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S ZEAAE D SEAEIE] >

2.4 R4 (zVv7F=v2Y 75 A (CLer) 15mL/
minAii§) OHEE [9.2.15K]

<FpRIMAE ARG (FRERERAR M A2 AE K O fh Mt BARAE)
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I—F 4 VT a—74 YT
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e | @) 9 & B98
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A - it IEL£6. Omm plroti
JE& 2.7mm 3.8mm
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ER OB >

5.1 ¥ a v 7 RRIMEAIBIET 5 X 9 2 MATENEIRL E
i AR AR R SV IUAG 7 A A1) 0 A <2 il A4 1 40 70
DB 70 il AR SERE ER 3 12 BT 2 AR ] OV &P Ve 37
LTwiwnzo, IHOBFIIH L TANRY) v OfCEE
BHELTARAZ G LT b,

5.2 FREIRT 4 V& —HEE SN BE BT AR O
RSP vz, T DB IR T 5541213,
YAZERERT 4y et nEET A L, [17.1.35]
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<FERBEMOCEMENREICE T IEMMERZER RS
Eﬁr@%f—?ﬂ]ﬂ>

WHL AIE 7 EFH Ny & LClbmeg% 1 H 21T

W59 %,
B, AR ARE, BRI T, TEFANCELT
1/H2.5mg 152@]1’“5"\(@;3‘60

< BIRIMAEZERE (REPERIRIMARE R Uit MR ZERIE) DA
&R OB RG>
WL BAIIZ T EFH v LCliEl0mgZ1H20E, 7
H &8 5- L2, 15mga 1 H 2B %59 %,

7. BERUVHASICEET 2%
<FERBEEMOEMEBEICH T ZEMEMEDRV LSS M
EREAE D FEMH >
7.1 ROFEHED2DODL FIZFEY T 2 B8 1E. o) A7 H
ElL AHOMPREDS LRSS 28200 H 5720, 1N
2.5mg 1H2FRBO% G35, [1.1. 17.1.1&81]
- 80iE L L [9.8% 1]
- ARHE60kg LT
<7 L7 F=1.5mg/dLYL L
<BIRMIETRE (REFRRIMARER OMIMEERIE) DA
ER OB >
7.2 FRICHERIRIMAR ZEARE 7S
FFRG- i, BIo ) A 712144

SEBOMMTH MO 10mg 1H2
MEET 28, [1.1BH1]
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< ZhEEIE >

8.1 Bffeia (Fubu v ¥ im (PT). [EEREHEL
(INR). TGHEALERS; b0 v KT 5 A F VK (aPTT) %)
. A OYEEEEE= YY) YT AL RSV
72, ARFNPEG- A i R A A O E BT 5
Zro T LB UT, MEM (NEZOE V),
RIS oM 2 FER L., AlMs~NEZ T Y AMERIMTED
TS MIMEELERT A L. BRMICHES 251
MR B M DOBEDZRD S NTHEIZIE, AF oG % il
L. HILOBERZ#ZT LI L, T2 FERICG LT, @
Y@ z4ro 2 & [1.1, 2.2, 11.1.18]

8.2 I, S, Bz R AL, B L, MpR. WL,
I K I 25, F 7 ML OB AR SN2, [
Bl 2 X HRET A2, [1.1, 2.28M1]

8.3 YU/ IMICEHE2H] & DB I, M) 2 7 SRR RS
LBEND LIz, AHEDPEHIZOWTIZE HEEIC
MeEt L. Em Lol Rt Gkt Em S & Hk Sz
GO INLOHFNEPHT AT L, [10.2, 15.1.1FH]

8.4 Y& IVKEPH (INT7YY) HOERFNG YL S
Bk, €4 3 VKEVAloR G- 2 dik L. PT-INRAIES
JREVE O B EY B T2, 0K, IR IR ZEke e B3 Tl
IO TR & 72 o T L AR OG- ZHIET 52 &

8.5 KFIMH sy I VKIEPLA (Tv7 7)) 18I Fx
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8.6 MoHEEREA GEHA) 2 SARFNIW Y B2 H%54E, K
MCPe 5% FE LTz E CTHIBEZ 17 C. REloR
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i, MAHITHAET O FEF YAy N TV 7 7 GEIET
M z) OBFHRLELTBHL, 5. HEXKOHEIC
BIE S 2R, ERLEARWER, FEoTRe A3 58
HICBT A ER. BIEHSOMN LoFEEoLi % Mild
52k, [1.13H]
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8.12 KK OFGWIZ O WTIE, FEBI = & OFFIR MR JE#
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REMRGER G L nw & EINBRRREICB T, KH %
67 AUl LEFRE L72#8 v,
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9.1 BHHE - BEEZENH2EE

9.1.1 HIMOYU Xy HFEWVEE (EXMH 2V IEEX ML
MRE, EEMOBEMHEERR, HEY ORER. I
AREAE. M/VMRERSR. SEEMEEMIES. HmRzs
DEEE. 32 FA-IABOEEDOSIMELE. B - B -
RRSEEORENFMEEEHF T 5 8%E)

IO BRI RT 2 B2 NW0H 5, [1.138]
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<FERBEEMOEMEBEEICH T ZEMEMEZED RV LSS M
EARIE O REMH >

9.2.1 F&£ (CLcr 15mL/minXkis) NDHEE

B LEWwZ e, A4 (Cler 15mL/minkili) o B#
ERRE LA R O e 2 e b U 2z R R 92
WL Twzw, [2.420]

9.2.2 BEE (CLer 15~50mL/min) M & 3 BE
WO R T 2 BENDH 5, [1.138K]

<BIRMETRE (REFRIMARERCHIMEERIE) DA
BER OB >

9.2.3 EENEREZE (CLcr 30mL/minKiE) D& 3EE
H"HE LAV &, EEOBEE®E (CLer 30mL/min i)
DHHEHEENRE LA R e R RE e L2
KRBT E L TV v, [2.58HK]
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WO GBI AT 2 BEh b5, [1.15H]
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FRIE L U7 R B BRIZ M L T e,
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Wl SR L C W A B0 & 2 ikicid, il Lo
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Ay B8 Lo B I L Cid, BRI T (g 2
L7 F=r1.5mg/dLELE) ROMRE (60kgPlF) 2L
TARAZWET B L, [7.1. 16.6.351]
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13.1 fER

AR OMESGIZE Y, B 27 KT 5, [1.1ZH]

*13.2 E
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WROBWER DS bbb Z LW HDT, BEER 54T
W, BERO O NEIEZ RS 2k A 4 S 24
WEHITH 2 &,

1.1 EXEEIEA

*%11.1.1 HMm

PHE NI CHEEA) . #ALE BRI (0.6%). HRAH I
(0.3%) SFEoWMiMdsHobhb I EhdHb, [8.15H]

11.1.2 BMEMMERER HEAH)
WAk, g, BADAL. FRURIREE, FEBG T O R TR
OB NAEIIE, ER I ERXH, WECT, Mg~
— N —EORER LT S 2 L MR RSN
W 352 ik Uy BB E ARV E VAl o355 0w
YREZ4TH) 2 &

AFE IS BT ARAI20mg & R LR 51422 % 06
BRI IE R 2 RO G L2 &, TEFH N DOCmaxld
AL L 2o 7225, AUCIERI50% K U227 % T L. W%
RN e IR 5 D 13 AR A0 5 5. 32 UV O L
L 72%

MHLENTC & A BRFIENTIE RV,

I U 723540023, SEDRISTE U T AMRHY 1L 1 R0 3 £ s o
HOWITSE D EET L L, [1.1. 16.6.15H]

14. BHEDZEE

14.1 EFIZAFEFEOZE
PTPAEEOHKIZPTPY — P2 SO LT T % &
IRET AL, PTPY— FOBEMKIZE Y, BCHMERAH
FEREAFIA L, T3l e B L TR &S0 E
ERAIHEERRT 52 2D 5,



15. ZOMDEFE

15.1 EEEARERICE D 153

15.1.1 BARANZ &L 2 EERRE O B8 ORBARIEE - %)
) xR e Lz EBEFRERRRBICB VT, KHl5mg 1
H2WEE L 7T € REEDO AT bV AN, RAIFE TR
OIS R B OB IMAFRO N/ 2 L5, BT
Wik rotze ZORBTIRIZEAEDEETT ALY
VY ROF I B VY RPUMMIEE D2/ & OB AT
BT, [8.3, 10.25H]

15.1.2 WM B W TEE S N30tk OV —F A7 v Fa7
77 M BANTEF)E PR BLp27) aTa T4
YIBUE) OWFR D AT, MMEDOBEEA D BT
VIREPURE GRS 2 0P R & U 72 S TR i
B ()N—mFHNY) ETVT ) rOIEEHREESL
ABRIZBWT, MAABTERTEAS XY FOFEEN, UNVT7 7))
VEOLBITIIFRD SN o oD L, U N—a FHN
CBETIEBIBIRTEINC D ST DHE DD B,

16. MBS

16.1 Mg

16.1.1 BEEIRS
RIS, 7 EFHF N 2.5K 10mg (£&5-21261) %22
JELIE (2 BE RS T 5 L 7 BRp B85 $3~ 3. BIREIH] Cfie i ML 4 i
FEWZIE L, HOERNI36~8IFf Td - 727,

P Chnax AUCo-e T max Tz
(mg) (ng/mL) (ng * h/mL) (h) (h)
25 52.5 466 3.50 6.12

) (16) (17) % (1.5, 6.0) (1.21)
10 175.7 1628 3.00 8.11
(22) (18) (1.0, 6.0) (4.18)

Z P 571260, Cmax e NAUCo- (XA 308 (Z B2 %%)
TmaxlE YA (HEPH) . *N=10
T35 I (BRE(R )
Conax © T 5 L8 5 12
AUCo-o * MERRKIRER F -C oD ML HE P B — IRp i T TR
Tomax * B¢ fo HLEE G 8 B 53 IR )
Tz - {HI P
16.1.2 R1IE#H%RE
fEREREAN6BIIC, 7 ¥ FH 3N 1R2.5, 5K 10mg 1 H 20 K 1E
B L7-8&, G530 HICERIRBICEEL, REMRE1.7
~2.0CH - 721,
400 O: 11H25mg 1 H 2 [a#%5
@®: 1A 5mg 1 H2[MmES
350 At 1E10mg 1 H 2[5

4

o y—

48 72 96 120 144 168 192 216
IKE[H] (h)

Mg T 7 € &8 A (ng/mL)

16.2 TRIR

16.2.1 BEOHE
TEHER 22BN BT, MEEEE R OV RIS T ¥ 932 2 5mgif
R G L2 &, ARG HB) 5Cna L OTAUCIE, A £THE
&I L CENENI5% K OF920% 380 L 721 (BHEAT—% ),

16.2.2 NAFT~NLSEY 5«
7Y FH N OG5 E10mgF TOMF N, + T RL T F 4
13850% Td - 721219 (SAEANTF— %),

16.3 9%
TEHER N 60 % X1 5212 7 ¥ F 3 2 0.5~5mg % IR P H ] #
HL7-BO5 MM ERIE. fF2ILTH > 72 7 ¥ F P3N gl Ek
WCHBAT L. SRR e i EoiE, 0.7~0.8
ThHotze TEFHNVOIMGGEHRAM G HW8T% TH -
72 (AHEATF— %),

16.4 o
3-FFVERY Vo WIEDOO-i A F VALK O KEEILD T ¥+
PNV D EZRACH IR TD o REKEIITEEARKTH Y.
ZOMRBYZEHEEZF 200, TEFF VIR, FIC
CYP3A4/512 & » THR# &, CYP1A2. 2C8. 2C9. 2C19%0°
2120513/ E WD, [10. 58]

16.5 BEitt
TEFRFNVIE, HEORBTHET 5. TEFIN Y OLY
275 Y% R3.3L/hTH B, “C-7 ¥FH 3 2 bR

BRI L7z & &, &5 SN2 igtiE 0 %925 %
ELTHEELTHEPICER S Nz, REILRO R D X4 Y
VT T ADRK2T% % GO, R HRPREKR O T 5w 0%
B shcnap®D W s (EAF—%), 7EFHFNVIE
P-HE&E I L UBCRPOIE & 42 51, [10. 5]

16.6 HENE=RZEI5EBE

16.6.1 BiEEESE
B B (CLer : 51~80mL/min, 1041 ). % B (CLer : 30~
50mL/min, 761) K O'®EJE (CLcr : 15~29mL/min. 76]) ®
EHRREREE Y AT 2R ENOEGIIBWT, TEFH YD
AUCIE, IEH %CLero#lss & i L ¢, #hFNn16. 29K
44%HM L7z (AREF VI X BHEEM) 2 BHEAF—%),
KUEBE (ESRD) %43 2 BB ICIMLENTERZICT ¥
N omgw HE G L7z & &, AUCIEBHEREDSIE W 7 eBss
L LT36% NN L 72o ESRD% A3 B HERE 127 ¥ FH N
v5mg % W [nl P 5. U2KE R B BT 247 - 72 & & MLigENT
BT RN 285 LA L I L CTAUCIZ14% KA
L. TEFHNYOENZ )T T > A21318mL/minTdh - 722"
HHEANTF—2%), [13.22]

16.6.2 FFikREREEE
R (Child-Pugh A) K OH % (Child-Pugh B) ®iTHfE
P s (%8K) MOEEER A (1661) 127 ¥+ 43 5mg
ZHEREIRG Lz e & PRS0V e i o 31 B
EIZEML T 72? HEAT—% ),

* % 16.6.3 EMERV XM

21~407% D B 405 B 065~ T795% D B 396112 7 ¥ F 43 v
20mg™ 2 B U728 &, Col OB IIRD SN H
57275 AUCIEE#E TRREWME (32%) /R L7, [9.850E]
$ 720 KBRS O Cra L CAUCIZ B MRS & IR LT, 4
18% K URI15% Fih - 722 (JHEAF— %),

16.6.4 {K{AE ((FES50kghlF) RUEHEFE ((FE120kgl L)
fAFES0kg LT (18%1). 65~85kg (18%1). K UF120kgkl E (19
Bl) OWERESSFICT E XN 10mgZ Wk G5 Lz &0
Cmax 2t VAUCIE. 65~85kghE & ik L T50kg Ll T # T30
% J U920 % 5 <« 120kg BL - E T 34930 % M UN8920 % 1K > -
72 (MEAT—%),

16.7 EYWHEEA

16.7.1 o/ ha+vJ—ib
TERER N8B % 1 412, CYP3A4 K OP-HE & 1 @ i ) 72 B EH
THb7 harv—)i (1H400mg 1HIEFEOHRY) L7 EF
Fo3v (10mgHillfe ) 2GS Lz & TEXH VO
AUCK U Cuax D3I, 7 ¥ ¥ 3 7 Bl 5. & e L T,
ZFNZEN2R O 6f5H8M L 722 JEANT— %), [10.251H]

16.7.2 SIWFT7EL
TR AL Z x5S, YNV F T (1360mg 1H1EPRS) &
TEFHNY (1I0mgH Ik E) 2 S LzL & 7EFHN
Y DAUCK U Coax DML, 7 ¥ F 93 il 5. i LT,
FNENLARLOL 3SR L 72 JHEAT—%). [10.25K]

16.7.3 77’ O0x &>
f A1 2 5512, F7aFty G00mgHns) &7¢
FH Ny (10mghilnldey) 2GS Lz &, 7TEFH VD
AUCK U Crax DX, 7 EF N e 5 L ki L ¢, &
NZENLSKOT.6F538ML72% JMEATF—%). [10.250]

16.7.4 U7 7EY Y
TEEEAN200 2 5351, U7 7 Y ¥ (1HE600mg 1H 1
5) L7EFH Ny (10mgiixs) 2HxG L& 7
E XN Y DAUCK O Crnax D FHMHIE, 7 ¥ B8 v Bl
B LT, ZNEN54% K U42% WA L7227 (SEAN T —
%) [10.228]

16.7.5 T/ H/xU >
TERER 2061 2 3302, =7 FH98) ¥ (40mgHFIkLE) &7
Y XNy GmgH$y) ZHES L7 &, XalT o/
MM TDH - 728 BHEANT—%), [10.281]

16.8 Z Dt

16.8.1 QTEREICH T 2 HE
B N400 % KP4 02, 7 ¥ 43 2 1E50mg™ 1 H 13 H R$
HGlb&, 79 R CTHIEL72QTcHBIIIERE L 2o 722
HHEANT—%),

W ARHI ORE A IS E MO BB 1212112, 5mg X 1k5mg
Z1H2ME, RIS ZERRHE X 1R 10mg % 1 H 2187 B #4515 # 1
5mg#x 1 H2M#%5-Th b,



17. EREREREE

171 FHIHROCRESMICEAT 258k

<JERBEM OEMBREICH T 2EMEREZERRVLSEER
E DRAEMH >

17.1.1 EEEREZE DHER

ISR VEC B M B B 18,2016 (H AR A33661 %2 &) 2 4f
L2, 7TE¥XH Nr5mg 1H2H (BLF, 5mg BID) (7272 L.
M2 L7 F=>1.5mg/dLEL . RE60kgLF. 4Ei#80R LA
o3 H® S H2WH %723 B#F1X2.5mg TH2M (LT,
2.5mg BID)). XIIRMEHEEL LTy )L7 719 ¥ (PT-INR 2.0
~3.0& %% X O EFE) PG L7z T E MBI G
B (ARISTOTLE#ER) Z ML, EEAMEFFMIEHE TH
DA GEmdE, HmtE, R OHRFERGE) ida gt
ORI E TCOMHZI/E T ERFHI AN OT VT 7 VI
3 BIELMEEMGE L 72 ESM~—Y v =1.38 % VK Bk it
0.025 (Fri), [7.1=H]

Intention-to-treat® { % & G IRMT L 7245 . TR 7 E
FHNBEL2T%/ B LT VT 7)) Y BEL60%/AETH Y
HRHECHALTT LT 7 20 L21% ] (N — Rk
(HR) 0.79. 95%f5#HIX 1 (CI) 0.66~0.95) 2SfER S, &
HIOILVEDTER SN, T2, SR EORBEIZ, TEXFY
INUBET3.52%/4F, UNVT7 7 ) YEET3.94%/4ETdH - 72 (HR
0.89. 95% CI 0.80~1.00).

—Ji A X2 b ISTHHEHEO KM OFBEKIL, 7
EERHFNUE2.13% /4B LTI VT 7)) Y #E3.09%/4E T
D, TEFHFNEGEINLT 7 JICH~NEA L2 (HR 0.69.
95% CI 0.60~0.80), F7=. TEFH N ETAEY v OtH
&Y. W) X2 131.8%/4EH 53.4%/4EA~BR, TV T 7
YT AEY YOI E D, 2.7%/4E054.6%/AENER
T 5 EATRENSZ S,

TEE NV B T DR S B T X 27.8%
(2,524/9,0886B1) T - 720 F 2 BIEM X, & HI15.0%
(456/9,088 1 ). i bR 2.6% (234/9,088 B ). & #51.7%
(151/9,088 %1 ). Ifil N 1.4% (129/9,088%1 ) K OF £ 1 1.1%
(103/9,088f%1) TdH -7z

ARISTOTLERERIC B 2 EEA R/ 22 aVEFHME B AR CF

WG 0 T ERFANVEELTIE, TV 7 7 ) U HELL684F)

. . A~ N IEBBIEY BE R SR
N GRS PRI | ol
TEFHNY | g7 7Y v -

A rh /4 B PEgERSRE| 212/9120 265/9081 0.79
BerariiE B (1.27%/%) | (1.60%/4E) | (0.66, 0.95)
P 603/9120 669/9081 0.89
- (3.52%/4) | (3.94%/4E) | (0.80, 1.00)

o 327/9088 1462/9052 0.69
ISTHISEORI | 5 300/28) | (3.09%/%) | (0.60. 0.80)

o 10/9088 37/9052

SOEIEIL | ogonst) | (0. 24%/%F) -

- 52/9088 122/9052

i Al —

BN | oo a0y | (0.80%/%)

oA 118/9088 130/9052

LB | 7600 t8) | (0.86%/4) -

AARNEFNZBWTIE, AL XY N zerh /4 B gERE)
DFEBIHFIL, T EF N URES/16146] (0.87%/4E), T T7 7Y
CRE6/175B1 (1.67%/4F) Thotze 720 ZEMICELT, W
kA4 X b ISTHE#EO KM OFEBFRIE, 7Y
BE4/16081 (1.26%/4E). 77 7 1) v BE18/17561 (5.99%/4F)
THH. HEAAERIZBW D T7TEFHNVFET VT 7)) V8
WA KL OAER A XY MEBEIIE» o720 F2o Thb
OFEFNE, SIROER L IR L CHEBEDBIN A Sz,
HARNERO T € 3985 0 BB 2 BIMEHSSBUEEEIZ, 28.1%
(45/16001) T -7z FARFEWEMIE. HHIM6.9% (11/16061).
B2 H5.0% (8/16061). #EMEHIN2.5% (4/160%1). 45, K
UL, EFL L IR 451.9% (3/16061) TH -7z,
ARISTOTLERRER O H AR N8 M2 BV 5 LA/ 24k
FHMIE H A CP%G M © 7 €393 U BEH2.004E, TV 7
7 1) VBRI THE)

o AN U
o U CEIA <> b33

I FEFFN Y TNT 7Y v

Az v /42 B P SE AR RE 3/161 6/175
BA AT (0.87% /4) (1.67%/4)

L 6/161 /175
T (1.74% /4F) (3.02%/4F)

o 4/160 18/175
ISTHEH DK HL (1.26%/4F) (5.99% /)

o 0/160 2/175
SRR (0%/4F) 0.65%/4F)

A XY BB B

7‘2\?}3&@?\%]\ BERIA RV N FHIE)

/3 FEXH N gV 7 v
— 0/160 6/175
SR L (0%/4F) (1.97%/4F)
[ 2/160 6/175
LT i (0.63%//4F) (1.97%/4F)

17.1.2 EIRNEE I &

I A B AE O B AN B B 222 A R R LT T RNy
(2.5mg BID. & %\ &5mg BID) (Z2oWCTU V771~ (PT-
INR 2.0~3.0& % 2% X 9 AR 2 HEE L1281
PG T b N2 BRI RS (7 € %38 V20 /I
CEER, 9V 7 7)) YEIZIEEBR) (ARISTOTLE-JRE)
T BEVEEEFMEH TH 5 KM, BRI EE R I
i (CRNM) OBAFHEH OB GEMT LA, T
¥ % ¥ 3 v 2.5mg BID#EL/726] (1.4%). 7 ¥ %% /3 »5mg
BID#1/7161 (1.4%) T, T V7 7 v E4/756] (5.3%) &
W L CTAH TR o 720 BB, ETOFERLORBEEAIX
BBEMICEIEDON LD o720 Tho0 FHMEICEL T WA
Hix, TV 7 70 YEET3/740 (4.1%) WXL TT EFHN
VEETCI B o e EHVEERE. O, ST A
NYMIELTIEZ, FEEINUEE, T 779 UBEE LI25
Iﬁb&f]‘otmo

TEF N VMR B T DR IS B E X, 23.8%
(34/14381) THho7zo ELREWEMIE, HHIM3.5% (5/14361).
PRS2 1% (3/14361) TdH - 720
<BIRMEEREBREZICH T ZEERVCERME >

* %17.1.3 BN DR

SEE R IR AR SERE (VTE) BES0B#xf4is, 7E¥F
3 10mg BID 7HB#%5-#. 7 ¥ ¥4 ,325mg BID. Xi
gL LTAs%) v (UFH) Z25HMM ERTTT VT 71 &~
(PT-INR 1.5~2.5127% % X ) ITHEAFE) 267 AMESLS L
7-EVIEE R LB B (AMPLIFY-Ji#tBR) %920 L 720
W) IERIIPIEFESEIC X 2 RiEHEE LCIHIRE S0 7 5 v 5%
X 7 A2l F T, 360FH & 2 2 WUFHO Rkt 2 & L
720 WBBESERE GBI H F CICIEROPUBE SRS v s h - g
Bix, 7YYo #0630, UFH/ T V7 7 1) v #E39BIH
396 TH - 720
F 72, VTEGHBROMBIHEE L U CHAERALIREIC T REIR 7 1 v
§ =D SN T BERIE, 753 BR40B 56 (R
EEIRIMAREE (DVT) 260, BbmtesEsiE (PE) 360). UFH/7
V7 7 ) EEA0FIR6R] (DVT4BI. PE2BI) TH -7z, [5.28H]

T4 TMEE T 5 K MIL/CRNM O # & 5Hili 8 H o
RHHEEMT L2 2 A, TEFHNRBE/4060 (7.5%).
UFH/7 V7 7 ) Y #E11/3961 (28.2%) T, 7TEFHNUEHET
Bdro7ze 720 ARSI LT, VIE/VTEMMIE O S %)
i, UFH/7 V7 79 #1408 (2.5%) IS L. 7TEFH
NYBETORBII R 5729,

T EFH N RSB B EIVE M SETSEE L. 32.5% (13/40f1)
Tholzo EREIEIE. BIIL7.5% (3/406]) TH -7z,

AMPLIFY-JEERIZ 515 2 AR/ 2 A PERFR T H #5258

4 Ry MBI BEE

o G ‘

TEFHFINY UFH/T V7 7Y~
VTE/VTER#5E 0/38 (0%) 1/40 (2.5%)
K /CRNM 3/40 (7.5%) 11/39 (28.2%)
K I 0/40 (0%) 2/39 (5.1%)
CRNM 3/40 (7.5%) 9/39 (23.1%)
/NI 6/40 (15.0%) 10/39 (25.6%)
4= i 7/40 (17.5%) 17/39 (43.6%)

17.1.4 BHE MR

VR 7 P IR AR R AR FE 5, 3958 & xR, T ¥ F N

~10mg BID 7HR# 5%, 7 E¥F %3 5mg BID., Xidxtid

LT 90 Y5HMM ERS ROV 7)) v (PT-

INR 2.0~3.012% % & 5 \BTLH%E) 267 A5 L™ &

BB LR (AMPLIFY itBR) % %06 L 72,

W2) IEREIIPLEE IR & A HiEH L LCLHIEES- 07 + v 7%
R 7 AXNET 7 FHo8) 2 F T, TH2MEEES- 0T ) FHo8
Y 3 F Ty 36HER & 2 e WUFHO et 2 v & L7z,
F ¥ & MEENCIERE TIPS SE 058 5- S v e o 7o R B (i
B L) d. T EFHNURE2,60161H1358%), T FH8Y
Y/ T 7 ) YR, T04B1h381BI T H D . FERE I HUEE S A8
Hanz-BH8% WEED D) & 7 EFH N2, 69160
2,32761, T FH8Y L /T 7 7 v B2 704612, 31761 T
H o7z

FEAREFEMIE H T 2BV TED 58 X E VTERHAE O
HPH GBI T EIHIN O ) FH ) /TN T 7Y
NI B L VDTG S iz




—Ji. itk 4 X b (ISTHEHEO K HI) OFBE A,
TEFHNIBEO56%ICH LT, FH%) /TN T 7)) VB
1.82%ThHVY, TEFHNVBHIIZ ) FH Y /T VT 7
VU699 % R Lz (XY A2 (RR) 0.31 95% CI
0.17~0.55. p<0.0001) *,

7YX N BB B EITER SR 1X. 19.4% (520/2,676
Bl) THoloo ERBMEME. HI2.4% (63/2,67661), #
#51.3% (34/2,67651). H#%M%1.2% (33/2,676%1) K UCMLIR
1.2% (32/2,676%1) TH -7z

AMPLIFY i1 5 % LA 3/ 22 AV RFAlH H S 4

A R MBS BE K
AR/ (EHEE) Mxry &2
GAEA X b . N EYE S AUPARC Y L)
TEERFAL gy
[ 59,2609 71/2635 0.84
VTE/VTER#SE (2.26%) (2.69%) (0.60, 1.18)
GG - 21/900 23/8%6 0.90
PEY (2.33%) (2.60%) (0.50, 1.61)
TR 38/1698 47/1736 0.83
DVTY (2.24%) (2.71%) (0.54, 1.26)
. 15/2676 19/2689 0.31
ISTHISEOKI | (g 560) (1.82%) (0.17. 0.55)
115/2676 261/2689 0.44
Attt /CRNM (4.30%) (9.71%) (0.36. 0.55)
N 402/2676 676/2689 0.59
Sl (15.02%) (25.14%) (0.53, 0.66)

a) FEHMUEDOTAERFUIAT Y X 21,88 &% L7z,

b) FRA NV FAHE SN Do 2 BB ITOWTIX, PE (i
MAEZERE) L ODVT (REBEIRIMAREE) Bl 5554 [/
EED o7,

18. FEphEkig

18.1 fEE¥F
T YN AP R OV P I R O DOR R T H B
EXalTAMETLILICED, ZOTFHROTE by Erh
DT VY U AOZER AP U, 0 2 HUIRLE 5E REE O
PIHERY 72 P RVER % 7R3,

18.2 MERE RIS 21EH
v MIEEZ W, TEFH N O T ¥ U REE K O i &
~OVER % Mgt L 720
Moy VEERBICBWT, TEFH A VIEe N2/
HETOMBETHIE PO v ¥ e L BRI X
. 50% R (ICs0) 1350~100nmol/LTad - 72%),

T ¥ Y8 VIZINR I CaPTT % IR EERIF IS IE R 3 5 25, 2%
WCHERE T 2720 I B liEh 7 EX N ViREIZhEh
1.9 07 .6umol/L T - 72%9,

18.3 M/ MREREICX T 21
TEFRPNIEBEN S O Y s BEEE R OHL M E
WA, hu s VEAMTIERIC L )RR cER L7
/IR SR % BIEEAGICH0HI Ly ICs0iE3.5nmol/L T - 727,

18.4 MBEFIVICX T 21ER
T M THFEROA XOBNR K OFEIRILEE TV E v, i
WA DR % G L2z k 40 7 ¥R 98 Vg ik iige
B Lz R CHEREN 2 e 2 R Lze S S 0R
BRcoIEd 7 E o8 VIR A WE L72R R, IRt
F5IC5130.1~7.57umol/LTH - 72,

19. B2 ICEAT 3IE(EERMR

—fg% - TEFH N (Apixaban)

14244 © 1-(4-Methoxyphenyl)-7-oxo-6-[4-(2-oxopiperidin-
1-yl)phenyl]-4,5,6,7-tetrahydro-1/-pyrazolo[3,4—]
pyridine-3-carboxamide

73 CosHasN504

53 459.50

S

W R 7TEFIN VA ~ERORKTH D,
VAFNANEF Y FIZRREBEITIZCL, 28—
(99.5) LD THEIFIZL L KITIFLA LB TRV,

22. A%
<IYFxaz1—XEE2.5mg>

1008
140%¢

[108¢ (PTP) x10]
(148 (PTP) x10]

500%¢ [108¢ (PTP) x50]

5005

D, Y71

<IVFa1—Z§E5mg>

1005
1408
5005
5005

[108% (PTP) x10]
(148t (PTP) x10]
(1088 (PTP) x50]
Ui, N7]
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25 H 7Kz,
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(201241225 H &%, CTD 2.7.6)
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699-708
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CTD 2.6.4.3)
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37) FEPYEEL ¢ i/ MRERR S AR (20124512 H 25 H KGR,
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* k24, XEEEKERVBEWVEDES
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