Mol S W
el
4 D

AR A R R

Bhagsbnk © ST H X RBORI2638104E2 15 23
BaEAE RN

H4&E 3% 1 02-25700064 4-# 23606

Wheg% A © 02-25798587

& F1£ 48 : haorder@zuelligpharma. com

ETRREERERNX
PHERE 112 £ 12 A 13 A
112-#%#1-000327

AN ELRE AR ARNTZES TLixiana F.C. Tablets 30mg » 2 R R4
30E (T3R8 ey F £ 026600%%) | EApEHR P LK > HoRAK FEB -

— ARG EERE ARG AMRAE 2 E S TLixiana F.C. Tablets 30mg @ 2 %R
ReE30%E 5u (T8 By 7 £ 0266005%) , > AR HIREA - BB -

C BB RBR A 0 L S ORAR R T H1111409066BHRM BT X EH > HEHiA
FIAZBELER  FRAMAF— -

R E oty FART ST AR AR GRS A AR =) » BARM £ 22 S0 R AR (S
FREE)NRFE -

£
W FBRBZ B RFTERFRENERE -
B ARBERMERT &

E?n \‘

£ 5 % _ RRRE | aRAR | den R |
: B s e
EAR BMALRI0LR BC26600100 | 28 %/4 396537
Lixiana® F.C.Tablets 30mg |

N 4Fbi@de o BHEEA BRRAMER  BHBEXF AN AE -

M4 - RBAX >~ HIAESEE S (A —) ~ BREITIRFT E(R4 =) ~ MRFE(MHFZ)

Egﬁ by IR 3]

- — -

ﬁ'u’ﬁﬂ%bj wfﬂﬁﬁ




M43

BELRBEKE3I0ER

Lixiana F.C.Tablets 30mg
HEPHIRF 5 026600 3%
AHRBETEFER
hR 2 HHA 2023-06-01

1 AR
1.1 BYRSRER
SHEEKREESA1585E - 3085k - 60ETedoxaban -

1.2 BHE
BPoce®mERer15, 30, 60ZES

S BRE A )

15 8%

30 #%

60 5%

Mannitol

Mannitol

Mannitol

Pregelatinized starch

Pregelatinized starch

Pregelatinized starch

Crospovidone

Crospovidone

Crospovidone

Hydroxypropylcellulose

Hydroxypropyicellulose

Hydroxypropylceliulose

Magnesium stearate

Magnesium stearate

Magnesium stearate

SE g

15 85

30 ®5:

60 B5

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 AL Qrfi
| ﬁ'n'ﬁﬂf e
| i

=

b oeroman R R
| o ik \;\ Tis REEMMRE - 2075 TDSC LIS, Fif -
e MALEMAIIRSR - %78 TDSCL30,) P -
00w EERABRE - 278 DSCL60, it -

2 EFBIE

1.JEBA eG4 B 5 (Non-Valvular Atrial Fibrillation; NVARS #L F EV—RRIRE T 2
RRFEDERE EMERE(systemic embolism) -

EREFEE . B OKRSIE - SMME - F£&> 755  BRR © L8 4 o E SR IR [
(transient ischemic attack; TIA) -

2. EFA5F) 10 B HMIEEBERR MBMmYARE - Lixiana® T B A IRI2 ZE(Venous
thromboembolism; VTE) - #iki2E(Venous thromboembolism; VTE) B & R @ A3k 12 2(Deep
Vein Thrombosis; DVT) Rtz 2 (Pulmonary Embolism; PE) (BB N R FBER PERA - S
A 6.8E H A e 3E)

3 RERAE

31 RERR

RS RARESHERE
2B 55 H—RLixiana®60Ms -
HABRIESLixiana®5a
EiE R R LB B - 1 ALixiana® & A60E =Bt Rwarfarin - 1E UL BEEEBRIER(CrCl) AR
OSMEF/ S S RVIEIR S0 B A SR BN A AR NG Mt P EM R - B AER S BRE
B (CrC)ARISEF /S MM IEMEY O E S B THEA ZLixana®ERERE B
AMDVT - PE
SR E DS AIEEEER M (parenteral anticoagulant) E STARERMBER—R
Lixiana®60 %35 (35 € /10.240) -
Lixiana® B2 7 R M5+ 5 A A BRI 6 -
DVTEEPER A SIS I2 ik s A B RIS s A A R I A G R B (FE & RH5.160) -
AR IER IS O B 4 BE B (Non-Valvular Atrial Fibrillation; NVAF) 8% Ak#2 2 (Venous
thromboembolism (VTE)RA - MIEH TH— AL SEHFAER - EREBRAERA—
Lixiana®3085% :

o PEFEBEEEFS(NBEERR(CrC)R15 - SOEA/53E)

o BE<60RfT

- GtFAPMEA(P-gp)HI&IM - 0 : cyclosporine « dronedarone - erythromycinsg

ketoconazole

REAAERRIER - {5 LM ERENEREEOERERDEFHA
I EERANERREREEHNAKRSR  AFEHRESH—RI15ERFESH3.3M0 Bk
PR R ERA) -
1 : NVAFEIVTE (DVTEPE)RY N RIRNE



BmAIES IRE

o\ ) 60 25ELixiana
3 sH-%
BAERFS—BY RRRRBFNEHT®
BIEERE PEEE(CrCl 15 - 50 BH/5348)
§0 5 AR <60 AFF 30 E%leuana
PEIEE(P-gp)iil | Cyclosporine « dronedarone - erythromycin - ketoco | SH—%
i nazole

£f : ARNVAFRATERI T AR S EUREAR BRBFEAERRERGESRZ.IM BHENA
EHRREERA) ERARENEBEESH—RISER -

MARGED

ERM—BLixiana® - WIIENMARZRIEY - URRRRBEA—RNWEHFEZEMRALE - FA
AEREA—XEEBENESHRMERFEBENER -

EEL {t B4 3R Ak Lixiana @ LU R FLixiana @ MR A K fth 8349

FSORBR R A M AR TR AR A% O BB B 4 B BN (N on-Valvular Atrial Fibrillation; NVAF)F&% AR 42
Z(Venous thromboembolism; VTIE)EAZHEEEN - EREAZR T ILEL BRI RME
AR -

=2 . UEMBAMNVAFRVTE (DVTRPE) 2 IHR% %

R EYRALiIxiana®

;] AL = £ ]

MEERIIEAMO | o SR RCARN - R ERER BB ELLINR) < 2. SHMATR
itamin K antago ® e ®

. a HALixiana® -

nist; VKA)

ARSI
=

3 BIBIGSiD Lixian | A dabigatran - rivaroxabanstapixaban - 5T —H FaE AN

n a® | PBEBRYARR MLixiana®(& B8 10.285) -
¢ Rivaroxab

an
= Apixaban

A ERIFE T T5IEY -

BTSSR MEIED ; low molecular weight heparin (LMWH) - f
ondaparinux) :

FHETAFRENE - WHT —WIRETHET 5 SE R L

xiana® -

sEamynm | o
a

fLixiana® g m E sy

RAE

1 |

Lixiana®

M
KA
T

Lixiana®#ig EVKAMB T 4E G BB MR R RAVER - EISHRIE
Bl - ERRIHRESEGNELES -

OAR#AEE

ERCOEEHBHHEA  ELUSHE—RLixiana® 30BS 4 REZEN
HERKENBIDIE -
EANERHENRAWSHTI-EIZTHERARNRPEZEE
BIEEAR 2 (NMELERRE[CrCI1B15 - S0/ i8) - RERE -
HARLPEE S (P-gp)iNsIW) - BUEHA—KMLixiana®15585E
HRESNEERKGENAIRIS -

BARERTHRRETINR 2EINBERBEMERVKANETRIE(
oading dose) - RHIKIBERERRRIUARBAREE ERVKA -
EEFAVKARNSRFEE - SIS SINRBVKAAERIZRE(INR
driven VKA treatment algorithm) »

PETEIZTIINR = 2.085F BLixiana® - X2 B AB5%) BT ES FHiE
FLixianaf&VKA 148 REZIINR 2 2.0 - @# 5140 % EALixiana®
W EFKREVKARIE - LUERIINR2Z3 -
EESHHARERMET4E - @8R BSERALxiana®aINRED 3
R - BURDLixiana®ERINRTIS BRI - SHERLixiana®Hy
KAT] fELixiana® AT AINRIBIIE46%

AR

fERLixiana® . WH T —MLixiana® ) TE T RIERE RSESHUEL
B R OREERKERE - —EEII8ER> 200INREE - BIEF
AR MBS R EAOREERGEAE -

Lixiana®

e
)53
ns
m#

& HLixiana® . 7 F—HLixiana®ay 38 LM ISR AR BT
BRI B M -

Lixiana®

32 BRAR

Eg

R

B
|

FBEBHA FELEY - FHLixiana® - WK T—BLixiana®&E
EREFESRE TSR mE -

O8R - Lixiana®P2E B A MIRBIL MRS RE116)
HRBEBREEREZBA - OBLixianaPitHBEES R KD ESIED - LENORERS

RE118) -

& - AIblELixiana® SRR B E AR D Bk - BIBEBEERE - 2HELMBUKPH(E

SE11E) -

EerfiLixiana® &R B2 K ISR P ABE RIEA/ -

33 RRENAEAE




P s A

, %:3‘91

e [T -
T EZORATH - RHMEAR

-‘i—-k A(EERE 1180) -

I - MERTIE B O RLixiana®E B —R1585% (AEM5. 1 EH1 260 iR L

. EEREHNE - SFERE N - RS MANSEESm

. EIRE (<ASDFT)

o IESETBEREE[CICI) 215 BH/HHE <30 BA/H i

. EEEAFEERRRKE

« H/)VEERE

. ESE BN EE A M Lixiana® s 5 itz MR A9 O 5R 715 3

BIEFE
EELixiana®ARE AR - Mt HAEETERECrCHBIT R ANBSIEE - AiRBBABINEE
BT EREEAME mmnsmgﬂﬁﬁmmgﬁaa R - CrCl >50%F/4) (60 EH—
R)) (FA20R05.180) «
i ARNVARBARBHGERS BHRELE - BF ANMETERERCC) 215 Bf/4#E <30
/SR - SRR AERRIER BLM3IN BHENALAREERA)  REEREHS
ZEER—RI1SEE -
o FOARREIRIS B IhAE BUB B (AN - K MABIE - BKE 5 R S EYE) B E B A -
Lixiana®{# ACockcroft-Gault; &R EH B IHAE(CICl - IUBH/ P EEOR) - AT :

_ﬁ,;' B Do oA B S E—
g T YIEMR O EERA KRB0 L) - A ELXanaPNAREET - FINEE { (i
A" " -u: 3 0

'-fjﬂw‘?

———

—%RLixiana®30EHE (& RE 1) -

RNV A AR RS SR AR - BRANES AR - RIESAFRRER (A%
hi&ﬁm&mg%ﬁrA) BEBGENEZSSER— X585 -

B b1

el RS REES) -
L|X|ana®1#ﬁ3P§§l‘—_’l(P-gp)?ﬂliﬁﬂ!l
HABHHEMALxiana®BR T HIPBEES (P-gp)il#IE : cyclosporine » dronedarone -
erythromycingiketoconazoleRs - 32 B & A —Rlixiana®30M (& RE7H) -
% Famiodarone + quinidineskverapamil /AR H & (& =8 78) -
BRI fRLixiana® 6t HE thPBEE S (P-gp) MIAIM(EIEHIVE QRS INHIE) ZH R -
SRR
HERRISRNRBRFVES L - BRI KREILkana®rE e HREY - BAiIMREMER -
B0 M % (cardioversion) B A

AT O RBTRATAOE A T A AR R Lixiana® A K - HRENRERRANN 2GR
BB S R(TEDS WO RBNIHBA - Likana®emBEETORBRINEED2)\FET

CPRRREORRIRE (2810201146) - SREFTIEEFHER - Lixana®H %R

12/ ST -
YRR ORBRMGIOFRA | EOMEBETRE 2 2 REHE A SKRES BALixiana® - B
YARAARMRENAE - EEEH R ESORBRTZHEANCRINALERER -

« Dlpmol/LRRALBEETES 4
23 x (140-F x 185 [N (G II5EL
& ALEE AT [umol/L]
» BT/ H %Tﬂﬂ,!ﬂﬂﬁ

72 x mﬁm&ﬁﬂ%%/ﬁﬁ]
RimRlixiana®amAI S A M - ERAETEBEAKCC -
WEBIEEARR (CrCl > 50 - B0BH/ S B ALRBH R REH—RLixiana®60ER -
hELEEBINBERR(CrC) : 15 - SOBH/SH) TR AR AN R AS 8 —Klixiana®30855(%
RE118) -
i ARNVAFBATER AR SR ERR - BB ANMBELERE(CCl >15 BA/2@EB <30
EFH/ R RBEFEAERRER GESB3.36 BRENAZAREERA)  FEBREMNE
EBH—R15%% -
FERBB(ESRDY(CrCI < 15/ 5> i) B REFE AR BB E BLixiana® (& RES A1) «
FIsERE
Lixiana®PREBERRERIFSoHRMINsEER - B 2ARAEMENERNZEA (S R B480) -
Lixiana®PF2#E AN EEN EAREBAGRESIM114) - 5

>2 x ULN)SE BB AT 5>1.5 x ULNEATA « Bt - Lixiana® i s 865 A AR b e B (58 FR5. 15811

REZPEFNERSRANESTEAEA —RLixiana®Pe0B55 (225 11%) - Lixiana® i
) - BA¥ALixiana® R B AT R TATIHAE RN - Eﬁg

o EEM MO RE 2SN E IR R -

o R CEARESEH -

o FREREOHRMINAEMRERE B B 7R AR W 5 maR -

. BECDTUSIAERE ZEX N MARMNRBLSIFE - BEUAEDE : BASUINRER
RERE - FEESALNEROTHER | TR EMDNSHNE  OHIRTME - H
SIRFIEN « ATHIRAEMAH I - DA ER LA AEAEARERTR - BIAIRERR - MER
(aneurysms)HEAFBARAMAMERS -

. BHAEZRESME -

o ERESETEMTEDRAARE - BRI RURH) - E2F 8K E(enoxaparin »
dalteparin%) - FF&£74EM(fondaparinux®) « O AR SE M B (warfarin + dabigatran
etexilate - rivaroxaban - apixaban£s) - {BMAMTARRAELLR : @RORAFRMEAR (2
R$36M) - LERBRFRVFH)TBELSERPRABRNBRSESENRZNE (2RETH
) a

o BBREI(ER66.1506.267) -

EERIREE
5.1 WRE/IRBR
BRLixiana® 1S BRI FIEEAEY - WAEARE—BEYaR -
Lixiana®1 58558 AR ALixiana®30E (BB LBHBENBERRFORA | #ERR
i SVKARNETLD - A4 EAEEE RAOVKATMBRARNVAFBARSTEAREB1ERER

__3

EFERARBEZPEEERERA(GESR5.14) -
Fu‘iﬂfs'l

s PR a5 50 kB BT BB B2 & 7= (alanine aminotransferase (ALT)&aspartate transaminase (AST)
SiE

LL:J'\E’:}"\

|

e
Bl




53

5.4

. LL'.IIILEEQ \

LR AFRREN  TERENBESH —RI5ES -
%, 3.380) «

(BEMTRBEHGEAZHR

Uild*‘l!’ﬁ!tinutﬂﬂnﬁﬂxzjtjﬁﬁltﬂé BHHH MBY - Lixiana®RE M E0EAR - 8
1 .{:.13?;,4.# HEMNRA - HRAMGHEER RERELME - FEEALxana® (E4M83.384%
HETNHAHBRERA - 816 - 8.260525947) -

EBRTFRD - Liiana®RAARDIREEH MBI ; FAM - BB M - AERNRE T m)HE
AR - HERVKASRBELLRES - At - BTAONEFRER  EEEMNERT - &
TEAMDAR/MIXSREWRBEEE - BRENBMSHEEEE -
BUFR#IIMNRARGR RSB MAR - EELFEARGARE PSR IEN WL M 3E EE
MAERPVER(GES 8. 1588.260) - EMA R M LIRRE RN TIE - BRE S M -
Lixiana® i i M MR AL E BR T BRI HA MR - BAllikiana® L mE—ENm
RMEAYNEY(SREFEm) -

B A ROB M R PLixiana® (&R %8118H) -

WHAREFRERMARNE LERTHASBHRALN - BBRSHELxana® - BEFEHITA
BEVFHI%A -

EEBLEAREEIERE—Blixiana®r24/ 0\ %A 1T - Wit MEREN ARRNRE
RIS - FHsUARSTERMENEME - RERENBALxana® - T Elikana® 5
BRMBARNRIEERT - 205 - B RGESEEROREY - BB FHEMER
(2 RH3) -

HE S M MR IE R .

R LI E R B TTAEIR A L M A I - 3SR BE Z MK M (acetylsalicylic acid;
ASA) - P2Yq /RN - Hfin MesEY - MRERAR - BIENIERB RWHDHIE
(selective serotonin reuptake inhibitors; SSRIS)SMIER - R _LRFRBEIEDEIH (serotonin
norepinephrine reuptake inhibitors; SNRIs) - bR & H f FARJEMEEI REH % (nonsteroidal
anti- mflammatory drugs NSAID) (%%%3 MR H IR R ERARETE) -

L|X|anaEaumfﬂiﬁﬁﬁf"%mﬁlb\mmﬁiZﬁA LRI RNAIAAARRRESH
DEBEBZFEA - APEZEFRBRERFANTE - Bl - Lixiana® FZ##AREERA

IREMIAED

Lixiana® ¥R B2 R SHRIR(ERE 138 S RSl LM IE B/ -
RERERR

@& Lixiana®aRMBmEIEN - NEAIRBRERMNBEXaE F(anti-FXa)EM R BTG ST
MEEA - DURBIMREBIMER TETIRKRE - Al . BRREZFHEERRSH116) -
Lixiana® @R 15155 XaE F (Factor Xa; FXa) i &SR MRHA SR - 41m ; 5 mssERR

(PT) ~ INRELER S BB RS B(aPTT) - AT - ELLSE A RIFEFEH A BN B AT iR IR b/NB
BMERES  AMAESEARENLxana® AR mEmR -

6 RABHISEE

6.3

6.5

6.6

6.7

6.8

P hiana®i0% 24 RIBRH KLY - BYERBEE Lixana®RAELEEHERE

4034 | SR MENEREE - AR - MURLUXana®EBMBOEIE - Liiana®R LA

R4 -

BT, AL AR FLixiana @RI Z 2 1 R RHED - BHIRA R TLixiana® MR B E
93t ch - EitbLixiana® L R WTL HIRS R FA (& R B ARD) - FEFDE AR LIS AY/MEILA
ZRfiE— -

AEEE NN L NS

BEEEENNTY

RALBENNL ARG RES Lixana®amBmED -

£EN

B MBELixiana® ASREITEEHEE NI - —HIABS FETIRERIEYE
B A BB R IR E T A& 21038 -

EEA

BERAGEFERBSNLMEAR - At - EEHAREEH ALixiana®8acetylsalicylic acid
(ASA) (FA2F780) -

NVAFEERBA (M0 L) MARLMER - W ERFTERRENEBESH —RI58R - (6§
SHBIINKHBEHAEERERRA) -

KIDEERZE

Lixiana® R fE AR EEFINETZHA (L REIR1E) -
BENPERNAET 2R ARERGEALana® (H2H34) -

R PR R BR AT BB A B (ALT/AST >2 x ULN)SLABRRAL R >1.5 x ULNRGIRA - Al

- Lixiana® £ R B M UL BB (E S RI3 811 89) - BItALixiana® 8 Ml ML 1T AT IHAEIRR -
ERLixiana®ARBB1ENRA - BBTHERNINLE -

Btz
EngEr:

HEBRBIIEEESE - BE(CCl > 50 - B0EFA/7 ) - PE(CrCl: 30- SORA/ABTER
(CrCl < 30X/ EEARBFZEMBINERETNERE - HMIRHMR T B (area under
curve; AUQE 73 Bl EF32% - 74%T072% (M B M 75 iR E36) -
AREBA - RE#ERLixiana® (2 RB3R114) -

SR BB R ILRBIER
NVAF AR B THEE

AR EAwarfarin AR RIFHHBA - BREZLixiana®ECCIH S 2 B ABRYBENBSEE
S50 280 REXLBR WKL) -

BINRERVEEMY | FRARARERGARERREIE R EABEFENCC GESM114) -

Hith g3

B ?‘1 5Rﬁ¥i1L|xmna®f§ﬁﬁ]¥‘?§ﬂhﬂﬂ§ﬁﬂ’]ﬁ%1‘£§ﬁi§s& Lixiana@ R @M IERER BRI R
ARMANBAMEENIREFBA - RE TR MR RRIIRERMTRIBA -




i "L|x1ana®ﬁﬂﬁ’3 ?ﬁ?i/:ﬁfﬁl‘f&i])'&@rﬁAVTEH@ﬁiﬂﬁiﬁﬁ&
- i&_i_?lﬂﬁﬁ ERR -3

A A R B R 2 MR R R RORA - R HEEMdirect acting oral anticoagulants
,1_l !,OJ\{.t " s)iEedoxaban ¢ HEHKEERKIEABINAR - DEBARIRREEGR ( lupus

artiCoaguiant - anticardiolipin antibodiesk! Banti-beta 2-glycoprotein | antibodies ) E%55

HEIEA - ERIDOACSAH O] AL IR IR W MARTE FHLLH -
7 XEFH

Lixiana®E B FELEGHRI - Bt - TIEMBHEEREBEEHNEYER - TTHERMRE
Lixiana® B MREIR L -
P . |
Lixiana®EPEES(P-gp) SMIBERELMNTE - BB NEBHIRET - Lixiana®H®
cyclosporine + dronedarone * erythromycin + ketoconazole ~ quinidinesiverapamil ¥ PBEH
(P-gp)IVHIMIGHE - EBRLixiana®RMIFAE EF - MLixiana® Bt Acyclosporine -
dronedarone - erythromycinaiketoconazole - A% H BRIEAL S H—R3I0BT (S RE3H) -
RIRIERER - Wlixiana®$tFquinidine - verapamilsiamiodarone IR AR TS B2 H3M)
BaiKkALxiana® 4 FAE thPAEE B (P-gp) &R 8#5human immunodeficiency virus (HIV)ECQ 8
I Z IR -
Lixiana® R T 5IPEEE B (P-gp) kIR ERE 65 A
« Sofosbuvir/velpatasvir/voxilaprevir : ##&Lixiana®H# sofosbuvir/velpatasvir/voxilaprevirs
BEBZHE - BEMSHM 6 sofosbuvir/velpatasvir/voxilaprevirl - Lixiana®EH R
wzmbEESHEN - AT REMEERHGA -
T FIPEEE B (P-gp) DI T 9t AIRS -+ Lixiana® A AEAEE—R 3025HH S :
« Cyclosporine : EIE§ 153 &8I @cyclosporine S00Es= R B A BLixiana ®60MFH - T/
Lixiana®B9AUCKImaximum serum concerntration (Crad) A1 L F73%H74%
« Dronedarone : L& A% dronedarone 400855 H BARA7XE - RESKHBE—NB
Lixiana®60287% + Tl ELixiana®MIAUCHIC x5 Bl L 785%H146% -
« Erythromycin : LU H P Rerythromycin SO0 =M BRASRE - RETRHBE—ME
Lixiana®602E3% + Tl Lixiana®MIAUCKICnax 23 Bl L #85%H168% -
- Ketoconazole : K& H—Xketoconazole 400255 MFIBMM7XE - NE4RHRE—HE
Lixiana®60285% - Tl fELixiana®AIAUCHIC max 53 B L 787%789%
G TAIPRES(P-gp) DI B A0 M B RS B —RLixiana®60 B5% :
« Quinidine : L8 H—ZRquinidine 30025 (B1fBI4X)REB =R(F2NHEIX) WM E KA
B REIXHHRE—HBLixiana®60%5E - T ELixiana®r924/\FFAUCHIC may 3 B EFH
77%H85% °
+ Verapamil : {8 H—ZRverapamil 240EFHEBRA11XE - RE10RGHE—HR
Lixiana®602&35 - Sl fBLixiana®MIAUCKICmay & L FH£I53% »
« Amiodarone : &6 %S0 —=Ramiodarone 4008 & E1E H—Rlixiana®608B5z B
AUCIENNA0%E EC rax 81166% * LLEHEREET SR EAYBAE M - EENGAGE AF-TIMI 48758

__r'-t-ms"i'r=?‘-a1i'_-ntalzé:}'.StJohn’s Wort) Gl ELixiana® Mk 8E - Lixiana®REEHE G FBPREEQ(P-gp)El

P"&u&‘_uuﬁ.ﬂ
Digowin . i %) E1404FEH—RLixiana®Pe0ERR - &
T A

&8 A ZRdigoxin 0.25835 (585
#0.25BHE(B10E L4 ESHER - ‘Jfﬂixiana%@cmaxﬂﬂm - M¥HS

ST AUCH SRR = RURRIE /E B - EMLiIxiana® i itdigoxin PKEITERIRE - digoxingd
Crnax EF#328% - TIAUCRI EF7% - IR BT RIRERAERAY - Lixiana® it Bdigoxinks - /AR
@JE

AU

A : B2 - JES D EI M (selective serotonin
reuptake |nh|b|tors SSR|s)/‘ % ®l(serotonin norepinephrine reuptake
inhibitors; SNRIs)

FOSME  BR G MARE EA - B RE#Lixiana® 6t AR AR M (S R4 -

Z RKABRE(ASA) : ASA(100H =T 32585 ) MLixiana® 5t AR - HENE—RAE—EENNER
B MRS - TR Z KSR (32585%) 5 FIT] ELixiana ® R IBERECraMIAUCH 5 £
#35%M132% + Rigiilixiana®RPSHHERBN R M KISk 325%%) - BREABRMENNE
N F &HERLixiana®EL R 5 1008 Z MK I8 A B

TERG BRI IR o 40 P50 PR 7 BRVKB M (<168 B8 1002 76/ B) - RAtifl /MR EEAS R
thienopyridine 85843 - ##ALixiana® Slwarfarin {48 RIS RABIE - BHASIM G MKIBEARKR
KOERZHEMEMEA L NEERE(ZRESH) - HHHEHEZMEKIEE (<I008%) LR
Lixiana®4PE—HBHLIRESHRENBRER -

M/ RNSIE : ENGAGE AF-TIMI 485t 88 4@ 10 s 2t E It R E— R Bthienopyridine AR ZE M A X
(Blficlopidogrel) - &RFSEAMAZTEN L MBELFREEM - BAR A Lixiana® R &g L (0 RIRATHE
5 IR FwarfarinBSRYT L M EL (2 R 585.1 8) -

B AiLixiana® g 8 5 71 1 /) 45 84 s 62 (T 42 A B2 3 PR 2 BRI E AR -

JESEERE 3% : NaproxenfiLixiana® 4t - BRI B —RAE —1E%Y) - TUEH MARBLR -
Naproxen# eLixiana®MICmaxIAUCE B AR Y - ERARRT - HAFRERHRRARAESR
B P A (SR 0 + BRI R BRI SRR S B 2 R AT B FLixiana® -
SSRIs / SNRIs @ tFISSRIsEESNRIsEE R i s MM —1¢ - TIAEFEEMBA L MNERR - BREM
BRSNS (/WIS TE (2R5.18) -

A6t A 2 digoxin - Lixiana®@ T EECmax £7+28% - B RBWEAUC - Lixiana®# i quinidineft
CmaxMAUCS B &

WA Zverapamil + Lixiana® T EECrnaxMAUCH BI TFE14%5016% -

AIfER/ AR M

81 BARERRFR/ARRE
Lixiana®ay%e 214 th (kBRI E1%8 = MR 38(21, 105 BNVAF 58,292 2 VTE (DVTAIPEYRA) - LUK
LR -

HedoxabanAEHAMEE ENFREERSRBM (7.7%) ~ MR (6.9% ) MAM (53%) -

b . B AMKMBamiodarone Rt E - HERA L 2 UFRAEE -
P P-
HtHELixiana®EPEIZ A (P-gp) B Rrifampicin@ i ELixiana®RIFISAUCRE L RH - TalfiEs
MEEHAER - HALixiana®REthPEIE A(P-gp)# ER(HIM : phenytoin ~ carbamazepine -

:g P e S E ARG - BOIAEEERE - EERB(SRE5.16)

370 B R R B A TR 1B 28 = R AR AR S BRIV TE RNVARE A LUR E T BE B2 (post-marketing
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avgﬁEuMﬁmk¢mymﬁawaaa FE A B E RSO S RS
=vhmmﬁm&ﬁ¢%zm%

'wgwﬂh
ERRLixiana O EETRAE FR AR HN - £ RS O 45 & 10 FF (0] 40 G 58 7 8 A0 T 7E S BB 1 L
TSR MEAD - BRES « ERERERE (ST GEH MR/ H M REEE

HBETARAEGBLMN) - EREKARD - RBIRPEALxana®RERIL MBI : 7

W SPER - AR RE SRR B - ABRVKARREELERS - Bl - RT
RHMBRES - EEEOERT - ETAMMARE/MRERENRRZRN - uﬁmgﬁm
M - BEFARBTEIERBOLOER - AN  ZHFEQBRERDRRBAR/LEHHER
%#tm&m%ﬁ%ﬁkﬁ%%m%%@%&Mﬂﬁgmm&@ﬁé=&mmﬁﬁﬂ%@%%
A~ O - ER - EHRRETIEER « R AR RERINE -

Lixiana® & 848 5 A0 2 2188 I M 0F S (5 M e R RS BIDR U2 5 B AOBE S0 - (R
 EREBARMARGRE AR TIHER - J9MEE MY -

B PR3 R

008160 -

AR

AR RME0RE
EEREELTE  SUTERBOESEEEDR - EERBANONE/ ARSI ISARRIER -
B A BBYTIREFARRMA  BRERNBHELAETEE -

AR

Lixiana® AEABRK TS IEHM - BARARYBRENRFINTNEEER -

BRiLixiana®UMO FARBERIEANE— R ERSH -
Lixiana®EYBBR T EMEBATENR - LR - BREREEHE O Lixiana® R IEX
MR Lixiana®H B PETHRTE - B - WEAREEREEYASNEELRRALRINRE
RIBRIZE -

LR E

182 ixianaPH s A S MG 3T - BEEAT T ELxiana®HE - siEBBMNIER T FLLAR
o Lixiana®R B MO R 10E 14N\ FE(EESM116) - BikgLnoRERERAMETARNESE -
AETERETEENERMEARE - Himechanical compression(FItN : AR M) - FHiLMm -
MR LA DB RS - (13N R (R IBAE R A0 3R M 3 58 M FR R 48 AL MR R SR 8% R MR
VR /) VR -

FREEBME FMEBENBEREGEMER - 4 F4R TR MAERESRMERE-factor
prothrombin complex concentrate (PCC)) 50 IU/AF SRR ESSMREH307 W
Lixiana®fEf -

INE] R EASVIaE F(-FVIla)AE - AT - LESEBREZLixiana®BANKFERAR
EEALMS  FKBEEERERBREREHA -

FHAProtamine sulfate 4 £ RKA S B ®Lixiana® (R M3EH -

E R MLixiana®1 2 & F AN MG 5 A RB (tranexamic acid » aminocaproic acid)iAEER -

“Lixana® R—EEASEREY - &5 T 78X R mEF (FXa) 058

10.2

103

o'ﬁﬂf
SIEE

gﬁﬁ*:t

Hiﬁ

! A EAS B mE(desmopressin + aprotinin) A3 8RR BB iR B RE (scientific
DY Lixiana®MMPELLES RS - BRMEDUBITHIER -

s FXaR B IESER
& 5 42 3B 8 & (final common pathway) PRI IR EDE - Lixiana® ol &1 FXa - 1L
RS MERS (prothrombinase) #5E H « 5 MLE R MR EOFXas ZENE - Tl DR 1185
(thrombin)fE A - IERFMFER - WIEMmER KGR

EREIESY

SYBAROR | MR LY - EEMEFXaiH I (direct factor Xa inhibitor) ; ATCEE
: BO1AFO3

BYBHR

Lixiana®TI#ET - 2\ B PRIEAEERERY - WA B BALiXiana® BB E (Cmay) - MUEXaH
MEF (anti-FXa assay)ERATEALNBGBYREFTRMNOHY - Liiana®MEITER
EEAEMY - BRTHHIFXa - ElbLixiana®IRTBER SRR - 05 mASRRE
{Prothrombin time; PT)RJE (LER4) 5 MERE ¥ B (activated partial thromboplastin time;
aPTT) - £ FUB MRH RSN ERP I RARRE TR - BELR2ERERAAEES
ERsRM - Elixiana® R MRS S RAE -

Hirivaroxaban - dabigatrans{apixaban®#3f R Lixiana® 5 %1 K M S5 AL O/

{EG R BB ZT D - (RS E I AR B8 H—Rrivaroxaban 2025 - @ BMRdabigatran
150%% « si4g H M Rapixaban 5B - HHREAXRAE—HBLixiana®E0BFRTHAR
2553 B BB 5F I &G RS 7 (Prothrombin time; PT)FIE 5 M4 WITAC (0SB Xa i ME 775 14
CaPTT)FRB BN S - ARESIREBALana® 2% - %55 AT R 5
(Prothrombin time; PT)82R Arivaroxaban#apixaban#J$3 X8R - #Edabigatran/7H -
#ﬁ%?ﬂ"é"?ﬁﬁdabigatrani’éﬂﬁ%&?&”x‘Lixiana@iéﬁIEtHﬁiEﬁ?&%Lixiana@’?ﬁﬁﬁﬁﬂ”ﬂ%fb
21435 I ER IS B (activated partial thromboplastin time; aPTT) - RIREHEREREH
dabigatran;2 eI B KMARE - #AM - IR KRiE A Mg REIER -

1B E R . B LR MM IR R Lixiana®8s - BRIARRA S —BLixiana® MR RIS E1E A
—ERRNTNFRT T - ERARE(ER$E3.160) -

B PR A T2 2R AL

BREZ2HEE  EEARSY - ERSEY UEENHABESEBRARNER - FFRAR

MR LY ARLREHEE -

IR

REEHE Flixiana®PEEARNR 7S L3EELN - BEHNMAMAEMNEERRLR

M-

EXED  UARBEIBYHIERIBELETHOXE -

EHYETETED - 20085/ AFMBET(RBERIAR(ER/FTHARIRE - K1R602

/02 RAREARER (maximum recommended human dose; MRHD)RY6518) - Al 5418
RREBOBLERE LS - EARMRTEL - HRIE3008SE/ A F/B(K




el RH D94918) R 2008 53/ 22 Fr/H (R HMRHDRIGS 8) WA B T B AZ KGR ER SN

P

~id 44 T60058/A /B (M AMRHDI 1 955) BHERAS B g Ridm -
NAIABE L - Lixiana®PROMEL TP -

SR AR AR - Liiana® R EIBIBTS FEASEM S -

) D W B 12

14

Lixiana®E ARMIRKIFS - RS MARENIET - 2/ FBRNIED) - BHEWTARNE62% « SEEY
REEEBEINEES—  BENZBRRENEEAK - EENGAGE AF-TIMI 48F1Hokusai-
VTEZHEBR P - Lixiana®PRERR &SR EE&MNIEE TER - EpHiE> 6. 00 EHET

+ Lixiana®eEBEEE - KTHAEFRENHE - AEHLixanaPHIERBIERBZYE -
E—RAH 308 EABRENTRD - 1§60%5E edoxabanfeF B &R NIATE T O ARES

- WG EMRER KD ERBELHR . EPIHAUCR B BHR 24540 R - BiedoxabanE
ST E A R AL LE AR E D B - IR 2 SR AR E RO SRR BRIEN B
edoxaban -

2

BRI AR M - 2 ESIRR107£19.97 -

MOMER T B EAMNGESENERSS% - EEH—RWBEHAET - Lkana® TR ELEBERK
BENREES(RELL  1.14) - BESBEYRIXREA -
o<t L Sl

FRELixiana®R MFAM T BRI - Lixiana®WH HETOEKREBEEER) - £
(conjugation)sl E{E(FICYP3A4/5301T) (<10%) - Lixiana®PHAZIEBEUAHY - HETERBEN
(M-4) ; REAKBE/RNBEEY  EERRESHED  GREVEBEHNRI0% - Sitt{CHEY
B EAIRTS5% - Lixiana® B LBRESP-MES(P-gp)NER - BFBANHEA(BINA
HISE FRWMEAQIMAILOATPIBT « BHEE FOATIHOATIH AR FRIREA0CT)NSHE
- EUEMA M ROATPIBIHISZHE -

HEBR

EREBRRED  @FEREEGR22+ 3FA/NE ; SO%REBEBRIEE (117//)0E) - BRFHEH
MRMGRAREN3S% - RtEBMNERA TR RS ERLRARE/BENEEER - £ORMN
(12 M10 - 14/)08% -
BRit/IEMit

ERFEZHED  H15EFH60ETHHE - Lixiana®PEAAR B E S FILHENEhB Y

PRIREE

EBERA

TEHE =R S B ARGERENGAGE AF-TIM) 48RIEBF MBI NB IS - I§ETISERBEMA R
% - TRREHHLixianaPeoiEy s H SR I REEINE R EREORYE -

EgErE

BRI BINAEIERE - EE(CrCl > 50 - B0EH/54¥) - SE(CrCl : 30 - S0EH/ 5 48)MEF(CrCl
< 30EA/FEBUREREWARBINEL2HNRRE - HIMWAUCES B EF32% « 74%H)
72% - EBEVHERZHBAD - Lixiana®RBYAHAR - G ARSBEZHLHY -

AR BRI - Lixiana® MM BIAEXa B T2 RIS TFEEM M % -
RNBRAERSEFEBEFNEHNE  LARBETLRRILETIL3% -
IEBEYE N RERER - EEBINEAR(CC : 15-298FA/2B)BEANBEBORBELEES

Ao xR T
AR IBCCIS M Lixiana® B Xa R F & -

o R TR S W Lixiana A S Xa R T iR

10| el | Lixiana®sIERTSXaE | Liviana®RRASY X
BH/ 5B FEHENU/mLY FEM(IU/mL)2
i)
A8 (HE2.5 - 97.5%)

B PARSSIERE | NVAF

30%E=Q | 230ZF<S 292 0.53

D 0 [0.33-5.88] [0.11 -2.06]

602%Q | >50F<7 4,52 0.83

D' 0 [0.38 - 7.64) [0.16-2.61]
>70Z2<9 412 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]
>110E 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]

JAEDVT - JAFEPERFEBADVTEPE (VTE)

3025%Q |230E<5 221 0.22

D 0 [0.14-4.47} [0.00-1.09]

60%55Q | >50%F<7 342 0.34

D* 0 [0.19-6.13] [0.00—3.10]
>70%E<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]
>110Z 2.64 0.17
<130 [0.13-5.57] {0.00 - 1.86)
>130 2.39 0.13

[0.10-4.92] [0.00-243)

* <60 AFFRNEREESNFHRREP-BEQ(P-gp)iHI N HBH B EE3087




§55Cmax (REE P Lixiana® 1% 1-3/ B E L LINE)
HRE Criin
an BB EMER ElixianaPREB TIRENEITEKRAENRAERT - MoRE
1.-'= s B E M R EA RS SHARMAER - #li - BABRERFHEERRSM5.16) -
n'[ "34 I‘g!” 4
il 14 M RBAT R T fEiLixiana® AR RS TIEARFI9% -
Lidu] ¥ N
SRS AR ENIRALEE  SELPERERSFANEYE NP RUNBENSSHEZAE
o Lixiana® 4k BRREEFNERSRANTE(E RH346) -
i3z
2 = JAR PR SRENGAGE AF-TIMI 48R B EE BN H B D - IGREEMAEZBE - TIIRMR
HR Lixiana®PBem @ 1 B W AN R LB E -
.33
RS IRENGAGE AF-TIMI 48R IR BB NS - T FIRIEMBATIIETTMNAE ARRIBR
HBEBRAN -
nE
ERARELIRENGAGE AF-TIMI 48K TR B¥BE BN N B DT - BERIRE P {IHEH (840 B A
- B P RIHBIEGSATNBEA + HCmaMAUCH BIE H40%F13% - A= HRARRP(RE
JEMIEHE O R R R R SRR ETEEAE) - B E< 60 THE AR BT ERENLixiana® - &
RENBwarfarintB A B E MBEFERD -
WY R/ EE R (R
PT(Prothrombin time) - INR + aPTT(activated partial thromboplastin time)f#i#Xa(anti-Factor
Xa)EHil A 7E 19 B Lixiana ®ME 2R EAA0 -

B PR S R A

FATER2 SRR

SO ERGERMLxanaPE R R E -  EANEEEEPEREPARE SR ERBNIE
RS A% VS 4 4 88 (Non-Valvular Atrial Fibrillation; NVAF)RA S - 38 R 15 I B 48 5l
Lixiana®488k itwarfarinZEF8R5 P A 2 B4 12 BB #(systemic embolic events; SEE) ERIRY K22
214 -

FEENGAGE AF-TIMI 48B4t P (It A —TEE1HEER) - S5=H3 - 2ch - B3R - BT - BEE - F
FoEER) 21,1058 FHBMMATE « SME - FEKRTSHE - BERE - PER(CHADS) DR
B2 85D R B WHIK ST ES A—RLixiana®30M5am4E - EB—RLixiana®60M AR A
Hwarfarinil - FELixiana®aMEA PSS HELERE T - EXAZEH/FART - BICEBBRH¥

C I EBINEEARR(CrCl : 30 - SOEF/534E) - MERER<OAT) - AFAREPREANHE
(verapamil ~ quinidine - dronedarone) *

TERYGTHISIZEEHRP ANSEEFRERNES ISR - REBYGHEISESRE B/ - SEERDL
ME(CV)ISET- B AR ES IER ; EXF RO MEB#H(major adverse cardiovascular event;
MACE) - 2BFRGONEEMI) - FRAHPE - MG IR EBZH(systemic embolic events;
SER)BRAMME(CV) RS H M5 I REASE - BHERNES I | REDPE - SEEFFTAREZE

CEYRMERNESER -

Lixiana @608 B 30 M= AR (S R MR BB b [ BYES 2. 54 - Lixiana®6085 R 30855 ng

ARAANG BB RI ¢ (#5285 - 0B MI0MTRRMANERAR PN S RIH15471)

JER15,840 A/5 ; T60RBFTAI0MFRAMANBHAR P RMAIABIR19,191A/FR19,216A Fnﬁ

=]

YN XA

EE"’

il =

g rr'laf_:wl” - TTR (EFFHARBEAINR 2,023,009 R RE) P A1 815 68.4%
4 = MTERBMALixiana® BB Rwarfarin ¥ FRIEIEE R BIE B (modified intention to

n uJ“fr FHEARE NN RE —BEIAANERPENSEE EMNALY - BRPRNSEEMEE
i na® 60BETIE L ¥ Mwarfarinf R %t (hazard ratio; HR) 97.5% CI LIRIERE %
LINT LB RE.38)(RS) -
= 5 : ENGAGE AF-TIMI 48T 3eA9h AEISEE(mITT - SAMH)

Lixiana®60 %3 Waraes
TEER (R MBI EE3005EE) (N =7.012)
(N =7,012)

ERh@/SEE?
n 182 232
EURER(%/NP 118 1.50
HR (97.5% Cl) 0.79 (0.63, 0.99)
FtpEC <0.0001
BREAMED R
n 135 144
EHBER%/ YL 0.87 0.93
HR (95% CI) 0.94(0.75,1.19)
BREMmMEPE
n 40 76
BHRER(%/yrP 0.26 0.49
HR (95% CI) 0.53(0.36, 0.78)
B RSEE
n (%/yr)? 8 (0.05) 13(0.08)
HR (95% Cl) 0.62 (0.26, 1.50)

MR . HR=AABRwarfarinfIBIRLE - CI=EHER - n=S4# - mITT=BIEEREAFREE
CN=mITTEH SR EAY  SEE=2BUREEY - yr=F -
A —ZRHEHIRNETP -
b EHgtR%NIBSRASHR/ZHEFRER -
CERpERRBALHERE38E8E -
TEITTIR R (BRI AR A 2 ERIRFTHART - Lixiana®60BsEA296 B2 B4 EREPANSEE (B8
¢! F157%) - warfarinfBH1A3372 2B (EE1.80%) - HEREZwarfarin&8 BN HE
- Lixiana®60® 35 M AYHRAR0.87 (99% Cl : 0.71 + 1.07 - HEigitp=0.08) -
TE 7% B diacte, TE W B R ENGAGE AF-TIMI 485t R (BRI E< 60T - BRAEPEBIERE

]mtﬁ“ |
i

1[
rfl f



“| GCTIMRE 4 (WFt/5 Lixiana®60 M3E Warfarin
) (N =7,012) (N =7,012)
= T n | B¢ | WEERE | 0 | BH | BERE | HR(95%C)
Y e ) 4 o S " x
- 2 (%/%) (%/4F)
3 6 4)
>70E<90 166 | 17 044 [170| 35 089 [050(0.28,08
1 3 9
>90%=<!10 927 | 5 023 |960| 6 026 | 0.87(0.27,28
6)
>110Z=<I30 497 | 2 0.17 469 | 3 0.26
>130 462 | 1 009 | 418 | 1 0.10

MR N=mITTE#ZEHTRABNZHEAY , mMITT=MRIVARED ; n=RBERAAY

; HR=tE8RwarfarinfBIRLLE ; CI=EHERM -

*EB—BREEE <SRIERDHTHR -

LEMPR - BEE AR ENERE—HEIAMNEE -

REFEDHTEATR - TEENGAGE AF-TIMI 48P BB R R E< 0AFT - REDEBINAER D G
FPMEA(P-gp) M E Ak Z 30560 B ABERHE AT - Lixiana® B R Z30ES
2R E RwarfarinB BN R E R E104 (8E3.05%) %166 (BFE485%) A S REBALME
% [HR (95% Cl) : 0.63 (0.50, 0.81)] °

TEENGAGE AF-TIMI 4858 % - LiLixiana® 6023588 A MwarfarinfALLB0S - SBIERIEZ(E R D
A 2BURESH EXHNNMBERETTES ; mITTERY - 20HEHRE)R U LLikiana® gz
B{E[HR (95% Cl) : 0.89 (0.83, 0.96) ; p = 0.0024] -

BEasE=fpzkE

ERAETO-ESSBEEME - SHH80RL E - BEEMEE O EHEARDYESS T MERE
0« BB BURBZEMB BRAES L RFIR A ORI R MBS AL (R T 19848 A

-2 MR EI82R) - ATF158E - BH—RMDMRedoxabans XM - BEHRP LIRS
135 - ABERMBINIAREIZHEENTIEALEZEURERERMS - BHedoxabanE B i
BE3) o (MM HIEHEABEEERAL -

4N BOBFA—IE TSR  EEBINERS (15BFH/H8 < CrCl < J0BH/H)  ETREHME
(BfEEALM - RALMAMBBELM)  KI8E (<450) - FERAMUIEEERR e - 5
B A —HE i /) R

#2) Warfarin (PT-INRIZ#IE1.6E2.6) ; dabigatran 110252 - §HMX ; rivaroxaban 1085 - 1§
H—R ; apixaban 2.5%5% - ®AWR ; Hedoxaban 30%%E - FA—R

3 RS ERK  HEBALCEEENHTESYNRKRZEERANSE = MR (ELDERCARE-
AF) &R -

R OERERERANMBIEN . PENSSURBEREXL MHER (BB =1ER)

BEEANSHEN/BIHEY RIELLE
(ERER) (95%f5 #REE)
Edoxaban#i ZRImE
2 : P 15/492 447492 0.34
Eeb b 1 12 5E1)
SN (2.3%) (6.7%) (0.19-0.61)
, 5 20/492 11/490 1.87
£¥2)
e (3.3%) (1.8%) (0.90-3.89)

BED T (FARa & WS R) - SIS REERBE RN S LA TTREN & ET 21650
Bk -

H2) 2o T HIRE - SRS MARIBE-WERE=H -
EdoxabanfBHIF R MHIRERAR11.4% (4928HFAPHESE) - TEFRKBERERND

(3.3% - 492BFAFFH168) MHEIRMIR (1.2% - 492BBAPEHES) -

SAMDVT - AMPERMPSDVTEPE (VTE) 5%

#t ¥ #FAR12 2 (venous thromboembolism; VTE)ERE1TALixiana®EE /R A 5T 8 - HEMHIBE
Lixiana®7E 32 B R R 2 2(deep vein thrombosis; DVT)F#2 Z (pulmonary embolism; PE) &
FEMDVTHIPEE BN AT S -

#EHokusai-VTERRARELER T - 8,292 % 55t B i i 7 B E W)YART T K (enoxaparinSi E# AT R

) 2B —RRMLixiana® 60EE R HIREY - EHRAEA - THE-MBIESFEREIRA
BERRBEMBEINREE20ZE3.08BARMwarfarin - HZ 2B —RBwarfarin « 2REKH3E
AZRR12EABRSBRERANBBANBRSERE) -

B2 Lixiana®ARABA RIS B S INERE (69.6%)H TS ME(21.0%) ; 3.8%HEBA - 5.3% 5 HitE
ﬁ P

BB E D EIEBEELixiana®R53,718 A(91.6%) + fEwarfarin@RB3,727 A

(91.4%) ; EHEFI6MAEELxiana®HAB3,495A(86.1%) - TEwarfarinfBA%53,491 A

(85.6%) ; M AMEMHA12@A EXELixiana® BRI 51,643 A(40.5%) - EwarfarindBAA1,659A
(40.4%) -

FERNTHISEREERNOVIEES - BB R 1268 HRERZHE LR ZERUEERZDVT -
R AERZPERK A MPEFMARMIESIUEE - REBRUBHIEERIBREVIEERRFAEM
RN T B4 AERNESRKRTEE -
WETI-ERNZEEFARFHSHEGRAEA—KLixiana®30%% . BEDEBERS
(CrCl : 30 - S0BH/ 7 i8) ; RE<GONFT ; HERTPMERINFIE -

Hokusai-VTESER(B12)BR - TIEHYTARIERERREER) L - Liiana®RLR

warfarin ; #ELixiana®M4,1182 2438 P 130A(3.2%) BHAEFRR EEE - MEwarfarinfa i
412282 EDPET146 A(3.5%) FEVTERS[HR (95% C)) : 0.89(0.70, 1.13) ; ALt kRpfE<
0.0001] - EwarfarindBA - BRALAAEEE A AYRSR) (time in therapeutic Range; TTR - BI5INRS
2.0Z3.0)PI%4565.6% - ERIRAPE (HBBARHFMTEERRE)NZHEST - 2BIB473
(2.8%) Lixiana®#H &3 & F065(3.9%) warfarinfB 5251 & ® 834VTEE 5 [HR (95% Cl) : 0.73 (0.50,
1.06)] -
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