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Lixiana F.C. Tablets 15mg
GRS % 026601 B
R ERET 75
A H R 2024-05-08
WK 4
RSO A ARSE 20243 B HIET(5810.05K)

T MR
1.1 BUASREE
SRBERIE2A1525% - 3085% - 6085Eedoxaban -

1.2 Bz
B ®REIeEi15, 30, 6088

o 2 il

30 B

60 B3

Mannitol

Mannitol

Mannitol

Pregelatinized starch

Pregelatinized starch

Pregelatinized starch

Crospovidone

Crospovidone

Crospovidone

Hydroxypropylcellulose

Hydroxypropylcellulose

Hydroxypropylcellulose

Magnesium stearate

Magnesium stearate

Magnesium stearate

FEFIRE R

15 2%

30 25:

60 2%

Hypromellose

Hypromellose

Hypromellose

Macrogol 8000

Macrogol 3000

Macrogol 8000

Titanium dioxide

Titanium dioxide

Titanium dioxide

Talc

Talc

Talc

Carnauba wax

Carnauba wax

Carnauba wax

fron oxide yeliow
Iron oxide red

I[ron oxide red

Iron oxide yellow

1.3 HIR

BEIREE -
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1. FEBR IR AR 0 B 48 BEE) (Non-Valvular Atrial Fibrillation; NVARS 8 T ED—TEREGE T
B EEPREZH M RE(systemic embolism) -

BEEFEE  BIMOMEERIE - SIE - F8> 755 - VRS - BE 4 E SRR
(transient ischemic attack; TIA) °

2FEHWESE] TOHMFERISE TR MBEYSEE - Lixiana® o A ERF RIS E (Venous
thromboembolism; VTE) - B liki2Z(Venous thromboembolism; VTE)E1HE R B k12 3E (Deep
Vein Thrombosis; DVT) A fifi#2 22 (Pulmonary Embolism; PE) (BRI B FRIBEMN PERBA - 54
6.8 8 H thp%AY)

3 RERRE
3.1 HiERE

EHERESHRE
EEBEASH—XLixiana®60Es -
AARER RS Lixiana®a%5% -
B AR ER PR ER P BV - i Lixiana® B60E 5488 Mwarfarin - TEMBAET B MEE(CrC) AR
SEF/ 7 SERI IR R O E M R BB R A P ARSI MR M P R A RS - BEIEEAIR A RERT
BIRERCrCYARRISZBH/ D ENFEIREM O EEEBEENE A Lixiana®PRHEAn S -
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DVTEPERYIA B IS 1% B H IS m A B BIIE I SR 4k A LR 25 0 1 R IR 1SR R (R 251 66) -
FARS IR A4 /O R A M BRE) (Non-Valvular Atrial Fibrillation; NVAF)FIEBARA2 2 (Venous
thromboembolism (VTE)EA - E5HFI—HZRERERZ  ZBBNERER—X
Lixiana®30%= 5

+ PENEEBMEAZONEITSRE[ICCNR15 - S0ET/HiE)

» BE<6OAT

- HHRAPHEZER(P-gp)iIHIE - 40 : cyclosporine  dronedarone - erythromycing

ketoconazole

IR A R BB - A H IR IR S R IEMIEE O B M BEE E E R A
B FRBEANERHBRAGLNAIEER - TR EMESESH—R152E(F 2338 Sk
GERAHEEETRA) -
=1 : NVAFEVTE (DVTEPEE BiFE

P.2



4
F

MRES RS IR

85
2

60 =Z5zlixiana
&

BH—R

AARA T LR RERRNEENE

BINEEAE S BEE(CrCl 15 - 50 B/ 7 )

RERE  |<c0 AF 30 ®seLixiana

35

ok

PEEZE £ (P-gp)iiEl | Cyclosporine ~ dronedarone + erythromycin - ketoco | #H—R

Tl nazole

i AIRNVAFBATER QAR S SHRIEAE - BIREBEAERRBER(GEZ03.360 Bk
EREEERA) EERMCHERZRSHE-RISER -

Pl e

ERIBE—ELixiana® . FEENE R mIEEY  WRIR KRR H —ROEERAEERE - BA
KERE—KRAMGHNEABEHR R RRATE -

B EL fth 2 i iR A Lixiana® LU B FLixiana® {816 R E {h B4
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32 16 AY iR
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» Rivaroxab
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» Apixaban
RGEE G T T BEEY) -
Lixian BT EILEED © low molecular weight heparin (LMWH]) - f
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B2 ER - HERVKASERELERRS - Bt - BT AOMNEREER - EEENERT - &
ABEBMAE/MREREENERERA - SRNENELBHEEER -
L/{_FnﬂUH’JF)\)\ﬁfﬁiﬁ@ﬁmﬁ’JtHﬂ]lﬂm TEBE ARAHERE - ERYIERHMrRERE
A& % SIRE A (A 220081 $38.266) - B MAIES ML IRRE R TIE - JEBE R mERmT -
Lixiana®pof st i BaE LIS BRERRB T EAYMNER - BAlLixiana® i ESE—R/FENH
RN E P i sy (2 REEOHT) -

B EEANER & Lixiana® (2 R5E116) -

:ﬁ’l 35 “ e :A» =¥

B EERNE MR L ARMAAEBRELG - BRREMLKana® - RIFERHITA
BED24NFRIFHA -

SHEBILEAEE I RE—Tlixiana®i24hREA T - BEEHNRERES ASRNRE
WAEMEINE - FHeiAREM BRSNS - EERREFBMLxana® - BEHELixiana® 5
BHREYNFEERE A1 - 2/ - SiiPeligsE RN REY - OB LEHTUR MM
(4&%%3'&’5)

1#)%%2%&@1’?%5’]?‘5%7 EIR A - S s EE 7 BR K45 H (acetylsalicylic acid;
ASA) ~ P2Y o MR - B AR 2Ly - MARARARE - BIEE A RBEWHDEIE
(selective serotonin reuptake inhibitors; SSRIs)&¢ MiE % - B LAREBRIUGIFH(serotonin
norepinephrine reuptake inhibitors; SNRIs) - M & RROFFHEEEH 2 E (nonsteroidal
anti—inflammatory drugs; NSAID) (2 RHE3 3G HIER B ERABETH) -

T/ e S s BE_Z 7
Lax;ana®QEIHJ}?“.*"%IﬁFﬁﬁA#éWi&ruﬁﬁz“zﬁ?ﬂ?zr)\ EYLEIRETENEIEERERGRES SN
DEBE TEA - SPEESE T RIEERE ANTE - BIb - Likiana® R ZEERRBEBA

e :t: | Y = 2

. BEERREOEERERRNMERBRE Y FHEERES  HRREARSUBIE
B

. %*&%ﬁ{%ﬂﬁﬁé’éiﬁg‘%ﬁ%m E e B REB AR 2B A - M TIAEEE AR M A
MM FRAREE -

. BE/DNEREBEEESWER 2B ARER S NHAMERE R -

o AHIRINRRBIEFE MR (B2 MEBENRE) 2B - BEETER 585
s .

RYEMMEAE

Lixiana® % hA 8 B R t R 1R AE HERHFEIEBMN -
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6.2

6.3

6.5

6.6

6.7

| SammEm
: ;g Hiy Fif
f e ———

EEEMORERBEEREN - (EREREANREXaE T (anti-FXa) S R B ARSI

Kintefa - u BIRR RIS FATERAOARE - 610 : BEMRRFHEARBL1H) -
Lixiana® BYRADHIRXaE-F (Factor Xa; FXa) THESBE M MIBRAASR - BIA0 : S OAGEISR

J%PTS LANREAIGD R ALEREISREI@PTT) « 280 - IS4 MG B A BN S AR M8 E/hB
BRIEES . BT EHERE SlLixiana®RoH B mIER -

6 BHKIIEEE

R

ZERALXana®ME 2 REN M KIESY - BIMEHY FERLixiana®BAESHEBU(2RE
10.38f) - |MAOBEMNEFETN - HMAER - DELixiana® @B A5 1E « Lixiana®=Z AR
BBPF (2 REAE) -

EEN

AP RALxiana® e 2 M REM S KE - BN ERERLxiana®a B omnE

Fit o - Elblixiana® 22 11 KT BRI E (2 R E4AE) - BN EEE WAL ER/ SR AR
ZEE -

AEEEIN S EE Y

BETHRENNTH

BAETHEENNERE R ES Likiana® AENEEZ -

=]

BE R ENLxiana® ABHRL T EHEES NNTE - ~BERARE DETHBRY R
EB BRI AR IEE((2RE10.38) -

EFEAN

RN AIREE S MRS MAER - FEIE - Z4% A REEF FLixiana®$acetylsalicylic acid
(ASA) GE2RI740) -

NVAFEFBAKBOEM L) BEAESHMER L EREEERENEESH—I1585% - (3
SREIINHREHALIEAREEREA) -

WihgEf=2

Lixiana® R TR BENMERRBA(RRE3R114) -
@JEEEEP)EHHJJ‘@‘EK%%AWEE%‘EEH%Lixiana® (FE2BH380) -
Al BRI I BE R A B (ALT/AST > 2 x ULN)SLABREAT Z5>1.5 x ULNHIB A - FEIk

le;ana®ﬁéIﬁﬁﬁﬁﬁ’*ﬁtﬁ“ﬁ(zﬁgiﬂm 11180) - f"%-ﬁﬁé.‘Lnx;ana® BRI ETT AT ThEE SR -
H2Lixiana®BBERBUERNBA - BEEMENFINEE
BIhEEAR S
E!Iﬂhﬁt } i
HERBIEEDRE - BE(CrCl > 50 - 802 /2 88) « hE(CCl : 30 - SOBH/o ) ERE
(CrCI<30@ﬂ"/ BN ARRBBINBINGER 22 HE - BB T Ei#area under
curve; AUC)E 7 Bl LEH32% - 74%F172% (B EHPE AH =0 35 R &3 6) -
SHERIIB BB AR EESBEINAENBEA - FEEEMALxiana® (2RE3R118) -
NVAF®E AR THEE
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™

=IRESE Awarfarind& B REFARBA - senze | Lixiana®ECICIA B Z B ABRURBNBH(ER

G A -
%“”T gj%:f}ﬂ%ﬁﬁ \%\}&E FAEBARERGAESBRRR LAFERERNCC GE2R11E) -
)68 Bt
.».,_,x?: 1\95 ,f"

iﬁi‘ﬁ’jr‘ﬂ%i_ﬂumana@ﬁ%ﬁ""l:ﬂ Fhﬁﬂ’]ﬁ%fﬁﬁy@fxﬁ Lixiana® R R B ERTE
BAR MRS FIBRMNRERA - A TR RS MISE R ZEIRIGEIEA -

B AT k2 I Lixiana® BFAE R/ E R B M BIE R AVIER BN B Z £ -

niiEE: f(antiphospholipid syndrome - APLS)&Y;

WREZ B ANIEERER 2 MEELRBA - RiE#EAdirect acting oral anticoagulants
(DOACs) - Bl¥Eedoxaban « BEREERKIERWE AR - LHERIBRAMIERE (lupus
anticoagulant - anticardiolipin antibodies 2\ Banti-beta 2-glycoprotein | antibodies ) ® B e
HHIEA - EEADOACSAE I AEIEIN{E 5 1 A2 B HAVLEH -

7 ZHFH

Lixiana® = Er_E (5 (GHIRIL - BEILE - @M B H 2 R M ISR B MYl - dAEERE
Lixiana® ao:A AR E10R UK -
PESZE 5 (P-gp) I E
Lixiana® 2PEE A (P-gp) INEEREENSHE - WE HEMIRUR - Lixiana®#H
cyclosporine + dronedarone - erythromycin - ketoconazole » quinidine&verapamil&PHiEH
(P-gp)IEITIGHA - EERLixiana® MMz RE EH - MLixiana® P Acyclosporine -
dronedarone -~ erythromycingiketoconazole - A /E1SH EMEME R — K302 (& REE3H) -
RIBEEFRER - Wlixiana® Bt Fquinidine « verapamilgtamiodarone RISTE A 2 (5 2 F380) -
B B ALixiana® 6t B PEEE B (P-gp) M €2F human immunodeficiency virus (HIV)E RS
NHIE 2 7% -
Lixiana® R 254 T 3| PEEE A /(P-gp)iIHIRI R4 A
« Sofosbuvir/velpatasvir/voxilaprevir : iifLixiana® sofosbuvir/velpatasvir/voxilaprevir3s
BEE TS - SRS HRGHE sofosbuvir/velpatasvir/voxilaprevirf - Lixiana®EEHH
W7 MEEEEM - BIARERERRG A -
BT BIPEIE (O (P-gp) I 6t A% - Lixiana® U AFEASH—R 30ERMNEE
+ Cyclosporine : R ERER Bcyclosporine 5005 F 8 Elixiana®60B5e M - TIfE
Lixiana® fAUCHImaximum serum concerntration (Cax) 7Bl EFA73%M74% -
. Dronedarone : M & HM=®dronedarone 400X MBI ERA7RE - RESKHHE—HZ
Lixiana®60Z = . T#Lixiana®BIAUCTHIC nax ) B _EF85%F146% -
« Erythromycin : SR ZRerythromycin 50025 M BARFMS AN - WEE7AHAE—HE
Lixiana®60%2855 . gl Lixiana®RIAUCHIC max s Bl EFH85%H168% -
« Ketoconazole : WM& H—Ztketoconazole 400 BB RA7 R - REBARFRE—HE
Lixiana®608 % « T fLixiana®MAUCHIC yax Bl LF87%4189% -
Gt T3P B (P-gp) DI BI85 H —Rlixiana®60 25
« Quinidine : BB A—xquinidine 30058358 (FB1M%E4X) RE H=RELMBEIR)NHE KA
B RE3E RS —HBLixiana®60=55 - TLixiana®r24/ MFAUCHICax D BY. EF
77%%185% -
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4 Am;;o ar@ne : §##5FEH—Ramiodarone 400E2R B EH—RLixiana®P60= &
AU/i1 0% B CraxIBN66% - ISR A RERE LABEE - ZEENGAGE AF-TIMI 48558
 BERERIR O Bamiodaroney Bl - ELBNEAT S 1 AL RATE -
““-“’C_'anthromycm Clarithromycin (50023 - HMR) A3 8B Bedoxaban 60251 &
10X - 589K edoxabanfIAUCKIC oy 2 BILE ML 53% H1 27% -

’}O%% —I{%Lmana®E’JAUC$DCmax'$_tﬂz’]53%
]

fﬁﬁ%tl)ﬂana@iPEﬁﬂEE(P -gp) i Emrifampicin M ELixiana® RIS AUCE AT S - AR
DHEEWEMER - fFLixiana® BEMPEIEH(P-gp)if B (BN : phenytoin - carbamazepine -
phenobarbital=iSt John's Wort) IF{ELixiana® MR - Lixiana® B4 APMER(P-gp)fE
gl -

PHEE R (P-

Digoxin : REB1 21404 FHH—RLixiana®e0E5k - ZHHEA T ZRdigoxin 0.2528 5 (586
FEIRMBA—ROSZXR(EHI0EE 14N ESHNE | afELixiana®@9C max L FH17% - s
B TAUCE B BUS IR R RIRARE(E D - e85 Lixiana® ¥ i digoxin PKEYYEFRRE + digoxingy
Crax EFH#928% - TAUCRY EF7% - ILERIEFEERAMERY - Lixiana® 8t digoxinks - fEaime
@Jﬂ

fl(selective serotonin
f(serotonin norepinephrine reuptake

reuptake mhlbltors SSRIS)/HE ﬁ?
inhibitors; SNRIs)

AR : ARBMEARE EFA - B AR Lixiana® 0t BEL b7 5 M E (2 8 455480) -
CHRIKIBRE(ASA)Y : ASA(1002555 3258 55) flLixiana® At EilE - HE N BE— R AT —EeymisR
- BEHMRRLE - REREZMKISE (32525 AulELixiana® B EAECaFIAUCH B
F35%HN32% « R Lleana®?ﬁﬁ““\ﬁ@}%ﬁﬁjﬁzmm%ﬁa (325225%) - {EFEA A BB E RS
ST EGHEMBLxiana® B SR 1008 5 2 KK IS H (1 8
Eﬁ%%ﬁﬁ%ﬁqﬂﬁﬂ%ﬁ%{#ﬁﬁZ;E‘!ﬁ?k*%ﬁﬁ(ﬁéﬁﬁﬂ%100%%/E) - ELftHL M/ ik 24 8
thienopyridine3R224) - #t#iLixiana®Blwarfarin U545 RABIT - BHEEG 2 BRI 18R R
ATTRBRBMABNEREMBEFHE(LRES160) - HHAGHEZMKIERE (<100525) kg a8
Lixiana®EFE—HBEEHETENESHBIREE -

MmAHRIDHEIZ © ENGAGE AF-TIMI 4851t B & 48 403 it 2 6 FRE— R Fthienopyridine fE A0 BEM 3%
(Blclopidogrel) - EREFEFHEARBHLMEBEARBIEM - BIRALixiana® K04 & B HE
5 AR FawarfarinBEp9 3 10l i (£ B &85, 146) -

B AiLixiana® 5148 B I /)i 2 4 ey 63 10 4255 B2 1) 6 FE 7 R BR R B A TR

IFEREIRS X % . NaproxenFiLixiana® A - MBI E— AT —EEY . I HMBEEE -
Naproxen#1 8 Lixiana®#IC madIAUCKR BT A8 E - KR T - 4t BIREERE Y L H ol EaA
B PR SRRy MR 420 B 140 - ﬂb%ﬁﬁﬂfﬁﬁﬁ3Fiﬁiﬁlﬂaﬁﬁ;ZZF/\?E@%{%%leana@
SSRIs / SNRIs : ffFHISSRIsg{SNRIsFEEAh i1 S M H — 4% - TEEGEIBMREAL AR - RETH
PIRESHM/NISREE (£85.18)) -

Lixiana® ¥4 5 {th w4y 87 s

WA Zdigoxin - Lixiana® e HC nax - 728% - {BREEEAUC - Lixiana®## quinidineft
CraxfIAUCE A5 -

O Zverapamil - Lixiana®TEHC o AUCH BIT PR 14%F116% -
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AETTERER
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thﬁn@‘”\. gr it el PR E S5 = A B8 (21, 105 BNVAF 58,292 B VTE (DVTHIPEYEA) » DK

it ke #{é’#&i 5 o

é’iéedoxaban,és%ﬁ%%%%%%?ﬁ?Js_zﬁ’@%ﬁ%m (7.7%) ~ MR (6.9% ) FEM (53%) °

Y El S AR EER Gy - BOAEHERE - EER@M(ERES.16) -

pENEN LR

;3 R B R B R TR E S = B A BV TE NVARE A LR i M B (post-marketing
setting) I8 Y FERRIE - LEFRRERMIE R HEBE I (system organ class; SOQ) BB ER
B4 . HRATINEHE - S8 RE 1/10) ERE /1008 < 1/10) ~ FER(E 1/1,0002<

1/1,00) ~ BER(= 1/10,000E < 1/1,000) - HRZER (< 1/10,000) AFAMEFRE R RAERMEE) -

=3 OAEFRELELBASEHREREERJENTRREN R

RiBEEER BEx
MM E R A HRR

&m BR

[ AR M AER l
RIS AR

B AER

B EE & FE(Anaphylactic reaction) FR l
SR KB )

MR RBTER

iRE BR
I R

Rt AER
SR AR RE T R L ER

BR BB IR

A B /R R L FER
AR P M AER i
1 B T

ANEIHE S I £
MEER i
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AR BR

ToH{EEH M BR
Ex{EEdm BR

[ /R BB L BR !

188 BR

#BRg et M =R

FF B 72 9%

M REATZE AN BE

VEABRREEE 2 B8 (gamma GT)IEM )

10 = i@ 14 8534 B (alkaline phosphatase)i& AR

RGN AEE

B2 I8 R B2 T 4B 48 952 7R

B2 8 R A 48 H BR

42 =R

BB BR

et FER

AL P9 5 B it A s 4 A e 7 I

AL P HH I (R B8 A e 22 i 42 8%) ER

B & A W FR

BB B PR B AR R R

AR Tl R 2z AR/ FR3E i BR

B MM AARE 4 B B (Anticoagulant-related nephropathy) AN

FIEHRFRILEER
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AR #E

,,‘—fﬁtm&%iﬁmﬁﬁ

#\?{ﬁm@’ H5
e B8
BE - PERARHRE |
F M s R
BRI =g
SRR =T

st RS2 MRS RPO LS REHER S - BERMAERERMSORNLIEPIEE
*%“% 15{£ﬁgL50ﬁEi’]§€ MhRAIAHER -

&m&ﬁm
R Lixiana® Ry B (e S - RIS TS A AR EAR BT MR MR
. TSR MB AN - BEMS  EREREREERETD)SEENA/NE MMM EARE
S ETAF AR (A2 M) - EEARMRD - BEFIRPEALxiana® B EEHMEIM « i
gim- EJH’E W - AETER R ) M B 1 2 BT - ABBRVKARERELLRRS - B - RT
7 EEFRESE - FEEE AR T - DRET AR MATE/MREBEMBRRERR - MEIEES
i - %ﬁf)\ﬁ’iﬁ%ﬁ%ﬁ%‘ﬁ@ﬁ%ﬂ@&ﬂﬂﬁtﬂﬁ I BRI ENBRES I RR AR/ EHERE
2o | | i FSAREROTE A GS 285, 181) - RN MaTAESIM MR /IR - W06 55 iE Ol AE BHE IR
1 FE - ER - RS RERRER - [ERE A REARKRE -
Lixiana® &iBR B WD MBE L 4 35 SE R SR RN HEER T ESHENBRISEN 5
4R B 4 s (Anticoagulant-related nephropathy) « Bt - E ARSI M RARALT
AEERE - EES M TR -

8.2 R ERAER
AL RBE -

8.3 Lmif&iEn
RSk Y BURREENRRIRESR  EARERNR S/ RIRS R EZ I -
s A SEMNTARMTRRE - BAERNBHRAMETER -

fapk e A ALixiana® BB TIFEBREZIRE .
BEI T W R A B ETR (B ASRRRA) ; MR - MR IAERERE (REEREEFHE) -
9 #E
Lixiana® FEOAEETISREH M - BAIRAEMBSNRABINEESR -
B iLixiana @M i HZNE RN E— R E RS -
Lixiana®ZE4B S5 018 S AT E R - DUS /DRI - s R FE MR Lixiana ®IRUREITE A
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f:fﬁ“"’: 25T KIFH YIRS WA R M LR A NIRE

o~ BT :

rf»ﬁmm 2

Y #%xlefa ORI ABER MR - BIERAT T ELXana®EE  SEEENER FELLE
tf P L%!ama@%’é?ﬁﬂﬁ’ﬁ%O:::M/J\H—:(W%F'EH1§f§) Jﬂﬁfﬁ&ﬂﬂﬁﬁ%ﬁ%k?éﬂ%fﬁiﬁ?*ﬂﬂ’])ﬁﬁ .

“”TJEE“ 3 T S B RE IR ME89E - BlWmechanical compression(fll : BRERSBIM) - Fif1Em -
AR B T M AT RS RS - MR E FR(I B A8 BR R0 2 0 30 5% I P 148 5 AT 11 B3 /58 5 o 57 05 i 1
yag /i -

ERALBIREMESENEREGEMER - 4 F4EFRMAEIEESRED4-factor
prothrombin complex concentrate (PCC)) 50 IU/’AE%Eﬁ%ﬁIEmeﬁmEfﬁ30§ﬁe g
Lixiana®{EA -

IRl EREHEABVIEF(-FVIRPAE - 24T - EREARESLixiana®m AN EKEHRA R

FEEALMEG - BiREEERERSRERRE -

FaHAProtamine sulfate B EKFE S E Lixiana® i B II5E K -

B AT ARLixiana® 155 2 1 F LA AR 55 £3 S8R9 (tranexamic acid ~ aminocaproic acid)#48E « 1
fELixiana® B % A 2 1 1E M (desmopressin ~ aprotinin) A4S R R BB R B (scientific
rationale) - FAftLixiana®MIMBEAL SRS - FERELLDUBHTHIS -

10 ZEIR45E
10.1 1ERIt4E

Lixiana®2—HEASEEEY - EEE T Y EXaR MBE FFXa)MHE ; FXakimEss
FEE#E H RIS (final common pathway) PEIAIZFA R ERES - Lixiana@ ol 5EI S FXa - 1Y
Kt AR (prothrombinase) G tE « SR ME SR IEPAIFXaZS S EHME - S5/ R mAs
(thrombin)f4EeL - IERBRMGRE - WHEEMDRERNER -

10,2 BEIBRH

LR DR | RMAREEY - BRSRME T XailE M (direct factor Xa inhibitor) ; ATCHE
. BOTAFO3

Lixiana®al#E1 - 2/ AR SR - W ARSI FEMLiXiana®IREE (Crray) » LIFIEXaE
MEA-F(anti-FXa assaypiEiED AR HEI B M R B A TS - Likana®rom e
EEAHBM - HRTHEIFXa - BibLixiana® 7ROy & 5 MAERT - #0050 i A E e
(Prothrombin time; PT) K& B 8853 B ME B RS 8 (activated partial thromboplastin time;
aPTT) » £ Ltz MG F SRS ETET fARTIE T HR - B8 LEERARSS
EREEEY - fELixiana®YUR MM RAIEE R I e -
Hirivaroxaban - dabigatrans{apixabani#if & Lixiana® ¥l 5 M35 1Z8 A0S
EHRRERERM D RERHE S KAE B —Xrivaroxaban 2085 - & HMRdabigatran
1508% - B HMRapixaban 525 - AR EAXRBE—HBLixiana®e0=5 1 THIZ -
%Z%ﬁ%ﬁ;ﬂJmﬁMﬂEﬁﬁﬂﬂF’E](Prothrombin time; PTYRIE MR MAEYIE (N S Xa st ME 554
CaPTTETZEINFE - BREEIRBIRALixiana® 2% « 2t 5R 25 M E R RS
(Prothrombin time; PT)E28% Frivaroxabanfapixabanf 553X 4@ - #dabigatran/sE - 8l
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_QEU%?ﬁ”ﬁdabigatranié?ﬁ%&?ﬁ%Lixiana®%ﬁ%‘éiﬁtln'iﬁ%ﬁ%?%%ﬂixiana®?§ﬁ%§§ﬁ’~]i§ift
: "\‘"3‘; \EEﬁEE%F'aﬁ(activated partial thromboplastin time; aPTT) - ERE#E RHH

i AR TR B - AW - IR RIS AR MISRIE R -

Rl . B LR I IR A Lixiana® IF - BMARR A —EILixiana® AUl R OISE FE AT

103 ERFRRIZEZHER

BT HIPE EERESY - BRFY - WEBHLABUHEERMENER  FERKE
ISR L BES A BRI A TR E -
GEREE
RESHE FLixana®BEABRMNGRFS LSIEREBHM - BEHMRAHABNEERFEIR
B
FAED RS ZEYEHRENIEREE NNEE -
RN D - F200EE/AFTHEE TARIBMMERIEEFR/THARIRE - WRE0E
/0 7 BAERE AR E (maximum recommended human dose; MRHD)R651F) - BJ B8R
aFe FHERSEEWRERALARS - EARNRFE L - HRITE30025%/AF /B
BMRHDEI4942) K 20025/ Fr/B (X1 BMRHDAIESH)ME & TS E L KRB ER B
B2 - WRTFLHATE00EF/AF/BEBMRHDINT19SE) EFEREAS RS ERM -
TEMIL PR ARES - - Lixiana®E 0w B -
HIEBABNEYHHRED - Lidana®PE g EREMmO HEIIARMEHT -

11 EMEHBRS

MR

Lixiana®7E A BRIRULES - B MEREAET - 2NFRET - EEEROTAENR62% - SHERY
REESBEEENEESR—  BHRAREENE LK - TENGAGE AF-TIMI 48F1Hokusai-
VTEZSERD - Lixiana®RE R A SRR RarEG TER - £pHE> 6. oNRET
 Lixiana® WM RS - ATGHREFEENEE - AEHlxena®HNRERERRETEE -
FF—IES 302 REDHBUAED - B60EE edoxabanit Bl B IE & EMNIERE RO REH

BN RSk B B EAs . HFEMAUCRChaxEEBE 24T AR - Eitedoxaban&
o550 B B B AR EL AR B o H B R L TR 2 AR T AR AR RO AR E AN R ERE
edoxaban °

pakii

EM DR SRS - HHEER107£19.97 -

Bl stEs T B MBS QNS S RAB55% - EEH—RWMBESERT .« Lixiana® L2 ELEEHRE
ERMWERERR(BELE 1.14) c BEEERETNIRNER -

e viL Ly

BRI ixiana® B MR FEREE - Lixiana®PHRX R EeE KR(HBMREMR) - £5
(conjugation)zi E{E(FHCYP3A4/5H1T) (<10%) - Lixiana®#A =TI M HY  EXERHEY
(M-4) ; BEkRERNEREY - BERBERHES - GREVIREENAE10% - HintCHEY
HIRIERAIREIS% - Lixiana® BN ERP-HER(P-gp)NSHE - BRRABREABINA
Wies FHEERZMILOATPIBT - AIEE FOATIOATIHAMEE FERSEO0CT)NFE
« EEMREYMAOATPIBINSE -

HEBR
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BIkPABEL
E’JﬁHﬁﬂﬂ% - A ARRY

\ngas% Eéﬂl%%ﬁ’mﬁ%?‘i‘tﬁﬁmﬁﬂ’ﬁﬁﬁWiﬁf‘ /Mg
:Eaﬁﬁﬂg/z %}0 140\ -
Lixiana®PEAE AR MBS ST

oy #152=3602RHHE - IEFERVEEE) DB R

= HRRAR M B R BRENGAGE AF-TIM| 48805 RE2E M8 N DD BB IR REMAEE
% OIS IREEE Lixiana®RBEE) e I RS VNG PR  BE Z i Bt

BIRELRE

HERRBINEEERE - BE(CrCl > 50 - 802 #/448) « PE(CrCl : 30 - S0EFH /4 $8)FEE(CrCl
< 30 A/ BB R ESBITARBINEAZMNZRE  HIWAUCE S BI EFH32% « 74%F]

72% - EBIMEEARZHAF - Lixiana®RBMHHFRE - BHRSEBHEHLHY -

AFWE If

BEYME - Lixiana®

KRR

EHHNEXa B FiE R FEERE/ME -

AMEREHERZEEENNSHE  FERESSEETREEH3% -

TEREMS NBERET - BEEBIMEAR(CrC

RIFIE -

HIBCCID R M EXaR FiE

WUFRAR

BEEERIBCCIH R Lixiana® R SEXa B F5E M -
T4 RIBINBEADSRES HLixiana® R B XaE &

15-298H/H i) A\NWBESNRB A ESEH

Lixiana® [ CrCl | Lixiana®iE&aingXal | Lixiana® 4 8B 0B XaH
miE | (EH/S FiEMIU/mD)! FIEM(IU/mL)2
1))
th{i7 8 [EEE2.5 - 97.5%)]
TERFh /R 422 - NVAF
3085EQ | 230E<5 2.92 0.53
D 0 [0.33-5.88] [0.11 - 2.06]
60E=Q | >50F <7 4.52 0.83
D* 0 [0.38 - 7.64] [0.16—2.61]
>70ZE<9 412 0.68
0 [0.19—7.55] [0.05 - 2.33]
>90F<| 3.82 0.60
10 [0.36 - 7.39] [0.14-3.57)
>110& 3.16 0.41
<130 [0.28 - 6.71] [0.15—1.51]
>130 276 0.45
[0.12 - 6.10] [0.00 -3.10]

P.16
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OV SATEP EELTRRFDVTEIPE (VTE)
M‘?Qﬁss 2.21 0.22
g / [0.14 — 4.47] [0.00 — 1.09]
feise| > 508 <7 342 0.34
D* 0 [0.19-6.13] [0.00 — 3.10]
>70F<9 297 0.24
0 [0.24 - 5.82) [0.00 = 1.77]
>90%<1 2.82 0.20
10 [0.14 - 5.31] [0.00-2.52)
>110%8 2.64 0.17
<130 [0.13 = 5.57] [0.00 - 1.86]
>130 2.39 0.13
[0.10 = 4.92] [0.00 — 2.43]

* <60 N TR E L ) 4 R EP-BEE A (P-gp) ST E S B ER3025

Wﬁﬁfﬁ*ﬁr‘“ﬁ"cmax (R FLixiana®B1-3/ W I I E A BT IR S)

2 ﬁ*‘fﬁfﬁﬁmﬁ\cmm

B ixiana®RAREE R - ELixiana®RESTIZEETHEFRRENRAERT - Mo RA

RFENARE A FEEERAREFHRMER - 6 . BENBESFMEEER2RB5.16i) -
& EAT

— SRR NS MR B ER O FLixanaPRIBEE TRARI% -

BFihgEf =

BUAR ST FE (R FRATORAE LR - B E RPN AR R 2R A RS E) B RHE TR PR B 2 A
- Lixiana® R ARR EEMINEAE R AR R(ZRHB3M) -

A

TE 55 = HAER PRALERENGAGE AF- TiMI48$’]BFE¥¥B?fF%§M]m§J\ﬁ¢ - IEREBMAEER - I BIRMR
# i Lixiana®BEEN DB M I MESME R LRRERR

ERE

I R BRENGAGE AF-TIMI A8 AR BE W B) HER S A ch - TIRIR AR AFDFE M A RIS IR B

MIRRENRT -

EE

7L IE FRA BRENGAGE AF-TIM| 48K BE ELME) NN - HERIBEPUEESBAAMRBA
B h I BEREGSAMEBEA « EChadlAUCHBIE H40%13% - EE = IRARG R (=

3E¥Jﬂ¥ﬁ§'i§n}%%ﬁ%ﬁ§ﬁ§bE{ﬁ?ﬂfﬁ(i‘i%r@@iﬁﬁf) B ES < 60/ T H0E A IR B B R S AdLixiana® - 4%

R BwarfarintBif B 4 B HERD -

% B2 /2 G B R

PT(Prothrombin time) ~ INR ~ aPTT{activated partial thromboplastin time)f{a 55 Xa(anti-Factor

Xa) st B FE 19 S Lixiana® R E 2R AREARE -

e PR At B e
HEhDREEEURE

P.17
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. ~~“’*‘VT‘%§‘M; BAEEAE)OLixiana Pl R B -  HEMNEEEATESETARSSURERMIE

»,:4.:« WW%U ; G BAE) (Non-Valvular Atrial Fibrillation; NVAF)B A - s8AEMERI S AR

Q’ %gnarig% j warfarinfEF8F P B2 B4R EE % (systemic embolic events; SEE) F&9E R 27

/uf

Nt HEENGAGEAF-TIMI ABBARIRR (15— WSS - B - Bobid - Ul - H - WA T
TR - 21,1055 FAOBMLLRIS - SO - FEARTSHE - MRS - EPFL(CHADSg)ﬁ%Z

B2 EBRMEE DB EEH—RLixiana®302sE58%4A - 58 H—RLixiana®605E 5 4140

Hwarfarinl - MiELxiana®ABEPHSHELBRE T —EXLEGEFRET - B ETSR

D PEBEIIEEAR(CrC : 30 - 508H/4E) - BERIB(<OAFT) - SRR EPHE = 30405

{verapamil » quinidine - dronedarone) -

FEFENIEERERPEASEEMARMNIES IEE - REHNGHEIEESE | A - SEERD

MECVTE T EHHEMNIESRIER ; BARRA MBS (major adverse cardiovascular event:

MACE) - 2FBIFRan OB EMI) ~ FERa A - FEBH S B HREE M (systemic embolic events;

SERYREAMIME(CV) R L M A S IREMTE T BHEARMNES IEIE ; RATE « SEERFRBRS RS

CEHFRARNESINEE -

Lixiana® 60525 K 30 5 A AR M0 EREE VA ISR P IS B2.55F - Lixiana®60= 8 R30S

SAFHRR AR IB I IS R ch (1 21 B /R 2.85F - 60255 13058 EAERAE A SR H RIE15,471 A

/15,840 A/F ; MO0 MI0ETEAEMARE Eﬁtk%ﬂqﬂfﬂ%ﬂﬂﬂﬁf’:}%w 19T A/EEH19,216 A

JEE

Ewarfarinfdi - TTR (M558 EHEAINR 2.0 3 008 D I8 568.4% -

WU EED T BMER EPLxiana® 88 Rwarfarin ¥ AMB TEE B E)388 (modified intention to

treat, mITT) IERF B HIRIB & 18 —ME 3 H A R E L SEE ALK - BRI R iSEEM =

FEMIETE - Lixiana® 6025 RIB K ¥ Mwarfarin®d R B¢ (hazard ratio; HR) 97.5% Cl IR ER B4E

FRAEM AL R 8 1.38)(FRS) -

# 5 : ENGAGE AF-TIMI 48RS ch BLEASEE(MITT - SREEHR)

Lixiana®60 =51 Warfarin
FEIEIE (SBIEIFES30ERE) (N = 7,012)
(N = 7,012)
B R hE/SEE?
n 182 232
FH R (% yr)P 1.18 1.50
HR (97.5% Cl) 0.79 (0.63, 0.99)
REHHEPEC <0.0001
ERRMEDPE,
n 135 144
EHEER(%/yr)P 0.87 0.93
HR (95% Cl) 0.94(0.75, 1.19)
BREMEDE

P.18
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A N Lixiana®60 28 .
A2 TN N (‘é‘ﬁﬁ%ﬂ%{&%%%ﬁ%%) (I:;V:r;ag;nz)
(N = 7,012) '
40 76
0.26 0.49
HR (95% Cl) 0.53(0.36,0.78)
BWSEE
n (%/yr)? 8 (0.05) 13 (0.08)
HR (95% Cl) 0.62 (0.26, 1.50)

rgs - HR=MBE R warfarinf Bkt - CI=EBEM - n=B4#8 - mITT=ELEREDaRIEEH
N=mITTIER S S E AR - SEE=2GURESH  yr=F -

a —FUHRETHRRNZTP -

b B R%NNFEANABHR/ZHEFIREE -

CHENERREALMHERET 8T/ -

EITTHR B (BRI DDA 2 TR BRI - Lixiana®602 5 MAH296 2R BREREPRESEE (B
F£1.57%) - warfarinflBI753378 25 E (94 1.80%) - BRI ESwarfarinja BH=HE

. Lixiana®602 5 HMHRAE0.87 (99% CI : 0.71 ~ 1.07 - E#it4p=0.08) -

ERBADD - EEERENGAGE AF-TIMI 485t B (R BEE<c0AfT - BAPEBEAE

. S FRPREE I PR B30 B EN0EB T AKM TR EAE - TETEEENSEHRERR
HE2.29% ; TEARS EfwarfarinB 2t EHH - BHRELRIBEF266% [HR (95% Cl) : 0.86
(0.66,1.13)] -

EFES T T ERBENERMEEEE) - SRS RIEE - BBE - Al - BIEERE - AT P ESHE
FS RS ER MBS0 ~ HERETPEIS EIDEIEE S TE - EENe RABM R IRN 2 B8RO ERR
UEER— -

BEMEMSMR(INR TTR <57.7% %< 73.9%)% - INRK B 246 E A (INR TTR)F ISR E &R H
warfarintf /O Bl B3 s Eh (Lixiana®60 2 55 488 warfarin) 80.73-0.80 - warfarinja Bt £
BERI BN 1.07 (INRE > 73.9% M p4 A% B A SEMEN 1 2) -

Lixiana® 488 Rwarfarinie T B4 B (S A/SEE) BB IR A A REt LREZENREEA(pE
0.0042 ; mITT - =EHHITHIMAE) - :

£6BENGAGE AF-TIMI 48T ZE I NVAF R AMEIBN BT AR R N B R M P R/SEE - FEaEE
AR A RIHEE CrCIR I M IR -

%6 : ENGAGE AF-TIMI 48T Z& P mITT4 #5814 2 S0 BT FE A B8 e 18 A A BT IB IR 2R 2 SRATER AL 1E -
/SEE

P.19
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Lixiana®60 =3 Warfarin
(N = 7,012) (N = 7,012)
n B | B n B | EERE HR (95% Cl)
2 R i =
(%/£E) (%/ %)
>30E <50 1,30 | 63 1.89 1,30 | 67 2.05 0.93 (0.66, 1.3
2 5 1)
>50F<70 2,09 | 85 1.51 210 | 95 1.70 0.88 (0.66, 1.1
3 6 8)
>70ZE<90 166 | 45 0.99 1,70 | 50 1.08 0.92 (0.61,1.3
1 3 7}
>90F<110 927 | 27 1.08 960 | 26 0.98 1.10 (0.64, 1.8
9)
>110E<130 497 | 14 1.01 469 | 10 0.78 1.27 (0.57, 2.8
5)
>130 46?2 10 0.78 418 3 0.25

MR CrCl=MEEETERRE ; N=amITTHRE MM EBEOSHEALY  mITT=-pE8EEn

s N=RIEFHABAAR ; HR=MHERwarfarinf ISR | Cl=SHEER -

CEB—IREEEY <SHRDHHR -

BINAER B R EBEVIS IR A48 B T BT 547 45 AR -

ERR MR IENITHETEMMEGE -

Lixiana® 6022 528 M4 & 4 op B BASEE RS 3 A B0/ RwarfarinfB (5 Bl B S 4E1.57%Ea

1.80%) - HR%0.87 (99% Ci : 0.71 - 1.07 B4 p=0.0807) -
tE#Lixiana® 605534 % A BlwarfarinfAh & - SEESACVIET-HRHR (99% CHM B4Rl SisE s
0.87 (0.76 - 0.99) - MACE#0.89 (0.78 ~ 1.00) - th/d - SEEEFRAA MBI TR E0.90 (0.80 - 1.01) -
ENGAGE AF-TIMI 48Tf55 T - 18 Lixiana®608 5 (SR M E F308 %) S B AMEE T
(BERETYRT69R(BEE3.99%) - HEZT - warfarinf8 5836 (B44.35%)[HR (95% CI): 0.91
(0.83-~1.01)] -

RIBB THAER ¥R (Lixiana @B Mwarfarin) FFB BB RE ERIET) © CrCl 308<50 BA/4
#8[HR (95% Cl} : 0.81{0.68 ~ 0.97)] ; CrCl >50E <80/ ##[HR (95% CI) : 0.87 (0.75 -

1.02)] ; CrCl =808 H /53 88[HR (95% CI) : 1.15(0.95 ~ 1.40)] -
Lixiana®60%%('§?ﬁﬂ%ﬁ%1@§30%%%)%&ﬁ&ﬁwarfai’in%ﬁ[i—iR {95% Cl) : 0.86 (0.77 ~ 0.97)]%9
MBS -

I BE R ¥ A (Lixiana®1HER Mwarfarin) (B R B O I ETE T « CrCl 30F <50 BH/4#E[HR
(95%Cl) : 0.80(0.65 ~ 0.99)] ; CrCl >50ZF <80 F/7 t&[HR (95% Cly: 0.75(0.62 ~ 0.90)] ; CrCl
>80 EF/7#[HR (95% CI) : 1.16 (0.92 ~ 1.46)] -

FEZZHAGIREREA M -

EEARHMSE - Lixiana®60= 74 E AR warfarin/B B BZNAR T RIES (D RIBEE
2.75%H13.43%) [HR (95% Ci) : 0.80(0.71,0.91) ; p = 0.0009] - AL AIAEF0.39%F)
0.85%) [HR (95% Cl) : 0.47 (0.34,0.63) ; p < 0.0001] - M - EEMBMEREEmE 7 -

P.20
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Rl e,

s, AELixiana® 605858 34 AR 2 /D Bwarfarin 4(0.21%%00.38%) [HR (35% Cl) : 0.55

1. Ci-}x 0.5
sl I L
\ 20 e

Lixiana®60E= 52 Warfarin
(BBIERERI0EBEE) (N =7,012)
(N = 7,012)
EAHM
n 418 524
B EER(%/yr) 2 2.75 3.43
HR (95% CI) 0.80 (0.71, 0.91)
pfa 0.0009
EE P P
n 61 132
SRR (%/yr) @ 0.39 0.85
HR (95% Cl) 047 (0.34,063)
R
n 32 59
SRR (Y%/yr) @ 0.21 0.38
HR (95% Cl) 0.55 (0.36, 0.84)
B PRAEEA 2 JEE AW B
n 1,214 1,396
SRR (%) 2 8.67 10.15
HR (95% Cl) 0.86 (0.80, 0.93)
(T A ERRERRAY L [ ©
n 1,865 2,114
BT (%/yr) 2 1415 16.40
HR (95% CI) 0.87 (0.82, 0.92)

5 ICH=EER M HR =i warfarinfIEIgLL ; Cl =EHBER ; CRNM =i KAk 2 FFE X
BB n =REFHEORREAR ; N =B HEHEARNSEHEAR yr=F -
AEUBERBNINEZRBLBIRMEERRAR -

P.21
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& '%ﬁﬁ%ﬂ\_@a)@ﬁé‘&tﬂﬂﬂf&@ﬂ PN TR M ~ AERE /T - RS RS T Mt
'ﬁ:«\ SHem a;g conversion)IR S ASERMMA R, - FRAELH M EMIEEBA L MEB FESEREE
TJJF&%?E GHEABERNEANND - #EstABNEMEEHP -
< T f&fﬁmﬂﬁﬂjﬂh BEHAEABEEAHER LS -
< f’iib Kﬁf;} %”C ERZEFIED LY RESEE - MERBMASETESSD -
MANEREENERES -

e
%8 » 9102 RIRRRENGAGE AF-TIMI 48895 b NVAFIE A Hetig il B B35 IR R S 4RI E X - BB
BRALID - MERFAENEHFRGEZFCCIHBMERE -

#8 : ENGAGE AF-TIMI 48TR 55 th Z 2 1 AT AR I R (IR BABRT B IR R S N E AL I

gpa
CrCIRiEREH (BH/ D Lixiana®60 =35 Warfarin
i#) (N =7,012) (N = 7,012)
n By | BEHRE n B | HHFsEE | HR(95%CH
| b | R
(%/%F) (%/ )
>30& <50 1,30 96 3.91 1,30 | 128 5.23 0.75(0.58,0.9
p) 5 8)
>502<70 2,09 | 148 3.31 2,40 171 377 0.88(0.71,11
3 6 0)
>70E <90 166 | 108 2.88 1,70 | 119 3.08 0.93(0.72,1.2
1 3 1
>902<110 927 29 1.33 960 56 2.48 0.54 (0.34, 0.8
4)
>110£<130 497 20 1.70 469 24 214 0.79(0.44,.1.4
2)
>130 462 13 1.18 418 21 2.08 0.58 (0.29, 1.1
5)
#R9 : ENGAGE AF-TIMI 48 iR P 2 2 M2 I E RSB RIRIB N B AT S IR R D ST e
ge
CrCl iR B H(EH/ S Lixiana®60 =3 Warfarin
18) (N =7,012) (N =7,012)
n | B | BHBE | n | B | BEHELE | HRO5%C)
B HR # =
(%/£E) (%/5E)
>30F8 <50 1,30 9 0.36 1,30 18 072 0.51(0.23,1.1
2 5 4
>50F<70 2,09 8 0.18 2,10 23 0.50 0.35(0.16,0.7

P.22
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| OB/ Lixiana®60 552 Warfarin
o7 2) (N =7,012) (N = 7,012)
Bl 4 <% |
PR T g n | B | BHERE | n | B | BHERE | HRO5%CD)
4 &1 R 2 #R
(%/%F) (%/%F)
3 6 9)
> 702 <90 166 | 10 0.26 170 9 0.23 1.14 (0.46, 2.8
1 3 2}
>90F<110 927 2 0.09 960 3 0.13
>110F <130 497 i 0.08 469 5 0.44
>130 462 2 0.18 418 0 0.00
210 : ENGAGE AF-TIMI A8TR S ch e 2 S 4F S50 A HA R (B AN BE AT B IR R S VBRI L M=
B2
CrCIRKEEHE (BH/H Lixiana®60 &35 Warfarin
i%) (N = 7,012) (N = 7,012)
n B | EYEE n B | BHEE | HR(O5%Cl)
&1 & 81 i
(%/£E) (%/5E)
>30ZE <50 1,30 | 16 0.64 130] 35 1.40 0.45 (0.25,0.8
2 5 1)
>50&<70 2,09 19 0.42 210 [ 51 1.10 0.38 (0.22,0.6
3 6 4)
>70%<90 166 | 17 0.44 170 | 35 0.89 0.50 (0.28,0.8
1 3 9)
>90Z<110 927 5 0.23 960 | 6 0.26 0.87 (0.27,2.8
6)
>110%E<130 497 2 017 469 3 0.26
>130 462 1 0.09 418 1 0.10

e N= miTTIEH S ISR SHE AR, mITT=3RBAERE ; n=RFEBAAR

; HR=18# PwarfarinfSEREEE ; Cl=FHEMH -

R AEAE S <SAIRAHTHR -

GAERRE . BE—TITREY ERE-EIE3HNEE -

RPHADHEER - EENGAGE AF-TIMI 4858 PEIB R BIEE< 60AT - BRATEBREAZEH

FIPHE (A (P-gp) NI i PR E30ESH60EFAR MR L AE - Lixiana® W EHRéE3025%

a2t Bwarfarin B 23RNSR E R A104 (BE3.05%) R 166 (BF4.85%) A EEEAHME
H[HR (95% Cl) : 0.63 (0.50,0.81)] -

P.23
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NGAGE AF-TIMI 48588 - BlLixiana®60%5e A B M Bwarfarin ALLELNS - P RFTEE(ER T
';u\rh‘%@ - EARHMASMBRETL TS mITTERE - SRR 2 M Lixiana® g
iCl) 1 0.89 (0.83,0.96) ; p = 0.0024] -

NE 3:&@:%% 58
ﬁwmfﬁm —EE=HEERE S0 L - BREMBEYLESSESHTEAS Y mARE
D Bk R B & R B AN4AE D5 =4 AR F IR 7 O AR 5R A i 95 A BED) (RSl fh 519842 0B A

- ZEUFFEH828) A T158% - SH—RWOMRedoxabans 22 B - ERE2EARS ch IS
1.3 - BERNBNMATEREENT RSB EREREERMNE - BZ8edoxabantBEAEMM
B3) . B 2RN3 3B A AR EERA -
RN BOGE—ETIMEE  EEBIEERS (158H/98 <CiCl < 30EA/5H %) - EEREYME
(BB - RRHNMERERM) - BESE (<454 - FET ARG IEEERE ke .« 5
(&) R F — 4 [/ Nl
"£2) Warfarin (PT-INREFHIZE1.6E2.6) ; dabigatran 1102835 - HMX ; rivaroxaban 10235 . 9
H—3 ; apixaban 2.582% - ®HMX ; sledoxaban 308% - §H—X
ﬁﬁW%%%*ﬂ HHEY R AL EEE BRI E S A R 2 R A RS = 835 E; (ELDERCARE-
AF) SR -

R11 . DEMEREHBANBRREE  PENZSURERBEAHMBER (HFWE=HER)

BUBEANSHER/BSHEH N
e g (F &) I g gz
(95% 15 HBIE fE)
Edoxabanfi Z K48
N 15/492 44/492 0.34
i ”"‘nfﬂ
PR/ ESIEHER (2.3%) (6.7%) (0.19-0.61)
N 20/492 11/490 1.87
FE2)
EAHM (3.3%) (1.8%) (0.90-3.89)
RV TT (FRASHERMBEEATE) - SVHIED RSB BRSNS HA TSRS RIET 25

ik -

2 R UNHEIEE - HNT RS —BRETRE—MERE=H -
EdoxabanfBf A B ELHIRHER11.4% (492BRmADTESEE) - TBEARKESFEAM
(3.3% - 492BEAPAE168) MHBRMER (1.2% - 492B8KRAPFE6ESE) -

JMEDVT ~ JREPER FEBFDVTEPE (VTE){E 8

FH¥ AT IRAE ZE (venous thromboembolism; VTE)EF TR Lixiana®P e R iETE  EBNAEHA

Lixiana® £ 8 8% & # k12 2 (deep vein thrombosis; DVT)F1H42 2 (pulmonary embolism; PE)&

FERADVTRIPEE BN B R 2 -

EHokusai-VTEfRARFL AR - 8,292 %5t & W BEM D e E VISR T =8 K (enoxaparin B # AT &

) - BEEH— XKk FLixiana® 6025 $IRELY) - ERAR - D E—MBINESFEELRE
SRRAREMBERINREE2.053 08B Asiwarfarin « IEEZE—RAwarfarin - AERBA31A

AZE&E12E B (BB HFARERANERISEIRE) -

EELixiana® B EHmA KL BB INZRE(69.6%)BINE(21.0%) ; 3.8%ABA - 5.3%5E Mk

s

P.24
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TEE/MER3E B EELixiana® R B3,718 A(91.6%) + FEwarfarinfBA%3,727 A
N EBI6(E HE E Lixiana® 883,495 A(86.1%) - TEwarfarinfB R /3,491A

_ o B
4 5y @56%) 1D R R 1 208 B & Lixiana® AR 71,643 A (40.5%) - Ewarfarind 71,659 A

¥

FN ' (40:4%) -,
\ ‘}: ; =

=

é“%/

. t.-g/?{‘a:ﬁ%ﬁﬁﬁﬁﬁ’\]VTE@ﬁ - EHRA1I2ERTHRAESHEHIR ZEREAERZDVT -

T ae 4R PE R B S M PEFFE RN E A R IEE - REBEYIERIERNEREVIEERRAER
BT SBHRTAmE S R IRRTRE -
BRETF—IEZEEEEFOSREERMAEE—RLxkana®302% | BAEPEBEEAR
(CrCl : 30 - SOEF/H %) ; BBE<60AfT ; FHAREPRER MG -
Hokusai-VTESBR(ER12)3BE - X EEYEEEEERAREER) F - Lixana®REBR
warfarin ; ZELixiana®E 14, 11822 E D AT130A(3.2%) BAEFIRIEEEER - MEwarfarinfHfy
4122855 EPAE146 A(3.5%) 3 EVTEE R HR (95% Cl) : 0.89(0.70, 1.13) ; AL EpE<
0.0001] » fEwarfarinfl i - EFSAESE AR (tme in therapeutic Range; TTR - Bf&INRE
2.0%3.0) P RI81565.6% - EEIRBPE (P AMFREFREE)NZAMELE - 2AE475
(2.8%) Lixiana®# =t 1654(3.9%) warfarinfl S5a & B 8 VTEE % [HR (95% Ci) : 0.73 (0.50,
1.06)] »

%12 : Hokusai-VTELSRAVEMASE - mITTHRE - 2GSRI

FEmjsiEa Lixiana® 60 =53 Lixiana® 488
(SR {EBIBE302=5 | Warfarin B
&) (N = 4,12 Warfarin
(N = 4,118) 2) HR (95% CI)P
pfEC
A EARERBReRERNSHAEC . 130(3.2) 146 (3.5) |1 0.89(0.70 ~ 1.1
n (%) 3)
P18 <0.0001
(ASHE)
FlitE (R E R R BB R E) 73 (1.8) 83 (2.0)
Bt /AR 2E B lin s 24 (0.6) 24 (0.6)
#HIFET
FERA M AR 2R 49 (1.2) 59 (1.4)
ERTEEFIREE 57 (1.4) 63 (1.5)

M - Cl={SHERN  DVT=FBHERE  mITT={EEARMRAE ; HR=MA®BNRwarfarind/EkatL
= SAEEGRSRE AR NamITTERENSHEAR ; PE=RZE ; VIE=SIREESY -

a FERERAISIE S IR R AR R BB VTE (B ; DVT - JEB TR PEARICHPERE S1515)

bHR - #ECIZ{kiECoxbAIEMESEEMREE « LUABRRTIIBEI R B EFERItEE . &
BT IS AU M (PEAL BESE SR AL BEDVT - 2DVT) - B AKEF(ERUHET - IAEMEF)RES
BE 95 2 B AL D B IS IE S Lixiana®/ Lixiana® 2 BB 302 RN 2 (R /E) -
PESERBAERENALHERESFEH -
EHEERENES(EESRBEREMERENSHESE - Lkana®B warfarinfA&A15A
(2.1%)F022 A (3.1%) 2 88 =VTER B [HR (95% CI) : 0.69 (0.36, 1.34)] °

P.25
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~Cigara@ BRI 138 A (3.4%) - BERWarfarindMNE158 A (3.9%) % BAEVTER BAAE AR TS
/5% ETRB a5 158] [HR (95% C1) : 087 (0.70, 1.10)] -

@T@gu QEVTED - Lixiana® 605855 (S B M I 308 5 )RS E A A R B (B BT )5
\F | 136BE 3% BT - warfarinl 5 130%(3.2%) -

gt PSRRI REHAD - Lixiana®TwarfarinBTR# 1447 A (30.6%) 71483 A (32.2%)
ST R4 PEEIN-terminal pro-B-type natriuretic peptide(NT-proBNP) > 500555 /27} - T

Lixiana® 8 Mwarfarinfi 31 & P H BB 14A(3.1%)F130A(6.2%) B HEVTEE ZHR (95% Cl): 0.50
(0.26, 0.94)] »
ERR LT ERB A ERRAEE - OERIEEE - BE 4 RBDEREESE) BN
RGHEBRPIRN 2 RERENTERNER ] -
FEZEUTHERRAARRARBRNEMEASEFREBNIEER B MEH) -
F13ENERM B ACA RS HE N BT 2 e 2 M D -
E TEREHARRANNN, BEFEE2 UG ISEREAT M ERBRNIEE AL MEHE
[clinically relevant non-major; CRNMIFF#E R MIE A IER) L - Lixiana®HAY AR BIEER
warfarinl ; ZISHREMRLixiana®#H4, 11822 % D349 A (8.5%) - warfarinil4, 12225
EPRI423 A(10.3%)[HR (95% Cl) : 0.81 (0.71, 0.94) ; BHEGTEMNPE = 0.004] -

%213 : Hokusai-VTEG S A M B - 2 MKIAEREE 5 A

Lixiana®60 =3 Warfarin
(EREEEE0ERE) (N = 4,122)
(N =4,118)

BARABENEMEARCRNMP < n (%)
HR {95% CI) 0.81 (0.71, 0.94)
P{& 0.004 (EHiiGE)
BEAUWM - n (%)
N 56 (1.4) 66 (1.6)
HR (95% Cl) 0.84 (0.59, 1.21)
BeanttBAH M 0 6(0.1)
FER An it BEPS I 5(0.1) 12 (0.3)
AR ERRIEE A ME &
N 298 (7.2) 368 (8.9)
HR (95% Cl) 0.80 (0.68, 0.93)
FRA WM
N 895 (21.7) 1,056 (25.6)
HR (95% Cl} 0.82 (0.75, 0.90)

MR HR = ¥ Rwarfarin®BIELE ; Cl = EHEEM ; N = Z2MBEROTHEEAY ; n = BAH

P.26
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SRR E30BEM SR E S E - HRIES8E(7.9%) Lixiana® At & M922
(12.8%) warfarinfB rOSH & & S48 B A B Mek R FRABBA R IEE AL M3 AH(CRNM) [HR

(95%) : 0.62 (0.4420.86)] -

fEHokusal-VTE: L Eah - thgLixiana®Blwarfarins - R ISATRBEIRRERSE - EAMMEMAE
RALTEM  mITTHER  IEHZRHENAHR (95% C1)%1.00 (0.8521.18) -

3 N A T AL A

fFE—Sh - BIIEYE - BEME . BEE - RE UG TEEIIE ( ENSURE-AF ) BEHAMA 21991 ( K&
BRSSO RARME ) JE5HET O RMBRITIERES D ERESHE - BeH—R
edoxaban 60235 Fenoxaparin/warfarin A # A MINR%2.0-3.0 ( BEHT « 1) HEEH: -
warfarinfgTTRFEISEE70.8% - #att21495% 3 # Aedoxaban (N = 1067 ) B
enoxaparin/warfarin ( N = 1082 ) JAfE - INREE M —HERASERARRE - PEBSEAE
(CrCl30-50 EH/H8E ) - FERE (<60Af ) HHBREP-gpiHE - edoxabaniafHRIE
SR —wI0BTAE - THedoxabanTwarfarinfB A=l B ETBOMEERMN ( 7 51R83.7%0
78.9% ) SEEER ( HEIR6.6%T8.6% ) - HAREBOMBEIR(TER)SE ( TEFREIRA

) SR EOMERN ( EO21RNADAE ) - SHETETORBRINRSERER8X -
FTERNERBAGEREDE  2EUREES - DIERMNHMETT - Edoxabanil (N =
1095 ) HE4540 (0.5% - 5% EHEMO0.15%-1.06% ) Mwarfarindl (N = 1104 ) A114
(1.0% - 95%EHERI0.50%-1.78% ) ; ORE0.46 ( 5% EHWEM0.12 - 143 ) ; TT o EEME
WoCEA 2 S aRE B B66XK -

TERSUERE RSB ATEREN ZIEEAHM - Edoxabanil ( N = 1067 ) #4164
(1.5% - 5% ISTRERE0.86%-2.42% ) mwarfarindl ( N = 1082 ) A 1141(1.0%, 95%15 $El= 3]
0.51% - 1.81%) ; OR%E1.48 (95%{=S#8ERMAE0.64 - 3.55) ; RN ERARNAR -
AIFEUMRET - EORERGERT - MEREAEEA - BRERE ZIFEAL MM MEE
EHILEHIRIE -

3 S

B IR BT BLxiana® AR —Esi B 2 SR E IR B LERT SRS 2 - TR R TR 2R
REFA 2T 45 R E SR (AR SLEF BB B RS2 RI3.360) -

B
131 8%

BEOE/IRER% - BR328FRKER -

BEG/ARLENMENR - 27 x 1HRE -
13.2 3

weRMEEM -

13.3 W EGE
RAER30°CULT -

N

P.27
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