE. DEME. DAEFNHSONDIEDHDET,
REFRBIAURSHE. BtREMRZIRR<BERT 2L E6(C BERSBXIR OER DT I—
(C KD DERESTHIE ° IFARE (BNP. CPKEFDAIE) Z1T > TLEE LY,

IVEREDEEPUR I ZBT HREICH U TIFEERITES LT EEL,

Q0D

BRPRAEIR (U, IFIREREE. fiE. B1%E) BiH5ONEh  RBETEED RO SN
FIE U BIRSBFFIEICHEB U T TIEE W,
FIPRZE. MEHRRE. DA DA EREF ICL OB EREERB LTI IEEL,

3RSz

HEAR(QTERIERDHED)

(¥ e OERAER | EMSE 048558 (B 18710485 58) BN S MR (AVO0O0 1558)]

B18710485Ek AV0015iER
=P MAFZ=T400mg RAFZ=T400mg
(MedDRA/J ver21.1IZ n=60 n=268
FOBRBIANMEEAT) 2JL—K JL—R3/4 2JL—K JL—K3/4

n (%) n (%) n (%) n (%)
2EEER (DEES) 3(5.0) 0 20(7.5) 6(2.2)
BRDVE 0 0 4(1.5) 1(0.4)

il 0 0 4(1.5) 0

SRR 0 0 4(1.5) 0
IDEHTED 0 0 3(1.1) 1(0.4)
DS 2 EE AR 0 0 1(0.4) 1(0.4)
BEIRERR 0 0 1(0.4) 1(0.4)
EEIIREAZE 0 0 1(0.4) 1(0.4)
DEERETER 3(5.0) 0 1(0.4) 1(0.4)
SRR 0 0 1(0.4) 1(0.4)
PRI DERQTER 0 0 4(1.5) 1(0.4)

* AR ERRBEZBODEVESTER (WINHDHEBRTELT U— RORTEEMNM %L, RIclFTU— R3/4ADFKIBEHRO SNIcER=ZE). NCI-

CTCAE ver.4.0 GradelZ & 25Hi
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FLEER ET DR

[2RaELIFORAER | EPSE 1/04858%(B1871007:58R). /85156 1 /14855 (B 187 1006545%)]

B1871007:88 B1871006: 8k
=P RAF=T500mg RAFZ=T500mg
(MedDRA/J ver21.11C n=63 n=546
FOREHIRDREERER) 2JL—K JL—R3/4 2JL—K JL—K3/4
n (%) n (%) n (%) n (%)
L2EEER (DREEE) 7(11.1) 1(1.6) 86(15.8) 42(7.7)
DEERETER 4(6.3) 0 21(3.9) 7(1.3)
DEHEE 0 0 14(2.6) 5(0.9)
SominARe 0 0 13(2.4) 7(1.3)
5B 0 0 10(1.8) 1(0.2)
DARE 0 0 9(1.6) 7(1.3)
BRIDVE 0 0 8(1.5) 2(0.4)
BEIIRES 0 0 7(1.3) 6(1.1)
I 0 0 6(1.1) 2(0.4)
SMDEEE 1(1.6) 1(1.6) 5(0.9) 3(0.5)
TR 0 0 4(0.7) 1(0.2)
DEER 0 0 4(0.7) 2(0.4)
TR EBDVE 0 0 3(0.5) 2(0.4)
T :E\W_Eg 0 0 3(0.5) 1(0.2)
BEEEIOVY 0 0 2(0.4) 2(0.4)
BHLR2 0 0 2(0.49) 1(0.2)
TEEHATIRAE 0 0 2(0.4) 2(0.4)
DERHM 0 0 2(0.4) 1(0.2)
MELE 0 0 1(0.2) 1(0.2)
DY VIRF—F 0 0 1(0.2) 1(0.2)
DEEIRRE 0 0 1(0.2) 1(0.2)
HASHI R 0 0 1(0.2) 1(0.2)
EETE 0 0 1(0.2) 1(0.2)
DERRE 0 0 1(0.2) 1(0.2)
HIRID 0 0 1(0.2) 1(0.2)
DEMERRSR R 1(1.6) 0 1(0.2) 0
IDVEATED 0 0 1(0.2) 1(0.2)
BRPRARES DERQTER 1(1.6) 0 3(0.5) 1(0.2)

* FEIERRBFZEDBEVEEER (WINHDOREBRCT2I U — FOFRBEN 1%L E. FeldT U— R3/4DFRRORH SNfcERZLH). NCI-

CTCAE ver.3.0 GradelZ &k 2&Hi

BH. CORICIEZSENELDLB18710065HERICHNT T L— R5DORMDEHEED 16, T L — RE5DI0ER
BED2HIFR UL,




RRELE

33075 %

LIREEN. BIGR. fhsk. FRESERAR . MINESFSDRIED S SHNDENHDOET,
1’5HhE. EHNICMREREZRES 2 EBIC, REOREZTDICHRL. K FHE. IEHEFD
FERICER L TLEE LY,

HEEDHRD SNIIBEE BEICIH U THREREN (FIRGZRIELTLIEZE L,
FBEDIREICIH U CRMESREDRSF BYFLEZIT o TLEEL,

FHIRIKR

(¥ e OERAER | EP5E O 4855% (B 18710485 8R) . BN B MAHHER (AVO0O01

F5R)]

B18710488 AV00 158k
=R MAF=T400mg RAF=T400mg
(MedDRA/J ver21.11C n=60 n=268
FORBRIADH AR 2IU—K JU—K3/4 £JL—K JU—K3/4

n (%) n (%) n (%) n (%)
LHEEER (BRPE) 39(65.0) 4(6.7) 119(44.4) 9(3.4)
_IREER 17(28.3) 0 26(9.7) 1(0.4)
ERER 6(10.0) 0 23(8.6) 1(0.4)

FRES R 1(1.7) 101.7) 17(6.3) 0
RN Bisk 4(6.7) 101.7) 10(3.7) 2(0.7)

BKU AVIWIVY 5(8.3) 0 7(2.6) 0
FERIE B 101.7) 101.7) 7(2.6) 2(0.7)

BN 3(5.0) 0 2(0.7) 0

BEER 1(1.7) 1(1.7) 0 0

BmfE 1(1.7) 1(1.7) 0 0

* AHICRRBRZEBDEVEEER (WINHDREBETEI U— FORBIRENS%LL . FeldT U — R3/4ADFHIIREN0.5%U EDERZH).

NCI-CTCAE ver.4.0 GradelC &2 aHih




FLEER ET DR

[2RaELIFORARER | EMSE I/04858%(B1871007:88) . /85158 1 /14855 (B 187 1006515%)]

B1871007:8k B1871006: 8k
=gt RAFZ=T500mg RAFZ=T500mg
(MedDRA/J ver21.1IC n=63 n=546
SORBRIADRCEAR £IU—K JU—K3/4 2IL—K JU—K3/4
n (%) n (%) n (%) n (%)
LHEER (BPE) 48(76.2) 7(11.7) 294(53.8) 70(12.8)

_FIREER 36(57.1) 0 59(10.8) 0
ESEg 2(3.2) 0 51(9.3) 2(0.4)
AVIIWIVY 5(7.9) 0 46(8.4) 2(0.4)
AR 0 0 40(7.3) 25(4.6)
2 FRESRRZ 2(3.2) 1(1.6) 38(7.0) 3(0.5)
% SETR 4(6.3) 0 30(5.5) 3(0.5)
?IEJ BnfE 0 0 9(1.6) 9(1.6)
H PR 1(1.6) 0 7(1.3) 4(0.7)

0%) Rk 1(1.6) 1(1.6) 5(0.9) 0

3; 1)) .

- g S S 0 0 407 407)
FERIE EEEN 1(1.6) 1(1.6) 3(0.5) 1(0.2)

IREERS 5(7.9) 0 18(3.3) 0
BiBR 9(14.3) 0 14(2.6) 1(0.2)

FERER 4(6.3) 0 9(1.6) 0
BBt 4(6.3) 0 9(1.6) 1(0.2)

BER 7(11.1) 0 9(1.6) 0

&5 1(1.6) 1(1.6) 0 0

R\ ERE A 2(3.2) 1(1.6) 0 0

FEEE 1A 23.2) 1(1.6) 0 0

PR BRER 4R 1(1.6) 1(1.6) 0 0

* AFIERRERZEBDFEVESER (WFNHDRERTE I U — ROREEEN 5% L. Feld T U— R3/4DFIFBEEN0.5%U EDERECEH) .
NCI-CTCAE ver.3.0 GradelZ K2 ¥l
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B &

BFHM. R HMFOEMNGSHNDIENGHDET,

AR (CHEAMEN ENMEDCMLEBEZNRE UTCERAREER(CHBWV T, HIIC K HFETHIH 26
WESNF UTc (EABRPREER @ BN 6 B ERREER | TESEEELRM16).

FENCER T DIV 5D WVIEFRERZRICH S BEBIFIIC LD, MDY RAIHEEDHEZNH
HOFTITOT LESHIFERNICMRIREZITD L LB BEDREZEITRIERULTLIEEL,
HIEERMEFOREPY R I ZF Y HFE. MIVIVRE. RERZRSHDIREICH U TF. EE
[CREULTLEE L,

3307 %

HEEDHRD SNIIBEE BEICIH U THREREN (FIRGZRIELTLIEZE L,
WAE(CIG U T LM, Bl BB =T > T EE L,

FIRIKR
[¥IFEEDEEKRAER - EASE D185 (B 18710485 5%) . /BN 55 MAEER (AVOO0 15185%) ]
B1871048:5 AV00 155
EC P RZF=7400mg RZF=T400mg
(MedDRA/J ver21.1IC n=60 n=268
S DREAXDMERRER) 2IL—R JU—K3/4 2IL—R JL—R3/4
n (%) n (%) n (%) n (%)

2HEEER (Hm) 5(8.3) 0 41(15.3) 3(1.1)
FFIRES . K2R -
B LU= SEHim 101.7) 0 10(3.7) 0
E= hEp LU RIS 101.7) 0 7(2.6) 0
NESHIE MEH M 0 0 1(0.4) 1(0.4)
MEfEE [mpE 0 0 5(1.9) 0

fEHEt 0 0 3(1.1) 0
|==]:[=] ::E
RIS Bt 1(1.7) 0 0 0
=7 ENG
e IMFR 0 0 3(1.1) 1(0.4)
MRD KO ,
U~ R Hm 4R 0 0 1(0.4) 1(0.4)
2HEBEEBIV . o
BESuORE | DoV EHIE 0 0 1(0.4) 100.4)
fRpE= ARSI 1(1.7) 0 2(0.7) 0
EERB KLU -
e AEFEHIm 101.7) 0 0 0
BEBXU .
O —— ATRH 101.7) 0 0 0

* AR ERRBEZBHDEVEETER (WINHDHBRTET U— RORBTBEEM 1%L, KIclFTU— R3/4ADFHKIEHRO SNIcER=ZLHE). NCI-

CTCAE ver.4.0 GradelZ &2 FHih
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FLEER ET DR

[2RaELIFORARER | EMSE I/04858%(B1871007:88) . /85158 1 /14855 (B 187 1006515%)]

24

B1871007:8R B1871006:8
=gt RAFZ=T500mg RAFZ=T500mg
(MedDRA/J ver21.1IC n=63 n=546
SBRERAD MBS £IL—R JU—K3/4 2JL—R JU—K3/4
n (%) n (%) n (%) n (%)

LEEER (M) 14(22.2) 0 119(21.8) 19(3.5)
ﬁfﬁ;gg gggmmﬂiﬁ&'l& 0 0 10.2) 10.2)
DS DEARHIM 0 0 2(0.49) 1(0.2)

fEREH 3(4.8) 0 5(0.9) 0
2 IREE BRH M 0 0 4(0.7) 100.2)
x BT A 0 0 10.2) 10.2)

= EEPSHT 0 0 10(1.8) 0
15 @t 0 0 8(1.5) 10.2)
% XUF 0 0 7(1.3) 100.2)
g?t EfHm 0 0 5(0.9) 1(0.2)
5 BiaEE BisHim 0 0 3(0.5) 3(0.5)
TR 0 0 1(0.2) 1(0.2)
HmM+ —EEE 0 0 1(0.2) 1(0.2)

TEREEE I 0 0 1(0.2) 0
HISIRH M 0 0 1(0.2) 1(0.2)

L. 3(4.8) 0 13(2.4) 0
ﬁ;ggg’*v WEIC & B 0 0 102) 102)
FERE T ImAE 0 0 1(0.2) 1(0.2)

BRI ES FREAIMBS 14 233.2) 0 2(0.4) 0
< BEETHMm 0 0 3(0.5) 2(0.4)

TR REE i maliil 1(1.6) 0 1(0.2) 0
AP 0 0 1(0.2) 1(0.2)

N IMmER 23.2) 0 9(1.6) 0
st HT B 0 0 2(0.4) 102)

FREEFEAFHII 233.2) 0 0 0
HFERB KO FEHm 0 0 7(1.3) 1(0.2)
HEEE BrBE% 101.6) 0 4(0.7) 100.2)

IEIRSE. HISR SHm 1(1.6) 0 132.4) 0

BLUKREE | =m 1(1.6) 0 5(0.9) 0

EESLD SR 0 0 8(1.5) 0

RTERIFEE | g Fdim 1(1.6) 0 0 0

[MRE 0 0 7(1.3) 0

MEES HHm 1(1.6) 0 2(0.4) 0

* AR ERRBEZBDEVEETER (WINHDHABRTELI U— RORBTBEE M1 %L L. KfclFTU— R3/4ADFKIEHRO SNIcERZHE). NCI-

CTCAE ver.3.0 GradelZ &k 25H

FH. CORICIFZFINELD B187 10068 ERICHBWNTT L— RO FERE(EEHIN Fll. B187100755%

[CHENTT L — R5DRHIMAN FIFIR UTe.




D

BROBGBSDONDIENBDET,
RESRBANRUIRSHRIFERNICMEREZITV. BER BEEEOSVLWW N\—EPERET =

S—E)ZRAELTLEE L,

®’5A(E_EESE. BD. BN, ERESERERIEFERDOBMEERDORERISEFREL TS,
BER . U IN—EIENMDEIEDH D BB (CH U TIF BEICRS U T EEL,

33075 %

BER7ZRE SERIRFT R (IR, IREERR) HiERs 5N

Zaild. BEERXIR. BEK. CTXIEMRIFD

BEREEZITO>CLLIEEL),

WEBCIH U THRE, BEN (X5 %ZHhIE U, Bk, EENHREREEREEFICKDEEZERBLTLE

A AN

FIRIR
[#IFRAEDEKIER - EINSE D4B5K5% (B 18710485 5R) . /B 55 M ER (AVOO0 15i58)]
B1871048:8k AV0015i8&
=P MAF=T400mg RAF=T400mg
(MedDRA/J ver21.1IC n=60 n=268
S BRERAD MBS 2IL—R JU—K3/4 2JL—R SU—K3/4
n (%) n (%) n (%) n (%)

2EESER (L) (—THEmM) 16(26.7) 9(15.0) 37(13.8) 27(10.1)
BRPRIRET BYAGch )l 16(26.7) 9(15.0) 36(13.4) 26(9.7)

* FEICARBRZFDEVEEER (WINDOFE CRIFREN0.5%LL EDFERZE) . NCI-CTCAE ver.4.0 Gradelc K25

[2RaELIFORAER | EMSE 1/04858%(B1871007:88) . /8558 1 /14858 (B 187 1006515%)]

B1871007:(8 B1871006:{8
=zt RAFZ=T500mg RAFZ=T500mg
(MedDRA/J ver21.1IC n=63 n=546
BeriRARI S Eak 2IL—K JU—K3/4 £JL—K FL—K3/4
n (%) n (%) n (%) n (%)

2EEES (B U/ (—E#EMm) 17(27.0) 13(20.6) 48(8.8) 32(5.9)

fEER 1(1.6) 0 3(0.5) 2(0.4)
BEESs SRR 1(1.6) 1(1.6) 3(0.5) 3(0.5)

B MEEERN 1(1.6) 0 0 0
BRPRIRES U ) \—tHEin 15(23.8) 12(19.0) 42(7.7) 27(4.9)

* AEICARBRZEIDEVEEER (WIFNDOFER CHRIFREN0.5%LL EDFERZE) . NCI-CTCAE ver.3.0 Gradelc K 25T
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FLEER ET DR

) R EE R A R

BEEMEMEERD S SONDENHDHET,

FRAREERIC BV T AEMMARBHRERDIRESNTVLET,
BEARFEEZ 0 (C1TUL FEE XK. RSO ISCER LT EE L,
BB MAEEDEHEREDS D EEICH U T EEICIRS LT EEL,

Q0D

EEDRD SNIBZSENREXR IS ZR I U FREAREFOEFECHET LTI EE L,
IFIREEEFIEDIERIC Uich o CEEIIFLEZTT o TLIEE L,

2-

£

;J [V &

B RIRAR

A

;‘g [¥FEEEDERER | EASE D1H35% (B 187 10485 5%) . /BN 55 MABKER (AVOO0 155%) ]

it B1871048:Ek AV00 18R

" P MAF=T400mg RAF=T400mg

(MedDRA/J ver21.1IC n=60 n=268
FOERBIANMEEAT) £JL—R JL—K3/4 £JL—R JU—K3/4
n (%) n (%) n (%) n (%)

2EEER (BEMMESR) 0 0 1(0.4) 0
S2SEN o
S — fifi; 25 0 0 1(0.4) 0

* AFICARBRZEDEVEESER (TNTOERZ0HE) . NCI-CTCAE ver.4.0 GradelC K25

26

[2RaELIRORARER | EMSE 1/04858%(B1871007:88) . /B85 56 [ /148588 (B 187 1006515%)]

B1871007:8 B1871006:8
=2RE" MAF=T500mg MAF=T500mg
(MedDRA/J ver21.1(C n=63 n=546
FOBBBIANMEEAT) 2JL—R JL—R3/4 £JL—R JL—R3/4

n (%) n (%) n (%) n (%)
2EEER (BEMMES) 23.2) 0 112.0) 5(0.9)

T oY e 101.6) 0 0 0
PR 0 0 5(0.9) 3(0.5)
IEIRES. SR FRAEAE 0 0 4(0.7) 1(0.2)
BRUMBEE | mgm 0 0 2(0.4) 100.2)

7 UILF—ERamE 1(1.6) 0 0 0

* AFICARBRZEDEVEESER (TNTOERZHE) . NCI-CTCAE ver.3.0 GradelC K25




1 FEEES

BEfRe RRNTBREDR ™RSS OhNSZENHDFET,
BSHABINRURSHIIBREREZITOEEEDIREZ 0 ICHRR LT EEL,
BHEEEOBEREXIGURI T 7059—0DH5EE (BIZE. SIE. #ERRF. SREME. £E8
R. BEEEDEFDHEE. BEBUHDEEERZES TR TEZNDGHHHAREDEREFE) T
[FHFITFEULTLIEE L,

FEE (CrCL30~50mL/minld ) RUEE (CrCL30mL/minzKiaE) BHrEREE DG 5 FEE(CIE
BEICKRSULTLESTV.(1.4 RENUHE. RENMUHEICEET $EE P5. 3. Q&AS
P 38&08) CrCL: UPFZY - YUTPSVUR

Q0D

ARZTTITV.EEDRD SNZEF BEICIH U THREREN (g5 ZhIE LT EE 0,
E(CIH U CERBHE. REEE SMFOBYFLEZIT O TLIEE L,

FBIAR
[#FAEDEERER - EINSE 018505 (B 187 10485ER) . /B85 55 MAHEHER (AVOO0 1585%) ]
B1871048: 5k AV00 15tk
=gt RAFZT400mg RAFZ=T400mg
(MedDRA/J ver21.1IC n=60 n=268
S RDTERIADREERE 250—R GL—K3/4 25L—K SL—K3/4

n (%) n (%) n (%) n (%)

2EEER (BRES) 4(6.7) 0 19(7.1) 1(0.4)

BRERIREE M2 L7 F =V 101.7) 0 15(5.6) 0

25 L0 SMBREE 2(3.3) 0 200.7) 1(0.4)

RESEE BikaeEs 1(1.7) 0 200.7) 0

* AFERRERZBOLEVETER (WITNHDHEBETE I U — RORREEN 1%L L. FelFJ U— R3/4ADRBEHRD SN cEHZiLE). NCI-
CTCAE ver.4.0 GradelC Kk 2FHih

[2RaELIFORAER | EASE 1/04858%(B1871007:8R). /8556 1 /I485X8R(B 187 10065145%)]

B1871007: 8 B1871006:8
Lo MAF=T500mg RAF=T500mg
(MedDRA/J ver21.11C n=63 n=546
SDRERIADRCERE £IL—R JL—R3/4 £5L—R JU—R3/4
n (%) n (%) n (%) n (%)
2EEER (BBE) 10(15.9) 0 73(13.4) 16(2.9)
BRRIRE Mo L7 F =N 8(12.7) 0 50(9.2) 2(0.4)
BRE 0 0 15(Q.7) 5(0.9)
aEEE 0 0 9(1.6) 7(1.3)
BBKU BHHEEE 3(4.8) 0 6(1.1) 1(0.2)
RESEE 14 B e 0 0 3(0.5) 100.2)
REABRE 0 0 1(0.2) 1(0.2)
ERIEERE 0 0 1(0.2) 1(0.2)

* AR ERRBRZBDOHEVESZEER (WFNHOHBTEIT L — ROREBBEN 1%L L. FeldTU— R3/4ADFEBNRD S5NIcBRZ50E). NCI-
CTCAE ver.3.0 GradelZ & 25Hf
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FLEER ET DR

eGFRDZE(E

NFE BB OERARER

Modification of Diet in Renal Disease (MDRD) ;ZZRAWVWTS5A] (N"—A 54 V) B KUK SHIE
FDeGFRZEH UTER. 1551 5 DeGFROZE(LIFLITD@ED TUT,

[EAsE O #8515% (B 187 1048515%)]

HARS B5a1 84H 6718 1258 181H
e 59 53 46 42 20
Ti5eGFR* 83.0 78.8 783 70.7 71.1
5 BE5EIDSDE" N/A —4.5 -7.1 -14.5 -15.8
£
éfj [a5sE mAEEER (AVO00 15158)]
};!F HARS B5E 358 618 1258 1818
% e 267 247 234 216 89
% F19eGFR* 88.2 83.3 80.1 78.0 74.2
&% BS5HHSOE" N/A —5.1 -8.3 -10.8 -13.4

® B{IImU/4/1.73m” N/A  ZEE T

2 EELARE DR REER

CE5iss 1 /048:5%(B 18710065551
AERBIRE3 N AN S3FERICHIDIMEI U7 F VU ZRAE L. MDRDIEICKDeGFRZEH UICER. W
FNHDRIERCA5mL/3/1.73m*FKii (MDRDAT JU—3b [REE~BEETI LULL) TH o IREID

RHIFFRI(F24.4%T LT,
I BE5AIHD'SDeGFROZLIFUTDED TUT,

HARE B5H0 3nA 61H 1218 1818 2418 361H
Ll 569 429 372 290 231 210 185
Fi9eGFR™ 80.5 74.8 74.4 71.6 70.7 70.6 68.7
BERIHhS5DE" NA —5.29 =7.11 —7.55 —9.46 —8.54 —-10.92
* BIlEmL/4%/1.73m? NA - Z3EtET Qo145 ERFT—5)

28



() FhE 1 RATIRTERIAFAE . BRI RS ALIRERAEIR B SRALIE, 2

FRE MR IRIFERIARAE (Toxic Epidermal Necrolysis : TEN). FEHRERAEIREE (Stevens-
JohnsonfEl&EE : SJS). FHAIMBDIVEREBHGHSDOND T ENGHD FT . BFDKEZ T
HELTLIEEL,

33075 %

TEN.SJS.ZHALRDERH SNIIBEF RS ZHIE U CEYFLEZT> TLIEE L,
LEEUADKEERENRD SNIcZEIE. HEICIHU TARE., BENXIEIgSZHLE U CGEYIRILE
ZIT2TLIEE LY,

FERICH U CRIBRERIVEVRIIHAT VILF—RDI/RSZER LTI IEEL,

FIRINR

BEIRFTER. AR DEEDEEDNDTEN1H. SIS6HI. ZHALH 1 5B DEFFEANBESNTNET
(2023%3H3H).

2-
x
7
&l
fE
]
&
z
)
X
®

(¥ e OERAER | EMSE 048558 (B 187 104855%) BN S MR (AVO0O0 1558)]
TEN.SJS. SR I

B18710485Ek AV00 158k
E=HL* MAF=T400mg RAFZT400mg
(MedDRA/J ver21.1(Z n=60 n=268
S BDTERIADREERE 25U—K SL—K3/4 25L—K SL—R3/4
n (%) n (%) n (%) n (%)
LEEER (TEN / SIS /SHATH) 5(8.3) 2(3.3) 200.7) 0
SRR ER 2(3.3) 0 1(0.4) 0
EZJ%ZBCKU ﬁ@iﬁ%ﬂﬂtéﬁﬁﬁ 0 0 100.4) 0
RS ZH D EY RN
SRATHE 3(5.0) 2(3.3) 0 0
* A7 CREEHFERDEVEEER (TN TOERELH) . NCI-CTCAE ver.4.0 Gradell &2 ¥
®E
B1871048: 8k AVO00158%
EHL* MAF=T400mg RAF=T400mg
(MedDRA/J ver21.1IC n=60 n=268
FSREFANRMERLE) £UU—R JL—R3/4 £JU—R JL—K3/4
n (%) n (%) n (%) n (%)
LEEER (RP) 33(55.0) 3(5.0) 90(33.6) 4(1.5)
2> 16(26.7) 1(1.7) 53(19.8) 1(0.4)
BER EBIRRZE 8(13.3) 1(1.7) 14(5.2) 3(1.1)
HIBE 1(1.7) 101.7) 9(3.4) 0
HEBED SERRIER 4(6.7) 0 5(1.9) 0
RTERREE | misRZ IR 4(6.7) 0 0 0
Py 3(5.0) 0 4(1.5) 0
bR E 23.3) 0 4(1.5) 0
=== dr 2(3.3) 0 1(0.4) 0

* AEICARBRZEDEVEEER (WIFND DB CE I L — RORBEED 3%LL L. FfeldF U — R3/4DFIRAR N1 %L LDESRZ50H) . NCl-

CTCAE ver.4.0 GradelZ &2 FHih

29



2-
E
i
]
fE
A
E
z
(1))
5
&

30

FLEER ET DR

[2RaELIFORAER | EPSE 1/04858%(B1871007:58R). /85156 1 /14855 (B 187 1006545%)]

TEN.SJS.ZRHIHE
B1871007:Ek B1871006:8
=P RAF=T500mg MRAF=T500mg
(MedDRA/J ver21.1IC n=63 n=546
S RTERIADREERE 250—K GL—K3/4 25L—K SL—K3/4
n (%) n (%) n (%) n (%)
LEZER (TEN /SIS /SHAIH) 0 0 5(0.9) 1(0.2)
HEB LD TR 0 0 4(0.7) 0
RTMEREE | smamn 0 0 100.2) 100.2)
* A7 EREEHRERDEVEEER (TN TOSERELH). NCI-CTCAE ver.3.0 GradelZ &2 ¥
P
B1871007:8& B1871006:8
=gt RAFZ=T500mg RAFZ=T500mg
(MedDRA/J ver21.1IC n=63 n=546
SBRBERIADRBSE £IL—R JU—K3/4 2IL—R SU—K3/4
n (%) n (%) n (%) n (%)
LEEER (RP) 43(68.3) 7(11.7) 223(40.8) 38(7.0)
52 36(57.1) 7(11.1) 183(33.5) 34(6.2)
1B 3(4.8) 0 22(4.0) 0
BEHLD E 4(6.3) 0 14(2.6) 0
RTHEREE  Er 6(9.5) 0 100.2) 0
RBERZMRE 4(6.3) 0 1(0.2) 0
SRS 5(7.9) 0 0 0

* ARICARBREBDEVEEER (WITNDOHBE CTE I L — FORBREN 3% L. F/eld T U — R3/4DFITAEN 1%L LDESRZ50E) . NCI-

CTCAE ver.3.0 GradelZ &k 25Ff




TEBIFETT

FEIDSGEARTTE (. BRARERSN TSIS EME S NIER (2aBLE) DFBZ L FICRUE Y.

[BEER]

BIE : 601K, L. CML

BREAERE - (KEEIENN. J2HE. (FOR R & FERIE

BHIE - DVE. BEERE. S

HAR  PLOVEY. . JEUSE—IL.ORNRIYF I . IFVS A
CMLICKHT 2apaEs : —OF —J . dU9F=-J

LEFIEE] ="
Bt bS]
| #2) 4,

= i%?:%?%/\%&ggi?fﬁmm D5,

%5288 KARME (U L— R2) HIR UL, 1 E/B2E . KEENRIR,

#51088 FBEHHIR,

#5188 DL (AL FE (39°C) BRI,

(#&5hIEH) FEHBCYIt CARIDZSZHLE,

= Aﬁoﬁﬁﬁfé‘z‘cﬁégfl:&éﬁi’ziﬁ@%ﬂﬁi’z%ﬁ&)rco -

OERZEEV ERICBW T, [SIS| & 2B RBERIERER 7 X FIL T RZY OV 1gDRS5 =R,

hiIFSH% AFIVTL RZVOVHS T RZYOY (60mq) I[CEE. REDEH.

FRIFOR%E U RZYOVZ40mglTRE,

fik138% 7L RZYOY%E30mgliiFE.

fIE24H% SISBLUTHIZEE,

NER B
(BRARIRESE]

L) ®51188 ik Flk
2887 (#5hiEH) 28#% 238%

%8 (C) — 39 — _
ALT (JU/L) 15 — 95 20
AST (IU/L) 21 — 82 12
WBC (cells/mm?) 6,500 — 8,100 2,700
BUN (mg/dL) 17.5 — 52.4 15.0
Cr(mg/dL) 0.97 — 2.82 0.87
CRP (mg/dL) 0.30 — 10.20 <0.03

A1) CCTTRNT UITEG I FRERFTRICBITD|MED 1 DTH O SEFHE URBBZICEDDITTIEHDEEA.

E2) AEIDARES NCRENRUAEE LB, BAICIIRAFZTE L TTH1ES500mgZBERERS T D. 22U, MIFROEMHDIZMH S8R MRD

HElClF 1 EIRSEF400mgE T 2. 18E BEDREICKDEEEF T DN 1H1EI600mgE CEETES. | TT,

2-
x
7
]
fE
]
&
z
)
X
®
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FLEER ET DR

333075 %

) B R Ry

FEBRRIRIERED D SDNDENHDET,

RARSBRICOEV T BERRERBENHRSINTVET,
BE5HREFEEZ+D(CTV. MERERERENUE
ETURBE Y RIDBEVEEZ SNDBREICH U TIHEEICIRS L. BUE T (K. SREE
MIESERAIRSH) ZERB UL TS0,

HEEDRD SNBGRAREIDIRSZHIELTIZE0,
R, BRERIMESEAIRS. MRENE. EERCH U CEBYFNEZTD LB ERMEE
FAFTCREDODREZTFICHEUTLIIEEL,

BEFDIREEICERULTLZE L,

FRIRIKR
[¥IFEEDOEKRAER - EASE 04855 (B 18710485 5%) . /BN 55 MAEER (AVOO0 1585%) ]
B1871048: % AVOO0 158
=P MRAF=T400mg IRRAF=T400mg
(MedDRA/J ver21 .1_IC n=60 n=268
S RTERIADREERE 250—K GL—K3/4 250—K SL—K3/4
n (%) n (%) n (%) n (%)
2HEEER (BEIRERE) 1(1.7) 1(1.7) 100.4) 1(0.4)
REBKLU i,
ogesoain (SRR IR RS 101.7) 1(1.7) 1(0.4) 1(0.4)

* AR EARBRZEDEVETER(TNCDERZCE) . NCI-CTCAE ver.4.0 Gradell & DFHil

[2RaELIFORARER | EMSE 1/04858%(B1871007:88) . /8558 [ /4858 (B 187 10065145%)]

B18710078 B187100658
=gt RAFZ=T500mg RAFZ=T500mg
(MedDRA/J ver21.1IC n=63 n=546
SBRERAD MBS £IL—R JU—K3/4 £JL—R JU—K3/4
n (%) n (%) n (%) n (%)
2EEER (EEFIRER) 0 0 3(0.5) 2(0.9)
gggg” R 0 0 3(0.5) 2(0.4)

* AR EARBRZBDEVETER (T NCTDERZELHE) . NCI-CTCAE ver.3.0 Gradell &Ml




(D B I

33075 %

MEMEED D SONDTENHD X T IKGSHIEREZTICITO>TIEE,

KEDRDSNIIHE(F. I85ZHRILET D EEBIC MDRE (K. fiKiESE) & DfRE2H7Z K U
Je LT BYIFEZIT o T EE LY

FIRIKR
[IFEEBEDERARIER - ENSE D485K5%(B 187 104855%) . /BY155 MARKER (AVO0 15{5%)]
B18710485 5% AV0015E8R
=y P IRAF=T400mg RAF=T400mg
(MedDRA/J ver21 .1_(«: n=60 n=268
SBRERIATRERSE 2IL—K SU—K3/4 2IL—K SL—K3/4
n (%) n (%) n (%) n (%)

2HEER (S IELE) 0 0 1(0.4) 0

RN ENTEN P

B LR Fifii M FEAE 0 0 1(0.4) 0

* AR EARBRZEEDEVEETER(TNCDERZECE) . NCI-CTCAE ver.4.0 Gradell & 25Hil

[2RaELIFORAER | EASE 1/04858%(B1871007:88) . /8558 1 /14858 (B 187 1006515%)]

B1871007:Ek B1871006: 8k
=P MAF=T500mg MRAF=T500mg
(MedDRA/J ver21.1IC n=63 n=546
SBEERIADRCERE 2IL—K JL—R3/4 25— R JU—R3/4

n (%) n (%) n (%) n (%)
2EEER (MSMEE) 0 0 8(1.5) 2(0.4)
HEREEES 0 0 2(0.4) 1(0.2)

DEEE HREkR 0 0 1(0.2) 0

=RAEAERDAE 0 0 1(0.2) 0
pdy s EENTE Fiires [0 FEAE 0 0 4(0.7) 1(0.2)

BRURMREE | prspifi = mEiE 0 0 10.2) 0

* FEICRARBRZE[MOEVEEER (TNTOERZELH).NCI-CTCAE ver.3.0 Gradel KD FH
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Q&A

Lo XM 5 cHs R+ 9 0BE LT BET BT ERTEFTH ?

Al sB0n2MEBBUEZELT, EEK (JU— RE3LLE) BHERDEL . T MRSEHIRD
B EGENNEN D FECENNELNFH SNEVESE. [FERURRICEET 35
BRICULEN T 100mgFDT1H1E600MgE THREIT DI ENTEXT,

E1) ZU—RIENCI-CTCAE ver.4.0lCkd.

PFEDOEMHHCMLEEZRNRE UcBASE MEHER (AVOO1:HER) RUEASE I HE R
(B1871048:8%) Tld. MY a2UT7%Z181E400mgTRSEBEL. OTRIEaEIRDIES
NEWV 2531 BE CTICEEBSR (BCR-ABLT1"=10%. FIclEPh+=35%) Z:&EMW TS
W], OBERICT L — R3/ADBEEERDBHSNT. BECEIRUICTLU— R3/4ADBFEER
HIL—R12[CEELTVD.@ITNTDI L— R2OFFMRFNEEN T L— R U FICEE
LTW%%*2, O3IERZINTEICIHBEICHENT. TH1ES500mgB KU600mglcIEEq &R
ELFELREY,

F2) TU—RIMUTICEEER . JU— R2EXTEE LT L— R3/40FEMD S SEENFESNDDDIF. B, BO. EH. F2.
EfE. RS IURES CTIIEETDICE. TOMDBEEINTIU—RIUTFICEELTVWS ZENRHETI Fe. BEIC
TU— R3/ADBHUDFRIE U EICKDBEBLTVWDBEEIE. HE UCABICBNTILU— R3/4ADSHDBRDERD SNIED
e EMMBEDRHEEDET,

ftbdF O FF—PHEEF CEAMXEAMBOCMLBEZRRE UTCERSE 1 /T8
(B1871007#8) KU BN E 1 /I HEER (B187100655) Tk, R¥a2UTJZ1H1ME
500mgTRSHIKBL. THFEENIRIESNEVES IR58EBX CICMRFNTEER
(CHR) Z&R CTEFL FelF18 51 2:BB F TICHISERZNTEER (CCyR) ZER TER
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B0 12 BB BEE. Z0%E 1 2 BE). e BEOREICE U TMRRE (MREEES)
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MHEBEAMEDSERICIE. 1ERS23400mg &5, B, BEOREICLDBEBEBRY BH%
1H1E600mg £ THEETE S,
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