% 2024411 A CRET (45200
20244 8 ATERL (B51H)
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

) EE-BESORLTEICL )M L

=

AFOBEICE)HMAREL, EELEODOBEICIE, 5
TICERBThI H 5, AFOFERICHE-> TR, HIDSE
BEMEEEZEL. FAFIREDERZEEICHKTA L, FF
ICKBHEIMY XY ZEREICFHMECZ 23EIBILINATVE
Wi, FERERIE, MASEICET 2HREE@OAES T
HmMPEMEOHEETHIBETEZE, ZhdOBRES
BOHLNABEICIE. BHICETNARBEEITH>Z L, [2.2,
8.1-8.3. 85. 9.1.1, 11.1.1 BHE]

2. B2 (ROBHICEEBBELEWVWI &)

2.1 BHN O LBHIE OB RED H 5 BH

22 WL TwaEE (HEFHEHIML., L& RIS ORRNIC
EAZMMmM (WilzPhETL2BEW0H 5] [1.. 1111 &
]

2.3 BFEEEL ) FEEoEHE [93]1 2]

2.4 hEREED EOFEE (Child-Pugh/ 8B CICHY) 0
L HEE 1932, 1662 ]

2.5 IR IR L C W A REE D H 5 ik [95 BHE]

%[ 26 VN FENVEEGSAETLEA, THFFEL, FILFEI,
KRAT v TV FENVEHSROEE (101, 1671 SH]

27 ACVAY v NeEATLIEAEHRGRoRE [101 2]

*1 28 A NTFaF VU=, RYyaFvy—)b, K)atrvy—)b, 3
aF =, T F =V OREO AR 2 G5 h o
# [101. 1672 =]

29 Ty bLVELVEEShOES [101 2]

210 ARG EO BE [t id < BECHE S g s ik
JERZ BT 2BEFNDD 5]

211 BARLE (L7 F=r 27075y A15mL/minkiii) OB
#1921, 1661 =]
3. #ER - MR
3.1 8k
B4 YoN—ua N ODEE|) N— 1 FH N 0D
¢ 10mg [HEL] 15mg [ HEET ]
15EH 15EH
RS YoN—a FHNy DA = /A
10mg 15mg
D-~<ry=bF—Jb, O —2A, 7O AFH)LR
AT D~X+bUﬁA\tfnxn—z\7ﬁuw%M
> FhUY L, TUARE R, BEmRKT AR, 7
TWVERAT T UIIVF MY T L
3.2 REIDOMR
Wiz 4 YN—1 FH N 0ODEE| ) N—1 FH N 0D
’ 10mg [HETL] 15mg [HET |
blbi Fgr (CEAN )
X it

754, YoNx—ua FHoNr0ODEE|Y N—1a FH N 0DEE
e 10mg [HEET] 15mg [HEET]
e}
15
| e U0
aE
Wi —
E#E (mm) 7.0 85
J£& (mm) 31 33
B& (mg) 120 180
10 15
JoX— FH N Jox—ua FHoN v
OD OD
BN
10 15
JoX—1 FH Ny Jox—a FHoNs
HEET HEE T

4. FhEEX(IZHF
FERBEAEME D EMEIREICH T 3 BIERZEH RO L S EERE
D FEREIH]

6. AARURAE
WEL EACIZ Y N—a RPNy L LT5mgE L H L ikl %
53 %0 2B, BREOS 2 EH 18 LT, BiEORE
\ZIE L C10mgl H 128§ % o

7. BERUVAEBICEEY 338

74 2 LT7F =) T T2 A30~49mL/minDEH 2L, 10mg#E
TH1EH S %0 [923. 1661, 1711 SH]

72 7 VLT F =Y ) T T Y A15~29mL/min® B I2Ik, ARHK
GoOEEGEZEEICHE L2 BT #5358, 10mgZ1H1
ml#%59 %0 [922. 1661 ZH]

8. EELREXWIE

81 7o bhur sEFHIEREREL (PT-INR) EARF OHUEEE1E
FIZ DOV THERE L S NIRRT < L M LE S b o v R 75 A
F VB (aPTT) SEoREREFEMRA L. RE OPUEEFEEH % € =
)T AIREL LTRSSV, [1, 1111 2]

82 WM OEIWERANELD I EMDLDOT, LEIZS L CIE
(NEZBE ME), BEMSEOMELYERL, 2FEANE/TY
ERME DT O ML OBUEATFTED SN Ha 12, #Y) 7
WiExF7H 2 k. [1. 1111 ]

8.3 HF|ZIE, S, KM, SRR, kR, WE, i
OIS, F28 20 IR OBUEDFRS SN2 GA12I0 . R S5k
FTHEET L, [1. 1111 S

8.4 HUIM/IRHIZA & OBF KR, HI) 2 7 232k 2 B
FNDD B2, AFEDOHHIZONWTIZ S HIHEEICKHE L.
HEEOERED MR ERS EH SN EDOR, IS
DFEHEBHT S L, [1. 102, 11.1.1 S

8.5 RHIOFLG- AT LR BALE 247 9 Bty ERAIZTTRET
HIERF OF 55240 LI ERA L 2251247 ) S e EE L



W, FATRREMLEORGZESE S 2 ENTE R0 AIL.
BUEE LY A 2 AEHMIT S 2 &, AFIOGIE, FilieE
RIMLE 2, B ORRRIREEICRIED 2 DS v 2 & 2 fERR L
THhH, TTRIERLPICHBT S 2 &, (1, 1111 2]

8.6 AHl L MoFLEEREH & DY Bz 2BV T, DT SICHE
’9‘-;@):&0
CTINT T PO RENCEINFRZ B UEND LA, TV

77 OGP L2, PT-INRSE, Ui & H rgds 2
FER L. BIEO TR IS 5722 & MR L 721, Wk
R P ICARFN OB G- %G 52 &0 [1679 BE]
cFEHFIOPUEEA] (%) VE) 2O RFNCY )L H5E.
WA O FFIRA LR T 5% 5-25F 78 & 72 R 000~ 2R 1 i 51
Femeiii ikt L 0 . ARG 2 RIET 52 L,
CBEIPHTINT 7 ) YAOY)Y 2 R B TR E R AR
T 7 B ATRREAYRIE X TV B DT, Huke e 25HER: X
N5 LS L, PT-INRS:, i & & BEMR A Ol AR RIS O
THREBZAETIE, V77 v ERKIZHATAZE, &
B, REOFGHT %24 MRS 5 £ Tld. PT-INRIZY )V
7 7 ) Y OPUEBFEEH % IEREL B L 72w,

< RE 7 O EFH OPUERFE AN 0 R 2 DA, R OB G %
1 Uy RIB O AHIFE G- 2558 S 4072 W I 08 [ H) o0 DR 4%
GAIR THG %I 52 k.

8.7 MIEMEMIBEELH Db D I EHH LD T, HKk, MEE. P
W, FEEHEDRERD D 5 bN A IE, R FIREICE
T A L) BEII|ET 2L, [1113 ]

8.8 MM ZEN/AHEFELICAFZIRA L., BHA2SEH1EIO
RAZIT) &) BBIIEET 2L, RAZENLBETH, —
JEZ20 g 2 IRE T, RO £ CL20RPLEZET 5 X9, |
HIIRET L2 L,

8.9 ARHIFxG-rh o B Ty & 3 I L 1k i R 3 7 i oo 5
B CAH OPUREEH O bRl & L5 & § D21, PRIEIT
HHLTVTFEY Ay N TNVT 7 GEETHIER) OBFRLE
PSR L, 228, Wk OIS 2755, B IEARN
., BEOWREETLEEICET AEE. BIEHSEOMH -

DEFEOLBEERT L L,

9. HENEEZ2EI5B8FICHTIER

9.1 AHHE - MEEEDH 2 8%

911 HIMIMY X7 EVEE
PUTFo L) ZEETIE, HiiofEBErsEkdT 5. (1., 1111 &
i
RIS H 5 B /N AES)
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91.2 REFEEDEE
MO EREAIERT 5 2 L b 5,

91.3 BEMEILEREEOSZIhOHSEE
EBE LR E 0 2 8 2 PRICERE T 5 2 &,

9.2 BHEEEERE

921 BR2DEE
RS LhwZ e, ERIMEIHREBRICBWT, 2L T7F=02Y
7 J ¥ A15mL/min K0 EH IR ST 5B, [211, 1661
ZH]

922 EENEBEERE
RANFEG-OME FMEEIIRGTT 5 2 Lo RFDMApIEED AT
LT ENRIESN TV D, ENYMETTAHREEICBWT, 7L T F
=277 T Y A15~29mL/min® B BRI E T 5, [7.2,
1661 ZHE]

923 HEENBEEZENDH2EE
AHEGOWE#BEIRFTT L8, ZLT7F=r 2 )T
A 30~49mL/min® EE TARF| DI EEDS EH§ 5 2 & AURE
SNTEBY, MofEREI KT L2 2B 5, [7.1. 166.1
Z ]
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FolE - pRFEME, MAEROEFRIET RO —iKEDOEA

(5w b)) 3 PHEHESNTVD, [25 2]
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111 EXLEHER
11.1.1 &

BHEEAIIMIL (0.09%) ML (0.06%). iz H (0.06%) . R
i (0.23%) . MM (0.08%) . Bl (1.25%). & il
(0.74%) A L+ (053%). LERIHALE Hif (0.36%). THEMHAL
B (021%) . MImPESES (0.14%) . BEiIA I (0.16%)
28— b A Y MEGREZ D BRI (0.01%) FOEEZ
HILAHS5bID e, FETICELFAPBRE SN TV D,
T 2 MIAF D EE AR S N7 G 3G 2 dk 35 2 &
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13. BERE
13.1 fER

WA PHED A L2 BENDTD 5o

13.2 L&

WL E B2 5 72O GRS % Z T 5 2 & WIMAED b
HEEIZ. DTOREZITH 2 &,
CEE. KEOFG RS LTS 2 b AR IES
~138TH B, [16.1.1. 161.2 2]
SERZ & O W IO FEAEEE K OIS U7z i3 3 2 L %

LA,

BRI (REEO S MINAE) o BIE B O 720 OFLRFY I,
FR OIMATBRE OB, s8R (A 0F 5 2 B LI 56 1 it
FAIS U CRIERIMER BN, HrSE ol A= 217 5) SU3m
AR I SE OB Y) 2 A HAERE OBl & BT A 2 &

YN EERDPECO T, MEEN IAFR OBREIITAE N T2

WEEZ LN,
14. BHEDZEE

141 ZAZHEFOZE

1411 PTPEED#KFIIPTPY — b 25 L TIRAT 5 &5



/4252 o PTPY — M OREARIZE D . WS A EE A £ kG5t
~HIA L, T3l % B2 L CHERRSTN 225 O S5 70 & 0HE % §F
KYDLIEDD D,
141.2 AHNIHEO Lo TEE ZRE ST ERIET L7720,
Kz L CHRAWEETH S, 720 KCTHRHATALZEHTE D,
1413 AHNFIE-F TORETIE, K LTIRAZSERVWI &,

15. ZDMDEE

15.1 ERRR{ER ICED 1B

15.1.1 NI BWTE_BSN3ME OVv—T AT Far7 sy
MotV F D PR, Tp27 ) aTas A VIR ow
FTROHNET, MIEDBEAA S 5 501) » IR PUAE iR
ERRELERFETVT 7)) v oIEEREIEAELERERIZ B W
T MARFERME A XY P OFFED, TV 7 7 1) Y HE61IHITIEED
LN 72DIR L, RENEETIZEIBI 7B GED 5727,

15.1.2 BISHTH B D5, MBI BWTEBENRH F—F IV
KENIRIT- BT 21 ~7 H 2 O E & R GUARHF F 72 1P s
2 & BEHEY L 25 BT, U IVCERE I L TR
FIHECHC N M B F RS L {BO SN L OIMEDNDH 5,

16. EMENRE

16.1 MARE

16.1.1 HEIZS
H A AN AR BRI AT 7-326012 1) /8 — 1 3N U5, 10, 201340mg™) % Z2 [k (2 3
BRI 95% 5- L 7z L R A AR I (345 5 120.5~— A I 2 S s LS v i 1 (Cmax)
WZE L7z U N—a XN OIRHEOHEIZB T, K5FI6 U cBE R 0N
DD LY, [132 2]

e AUC Cmax tmax* tz
(ug-h/L) (ug/L) (h) (h)

5mg 8155 (13.2) 1413 (145) 14 (05~25) 57 (198)
10mg 1564 (24.5) 2269 (187) 14 (05~4.0) 71 (353)
20mg 2777 (26.9) 3417 (296) 33 (05~40) 89 (509)
40mg 3051 (21.3) 3294 (26.1) 14 (05~20) 126 (40.0)

X ool (FERR) BT GRMTCV (%)), n=8

16.1.2 REHRE

HARNEES 366112, ) N—1 F 44,3210, 1531£20mg™ & 1H1E7H B &HICK
TARELIBES L7oBs, RIS & e LS B BRI SR & 2B 2 < BARIE S 32
Do o729, [132 B

o |wen | (0000 O T G
10mg 10 H 1443 (21.0) 2326 (187) 30 (1.0~40) 57 (182)
7HH 1533 (149) 2469 (106) 30 (15~40) 77 (412)
15mg 1HHE | 2080 (26.7) 3476 (230) 40 (1.0~40) 6.3 (35.1)
THH | 2243 (21.1) 3306 (20.8) 35 (05~4.0) 87 (269)
Hme 1A H 2419 (24.6) 3912 (212) 25 (20~40) 61 (20.8)
7HH | 2839 (209) 3985 (24.8) 30 (15~40) 7.7 (236)

X oLl (FERH) BATEIEE (BICV (%)), n=12

16.1.3 £HZHESEHERE

(1) Yn—Ox4/3>0D#10mg [HETL]

Jagris)
YN—1aFH 30D 10mg [HEL] KU 74 L)V FOD§El0mga . 7 1 AF —
N—EEIZE ) ZRERLEE (VN0 F YN & L Cl0mg) HEHERL A L2 A £ [ %
D5 Ok7: LCIRA R OOK TR LTI ) N — 1 3 i 2 lsE L, 155
I HWEFE/ ST A —% (AUC. Cmax) (2D CHREFHENT 21T > 7265 9 - OF
HHEOEDIWEHEX [ H%log (0.80) ~log (1.25) DHEPHNTD h . WH OEYFELFE
DR S N0,

HYEE ST A -5 (MR - K% LIxS)
ST A—=5

BHEINT A=Y

AUCo-30 Cmax Tmax t1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
Y/3=nE 4,8 ODg 14044397 | 20742+6648 | 2512099 | 720191

10mg [HET]
A 7 L)V b OD$E10mg

1464 +412 21896+6389 | 256+1.04 | 651*1.87

(1$E4% 5., Mean =SD,, n=39)

(ng/mL)
) —e— )/N\—O%#/N>0D§E10mg [HET]
2504 1 ~a- 4 J4 L)L bOD§E10mg
4 i ooy, =
do00 | i 1§E#%5, Mean=S.D., n=39
D) LS
N :
|
ml
*
Y
N

PITAN

R (hr)

s SRR (k- k72 L)

EYHRE T A =5 GEE - KDY $%5)

HE ST A8 BENT A=Y

AUCo-30 Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)
Y5 HE 8 ODE 1424%344 | 20198+5613 | 283+108 | 705+299

10mg [HEET ]

A 7% LV + OD$E10mg 1459+ 318 202.22+5638 | 254=131 | 672170

(1§84 5., Mean=S.D, n=39)
o (ng/mL)

7 —e— J/N\—Ox#/Y>0D§E10mg [HET]
3 -n-- A L JL FOD$E10mg
: 1$8#%5, Mean=S.D., n=39

0 6 12 18 24 30
B (hr)
MR GO - kb b $25)

MAEREEEIEDNIZAUC, Cmax®E 0 /87 2 — &1k, W oI, A OFRIaEL - F
M55 ORI L o TR D WHENED B 5,

2 UnN—OFxH/8>0DfE15mg [HEL]

(Hagis)
Y N— U %N ODFEISmg [HIET] KU 74 L)L FOD$15mg% . 7 0 A+ —
N—EIZE ) ZFRER1EE (JN—0 338 L LClomg) MR AP A
5. K7 LTI OKTHRIE) LTIl ) N—a F 9N Vg2 il L, %5
N3N/ S5 2 —% (AUC. Cmax) (22 THEHIRNT 217 - 2285 . o i o
WM DZEDIW%ETEX I Hlog (0.80) ~log (1.25) OHPANTH V) . WHIOEYF1[H
LEMEDHERE S 721D,

SEWENRE ST A — & (L - K LIx5)
H5EST A— 5

BEINT A=

AUCo-30 Cmax Tmax ti2
(ng * hr/mL) (ng/mL) (hr) (hr)
/=8 %48 ODSE 2436673 | 3376711745 | 277=103 | 875359

15mg [HIEET ]
4 7% L)V b OD$E15mg

2475+ 686 34640+10472 | 271092 | 831+3.35

(1§45, Mean=S.D, n=39)
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CE VIR (PT (B)) 313, 22K U24f5ER L 720 CLerA15mL/min i 0 £ & 12
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132665 ER L7 X al FiEEHERE26MMM L. PT (B) b2 L7222,
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