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EXNEAR ¢ 44F (5E15mg. $#30mg)
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Y37 F 5 15mg
7757 % 530mg
)75 7% 5:60mg

LIXIANA® TABLETS
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1. s Wi % BRRGY VR
1.1 FEORSC&WHEINFEL, EERBMOBS D-w=hk—. ®537 L
ClF. BEICEZBZNDHD. ARIOEHICH g 77 —fbryT7y, suase
feoTld, HIORRMEZEL. FEABRSOES L |[EEEAYEUREY, EREFCTOELLL
T [ f - | V72T T (BRI O—2, AFT7Y VBT
EES(CHIIT BT &, ABIICKBHMY RTEE
[ o - g $£30mg  |40.4mg YA, bFuxa— X, Bt
FEICSHE T = DISERFEI SN TLRW S, AF (R ot . -
e _ = NyELIFZY, VT, xr7ad—)b
BEhE, MEFEICETREBEOHFBST. H <30me) 6000, = —EB{kEE. %3 ILTrrt
MPRMSOYRETHCHERIZE, TNS50 & me R
BRDEH SNBBIE, B5ICEYBNEET Py Ty D
5Z&. [2.2. 2.4-2.6. 7.3, 7.6. 8.2. 8.3. 8.6. . S R Ay
8.7. i'g»‘ 9.1.1. 9.1.2. 9.2.1-9.2.3. 9.3.1. E S IS A ARy
9.3.2 2] N L V27 F (BRI =2, 277U VBT Y
1.2 Bt - BIRIVRREL ZD‘L\IQQHE*EE‘%U%&@{#}EH[LJ: $t60mg  |80.8mg A, BFOAu—R, BT
V. ZFREAIICIENED., SIBOEEBICK 2 ME (ZRFHNLELF Y. ¥ LY. w7 aT—)
HHE5DNZBZTNLHD. HETBHESCIFHE T60mg) 6000, =Lk, HLF
REEDOMERVERICOVTTHEEL. BEHR woNT Y
HOENEBSICIFESICEBYBRUEEITS &, 3.2 BRI
[7.7 B8] e
” z #5
: — — BRE | AR | B | kxx | ES \x |
3(\ Bez<
2.1 AFIOBSIK LBBIEOBHERED 5 5 B yyopa| A DSC
2.2 HiIfl LTV 5 8B CEEMN I, HIEREHI fho sismg |~ 21| HBE @ Q = 471
EEREICBT B HME) (M2 BHET 55205 v 7t 63(EE)| §36 | §105
H5.1[1.1 B8] VBN
2.3 SR DA A O B R 1 > Mt Voo ramr| @ = |psc
BIERERT2BZNIH5.] $830mg | > |7 472
GEREEMDEMEIERS(C BT 3 EMMEMEPR S (E8A)
SMEESFEOFRAEE, SIRIMARERE CREPEEIRIMIE RRZA |
ER UML) DABR VBRI S AL DSC
24 BRE(Z L7 F =22 )7 5> A15mL/mink i) stoomg | 275 |BE 475
DHHEE[], 9.2.2 BHE] (BFIF -
2.5 WIMEH 2S5 FFEBROEZ([1.1, 9.3.2 B3] ERA)
(TFEEENRIFITETEEC ST 2 EEIRMEELED
LR ' N ? 4, ThEEN IFFHR
26EEDERERE (VL TFVIUTITY R @) 3Efﬂ§ﬁ‘lﬁlﬁ\%?ﬁﬂ]§ﬂf§%12Blj‘éﬁﬂﬂ‘?ﬂ‘ﬁi$¢&0‘é%
30mL/minki) O b % H#&[1.1. 9.2.3 BHE] AR AE O SRR . ~
O B3IRIMIEZEARAE CREPERIRINAEAE N O i ML FT|ARAE) DB
3. 4R - MR BN O BRI
3.1 18K O TEED TEEENEIFMHETEEICH T ZEIRIMEER
. 1|\ Ry 9] I
e A el ————
Dowv—tF—N. BH7 L REFIENEBERT. AXEENEBERT. =] AT
18EH 77 —btFr S, zuzxARE
IRFYNIPIILIRY, ERaF ol
VY7 |\ WEEKFIY H—ZA, ATT7 VYV TXY
$£15mg  [20.2mg v, bFaxa—2, BT
(ZRFHNVELIZ Y, FLY, 70T — )L
<15mg) 6000, EE=—@{L. HILF
v Nary

REHEE -1-



5. 3IEEX I FIRICEET 5iFER E S BEE
(GhgELE) F Y URBREKNY. X7 AT 55EAICIE. AFI30mg
5.1 &%) SNINVERE, TV 20w/ | ZIHIERORST 22,
RS $€15mg | $E30mg | $E60mg Y. YRR Y
FEFRIERE MR D M B B 1T BT B TIARUYA T, 7T) ANGE OB RE L R E+

B MR R R 2 B R ERRED OF)- 22| O O
FEREI ]

R A ZEARRE (VR R % IR I A2 AE
KOl AR AR EE) DI K OH| O O O
FEAH]
THEEABFRETERZICS T
5 B AR AR ZEARE O FEREA ]
O:2EEHD. — : WhEA L

D ER R UBEOREICS UEET 3 (7.3 2]
EAHIDBTILT 7 ) 2 ADE DB KE[8.5.4 BIH]

(ERIRIMAR ZASAE (REBERARMMASIE N U MASZEARTE) DG
ROBFANH)
52 Y3y 7R RIMENEET 2 &5 R IMITERPALE S
R S A VA A O (3 P IR R PR A AV R R B T
. AR MTBRLERICHRET S L. BUWERD
TEMIIHELL TV,
5.3 RANIBEIANOHEY) 2 0 ERGE (A ) VR 5E) ik
ENBIRET S &, [8.5.1-85.3, 17.1.3 2]

6. RERUHASE
GERRESDEMEERE CHIT D EMEMEIR S5
EIRREDFEIN
BE. RAICIE, TRFHNELTUTORHE.21IHLME
REORG9 %,

fAE60kgEL T  30mg
AE60kgH : 60mg 4B, BHEE. HAFICSCTLIH
1[E30mgIc iHET 2.
it\&muxﬁﬁ%m%ﬁmﬁﬁﬁmxﬁﬁxﬁﬁwﬁﬁ
WS CTIHLESmgIcHETE 5,
(BpiRIMALZESIE CREPERARMAAE N O R MMAR ZRARSE) DIEE
ROBFH)
BE. RAIZIE, T FRFYNVELTCUTORAEZ1IHLME
ROHRET %,
{A=E60kgEL R : 30mg
{AE60kgH 1 60mg B, BMAEE. JHAEEICIEUTLH
1EI30mgIciEEd 2.
(PEEENBF il TERE (CH T 3 EIRMISESE DRI
Hl)
BHE. BAICIE. TR ELT30mgz 1 H 1RO
535,

7. BERUHZICEET 33
GERBRAEMDEREIEE ICH T D EMMERZEI R U5 S
ERREDREAEIF], ERIRIMAEFIDAE CRERERIR MAREE R O'f
MALZRAIE) DB OB FINH])

7.1 BHREBREOHS2BETIE. BEEIISCTROLI I
B5952&, [9.2.1, 16.6.2, 16.6.3, 17.1.1, 17.1.3
]

ILTF= I UT TR
(CLcr)f# (mL/min)

30=CLcr=50

O O -

5
30mg#z1H1EROKST 2
Z&,

BN T2 L T
W WD T, REIBEGOES
ZEEICHMT S L, BE
T 55E1330mg# 1 H 1 ERE
059229,

1) [IEFIAENE OB A E) B35 12 345\ 2 R LA R 2 R OV 4 B Aok ZEARE O FEAE I |

DHFEIIE, Fig, BEORBIIE U Tlo5mg LHIENIHET 52 &2 ZET
5T &, [7.3 5]

7.2 PREEAMEERZET 2EA 2 AT 255101, HH
BB LCTRO LS ILHET B &, [10.2, 16.7.2-
16.7.7. 17.1.1. 17.1.3 ZH]

15=CLcr<30

avA Y. AT aFV—

W, ILVFT7EL, T3IHY

o ViEBE. HIV a7 7 —

FICER L. KAl EOHAD
BY)EHE SN2 EBFICDOH
HRTZZ L. AT ZEE

YHHEH () b FEILE)E iy AAH30mg#z 1 H1E#E
A®E5d2ZLE2EETLHT

Eo

GERBEMDEMSEZICBIT D EMMERZEDRUEE S
ERRTEDFAENE)

7.3 Eﬁ%@%%‘(soﬁuk% HZET5)T, UFowdnd
M- 9iGa. MR LOAREEHMY X7 2EE L TR
FEOBESZEEICHE L. B579 255 10 IEAKH
15mgx 1HIERORE TSI EE2FRTHT &, [1.1.
5.1, 7.1. 9.1.1. 9.1.2, 9.8.2. 10.2. 17.1.2 &]
QRO HMEZERK%Z 1D EET 5,

- BHEAN. RA. HLESEERE TCOHIMORE
- {K{REE (45kgbLR)
s L T7F= Y7 I A15mL/minkl E30mL/
minAiif
- AT UA FEEREREAOFEA
- i/ MRA O
@ A&F O # HE Xt oREOFEER O &AZHE T
HBIMY R T D085 TE,
(FEEBENRIFEMETESE CH (T 2 ERIRIMIR IR D FAE
D

74 7V 7F=>7 75> A30mL/minkl_E50mL/min#
MOBETIE. Hrx0BEOBRIRMBRERERHEY X7
R OHIMY) 227 27 L7z LT, 15mg 1HI1ENCHED
B ERERTAHIE, [9.2.1. 16.6.2 2IR]

7.5 PEEHMEEEH2E T 2EF 2 0HT 255 I2E. BH
15mg IHIENCHET 22 &2 BRI S L. [10.2,
16.7.2-16.7.7 28]

7.6 AR OFEEGIE. Firl 28MZEE L. FMialEH»
SOHBIMA VW EZEERLTHIHITH T &, [1.1 ]

7.7 RAIOREES1X, BEN D T — T VikED 5 WIdEHE
ZHD 5D EH2ME AR LTALITHI T E, Fion
MEEESDEIC NS OREZITIHEICIE. JillEE
PO 12BN Lo+ a2 2T, DOy PELTWL
BREOFEDL 7L & 2BM ERTICERT 52 &,
[1.2 28]

8. EERERIEE
GheEHE)

8.1 7u b o b U — EBIZEHE L (PT-INR) G LE S
ra v ARTSAF VBB (APTT)Z 08 O BERERE
3. AAOE TS ) T HIE—EEI RS VD
T, BFRERZ BT S &,

82 HIMZEDRERAZE LA EFRHLHDT, BDEIIGUT
ME(NEZTE Ul O/ K OE MRS O
MRMELZEMIT A ENPEE LW, [1.1, 11.1.1.
11.1.5 ]

83 BFICX. B, FRHEIm. SAMIM., mER. Wi,
HIMEOCmMES, BELAEMDOBIESRD 5 NGE
EICEET AL HEET S, [1.1 2E]

8.4 BEDHIMICARDIRAZRIET A2 LDV E S+
ZREREEE2T S L, RAZSNGEIX. —EI220[
SERAET., E5ICAFZIESRAL. ROBHEEZT
128D B2 1F 5 &5, BEICRET B2 &,

8.5 AH| L DFLEEF & DYV EEZ ORRIZ. IROFIFICH
= R R

851N T7 7V Yo ARANIVEZ AGHEIE. TILT 7

Vo5 E2dIEU%, PT-INRS, k& E gEME
ZEEL. IBEBOTRBUTRICE /22 & 2R L
%, A RIERCP IR 0BRSS ZHBT A &, [5.3
]




8.5.2 RAEAIN) U S ARFIANTI D& X BG4, ki
w4+ | EEBICARI RS 2B T 52 &, [5.3
18]

8.5.3 MDHBREHI (T ILT 7V ¥ RKRDTEAINY > B
P ORFINT D EZ BIHEE. REIOBSHFES N
LD S ARBR OB E 2B T 5 Lo BRERAICY
N—OFINRXRBT7EFI N 23HMEES. AFH
HMEREICYEL &0 7u ba v VR (PT).
APTTXIIHFXaliEE~DFE X, ARIRKERSIHE
LRIBETH 7=, FAEIC. YEH T UhSAHIC
Y2 ZEEDAPTTIZ, Y5 bT v REHRES3H
HEREETH >, [5.3 BHE]

854 KFI NS TIINLT 7 I VEZAEEIT. HLEEE
AR s NS X R L. PT-INRDBEERO FIR %
B25ETIE. AHIB3OMgZHRELTVWEHEETI
15mg 1HIEET V7 79 ¥, 60mgzHELTWD
BFTII30mg 1HLIEETILT 7 Z2HAKS5T 5
&, BLLIF, REOFEGHKTH. PT-INRIIAEK
DOFRB2BLIBETIE. L7 7Y EIERONERE
B~ V&) 2HARET A&, 8. KAlOH
5 THR24R 289 5 Tld. PT-INRIZ 7L
77U Y OHEEERZERICKBRLZWZH, PT-
INRIAFOREZEGEERICHET 2LEDFDH 5,
[5.1. 17.1.1. 17.1.3 ]

855 AKH»STILT 7 UM OMOFEEFNICT DX
A1, ARloKS2diEL. REIOAFHREDSTF
ESNHREICHBERIO®RS 2HGT 5 2 &,

8.6 AH|OHLEGHIZFEM P RBIAE Z1THHH. AHOH
%24 RN BB L2 BIITS SENEE L, F1iff
PEBEBHNUBORIBEZESESZENTE VG,
2L 27 25l 5 2 &, ARIOKREEMIZ,
FHPBEENAEBR. BEOBEKREICEED Z < i
WEVWIEZHBERLTHL S, A RESPIZITS 2 &,
B, BEIIE U TREBIERE(ANSN) VE)DERZEE
THIE, [1.1 2]

8.7 AHHB S BE TAEMEE I H M ik 1k i R #
MOFEBERICAFOFREEHOFM 2L E LT 256
I2ix. FRIRlITH A7 VTR Ry b TULT7 7 GEBETHE
BX)DBTFHRXZHISIBU, [2. 227, HEEROH
EICHET AERI[8. EEAEANER]I. HEOER
AHTH5EFICETSERINL BIERIE0HR Lo
BORLBEZMERET S &, [1.1 2]

(FREEEANRFMETEEICH (T 3 EEIRIMEERAEDFAE

D

8.8 HAIE LT, MO ARHRICR-> THEAT S &,

8.9 AAIOHEHRIC OV TIX. BEME % OB MAR ERRE
BROHIMOY A7 #EZRB L TRETRETHY ., BRI
BRERED) A7ETRICEREMFERS LN &,
nH. ENERRERICB VT, FTHEEBEABFRETE
FHEMNREUTISHEM RS L BE0EMERUR
LB IR TLRL, [1.1 3]

9. WBEDERZEIIEEICEHTIER

9.1 GHIE - BHEREEDH 2 FE

9.1.1 HImg 2 oJgeE sV ES
HmfgEm . EREXFBEREOHMERE, 2> H
O—LTERWEEDSIMEE. HILEBEEXIZZD
BEfE. HLERmMoEE, BBEMERER. BR%E
PERRRE . EEE I F OB, I, EEA M
BNIMEHECROFMBEHORVWEZEE CIIHM%E
BB BENNH S, [1.1. 7.3 2]

9.1.2 BFEDEE
HIMOEHEEIEKRT 2BZNNFH 5. KREAOKgAKHE
DEEFIC60mgXiE30mg 1H 1 E#E 5 THEMME R UR
EWEEEE LBERRBIEEBL AL, [1.1.
7.3 2]

9.2 BikeEEEERE

GhgehE)
9.2.1 RANZBEz T LCHRtts s 0T, MHBEN LA

L. HinofaEEsERT 280N PH 5. [1.1. 7.1,

7.4 ]

—_3—

GERBRES DEAESEE(CH(T I EMENEDIRUEE
S EDFAENNS], ERIRIMISEARE CRIPESARIMASTE A
UFhIMALZRALAE) a8 & OB RIS

922 AL (I UL F7F=ZrIUFSVA15mL/minkiE) O
HBEE
BELZWIE, "2 T 4 v b2 EEZHMOY Y
WELZ2BENDH 5. BRABETIIRASN TN S,
[1.1. 2.4 1]

(FREEBEABFMETESICHD (T IR ERIED R
SEHNE)

023 SEDBKERE (VL 7Z7FZIJUPS5A30mL/
minkii) D 3 HE
BE LW &, BIRMARERERENHZERZ EE
BHIMOY) A7 BELBBENDH 5. BRREBHETIZ
BALEhTWws, [1.1. 2.6 2]

9.3 FHeEEEEE

(GhgeLE)

9.3.1 BEDHHEEEEDSH 5 EE
BEEFOEEPKTFTLTVSEZEAHD, HIDOFRE
SR T 2BENAH 5, [1.1 BHE]

GERBEEMDBHEEE CH(F R EMENEDIRUES
RS AEDFAENNF], ERIRINIEFARAE CREPESAR IMASAE Az
UM ZRASAE) DB N OBFINE)

9.3.2 EMEEZH SHEREDERSE
BELEWZ &, HMOBHREISERT E2BZNMLDH
%, [1.1. 2.5 ]

9.5 1113

R SUIER LT WA AR O H A iciX. mELO
AN GEREEZ L2 EHSNHBHICOAZRET
5L, BMER(SY N THREANOBITVRESNT
Wb,

9.6 RAR
WELOERERVCBIAREOEREEZER L. RALD
eIk 2 ETT A 2 &,
BMER(Sy M) THATHRICBIT TSI ERESNT
W3,

9.7 INR
NREENRE U BRRERIEER L Thil,

9.8 S
(RhgELE)

9.8.1 BEDREZBR LAV oEHEIKRSE TS L, —f&

ICAETEEENE RN L TWA I EAZ 0,
GERBESDERESEE(CHBF D EMEMNZEDIR UL
THEEADIE D FEAEHNHID

0.8.2 Ei (8O EZHZ LT %) THILY X7 FEWiGE
I, REICRCTHREBZEERIT S5 &, HIMOMERK
UDERTEBENTH 5. (7.3 2]

10. tHE{ER
AHENIPHEERORE TH S,
10.2 HEAFE (HBISEFRET D L)
AR E FERGER - fHEAE | BT - fGRRET

PrEEE | IS O & O M E I mAE
ANYYF MY TICKY, HilofERE A EE®RT 52
Ly TLT7 7Y UV EERSELIZBEANENEZ Z SN
HYVITL, T F Db, %o

AR IV Sl ) Ry
Ly T2V
XTAF NI T L,
YEHNT I T
FTVI—-—MRAXEF
VAR v EBIES

[16.7.10 =]

i ggcevad =il
TaFF—+,
t-PABIH| %




A2 F

ERARAER - BT

WP - falRE T

7N AR 9% 6 10 61 4 P
HT HEH|
FAEY v, V¥
VYE—), F7
vy UEBIE.
7av K7 UIVE
i

[7.3. 16.7.9 2#]

Zh s DOER E DA
I2& D, i fEREE
PERIELZIBENN
Hd. FFHIZONVT
. AR LOAEREE
falatt = &R L CEE
ICHIMiS 52 &, il
NR AN 2] & O ff F I
[ N 0111 R B 7t =
AT HBENDSH
5720, AKFEDOHH
ICOWTIFESICHEE
ICRRET L. BB LOAE
DA% LE S
LTI NZBED
PPNy (WSYOF 5= IR
HdsZ &,

FEZATOA RHEHER

SEEA
vrvuzJzrrF
NI A, ST
F s

[7.3 ]

(GhEEHE)

Zh e DR LD
&0, Hiofs st
PHERIEEZBENN
H5
CGEREREM O EME
BECHIF B EIMIMER
ERN U B EERAE
DFIEINF], FRIRINIE
ERRE CFREPE2EARIM A2
fiE K OF B M 42 ZRA2E)
BB U BRI
I B DR EARF O
PRI OV TIE, 8%
LoBERM &Gz
EE LU CEEICHNT
HT &,

HEICH LR
HZz#EMI 22
EFEZORN
%)o

avxA . 77
yzua~vxA U,
A hZaFrvy—,
INFTEL, T
Iy u UERE.
HIVZusy7—+¥
FHER (U b FEL
%)%

[7.2. 7.5, 16.7.2-
16.7.7 18]

BRWtO b= B IS0 &

B D 3A A BHEFA] I2& D BN &R

tar=r - LT | RERSELZBZEAD

FLFU CEERDA DS,

HFHEF]
PHEOEEFHAZ2E AfloMtiEE s LR PHEEAQ 2 HE
ERAE 3l S, HmofEkEE|3 % 2 &1 &
FoYURBEKBERESEEBEANDH D, KEIDNA
M. X583 0|5, FTT7RA LY
HEEE, =Y 20 T4 & LERIHE
~A4 T, ¥ru EEZ LN
ARy, TYA 5,

11. 8RR

ROEWERNHE5DONDEZENHZDT, BEETIIITV,
REDPRD 5NTBEIC 3 HREG2hET 5% SHEY) L NE Z

o2&,
1.1 EXEER
11.1.1 Lo

HALE M (1.3%) . BHEAIHIM(0.3%) . HRPYHI I
(0.2%) AMGHII (0.19%ARM)  FRALREH M (SAREANER)
FOERLHEMAH 52 MBROBEICELD I &
BHY, RCKE->REFALHESN TS, KK
ISR & 72 2 I IZHIMOBEEN A 5N HEITE
BEEHIET S, [8.2 BH]

*11.1.2 2 BES (FEARKH)
BOMBEROBRSRICAEBRESDSDNSZ &
Bhd. FORBEEKRSZROSEBEREEDORICIX,
MRZERDHH O, BEMRICE Y RMENICHFIMERM
H2ZHEROLLOPHMESNTNBS 2,

11.1.3 FHEEEREE BEERH) . &8 (GEERH)
AST. ALTO LRE %45 FFERE, BENH 6D
NBZENH 5,

11.1.4 BEEMERS GEERH)
myzg. ffalmzeE>5abd 5. k. S, i
WEE, HE, MEOREENRDOSNIZHEICIE.
R PITHEXAE, WECT, MiE~—7—%okE%
Eiid s &, BMEEMERESSEDLONIZIBEICIIEKRES
ZHkL, BIBEEKRILVE VEIOBRS%SOEY) 2 0E

2152 &,
#%11.1.5 MM/ RIEAME (SEEEARHH)
(8.2 ]
11.2 ZDftDBEIER
1 ~ 10%A3i 1 %A it $HEANBH
k3 21l M/ MEESED . 5F
EEERIE 2
HnfErs (B, mERR | BEEs. BN
FRIMPEES) . B |IMiE
THI,
AIEH I
JiT FFHSRE R v-GTP L&,
ALTER. UL
vy bH, ASTE
. ALP E&.
LDH L&
R YESE FEIMED W
ke il D, R
WREIE B, O JIIRERET =N
ERE
Z DAt . R LA
FYZYEY RE
. FEEL
13. BEiES
13.1 fER
AEZBERE L-BE, HOEOSHELZFISEIT
BENDDH B,
13.2 &

ARANZMBBNTIC K DBRES I WY FERICE U T,
SV LRI 0L B (R B AR I BRI L 5B RS T 5
) DY) LGOI Z A9 5 &

14. A LDER

14.1 FRIZAHFOER
PTPREDEANIIPTPY — b A SED H L TIRAT 5 &
SEETZHI L, PTPY— FOBKICE D BELHIAE
HEEREARIA L, BICRZEAEB U THRAAS
DEHELAEEZHAT I LN DS,

15. ZDMDFE

15.1 BRFRERICE D BEHR
WBHMCBVWTEBSN3FEON—-T AT Fa7r5
VM BALIFYEUHUE L2V I TuT A U]
FE) DWW N A BT, MRECBESH 55 » ik
BHAMERBEERE 2R E U7 B AR O R E %
(UN—aFHN)ETLT 7Y Y OEEHEEALR
BRICBWT, MBREREA XY NOBEHEDS, L7 7Y
VBT SN oIzt L, Y N—aFY
INVEETIISFIFR7HNCED bz EDMEDH 5,



16. EYENRE
16.1 MEE
16.1.1 BORS
R A B IC T R F9 32 30mg % 228 I B AR % 5
U7z & EOIMEREERERS R O BFE/S T X —F XKD
EBOTHoTz, Ty BRICEE L& ECmaxid13%
ERUZH. AUCICEZB RO 5Nk -725,

I RN BERE O SR o MR R B HERS (22 1)

(mean+SD. n=34)

(ng/mL)
300 A
250
1fi
§§ 200
i
150
i
JE 100
50 A
0<
0 2 4 6 8 12 24
WE (1)
BRSO T R 5930 OWMBIAL S A — & (Z21EH)
Cmax Tmax?® ti2 AUCo-24n
BSR 0 emy| ) (h) | (ng-h/mL)
218.9 1.0 49 1,187.0
30mg 1341 (3471) |(05~3.0) (19.2) (21.7)

RAFEME GRIIC V%)« a @ s fE (B IME~ R fE) « 172038585 240 % T
WEET — 710 85<

[BRERLA39BIIC T 1 43> 30~ 150mg™ % BERE %5
L7z & &, CmaxRUCAUCIERREGEICHAI L T EA Lz,
BE#72HME TOMPEREE T —71cE D t121k10~
14 TH - 7 (SEAT—%),
16.1.2 KiE#kS
TR A BRI T K93 120mg) % 8 H R E#Z
BE L&, EEERTD SN LD o729,
16.2 IRIY
R A3SHIC T KFH /N> 60mg% RS U - Bt
BINATTRATEY T 12 1361.8%TH o7 (HEAT—%),
16.3 B0
16.3.1 EBREEGXR
FRBERA B HELSHIC T K+ 4 /3> 90mg & 1°120mg) % B
EREORE Lz & &, 852, 6 RO128R% Dex vivolfl
HEHKEARIZA0.0~58.9%TH->7- SAEAT—%),
16.3.2 DtEE&E
TR A B 356112 T K 93> 30mg % B EE IR N %5
LizE &, REODHAERZI0TLTH > = (HEAT—%).
16.4 X8
IRFHNVEANRFIIRAT T =P K BIMAKDE
A KU CYP3A4IC L 2R # =T, CYP3A4IC KA REIZ
BEEBD10% R TH > 7= SAEAT—%),
16.5 HEtt
R ABEISHIC T RF 43> 30mg % BEEIRNES L
&, 2579075 AF21.8L/hTHOH. ZDOH50%
(10.7L/N) B2 VTSV ATH > 7=, BERASBHE6HICT
RFHNr60mge BEFREOREG Licv ANT > ARERICH
WT, #5%168KME TICHEG SNIZMERED35.4% % O
62.2%M, FTNEZNRPJZUTEBAPEES N, ORI (F
NEN23.8%. 49.1%) I EZT RFHY NV TH o7z, MEEFICDH
FIZRFPNVELTHEELEABEAT—%),
16.6 HEDERZEITIEE
16.6.1 SthE
fEFEEBBEEAFIC T FEH /N2 90mg® 2 1 H 1EISHEK
EROBES L&, BERABREEEHBELAUCLIE
3B3%EEER LI (HEAT—%),
16.6.2 BikieEZSEE
BHREEE B E 2401 T REY NV 15mg 2 AR O# 5
Lizk&, JL7F=>271) 75> A(CLer) DERIZHEN
t12DBEIE E AUChini® ERDBRD SN (HEAT—4),
[7.1. 7.4 3]

_5_

ERERERE ICISmg e BEREOKREG L & 2 OEYHEIS
A

EHEREREEFEE (CLer @ mL/min)
)NF A—% | CLcr> |802CLcr250 |50>CLcr=30(30> CLer A
80 (%) (FEE) | (F%)
Cmax 81.2 104 108 87.4 91.7
(ng/mL) | (31.7) (46.7) (38.5) (34.1) | (57.0)
Caan 2.34 3.44 5.90 6.88 8.24
(ng/mL) | (28.1) (62.5) (38.4) (36.2) | (53.9)
AUCo.inf 443 620 794 835 963
(ng - h/mL) | (22.3) (24.5) (25.6) (25.1) | (42.5)
t1/2?) 8.60 8.15 9.44 16.9 12.2
(h) (3.83) (2.82) (2.12) (10.4) | (5.29)
CL/F 564 403 315 299 260
(mL/min) | (22.3) (24.5) (25.6) (25.1) | (42.5)
CLr 197 121 67.4> 32.5 _
(mL/min) | (16.5) (37.8) (37.8) (49.3)

TP (KFICV%) . n=8
a : Hili*F9fE(SD) b : n=7

16.6.3 EEBiEREEERE
BEBRKEERE (15mL/min=CLcr<30mL/min) 2459 %
e AR DEME) B E TOEERETHOAUCE Cmaxid,
B BB IR )T B B ERE E (50mL/min<CLcr) 269
BIEARER OFE M BEICRI CHEZREG LI L& Lt
NTC, Zhzh2UE, LeffefEshi?, [7.1 B3]
16.6.4 FTt&REEEEE
BEROPEEOFEEREEREZLIONICT FFH N
15mg# BERFOHKSG Uz & &, BEERA & sk LSy g
BICKELRZREIRD NG P> HEAT—%),
16.7 EYHEEEH
IRFHNVIIEKABRCTEESNSMPEHRECEE
FOYPATHZMED 2V IEHEY L AN T RFHNAY
IPHEHORE TH S I EWRB SNz, (in vitroikhi
F—%)
16.7.1 IdFv v
PI3% 3 (0.25mg/H) &L FFHYN 2 (60mg/H) %=
Lic& &, VIF VU RUT RFHN Y OEYEEADR
BEIDOTIPTHo - (HEAT—%),
16.7.2 7 v3dFV—=)b
sk aF Y=L (400mg/H. EOH - BHKRER) &I
FHNVOOmMgEMALL-EE, T FFY N DCmaxk
CAUCH., &BIC19BICERLEAEBAT—%7). [7.2,
7.5, 10.2 /]
16.7.3 ¥=Jv
F=(300mgXx3/H) &L RFH/)N60mgzEHH L7
L& I RFHNYDOCmaxKkVAUCIE. #NZ 11965,
L8fEIc ER LIz(MMBEAT—%). [7.2. 7.5, 10.2 2]
16.7.4 RS)N=Z)L
~F830(240mg/H) & T K+ 32 60mg% HH L7
L& IRFRFINOCmaxKkTAUCIE. &BIT1.5fFI1C
ERLZGHEAT—4). [7.2. 7.5, 10.2 2]
16.7.5 TUROXAY Y
TYRATTA Y (500mgx4/H) &L KFH3260mg#E
FHLZEE. T FRFHNYOCmaxkUAUCKEK. #he
N176 LB LR LE-(MMEAT—%), [7.2, 7.5,
10.2 ]
16.7.6 ¥ J0ORXRUY
7 uAKRY »(500mg/H) & FFHN60mg% ffH
L7iz&E, T RFHPNOCmaxkUAUCIE. &HI21.7
e kR L(HEAT—4), [7.2. 7.5, 10.2 Z&]
16.7.7 7=#5'0>
7 3IA44 12 (400mg/H) &L RFH/)N>60mg% A L
L&, T RFHINVOCmaxKkFTAUCIEH. #hZEhl.7
& LABIC ER L-(MBAT—%). [7.2. 7.5, 10.2 &
H]
1678 UT7EYY
Y77 ¥y (600mg/H) &L RFH 32 60mg % HH
L7z &, TRFHNVOAUCIEHIBA%BIE R LA, PT
KUAPTTICIZHESRD 6N G P>z (SHEAT—%).
16.7.9 7AEU Y
72K ¥ (100mg/H& 5\ 12325mg/H) & T RF 43
vo0mgz P L7z & &, BRI G IC H AT HI MR A5
1.3~ 1.6fSICIER L7z SHEAT —%). [10.2 2]



1) A O KRR IE15mg GERR UMY 271205 U CREARELEE). 30mg
(hFE60kg A FOBH ., IFBMHAE. HARIUSL THBSBRELBSE), KU
60mgTH %,

‘ ‘ E2)mITT (A5EEE DL EARSE U7 ) . AR SR+ AR 2 R & L7 i

G O24B5Z I RFY N 260mg 1 H 1 E#E: 512810 H3)ITT (&4EE) . BIELEITHY 5 RACSKEH F TORMZ R E L2

Bzl &, TRFYNVERE]RREZICPT-INRIZESH E4) RAMERITH ST, SR SRR+ 3H R 2 /R & U7 b

ST ) N 5. L p s ) a1 IEBHEOHARFUEIIN Y — FH1382 8% L.

0;2;,'; Ei:f?%%); (61353) i E{E’it;ﬁ " i‘,‘ ﬁggéﬂg b : 97.5%(FHX M (R & OILHRILD 70 O S EILTL)

& AL & <o N = C 1 95%IE X

FNEHEER RO NP> (HAEAT—%), d: EBGEHEODAEE, FEBGEEORAE S, FFEGEE O 2 B EIERIE, DIIEREYIE

[10.2 HR] HIMIC K ZFEEOHEETY KA >k

e 1 99%(EHIXR

FRERAE TR, PT-INRA 2.0 ETRETAHETIILT 7V
v EAKIBOME (AHIZHE L TWHEETIX15mg) 1H1
EZHALTT RFONVEHBEPSTILT 7)) A
DEZE, Y0 B D 5308 BOMER e g tEER
JEOFIRRIZ, JLT 7)) VEBEREETH -7, [8.5.4
28]

BIERARBEHEEIT. TFNFINCEHERT28.9%

16.7.10 JILT77U2VF MUDL
TL7 7))y UYL (ERRER) 2 REZOHRS L
PT-INR#?°2.0~3.0&7% 2 &S ICH%%K, JLT7 7Y Vi

) AR OA&RFRIZ15mg, 30mgKk'60mgTH 5.

17. BRERANAE
17.1 BMERUZEECET 558
GEREELDEMEIEE ST 3 RMIEMNER R US4 E
AAEDFEAEHNH)
17.1.1 EFRHERS MEEER

A% &GCEBLASIE-SERRBICBL T, DEM
B (A RG], 10561, %42t Rm21,026H)1c,
T REHNL30mg (EFAREE, BRI 2T BET
115mg) XI360mg (A REE, WMEHEED 23577 BET
330mg). b LLKRIMNBEELZTLT7 ) U F MY T LA

(2,024/7,01261) T > 7z, EEEMIF. BHIN6.2%
(434/7,01261) . IMFR3.5%(247/7,01245]) TH > 7=,
HANER (G EaHE 101061, K2tEaHEi1,01061) Tix
ROBAEPF SN B - Btk e bICHEB24k O KiE
ERIBRDMMRAFRD 5Nz

Z1HIEREORE Lz, BIEMROPRIEII2.8FTH -
7o BEFHMIEE & U7 M2EH 325 HERIE D FB R
IZDWT, WIRERICNT 28T NFINVEOIEL N

DEMBEFICBI2EWEL Y FAA » PROCKEMOFEREK
(B3 ) 28 T AR B/ H AR AR

LS 710, AR S FIEBIE/ R E R
) TlE 2 E MR O A EH60kg AR, CLer 30mL/minkl ES0mL/minBl Ry R (SERIFEIR)
F83b, FZUURE KOS (HAFRER) G171, 7.2 BH) CSEDE ﬁj,ﬁ@_é/\ﬁ‘ E
N, 1S g0 2~ 7 b X —
DEMBEE BT BEHET Y ALY FROAHMORRE T FRA T (95% (BRI
(EI BRI 58 ARG B/ 2R EE H) IRFHYNY | T REHNY LT B
A R S FBUBIE/ HERE R BHERE | SHEH
(FERFBIR) 18/337 12/336 13/337
1S a0 o TILT 7 VBT AT — R - ; #2) (2.24%) (1.47%) (1.56%)
IV RRA Vb (EHEIXTE) 2R /4 B T ZE R R 146 0.95 -
IRFHNY | FFH N . (0.65-3.31) | (0.39-2.34)
T B ISR D
{EF 2 REED =R 14/337 27/336 33/337
253/7,002 | 182/7,012 | 232/7,012 JeH L) (1.74%) (3.38%) (4.03%)
\ . (1.61%) (1.18%) (1.50%) 0.44 0.84
J 12) _
iz 2 SR 1.072 0.792 _ (0.24-0.82) | (0.51-1.40)
(0.87-1.31)" | (0.63-0.99)") EDAEISOREAR G 15mg ERBOHMY 27125 U COREABERBE). 30mg
226/7,002 | 135/7,012 | 144/7,012 (hEOOkgLU RO B#E . USERKAE, HrAKICEC THRPRELEE), R
60mgTH %,
B L B ) (1.43%) (0.87%) (0.93%) PE2) mITT GABEE & LEIDLEREE 7 ) . BRI 3 & bR & L7 it
( 1.54 ol 0.94 o _ HE3) R AR SURE, AN SRS H R £ R % & L7
1.25-1.90)¢|(0.75-1.19)¢
18/7,002 40/7,012 76/7,012 BIERRBEEE . lps\:ﬂi\\:\/%ﬁﬁgﬁ'{“49.7%
. ) (0.11%) (0.26%) (0.49%) (167/336%1) TH -7, FHBMERIZ. BHM8.6%
H LR i AR ) 0.230 0'530 > (29/336f). MIR5.7%(19/336%1) TH -7,
(0.14-0.39) | (0.36-0.78)° B 17.1.2 ENE DB
) (0 O'}%) (O ds%) (0 Oé%) 'd:'n[f[l‘) Z7ﬁ§%<‘f1)ﬁﬁﬁ®¥§ﬂﬁﬁ%%%?ﬁéhtﬁﬁ?ﬁ
& B EERREE) (5.83 6.62 - RUHE® TEET 5 2 & 2 R 2 JEFREEE O E S &R

- F (AR O846). RAMRHEOS2MHI) IC. T FFHN

- <) _ c)
(0.37-1.85)91(0.26-1.50) Y15mgXiE 7T A% IHIEEO®RS Lz, BIRH”™O

527/7,034 | 530/7,035 | 611/7,036 8 ,
(2_71%) (2.74%) (3.17%) EPH%{E@IBQET%OKO EEE??MIEE?: bf:}fwﬁzqﬂibié
IDIMEFEED 0.85 0.86 BHEBREOFHKERIIONT, T RFINVEOERED
(0.76-0.96)°|(0.77-097)9| BGLanzl, (7.3 28] L
. d . : 1) S EHEEREE (CLer 15mL/minkl E30mL/minsAii) . HEESE (HE
737/7,034 | 773/7,035 | 839/7,036 A BRAL W) COMIMOBEE, EAE(45kgbl F) . BitEIER T 0
AT (3.80%) (3.99%) (4.35%) A FHEMZEBORAI O L Foi MEA LA OB OV 3 hr 1B
0.87 0.92 iiZ)f?l:?i;;é)?/(PT INR1.6~2.6Ta> bu—L), F¥EH S 110 1
c c - P> - 6~2.6T32 =)\ T2 mg
((9)17;9/'2323‘) ((;;73/';8;;) 93677 036 H2[E, UN—aF43>10mg 1H1E. 7EFH/3>2.5mg 1H2[EX
, , , BT R F93>30mg 1H1E
BEAADLMERA | (4.90%) (4.41%) (4.98%) . . . )
o ) 008 089 - DEMBEHIC B B AHIET Y KA1 > N ROAR IO RHE
(0.87-1.11)¢ | (0.78-1.00)°) B (EIPY R A ER) i
148/7,034 | 117/7,035 | 125/7,036 it 1hAtd E f;ﬁﬁgﬁﬁg?%ﬁ%‘ﬁ NP R
N , (0.78%) (0.62%) (0.66%) LY RAA Y RIFESLAE =
IEBABEHE DA e 03" o CFE B 7o p | OSHEERE)
(0.93-1.49)¢|(0.72-1.20) - e | wn | 15/492 44/492 0.34
254/7,002 | 418/7,012 | 524/7,012 R AR (2.3%) (6.7%) | (0.19-0.61)
. (1.61%) (2.75%) (3.43%) #2) 207492 11/490 1.87
RHLE 0.47 0.80 AL (3.3%) (1.8%) | (0.90-3.89)
(0.41-0.55)91(0.71-0.91)© - EDITT (RAEREIE S N 2W8E) . BEBEIR % 5 BB G TR/ LR
EER & U@t

HE2) AT RIER. ARSI+ 3HM 2 R & U7 i
—6—



BWEFARBSE L. T RFHNVEETL1.4%(56/4924l)
THh-olz. FBIERIE. EM3.3%(16/49241). R0
(51E1.2%(6/492f1) T - 7,
(BEARIMILEEIDIE (REPERARIMASTE N R II2EEARTE) DIEE R
OB
17.1.3 EEHEISE D1EEER

HARZEOGEBELREMIE-EERKBRICBW T, SHE

(BN R R M A ZEARE BB (BRI S, 240/ &A1 3T

8,240M1) 12, ~ISY T K BAHEEIVE, T RFHN

> 60mg (JFEEMEE) £ 1 72 97 B E TI1X30mg) Xidouf i

ELETNT Yy rUTLEIHLIE, 3~12% AR

OG5 U759, FEFMEEE & U BIEAEIMZ122 A

[ C OREME M FR AR AR ZEARRE O P 3 (BEERERAR AR RE . FEEL

TEMERTZEME . BOEEMEREOEAE LY FARA > M)icD

W, THEEBEICN T 2 T R3O\ BEOIESHEIWGE S

nr12,

FED I REINVBETIIESTEASN) V(T F98) 2 F MU AR,
I FHR v KEBIFERNRER)) UIRDEA/S) > TLT7 7
CETRESTEASN) V(T F98) ¥ [KEISIZENRER]) dk
SEANRY ETLT 7Y >F hU T AZE, PT-INRPHREDEICET 5
F TS5~ 12HMRE Lictk. BRBERICYIVE Xz, [5.3 ZH]

H2) e R RE DA EO60kgL R CLer 30mL/minkl E50mL/minbl R,
RNININEF =Y VHH ROBEREIMBO b 3F Y — L (RO
Al ENKRERR) . A hFaF V-, TYRTTA Ty, TYAOAYA
VUL 7TV RARTA Ty, XiERuxyuy (ERRAER)HHR7.1.
7.2 ]

H)RBREEOREGRTHRICTLTZ 7 VIV B X 554A. PT-INRA
2.0~3.01CEET 2 TR TR V(T F98) ¥ (A#EISIEEN
KA. HRTIEERDEANY V)X 7 + ¥ %) X7 A (BRI ZE
KREDEFEMFENIEARER) ETLT7 7Y Y20 Liz. [8.5.4 28]

SRR B IR MR ZEARRE B 12 B 2RI B IR I 2 SEARRE P 56
T OV HH I S 4k B R R 2 B 7 1T oD S 3 3R (1] PR ] 5 T AR R B/
fREEH])

703f60)i1c. T RFH)N30mgxE1H1ME. 11~ 14HERE
05, XIIIEFEE Lz ) F9%) >2,000IUZ1H2
Bl 11~14HBE R3S Uz, BRIRMASZERIEDFRHRIC
DWVT, RHEEBICNT BT RFH N VB IEL D RIE
ENTzo RHIMXIZEROICEE 2 HIMOFEIRRIIE, &
S5REOERZZIZDONEDP 72 TRFHYNVET
KRHEMIZAFICHBE L. Z2ORRIE. NEFZO L EH2g/
dL%Z#B 2 TR U/ERI 236, 4B % #8 2 5 il 2 A
Ll D, AEZULYEN2g/dLEBATETR LIZE
BIAS1BITDH - 7213,

AT BA A M A T R 12 B\ 2 BRIR M AR ZERNRE K R HE I
VR PR AN 12 EE B2 e 1 oD R TR AR ([ B[R] 35 T A )

EEAN S 1T ——
T ERS ST (FE5*) (95%{E R
IRFYNVE[TLT 7Y VB VIR A

. 130/4,118 146/4,122 0.892
ERIEVIERES | 5 o) (3.5%) | (0.70-1.13)

B ek B 0 RE E | 83/2,468 81/2,453 1.02
DVT#ED (3.4%) (3.3%) (0.75-1.38)

B ek B o0 RE M| 47/1,650 65/1,669 0.73
PE%D (2.8%) (3.9%) (0.50-1.06)

KHIM/EERICESRE| 349/4,118 | 423/4,122 0.81
75 HH ) (8.5%) (10.3%) (0.71-0.94)

VTE : BRIMAEZERAE. DVT @ FEEARMARIE, PE : ffiZEnE
ED)mITT GaEEE 2 1Dl EARSE U7 piia®) . BOEREINHA? 5120 Ak E T2NR

& LTt

TE2) BRI REH, BRI SN+ 3 H 2 MR & U7 i
a: FFHEOFERFAERINY — FHISERE L.

IRFHNVE| T30 8
BR R AR ZEARRE FE TR (1 7.4% 13.9%
) (22/299) | (41/295)
[95% (54X ] [4.9~10.9]|[10.4~18.3]
BR M AR EARERBRD 6.5%
SRR | BEREE 11 6'~_°1 6]
[95% (5 HE X ] ) )
KHIM S LRI ICEE 6.2% 3.7%
72 B DO FBZR (F1%1) (22/354) | (13/349)
[95% 5 #H X ] [4.1~9.2] | [2.2~6.3]
BRIR I e ZEARE FE B R (f5] 7.3% 12.2%
) (20/273) | (33/270)
[95% (5 #EX ] [4.8~11.0] | [8.8~16.7]
BRI A2 EBARE R RO _4.9%
HAR NG Bz [-10 (')~0 1
[95% 5 $H X ] ) )
KM AL SR AT I B 6.2% 4.0%
72 M D FEBIER (F1%) (20/323) | (13/323)
[95% (5 #EX ] [4.0~9.4] | [2.4~6.8]

RIEFFBRBEE L, T FFHNUBT25.0%(1,029/4,118
Bl) T - 7. EREIERIZ, RHIMN3.3%(134/4,11861) .
ARi#E%Z2.1%(85/4,11861) TH > 7z,

B HAENSEE (FEEHE2006], & 2tEaHm2094)
TIRRITRT RAEPE S Nz,

SR R B IR MR ZEARRE R 12 3B 1 2 IR B IR I A2 SEAR R T
T VR HA I S 43 B PR A 1 BB S Ve I 0D S35 3R ([ R L ] 55 T A ke /
HANEH)

LD ARIUEILS% EFE L1z,

BIfE SIS L. T REHN U BET38.1%(135/3544)
THolzo FHEWEAIX. v-GTP ERA8.8%(31/3544).
N HM6.2% (22/3544) Td > 7z,

17.1.5 EAE MEER (\ TRBE £ Bl TEE)
ENTEME L BME_EEMRRBICB VT, AL
LBIRMTHEITRE (AR IEFM5036], R&MEFHE6C046))
12, TRFYN30mgz1HLME, 11~ 14HBEZEOE.
NIt S Lz #4991 »2,000IUZ 1H2ME, 11~
LTAHRERE NS Uiz BIRIMEZEREOFRERICONT,
SHIESERHC N T 2 T RET NV EOIES I BRES Nz,
REMSIZERWICER 2 HMOFRRRICIE, BERHHO
BRLZIROONLDP Tz TRFHNVETRHIMIZ
2BNCHI L, WIFhbAETO L EH2g/dLEBZ T
BN UZERITH > 7219,

AT BAEG 2Bl T B 1B 1) 2 SRR MR ZEME T OV R I L
VX BRPRAY IS B B 70 Y i > FE B AR (1B Y38 T AH RS

AR PR RER | | o
IVRRA VB (RIK) (95%(EHIXTH)
IRFHNVEE| LT 7 VB ARSI
, i 5/106 5/103 1.00
EREVIERRES | 7e) | (49%) | (0.28-3.66)
KM /BERAGICES|  11/106 16/103 0.67
7z Hi M) (10.4%) (15.5%) | (0.31-1.47)

VTE : R ZERAE

EDmITT GREREEZ LD LIRS U7z 2455%) . BEREINHER» 5122 Ak E TR
& U7 f#tfT

E2) RN RER. REREER I 3HE 28R & U@t

BRI FIBEE X, T FFH N UEET49.1%(52/10641)
THolz. EBIERIZ. FEELR7.5%(8/10641) T
Hole
(FEEENEIFITE TERE SO 2 ERIMAEEASAED RN
17.1.4 EFHESE DR (A LIREmSBIRiETEE)
HAKROBETER L -FMH_EERABKICBLT. A
TR B HETT B E (AR EFHES 945, &2 HEET

—_7—

IRFYNVEE | T FH0) UEE
PR I AR ZEARTE S ERL R (5] 2.4% 6.9%
) (6/255) (17/248)
[95% 5 HE X ] [1.1~5.0] [4.3~10.7]
R MAR ZERRER LD 45%
PRI [-8.6~-0]
[95%E fE X ] ) )
R H I S 4 B R A 1 B 2.6% 3.7%
72 O FBLR (F14) (8/303) (11/301)
[95% 5 FHX ] [1.3~5.1] [2.1~6.4]

FELIEOFFAEIRFEIL8% & HE L 7zo

BWEFRFBSEIL. T N3NV EET39.9%(121/3034l)
TH-oTz. FRBIEMAIZ. v-GTPLEAF12.5%(38/303%1).
ALT E58.3%(25/303%1) TH > 7z,
17.1.6 BN MEEER (RREIENBITF i TERE)

EINCER L2 S MARRBRICB VLT, BREESERFMHT
BE CAAIERHE 7361, Rt HE8SH)) 1o, A —F >IN
LTI RFHN230mgxIHLE, 11~ 14HEZEORS.
HL<IET )/ F48) »2,0000U%1H2[E, 11~14HFE
RS U7eo FIRIEZERED IR &, Kl I
RENICEEZHMOFHRIZ, ROEBYTHo/. TR
FHNVBHTREMIZIFICHE L, NEFOE A28/
dLZBZ TE R LIERITH > 7219,



i B E BT FATHEAT B 1 B\ 2 BRI AR ZEARRE S OV HE I S i
PREVIC BB B 70 By D > FE B (1] P55 T AH A SR)

I RFHNVEE | T F58) VR
FRR IR ZEARRE S B =R (51 6.5% 3.7%
) (3/46) (1/27)
[95%EfEX ] [2.2~17.5] [0.7~18.3]
KM IX R ICEE 3.4% 6.9%
7o M O FEFEK (F1%57) (2/59) (2/29)
[95% 5 FE X H] [0.9~11.5] [1.9~22.0]

a:BEBEELUTRELLHTH Y, MEAH L HEBSHIRE T2 v,

EIVEFFHESEE L. T YN UBET37.3%(22/5941) T
Holz. ELBEWERIR, FRAPIMFEEG.8% (4/5961) TdH - 7z,

18. ENEIE

18.1 {EFEEF
I RFHNVIEin vitroTl b O yE A I g E 5 X K 1
(FXa) #BEM 2 >BIRICHE L7z, burbErne, fh
OBEFEEFOYY > a5 7 —XIicntd 5 EEFEMEIZH
75"97‘:16)0

18.2 HLEEER
I RFY N ViZin vitroTk MIFIZBT BPT. APTTRY
FEYEVER(TT) 2EE Lz, TORERMEEE-ROR
SIIPT>APTT>TTOIETH - 7219,

18.3 MREFIVICBIF B MILIER
Z v b OERILEE T IV, 8RS - MII~EET IV, BEEik
Ty Y P ETIVROHEBRFFHRDICET VIZBWT, TF
FH NV IIHERR O S K D FABRERIC MR % ]
L7z v FEEIRIMEETILICBWT, T RFY NN idHm
BIERAZRTHEB CAPTTICRER T ICPT2EE L1217,

18.4 IFMICKIF oL
Jv FRHIMEFILIZBWT, fllIEARLDBEVHED
IRFHNY, TULT 7)Y ROT ) 398 2 H MR
PARICEE L, HINBEE2EEEAE (BT2)E5 Y b
BpRIMEE £ 7 UIC B T 5 METERS0% I HI & (EDso) & Dt
(BT2/EDso) i T RFHNUH105&D k&L, T/ FH
N 133 4THH 719,

18.5 MREERFEEIIC KB TEEERDY /N —X
b MIETOIT REFHNVIZKBin vitro PTEEEHZ.
R TR 2 R MR B E S8 VIR 7 IR 88 [ (K] 7 i
[EVE A A A O IR R E 58 X R E A RIS & 0 ifl s h /19,

19. B ICET BIB(EEHFR

—f&2 . T RFYNY S VOVERE/KFIY (Edoxaban Tosilate
Hydrate)

{£%%& : N-(5-Chloropyridin-2-yl)-N"-[(1S,2R,4S)-4-
(dimethylcarbamoyl)-2-(5-methyl-4,5,6,7-
tetrahydro[1l,3]thiazolo[5,4-c]pyridine-2-
carboxamido)cyclohexylloxamide mono(4-
methylbenzenesulfonate)monohydrate

HFE ¢ CaaH30CIN7O4S - C7HsOsS - H20

DFE  738.27

% R:HE~HEHEOHKRTH S,

s

0 CHs

/
H )N
0. N SO5H
N%EH . KTCI . /©/ *HyO
S IR LT e

N
7/
HyC

‘CH
f(i '
N °N
) H
B £9249C (53R)

DERREY : 1-4 2 % ) —)L/Britton-Robinson#& & i (pH4.0) ;
-0.91
1-# 2 % J —)L/Britton-Robinson#& &k (pH8.0) ;
1.72

22. @&
(U Y7 F8215mg)
(FSAF VIR NT) 1008
(PTP) 100%&(10%Ex10) 140%¢(148Ex10)
(VI 7FE30mg)
(FSAFvZRBIL:NT) 1008
(PTP) 100%E(10%Ex10) 1408 (14%Ex10)
(VI 7F60mg)
(FF2AFvZARIIL:NF) 1008
(PTP) 100%t(10%Ex10) 1408 (14%Ex10)
23. FEX#k

*1) Brodsky S, et al. : J Am Soc Nephrol. 2018 5 29(12) :
2787-2793

*2) Zakrocka I, et al. : Adv Clin Exp Med. 2022 ; 31(2) :
165-173

3) HNER : MBI BB 2 EYENRE (201459 H26 H &
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4) Pengo V, et al. : Blood 2018 ; 132(13) : 1365-1371

5) HNER  BERABEZ MR E LB 55 (201 14F4AH
22H#%#. CTD2.7.6.1)

6) HNER : BERIRABEZ IR E U EHRSHER (201 14E4H
22H#%#R. CTD2.7.6.5)

7) HNER : BREEERERZICB Y 2 EMEIRE (201 148 22H
& CTD2.7.6.10)

8) HNEHR : BEEBKERE 2 H T 2 IERBEE OE S EE %
W& U7 MAHRERRAE (20144E9H 26 HA&FR. CTD
2.7.6.15)

9) HMNER} : IFRREREEREICH T 2E M. (201 14£4H22H
A&, CTD2.7.6.38)

10) HANER  DEMBIEE 2 0R & U758 NHE R R R
(ENGAGE AF-TIMI 48) (2014%9H26 H#&Z8. CTD
2.7.6.11)

11) #AER : i) 27 FEuvEioE B EE 2R LcE
MAHEERERAE (ELDERCARE-AF)

12) #HNER : SEERE SRS ZERERE 2 R & LS IHH
[ BE S AR AUE (Hokusai-VTE) (201449 H 26 H&#E.
CTD2.7.6.16)

13) HANER - ATREBES BT EE 1B 2 B MAHREK
#E (201 159F4H22H%&GE. CTD2.7.6.26)

14) #HNER : AT BEE 2 E B HE T B 151 2 58 ITAHGER K
(201 14E4H22H#%RE. CTD2.7.6.27)

15) HNERL : BRBIE BT FAHTIETT BE 2B 1) 5 5 IAHRER R
(201144 H22H#%EE. CTD2.7.6.30)

16) B T FF 5N OXaBEREEER (201 14E4H 22 H7&
8. CTD2.6.2.2)

17) #NER D 7 v M EREIMEE TIVICB T B HUIEER (201 144
H22H#%&G8. CTD2.6.2.2)

18) #EPERE @ HIME R IC R IE S B (201 14E4H22H &R, CTD
2.6.2.3)

19) ALPNERL © MEERE 7 8EIC K 2B EE D ) N — 2
(201144 H22H#%ER, CTD2.6.2.3)
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