% 20264-10 A EkET (4560
20264F 8 HLkaT (455H1)
B SRR
BRhEART : 34F

BIRMEZERRE X alFHEEA
AL 2 PR S it )
JAN—OFH/N > OERFHESE

BAREEFER M EES
873339
OD#$£10mg OD#E15mg
AEES | 30600AMX00201000 | 30600AMX00202000
BR5ERdin 20244121 2024412 H

J/N—O%4/3>0DEE10mg [HET]
J/N—O%H/N0DEE15mg [HETIL]

Rivaroxaban OD Tablets

) R - BEMSORTEICLYERATL L

1. BE

(zhEEE)

1.1 AFOH/EICLYVEMPFHREL, EELXHIOBEICIE.
RCILED S ThHPH D, XFOFERICH/-->TE, HID
ERMEERL. AFBREOESFEEICHTAE, &
BICE2HEM) XY ZEREICFMTE 2EEEEIIhTY
BWisH, AEIHFRSHE, MEREICEAT2REEOA LS
T, BIIPEMEOHEEZTHHETEI_E, ChH5DE
BRADOSNEFZEICIE. EBICHEHUAREEZITI &
[2.2. 8.1-8.3. 8.5, 9.1.1, 11.1.1 BHE]

(BRI ERRE D BER VBRI

1.2 B A DFRERERIR A2 AE X (4 fifi M 48 ZEAEAE RAE £ D A3 AR
D15mg1 H2EBERICHE VLTI, HICHIOBRMEIEE S
TEEMZzEZER TS EEHIC, BEOHMY X7 IC+HSEE L.
HIC, BEE. SRXIIEFEOERSE CIEEHIMOERKRMEHIE
KI¥dbthPHhsd_ s, £, iV MrREIZHAT 28F
TREMERPERT I ThPHEI_ELE. ChEDE
FHIIODVWTRAELOFEREMP BRME LA 2 EHE S h -
BEDAHKEERET D &S

1.3 &M - FEESFKEEH D2 WV IZERFREEOHFHRICEY. F
FIERALICIEAEL., HROEBICL2MEIHSHNDH
Fhidd, BEAHT—TIVEBEH, BLIZEKE  FE
SRREE I EHFERZEDERWVGEIT. AFOREEZEZ D
&

g

2. B2 (ROBEICEZBELEVI L)

(GhEEHEE)

2.1 KRFEN OBV LSEoE OB O 5 5 B

22 WL TwaEE (HEFHHIM., HILEBIMEORRNIC
EAA MM [(HinzETs2B8F0W05H 5] [11. 1111 =
i

2.3 BEEEL M) EE0EHE [931 2]

2.4 D FoFREEE (Child-Pugh/b 3B XAXCIZAHY) b
5 EE (932, 1662 =]

2.5 #E AR L TV A REE O & 5 i [95 ZHR]

26 UV NFUENEERT LHEE, FIVFEL, KAT YT LS
LS hoEE (101, 1671 2]

27 AT AY v MEEETHEF G PoOEE [101 BHE]

28 f N7 aFv—nN, K¥yaFvy—)b, KYyaFrvy—j, 3
aF =, R aF = OO AIERR 2 G o B
# [101. 1672 =]

29 T Y bMLWVELVERSFOES [101 ]

210 v 7 7 V=T x50 EE [101 S

211 2T GO B ik id < BRI S e Zes
IEREETLBENDDH 5]

GERBEM OCEMASBREICE T 2EMMBZEHR RS SRR

AE DFEFENHI)

212 BARL (2 L7 F =22 YT T v A15mL/minkiii) D&
% [921, 1661 =]

(BRI A2 A DAE R OB M)

213 EEOHEE (WATIEZZLT7F=r21) 7 J > A30mL/
minAdiw . /NETlZeGFR30mL/min/1.73m24ii) Db 5 HE
[9.21. 922, 1661 ZH]

3. #R - K
3.1 &
Wiza 4 ’)/f—ﬂ#%/f‘/OD§E10mg ')lf—ErﬁFh‘/f‘/ODﬁlEmg
| [HETL] [HET]
1§ 1§
HRNGT Yox—mFH Ny YoN—a FHIN
10mg 15mg
D-~Y=h—), VO —Z, ZJHAH) AT —AF k
FFE |V AL eTEAT=A, FYYMERRS P T A, 20 A
AU R, BEMAT AB, 7XVBATTULF b o4
3.2 A DMK
Wi 4, JN—1FH N 0DEEL0mg | ) /N — 1T ¥4 OD$El5mg
| [HET] [HET]
ki FgE (PR )
(=K £
FI
;. 10 15
P s
88 BE
L — —
A (mm) 7.0 85
JEE (mm) 31 33
& (mg) 120 180
10 15
JoN—1a FH Ny Jox—ua FH N
OD OD
EXUS TN
10 15
) N—1 FH N JoN—1a FH N
HETL HEET
4. #hEEXIIZHR
BA
OFERBEM OEMEBE LS 2RMMEREF RO L EMER
FE D FEEREHH
ORI ERLE (REPFRMBERCRHIMBRERE) OBER
U EZH
MR
OB%iR M2 FEARTE DA R OB RIF]

5. HEEXIINRICEHET %FE
(BaR A2 ARTE D JEE R BRI
51 MATIZ, ¥ a3 v 7 RRIMEDEES S L9 2 MATHIENAZL

TE R MMARZERE RS 25 L IR A Bk LI 2R i Bty
PSS 7 Bl IAR ZEARE FRE L 03 2 ARHN D & I OV R I (ke
FHENThuRnwoT, INHOBEIIH LT v OB RE
ELTHRAEHRG LRI &,
5.2 /NETIE, AFNZEEIANOBEY) 2 WIGERE (A% v S
) PEAL R ENBICHESTHI L,
53 TREHRT 4 V7 —DEE SN EBE KT L ERH O EME R
ORI IIHGET S LT e v,

A-07



6. AERUVHE
GERBEMOEMEERE L T 2RMMBER RO LS EERIE
DFIEIH]
WEL. R ACIE Y N—T XNy 2 L Clomen 1 H 1A HIC8%
%545, b, BFEEDD LB LTI, EHiEoRE
W25 L C10mgl H 1A k&S 5,
é?%ﬂﬁgﬁﬁwﬁﬁﬂwﬁ%mﬂ>
PN
LRGN T T A R LA A S i AR SR S S £ D W) I 3
BENE Y N—a o8 s & L Clomeg% 1 H 2 S IR %5 L.
ZD%1315mgx 1 H 1 &R IR OHTG$ 5,
NG
WE, AKE30kg EO/NRIZIZY N—a F gy & L Tlsmg# ]
A1 IS T 5,

7. BERUHAZEICEET2EE
GERBEMOEREEREICS T 2EMMERMER RV LI UERE
DFIEIH

71 JLT7FZ 2 )T T Y A30~49mL/mind EH 121k, 10mgk
THIEHS3 %, [923, 1661, 17.1.1 Z:E]

72 JLTF=r 20T 5 A15~29mL/min® B E ISk, K
SO@EG A EEICKRF L2 LT, %59 5541, 10mgx1H1
[#%5-3 %, [922. 1661 £H]

(BRI EAEAE D BB R U HFEME])

7.3 RE30kg Kl O/NEE I G-T B YA,
Iy TEMERTALEI L,

8. EELREAMIEER

(GhEELiE)

81 7u bu b R EEEERE (PT-INR) (XAH OFUEEREE
FZDO W TR SNIRIE TR L HHLES b a K7 A
F VR (aPTT) SFoftFEfEmA:. RA oY% €=
Z) 7T AIREE LTSV, [11. 1111 B3]

8.2 WIMEDEIWEHNAELAZ ERH LD T, LEIS L TINE
(NEZBE UE), FEEMSEOMRELEwL. 2T/ BE
UESRR MUE DT ZE 0 ML OBEATFED S 7 HE121E. #Y) 74
IEETH 2 & [11. 1111 2]

8.3 HE X, M, FTHIm, AL, R, EI, Kk
ONIMATEE, F8 20 IR OBUEDFRD SN 5E 121, AR Sk
TAHLIBET AL, [11, 1111 2]

8.4 HUIM/PNRHI2A & O BRI, HI) 2 7 2HIC# AT 2 B
FNDH BT, KHEDPEHIZOVWTIZE SIEEICHE L,
BEEOEREDEIEE ERS LM SN EOR, RS
DOFEH LT A L, [11, 102, 1111 2]

8.5 RHIOFLG-HIZFATCERBMILE 21T 9 B i, BRI TTRET
HIEAF OF 55240 B L 25127 S e EE L
Vo PR REWILEORIG A IES S 2 E D TE R VEAIL.
BUEE LY A 2 REHMIIT A 2 &, ARG, TilieE
BIRLIE % B OREARIREE IZRIEA 7 DS v 2 & #RERR L
THhoH, TRERCPICHEMT 2 28, [11. 1111 ]

8.6 AHl L MoPLEEREFH & DY Bz I2BW T, DT OSICHE
j—é : ko
CIONT T PORENCEINFRZ B LEND LA, TV

77 ORGP Lz, PT-INRSE, M s E g 2
EWi L, EREOTRUTIC 722 L 2R L2 R, TR
R P ICARFN OB G %M 52 &0 [1679 BHE]
cFEHHIOPUEEA] (%) VE) pORENCY ) BRI H5E.
WA ORI N BE T 5-53F 58 S 72 eI 0 0~ 215 ] i 31
Feii bt L 0 . AF oS 2R T 52 L,

KRB ST T 7 ) AOL Y BB CHUEEFEEH AR
TR 7 B TRREAYRIE X TV B DT, Hukk e 25HERR X
N5 LS L. PT-INRS:, i & & BEMR S O AR RIS O
THREZBZLETIE, TV77) v ERFEZHAT LI L,
UNB OB MRS ZEARNE % KT 5 & L 72 [EIRS 2[R 45 A S BR Tl
TNT 7)) v E2A BB L2 BICPT-INRZ#IE L. 2020 1
THDHI L FHERTERGEICAF 2RI L72.) b, KFH
DFEGHT #5240 RFGH 5 £ Tk, PT-INRIZT V7 7 &
DOPUELFEVET % IEAEL B L 72\,

< RE O EFH OPUERFE BN 0 R Z D 85E, REIOHG %
1 U RO ARHFIFE G558 S 72 5 B $08E I H) o B IR P %
HIOGTHG a5 &,

8.7 MIEMEMIBELH b I EHH LD T, Bk, MFE., I
R, FEHEDRERD D HbN I HEI121E, HR A FGEE 2
T AL BEIIRET S 2 L, [1113 2]

8.8 MHAENZHATEHICAFZRM L., 2O 5HH1HO
RAZ1T) &9 BEIIEET 2L, IRAZENLBETH, —
JEIZ2M 55 % R 97, ROIRM E CI2BEM L 22175 X5, &
FHIHRETH T L,

8.9 ARHIFkG-rh o B T A 3 H I L 1k i R 3 7 i oo 58
B AK OBUBEFEE T O b % 08 & 284121, PA# T
HHLT Y TFEFYAY N TVT7 7 (EETHEL) OBTRTE

YN—aFHINY R

LISIL, 22 HEROHEICHEEY 218, EEREARY
TE, FEOWRLAT 2EZICH T 2ER, AMEHEOMN
DEFOFLIME LS 5 Lo

(FRAR M A2 ZEASE D& R OB SN

8.10 AAIOFEGIIHIZOWTIE, fER & OFFIR Mk 28R E (5
AT, PRESFRIR MARAE S Ol AR ZEARIE) DTFEY A 7 VIS
M) A7 2 ZB L CTHREL., BAREMEKG LenI L,
[17.1317.15 Z#]

811 HEIZ N AR IR LA Ul M ZEAR AR FEAE 5 D 4 1 33
D 15mgl H2[#5-id, o) 2 7 12 HrEEd 52 &
8.12 Ji N\ O B IR MR S DA il AR FEAR I A £ 0D #) 11 336 [
. T T ) L ARRNDL DB R R D Lo M3
HiGHE R, TV T7 70 2B ARFIANOY) Y B 2 R HEEEEH
BN 22 R L 72 LT ) B2 oG 2 HEIH

Wis 52 &, [1679 ZHE]

8.13 i A\ DR R AR ML E DM AR ZEARAE FEHE 2 O A F) 15mg]
H2[ml 38 e S IR 2 s 723 a0, BEHICRE L, WHO
1A HEAB0mgE 2% &9, BHFICHEST LI L, ZOWH,
JEVZ2[5r 2 R ST Jvie BHEDS XA O 2179
O BEIHEET A L,

814 /PNRBIZAF ZMMNT 256, /ANROBUEESERE M L 7
Efifid 5\ IZZDIREDS & THEEZIT) T Lo

9. BENEEEZEIH8EFICEHTIEE
9.1 AfHHE - BMEREDH 2 8E
911 HmYU XU PEVEE
DTFoL) ZBEClE, BIoERESE KT 5, [1.1. 1111
ZR]
s kMmEEEOH 2 BE (MR IES)
- BEEPEEOH D BE
R BREOBIMERED H b B
< I MO =)L TE R WERE O BIMTEED BE
o M ERGIE O B E
BNV O B
AGEME OB R EO B E
HLERESIER A OFRVEE
« BEIEPIHIMSSAE R 0 OV ES
c BRI RE O D b BE
- B FECIRO FAMH H OV EHE
S SIEERAE SO I O BEE O B B B
9.1.2 EAENEE
HIL OGRS 2 2 e DD D,
913 BEMHEILEBEDOEZhOH5EE
BRI LA B 20 2 M) 2 PR ISR S 5 2 &
9.2 BiEEEEE
921 BX2DEH
BH LW Eo AZRSE L ENIVE TTHRERIZ BT,
2 LT7F=r )7 T A15mL/minAdim OB E IZHEILE R TW
5o [212, 213, 1661 =]
922 EENBREESRE
GERBEMOEMSERE IS T 2 EMMBMER RS ERERIE
DFAEIMH])
KA G- O WE ZEEI IG5 2 b AR OMAEED A
B EDIREEN T D, ENMETHREICBNT, 2L 7 F
=) 75 Y A15~29mL/min® BEIZBRIL SN TWwB, [7.2,
166.1 ZMH]
(BeiRIM AR RBIEDAER OB
BHLRWT Eo ARG E LENIME TSR BT,
JLTFZr )T T A15~29mL/min® BF IR S hTw
bo T, NREE R E LR TIX. eGFRAY30mL/
min/1.73m2 A D BH IZHRILE N Tw b, (213, 1661 ZH]
923 hEENBEEZNHI8E
REFEG-OBGE#HEICHRFT L2 &0 ATIRZ LT F=0 2
)79 v A30~49mL/min. /MNETlZeGFRAY30~60mL/min/
1.73m20 BE CAR O M AP EE S EAT 22 LRI ENTH
h. IOk AST S DB 5, (71, 1661 SHE]
9.3 fri¥gelEEEE
931 HEREEZHIHRBEOERE
HH LI &, HIofEmErM AT r2B8200H 5, (2.3
Z ]
932 HEELLOHEEDH %H%E (Child-PughFEBXILCIC
HHL)
B Lawnz &y RAIOMAPEED S L. B ik k
THBENDDH D, [24. 1662 ]
9.5 1w
TR SAZIFIR LT W A TTREME D & A L2133k 5 L w2 b 8
W CtiEEE (5 8 V. TENHII. B EE
H 5N D HE CRAEIEEZOHM (7 F) 20 FCEOH
LR - BIRFEME. HAEROEFRKT KO —iIREO EL
(T v 1) 3 PHESNTWE, [25 2]



9.6 Rilw
TAL W EDEE Lo BWFER (7 v b, #&EOKRS) TIL
BTS2 2 e SN T0bYs b POREFLPICRATS
B2 EDVMESN TS,

9.7 /23

GERBEMOCEMEIBREICH T 2 RMMBZEF RO LS MERE

DFEE )

9.7.1 NREEZFRE LBRHABIIFEREL T,

(BRAR AR AL IE DA E R OB HINH)

972 Hf26» AARMO TRLIZEY T L ILEANIARAIR T2 L D6
B EOFRMEDEBIEE LS LHB S N5 EIC0Hh, BEO
WEEZTDICBS L a0 6535 2 ko Afk6n HARMO TR
WM T LR A G E L Z2RIREERIZFE R L T,

« TENG IR 378 A b
« PRHE2.6kg A
< RIS O A0 B A

9.8 EkE
—IRI B RERE 2 E OB IR T LT 2o B, IERIEN
CEAENRE 2R & L2z ENSETAERERIC BV C75i L o &
BTETORAMOEH L L, AR MM ER TRV
BRIR IR & 72 2 NI O FEBL =3 & 0 o 72

10. HHE{EA
AFNTFEE LTF b7 a—24P450 3A4 K% 02]2 (CYP3A4K Y
CYP2]2) 2k 0 fREt SN b, Ty RANIPHESY v /37 RO
JEMPES >~ 782 (BCRP) OIETH 5, [164 ZE]

10.1 HERAZE (HFRALAEWI &)

SEHI 455 PR AEIR - HEE 1 B - fabrA T

) MU EERT 2 E ARH O EE A E A | CYP3A4D T 7 HE %

#l (7 —¥7. 2L b L. PUEEEERH &R OPHES v /87 OIHEIC

F. RFOLy F) ENDBZ LWL, BEXY 2T T VAL

FIFEN (7)Y A MOGEHRERE KT 5|35,

%) BENWD D D,

KAT7FLFEL (L

7T

[26. 167.1 ZH&]

AV ALYy NEEET

LEH] (XU RAY, S

CYP3A4D5: ) 2 FHEIC
LWy 0T 5 AHE

Lyavvy s A, Y4 S

v =)

[27 ]

LUF o A FEGT ) CYP3A4D )7 7 B

A NFarr—n (4
N =)
Rparry—nv (/7
F7 1)
RY)aFy—n (74
7V )
a5V —=) (70
J—=F)
rhary— (EN
F5E58)

[28. 1672 &)

Y hLVEL (V)

a—3)

[29 =]

aF77 V=7 (VFY

1)

[210 =]

102 HRAZEE BHFRICEETS L)

UP-HE5 787 OFHEIC
LYo 0T Iy ANEL
T4,

AN FEARIEIR - $8 87 Wy - fEREF
HLEEE A Hy M o> fe B AT 8 K5 | T 4 o> $L 5 [ 7 A5 AR

AN L RS\ A BEND B DO T, | IIICHEBRS NS,

wAN) VD (T | Bl E AT E

X F M)A |ETALEI L,

E N MAD

JAF M)A T

AR DAFN- =
[16.75. 1679 Z&]

A4 B REIR - 15T Wi - fapA T
/MRS IR R & A | i oD fis B3 A 8 0K 3 | A9 54 o0 08¢ [ 6 A & if
ERCE Sl 5BTNHDH DO T, |/INEEGEIHERI X

FLANRA] CADH OFEH] & ARF | Y AR I ] A

TAEY) Y, yal¥
B 7V ViR, 7
s a ¥y IS

AT O A FUEfEEE

el
FTuxkr, TV
=R Bl R
A

[84, 16.7.6-1678 ZH]

BEIZ oW TIE, B
Lot LRtz
FRE L CHEEIH B
5T, HGHILEE
T T, EET
5k,

IR T b = 2 FH
1) A BLEH
toh=r- V7K
L Y EELY AARH
EH)

It o> fis B Pk A3 Bg K 9
LBENNHDHDT,
BEx o qrve, iE
BEYHI L,

JIKEes i
v EF -+, t-PA
#qH (TNTTT—E

&)

HIRS N5,

K H O P E E R &
T4 T vEEAEC
L0 ARG L2 I 1
RSN D,

TNIF =)
RATNAF =)
(1672 Z:H]

ARHF O 1M EE A R
L7zt OWME»D D,
BN O i IR A 26 A iE
FEAE 2 o WA 3 1
HEER LR E RV E
HIFS NG EE kA,
ISR E OHH
WD L,

I 5 O B A B AR
HAZ BT D I i A
RO 4 By P ZE R E D
FERERIE] . ARFE30kg L

7)) Aa~NA v
TYAIA T
[16.7.3 ZH]

/N o IR AR 28
TaE O {6 3% B OV FF 641
[/ N AN NN 3R
e 284 E B IZ BT
2 P 3B iR e O T
FEPIHI T, AH110mgl
AlM#&5 % ZET %,
b B VIZHFEEOH I
T fEltEz +5icE
L. AA OFE A
IR )R e e

Vv aF = A
CYP3A4ZHET L &
LYW ERFDZ YT T
YANRET B BTN
Hd %o

NS OFEHIACYP3AL
JOPHE S 87 F HE
TAHIEIZE ) ARHF D
7T T v ANHAT
5o

DHPEHTHZ L,
N7 7Yy AAOMAPEEFET|Y 7 7 v € ¥ v p
(1674 ] L. U 1E R A5RES | CYP3A4 % 0 ) 12 3
L7z DHEDH 5, L. P¥EY VN %3l

FTHI LI ERAD
VT T AT
%o

A N
ANNTEE »

T/ N)VEY—)
a3t bFYUY
(St.John's Wort, >
FYa—-—rvX-7—
N B A

AH O AL BE AT
FTEBEINDDH D,

o H o3 H s
CYP3A4% 5072 FHHE
HTEIZXYRE D
VT T Y ANEMT %,

11. EIfER

ROBWERDHE5DLNDHZ ENHLDOT, BlgE 7 Te, R
WO BN E I3 T e kY A 7 EEY R LEE T 2

to
11.1 EXEEIER
11.1.1 Him

BHBPIIIM (0.09%) . B (0.06%) . HiImPEzd (0.06%) . R
i (0.23%) . MM (0.08%) . BB I (1.25%) . 8 I
(0.74%). AL (053%). LEBEALE R (0.36%) . Tk
BRI (0.21%) . I EEE (0.14%) . PAEIPHIN (0.16%)
a8 — b A Y MEBEEEE M) AN (001%). MR E
AN (BEAH) SoEERBMAD S5bIEZ LE0H
0. FREICELBIDPHEEN TV D, TERBINSEDRE DD

LN

2 Rl | e AR

by M) GHHEE LT, v av 7y, BASE, PIRKE,
I, B, FEo o BEH BOBPH5 DML LN D
bo T72, —HOBITIIEMOHERE L CHMR IR LIERE DL
RIMAEIRA D 5 b Tv b, [11, 22, 8185, 9.1.1 2]
11.1.2 FrRefEE - #E
ALT LS. AST 1A 2 £ 9) FfaelE (0.1~ 1%Ki) . #E
(HEEARH) Hdobhb I ENDH D,

11.1.3 HEMMER

CEEEAR)

g, MBI S 56 5 0T, ik, k. BEh, IF
DEBEDFRD b N B EITIE, EL I
X, WACT, M~ — % — SR ShT 5= Lo WE
PERRERBAS DNy 12 5% A L I AL E > 7

W, SEE AiliE




OFGERITH 2 &, [87 BIK]
11.1.4 MRS (BEEAH)
11.1.5 SMEBEEE WEAN)
FEPUEEFEOR GRICAUEREENH L DLNLZ LD D b, ££
[PLEEESER G RO AR EEOHRIZIE, MREFRODL DD, &
R X0 RSN RMERAE 2 28GR0 2 b O G s n T
\1\55% 6)0

11.2 ZDMOREIER

1~10%A0 | 0.1~19%ATi 0.1% i BHEEAR I

LEREIEER . T

T, AR

KA

&SR AHE ML H i

HLEF P T [INRE TN
L LTEN
i ifnfE, B
fEE M, B
. WAL R,
ERL . MEH: .,
IR WS R N
A T R

BB

B, 73
2 o NN
) 8—¥ 5

BRIR AR | I 0% B R

T

i IfnfiE

FER
i

Suthiafn, W&
Aif

LRUAEEE
INRBEDN . A~ |8 0 A
7 ¥ A | (MR
PR Z A &)

ALT 5. AST|y-GTPLEH .
EAL ey [EEEY LVE
Ve s Al v A
P&

SR AR IR 1

P LDH |5

A i Jiiil7
Yoo UT g
v A I
fr LT T
DOSE N
REFE . BUN
5

A A
i - BHER
BT

PR L
U, B
BF .
Mg, BE. K
CESC]
N
7LV F =
FES

9 PPN
il

BEAR 10

CAWE (&
T 9 HE
)L T LV
F— Rt i
R

R Jy 1 %
R, A
VRN E- N

T o

Z D1t i AIBE L, L E
i, &7
AR, &
BRIaR 97

13. BERE

13.1 FEHK

HWIMEEIHESE L2 BEZ MDD 5,

13.2 W@

WL Z 5 720G MR G 2 £ 8T 5 2 &0 HIDSEE0 S
DHEAIE, DTOREZITH Z &,

CEH. RIAOFEG TS 205 2 Lo IR
NT5~138fH ., /NEETI~4BMTH 5, [16.1.1. 1612 =
18]

< FEBI & o B O TEAEFE Je OSEAL LG U 72 3 2 Akl %
WmLHT LS

- B (RO SMINE) . HILEHEO 720 O EYIk L,
F R O MATENRE O TR I A (A B3 2 Bl S R
L6 U CHRIEARMERER I, a0 I 2179 ) Ui
NIRRT I 45 0 88 7 At RE R O BliG & BT 5 2 &

5 NI REEREPE O T, MPENT AR OBRZIITFE R TR
WwWeEZ L5,

14. BRHEDIXE

141 EFHZMFEOIE

14.1.1 PTPAZEDIEHNIPTPY — b2 S HU) L CHRHT 2 £ 9
B 22k, PTPY — ORI LY BEHGEEAT kb5
~JIA L, 213229 % B 2 L CHERRI 458 0 B 2 A HE % B
REDZEND D,

1412 KANZFO LICOWETEGELZRE S5 EHIET L7020,
Kz UG CH 2, 720 KCRHT 2L L TE L,
141.3 AANIE T FTORETIZ, K LTIRHEZIEZWT &,

15. ZD/DEE

15.1 FREREAICE D 15

1511 M BV TERINZ30E V=R 7 v Farr s
Mo BLANVTY ) EUPUR, P27 aTa T A VIR ow
FTNHHET, MEDOELND 2P0 » IREIEER RS
R ELAFE T VT 7)) v OEREEELRBIZE W
T, MRERMEA XY FOFEN, IV T 71) Y H6LHITIERED
LN o 72K Ly RENFETIESIBI 7N FED ST,

15.1.2 BIEATH 525, MM BV TEBEI N D 7 — 7 Vi
KEPIRF- BT 21 ~T H 2O BE % R GIARHF] £ 7213 P MREE
2 & AIGES I L7232 BV CL B INVIEE R i TR
FIFECTIEC L MR ZERF R DL CRBO SN2 L OIMEDDH 5,

16. EYF)E

16.1 MMEE

16.1.1 BEMERS
H AR N AR A\ T3 -326012 ) N— 1 9305, 10, 20X 1%
40mg™ Z ZEfEIEIC RO S L 7o, A ip R LRI B 1
PG 205~ 4R M B ImEE i) (Cmax) 1Z#E L7z, V) /3 —
TR N OIEHEOHAIZBWT, G0 LBEED
WHNASERD H 79, [132 2]

s AUC Cmax tmax* t12
(ug-h/L) (ug/L) (h) (h)
Smg 8155 (132) 141.3 (145) 14 (05~25) 5.7 (198)
10mg 1564 (24.5) 2269 (187) 14 (05~4.0) 71 (353)
20mg 2777 (269) 3417 (29.6) 33 (05~40) 89 (50.9)
40mg 3051 (21.3) 3294 (26.1) 14 (05~20) 126 (40.0)

gLl (§EEH)

16.1.2 REHS
HA NSRS 7366012, ) /x—1a F43 210, 1501320mg™ %
LH1WI7H M &I ER OG- L7258, Wl G- & Hig L3
ff’/]@%ii?]ﬁﬁlk EREEI R, BREELRO N0 o729,
(132 =]

RAMTTIHME GRICV (%)) n=8

b e | e AUC (0-24 Cmax tmax* t1/2
el bl Kot s SR, (h) (h)
10mg 1HH 1443 (21.0) 2326 (187) |30 (1.0~40) | 57 (182)
7THH 1533 (14.9) 2469 (106) |30 (15~40) | 7.7 (41.2)
15mg 1THH | 2080 (267) | 3476 (230) |40 (1.0~40) | 63 (35.1)
7THH 2243 (21.1) 3306 (20.8) |35 (05~4.0) | 87 (26.9)
20mg 1HH 2419 (246) 3912 (21.2) |25 (20~40) | 6.1 (20.8)
7HH | 2839 (209) | 3985 (248) |30 (15~40) | 7.7 (236)

Mo rpuLfi () AT GRICV (%)), n=12
SEFIER IR LRE (DVT) B Kk OiZieiE (PE) ¥ %
KR &L 72 P S TAR BB o> A P & v 72 RESE ISR B) g
JEAT 12 QE LEYERE T A= (fEE) 13 UFoeshT
H o 7210,

[T AUC (0-24) ss* Cmax,ss*
Ak - BR (ug-h/L) (ug/L)
15mg 1HI1MH 2980 (1680-5530) 277 (209-399)
15mg 1H2[H] 5960 (3350-11060) 363 (239-581)

AN (5%-95%5)
* L ARIT2BIO M R 7 — 5 120D I

16.1.3 £ FHRSMHHER

(1) UN—Ox4%/3>0D$E10mg [HEL]

HERIRE)
YX—=F /N 0D#EI0mg [ HET.] RO 7 LV hOD§E
10mg% . 7O AT ==X ) FNZN1EE () N—1TFH
> & LCl0mg) B NS A R S (K7 L TR
JAROKTIRT) LCIdEmy N—a ¥ N @2 lE L., 5
5N FRE ST X — % (AUC. Cmax) (22D THEHRAT %2
1T o 728558, W EEDTFIHHEDEDIWBETEX [ Alog (0.80) ~
m%u%>@ﬁﬁﬂf%b\ﬁﬁ®¢%$%m%ﬁﬁﬁ%éﬂ
f:ll o

EWHRE/ T A - (I - RZ Lix5)

HENT A= % BEING A =5
AUCo-30 Cmax Tmax t1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
)= %82 0D
$10mg [ HEL] 1404397 | 20742+ 6648 | 251+099 |7.20% 191
foxz: LV MODSE yeseq12 | 2189646389 | 256+ 104 | 651+ 187

(1484% 5, Mean+SD., n=39)



(ng/mL) (ng/mL)
) —— JN—OFH%/N>0D$E10mg [HEL] 400 - T —— J/N—O%H#/V0D§E15mg [HET]
mn201 ] -8+ { J4 L L hOD$E10mg M350 L7 ~ae- { J 4 L L FOD$E15mg
¥ Th E T
e o 182485, Mean=S.D., n=39 ; IR 182485, Mean=S.D., n=39
% 200 1 ¥ 300 ‘
N N
[ [
m] m]
% %
A kA
JAN N
= =
P -
= =
- - - A (O - - - -
0 6 12 18 24 30 0 6 12 18 24 30
R (hr) R (hr)
MRS EEHERS (M - K7 LS MRS R EEIERS (M - K7 LS
SWBHRENT A — % (HifL - KD %5) HWENHE ST A — % (Hifz - Kb D H%5)
HENT A—F BEING A =4 HIEINT A— % BHEINT A—F
AUCo-30 Cmax Tmax t1/2 AUCo-30 Cmax Tmax ti/2
(ng - hr/mL) | (ng/mL) (hr) (hr) (ng - hr/mL) | (ng/mL) (hr) (hr)
JoN—ua FH% 80D JoN—ua FH 80D
$10mg [HEEL] 1424+344 | 201.98+56.13 | 283=1.08 | 7.05%299 $lomg [HEEL] 2245+ 483 | 318578049 | 259+ 104 | 824+4.33
1405; LV ODSE ys0a318 | 202225638 | 254+ 131 | 672+ 170 1455; LV FODSEL 505t s 70 | 3139448651 | 2454096 | 689+ 234
(18E4%5-, Mean=S.D., n=39) (18E4% -, Mean=S.D., n=37)
(ng/mL)
N (ng/mL)
7] —e— U/S—O %4/ 0D§E10mg [HET]
200 | i - £ FH# L L FOD§E10mg e —e— 1J/S—O%#/520D$E15mg [BET]
15 REREEN g <
s e 158445, Mean+S.D.,, n=39 Baoo] ] A A 7% LI FODSE15me
) iy z Thiga 18845, Mean£S.D., n=37
A 150 1 iy - i
-+ : 1) 250 1
oo |f ‘ AN
; 100 {4 1 200!
- f i % ]
s ; 5 150
& 501 ) T 100 1
= _ -
o E 50 1
0 6 12 18 24 30 0 , , ; :
RS (r) 0 6 12 18 24 30
MR SRR (i - Kb 0 %5 A (hr)

MAEFFEEIE IZAUC, Cmax®0/38T X2 — & 1%, Wl 0%
P AR OPRINA L - B2 O RERGAEIZ & - TR 2 et
Hbo

(2) U/N—OxH/N>0D$E15mg [HEL]

HERRS)
) N—1 FH/N0DEElSmg [HET] KUA 7H L)V FODEE
15mg#%. 7B AF —/N—iEIC X ) FnEnlsE () —aFHN
v & LTlhmg) MEEHERAS M HE EHRRR OES (k% LCTIR
JAROKTIRA) L CidEd ) N—a 398N xs e L, &
SLNFEYERE/ ST A — % (AUC, Cmax) 2D\ THEHRIT %
o 7289 oHEE O FIME D 7 DI0%IE HEIX [H Ailog  (0.80) ~
log (1.25) OFFAHNTH V. WA OEYFFESEESHER S

YR NT X =5 (AR - K% L5

HENT A= % BHEINT A—F
AUCo-30 Cmax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
)= %5 0D
o T 2436=673 |337.67+ 11745 277+103 | 875+359
gggﬁ bV ODSE 75686 |34640+ 10472] 2714092 | 831335

(15¢#%5-, Mean=S.D., n=39)

AR (k- Ka Y #55)

MAE P ONMZAUC, CmaxZEm /8T 2 — 71, #ErE o
P AR ORI S, - WS O SERSM 12 & > THRZ BB
H5bo

(BHBES)

YN—0 FHN0DFElSmg [HET ] KOA 7L v b
15mg#%. 7B AF —/N—iEIC k) FnEnlsE ()N N—aFgN
v & LClomg) MR AR EZBRRE RS (k7 LTk
FF R OUKCTIRA) L CHser ) oN—1 348 Vg2l L,
HoN3EYEEE/NT A —% (AUC. Cmax) (22D CHRERHFIT
AT 7255 R B O I O 2 D 0%EFEIX 1 Alog (0.80)
~log (1.25). 2»2. FHED =D log (090) ~log (1.11) D
FANTH 5 Z Eh 5. WEIOAEWFENFREEEAFER S Lz,
%ok 7 LERTIZ Y N—a 93> 0D$El5mg [HET.] oA T, 4 7
LV b $E15mgldzk TR

FWEE T X — 5 (Flk - K% LixG)

HENNT A= % BENT A=Y
AUCo-32 Cmax Tmax tiz
(ng - hr/mL)| (ng/mL) (hr) (hr)
YN—u ¥4 80D
$15mg [HET ] 2678447 | 29340+4229 | 554+159 |5.02+0.65
A 7H L)V MElSmg | 2638+556 | 323.36+49.73 | 367+098 |518+0.87

(1%84% 5, Mean+SD., n=27)



350 g
3001 —— U/S—O% /3 0D8#15mg [HETL]
i I %3 . -a-- A FH LIV ME15mg
¥ PR A
25071 lifen: 148#%5, Mean+S.D., n=27
1) i
/X 200 1
| H
m} ]
515017
A |
/N 100 |
= 11
& 50 i
0 4 . . . . . R -
0 4 8 12 16 20 24 28 32

R (hr)
MmEE SR IREHERS (Rt - K7 L$%5)

HWERE ST A — 5 (iR - KDY I5)
HE 8T A =% BHEINTA—F

AUCo-32 Cmax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)

2539*474 | 29774+4343 | 446+ 098 | 482+0.64

JN—1u F4 320D
$Elomg [ HET

A 7LV b §Elomg 2506413 | 309974577 | 354+ 1.17 | 5.06 +0.86
(184%5-, Mean=S.D., n=26)
(ng/mL)
50 7 &
s00] LT —— U/N—O%#/3>0DE15mg [BETL]
f HEN - A JH LIV ME15mg
u% P
;;'f 2501 1! 1$E#%5, Mean+S.D., n=26
1 !
JN 200 4 '
| '
m} ]
21507 1}
Y by
/N 100 9 |
=z
P 114
2 504}
0 ; A
0 4 8 12 16 20 24 28 32

RFfE (hr)
MAE PSR RS (B - Kb ) 5 5)

M4 A I ONIZAUC, Cmax®5 085 X — 713, HEE o
;)F\\ R OPREURIEL - BRSO RERS IR 12 & - TE 7 B WA
60

16.2 DRIR

16.21 NAATFNALSEUF«

) N— 1 FH N2 5mgfk 020mg™) % ZefE B RS- L 72 B,
HRFHINA T T XA T )T 41 EFNEN112% K 66% TH -
72 (JHEAT— %),

1622 BEDOHE

(1) U N=OFHNr20mg® % RIS L 72K AUCIZZEE R
PG L7zl e e L39%sahn L7219 (SHEATF— %),

(2) HARNBEFEBEERABF1IFIC, U N—OF 5N 15mg s 242
JEIE K OV R BRI S L 72 B ARG 2 id tmax @ 12
WEASERO S L7275, AUC. CmaxiZ 23300 SN o 7210,

16.3 o

16.3.1 HHER
YoX—1 FHNY EFEIRNES LB, SAER (Vss) 135
S50LCd - 7217 (BHEAT— %),

16.3.2 A NV ERE
In vitro BRI BWT, U N—aF PN FMmEESy Vo7 EEn
HATER TR L. b NISEY V8 A EITH92~95%Tdh o 770
FIZTNT I ST 518,

16.4 X
JN—1 FH N IEEIZCYPIAAK UFCYP2J21C & B BRI 12
IoREF s, FELAHEHWIIELRY 2 L BOBLSEE R
7 2 FEEONKGIRIETH Do In vitro RERIZB T, ) N—
XY NPk » 80 THLPWESY v 57 (P-gp) KO
itk > 787 (BCRP) OHEETH DI EARENT VS,
[10. 2]

16.5 Hkiftt
YN—=Ta XNV R EHIRNES LB, 282707 5 2 A
10L/hCTH V. HGEORL2%PRZED F F IS N1,
BEHER A 746112 [14C] ) N— T F 43 2 10me % H A T
G L7-B #5202/ EANEERHY & L CRP RO
PRI S, 580 o1/ 3HKREAED T FEHEIES L7220 2D (h)
}\‘7—“‘_57>o

16.6 FHENERZEH I HEE

16.6.1 BEZEE
e (2L 7F=r2) 75 A (CLer) :50~79mL/min) «
R (Cler © 30~49mL/min) K OEE (Cler : 15~29mL/
min) OBWEDH 5 BHEHKFIT Y /N—1 FH /32 10mgk 225
FEHLAGRE L9 G- L 72856, RS & i LAUCIZZ e h
14, 15K OL6f5IC LA L7z B Xall FiEMEHESRIZ15. 1.9
C20f5 28, 7a by e vl (PT () 313, 22K
U245 E R 720 CLer?S156mL/minAdi O & 12 BT A AETHEE
fi L CWwiane (SEATF—%), [212, 213, 7.1, 7.2, 9.2.1-
923 =]

16.6.2 FFEZEEE
BEONIEED D LT HAERE (Child-Pughs/HA 861) Tid.
YN—1 F PN 10mg % #4572 B0 3L B RE 13 HE kB &
I L CIEIZEMETH V) (AUCIZL2ME A . SDZMR R0
FRED BN h o7z, TEEDONIREED D L A EHE (Child-
Pugh’48B 8%l) TldfaHepiEr® & ik L TAUCHR23M5 LA L
720 B, FEHEATOAUCIE266E LA L7z, 8 Xall st e
Flx26fFimL. PT (B) d21M5MEE L7422, Child-Pughf
COBEICBITLMFNIFEML Ty FLEAT—%), [24,
932 ]

16.6.3 /2

(RSB M0 A2 ZRAESE DA HE R OB HIME)
NRo 2 MEIRINEZERE (VTE) BE (18R ki) xR
L 7 IR 3L [7] 565 TAH B oD I 452 v ife 4 & I W 72 BEAE SIS ) B RE
Wriz X 2 3EWEEE ST 2 — % (EEfE) (X Mo LB THo
7o EIBFEFEMAHRBRE T, FFEARABAZ Y N—T FH N>
20mg® (HA&NFEAIZ) /N—10 343 15mg) % 1H 1A 55
OBEBEREITHY T L L ORECTHELHY: - HIETY -0 ¥
YNy S 720, ),

el e AUC (0-24) ss Cmax,ss Ctrough,ss
k| | o (ug-h/L) (ug/L) (ug/L)
12~ 173 2120 238 20.7
1H | <18%L (26.4) (20.0) (459)
1 6~ 29 1960 247 154
<]12%1 (31.8) (23.1) (56.4)
12~
S | 1 1770 123 305
6~ 38 1960 148 275
1H | <12%! (32.0) (255) (51.4)
2l |2~ o 2370 185 306
<6*2 (42.2) (318) (72.3)
05~ |, 1640 156 126
<2%2 (494) (39.8) (82.8)
2~ | 4 2480 162 412
<6% (309) (254) (466)
1H | 05~ 18 1890 132 26.2
3\ | <2%2 (34.4) (272) (57.0)
EfE~ | 1590 119 185
<(0.5%2 (296) (24.1) (50.4)

AT GRITICV (%))
X1 EAIE NS A vuy S LTS
%21 FoAfvuay 7Fe LTS

16.7 EYHEIEA

16.7.1 U RFENL
TR AT 1126012 b E)L600mg & ) /N — 1 F 43 10mg
O G L2B, U= XN O AUCIE256%, Cmaxld
1.61%£%]L?E75%E1$ﬂ3ﬁ5i%5‘§éﬂf;26> MEANT—%)o [26.
101 =

1672 #haFV—JL - 70aFJ =)
TN 2080127 N 39— 1400mg & 1) /N — 1 F AN
10mgZ P& G L2, VN—aFH N DAUCIE2.6%5.
Cmax (1765 F A LPrgEEEH A i s 7220 (HEAT— %),
[28. 10.1 =Ha]
fEERE R N5 F-136112 7 )V 3 — )v400mg & V) /N — 1 F N
20mg® & PG LzBE, U N—a RN O AUCIE 145,
Cmax!31.3f%5 LA L7220 (WHEAT—4%), [102 ZH]

1673 72V zZ20%4> > - T)2A7%12 >
R AR 15627 ) A0~ A4 ¥ »500mg& V) /83— 1 F 43
Y 10mg# PR G L 2B, U= F9 8 O AUCIEL.5ME.
Cmax|3 1465 LA L7220 WHEAT—4), [102 ZH]
RS ABF15FIc ) 2a< 4 3 »500mgs V) /N— 1T 43
10mg#x PR G- L 2B, U= F 43 OAUCK 'Cmax &
HICL3fE EA L2 WHEAT—4), [102 &)

1674 U7 72ES
fEEFER ANBF1861c) 7 7 ¥ v (BB H#150mg & ) 600mg
FTHl) L= FH N 20mg™ & PG LB, Y
N=T FH N DAUCHFIS0%IET L. Z WPt &
I L7220 (BHEANT— %), [102 ZE]

16.7.5 T/ ¥4/ >
fREHE AN T 10B01C = 2 498 2 4000IU & V) 8 — T FH9 /8>
10mg % B FH#E G- L7258, U oN— 1 5980 O 3 BHRE 122



otz PUE Xal Tl IS8 L 7225, PTRO
aPTTICIZHERRO SN h o722 20 (HEANF—%), [10.2
Z]
1676 7AEU>
TS AT 1361127 A ) Y500mg % #%5- L2BHICT7T A Y Y
»100mgk U x—a F YN 15mgk PRS- LB, ) v—1
F N Y QI EYEE N OSBRI RRD S N o 7220
MEANT— %), [102 ]
16.7.7 Z7AERT LIV
fEFER AR F1160Ic 7 0 ¥ K 7 L v300mgx % 5- L 72 27 1
¥ RZ L V75mge V) N—1a X935 15mgx PGS L7k, 1)
IN— T F N QI ENREICEIIFED bk o 72, BIORER
2BV T OBEEE 1 IR O LR 25580 5 L7z & O A
H5% (HEANT—%), [102 28]
1678 F7O0%t>
fE e AT 7116012 F 7' 8 F 4+ »500mgl H 118l AR -1
JN— T FH N 15mg & B $G- L72 B, R O e R 13380
SN o 72h, —EROBEERE 12 B\ CTHUEEEEH OB IRA RO
5720 (BEIANT— %), [102 ZH]
1679 TILT 7>
H A R A5 F-1261 (VKORCI 3&15F 16396 DA T L V7S
REREERELH L TV LHRE) ([CTVT7 7 ¥ & RS L.
PT-INRAS2.0~30I2F3E L 72812, U 8= F 43 15mg# 1H
LRSS 12 ) B 2 7208, aPTT. 4 Xal il S O
Mo v VEARE (ETP) ~OEEIIMMNNTH - 7295,
PTROPT-INRD ¥ — 7 filild ) /N — 10 /8 > Bk 51 & iz
LEFNZEN23E R O29E 27 5720 U N—1 Y8 U e 5B lG
BIHHEICIE, TV 7 7)) v OREEIHER L, B, Y
WA HEAERNEED SNk o 7220, 28 [86, 812, 102 2]
16.7.10 Z D DR
I L, VIFV U ROT PUVNAYF ) N—a PN
Y OB & B I R R % £l L 72 As, SR B Sa A
HAERIERRD Sy, Hillg#l OKEAL7 VI =2 270 - KERAL
YTATVYLRER) . TE=F TV UROPF AT T, )
N—=T XN QI BRI R RIT S oo 7220 (FEEA
?“_‘ y)o

) RHIOB NS BT AR - Ak, [IEFRRE OB
BUF B R ARG f OV4 B PEZEARE O S REHNH] ] Tl 15mgl H 1]
W5 Thd, B, BHREORE IS CRET 254613, 10mglH
1A% 5T B o [HIRIRZERAE O BB TSI | <k, Sk
O3 1X15mgl H 2% 5. D %1£15mgl H1F#H5TH %,

17. BRPRESAR

171 RO RLMICEET 535

GERBEEM OEMBEE CH T 2RMMERNER RO L SHERE
DFIEIH)

1711 ERE DR

1T B LSRR RIERIEOBA T > R A ¥ b

%20 A, FEHARAIE R EARRE UL GIEE DA v FRA b

3 AR, R R R IR E (O SLL CIMAESED B E T B
'

ZEVEFEEFMIEE OEM A N2 MEEHFIZZNZEN18.04 K Y
1642 (J100HEZE) THY., UN—TIFHF N OTI LT 71 ¥
RS 5 IS A MEE S 7z (HR : 111, 95%CT : 0.87~1.42.
LMD FFRUE 1 HR20) 2,

YN—aFHF Ny | TN T 7)) v N R
I FRA B (N=639) (N=639) (95W1%¢EIZF51>
n (/1008%4F) | n (/1008H%4F) o
RAEVEF R AR | 138 (1804) 124 (1642) © 87131 49)
LN 26 (300) 30 359 | (s0-143)
BEAR T %V ATER 1.20
6125 b 7 2 119 (1542) 99 (1299) (092~156)

(LR R, BRI GT)
¥ o [EAZMUL] 3 [EATEZ WO FRRIMICHEE 72 2 il | D&
I FHRAL b

RBIER (BRI = &) 1263961743266 (51.0%) 1272
OH, FEaplfERIE. HIMm8sHl (13.8%). KT 5041
(7.8%) . B IMNA0BY (6.3%) . HLIR24B1 (3.8%) . ki 12361
(36%) . R MBEYEISHE] (2.8%). FIL176) (27%). AlEHIN15
B (2.3%) . WEIM1461 (2.2%) . TIHEPIHIM1260 (1.9%) . F# i
1160 (1.7%) « fEEImE 9B (1.4%) . M Hm7e0 (1.1%). £
V76 (1.1%). fEEm7e) (1.1%). HBim7el (1.1%) %CdHh -
72
17.1.2 @S E MAEEER

JEFP B L ABY BB 2 X F RIS, U N— T RN ED L
PET VT 70 OFRIE R eV E BG4 £ Rk it
[, AL, ¥ 78I —kIc kb, HER, EEIE, I
TEER bt (ROCKET AF#ER) % 3L 720

A AT 1O PR B R 3 1423601 (22 T MRAT R 5150 123 L
TY/N=uaFH /N r20mg (CLer @ 30~49mL/min® EH 121
15mg) QD#2 X4z )7 7Y ¥+ 1) (PTINR : 20~30)
WY EBRICEG SN, RS N0 FH N8
5722H. TN 7 7 1) YEEST99H TH - 720 ARIME T EEFME H
1Z) N =1 F N U BEEOS8FIH188FI . TV T 7 ) v EET004%
241612 E88D AL, AERIA N MEHIERIZF N E N7 R U2.16
(JI00EREZAE) THY ., UN—OF PN DTN T 7Y Ik
5L IELGMHDHGE S 72 (HR : 0.79. 95%CI : 0.66~0.96. JEHME:
@)éffmfé?%ﬁﬁ : HR1.46. per protocolf Tt S4Ell. (HERsEH S
o

JEFETE OB R 2 R, ) N —a 3N ED L e YN—a YNy | TNT 7Y N FI
FE TN T 7 ) 2 OAAGMER et % LR 5 £ kit IV REAL YR (N=7061) (N=7082) (959 B )
[, EERAL, ¥ 7N F I —FEIckn, ZEER, EESE, I n (/I00E#4) |n (/100B#H4F)
FOER LR (JROCKET AFSBR) % %ML 7. o EEEmEE S| 18 (170 243 (215 079
eI LB Z 127801 (76 2 MEATRF S BIRD) 120k L AR (170 215) | (065~095)
JN—=1 FH /8 15mg (CLer : 30~49mL/min® £ 12 1% HAWRKWFME| o0 (311) 410 (363) 0.86
10mg) 1H1E (QD) XiEwn779>»H 1) s (HEPT- H1% ] - (0.74~0.99)
INR : 708 A0122.0~3.0. 705 1131.6~26) 754 kiS5 ADRRO T 00 o)) 519 (462) 085
ENtze THBGMIBIE) N— 0 RN BEA989H, TV T 7 F 2% ‘ ‘ (0.74~096)
) UHEASLIH Tdh o 720 BT TFAMIEEIZ ) N — 1 F 43 e 085
SREGITHILLEN. TV 7 7 1) > BEGITBI 226112 80 B 1, ARR e 184 (165) 221 (196) | (970~103)
ARy PEBERIZENZNL26K 0261 (/100HEZE) Thoie P 094
(N = Kl (HR) : 049, 95%{FMEH (CD : 0.24~100, i Sl O Bt 0 W
7k : F SLa S
per protocolfHT X REER ., HESE S T), P 29 (026) 50 (044) (03703%9@
DA =AY JVT ) v N S - R T G 0.23
Ty REA L (N=639) (N=639) (9/5;;%;;&%) JE RS R 2R 5 (0.04) 22 (0.19) (0.09~061)
n (/1008F4E) |n (/100854E) o . 081
048 A gE 101 (0.91) 126 (1.12) (063~1.06)
RN T ZERFAME B L 11 (1.26) 22 (260) (0.23~1.00) : 089‘
R Sy m— : : I FE 170 (1.53) 193 (1.71) -
BRPERKRGFMEH] o) 24 (284) 0.65 (0.73~1.10)
H1% ’ ‘ (0.34~122) (T4 SR, BB S T, IRk OB % it © Bvh)
0 PE R 1Y S i 55 0.74 1t RS S IR RERIE DB A T AR A~ b
B o 19 (217) 25 (2.96) (041~134) %2 1 TMRE IR R SR L DB TE DA T R » b
046 %3 Rer, JERAR A RIERIE ., LA L LIMETEOBA T R
i 2 10 (1.14) 21 (248) (0.22~098) PR
PR 7 (080) 17 (201) 017 08) FAMETBI L TlE. DUT OB 570,
MR R 3 (034) 4 (047) (mgg%> DASERFAS] ORI | e
— ES 2 E (N=7111) (N=7125) op (=R i
AR RE | 1 (01D) 1012 | o8 n (1008824) |n (1004 | ORI
- - PRI s 1.03
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733 - CioH1sCIN30sS
4rF= 1 435.88

%R A~ MECORERTH D,
ARG
(0] . o
S 7,
\ H

22. A&
(J/x—0O%4/3>0D$E10mg [HEI])

100%¢ [10%E %10 ; PTP]

2005t [FI9AF v 7 KM NT L EBERIAY ]
(JXx—0O%4/5>0D$15mg [HET])

100%¢ [10%E % 10 ; PTP]

2005t [FFAF v 7 KM 8T EBERIAY ]

23. EEXH

D) IR Z v MBI 2 EREENE (4 79 L)V M @ 20124E1
HI8HAKRE. HIRHEHME2644)
THFIIBIT LI - JREFEEICET 2 EERE (1 7L
WV MEE L 20124F1 H18HZKRE., HIRE R KK S2.6.6.6)

2)

3) T v MIBU D MART & O AR O 58408 DN R R O R fE
WZBI3 2Bk (4 7Ly Mg 20124F1 I8 H KRR, HIGS
BRI Z26.6.6)

4) 7 v MIBT I R5W (4 7LV bEE 201241 H18
HARGE, HIGEEES2.64.6)

5) Brodsky S. et al. : J. Am. Soc. Nephrol. 2018 : 29
(12) 27872793

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

7) Pengo V. et al. : Blood. 2018 ; 132 (13) :1365-1371

8) IR (Hiln#SaE) (1 7% Lov e 2012451718
HAGE, HEE R 227.6.7)

9) IR (REFGHED) (7% Lv M 20124E1H 18
HZKRE. HaE & RHM22.7.6.10)

10)  HAR NGV AE RS IR A A £ B OV I e PR 28
BHEEE B ABEROHEE (1 7L v M : 20154F9
H24HAKGE., HREERIEE2722, 2723)

11) f’fiVﬂ’é)l‘fFﬂr CEYEF N RSERR EER RS © OD§E
10mg

12) ﬁl*ﬁé}‘ﬂ DA SRR (G AL RS- 0 OD$E
15mg

13) *il’\]%’r'ﬂr LA E SRR (ARG 0 ODSE
15mg

14) HERENAFTNATE) T 14 R (L 7L )b Mg
20124F1 H 18 H KGR, WIFFERMRZE2.7.1.2, 276.1)

15) 20mgfi & 7 B O ZRER (1 79 LoV M © 20124F
1H18H KGR, HRHEEMIRZ2.764)

16) 15mgfi & F\W 7z EH OB (1 79 Vv M« 20154F
OH 24 HAKRE, W&k %2.76.7)

17) TEEER MRS 2ot R & Lz EE T BRI © My
INAFTRAZTE) T 43R (7 LV M 20124F1H
1I8H KRR, WIFEERZE276.1)

18) IM#E7- AFIREEE (4 7 L)V Mg 20124E1 F 18 H 7AKFZ.,
R SR 2644, 2656)

19) 1R 54 TV M E : 20124E1 A IS HAKRE., SR SE
264.1

20) MEHEBVEERE & kb5 & U2 EAVE T AR SER © ~ AN
T v AR (4 7LV bEE 201241 HISHKRE., HIFEE
FHEE27613)

21) Weinz C, et al : Drug Metab. Dispos. 2009 : 37 (5)
1056-1064

22) BREEEELNGRE LERERGE (1 7LV ME



23) B
24)

25)

26)
27)
28)
29)

30)

31)

32)

33)
34)
35)

36)
37)

38) 1
39)

40)

41)
42)
43)
44)

20125151)% I8HKFE, HIFEEEHESE2565. 2.76.16)

PR 2 /R & U7 HRSE R (1 79 L)L Mg ©
20124F1 H 18 H KRR, HIREERHZ276.17)
2 li’?fﬂ}ﬂm&%’f’i‘f@d\ﬁ BEHEERGE LE HH‘EE&%%@
(/f LV bR/ /0D KT A > ay 7N
20214F1 H 22 H KGR, WIREERRSE2.76.12)
%‘\‘[?Eﬁﬂhiﬁﬂ&%&ﬁ@d\ﬁ BETRIRE L7258 III*HJC%?{@
(A 7LV b /MR E/0DgE/ K74 > uy 7/NEH -
20214F1 22 H AGR. A5 )
WM EAERRER (4 79 LoV Mg 2012461 H 18 H KGR
SR 2E2.7.2.2)
I X% v WM AEFERRE (7 Lov M
20124F1 H 18 H A FE. W& EMEZE2.7.6.30)
TIVT 7 ) AR B EERSERIERER (1 7LV b g 2012
FIAISH AR, W ERHRZEEL5.2.1)
H AR NIEFRBEAE TR DA B BB 2 B 1) 5 A5 AR RS
(£ 7Ly bEE © 20124E1 I8 H KGR, HIGE BRMZE
2733, 2.76.46)
JEFEE M AT E R B (2 BT 2 EVES TARER (1 77
LV b fﬁ D 20124E1 H 18 H KRR, W& EMEZE2.7.3.1.
27647
H AR N SVHEAE B 1 e B IR I A FE L2 81T 2 I 4 TIAR
Al )(4 WLV NEE © 20154E9 H 24 HAKFR. HIRE BRI 2
2764
AR N SR (5 1 il 2R JE S (2 d5 ) & [EIA 26 TAH R
(A 7‘;7“‘1/)& Mg 20154E9H 24 AR, HI A B RMEEE
2765
SR - s (4 7LV M EE 2015459 24 H KGR, B
BRI Z25.65)
AT SCEICE T 2FH (f 79 L)V Mg - 201549 H 24 1 &
P, HIEHEEMEZE25.6.6)
SEE R AR IR e B 1 B 2 EIYLES T AHRABR
(A 7;% LV ME © 20154F9H 24 H AGE., HIREERHMEZE
276.1
SR E RN SR E B 2B S EAVE AR (1 77
LoV ME © 20154F9H 24 H KRR, HIFEERHRE2.76.2)
SRS K*?HJRJIM%J"&U‘%%&‘J" BEIIBUT 5 EY
%m*ﬁﬁt?ﬁﬁ)%ﬁﬁﬂ‘ﬁ (A 75 Lov MgE - 20154E9 H 24 H K
;h HIGH B R ZE2.74.2)

HERSE L O EPRITETE R VWEEER (1 7L
F $E 1 20154F9H 24 HIKFE. HIEHERMRE2747)
The EINSTEIN-PE Investigators : N. Engl. J. Med.
2012 : 366 (14) :1287-97, Supplementary Material.
PROTOCOL (Study Number11702)
BERIR AR ZEAE O/ NEER R & L 72 RS
(4 LIV SR/ E/0D §E/ K94 ay 78R
o 20214F1 22 HAKRE. HIREEEMY22733, 2.7.36.
2742, 2744)
Lensing A. W. A, et al. : Thrombosis Journal. 2018 ;
16 : 34 : 1-11
Perzborn E, et al. : J. Thromb. Haemost. 2005 ; 3 (3)
514-521
Biemond B. ], et al. : Thromb. Haemost. 2007 ; 97
(3) :471-477
< AN BT B IMEERIETFRER (1 7 L)V b
20124F1 18 H KGR, WIFF &R SE2.6.2.2)

24, XBFAKERVEVEDESE
HETHASH BEMEFF-TLry—
T930-8583 B It MikE1 T H6F21
TEL (0120) 517-215
FAX (076) 4428948

BOEHRGTEEE
26 1 BEER%ET

¢E|: 16%1;

NicHiHko = LU 7 #5 B & 1



