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Lixiana F.C.Tablets 30mg
IS % 026600 3
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hRA= HH8 2024-05-08
W 5
RS PYER S HARSE 2024423 ST (S10.04R)

1 Ak
1.1 BUHSREE
SHEENIESHEIES 3085 - 608;5=edoxaban -

1.2 Bz

BoH®RIREE15, 30, 6085
S5 20 Bt 7R 71«

15 B

30 2358 60 25

Mannitol Mannitol Mannitol

Pregelatinized starch

Pregelatinized starch

Pregelatinized starch

Crospovidone

Crospovidone

Crospovidene

Hydroxypropylcellulose

Hydroxypropylcellulose

Hydroxypropylcellulose

Magnesium stearate

Magnesium stearate

Magnesium stearate

2 AR

15 258

30 25

60 25

Hypromellose

Hypromeliose

Hypromellose

Macrogol 8000

Macrogol 8000

Macrogol 8000

Titanium dioxide

Titanium dioxide

Titanium dioxide

Talc

Talc

Talc

Carnauba wax

Carnauba wax

Carnauba wax

lron oxide yellow
Iron oxide red

Iron oxide red

[ron oxide yellow
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BB EEDPRE B REystemic embolism)

EEEFEE  BMEORRIE - SMmE - £8> 755 - BRE © B EEoE s R RS M
(transient ischemic attack; TIA) -

2.FEMIAST 10HIREISETR MY A EE - Lixiana® TR A ESIREE(Venous
thromboembolism; VTE) - 8 k422 (Venous thromboembolism; VTEY8E R BB AR12ZE (Deep
Vein Thrombosis; DVT) A fitit2 Z(Pulmonary Embolism; PE) (BB MM DB FBEMN PEFEA - 2
[%16.8 B E fth = %)
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DVTHPEREEIFIZFE AR R AEBIE R A BRI S T MR IG e (G2 R95.146) -
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Lixiana®30&5s

» RPEXBEBEENEAZALEETNERECCBS - S08H/2E)
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» {(HFHPEEE S (P-gp)ilHIE - 40 : cyclosporine - dronedarone ~ erythromycingy;

ketoconazole
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nazole
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EREEERA)  EBREMNBEESH-R158% -

AR LA

HRER—ElLixiana® « FEITENAARZMZEY) - WRIRRIRBEH - RWEBEBAZEENE - A

FERE—KRAMSEHESEEMAMEBRINEE -

B E i Lixiana® U R HLixiana® i3 5 Bt 524

125 8 R FE L R LTS S FE S BB 44 00 PR B A BB B (Non-Valvular Atrial Fibrillation; NVAF)FN 58 AR4%

#(Venous thromboembolism; VIEEAZHEEEMN - ERELER T olae M /AR A MK

A -
22 : MBMESENVAFRVTE (DVTRPE) 2887775
R EL B iR AL Lixiana®
E i35 et
f & - L .
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AiFEIRHE T T 512 -
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etexilate - rivaroxaban - apixaban%) - BMALNREAEIR | BIRORARMDEAE (£
REE3) - NEAERNEUFHEIEZDIE R TSRS IREE SRR WS (R RETH
) o

. 'E%?@E%%‘%(%%%G.WBG.Z%) °

==m:t /Eﬁ‘%IE

HRLixiana® 152 e Bl AR R MR IR B - MURERIN E—B e -
Lixiana® 15852 AR B Lixiana®30BH(BA—EMN L IBLSRMEXE TR ; H20%
DNIEREVKARIBED - USHEREERENVKATBARNVARE A BN ER 2SR ER
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y) c-"-.,-.m_\fmﬁf“/\ﬁiﬁé?i CEBRENSEEEH—RISER - FEHRZREHIENFAEAE

\LSEﬁ)

— i i R G I ETAES IR E - B MES - Lixiana®BAEthFURMMARRE - %
RREBNEA  DRSEEEEH BEREHME - EEALxana® (F2E338%
SHEREREEERA - 814 - 8. 201 HEEE) -

TR D - Lixiana® BHAEHIRFEHMBIW : FEM - %ﬁ%%_ﬁml ~ HETE A PR 3 i) £
BMZET - BERAVKAREREERRES - B - BT ROWERRERN  #ESMERT « E
TARBMAR/MIRBBENBREREA - H A ﬂﬂﬂ%#ﬁ“%?

T E5IB AREHAR SN E MER - EiELRmARBSEE  BEIENLDMOEERE
IMAG &% SRR GE 258, 1428 .260) - HMAIEN MBEIRRERFANTIE - BREELMERT -

Lixiana® R M BEELUEE T REHGRS EZENNEN - Ballixiana®EE—RHENT
i I 7F F A g 542 RSS9 H) -

B B LB YERME D Lixiana® (2 B5E116)) -

=¥

MRKREFNREMAENE NRARTAASEERRENY - BRRERLXana®  BIFEHTE
BE/D24/ERIEA -

SREIDRAEEEIFRB—MLixiana® 24/ 18 A 51T - fﬁ‘r%ﬂﬂﬂﬂﬂ[‘z&&ﬁ)\i&?ﬁﬁ@%ﬁ
MAREETEIRE - FiisamEnR AEENIEME - ERRENRALxiana® - @EEELxiana®%
B MENNAERER - 2/ - HifichoiiiemieHOREY - T%E%E%ﬁ%ﬁ)ﬁ%ﬂﬂﬁﬁﬂ
(9\%%3@)

P g

1%%?3%]]:5]11’!5%5’]?‘5%7% REtmEk - B%EYEHE KB K (acetylsalicylic acid,
ASA) ~ P2Y oM/ VMG « Eahiiiieizy) - MARARRAR - BiEWMERBEUHEIL
(selective serotonin reuptake inhibitors; SSRIs)EEMAEZE - [EE EIREBEUIIHIE (serotonin
norepinephrine reuptake inhibitors; SNRIs) - BUR R HE BAYIF A BR3¢ #E (nonsteroidal
anti-inflammatory drugs; NSAID) (£ R %3 38Tk Z Em AR ET7H)) -

AT B el ch e 2R 86 i — SRR AE

Lixiana® B A AEE AR SO RIRIE 2R A - O RIBBTENAREARESEESEH
DEEHZEA « FPEEEE TRIIREBANTZE - JIE - Lixiana® FTRBEARBEBA

. SEGETBMNESERRDIEEMBHRSE Y FHEBEESN  ERREXHRUBINE
BE -

. AMEEETUAEREEBMIRIISNENBEBREBMER ZBA - Lol SRR R AU A
MMFRAEEE -

. BHOHRBEBEBMER ZRARERMMAMEmE 256 -

. EHEAHRINREBIEEES R (BSHEBIEMER) 25 - ERIETEN - e28BI8E
faRl -

5.3 BIFHniaE

Lixiana
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Wmf%E%WﬁW% B R IR -

) &) SEEETEHERN - (DOHEAREENREXaE Fanti-FXa)iE it E 8L R At
;,'Tﬂ%ﬁf]ﬁ"ﬁﬂﬂﬁzﬁ? EITHARORE - fi . BERBSFHEERFEE116) -
h.w_i (iaea® 8 BN S XaE T (Factor Xa; FXa) MiE B IEE S MR - Bl 5 mAsERER
(PT) ~ INREAZB B MBS IS REI(aPTT) « AT - B R MG AETE A BT S s f et/ E
HEEES  AMAESEARELixiana®am R mrER -

6 RKIREHEIEFR
6.1 RZ

ZF AR FLixiana® M E 2 1 RS KRIET « BV ERY B RLixana® A SRS EE
10.380) - EMNBEMNEESY - BMAEAR - MELxiana®oDEBIARKERE - Lixiana®2 AR
2R (£ REAH) -

6.2 T

WFL PR ALixiana® % 24 RBEM SRR - SITRNERERLXana® Bl 5 W E
gt - ElbLixiana® 22 1S IBTLHARS) (5 (2 R 5546 - ERENAE HHIL R/ B a %
Z [ -

6.3 BEBRIMNEEE M

EAEBRENNL
ELAEE AN RO S b R Lixiana® B RIBRIIE: -
CA=V)
1Bk IR MLixiana® AR T EHME A NNTE - —ERARS DEFORERIEE
A R RS T (T (2 REE10.360) -

6.5 EBHEA

RRTISEEEMERMEMER - Bt - ZE% AEEEHBlixiana®Bacetylsalicylic acid
(ASA) GEZ[HI7HD) -
NVAFEFRAFSOEM My EASHMEANR - W ERBESRENEFER—RI1585E - (B
SRLIIWHREHRLIBEZERA) -

6.6 FFINEERZ

Lixiana® R 2B BAREENERESBARREIRT1E) -
B8 By D E AT I BE R 0 A FESS E B FLixiana® (§54:5934) -
B R AL B RS AT B A S (ALT/AST > 2 x ULN) S AAE 41 %15 x ULNAIB A - BEib
- Lixiana® FEEE B AR ILEEGE 2 B3 116 - Fﬁ-i9’*Lixiana®3éﬁ§ﬁﬁ%?§ﬁﬂﬁb§‘é SOl -
BT Lixiana®BBmiBB1EMNBEA - ES TR
6.7 BIEEARZ

RN B IIBEIEE#E - BE(CrCl > 50 - SO%ﬂ/ﬁﬁﬁ) ~ BE(CrCl : 30 - SOEH/NEERE
(CrCl < 302A/ N BENREZEMBMELZHNSRE - HMBM4R T EHiE(area under
curve; AUCYE 7Bl EFH32% - 74%%[%72%( EiERARA B REIE) -
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— Femly rbg;@mf%maﬂ)
g;ﬁiggﬁa%wﬁa Fi s A B3 RS PR - AR IS B MICICl (R &891186) -

r\ ]

iﬁﬁrﬁﬂ%LHLmana(@@%ﬁA?%ﬁauﬁf*ﬁﬁ’]s‘tﬁI?Eiﬁi%“’;tﬂ Lixiana® REHRERABSREHRMTER
ARMRNBFEEWMHREHBA - BT RS MRARAMRERIGROBA -

El AT R B2 7 Lixiana® B AOAE B/ BPSEEMEBAER AVTER RN B L 214 -

IXGEENSE f(antiphospholipid syndrome - APLS

BRI e A MBIl B IR 2 MR MEA - REEEMdirect acting oral anticoagulants
(DOACs)  BIffedoxaban « MR EERKETEAAE - LEHEERBERE (lupus
anticoagulant - anticardiolipin antibodiesl{ Banti-beta 2-glycoprotein | antibodies ) ERE
HERIBA - FADOACSAETBEIENE 1 MARE A RILLH -

7 REHEH

Lixiana®E e (L (GHIRIL - EIL - [0S Hi iR s B IR B BB R - TREE (e
L!Xlana®ﬁ’},ﬁﬁ¢§5i[l§ﬂi
P 3
L|x1ana® P??EaaEl(P gp) SMNEEBEEAMNTE - EYIH HEMERT - Lidana®# 8
cyclosporine + dronedarone - erythromycm ketoconazole + quinidineZiverapamil % PEE&ER
(P-gp)iMEIEI O FB - S Lixiana®HIMERE EF - MLixiana®f Acyclosporine »
dronedarone * erythromycm:‘iketoconazole MHBBEIEAEEEH—R30%ER (B RE3H) -
iRigls REN - {Lixiana® @t Aquinidine ~ verapamilzamiodarone RIfREEBIEM B (A2 M3 H) -
B AiskALixiana® 4t A E thPEEE B (P-gp)IPHIE @ human immunodeficiency virus (HIV)E&E B2 #8
OB 2 B3 -
Lixiana® R &% 8 F 5 PEEE (3 (P-gp) M =) RS 4 FH
« Sofosbuvir/velpatasvir/voxitaprevir : fiifELixiana® 2 sofosbuvir/velpatasvir/voxilaprevirz
B - BB MRt sofosbuvir/velpatasvir/voxilaprevirl + Lixiana®5E 403
Wz moREEEM - R RRmE R -
B K5 PEES [ (P-gp) ST B RS - Lixiana® WA AEH—R 0ERMNHE
« Cyclosporine : BISEMAEE Bcyclosporine 50025 ME M BLixiana®60BFE R - AI4E
Lixiana®gAUCHImaximum serum concerntration (Cax) 73 Bl _EH73%F174% -
« Dronedarone : g AM¥%dronedarone 4002 MEERA7 X - RESAHAE—HIZ
Lixiana®60555 - T{#Lixiana®BIAUCHIC max? Bll L FH85%F146% -
« Erythromycin : B R M Rerythromycin S0025MBRASKE - RETAFAE—KE
Lixiana®60= % . ol #Lixiana®MIAUCHIC max D Al EF85%F168% -
« Ketoconazole : L& H—%ketoconazole 4002 EHWHBRATXE - REAXHRE—HE
Lixiana®60255 - T Lixiana®BIAUCHIC max 7 BI_EF87%F189% -
HATPHES A (P-gp) SN EEMEREHE—RLixiana®60 25
« Quinidine : I H—®Rquinidine 30025 (B1MB4R)REBH=-R(E2HEIR)WEIERA
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% i..f)(|@ﬁé®f0:’ié% TﬁLlXtana(@E’JAUC%HCmax & FH#I53% -
;:5“ & Afmtbﬁé/one &tk 38 H—Ramiodarone 40025 M8 H—RLixiana®60E 2 B {E
S RUCHNNA0% B EC iy M66% - BB BB QOB - EEENGAGE AF-TIMI 48318
o1 . ARG FHamiodaronef i E - HENER 2 W SBIT -
» Clarithromycin : Clarithromycin (50027 - §HMR) &6 BH 2edoxaban 602 =5 1EF A
10K - E%%EedoxabanE’JAUC%DCmax TRIBINE 53% F 27% -

1H%L|x1ana®§5éPEF§saEﬂ(P gp)if Erifampicin &P ELixiana® AT ISAUCEMRITEEN - MIAER
DEEEER - HtHLixiana® B EAPRESE B (P-gp)iF B EI(HIHN : phenytoin ~ carbamazepine
phenobarbitalgiSt.John's Wort) ol {ELixiana® & # A - Lixiana® FE:2EGt APRIE A (P-gp)iF
R -

P P-gp) B &

Digoxin : ME1EH 1404 TFEH—RLixiana®60EEH - £AHEH_"Rdigoxin 0.255 55 (585
FHIR)EEH—ROSER(FI0EFAANSESHBE - tLixiana®MC a L H17% - s
ERETAUCH BIARERIBMABEER - ifBlixiana® ¥ digoxin PKEITEFR - digoxingy
Crnax L FT#928% - MAUCRIEH7% - IIESIE A EIEFRAME M - Likiana®# Adigoxinks - /a0
Hﬂ

reuptake mhlbltors SSRES)/IHI BE

inhibitors; SNRIs)

R MA : RREMERE LA - BIARRELixiana® gt AR 5 M (2 B E46) -
ZREKIBEE(ASA) : ASA(10082 558325855 MLixiana® Gt NG - AN E—REAT - BEYNER
- EEHMSHLERE - S5EE KSR (325855l ELixiana® B BEC ., FAUCH B E
F35%F132% - FiELixiana®RIGHEBSHE B CEM (325855) - ERfrABEE IS
S T & HHEALxiana® B E R 10025 2 B KSR IS -

TR AR EP AFrSEEH B OFKER(<ERE100%25e/H) - it/ vz
thienopyridine$fiZ&4) - ##Lixiana®BwarfarinfA B4 RARE - (BRI G A Z KSR BN
RFAEAEM2ENEALMBHHE (2 RES.16) - HIRENEZBKIBE (<1005 k5 u
Lixiana®#pFE—HBENIE NS HEIRES -

M/ ISR . ENGAGE AF-TIMI 485 53 & 48 S0 71 5258 & 1 FH B2 — AR Flthienopyridine SE R B4 5%
(Bltclopidogrel) - HRESEESHRSRNBMNEERE LM - BIRMLixiana® i £ 1 & 18 S
IR AwarfarinBF A0 H MR 5 (2 B &85.180) -

B AfiLixiana® B34 & 5 [M/) i &2 1 = 3 M AR BT 01 AR 2 A8 BRI B A R -

FERREIRESH 522  NaproxenFliLixiana®HA - MBRE—RBE B4y - TE L OMSHEE -
Naproxen#itLixiana®MICmaMAUCE BT UHE - EEKRSRD - HRAEEEISN R EIEES
RAESENTEMEHHEIEMN - Rt EIHRAEEER N méZF/\KL #1t HLixiana® -
SSRIs / SNRIs : #AISSRIsEiSNRIsEEH M Hi R M —4% - TEEEAEMB AL AR - BAT M
WHREEWM/IMOERFE (2 8B5.181) -

Lixiana®¥i # {thissinpl 2548

BRGEAZdigoxin - Lixiana® I ELCpay E7128% - BREZEAUC - Lixiana®# i quinidinef
CraxMAUCE AL -
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“Wﬁ%ﬁv\_{erapamn - Lixiana® A ELC 1 ax FAUCH B F P& 14%H016% -

- "y
%‘g— k
HEA
v

RS

[ixiana®PryZ 2t & ikiEME S = B3 ER(21, 105 8NVAF 8,292 ZVTE (DVTHIPEEA) « BIK
EHiBREER -

fledoxaban8BEHEE RN ARRERRER (7.7%) - MR (6.9% ) f&EM (53%) -
Tl e AR ER - BOsERERE - EERm(B RE5.1H) -

AEREAER

#£3 7 FEEERGRMIES = EASBNVTERNVAFRE A LR EH#EEE (post-marketing
setting) BIR 2 FREIE - SEFEREE IR KB EER(system organ class; SOC) R AR
B4 - LIRATIMEME  MERE 1/10) - BRE 1/100E< 1/10) - AERE 171,000 <
1/1,00) ~ ZEE( 1/10,000F < 1/1,000) ~ HEE (< 1/10,000) MARMERRIIRBERERD) -

3 AREREEOESERHRFREERBLENTRRBSIE

EN =t Ebe] LR prd
MEFHE R AR

A B

[ /) AR i AR
RIFRIFIER

B EY FER
AE M 2 FE(Anaphylactic reaction) =5
IRE K pE ] =)
I R IR

pHE BR
gHE BR
it i p =]
SR AR AR R BRI TR
R

VA il AER
ARA M =]
1 B =TS

D ERE H e
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FER
2R
AER
BR
H{EELM BR
H(bESm BE
e /A &R B8
I A &
#hghe i m ] =]
FriREmR
[ pAE AT FIEM B8
y#A R I 188 (gamma GT)IE/N w8
(0 o g 14 i EE B8 (alkaline phosphatase)i N AER
3 RGN AER
KB R R N AR R
B2 B A A B BR
K B
BE BR
B AER
AEN B BE RS AR 4B TR TR
ALY A9t (R 38 A PR 22 AR BF) 3
el unads i F=R
Bl Bkt PR A SRR
PIRRT] R 2 AR /AR 8 i M BR
Bt M 46 B8 14 B % (Anticoagulant-related nephropathy) AN

FIEARRIEER
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8.2

8.3

RO SO T
o, S B L

(15448
TP W5 ;
\ﬁé%?%iﬁm BEEDLLIRR
gl —
Py {
FosemRERE _
B - PHERARH B
AT __
TR o
ARARR =

THRBRREEMERDRINZUEEERD S - BEY MABIREFRMSOBNL PR

B EEEBAS0ENTERRIARRE -
EH9ERA
HimEE M
Eﬁi‘Lixiana(@E’\J%ﬁf’E%%ﬁ?} - AR TR E M EEE NS E AR SRS AR T E [
- melREH MBS - RRER  EREREREE(EFRLD)EEBME/SE MU AREE
N2EMARNFRGES R - £ S - SRR ALixiana® B AR MBI « ¥
%ﬂ]l %'H%LH:EHII SEOURERIMBE B M 7R - HBRRVKABERELERES - BL - BT
DRSS  EEEMERT  ETARMAIE/MIRBELCNERZER - DUERIEBED

J]]I ﬁmr)\ﬁfﬁjﬁﬁgﬁﬁfénﬁ’]tﬂﬂﬂﬂ&x il EHAENREE MR AR/ SO ESE
FAILMERRENEAGSE51E) - EHHE Mo REEBMA/NER - B ECSERmE
N EE - BE - EREEARER - R E SR REREARARE -
Lixiana® B @M ENSNREL MHF B ESEREEGHERERFE3ENE BN 205
[N %) 48 B84 B (Anticoagulant-related nephropathy) - EIt » EHESTUR MAERBA BT
AEfhIR - SSIEEE LAY TIBEE -
B PRA B A ER
B8 -
EriEigsn

HEREELTE  HEUARKERNEREEES - SEREMNNE/FEFERERIEN -
BEASERHEOTRMARRE  BREERNBEAMETRS -

B BN R 2 M (%*@E?Mm M5 -

A=
mamEEREHFE (REZTEEIR) -

Lixiana® FAEBARM O 5B M - HARAZEYARNEABIERAR -
Sk
Lixiana® &4 /R B S T E B R MA T B - LUSDIRIL - FRRME FSE M iR Lixiana @ IRULH1E %

Lixiana®i ol M ERANE— S EmEN -
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xjfﬁ%;\ '_\_‘:a®5ﬁ§§q3ﬁﬁﬁﬁlﬂiﬁ% A BRSNS BENIRERREALM I RIRA
W~ BT
g |
T %#ﬁa’ﬁ.uxjgnﬁ%ﬁ@ﬁ)\?&%&ﬂ]ﬁ#?éﬁ . FEILBAT T BLixiana®HE  EEENER MEILARE
S yiana SR B 10E 1 4 EALEN 16) - RIS H M RERERBETTRNES -
THMEEE TR S AR A - Slfimechanical compression(flil : BREREM) - FMiLEMm -
RS A AN BT - MREAECIEHER RS MEL 5 M4 T A MIKRISE R 2 R iR
G
A M MEBNEREGHNER - A F4EFRMEEESERN(4-factor
prothrombin complex concentrate (PCC)) 50 IU//A T SRR OIS A 83008 18
Lixiana®{EFd -
O R AEAEVIaBF(-FVIa)aE - AW - LEREBRIEZLxiana® B ARNERESHAR

FEEAHME - ERIESELNEESRERES -

FEHAProtamine sulfate 14 EK A E F ELixiana® R ME 4 -

AT ELixiana®@ 2 & R M E BB T (tranexamic acid ~ aminocaproic acid)#I48ER - 7
#mLixiana® 2 EFE RS54 IEME (desmopressin « aprotinin)F0 AR ER & B 2w EE (scientific
rationale) - B1R¢Lixiana®MWMEE ARG SRS - TBIEALIEH -

10 =8485
10.1 TEFRHHE

Lixiana® 2 —1EEASEBEY - HiEB 0 7 EXa kM E F (FXa) I ; FXak i MERH R
JE B 42 L[] B& 4 (final common pathway) P E04IZTE S #8 - Lixiana® oIS REREFXa - 1L
o5t MBS AR (prothrombinase)f95EHE « B M 2 BN FXa s 2RI E] - alis > B Mg
(thrombin)fY 5 - EEREIMMARE - W EMER AR RR -

10.2 BEQUEEIRASI4

YRS AR EY) - HiERMEFXai & (direct factor Xa inhibitor) ; ATCHS

: BOTAFO3

ERY AT

Lixiana® T 71 - 2\ SRR ALSY - T ESBEENLXxana®IRE S (Chay « BUEXaSt
M A F(anti-FXa assay)iE 1 D H0E I BB B REFOFEMNEE - Lixiana® rm 25
e R - mRTNEIFXa - EibLixiana® 7R OIHE £ 5 MR - 5000 %E i e R AR
(Prothrombin time; PT) ASE{EER /2 St I E MBI B (activated partial thromboplastin time;
aPTT) « Bt AsH BB EElaaEmE THIR - B8RS LREFAEES
BRI EY - ELixiana®R MM RS LI AR -

Hirivaroxaban * dabigatrang{apixabanifiift & Lixiana® Rt 5 M E1EE M AR L
FIGREBENE D @RS EYRASH—Rrivaroxaban 2085 - G HMZRdabigatran
1502855 « 88 AMRapixaban 52% - B19R B4XRAHE-H ELixiana®602 e ETHIE -
sy s BRI SR R I AS IR R RS (Prothrombin time; PT)FIEL R i MR (M S Xakt ME &4
CaPTDARSRINSE - FREFARERALixiana® 2% - ZHRRIE 5 I F R
(Prothrombin time; PT) &R Brivaroxabanflapixabanfi &3 X48E - f£dabigatran/5mE « Al
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e ,_,“éij“‘é”?ﬁ%dabigatranié?ﬁ%ﬁ?ﬁ%‘éﬂxiana®?§%iﬁ&@ﬁﬁ%%ﬁﬁuxiana@?ﬁﬁﬁﬁiﬁ@Sﬁﬂ:
’5;&; [ sEEEIS R (activated partial thromboplastin time; aPTT) « EERWEEREH
i ) AR NIERTE - 24T - IHERI RIS L R BT E -

A - ISR M A Lixiana® Ry - B 44 AR FA 5 Lixiana ® AU IS B TISE #E A
R IG5 5] T — AR P RS R (2 R A83.1 ) -

103 EFRAIZZHER
RIFRDILE - SBEHESH - BETY - EENUNSUSSRMRNER - GRS

BRI S A S DR S ©

e L

REBME FLixiana® EEABMNRF S L3 RZIBH M BRI R EERIRL f
s -

TEARSD - MRMBENEMEEEIBREFT DN E -
EEMEEAR D - N20085E/ANEE FARBEBRER[ER/EARRBE - J5H60E
5 /H 7 B ESE A BE T 8 (maximum recommended human dose; MRHD)RI65{E) - O 8517
fFE FHRESESRENSERALARS - EREBNRFE L - 2517E30085%/A /88
BMRHDI49(E) KR 2008 5/ A /BB ASMRHDRG B)WH B T EEE R ERERHIE /Y
g - PRFRT60085H//AR/HEHAMRHDI195E) BERRHNSEREIIEN -
EVAPHARS L Lixiana®E o 29t -
EEZAENEYSHRIRE - Lkana®EZEiRsmomRpsRasD -

11 2y HER

HRUZ

Lixiana®7E ABLIRIEES - BEiEREAE - 2/0FRES - BRERBIUMAEOR62% SEEY
BEEaaBREEMNEER—  BHEREBEBENTEALK - TENGAGE AF-TIMI 48F1Hokusai-
VTES ST « Lixiana®RE BB R B aMNEEGTER - EpHE= 6.08HFEHFT

. Lixiana®ao A mEEE - AT AEFEBNEN - AEHlxana®IRERERBERE -
I 302 MESHENTED - #6027 edoxaban i Bl BRI E R AR IERIE T [ AREEAE
G EBOSRKPRBEEERE  HHAUCR Cax S E1HE 2 BT A% - Eitedoxaban&
aIjEH H M 8 L AR R E) DB - IEITE 2R ARG RO EARRENE L
edoxaban -

pauiil

ZmMEA S HBRERSE - 2 hRRER107£19.97 -

B AN ER N M E QA S R R55% - EEH—RMNAEERT . Lkana® L gEERARRK
ESNEBINZ(REIL : 1.14) - BESREONIKNER -

S4Eis

B ixiana® A MIFRNEZRE - Liiana® B E E KR (B EEREE) - 45
(conjugation)BEL(FACYP3A4/SHTT) (<10%) - Lixiana®H B =TEE MY - EEXEAHED
(M-4) ; BEKBERNEATY  BERESHED  (LFEMRBEENLR10% - EthiHEY
HIRERRIRE5% - Lixiana® B EEERP-BES(P-gp)NRE  BFEEAERER((HINE
Hlans P Em B OB IAKOATPIRY « AHEEE FOATIHOATIH AIEH FHEMEROCT2)N=E
« BEM B A0ATPIBINSHE -

HEbR
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|EM35% - EZEENBRARRBRHEBMRBE/IZENIEER - LORKRAM
0 - 14/ -

;é;)
ip . 158531605 AOME - Lixiana® A AR R 8 2 ELLAZENS) RS

EERA

#E = PR AL IR R BEENGAGE AF-TIMI 48R0 G REEE S DB AT - ISBTIAERIEEMAEE
% - ATRIRER M Lixiana® MBS H BRI SRR SN PR ERAE A

BIEERE

WERBINEELEREE - BE(CrCl > 50 - 802 H /47 §8) ~ PE(CrCl : 30 - 5088H /4 #8)FEF (CrCl
< 30=|F/ A EBIRIERETARBELEMNRHE « HMBAUCE DRI EFH32% - 74%H
72% - EBIMEERZHBAD -« Lixiana®RHYHHEAE - BFRARSBHOZHRBY -
AHMEIRELT - Lixiana® MR E RN EXa R TS EE MM -
RABBEERFEEETNZME  HRABRRESRESHESLIZ% -

TRBY R EN W EMRRUERTR - ERBINBEAE(CrCl : 15-298HA/ 7)) EANBEENAB LT X
AU -

RIBCrCI RAITES XaE FiE

UTRABEBEIEMIRCCID B Lixiana® A EXa A F5E 1k -

R4 ¢ IRIEIBETSIRE D BMLixiana® R EXa A7 FE M

Lixiana® | CrCl | Lixiana®# & M58 XalA | Lixiana® 45 aisy e XaE
Blg | (EAH/D FiFEIU/mML)T FiEME(IU/mL)2
%)
gy [85[E2.5 —~ 97.5%]
JERH P RE S E - NVAF
30=52Q |>30%8<S 2.92 0.53
D 0 [0.33 -5.88] [0.11 - 2.06]
60EEQ | >50E<7 452 (.83
D* 0 [0.38 - 7.64] [0.16 —-2.61]
>70%<9 412 (.68
0 [0.19—-7.55] [0.05-2.33]
>90&<] 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 2.76 0.45
[0.12 - 6.10] [0.00-3.10]
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| SRS T JABEPEER R DVTSIPE (VTE)
T
J0RQ | 2 EsS 221 0.22
o~ i) [0.14 — 4.47] [0.00 - 1.09]
db
' 3.42 0.34
[0.19-6.13] [0.00 - 3.10]
2.97 0.24
0 [0.24 - 5.82] [0.00-1.77]
>90%<I 2.82 0.20
10 [0.14~531] [0.00-2.52]
>110% 264 0.17
<130 [0.13 - 5.57] [0.00 - 1.86}
>130 239 0.13
[0.10-4.92] 0.00 - 2.43]

[
<60 ATHEREENH AR EP-FER(P-gp)IIHEIEH/MEBREE30=2

VMR BEE AR E R Crnax (R T Lixiana® 1 -3/ N IR A ZE B 15 58)

2 4B FIHAE MR Cmin

BELxiana®RERETIER - Elxiana®IRE SO RANETHRARZNRIERT - Mot
RIEB M EXaE ARG T RFERMETRMER - Al . BERBRSFNEGERMBLSHES16) -
M EH

—RERAN\EH BT ER OELixiana® RIRER T EARI9% -

FFThEE R &

BRAR Y AR BT DR AR ELEY - MES DB IIREA A ANZEYNE) N ER M MEE BRI E 2 S
- Lixiana® ik BRR EEFERSHBANIIR(ZRE3H) -

EF]

T4 = BAG R s BRENGAGE AF-TIM| 48T REZE Y B) HEB A - ISREEMAERE - TIEIRMAI
¥ ht Lixiana® R BN E) NS 1 I SERBSNER PR - BRI -

it

e R ERENGAGE AF-TIMI 48898522 81 DB 47 - Tl S IR MR ATNIEST N A YR IE K
MRS -

BaE

TEEE FRELERENGAGE AF-TIMI 48MUMEBEEME N DD - HEBEREEPUHRS(B4AMBBEA
B PTEBEGSAMMBA « EChadlAUCH RIE H40%F113% - R = HARAS Rdp (iRzE
TR /O A B ED R AR AR AR S A B AE) - PR EE< 60/ AT RIS A BRI S ¥ MLixiana® - &5
RN BwarfarindBiTE HMBAHED -

2 £ /e Gy B R

PT(Prothrombin time) ~ INR - aPTT{activated partial thromboplastin time)fi#i 5 Xa(anti-Factor
Xa) I EFE 98 Lixiana®2 2R HEAER -

12 B PRAERE R
WP ERESERE

P.17
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)ﬁ%%@%ﬁ%ﬁﬁbﬁﬂLixiana®§ﬁ%§iﬁ§ﬁ%f% HENRECEATEREPARESUHRERBAIE

13 R RS 8 E)(Non-Valvular Atrial Fibrillation; NVAEE A - SRABTREM B4 Rk
‘J% warfarinfeJ8R5 B M2 S 12 BHE 4 (systemic embolic events; SEE) LB H R %

P
i\x‘ggﬁiﬁ;\l@i\(fﬁ/ﬁ{;ﬂw A8E A B P (It R — RS HERE) - =11 - 2l - [ElE - 85 - EFR - F

TSR - 21,105 BB M OTIE - SR - FEARTSHE - MRS - PECHADS) A
B2/ T i E R ER SR EGHE—RUixiana®I0Z=8EE - SEH—KLixiana®60= 8 A
Bwarfarinfl - MfELixiana®aBATHNSHEERETI—BENZSERFET - BHEDER¥
C PEBINEEARR(CrC : 30 - S50EH/7 i) - BERE AT - S BREPEE I
(verapamil » quinidine ~ dronedarone) -
FTEENFEAERERDRAFSEERAMRNESHIEE - REBVGEMGBESRE - & A - SEER
MECVIET BHERNESRISE | EXFRLIMES % (major adverse cardiovascular event;
MACE) - 2HFEBaOAERMID - FERH TR - FERm2EURESH(systemic embolic events;
SEE) R EMME(CV)LEE L MATSIREMIE TS HHAMKNEE N ESE |, ABdE - SEEFFRA L ELE
TEHMERNESHIEE -
Lixiana® 602855 K 3088 5558 AN SR EE 8 BRI B h AT S B2 5 - Lixiana®60EH R30E s
ARANRBEHSRTNUEER28F - c0BRMI0ETAEAABEARDPNUESRIRI5471A
JHEF15,840 N/ ; MO0E=FI0ERAEANEM AP UBASAE19,191 A/ER19,216 A
/5 -
TEwarfaringfl g - TTR (RFSAHEBANINR 2.023.00955 /) (181 4568.4% -
BEUEEAHBNERBBPLixiana®HEE Kwarfarin¥s iME E£ B B8 (modified intention to
treat; mITT)ER 8RR RE —TEIHNERPRESEE LHF5H - AP ESSEERNFE
BHIEE . Lixiana® 60255718 ¥ warfarinf 25 {4 (hazard ratio; HR) 97.5% C|_EIRIEH 4L
PRAEEM AL S IGRIET.38)(FS5) ¢
= 5 : ENGAGE AF-TIMI 485755 h @ BISEE(MITT - JAREHE)

Lixiana®60 =35 Warfarin
T EI51E (SEIERES0EEE) (N = 7.012)
(N = 7,012)
R hE/SEE
n 182 232
EFEER(%/yn)P 118 1.50
HR (97.5% Cl) 0.79 (0.63, 0.99)
RBPEC <0.0001
BRI P
n 135 144
BUFERER(%/yr)P 0.87 0.93
HR (95% C) 0.94(0.75, 1.19)
BRY M E

P.18



Lixiana®60 =5 Warfarin
(ERIERERI0ERE) (N = 7,012)
(N =7,012) o
. 40 76
v
R Semmemm
B EBAER%/yr)P 0.26 0.49
HR (95% ClI) 0.53 (0.36,0.78)
B WSEE
n (%/yr)@ 8 (0.05) 13 (0.08)
HR (95% Cl) 0.62 (0.26, 1.50)

s - HR=1RE M warfarinfIBIELE - CI=EBER - n=34% - mITT={BEEBEEHEF
CN=mITTIEH S B AR SEE=2BHRESHE  yr=% -

A — BB THIRNZBTP -

b EERER%NVNES R ASHR/SH B ERES .

CEE ERRIEFASHRAETIBET -

EITTHEE (B DI 2 EBMZSHIRT - Lixiana®60E S AA296 @ F i B E R EPRISEE (B
£1.57%) - warfarinfBfIA337 2 Fm & (BE1.80%) - HBRHESwarfarin/8BNEHE

. Lixiana®60=Z 55 AAHRA0.87 (99% Ci : 0.71 ~ 1.07 - &4 p=0.08) -

FERBEDW D - EBERENGAGE AF-TIMI 48 B (A BIE<60AT - BEPEBIEAE

. Sy FAPREE E )RR B30E R0 AT E A E - TETMBEENBHRERS
BiE2.29% ; TR FEfwarfarinE S 2 5 - BHRERBBEE2.66% [HR (95% Cl) : 0.86
(0.66,1.13)] -

EIER Y TERBAMERKELESE)  SIERIEER - 185 - WAl - BIEEIRE - SR PRENE
R E - MRBIPHERNATZE AE - EENE RGP RN 2 2RI ER
REER— -

E{EIEUSRIBINR TTR < 57.7% E< 73.9%)F - INRH B Z#E A (INR TTR)E I R ERFE A
warfarint B ZisiE b (Lixiana®P 602 S B8 irwarfarin) £0.73-0.80 - warfarinA B RS
BRA9cEA B 1,07 (INRIE> 73.9% M A EHEE M E4E N S E) -
Lixiana®BEwarfarinTE T EM 4 R(P/E/SEE) BB ThEE A A HEt LEZNRZEER(pE
0.0042 ; mITT - Z=ELE3THAR) -

FELBENGAGE AF-TIMI 48T thNVAFRE A fRIBIBABTA MR R D #n iR Mtk < B /SEE - MEAREF
AREERIGEZCrCIM EITTmMEE -

%26 : ENGAGE AF-TIMI 48855 thmITT 43 47 850 2 SR %8 5B il (SR L BR BT W TR R0 3 RAD ER T 1 P 8
/SEE

P.19
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| i;,rC A (BF/5 Lixiana®60 2258 Warfarin
,\ (N = 7,012) (N = 7,012)
,ii‘ij" g;«f jz..
d n | Bff | BHRE | n | B8 | BEERE | HR(95%CI)
N &ﬁ 2 & # i
e R (%/%) (%/%)
>3048<50 130 | 63 1.89 130 67 2.05 0.93 (0.66, 1.3
2 5 1)
>50ZE<70 209 | 85 1.51 2,10 | 95 1.70 0.88 (0.66, 1.1
3 6 8)
>70Z% <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 0.98 110 (0.64, 1.8
9)
>110%F <130 497 | 14 1.01 469 | 10 0.78 1.27(0.57, 2.8
5)
>130 462 | 10 0.78 418 3 0.25

MR . CrCl=MBETERRE ; N=mITTREH S THENBENSREAY  mITT=-RERAEEH
; N=WEMARAAL ; HR=HEERwarfarinfRIEEEE ; Cl=EBEM -
*%E— BEAEH <SRIRSHTHR -

BIRER AN RERYISEINERATZIEEDTAARMALL -
FREZIMABENITTETERTSE -
Lixiana® 608 5254 B4 5 4E h MBASEEM S5 A B0 warfarinZ8(5 B BESE1.57%8
1.80%) - HR%0.87 (99% Cl : 0.71 ~ 1.07 - B#i4p=0.0807) -
th# Lixiana® 605 55 4 A BwarfarinB & - SEEBICVIETZHR (99% CHE k4l R E&I51EE
0.87 (0.76 ~ 0.99) - MACEZ%30.89 (0.78 - 1.00) - B[ - SEESBFRAALETE T2 50,90 (0.80 - 1.01) -
ENGAGE AF-TIMI 4885t h - ¥ Lixiana®602 5 (S EHEE308HE)SRENFARET T
(BERIET)RTOIA(BHZ.99%) - BB 2T - warfarinfB 58362 (G F4.35%)[HR (95% Cl): 0.91
(0.83-~1.01)] -
RIS THRER B AR (Lixiana® e iwarfarin) AT A R ESE T S (FH B RIET) | CrCl 30 <50 B /4
#8[HR (95% Cl) : 0.81 (0.68 - 0.97)] ; CrCl >50% <80EF/97#[HR (95% () : 0.87 (0.75 -
1.02)] ; CrCl =802 A/ #E[HR (95% Ci) : 1.15 (0.95 - 1.40)] -
Lixiana®60E 52 (S M EMREEI08 = E)RIE HBwarfarinBE[HR (95% C1) : 0.86 (0.77 ~ 0.97)]i4
OMEBIET K -
IR B ThAs R B4 (Lixiana® BB R warfarin) (I BB O MBI TR © CrCl 30 <50 B /S 8E[HR
(95% Cl) : 0.80(0.65 ~ 0.99)] ; CrCi >50% <80= /7 ##[HR (95% CI) : 0.75 (0.62 + 0.90)] ; CrCl
> 80 EFt /7 #8[HR (95% Cl) : 1.16 (0.92 ~ 1.46)] -
FEZHFMEEEAEATM -
EEABMAE - Lixiana®60Z 558 ARERwarfarinf A ABZENER TRES(DIIASE
2.75%H13.43%) [HR (95% Cl) : 0.80 (0.71,0.91) ; p = 0.0009] - AL I1{Z Al &5 50.39%F
0.85%) [MR (95% CI) : 0.47 (0.34,0.63) ; p < 0.0001] - Bl EREME MR LUBAER 7 -
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1130508
%g ITRRpA) ‘:1¢F{Efo1ana®60%%,‘aJ§zE1ﬂﬂﬁ 2/ warfarinfi(0.21%#10.38%) [HR (95% Cl) : 0.55
"‘""‘(0“3”6“ BoaP B RTEMIPMA = 0.0059] - BETERENBD KB H MF 0D HR (95%

By i 093 19.33,095) 5 p = 00312] -

3}

}’6’%‘ f";

“:ﬁgz, ENGAGE AF-TIMI ASSUBRTAIH MBI - RRIRAR S

= Lixiana®60%=5 Warfarin
(BHERARRI0ERE) (N =7,012)
(N = 7,012)
EXH
n 418 524
BB R (%/yr) @ 2.75 3.43
HR (95% CI) 0.80 (0.71, 0.91)
pia 0.0009
B b
n 61 132
EHEER(%/y) @ 0.39 0.85
HR {95% Cl) 0.47 (0.34,0.63)
gk Rl
n 32 59
BB TR (%/yT) 2 0.21 0.38
HR (95% Cl) 0.55 (0.36, 0.84)
B 2 EE AL MEH
n 1,214 1,396
BHRER%/yr) @ 8.67 10.15
HR (95% CI) 0.86 (0.80, 0.93)
{EAIAERER A C
n 1,865 2,114
B AR %/ yr) 2 14.15 16.40
HR (95% Cl) - 0.87{0.82,0.92)

e |CH=ERA M HR =B8R warfarinfd/BRLL ; C) =SB ER” ; CRNM =[5/KAR 2IEE KX
HIMEE 0 =REBHNSHEAY N =L2UHEHANZHEAR ; yr=F -
3B R%YNEERBHERUEEARAR -

P.21
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\ic conversion)IR S AR D - B AR BN Mo L ME T HLREss
i TR \BAEAE A BIRROSIAGL  BEETARA L OB -
AN TSI, B HEABRRRIGR FHEE -
i TR AR S ETIER FRS RS . ATRARAASETERS -
ST A R E E R -
=8 + 91104} BIFARENGAGE AF-TIMI 48T 25 O NVAFE A R IS ALES BT 5518 5 5 SERO A~ BUSES
P - FRIEA BEAREG T 1 R B Cr CIFH A TS ©
%8 : ENGAGE AF-TIMI ASTFRth 2 2 1t 4 47 SR 70 I MBS Ik IS D AR BT S 0 R 43 HAAO B A M I B

g2
CrCIRbRRE4E (BH/ 5 Lixiana®60 5% Warfarin
) (N =7,012) (N=7,012)
n | B | FEHSE | n | B | FHRE [ HRO5%CD)
& b2 & 3
(%/5E) (%/%F)
>302<50 1,30 96 3.9 1,30 | 128 5.23 0.75(0.58,09
2 5 8)
>502<70 2,09 | 148 3.31 210 171 3.77 0.88 (0.71, 1.1
3 6 0)
>70%£ <90 166 1 108 2.88 1,70 | 119 3.08 093(0.72,1.2
1 3 1
>90&E<110 927 29 1.33 960 56 2.48 0.54(0.34,0.8
4)
>1102<130 497 20 1.70 469 24 2.14 0.79(0.44,1.4
2)
>130 462 13 1.18 418 21 2.08 0.58 (0.29, 1.1
5)
&9 | ENGAGE AF-TIM! 48T F R &= 2 A7 SRR AR KIS AR BT B R S B MEE B = 4
#a
CrCIR &R B (EH/ S Lixiana®60 255 Warfarin
%) (N =7,012) (N=7012)
n | B | EERE | n B | BEHsE | HR(95%C)
& b2t - 2
(%/%F) (%/%F)
>303<50 1,30 9 0.36 1,30 18 0.72 0.51(0.23, 1.1
2 5 4)
>50%<70 2,09 8 0.18 2,10 23 0.50 0.35(0.16, 0.7
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p """’i ui;,‘;%ct%v HEA/ S Lixiana®60 23 Warfarin
o N - (N = 7,012) (N = 7,012)
& 1 8 !
4 *i?) y no| B | BfEEE | n | B | FHERE | HR(95%C)
A L (9%/%) (9%/%)
3 6 9)
>70ZE<90 166 | 10 0.26 170 o 0.23 1.14(0.46, 2.8
1 3 2}
>90&<110 927 2 0.09 960 3 0.13
>110E<130 497 1 0.08 469 5 0.44
>130 462 2 0.18 418 0 0.00
#10 : ENGAGE AF-TIMI 48FF s th 22 &t AR S5 A B AR (IR L BR BT B IR 2 o3 ARV A AU LB M B8 4
gfa
CrCIRIRB 4R (BB H /D Lixiana®60 &z Warfarin
§8) (N = 7,012) (N =7,012)
n By | BHEE n B | EHEEE | HR(95%C)
8 R 4 H
(%/5E) (%/%E)
>30%<50 1,30} 16 0.64 1,30 | 35 1.40 0.45 (0.25, 0.8
) 5 1)
>50F <70 209 | 19 0.42 2,10 | 51 1.10 0.38(0.22, 0.6
3 6 4)
>T70Z2<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

M5 N= miTTHEH S BMEBENRREAR ; mTT=MRIVAEREE ; n=RFEBAAY
: HR=AB# Rwarfarinf§@RREEE ; Cl=EE&MHE -
A <SRIRSHTHR -

R . B RENEEE —HE3 DR -
REHAH BT - TEENGAGE AF-TIMI 485t PIIEE B8 E< 60 AT - BATPHEEEAZEH

FAPEEEE (1 (P-gp) il T B PE =308 60 s ATt A @ - Lixana®M 2RIk E302%

g Rwarfarin 2R S B A 104 (§43.05%) 5166 (BF485%) A HESEAHMB
% [HR (95% Cl) : 0.63 (0.50,0.81)] -

P.23
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= TEENGAGE AF-TIMI 48588 - LiLixiana®60225% 47 Bwarfarin/BLE IS - SFIGRTEH(E R
RERN  EARMAMBREATLCEN | mITTHER - 2EHELE)EULixiana®mpE
) : 0.89 (0.83,0.96) ; p = 0.0024] -

4

CERAES N — BT PR - FTEI80mLL L - BEBFERBEU L EHERS T EAE ST MERT
- ESDUR R A A B R4 275 L AR FIIR A LRV ML A0 ARED) (R3S 51984805 A
- REMFEA82R)  BF1582E SH—RMWOMedoxabansi Z R - BMEHABPUIHS
135 - HRERURNMEZEENPADN S SURERERMS - FBedoxabanfiBEA B
H3) . (H2BERIHEGIENAEEEEERA] -
SN EOWE—E TS | SFBEERR (1587/948 < iCl <308H/918) - EERELMmE
(EFEEALHD - RASDAMEFESM)  E5EE <45/ - FEE PR IFEERER %5 - 5
&0 5 FH — 1 T I/ ) ViR 524
#£2) Warfarin (PT-INR¥ZHIZE1.62.6) ; dabigatran 110283 - @AMZ ; rivaroxaban 10583 . &
H—R ; apixaban 2.525% - ®BM%X ; Sedoxaban 3085 - §H—=X
H3) jompe il S BRA L E GBI E S MR 2 EE S AR S = it (ELDERCARE-
AF) &R -

R LDEMERIRANBEYEE  PEAESMREREANMBER (BANE=HER)

BEFHASHEBE/ESHER N
ey (24 ) Ja g G 2R
(95%IsEEER)
EdoxabanfA R 4B
. 15/492 447492 0.34
fi n_uj:”])
PR/ESIHEE (2.3%) (6.7%) (0.19-0.61)
. 20/492 11/490 1.87
#12)
BASM (3.3%) (1.8%) (0.90-3.89)
RO ITT (PrAS BRI HT) - S BRSO RE B SR a R als 2 Pl B S T 280

ElE -

2 g W MTEIEE . DS IARISE—EESESH -
EdoxabanfB AR EHIRIEELR11.4% (492RBAPASER) - TB AR KESIEEN
(3.3% - 492E AT H16E) MBIRMRE (1.2% - 4922BAPHER) -

BEDVT  JBEPEATEMDVTEIPE (VTE) B8

# ¥ FE AR AR (venous thromboembolism; VTE)FRET HLixiana®BaRinEastE  HEM AL
Lixiana®fE;4#R B Ik 12 2(deep vein thrombosis; DVT)FIBE#2 % (pulmonary embolism; PE)E
TERFDVTHIPEE SIS AT 2 -

fEHokusai-VTEIRARER S - 8,292 3 i & W HAH 9 Fo Z WA Z 486 (enoxaparinSl B4 AT =

) - BEESH—RRALxiana® 605 IREY - EHIBAN - SR E—BRIESHEEARE
ERBEREELBFINREE2.0E3.08B MM warfarin « #E#EEE—RAwarfarin - ;4558 531
AzsR12E8(BaRERARBERANEFREECRE) -

B Lixiana®REIBAKE S R ENMNERE(69.6%)HETME(21.0%) ; 3.8%SBA - 5.3%BEH

e

P.24
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'/é
,_f..-@ﬁ#%%ﬁﬁﬁk&’\]wﬁ%?é - EEB1I2EAHBHBSHERIR 2 ERMAEIRZDVT
ﬁﬁirnn EAmR T PER G PEFTABRMEA ISR - REBNTARIEIERIOEVTEE S RFTAMN
Rt EHAARNESHIRATEE -
WE T IE 2 IEEREFHSREERAESH—RLixiana®308% | BEPEBHELR
(CrCl : 30 - 50BFH/NE) ; BE<6AT ; SRR EPHESINEIE -
Hokusai-VTESER(R12) B E - X EEWRBIEEEIRIRREER L - Lkana®FH R
warfarin ; TELixiana®#894,118 22 EH DA 130A(3.2%) BEFF R EER - MEwarfarindBHY
412283 H 146 A(3.5%) 8 VTEIE S [HR (95% CI) : 0.89 (0.70, 1.13) ; s titipE <
0.0001] - TEwarfarinfB - EHAEEEE AR (time in therapeutic Range; TTR « BI&INRE
2.0ZE3.0)PRIE565.6% - ERIRAPE (HENAHEZEBHRRBE)MSZHERE - 2RIHE47S
(2.8%) Lixiana® A=t FHN6573(3.9%) warfarinfl S5t & 2 88 EVTER E [HR (95% C1) © 0.73 (0.50,
1.08)] »

%12 : Hokusai-VTESERRIERAE R - mITTHERE - 2EPFREARP

FEEjeiEa Lixiana® 60 53 Lixiana® 4882
(ZIFEBIBE308R | Warfarin i
&) (N = 4,12 Warfarin
(N = 4,118) 2) HR (95% CI)P
pl&E¢©
A SEAEREREEERENEEC 130 (3.2) 146 (3.5) 10.89(0.70 - 1.1
n (%) 3)
P& <0.0001
(A1)
b A B (1 88 Bl SR O 58 R B B IR 12 28) 73(1.8) 83 (2.0)
ot E/MEHIR 2 S A2 Es e 24 (0.6) 24 (0.6)
MIFET
JER A e 28 49 (1.2) 59 (1.4)
EEETEFIREE 57 (1.4} 63 (1.5)

e - Cl=EBIEM  DVT=REFRRE  mTT=BEEREEEAE ; HR=1&Rwarfaring0 i leth
n=RESBHNSREAR  NemITTEMNSEHEAR ; PE=RE ; VIE=EREESEH -

A T EENIEEANEENMEREERVIE ED : DVT - JEBILUPEEBITHPENESEE)

bHR - #ECI2MRiECoxthAERBIRERIFTBE - PUAERTIIBE TR BRFFRHEE . &
EATHSE IS A2 BN (PERERBEY SR AEBBDVT - EDVT) « B EARE F(EREE T - fraEmEF)HEES
BT M B RHES Lixiana®/ Lixiana® e R30S B (R/A) -
PESERIAMENASEHERMEILEY -
EREHREI0ESE(TEERRERSERE)NSHEST - Lidana®@HwarfarinfiBA15A
(2.1%)F122 A (3.1%) & 8 EVTEIE 3 [HR (95% Cl) © 0.69 (0.36, 1.34)] -
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13?‘3%@[3’]138/\(3 4%) - B4 RwarfarinfBRH0158 A(3.9%) B B VTEE BT AR BT =
% wﬂ:‘mﬁg\@ SHABHEH] [HR (95% C1) : 0.87 (0.70, 1.10)] -
Q Qﬁw I-I:eaééu - Lixiana® 60 s (S M B E R30S = HESENFARRE T (FHEBET)A
136L BB 2T - warfarinf85130:3(3.2%) -
S, ’fﬁi__ “‘JE@?&TPH, ; ﬁ’ﬁﬁ:ﬁ KD - Lixiana®MwarfarinA%E4E 5 BIFE447 A (30.6%)H1483 A(32.2%) 3
¥ 4 PEEN-terminal pro-B-type natriuretic peptide(NT-proBNP) > S008755/225 - T
Lixiana® & Mwarfarinfi= i B PO BIBE14A(3.1%) T30 (6.2%) B EVTEF S[HR (95% CI) : 0.50
(0.26,0.94)] -
T2 FERBHE(MEARBEE  SRBRIBER - BE -  MIRBAEEREESE) - BN
FEBRBPIRS CEREHN T EEVER R -
FEZHFALEERERRAERAD N(E AL BFAERBNIEER R IMEH) -
F13BNERAA L Ao BIRNEAE I BHAET 22204 -
& "EEHAESENENM, WRFEL S H AR EAL M RERAEEAS MEG
[clinically relevant non-major; CRNMIFF#E B EVIE & T0IE1E) |« Lixiana® MM B IR BE 25
warfaringfl ; FZIEEH EERLixiana®484,118 B it #E b HI349 A(8.5%) « warfariniia, 12285t
FHPr423 A(10.3%)[HR (95% CI) : 0.81 (0.71, 0.94) ; 1&g M EMPE = 0.004] -

2213 : Hokusai-VTES IR PRILE B - TR EKIAEIIS 2

Lixiana®60 238 Warfarin
(EREEGIEE30EREE) (N = 4,122)
(N =4,118)
BARARSN L MEARCRNMP - n (%)
HR (95% Cl) 0.81 (0.71, 0.94)
P& 0.004 (it i&E)
EAHM - n (%)
N 56 (1.4) 66 (1.6)
HR (95% Cl) 0.84 (0.59, 1.21)
Bdp M B A 0 6(0.1)
FER A B A [ 5(0.1) 12 (0.3)
PRAR RIS A BB 1

N 298 (7.2) 368 (8.9)
HR {25% Cl) 0.80 (0.68, 0.93)
FrAH
N 895 (21.7) 1,056 (25.6)
HR (95% ClI) 0.82 (0.75, 0.90)

% HR = B RwarfarinfEIGLE ; Cl = E8E/ ; N = T2 UEHNZEEAR ; n = B4y
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E”E%%@ 151 | BARKRERNE MBEARERERNFEALMBAmNES IR

\ ”i{“ ”"’X%#%ﬁ‘ T fEHokusai-VTER ST HEE HEE< AT - BADLEB A HAPHE
- TTHEE 'Qﬁ)?@ﬁ%ﬂ?ﬁ]ﬁﬁﬂ FI0EENSHESNE - DRIAS8H(7.9%) Lixiana®BavZit 9253
(12.8%) warfarinfl (5350 & 8% 83 4 88 At (0 38 iR R 4B B A0 FF 2 A A I 38 4 (CRNM) [HR
(95%) : 0.62 (0.4420.86)] °
tEHokusai-VTES D - Hh#tlixiana®Bwarfarinfs « FiERTERGFIRIRESS - EXLMEHAE
ARESET =M ; mITTHR - 2RI RIBBE)IHR (95% C1)A1.00 (0.8521.18) -
SN BRI A
F—%g - BIREM - BEAE - BRAY - FEEM T EIEIEMZR (ENSURE-AF ) BBISMA219910 (RE
BSREEESORAALE ) FEiHETORBRRNAEREG LB SHE  HgH—
edoxaban 6025 Fenoxaparin/warfarin U EHAEINRE2.0-3.0 ( BEHT . 1) LR -
warfarinfiTTR¥EIGERT70.8% - #BIHE21498 % i #FH FBedoxaban (N = 1067 ) 5
enoxaparin/warfarin (N = 1082 ) &% - MREFE FMI—BHLEHRARE  PEBNEAS
( CrCl 30 - 50 BA/H8E ) - BERE (<60 ) HARKEP-gpilHit - edoxabaniaEHRIHE
PEH—R3028 =8 - T8 edoxabanFwarfarinf S5 E T BOMEERE ( 2H15R83.7 %
78.9% ) LB EEIR ( HBIE6.6%H8.6% ) - HAKLEELHBEIR(TEE)S|E ( THBEIRA
) NIRRT ( 2021 RANEDAE ) - SHEEETOMERMRISESHE8X -
TEBUERSBREFRETER  2EUEESG - MIFENLMBETLT - Edoxabanfl (N =
1095 ) +£854E54 ( 0.5% - 95%=HERI0.15%-1.06% ) Mmwarfarinfl ( N = 1104 ) A114l
( 1.0% - 95%EHEER0.50%-1.78% ) ; ORB0.46 ( 5% (EHEMB0.12 - 143 ) ; [TTHHTERE 2R
FEHRRE 2 SRS R66K -

EE?«:% MiERBREEAMBRMERM ZIEEALM - Edoxabanfl (N = 1067 ) H 41641
(1.5% 5% 5B E™0.86%-2.42% ) Mwarfarinfl ( N = 1082 ) &1 145](1 0%, 95%15 34 & [
0.51% - 1.81%) ; ORE1.48 (95%EHEEM0.64 - 3.55) ; R MO ERAEHARE -
FIFRREMFET - EORMEBRMAERT - MEaEHTEEKX - nurﬁ‘BEﬁZ?FEkﬂjﬂH%mﬂlﬁ@
EHELHITRIEL -
REEE
EUMEE S8 B OB Lixiana® AR — B E S R EE R LA RIRIEE AR ERERREM
BRERSL A RN ER (AR R EMSEANRRBERNFE2/3.36) -

13 BRERHEE
131 &%k
BRIG/REHR - BES28RBNKE -
Balm/RABNRERE - 27 x 1RERE -
13.2 &
e RIMREM
133 RFRGE

FEFR30°CRLT -
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Lixiana F.C.Tablets 60mg

BEEEE Y 55 026599 3%

‘AHEBRERER

FRZARE HE 2024-05-08

hRZR 4

R RER S 4R 20243 BHIET(5510.05R)

T AR
1.1 BHESEREE
EFEBRIESAISES - 3085 - 6025 edoxaban -

1.2 FHER

e ®haedr1s, 30, 6025
5% 15 Bt T 1)

30 B% 60 B

Mannitol Mannitol Mannitol

Pregelatinized starch

Pregelatinized starch

Pregelatinized starch

Crospovidone

Crospovidone

Crospovidone

Hydroxypropylcellulose

Hydroxypropylcellulose

Hydroxypropyicellulose

Magnesium stearate

Magnesium stearate

Magnesium stearate

SEHIRT:

30 258

60 25%

Hypromellose

Hypromellose

Hypromellose

Macrogol 8000

Macrogol 8000

Macrogol 8000

Titanium dioxide

Titanium dioxide

Titanium dioxide

Talc

Talc

Talc

Carnauba wax

Carnauba wax

Carnauba wax

Iron oxide yellow
Iron oxide red

Iron oxide red

Iron oxide yellow

1.3 mH

FEXERE -
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WeBRBREE - 28 "DSCLIS, Fx -

A e BRI - 218 "DSCL30, 45 -

EBEERE - 2A "DSCLe0, Fik -

2 BIEE

1. FR R FE I As 44 0 2 A 4 ER B (N on-Valvular Atrial Fibrillation; NVAR)S I T E P —IBBKREF 7
REREPEEE S ERE(systemic embolism) -

BEEFE . B ORRIE - mIME - £8> 7558 - BEF - SRS R E AR m
(transient ischemic attack; TIA) -

2 FEFHASE 10 HAVIERIBE MR MB35 % - Likana® T B A EFIRIEZE(Venous
thromboembolism; VTE) - k122 (Venous thromboembolism; VTEYEIE R B iR12 2 (Deep
Vein Thrombosis; DVT)EA 122 (Pulmonary Embolism; PE} (BRI IR R RIBER PEFA - E2
B6.8ET ELMhERY)

3 RiZRAE
3.1 RAHE

PR RESHRE
EmEEASH—RLixiana®60E: -
HAEEIRES Lixiana® a8 -
RIBA R EER « #ALixiana®E He0E M Mwarfarin - GBS BB IRERE(CrC) AR
IS S/ AT O B ESENE A PABZ LM MmET R EE - RILRARENBE
BRRIER(CrC)ARISEF /A ERIFRE L BE M EESE A ZLixiana® @ aEfm & -
JBEDVT » PE
EEEELAESENSHIEREBE B ME (parenteral anticoagulant 3T 4188 RBREH—X
Lixiana® 60875354 E910.260) -
Lixiana®E247 5 MBI+ 58 B A BRI A -
DVTEPER ARSI E SR ABBME Rt A B F B H M AR E R EGES 516 -
FARS MBS O M4 8RBl (N on-Valvular Atrial Fibrillation; NVAFR)H3E AR 12 2E (Venous
thromboembolism (VTE)fEA - NEH TH—EHZIREKREE - ERFEREH—X
Lixiana®302% :

« DEFEEBELRNBETEHRECCBIS - S0BH/H )

- BE<60AfT

« HAPHES(P-gp)IEIE - 40 : cyclosporine - dronedarone - erythromycinsg

ketoconazole

RIEHmAERRER  FEEMERSOIEMIEECBHEESHEERA
RIBFEBANFREBERFGHMARSE  IRENEESH —RI15EFZEE2603.380 £k
BEEAEREEERA) -
1 NVAFEIVTE (DVTEIPE) MBI BEE
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RN AN ISEIEE
: Vi’%\ 60 ELixiana
T s ®
R 4 SE—%
i At
T BARA T —TEL FERERSOREmE
BIEEAE hEE S EE(CrCl 15 — 50 BH /7 i)
FEEE AT <60 AT 30 %%@)Lixiana
PRI 5 (P-gp)iil%l | Cyclosporine - dronedarone « erythromycin - ketoco | @ H—%H
] nazole

5 ARNVAFBATEF DR EZ B R ENE  BRIEEAEREIBEREESM3.36 SIKERHH
FERBREERA)  EEREHEESH —RISESE -

mAREEYD

=R — Lixiana® - FEVENMAREZEIEY) - WHPRRILESH - RWBBAZEERE - A
FERE—XBAMSHNES TS/ EHBROEIE -

R BB B IR AL Lixiana® BUR B Lixiana ® 886 o H {254

438 BB PR 6 0 ) 0 R R YIS 1k 0 FE M A R Bl (Non-Valvular Atrial Fibrillation; NVAFR)FESARAE
FE(Venous thromboembolism; VIE)EAZHEBEER - £REEER N e RRE A AR
AE -

=22 : MRMEABENVAFERVTE (DVTRPE) Z#i6 755

B ELfth 2 Ak Lixiana®
H A e
4RI IR . g .
&E%K} mAl Lixian | EREERKENE - S0~ B BFARERMFEBEL(INR) < 2.5k 8RR
itamin K antago 2® | Blixiana® -
nist; VKA)
RO BRI A1
i)
) Eabigatra Lixian | {#dabigatran « rivaroxabang{apixaban - MR T —WEE HER
, a® | RISABAIAAR ALixiana® (£ R 5E10.280) -
 Rivaroxab
an
« Apixaban

ARG ER G T T 5% -

Livian FREEFRDED : low molecular weight heparin (LMWH) - f
S B R ® |ondaparinux) :

@ ERETESRME - AT BT RT FAREE 5 R R R e AR AL
xiana® -

HiLixiana® i g E {ih 24
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Lixiana® IR ZEVKABI T SE S AR R MIER R EHIER - ik
- EERSEEE RN EMER -

[ Ak4G 22 -

FREOENHEMNEA - BLIEH—XLixiana® 3024 AEEN
HEEEEREHEE -
FRBEEHENRAMESH T —EXZHERER PEZER
BIEEAE @A BRE[CrC)B15 - 50=H/488) - BERIE
A LEPREERR((P-gp)HIE) - BUSH—XkMLixiana® 1585
HRBEENHERKIEREIEE -

BARER T HRIEERINR 2230 2 8IEM VKA & T E(
g | 0ading dose) - BEAIRR K ERRRURBAZEBERVKA -
Lixiana® Eis | BEEAVKARERIE - siRIBESINRNVKAABRIZAEINR
ym | driven VKA treatment algorithm)

FETEEZESIINR > 2.005Z ALixiana® « X% A(85%) FET £ S (HE
FLixiana81VKA 14BMEZERINR > 2.0 - #5140 %= MLixiana®
- BRERARVKAEIE - DUERIINR 223 -
EEMEAEBMNETT4H - BRNESBERALXiana®RINRE 3
2 WP Lixiana®ERINREI B EMEE - S0HEALixiana®By
KATIfELixiana® 4425 B MINRIB MIE46% -

AR EE

f#Lixiana® « W T —MLixiana® 978 A SRS RS 36T Y U M
m A O ERKEE AN - —EEIIBER> 2.00INREE - BIEE
R R N 5 0 AR AR 10 FR O IR - RS I -

i
Lixiana® AR |fFEFALxiana® - 3R T —ElLixiana® 0 38 e P &2 i RS 5 59 54 AR FR A
Ukt | BUO AR sk A -
[
EBY
Lixiana® B | FMERER4ATEESEY - FHLxiana® - WR T —MLixiana® K

SR | RN MR T A LR I -
il

3.2 ARG

5K - Lixiana® 2 BB R a YR AL SR 881148 -
HRFASIREEREN ZEA - TLixiana®i B BRUE &R K P ESES - B0 REHE2
RE1160) -
B - ThUELixiana® B B E SR O BkD .« EIE BB SR . Y EWELACH RS
B8 -
EiAILixiana PR EIFE K HE R 1B E B1E4/VE -

3.3 WHEERERE
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SHE(2 RS 118) -
g%ﬂl'iﬁ BB E R A (KRS0 L) - BT ELixiana®PMALuEE Y - BNEE
g ﬂﬂf@.ﬂb MHERGE]E R O RLixiana® 80— 1555 (E265.1 6 11 2808 R iR
ﬁév}&l SNIBBRTLE) -
"""""""'-"CPE"‘Eﬁ'FW —ENMEAR :
 EEREHME - SFMALLD - RAEDMSEES L
KREE (<457 )
o NBERTEMRR[CIC =15 BA/HEHE <30 /088
R IR EI AR B K &
mm\ﬁw@mwﬁ
. Eﬂiﬂﬂfﬁtﬁﬁﬁﬁ%,ﬁiﬁﬁﬁﬁﬁﬂLixiana®§iﬁﬁﬂ#§)ﬁ§ﬁ%ﬂ’ﬂDﬂﬁiﬁﬁiﬂﬂﬁ
BigEfA=
R ALixiana®ABHE AR - B EABERERERCCHUFEBANBIIEE - YIRIBRABINAE
AT IERRER ST 2(CrCl 15-508 A /9 BE0EHE R —R)E - CrCl >S08H /4 #(608=EH—
R)) (FBEF5.140) -
i ARNVARRBATER R RS URERE - 2WANBENSRE[CC) =15 BH/5§EH <30
S/ 8 - RBRAESRER GESFRIM RREHAZAEEERA)  BEERERE
EHH—XISER -
 FOAEREE B RS (HIN - MBS - IRAKEGRREZEYR) BTGB I
Lixiana®{# FlCockcroft-GaultiZ R 5T B IhBE(CrCl - MEH /7 HEFRR) - ARXATF -
« Blumol/LF&R =Y BE AT :
1.23 x (140-F#E[5E]) » B8& [N (E AL AIFEDE0.85)
EALEEET [umol/L]

« BT/ HRTIAER |

(140-1EHE[BR)) x B8 [AT] GEBw it RISEN0.85)

72 x MEMNBET[EZES/ 27

gt Lixiana® 8 AT B AR B HRAKT AR ARCC -«
REBINE 7F$(CrCI>50 80T/ S BB ANRENERERA—Rlixiana®6085 -
hE S EEBIEEARR(CrCl : 15 - 50EF/42 8 EEANEENE A8 H—KRlixiana®30EH (&
FET18EI) -
i ARNVAFBATEH SRR EEHRELE - SRANBENSRECC] =15 ER/2#EH<30
SH/5EE  RIBRAERRER GE2E338 RREHAZHASZERA)  BEEBRERSE
EEHH—HILER -
B RE(ESRD)NCICI < 1558 H/4 $8) Sl B BRI A R I FLixiana® (2 R 885, 1M1 160) -
FFipgEfR=
Lixiana® R E&ENBENFFEa I RInsEER - BEAEFREE L MARABA(SRELED) -
Lixiana® RS AN EEN IR EBA (S RESITE) -
BWEFEDEFNERSEANESENESS R —XLixiana®6085E (2 RE116) - Lixiana® &
EEAREEEHEFINERSBEA SRS 16) -
K PRt B BRI AT I B 7+ B (alanine aminotransferase (ALT)SXaspartate transaminase (AST)
>2 x ULN)BL4BIEATZE>1.5 x ULNHIEA « BEIE - Lixiana® [EREEE AR bR R 2R 5.1 8118
) - BARALixiana® AR Al & TATThARAR A -
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IRATRIPE RS URERE BB ARESATR  REBAEREER B2
BRHAAHEBETREA)  BREEREHWEESH-—RISERE -

q\i 0N EN B RS H—RLixiana®3085E (2 HE116) -
TR

8] 4@ B x‘%/
- wmﬁaﬁ;‘ﬁ’ BEEE RS -

Lixiana®# APEEE B (P-gp) #10iHIH

mAGHHEALixiana®# T 5IPEEE E(P-gp)#IE : cyclosporine « dronedarone -

erythromycingtketoconazolels - Ei#MEREH—XLlixiana®3025H (2 RE7H) -

#Mamiodarone » quinidinesfverapamillFRERIEEIE (2 RETH) -

B AT #ELixiana® ff R ELth PEEEE B (P-gp) i I (BHE HIVE & BEHHI ) 2 #F5E -

SR Y

R8N RERS VES - BATE R Lixiana®ayZe 24 BIEY - HATIEEmER -

E RO M (cardioversion) ¥R A

TIREZEHETT O B R AT MO A U RRUA SR E AR FLixiana® A% - R ERIES BB M 2 8

BB EIR(TEE) S B OBERITHAA - Lixiana® el B T O MR E L2 NSRS

B RESOEMIE (2R102M118 ) - DHERTEEFHEX - Lixiana®Pipeisg

12/W AT -

HIRFTAESOMBIRMAEA | 0 HERIE 2 AR RHB A IR IR BLlixiana® - 51

WERIARIBBRATE - BEEEH RS ORI 2B ANCREIIAR A EER -

%ii

E
T

o EUEM O 28RS T — B A 8 Y -

« BRLEEAMESEMSLM -

- HHlgEmE R MIhes PR H 27 15 ARAE R & i i -

« BERKREMUEGREREE ZEANMARMWBIEHELE - S0EERE | Erigirisds
BEES  FEREAELNRBHNEMER - ARSI A IS E - TR - A%
SUHRF AT ~ HISERAMI - Bt LIBRARIEERME - BFREA - mEs
(aneurysms)E{ B A B RN A MERE -

o BRIAEZRESTE -

o ERESTAEMTENBRARE - NEFHIFEURH) - E2 X8 E(enoxaparin
dalteparing) - HFELTEY (fondaparinuxss) - DR E ME(warfarin + dabigatran
etexilate - rivaroxaban ~ apixaban%) - {BUNAB TR AR 8 O AR B M EAE (&
RE3E) - hFEAEREMEUFHEISED M RFIRNE RES BB T2 EE (%%%7*’“
) °

» EREHIL(2R56.176.26) -

Gg;g /$$$IE
5.1 :nﬂ/ziﬁ%lﬁ

FtLixiana® 152 = TAE SR EMAY - MREBRE—EYA
Lixiana® 15255 @AM ELixiana®302 =B A — IEL/U:HEZQEWHH BAREFNEA ; F2ER
NEBREVKARNARD  UAEHERBEETNSENVKATIERRNVARBATER DEE S SHRER
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‘ﬁﬁmH’JFA %EL%%&%@% » B RRE LM - %T%‘Jﬂuxiana(@ (B2 R38R

%»%}ﬁ?ﬁ%ﬁg%&ﬁ/\ 8.1f - 8.267EALE5960) -

5.3

EHERMZES - Likiana®ERIPAEHRFELM(AIW  REM - BEEHM - R RIEHMm)H
Bz B - HERRVKARREEERRS - BEliL - BRT7ED E’JE BN mEEMABRT - E
TARMAR/MREEENEREMA - HREELDERE

T ARGRARSHRMAR - %E‘ti_ltbr)\%ﬁﬁmmﬁé FEZ NS Mt S8 B
MA SR B (FE 2608, 1818.260) - BMAT R MBEHIRFEFEHR T - fEHEE LML -
Lixiana®#Ht B & R A IS E B SRR ABAYOER - Bailixiana® L RE—RENR
S 1E RIS EE (2 SRS 0RD) -

MRE A ARER MRS Lixiana® (2 RE118)) -

ﬂl}?%[‘ EFF s EME ?ﬁﬂ”]tﬂﬁ]lﬂl‘fxﬁ‘ﬁzx EEBARRLY - ARRERLxana® - BRIFEHTA
BED24N\FRIFER -
S REIOEAR S EIERE—TILixiana®R24/ NEE A T - i MER R AaENRE
MERGTEIRE - FHE AR BB ME - ERRERBMALxana® - HiEELixiana® 8
BB MEWAFIEREAT - 2\ - B ERAEROREY - oERE TR MmE
(&REE38) -
5 2490 (|- fin 7 B 2 B4 35
ARSI LMERNEYDTRERSHMER - EEEYEHE KB’ (acetylsalicylic acid;
ASA) * P2Y 1o/ INENE « EthinMA2EEY) - MARBREEE - EEM IS RBE WHNHT
(selective serotonin reuptake inhibitors; SSRIs)s; B % - IE& LR EBRIWHIEIE (serotonin
norepinephrine reuptake inhibitors; SNRIs) - PR & #E FARYFEIREIRSH 2 22(nonsteroidal
anti- mflammatory drugs; NSAID) (2 RE3 IR AR B EHABSETE) -

Tl EEREE " R%E
Lixiana® BATDEE ARSI O IBE ZBA - £ 0MIENENAERRRmEE S i
DEEE HEA - HhEEEE T RMEEBANAZE - Bt - Lixiana® F@EERREHEBA

PSR X 624
. BESEHBNNESERRNEERERS ThERREEMN  BEREEXS2MHE 5
BE -
. SUBIBETRERSESHIIENSNBEBEBMER2BA - LT EEEBER K
MmFAR1EE] -

- BEDCHREBEBEBRER 2HEARERROTARRE RS 2R -
o BHBAHBINRBRIERES IR (MR MR)ZER - BRUBETER - 386
)-AJE;J

R IEEIRE

Lixiana
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‘:\m . ﬂlliiE%g RS BUER TIEAT R FROR 2 - Alin BEMBSFIEEERSE116) -

“**ﬂ:«f‘jéf.ix eV E AN SEXaA F(Factor Xa; FXa) ik EAZ 5 MARMAE S - 6l « stinfs RIS R
(PT) ~ INREAER D 5B IMSEAERSRIPTT) « #AM - B R MR T ARE SR ETn & bE/NE
BERES  ERFESERREDLixkana®rmn s meEs -

6 RRIEHLIRFH
6.1 1R

2RRALixiana®HZ 24 BIEWM KRR - Y ERL I RlixianaPEALHEH(2RE
10.360) - BHOBERMNEESM - HIOAR - MURLixiana® TZBIERAVEIE - Lixiana®ZE1EAR
BEIR R (S REAH) -

6.2 MH%

L P B FLixiana®MZ 2 W R EY A RIEY - B RN ERBRLxiana®E B o WmE
it - EibLixiana®2Z (- R IEEL BRI (2 B 48N - ERENEEE WIS IER/ EiLAE
ZHEE— -

6.3 BEHRENNRHHEEY

BESBREINTE

EREBRENNLHRER BN ES Lixiana®aBEER -

=Wl

BESEEENLxiana® NSRS REEENNEE - —BERABRS DT RIS
TEDHBIRRRTEIERERE10.38)) -

65 FEA

MR EERBR RN MER - Bt - E45% AR B BLixiana®#acetylsalicylic acid
(ASA) GBS BIT7ED) -
NVAFEEBAFSOR )HEASEMER - NERBESRENEEEA—R1585% - (B
SRILIIMFRIEHREREZERBA) -

6.6 FTIhERE

Lixiana® R #@E AR EENNEREBA(RREEIR11H) -
B ch ERTIhEE R 25 A Er# E fE FLixiana® (§54:59340) -
SR BB IEEEAS(ALT/AST > 2 x ULN)EU 4B AT Z>1.5 x ULNAIRA - At
- Lixiana®FEREE B AN ML ER (52593881 180) - ﬁaﬂﬂ“L|X|ana® SR AT TT AT IDAE IR -
B Lixiana®BBEIBA1ERNBA - BEENERINT
6.7 BIEEAZ

E_!ZIZI’-NEI: I g

RENRBIMEEESE - BE(CrCl > 50 - 80EBH/7 %) - PE(CrCl : 30 - 50BH/H#E)EE
(CrCl < 302BH/HDEENREZBEMBIAEFSNTEE  HMFM4R T EHE(area under
curve; AUCYE S BI EFH32% ~ 74%M72% (BIBAMRES B REHIE) -
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Flvarfarin ARELF B A - BEEEHLiiana®ECCIA & 2 BAB BB ENES(E
DEEEEPR R E) -

el ¢ PR A TEERA R RS H R AR ERSEICCI (RER 1) -

I%r‘ﬁﬁLﬂlerana@ﬁﬁHﬁ"TﬁUE Ftifﬁﬁﬁztififﬁi@ﬂ Lixiana® RS ERASREHATR
ARIIAHBREENBIEEREA - HAEES MRS R m R DIRMNAEA -
BERMEERNBA
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iR antiphospholipid syndrome : APLS
iﬁ?‘f‘%&‘i”ﬁﬁ%?ﬁﬁﬁagi‘ﬁ?ﬁzmﬂ‘%r%ﬁ’]r)\ RERiE# Fdirect acting oral anticoagulants
(DOACs) - B#fedoxaban - BB HEEBKIENEINAE - LEBRIBERBRER ( lupus
anticoagulant + anticardiolipin antibodies Ranti-beta 2-glycoprotein | antibodies ) &R
HREA - BEDOACSAE OIAENIE 8 14 Mis B AAELH) -

7 XA

Lixiana®EE_EHEEGHRL - FIitt - T8 A0 S HE2e SR 658 R B L s s - alAEEPR{E
Lixiana® f03& RREA R -
P P- ksl
Lixiana® 2P B (P-gp) SMEERELONDE - EYE HEFEER - Lixiana®& 8
cyclosporine + dronedarone - erythromycin ~ ketoconazole » quinidines{verapamil%PRi&E R
(P-gp)iDEIm Bt E - SR Lixiana®RIMIHREE E7t - MLixiana® Bt Acyclosporine »
dronedarone - erythromycingiketoconazole - % ABHE RIS H—R3085% (B REB3H) -
RIS FRE N - fNLixiana® Bt Mquinidine - verapamilZiamiodarone AIFEF TG M (5L M3 8) -
B ATk ALixiana® 6 B ELth PRI S &1 (P-gp) 1 &I &4E human immunodeficiency virus (HIV)E B
I 2 1758 -
Lixiana® F2ER T FIPEEE R (P-gp)IHEIHIEIR A3 -
« Sofosbuvir/velpatasvir/voxilaprevir : i##ELixiana® 1 sofosbuvir/velpatasvir/voxilaprevira
HEE2HIZE - (BEATEERMHH sofosbuvir/velpatasvir/voxilaprevirl§ « Lixiana® &4 (078t
Yz MdyREEIEN BRIt RREmERRIIA -
BT FIPHEE D (P-gp)iNEILIG NS - Lixiana® WA EASH—R 30BF/MTE |
. Cyclosporine : [EI {65 FEE Bcyclosporine 500825 A& Ml #Lixiana®602 5K - TJfE
Lixiana® g AUCFImaximum serum concerntration {Cmax}?3 Bl EH73%H174% -
« Dronedarone : M HRMRdronedarone 40025 MBRA7 X - WHESAHHAE-KIZ
Lixiana®602% - & Lixiana®fIAUCTIC nax? Bl EF85%F146% -
« Erythromycin : 1} BIMRerythromycin 50028EHMER A K - RE7TRHHE KIS
Lixiana®60%5E - Tl##Lixiana®AIAUCTIC nayx 2 B L F85%7168% -
« Ketoconazole : M B—ketoconazole 4002 EMA7XREE - RE4IXHRAE—FE
Lixiana®60%5s - alffLixiana®HIAUCHIC nax 7 Bl EF-87%H189% -
Ht AT SIPHEE A (P-gp)IEI B M ESRE RS H —Rlixiana®60 25t
« Quinidine : MEH—Rquinidine 30025 (14X REH=R(E2MEIR) W E IR

P.9
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i

-

A

o . GERAARG FamiodaroneF it E - HENEZ 2 HEREE -
» Clarithromycin: Clarithromycin (50085E - @ AMR) &HtEHEedoxaban 60255 EF

10K - EE9KedoxabanAUCHICrnay D BIIEINL 53% 1 27% -
P P-gp)i5 SR
HFALixiana® EPHEE A (P-gp) A B Elrifampicin & ELixiana® T AUCERIG T - TalseR
DEHBENEBUER - fiHLixiana®REMPEE A (P-gp)SFEW(HIW : phenytoin ~ carbamazepine -
phenobarbitalz{St.John's Wort) o] R & Lixiana® M#BET - Lixiana® MMt HPME R (P-gp)isE
) -
P P-gp)& &
Digoxin : REB1EHE14BHATEH—RLixiana®60E5:EM - HE S H_Rdigoxin 0.25Z 35 (55851
EIRMABH—ROSEZFFHE10EH14AMLESHEE - dbLixiana®HCax L A17% - s
EMRE TAUCK BRISHREAIRBEER - EiSLixiana®#itdigoxin PKEITERIE - digoxinkd
Crax-E7H#928% + MAUCRIEFAT7% - WIS EIRFEAHRY - Lixiana® 8t Adigoxinks - &R

I -

inhibitors; SNRIs)

TR RS MERE EFH - BIEAEELxana® 0t BE TR MBS R $B46) -
CBRIKIBEE(ASA) : ASA(1002 584325255 iLixiana®HtHlE - AN E—RET—BEYMER
- BN MSEIER - SEREE KGR (325850t ELixiana® B EEC 1., MAUCH Bt
F35%F32% - FifELixiana® B EHHEASEE 7 BB (32585%) - EREABBEL NG
T EHEALxiana® 2SR 1008 Z KIS E -

HEE RSP AR REE A MBS (<ERSE10085%/R) « EftiAi/ ) mzeys
thienopyridinefiz&4) - ##Lixiana®Bwarfarinf94A R4 RAE - BRI GBS AR
ROFRERIBMHERNER R MFHHE (2 RFE5.160) - SREHEZB ISR (<1002858)10 5k 2
Lixiana®4AFE— BB SN IE RN RS AIREE -

MAHBHIE - ENGAGE AF-TIMI 48558 & 48 /03 5257 & 1 F B8 — R Bthienopyridine SEHY B BT %
(Bliclopidogrel) - #RESEANKAEHRMDMEF4E BN - BRALixiana® a9 4 i@ B 6
B Fwarfarins gy & I R G (2 R EE5.160) -

B AiLixiana® g2 4 S 41 /) Vi S5 4 5 B2 10 4258 SR R0 FE > IS SRR B A IR -

FESREIRTH K 22  NaproxenfliLixiana®H A - BN E—RAE @5 - ol H M BEs -
Naproxen#titLixiana®fCnaMAUCE B M S - HRRRS - fAEEEEN S EoFEs
AR SENEMBEBGREIEN - BItRPBAEEERE N L E 2 RmARREHALixiana® -
SSRIs / SNRIs : #FSSRIsESNRIsELE {15 MM —4% - TTEEFEIRMBALMMNERE - BATH
WIEEHM/RIERFTE (£R5.181) -

Lixiana® ¥ = {ih sy 4 2240

R HEA Zdigoxin + Lixiana® Ol EC oy EF28% - BRFEEAUC - Lixiana®%hquinidinef
CraxHAUCE AT E

P.10
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R

S,
Cil

et

TR -

HledoxabanAEEERE RMFAREEERENM (7.7% ) ~ [ (6.9% ) &M (53%) -
Mol EREAEM - BUEEERE - EERM(SRES16) -

AREES =

F3 7 FB R B R R S = HE A BRAIVTE R NVARE A LR _ETH# R ER (post-marketing
setting) BN 7 FRRE - BIEFBRBZERIEZMEE L R(system organ class; SOC)& g4
B WERATIERS  BERE 1/10) - ERE 1V100E< 1/10) - FER(E 1/1,000F <
1/1,00) ~ 28 1/10,000E < 1/1,000) ~ HBZER (< 1/10,000) MRMNFEEZRIZBEERNED -

T3 AREMIEIE O E AR R AR E R R ENTF R REVIR

ES e yop Rl yER
MRAMHERRER

=4I w5
[0\ 3 /D E AR
RIELRMER

BEY AER
BB 2 B (Anaphylactic reaction) =]
BEME KRR ER
WERRHR

pasE BR ;
LB BR
iiatas il AER
BSR4 AR T e I FR
BR A5 A

LA il AER
R T AER
R IR

el EE

P.11
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Cmﬁ\ FHR
ﬁ@%ﬁfﬁ%&mhﬁr
wﬁﬁm”“ 55
23] ABR
B IR R
=8 R
THEES I 2R
b S mR
[ /MR BB S i HER
1557 wR
#ighrd M ey =|
BTAE TR
1M e B AT Z A 1) BR
VEAPERE IR 8 (gamma GT)&N wR
(1 i 4 L B8 (alkaline phosphatase)igiN FER
CERCEIE AER
R R B T AR
B2 B URAR A R BRE
K% BR
BE BE
#inz FER
BP9 B B R A5 45 4B 480 TR
AP W o (88 A W 22 FE AR B F&8
[BR & X L i ZF=R
B Wil B R % AR R TR
PIIRT] R 7 MR/ FRME I HBE
{71 5% [N 7% 48 BB 4 By (Anticoagulant-related nephropathy) RE

EHEABRIEER

P.12
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| —me R mms
o - fﬁ%ﬁ -
FteitERS i
B% - PERABNBE
FHEpEm -
MRS R —
AR LM -

Tt EEREREMERARPHOLHEE RS - BEDOARRERRSORN L DEE
BER . BEBBSOEMLHFRIARER -
ey

Hm#Egm
Elﬂﬁﬁ‘Lixiana‘EE’\]%i%’EFH{%ﬁ% - IR T AE S IS T Al 4B A el 2R BB B S VB T EY AR AR I M /a1
- MEREHMBED - BAH2 - ERAREEEEHETD)EREME/FEMEIURBRERE
R ETMAR AR GE2EE) - TERAMED - SR EHEALixiana® BB I GIN © R
2 - BigEHN - REPRERMBAMZERY  HERVKASRBELLRRES - JALL - R
RAOWERRER - AEENERT - aETERMAR/MRABLAEREZRA - DERNETEY
M - FEBAGHAIEEARINHLER - fii  BEAENREENBEAR/SEHESSE
28 FMERABNBAGESHS. &) - LR MOAEEIEIMNR/SHEE - HMHBRETTEE SR
e EBE - ER - BB EERRER - R A R R AR R -
Lixiana® & 3R 55 40 0 SN AR S I 4 B3 A B S R R fE R B B AR S BN B RIS R U B
(7% 46 R B & (Anticoagulant-related nephropathy) - Bt - ERESHE MIARNRE AT
AR EE SN MATTAE M -

8.2 ERPRAtiaAEER
EERs -

83 _LmMERER

%E% L&J:?ﬁfﬁ ROUFRKEEABHERER - ShRsni /RISt E= e &R -
HEASEHTOREARRE  BRAEKNBIRARETEE -

AR F A ALixiana®ERETIABREZRE
B0 R R R AR (BEAESEERSRAN) ; MR - PURMAARRE B m & (REBLEFEIR) -

9 BE

Lixiana® RESARISTIsHEH M - BAIRAZBENRFENEESR -
Hilixiana® MO R EHENEFRANE— S EREY -
Lixiana®Ze e S ol S BRATEER - DU/ R - AR ERESBE D Liiana® RUROVEX

P.13
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ﬁgi:‘éj g \a®ﬁﬂ§'§¢?&.ﬁ%ﬁ%ﬁ% [ - IEIEEE BB AR BE A E AL A NIRE
¢ i~ IR )

; ;\
L e
S LIXIanG T A B A T B MEILZAET T ELxiana®HE  HEBEENBER T HILARE

' :?Hi%(lé?{}é‘w LB R0 14NEGCESET116) - BRIZLNOEERERSMETRENES -
TR TIEEERMAE - flihmechanical compression(fitl : BERS M) - Fif 1L -
RS FS BMA B FF - A EGm(IKIEAER 09 B M5 M PSR T 4L M ERR B iR e M 65 s i 4%

VEE /)i -

FERGAMEME I EMESNBREGTMER - £ F4E 75 MEERESBER (4-factor
prothrombin complex concentrate (PCC)) 50 U/ T S B ROl EE R BT #3047 80
Lixiana®fEM -

IR B EFEHEVIIaE F(r-FVIIa)iaE - A - IEREARESLxiana® B AN ERREBRAER

FEEALME - BREENEREESREREN -

HEfAProtamine sulfate 4 4 RKAE & Lixiana® AR IS -

B ATI0 #ELixiana® 155 4 1 A B4 58 5 55 I Wl (tranexamic acid ~ aminocaproic acid)ig#&EEs - 17
FLixiana®ESEF A2 54 IF MBI (desmopressin » aprotinin)iV &R &R MR E M (scientific
rationale) - BB Lixiana® MR EEEARE - FEIRFELUBTHE -

10 %3P st
10.1 1EFRHTE

Lixiana®PR2—EEASEIREY - HiEATY 7 SXa R MEF(FXailHE ; FXak 5 mEs s
e A& H B B4 (final common pathway) P #4452 8 & 188 - Lixiana® TIPSR BEEEFXa - 1Y
FostABIR IS (prothrombinase) & - B M3EHE R EPAIFXam 2 2H0H - ol /5 mis
(thrombin)fI&ERE - IERR MR - WA EMmRR AN EK -

102 BERUEIENM

EYNAEDE | MAEY - BERMEFXa M HEH (direct factor Xa inhibitor) ; ATCH
: BOTAFO3

W B R
Lixiana®TIfE1 - 2/ RE A BERY - 3 EEAE AR ¥ FEAYLixianaPIRE R (Cray) © DU EEXakE
i1 & F(anti-FXa assay)iEE A A B RSB MR EATTERAE - Likana®migmE
EEAREY - MR TIEIFXa - BUIGLixiana® IR ol Tk £ 5 MAERS - 5405 (i A5 R A R
(Prothrombin time; PT) RS {LER 53 B M EAG I S (activated partial thromboplastin time;
aPTT) - 7 DR Mig il MRS EFRIT AR S THE - BEEE(EREAKRXBEES
RS EY - ELixiana®FUE MRV EA L3 S\ -

Farivaroxaban - dabigatransapixabanigift 5 Lixiana® 541 5 MISEIE RS &

R RESRBNR S - BRI EBKASH—Rrivaroxaban 2025 « §HM%dabigatran
1508 5% - iEHAMRapixaban 58% - BHRE4XRAE—HELxiana®60Z 53T -
aZ T BRI == 5k [ B RIS A (Prothrombin time; PTYFREL{th % M A= 448 50 (M3 S5 Xa B M A 55 14
- aPTTET SRR EE - £REFIXR BB Lxana® 2% « B8 R MRS
(Prothrombin time; PT)# A Frivaroxaban#lapixabanfvsE3X48[@ - #Edabigatran’5®E - RY

P.14
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e %?El T dabigatrania %%E?ﬁmLmana(@ﬁ%ﬁtij@ﬁ““ﬁ%#ﬁmLax1ana®1§ﬁ$ﬁ?ﬁ’]éfb

EE@H%F‘?(actlvated partial thromboplastin time; aPTT) -« HEIRE#HRESR
54; dabj At anAEAUTE R EATE - SAT - ISR SRS AL R RAE R -

'PT w%% Bkl e R M A Lixiana® 1% - BRIAIRAE —WLixiana® A ISR BB R Al
e ——r?@%ﬁ' smm IR F—HRFAR R (2 RE3.16) -

103 ERAIZEHER

RigEage EBAESY - BERSHY - BB HfEESERRRNER - ERKE
LR I EEE AR SIS -

EIRBIEE

RESEISETLixiana®EEABNGEFS LolitigEHm - BHEMNRAMABRNERRT LHE
T

EAED  TRBSIEYHBRIMBEBS INEE -

FEMERETS T - R200EE/ATHWEE T (IRIBEEBRABESR/TAARIME - HR60%
35/H 7 B AR S AR 2 (maximum recommended human dose; MRHD)RI651E) - o] 8838
a7 FHBEREESBENRLERE FARS - EABEHNETEL - HHIE300855/AF/HE
BMRHD#I404E) 200855/ r/H (K BMRHD&IGS )N 2 T & A ZE R EMERAHEMY
e - #PRFRaTH6e00=EE/AR/AEAMRHDI195E) BHEIRERBREERIEM -
ENIPHARES S - Lixiana®E 9 EA D -

EEZAENEYDGEED - Likana®EBEREM o HGRREAR S -

11 EWME N8R TE

RUX

Lixiana®E A& IRULRS - MEERESED - 2NEANED - BEAROITARAR62% - ZEEW

Tmﬁ"ﬂﬁmﬁﬂﬁﬁgﬁﬁ%%FK— 19%}5"%%[1% EBMNTETLK - ZEENGAGE AF-TIMI 48F1Hokusai-

VTESERD  Lixiana® B EBR aME RIS M IEG T EA - EpHE> 6. 00IFEET

. Lixiana®PRBMERE - AT AEFEHNEN - AEHlixiana®NBRBEREREETE

E—EH 302 RESRENTED - 156027 edoxabanfe Bl B MR & RN AR ESR CIRER

RS EBSEIOKPRBEEHRE - HPIAUCEChax B B8R 2T RR - Eedoxaban&

alFanl B g g L B0 B N B I BT 2RO ARG RO AE AR EEE 2

edoxaban °

panlil

B S R ER D - DHISER107£19.9F -

meol st MBS ANESENRSY% - TER—RMAEERT - Lixiana® A& ELERBHR

EENEBEIER(RE : 1.14) - BELREINIKAEN -

=Lyl L Ym

B ixiana® B A EHEE - Lixiana®HRE R afK (DB EERR1) - &5

(conjugation)& E{L(FACYP3A4/SHIT) (<10%) - Lixiana®HA=EEUR Y - EXERHEY

(M-4) ; BEKFRERDEEEY  BERESRED  SREYBREENLE10% - EACHEY

HOIREE R RIAEIS% - Lixiana®BINHERERP-HEAP-op)NEE - BERAEHEABINE

MeramE I E O 2 MAKOATP1B] « BB FOATIHOATIH ARG FTENEROCT2)NEE
o BRI BOATPIBINSHE -

HEeBR

P.15
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o R HET - RBRRIBEEH22+ 3H/1E ; S0%ZEMBMBEL (11H//1F) - BRFHEL
/iy~ ERMEIRAEIEN35% - BMEBBERS I ARNHERAMRIEE/IBENISEIER - E0RK

By R

/2 ?.55} 0 - 14/ -
. g ; %}’:‘
{;’ﬁ@%’ﬁzﬁ%&%ﬁj - 152 FEHI60REMTE - Lixiana® B AR FRH 82 FHHAIZEME) HE 4

EHE - A R ARSURENGAGE AF-TIMI 48R ER B MEN HB D - B TIEERMEMAZE
% - TG Lixiana®AOEE Y BY ) B MSHE U0 AR RE SN R - BREERO B4

BINEEAE

HRRBINEELERESE - WHE(CrCl > 50 - 80/ #8)  PE(CrCl : 30 - 5087/ 4 #8E) M EE (CrCl
< 30|H/ P BB RIZEFBNTER) BINEEA2HNZE - HMBAUCE DB EH32% - 74%H
72% - EBINEEAZBAD - Lixiana®RMAHAE - EXBBRLBOEEREY -

MBS TOREAA - Lixiana® M B E RN SXal FiEH B9 ERIE R -
AMERBIERSREEENNEHE  HAREETIRESHESLHI3% -

TRV BN MR - BEBIBEFR(CrC  15-298 /2R ANWIRBEANRBINE LSS
HUPfE -

TIBCrCID RN B Xa B FE

MUTRAREBIEEMIRCrCID R Lixiana® M EXa B T35 -

4 : RIRABERTSIRE S HEMLixiana PR EXa B T5E M

Lixiana® | CrCl | Lixiana®#3&E i EXal | Lixiana® 8@ aiav i s XaE
g |EH/H FEMIU/mL)! FiEH(IU/mL)2
)
{781 [#E2.5 - 97.5%)]
JEMS B 512 - NVAF
30EEQ [>302<5 2.92 0.53
D 0 [0.33 - 5.88] [0.11-2.06]
60EQ | >50F<7 452 0.83
D" 0 [0.38 — 7.64] [0.16 —2.61]
>70ZE<9 4.12 0.68
0 [0.19 —7.55] [0.05 - 2.33]
>90Z<] 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 2.76 0.45
[0.12 - 6.10] [0.00 - 3.10]
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’1“13 04, (}8

2.21 0.22
[0.14 - 4.47] [0.00-1.09]
342 0.34
[0.19-6.13] [0.00~-310]
>70E<9 2.97 0.24
0 [0.24 - 5.82] [0.00-1.77]
>90%E<l1 2.82 0.20
10 [0.14 - 5.31] [0.00-2.52]
>110% 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 ATEREETH AR EP-RES(P-gp)IEIM E GBI 2/ EE3085R

T RBEBAAEC hax (REBEFLixiana®B1-3/\FSUTE LA BEIE 1 5S)

2 BRI E R Cnin

BELixiana®ABEETEHER - fELixianaP RSB TIHRINETEARENEINERT - (HolRA
KIE#ERAEXaRFEE EE AR A RIER - Al  BERESTFHERFSES.160) -
&

— B AN MRS ST EIR T Lixiana® BB EE TR ARI9% -

FIgEtrE

SRS FEAGHE FR ¥ BRARLEEY - MBS P ENT ThAE ARZEMEN DB BEYNER TR ZAE
- Lixiana® kA AR BE 14 Xéf)\ﬁ’]ﬁﬁ;m(% SE36M) -

Bl

FE= HRFEREENGAGE AF-TIMI 48R ZEME DB ST - ISIREMAEZER - TJRIFLR
HitLixiana® M E) H BRI EAIME R LEENEE -

ERE

e PR ERENGAGE AF-TIMI 48R BT 52 E) DB AT b - T S IR B AFIFERE HIm A RIS IE K
HIRE SR -

=

TEBS R ERENGAGE AF-TIMI 48MREBE S8 DB 4T - BRMREBEDRUMRSESG4AAMKREA

CBEREQEBEGCSAMABA - BEChMAUCHRIEH40%F013% - f£585 — BiiRAR Berp (izE
FEM R 0 R AR B EN RS AR EE IR IEST) - BEE < 0 TR A IR BT 2Rl A0LiIxiana® « 4

R BwarfarintBir B MMEEFERD -

o £13 /565 Ol 13 A 42

PT(Prothrombin time) * INR + aPTT(activated partial thromboplastin time)f#i 5 Xa(anti-Factor
Xa) Bt E FEMIgHLixiana® R E 2R -

e PR AL B
EPERESTRE

P.17
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A28 HEBEEBE AR EEH—XLixiana®308 =854 - slEH—%Lixiana®60= 5 8544
siwarfarinffl - fifEILixiana®BEAPHFHELEMEZ TH—BNZHEERRT - BHEM SR $

D PEBIEEAR(CC : 30 - 502H/H18) - BEREE AT - S ARREPEE B IDHITE
(verapamil * guinidine * dronedarone) -

FEBRWTGIEREZHEDRAMSEEFAAMRMESHIEE - REFWFHISEEE PR - SEEEL
MECVIETEHARNESHER | EAFRDMEFR S (major adverse cardiovascular event;
MACE) - 2@BIEMamO0MNEEMI) - FERmPAE - FERH 2B HRESH(systemic embolic events;
SEE) BB ME(CV) R E S MATS (REMFB T SHHEBNES ISR ; RRDAE - SEERFAEMESE
CEHRHERNESHER -

Lixiana®602 55 K302 5= 8 AR M R E VAR B P I B B2 5% ¢ Lixiana®60E2 5 K 30E
BEANRRIBMIFE I ER2.8F - (0ERNI0EEAMARAE ARSI AIAR15471A
JEFI15,840 /5 ; MO0 RMB0EFABMAMNBHMADPRURBSRIB19,191 A/ER19,216 A
/-

fewarfaringBdd - TTR (5 AOARSEEAINR 2.0E 3.0/ 8F M) P2 568.4% -

B BN BREREMLixiana® B warfarin ¥t R E IE# & 388 (modified intention to
treat; mITT BB aEABSEE —MEIHANERFESSEE LHAS5H - AR RS SEERM T E
BAIEIZ - Lixiana® 602 = RIR K htwarfarinfI R ¥ (hazard ratio; HR) 97.5% Cl_FRIEH B 56
PRAEMAS MR FRE1.38)(K5) -

5 : ENGAGE AF-TIMI 481 AR A ESEE(mITT - ;85 4H0)

Lixiana®60 258 Warfarin
FEEE (SHBMEEE3I0ERS) (N = 7.012)
(N = 7,012)
HR P E/SEE?
n 182 232
FEBRER(%/y)P 1.18 1.50
HR (97.5% Cl) 0.79 (0.63, 0.99)
S HEPES <0.0001
HRGRMEPE
n 135 144
EHEAER(%/yr)P 0.87 0.93
HR (95% Cl) 0.94 (0.75, 1.19)
BHALMmESE

P.18
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P T Lixiana®60 =35 :
- Warfarin
(BHEEREEIVOERSE) (N = 7.012)
(N =7,012) '

ERBER%/Y)P 0.26 0.49

HR (95% CI) 0.53 (0.36, 0.78)

BWRSEE

n (%/yry? 8 (0.05) 13 (0.08)

HR (95% Cl) 0.62 (0.26, 1.50)

e - HR=tERwarfarinf9BIELE - CI=ERER - n=84% - mITT=EBEREmaEkEH
N=mITTHEESHE AR SEE=28UREEH . yr=5F -

A —RTHEIHERSTP -

bttt R%b /N ESXABHR/SHEERYES -

CEEpERKIBEASHERELI8EL -

EITTHREE (B ST B R B HART - Lixiana®60E =B A 206 2Bl HE /B EPAESEE (8
F1.57%) - warfarinfBRIE3378 %M E (BF1.80%) - HERBESwarfarin/a B =&

- Lixiana®602 5 4HAIHR %0.87 (99% Cl : 0.71 ~ 1.07 - @it p=0.08) -

TERBADFE  EHERENGAGE AF-TIMI 48BN (EABEE<ONT - BEDEBSELSR

- B FPEESE B NEIEN AR 5308 R M60ERARMAREESH - FEVHIERNBHREERS
BIE2.29% ; MEESERwarfarinB S E T HE - SERERARBEF2.66% [HR (95% Cl) : 0.86
(0.66,1.13)] -

EER 7 TERBAMVERRHEE)  SERIBER - 58E - A - BIBARE - Sl R
RS M 1E - MRFBRPHEEQMSIMESE - EENEREEAB IR 2B RN T EE
WER—H -

EEIEMAARIBI(INR TTR < 57.7%E< 73.9%)% « INRFR BEHE A (INR TTR)FIS R EHRERY
warfarinth D E X Ei51Z gt (Lixiana® 60 S50 E Mwarfarin)50.73-0.80 - warfarinaE R4
BRSO RA1.07 (INRE>73.9% MM AR E AN SE4HE N o AR -

Lixiana®#B# MwarfarinTE T B EAE R (b A/SEE) BB AAR SN EER(pE
0.0042 ; mITT » EEEFFCHAE) -

F6BENGAGE AF-TIMI 48135 thNVAFR A G ALEE BT B R R 2 BHRO TR M 4 o Bl /SEE - WifEAEEE
BB RYEEECrCIMISMmIEE -

76 : ENGAGE AF-TIMI 48HF R mITTH 47 858 = BITH YL A (R iR AL AL BT I PR 2R 72 4EAYEA I [ P B
/SEE
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'1:;, ﬁCI IR (B9 Lixiana®60 E3 Warfarin
~ (N =7,012) (N =7,012)
| 45 &
TS no| B | BHRE | n | B | BHERE | HRO5%C)
s B = % =
-<:-'_§ ’?ﬁ‘] r‘;’,,pwj 0, 0,
e ML (%/%F) (%/%F)
>30Z <50 1,30 | 63 189 | 130 67 205 | 0.93(0.66,1.3
2 5 1)
>50E<70 209 | 85 151 {210 | 95 170 | 0.88(0.66, 1.1
3 6 8)
>70E<90 166 | 45 099 [1,70] 50 1.08 | 0.92(061,1.3
1 3 7)
>90Z<110 927 | 27 108 | 960 | 26 098 | 1.10(0.64,18
9)
>110Z<130 497 | 14 101 | 469 | 10 078 | 1.27(0.57,2.8
5)
>130 462 | 10 0.78 418 | 3 0.25

MRE . CrCl=ABEETEMRE ; N=mITTIEH 2 MR HBMNSRE ALY mITT=REXaEEE

s N=REFEBAAY  HR=HERwarfarinfEIGEER ; CI=5BER -

R EREMEB <SRIRSHHR -

BB RMEAN KBRS E N ERB T BRI A RAE -
FERAZHMHRPAEOITUETERMEIGRE -

Lixiana® 6052 5554 i 584 b fE BASEERT 2 5 5 AP Rwarfarin/B(5 B &8 4E1.57% 4

1.80%) - HR%0.87 (99% Cl : 0.71 - 1.07 - &t p=0.0807) -
Eb#iLixiana® 608 55 a5 M BwarfarinfAth &, - SEEBICVIET-EHR (99% CHWE L FlEE S I51ES
0.87 (0.76 -~ 0.99) - MACE#%0.89 (0.78 - 1.00) - oo/ - SEEBRTARREIT-=£0.90 (0.80 ~ 1.01) -
ENGAGE AF-TIMI 48Hi%5ch « 2 Lixiana®602 (S BRI E R30S E) T ZMFRAR R
(HERILLT)RTEIR(EEI9%) - HEZT » warfarinfl 528362 (8F4.35%)[HR (95% CI): 0.91
(0.83-1.01)] -

RIFB AR BHA (Lixiana®BE FRwarfarin) A R T REH B HBTET) : CrCl 30FE <50 BAH/H
#[HR (95% Cl) : 0.81(0.68 ~ 0.97)] ; CrCl >502 <802 H /7 #[HR (95% CI) : 0.87 (0.75 -

1.02)] ; CrCl >80 /5 $8[HR (95% Cl) : 1.15(0.95 * 1.40)] -

Lixiana®608 & (S H B KR 308 5 E)RIB Y Mwarfarin B1K[HR (95% CI) : 0.86 (0.77 - 0978y
MMETL T -

BB ThEE R BE 4 (Lixiana® 1 warfarin)f & E RO M EIL TR : CrCl 30 <50 BH/SHE[HR
(95% Cl) : 0.80 (0.65 - 0.99)] ; CrCl >502 <808 H /7 #8[HR (95% Cl) : 0.75 (0.62 - 0.90)] ; CrCl
> 80 ZBF4/5358[HR (95% CI) : 1.16 (0.92 - 1.46)] »

FEZEUFEERAEALM -

EEAHIAE - Lixiana®60Z 54 % AEK Rwarfarinf@ABREMNER TRIFR(DRIAESE
2.75%%13.43%) [HR {(95% Cl) : 0.80 (0.71,0.91) ; p = 0.0009] - EEAH (5 FiREF0.39%F]
0.85%) [HR (95% Cl) : 0.47 (0.34,0.63) ; p < 0.0001] - DIt REMHMBABIHZMIE 7 -

P.20



113.05.08
w?ﬁg‘mﬂﬁ £ Lixiana®60% 5 A A 1 BEE D> warfaringH(0.21%7%10.38%) [HR (95% Cl) : 0.55
,@§wﬂmmﬁl®m§L&#EMpﬁ 0.0059] - EFERE M AN L MBHAEDHR (95%

/ . . . €] \[
L& %%Cﬁéoéﬁ 33,095); p=00312] -

HMBH ; n =BEBHNSHBAR, N =22 UHERANSHEAY, yr=F -

SEUBERRYNNEARBHFHRMUEEREAR -

P.21

\ﬁf‘!: L EN@}‘%E AF-TIMI 48 38R R B - ZREERION

[ Lixiana®60%E 5 Warfarin
(BESHEER0BRE) (N = 7,012)
(N = 7,012)

EAHM
n 418 524
SEHBER/Yr) 2 2.75 3.43
HR (95% Cl) 0.80(0.71, 0.91)
pi& 0.0009
AR P
n 61 132
BHEER% 2 0.39 0.85
HR {(95% Cl) 0.47 (0.34, 0.63)
Bdntim
n 32 59
E SR (%) @ 0.21 0.38
HR {95% Cl) 0.55 (0.36,0.84)
ERPRAER ZFE A H M EH
n 1,214 1,396
S B A TR (%/yr) @ 8.67 10.15
HR (95% Cl) (.86 (0.80, 0.93)
(Ef4ERRER A HImC
n 1,865 2,114
BB (%/yr) @ 14.15 16.40
HR (95% Cl) 0.87 (0.82,0.92)
ME . ICH=BAR MM HR =tB&RwarfarinffEkatt ; Cl =EHER[ ; CRNM =GR\ ZIEE X
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PRI E ARSI PR - IEIR TIS - B L/ T - R AR B
,@«. e h“‘“ﬁ*roﬁ( agig conversion)iR R AGER M T & - FRAEEA ERMEMIFEA L NEFERESR
bapE AR\ BRRBAEE I - SR EE AR MR -
C“ﬁﬂ:ﬁ%ﬂ%mJﬁﬁﬂEA@E%H%mtﬁg%
*%;uu ﬁﬁ%ﬁ%ﬁ@%ﬁﬁiﬁMﬁ$$# AT RIS MASEFER S -
AR RS R B R -
8 - 91077 BIAARENGAGE AF-TIMI 48T 5S P NVAFRKE ARIBA B EDSBR RS HHE X - BIEH
BRI - FES BAR M B 1 R A B CrCIF B T PR AR -
%8 : ENGAGE AF-TIMI 48 % ch 22 2 14 43 47 25 B MR B AL AR BE A AR S AR B A IS 4

g2
CrCIREER 4B (BFH/ S Lixiana®60 =32 Warfarin
f8) (N =7,012) (N =7,012)
n | B | BHRE | n | B | BHEE | HR(95%CD
& b g 2=
(%/%F) (%/E)
>30E<50 1,30 96 3.91 1,30 | 128 5.23 0.75(0.58,0.9
2 5 8)
>502<70 2,091 148 3.31 2,10 | 171 3.77 0.88 (0.71, 1.1
3 6 0)
>70ZE<90 1,66 | 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{0.34,08
4)
>110&<130 497 20 1.70 469 24 2.14 0.79(044,14
2)
>130 462 13 1.18 418 21 2.08 0.58 (0.29, 1.1
5)
79 : ENGAGE AF-TIMI 48TRE h & 2 M 43 17 =/ A EEAB (IR A L AT B R 2 RV B e T B 4
gja
CrCIREBHEEH/S Lixiana®60 =3 Warfarin
) (N=7,012) (N =7,012)
n | B4 | B6%E | n | BE | SERE | HRO%C)
gl b2 4 ] b4
(%/E) (%/%E)
>302<50 1,30 9 0.36 1,30 18 072 0.51(0.23, 1.1
2 5 4)
>502<70 2,09 8 0.18 2,10 23 0.50 0.35({0.16,0.7
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; %iﬁfm HEH/ 7 Lixiana®60 =38 Warfarin
B (N = 7,012) (N =7,012)
b <
T no| Bt | BEERE | 0 | B | BHBEE | HRO5%C)
s e 7 4 L & % %
H"“;;_..:__;_‘ Bl ’1‘3_;,«7";
B (%/%F) (%/ %)
3 6 9)
>70ZE<90 166 | 10 0.26 1,70 | 9 0.23 1.14 (0.46, 2.8
1 3 2)
>90E<110 927 2 0.09 960 3 0.13
>110E<130 497 | 1 0.08 469 5 0.44
>130 462 | 2 0.18 418 0 0.00
#£10 : ENGAGE AF-TIMI 48 F RSP Z 2 3SR A R B kIZNEE AT AR E S BIVER L M E 4
g8
CrCIRyEE#A (BH/ P Lixiana®60 E5 Warfarin
§8) (N =7,012) (N = 7,012)
n =Y | BHR4E n B | BHEE | HR(95%CD
g & Bl 4
(%/%) (%/%)
>30F <50 1,30 | 16 064 (130 35 1.40 0.45 (0.25, 0.8
2 5 1)
>50F<70 209 | 19 0.42 210 | 51 1.10 0.38 (0.22, 0.6
3 6 4)
>70E<90 166 | 17 0.44 1,70 | 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)
>110Z<130 497 | 2 0.17 469 | 3 0.26
’ >130 462 | 1 009 | 418 | 1 0.10

MR N= mITTEHZ R RIENEREAR  mITT=0RNEGER0 ; n=REHERAAR

; HR=AEE RwarfarinfU BIREES ; CI={EE &M -

EEBERRABMH <SHIRAHHR -

CARIE . BE-NMREY ERE-TESHAORE -

REEAIWRET - TEENGAGE AF-TIMI 485 M BE KRR E< 0N T ~ BAPEEMEEAZEH

FAPHEER (3 (P-gp) NI M HPE E30EEAC0EFARMS R E HH - Lixiana® W EHE 23085

A=l & Bwarfarin B2 MRS E R F104 (BE3.05%) %166 (BFA8SBAGBEBEALME
fFIHR (95% CI) : 0.63 (0.50,0.81)] -

P.23
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E AF-TIMI 487tk - PlLixiana®60E= 558 B BwarfarinALL B - BHRFBRERSD
BNES ¢ - EAHMSAARRETEE ; mITTHR - SHIEHERLKana®iEE
) f) : 0.89 (0.83,0.96) ; p = 0.0024] -

M’EWL{TE’J —IEE TS ERE - HE80EL L - BEFBEMLESETESTEASHMRRE

)« BEUKRECEMBBRAES RARA DRIV B 05 AR (BTG HE9848BA

- BRHFFHEI2R) - M TS8R - BH—XRMORedoxabans Z2 &7 - SIS PR S
13%F - HREROAR IR TIEEENTRALEURERSTEMNS - BBedoxabanfiEA R MY
RE3) o BRI 3MRKIERAAREEERA] -
A B E—TE TS  BEBIAELS (158H/9H < CrCl < 30SBH/H ) - BEEREHME
(BEEEAH I - IR IMA SIS E L) - KT (<45R ) - HEG AU ARS8 .«
[E RS Fi—FE A I/ R 24y
7£2) Warfarin (PT-INRIZHIE1.652.6) ; dabigatran 110285 - &HAMXK ; rivaroxaban 1083 . &
H— ; apixaban 2585 + 8HM®X ; Sedoxaban 3085% - §H—R
"B)WﬁBg&% ZH . SHEBRALEHERE RS MERE 2 EERANSE =B (ELDERCARE-
AF) #5858 -

R11 . LEEHERREE ANBRNIEE | PANESGIREREALMEGER (HARNS=MH58)

BESHMNSREN/BEREY
i (FER) AL
R (95% (=R E )
Edoxaban# ZrIRmH
N 15/492 447492 0.34
) =i
PE/EBEER (2.3%) (6.7%) (0.19-0.61)
N 20/492 11/490 1.87
#2)
EAHM {3.3%) {1.8%) {0.90-3.89)
R ITT (A SRS WA ER) - SRS ERRE RN EIL S TRRENBET 2R
Alf -

H2) e WNBUBE - MRS BRRIRE-BHERE=H -
EdoxabanfHMF R EBHIRMER11.4% (4922 B AHESR) - TEFARREEEEMN
(3.3% 4922 BWAPA16#) FMLIRMIR (1.2% - 4928 B/ATHER) -

BEDVT « JAEPERTERDVTHEPE (VTE)E

&1 %433 IR 12 28 (venous thromboembolism; VTE)ET T MLixiana®EE PRIt ERETE - HBRY KRB
Lixiana® £ 34 8% 1B 53R 12 2 (deep vein thrombosis; DVT)FIli12 2 (pulmonary embolism; PE)&
FARADVTAPEE SIS BN ML 2 -

fEHokusai-VTEfE AR SRS - 8,292% 5l B W BEHE 7 Ao = ¥ U8 BT EFE X (enoxaparin St E#MT =

) HESH—RRALxiana® 602 a ¥ ALY - EREAN - SHE— ﬁﬂﬂ“ﬂﬂ?ﬁmﬂi‘%ﬁ%&m
BEAABEB L BEINREE2.0E3.08BANNwarfarin - IEEEE R Bwarfarin - ;8EIEHH31E
BERE12EH(BER TR/ AMRBRARERSEGRE) -

S Lixiana®R BB A AL D BEIMNEF(69.6%)ETHHE (21.0%) ; 3.8%BRA - 53%EEHME

P.24
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Eﬁ@%ﬁ%@%\?ﬁé%@ﬁ%{ELixiana@%ﬁP\J%B,ﬂ8)\(91.6%) - TEwarfarinfl 53,727 A
"iﬁ\,ﬁ”’(@“ﬁi‘-"/jl' %@%?UG@E%ELixiana(@;’éﬁw2%3,495/\(86.1%) - Ewarfarinfd@ RN &3,491 A
;%3? (8’«:%‘6%%“5 5%%&%?:5121@%%‘&Lixiana®%ﬁ?§?§ﬂ,643)\(40.5%) - fEwarfarinfBN 41,659 A
o o i)
Hj‘i}?ﬁ%%ﬁﬁ‘ﬁ%“ EERBERNVIEES  ESR2128 RGBSR EHLE CE8EAERZDVT -
SRR AR Y PER B A 14 PERT AR A S SIS 1 - REBYARINENERBVIEEREER
T EHFHHERNES S EER -
MET—IEN B ERRE TN SHEBRASEE—XLixiana®3085 . BATPEBHERS
(CrCl : 30 - 50EH/9 %) ; BE<ONFT ; HHEBSEPEEE L IBHIE -
Hokusai-VTEFLER(R12)BE £ ERWIERIEEERRESER L - Likiana®RH i
warfarin ; ZELixiana®#A94,118 22 B A 130 A(3.2%) REHIRREE R - MEwarfaringl g
412282 B HE146 A(3.5%) 8 VTEEE[HR (95% CI) : 0.89 (0.70, 1.13) ; A BEpfE <
0.0001] - TEwarfarind A - EHEEEE ARSI (time in therapeutic Range; TTR - BIEINRA
2.0E3.0)P B R65.6% » ERIAAHPE (HERGEFBHRRBNSHELT - HRIE4THR
(2.8%) Lixiana®%ﬁ§§ﬁ%fﬂ65%(3.9%) warfarinfASst & B8 AEVTEE S [HR (95% Cl) @ 0.73 (0.50,
1.06)] -

#12 : Hokusai-VTESERAUBISIAER - mITTHER: - SERIFICHARP

TE s Lixiana® 60 Z3 Lixiana®#g82
(STEEBIEZE30%5 | Warfarin i
A) (N =412 Warfarin
(N = 4,118) 2) HR (95% Cl)*
pfEC
iSRRI RERNZHREC . 130(3.2) 146 (3.5) {0.89(0.70 ~ 1.1
n (%) 3)
pfE <0.0001
(AL
f R BB 2 el R R B AR E) 73(1.8) 83 (2.0)
o /EA IR E S B ES L 24 (0.6) 24 (0.6)
HIZET
JER A R e 49 (1.2) 59 (1.4)
EREREFIReE 57 (1.4) 63 (1.5)

s CI=E3ER ; DVT=35EBHIRRE , mTT=EBLE82mAE ; HR=1A8Rwarfaring9E &t
s N=REEHNSEEAR ; N=mITTERBENZHE AR ; PE=MRE ; VIE=HIREEEH -

AT EBRWIEE/HEEBNEAEEEVTE (B : DVT » JERIEMPEEBILPEMESIEE)

bHR - #RCIZKIECoxtLAIBIREBERIASY - DUAEATIIBSARENBE FELLEIE : &
A SIS VE2 T (PEREREEE R AEBEDVT - EDVT) - R RS EF(ERBEETF - FFEHBEFBEEE
BB RS B Z Lixiana®/ Lixiana® 2 BB 30E eI B(2/5) -
PEEENBERENASEHEREILSEY -
EHZRREIER(FTELRRERBMERB)NZHESE « Likana® B warfarintBZA15A
(2.1%)F022 A (3.1%) B 3 EVTEE SR [HR (95% CI) : 0.69 (0.36, 1.34)] -

P.25
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e “a@‘ REIT138A(3.4%) - S MwarfarinZBRAI158 A(3.9%)Z 8 AEVTER RFFTAREL TS
s;zga f’"f’f&\:["’fﬁ*ﬁ ’@ PR FEAE] [HR (95% CI) : 0.87 (0.70, 1.10)] -

(w} Hokusgi-ESD - Lixiana® 60355 (2 AR HE 2308858 2) - AT AR BTG C (R RTT)

\@ 1364 (339188 2 T - warfarinf130%(3.2%) -

A "" NTE@?%?PE’?? i(E‘J?ESﬁ REEHAS . Lixiana®Fwarfarin;& B85 BIE447 A(30.6%)F1483 A(32.2%)#

TSgiizes T 0F AN-terminal pro-B-type natriuretic peptide(NT-proBNP) > 5008755/2 7 - T

Lixiana® B warfarinf 88 Z PO RIA14A(3.1%)FI30A(6.2%) 8 EVTEE 2 [HR (95% CI) : 0.50
{0.26,0.94)] -
ISR Y TERBA(NERRYBE - BERIBER - 825 - BAIRBIERERESHE)  BHENE
REHFRPIFH 7 BBV T ERUA R B -
FEL U TAEEARARRERNEMEASEREMNFEALDSH) -
R 13EIRMEAOAENRBNEH B MBHAET 22D -
F TEAEFRESWMLN, HEFEL M ITMIEEREE M EREANIFER L MEH
[clinically relevant non-major; CRNMIFRARRIE S 1R L Lixiana® 4B #9 A IG BREE K
warfarinfl ; ZE S8R Lixiana® 84,118 22 B PAY349 A(8.5%) - warfarinil4, 1228525
EHPA423 A(10.3%)}HR (95% CI) : 0.81 (0.71,0.94) ; B R ERIpE = 0.004] -

i

%13 : Hokusai-VTERU R RIHMEH - L2 HIRAHEM D2

Lixiana®60 2355 Warfarin
(EREREZ30=REE) (N = 4,122)
(N = 4,118)

ERBERBZNHMEARRCRNMP - n (%)
HR (95% Cl) 0.81 (0.71, 0.94)
P& 0.004 (Bt IR E)
BALM - n (%)
N 56 (1.4) 66 (1.6)
HR (95% CI) 0.84 (0.59, 1.21)
Bt REA I 0 6(0.1)
FER AL M 5(0.1) 12 (0.3)
i RABRARIIEB AL M
N 298 (7.2) 368 (8.9)
HR (95% Cl) 0.80 (0.68, 0.93)
FrALM
N 895 (21.7) 1,056 (25.6)
HR (95% Cl) 0.82 (0.75,0.90)

5 - HR = B RwarfarinfEigts ; Cl = EBER/ ; N = Z2MEHNZEHEAY  n= FHH

P.26
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3 R%ﬁﬁiﬁﬁ{"{" fEHokusal-VTER BRI RE AT AT « BADEEIHEEF 2N HAPHE
”El#“gp)?fﬂﬁ%ﬂmﬁnﬁﬂ FI0LRMBHEAE - HRIFES8R(7.9%) Lixiana®BHB it B 28

(12.8%) warfarinZB0 S0 B B £ E A H ML EE RE R MIEE A H M E A (CRNM) [HR
(95%}) : 0.62 (0.4420.86)] -
tEHokusai-VTERRER D - thEiLixiana®Blwarfarinis - B HAEEEIRREER SAHMSFA
ARESTER ; mITTES - 2EHERIRAIHR (95% C1)&1.00 (0.85F1.18) -
1 55 () B BT Al B9 A
E—Z 00 - BUREYE - BEYY - BAML - RS HITAIEIEINE ( ENSURE-AF ) BE#AAA21900T ( kS
RERBRESORMENE ) AT OMBERMEREE LB SuE  Bea—
edoxaban 602 5E fif Henoxaparin/warfarin U REARAIINRS2.0-3.0 ( BElg1 : 1) #EbE: .
warfarinfITTRIFEIGER70.8% - 214985 & Aedoxaban (N = 1067 } &
enoxaparin/warfarin ( N = 1082 ) Jaf - IRFETH—ENZBIHEAREER  PEBERS
(CrCl30-50 FAH/7i8 ) - BBERRE (<60 ) WHAREP-gpIHEIA « edoxabaniafEH Bl
FHH—RI30BFRAEE - ZHedoxabanfiwarfarinfBAS & T B OBEERM ( HB1583.7%M
78.9% ) LB ENIEE ( S AIR6.6%M8.6% ) - MALBEOMBEN(TEE)SE ( ERBE3IXR
) MEROMERM ( ZP2TRNACAE ) - SHECETOWERNBISEAE8X -
FTERBEVGRBBENBTR - 2BURESH  LOIEERNOMEIET - Edoxaban (N =
1095 ) L5456 (0.5% - 95%SHBER]0.15%-1.06% ) Mwarfarinl (N = 1104 ) 3114l
(1.0% - 95%EHEEME0.50%-1.78% ) ; ORB0.46 ( 95%SHERI0.12 - 1.43 ) ; ITTHHra% = 2L 1E
ISR 2 a9 B66X -
FEZFMEREEESEANGAREM ZFEEATM - Edoxabanfl (N = 1067 ) $£84-164
(1.5% : 5% EBERI0.86%-2.42% ) Twarfaringl ( N = 1082 ) B1141(1.0%, 95%1= 8 & 5]
0.51% - 1.81%) ; OR%1.48 (95%EFEERI0.64 - 3.55) ; LEM DI EESBHAR -
AERFEUMRER - EOMBRNOERT - MEREBRETZERX - BAMEBZIEERB MMM
HHELHIRE -
61 5 B
B SR B ELELxana® AR — AN EL RERELUEHDIRRE AR ERTEH2E
RAT 95 45 SR A0 25K (A5 1R 52 25 o PR RO A B 2 15 225833 60) -

13 BRAEME
13.1

@
pii

RELW/I00R - SRR 28FRETREE -
BEOG/ERAEMNEEERR - 37 x THRKE -

13.2

X OB
&

BERNEEN -

13.3 RERE
RE30°CLLT -
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