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FRUEFEISVEL
Pradaxa® Capsules 150 mg

i)

| Capsule contains £72.95 my of

bata-alanine, N-{{2-ff{dtexyloxy)carbanvilaminaftainomethylf  phenylfaminojmeiiyl)-t-methyl-
{H-benrzimidazol-5-ylfcarbonytf-N-Tpyridinyl-ethyl oster, muthane-sulfonate, boing the methane
sutfonic acld salt

(corresponding to dabigatran elexilale base form 150 my)

BRI

Tartaric acid (coarse, powdered, crystaliing), acacia, hypromeilose, dimelicone, talc,
hydroxypropylceliulase, ethanal 26%, waler porified.

HEMC copanle shell: Carrageenan, powssium chloride, lilasium diexide, lypromellose, water
purificd. Indigo carmine

Frinting ink: Shellac, butyl slcehal, isopropy] alvohol, tron oxide black, porified water, propylens
glycal, ethanol anhydrous, poiassiun: hydraxide, sirong ammonia solution,
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SERCTRAA OF R Pradaxa B FFLAR T 50T ¥ 5 308 2% pantoprasols «

B ded A SRR M BAETIENw M AH

HagRibSLRARA - SHEARELTRAFATH AR BMLLLE S VTE]

AL P B U SR TR A3 A
Pradaxa GYRE K08 B A58 B 0 MR 150 g (B 7S mp B R 220 mg (A H O my 8D
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Si¥e8t B PRADAXA §t amiodarone - quinidine 2% verapamil 8953 A ¢ 35 PRADAXA M EIE
B 150 mg (—% — % » B RAM &I 75 mpPRADAXAY (35 &0 "R EARH , )
HAAT RN AL EE PRADANA MG $ 405 A 30 £ GRS verapamil #4% - 3%
S 5, F0f B 4adE % PRADAXNA £ verapamil 3528 « (B4, TR & K]

A A (Kb R asTEE)
EESHA (TSR SRERRT 5 - &5 LEAAGES - BERAAZ  TREATH—
R 150mg (—& —& ¢ SRIEH A IS mpRE) +

hstE A (TSR B FHET L6ERE  AMH Prda it ol BAYESAAS
CCL SRS Tt RIBER R E F oA & (CrCL< 30 ml/min) Wigh A + ZAFEGEME
- EHBERMNAETRASEALLLREER (#Hi - M Rihypovolemial » B174C - &
BRI R B} EAMITT AR -

ErshiE T (AR R WIS )

S EMESARE B RRFHERA MR AR RET AT  REES
AEFHEER (ULN) 2R LA A « T FRIFFIEAR - B S SH S AR iR
B BT LSRR Prodexa » TUEISHEIEH 42 5 T AT R0 R £ R ATEER G 85
ARTEREGER -

$F (ot drhod 69T )
ERESOSRUTH ORGS0 E AR BERNE AERENIEY - RN GRERRAS
THIET « RIRRAHESL - SENEEHRTRARY

3 (BN REGRE)
A MRS B RET - BRNAHERS .

4245 ($3Earipde X ST
dr Pradoxa #5 B SE M A Rt a
REMRAC R - SUR T 24 R i 0 A b Pondaxa ®RIE R PR AR

i 2 K07 34 A b 1AM Proclaxs (3556 6 R £35S )

BarB b A4 HUF —2E a1 A R aget ML 8F 0 2 20 5F - S P A e AP B (8
AP BR AL 2 & 385 funfctionaled heparin » 3§ UFH]) ## sf » B4 dabipaian
elexilale »

Fad (4PRE AdvieE SHTRES
Praduxa & L350 0 A5 OUF QUG S0t | ARG S AREG A T A RELT
HEATHfRD BRABREE(VIE)

34U a5 B & AR Y
IEIRE AL M E B M R AR — 3 dabigairan et
A THAYB— & aRB L GaRE .

LS E LA s A

Pradoa SR B A2 B4R o M 150 mg (335 75 mp )% 220 mg (AR 110 mg B )
Rk e SRS R AR IS A b (0BRSS 2R R
=Rk M 2835 R -

BUF g A AR 6 Prodaxa S e BRI A IS0 mg R RAE I mp B E) - — R~ 0 AEHE
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v PATAET LS A UL R £ |CCLR0-S0 mUmin} [ R 055 8R 4 (R
Sl 0FE) — &)

. 4n i ~ amiedarone « quividine [554M Pradasa fob & P2k & (P-pp) 43403 (
# Kyt amidacone » quinidine & verapamit) 48 (AR OB )
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¢ LR Prdua S - BASHE A KRR S (CICLY t0E L B s « 5k
BEFALAERS (CCL30mLinin) 34« FHEREFLMEARERA
Pradaxa »

¢ EMAHNERN - SRARLF ST RS ERARL (S SeFRhypovoleni]
CHANARRRLERS) S FREATARIE -

At Prodaxa RS A & RS » Faiss (CCL » mlmin) %ok Cockgroll-Gaull 4 5k 5t + 4338
T L
+ ARAHTAELS pmoll
1.23x(140- - 2% It E [ ] (<08 » 5 B
Sa ik BLZEAT [smobL]
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(13035 20 (45 D 5[40 7 | (<085 « 230 dpd8)
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kA Pradaxe SR BERIN L AR IR S A AR K S -
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S ad (Fsaiir e

TR (OCL30mbmin} #kA % EIESE Prdaxt i& 5 -

HEVYATHRF S (CCL % 30.50 mlimin) £ A IRAUEMTE F o 4 & EBud Achm o
B 2 o B A SRR 150mg (BT mgBE) c—R—k (&R TEEME
1]

L3 PRADAXA £ & 5 PB5 S da dp {#} 43 amiodarone + quiniding &% verapami] Lty
A2 AR WTAES )
ARBRahZARUgA  WHFARBRRLTREATHT AR R LA (VTE)

Tage 2 oi 42

HEARMEERRRBEAGL FARS A EGE]
SEMET
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EREAME AR oA L0150 mg —A R ERA SRR T - BEANAESA
AREE R 2 - — T SUmg BE TR R H oy Bl -
AEadAHsTARMETASEL0H Omgr ~A 8K - M D FRAREN B R -
CHADS: 441> 3 - S E<S0 kg - AWM H H Wik - PAYHRT & (REEFBRE 3050
mb/nin) BaRA -

W ARENRLTER R R ARG EARRLTRAFRAEBAERE <
£ 5 THERMEE, 28]

2%
ARSI I £ AGEAT PRADAXA @ » BASERLE IS PRADAXA 5 +

REA

95 Rk LA GA LA R 220 mg 4 PRADAXA + 5% -- R o T4 10 mg %
RGN IR R 0 BB AME PRADANA 45 B4 200 -
Wb A (275 ) BH TR AR « AR Pradaxa Ry Bt s AGR
AR (CC) A Kol B EREL FHRE D (CCK 30 mb/min) &5 A48
Rt - % Prdoa FENRARREI S LS AT RS ARRATHRTRA
By AN, (M Kadi[hypovolemia] « Bl « MAGA L LR & REE
BARWRA T AR -

HESHANS R OREON FHASERSF  KUBELASOTRFURA LHWER
Fhite v
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Ju ik e B R eyl AL

Hird AREREAEA  SRLEEWEN (RANAMNAR R AKR) « LESA TS
AKLR PRADAXA 220 mg » S8 — L0 B35 110mg Sk » BR &% + AL E + 40 aPTT
TriariE A dobiguran o AT F Al Ba Rrdg ARFER BB AL EFAG)X
EXaRkRTEEAa]-

SRt REE R - PRADAXA R BERR S E HAE Mg A -

L5k

FEERBARES - QR ANNRS RGN E TR ERIEMERELABHC
SAREE - BRAMABREDSE R ERE AL ERA c FSFER L ASEERA &
ST P R -

g:};i&xt

N PRADAXA S8R - Bt ERAQRIE A ES (CCl) ME0 3 hi - M@ s
EERTHBAL (CrChe 30 mlimin) @i ARG » SRTHANSAEATHE R4 (
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JAEEBFL B B 30 mlimin) B AR PRADAXA ¢ Bl Rk ifibss A e ik 4 PRADAXA 14
FOEFR TREE,) -

AR FEEHN  SEHRLOTHETHFESEAS L BARN (Hy o el
{hypovolemial » LA - KA A % 2E B4 - R THERE -

Dabigatran =7 8238 6 £ 8 5 {28 B2 R I8 4 91 3b 7 i i RS IRJE MR IG AR AT IR o

S ¢ BT AT B (LGRS 30.50mlmin) @GA « RE PSSR F- KT iR

i
PRADAXA Ptk B s amiedargne ~ quinidine & verapamil
ERAFHBUYS - SARSL R 3000 H T ERGIFEROR 150mg s - —REA)

& PRADAXA #8158 ) #1483 5]
MAF OIS kAR B 12055 ¢ A ds PRADANA §EH 2 ALY I A e i -

ik AT £ PRADAXA
PRADAXA ZMEREEBT -2 MU BHGiMaiT 0 £ 2 1 rF - AR M2 30
(9 o3 BARYIE 2 4% 4437 £ [unfraciicnated heparin + §34% UFH]) 441 6 M5 0 «

B $EAb A K R AR PRADAXA
BASASES K A DEARRFULGME (INR) <20 & - B4R &SR
PRADAXA «

PRADAXA 8L H b g 4 K Hdn 3] (VKA
Hrdhan Ay CrCh v i A i A SO IR LTI M 20 WY RE PAF =
+ CrCLESmlmin b 7 S0 dobigatman elexilate £ 37 3 R MESHH VKA +
+ CrCL238 2 <50 mlimin ¢ %% 855305 dabigatran elexitate 2 85 2 £ MM VKA -
+  COrCL<i0mbmin: M
B2 Podoa §58 INRA45 AL SA Padixa £F 2 24 INR 7R RERLE A
warfarin 63457 -

SEA RS
B B I HYSE 0 B AT SR R PRADAXA -

A E i
EERL-ABA 150 mp PRADANASGSE MBS ATHRS LT T ERAM 2545
PRADAXABG (1580 FRuaLY, ) -

HBEE Ayt ANBATAGSE (PO
EAEALRL PCL AR A IRBMHA » TERL EhLEEE PRADAXAB S S
PR EesmE GY RN THRESRET ) -

P2 01 LAy
FEWEMA PRADAXA » 5Tt BT —&sb 2t E 0 6 -hafsm ity +
HRE RS T— AR ST 6 RS B Ak .
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B PRADAXA AL L i 170t e 7]
AR I3 IR 120 5P B i Prodaxs M AGEM LR AP -

S3f & AP IS BT PRADAXA
PRADAXA H4+BABG A FT-HAMBRHOMMIT 02 2 hob » A3F ki N £ i
(19 2o 4B 5ABRIE 2 0 S 4 [unfractionated heparin » S34%5 UFB]) SR ASMEERA

B G KR PRADAXA
BASRRES KRN BYASMERATME (INR) <20 5 - BERRASHA
PRADAXA -

& PRADAXA BB # i & K 3547 8] (VKA)

BHBANCCL - AR & K HAMGAMEONMET ¢

¢ CrCL250 mlimin © 2% ¥ BYAUA dabigatran etoxilale 287 3 & SI3E B VKA «

s OrCLas0 £ < 50 mlmin @ 509 B9 F dabigatran erexilate 2% 2 & M40 M VKA «

+  CrCL<30mbmin: 24880 -

B Pradaxa ¢35 INRSEG BLARE Padaxa 54 2 A2 0% - INR Al REabR o
Warfarin #54EA

SLmET BLAT T,

FE A PRADANA - TR R LT — RSNV E D 6 s f4 -
FHBEOT - SHEMOTH 60 - FEASMA -

Wi BT HIEHRO—F ST - MO ERE -

BB AARG R TN I AR DV} LIEHEE (FE)

BEA

PRADAXA B A #E » H— & 300mg (BX 0BT L50mp B » —RSR) » 4L
T A2 B T A S RE R

2R
SHED LB BRI R DVT) RUAHRE (PE) & R FRHREE -
L ¥t

LM PRADAXAGHL 8 r AAN RS AREAGRE (CC) HELFE - RAR
WERTHEF 4 (OCI30 mEmin) B ARAER - AATHABLETRTHRTE(
FLEREF T ERR < 30 mLinin) 45 AR PRADANA 1 83T 18RIk AL 24 PRADAXA
i (PR TSR, -

AEAFHERAMN FRARMTOETRABLEELERER (Hb - $hT
[hypavolemial « BLA ~ SRR GG RiEHR3H) « BPRAFTHEIRE

Dabigawan 7T 84545 8 | AL ETR R T I s i 0k M R LI {0 IR M
HRYER BT L (FLEAFH IS4 30-30mbinin) $BA  EESFEFBF-LFHRIE
i

ML ER S (CrCL) G4 30 ml/min A AR RS HEE  SAKIRE — X 300ng HESH
& (FRTH— 150me B —AHmR) -

Tuge 7 uf 49

WL THEMB—F - SRT-MOHERE -

o AL EFE R R (DVT) AIRIERE (PE)

HA
AEEKEAS R A MR Y RRLE A — & 300 mg £ &9 PRADAXA (BRom—
TS0 mg 3T - — RS SRR Gl -

2E
$E351 LiGH BTN S AR(DVT) A/ K (PE) & hig s s hee

[
Al PRADAXA G52 8 « BAN N AANRMERHE (CC) LT XER
REZFHREL (OCI I mlimin) GEARRER - HETRAHCTESFHRRE (
BLEERT S B < 30 ml/min} 3% A48 A PRADAXA  FLR S 2hag A B84 PRADAXA it
H kM THEBE, ) -
ERAFGHERN TEARUTSRTHASEALTLEBRER (Mo - 847
[hypovolemia) « R « SUALBE M X2 8240 ) » BB ITHII8RIHE -
Dabigatran ST 4238 7468 ¢ 42 0 3§ BRI AT b A il 20 S ) VRS SE AR RIS 3B Y L +
SUBLEFr e (CrC1} #4030 mliin 845 AR A S S » ABIER - & 300 my (% i
#(GRoE-—HIS0mgBE - ~RAR) -

2EA

dRESA (P75 ) EATFARTLONA - A8 PRADAXA &% - RAT5A
toRLEAE e R (CiCH) SRR o - SRR T AT HET & (O] 30 mlimin) @55
ARG SR AR PRADAXA 68 DNXLEMT AR TRASEOEANLN (He
* At Flbypovolemia] « FLAR SR B B8 B ) 0F 0 AR AR

FIUAEAE - B AARL —R 500 mp BAESE (BAop--® SO mg B —R &%)

AHBHREREREHRHLS FRARXERET - THRASMRTFEORA L RHEX
Ehide .

2E
BRI T -

4 PRADAXNA P & & w amiodarmne + guinidine 7% verapamil
BAAESET - S ALES—X 500 mp 3EEE (FROE-F 1S0mp BR —Xba)
B BR Al A
GHATHETE T HANER 24275 B - PERHET 2 (Ol 30-50 mLanin)

RAMYBERT RS (530 THBRBETH, ) -

AT - AR TR AR AMRHE -
A EEARTT LA AR R -
Mhrmshm A EATMMB S A A et - F RIS PRADAXA 3 «
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EEA

RSN (PT5R) SHTHRFLONRG - AR Prdaxa iba 5 + 5 &3 % AdsL
MRS (CC1) SHERA Tk » AR R RE LT HILT 4 (CrClc 30 mlmin) e Al
RiOE « R Prdaxa R GHBRARBE S LT RE R FAREE LR BETH
RS MR E RN (o - T (hypovolemia] + B ~ MAHR % &R o 0§
£ EH RIS T g RE .

RRATRAE  SARES—A W mg HESE (BRoR—8 50me B - —A&%)
StNBEL AL RANRHG N ENELRET - TARBIMATROSA L EHES
Fitrav -

k34
R E s bal

# B PRADAXA * P-BE R o dr i 4 4= amiodarone » guinidine % vempamif
ERARENE ' BARES R 0 mg HE4S (FROR—H 150mg Bk » ~R &)

HHLRBHHA

FHARTHETRINM SRR FE2 58 - PETHEF £ (C:CH30-50 mLimin) -+
LAMTEETN A4 (4 THWRMLETR, ) -
FAE-ARBTOHARRELEE -

FHSEARBILAAGERIET R -

HAEE ERBERAN LB L PRADAXA 4 -

& PRADAXA ¥ H 2 1S5 RE o 3 ¢
MRPRE-AREL 1208 4 d Prdxa AL HBRERY - -

thit shAliE e B B PRADAXA
FRADANA Ly £ HRAT —SLE A S B @ S 0 £ 2 s+ bt E x40
( 64 2o {BBRAYIL 2 % S BT-H[unfrectionated hoparin » £34% UFH]) £-71 6532508 W +

S KA (VKA) B PRADAXA

AXFRABES KERE  2FBEEARAHGE (INR) <208 - GEAKSAR
PRADAXA »

THADANA # & K ikdnat (VKA
R AM CCL - ALERS G KIEEAHTE RS T 2
¢ CrCR50 mlimin 2 #+ 4 BERLA dabipmitan clexilale 297 3 % M45EH VKA -
*  CrCLz3e £« 30 mémin : 3+ ¢ 57R A dabigalran etexilate 27 2 R M A5A VKA -
*  CrCL<30mlimin: S 28 -
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53R b1y

FERLRT PRADANA « (57T 30RO T — RIS I 5 05 6 D efslim i dh -
HRERET - MM LR 6 AN -

WA TRaRRe—& - ST - Mol -

LR

BN RS S R - SRR T MY ¢
¢+ BIUHSTRSS AR wHREMEEE L
o el R RR

s FEABRSSEEENARIMELE

REs
+ 240§} dabigatmn £ dabigminin dexilate R E 64 — B AT RLDEL -

* E R AR (RLEERN IR < 30 limin)

v ARAZRAE -FARARY AN 4 THARHUELIBRLOSA -

¢« BAMEARINARRGETRSY ABE 0 QNNGLGHSLPE -

* EERRS 4445 kewoconurnle, eyclosporine, itracooazole Gk (&M T AR )

* AXEGE
BEMELYER

BT 4
BT F A LSRR E AR 2 BRI URT LS AQTANR - 7
stk R AT SR ERGR A

£ Bl

LEAH RAPtiaE - SHARRE NN A PRADAXA 87 Y EAHER - 0
PRADAXA jLZ AN - e apm TRt d die « FaubAIE2 8 THEALAEIRT
WERGTR - P BRI  -

A HEAR AN A LR R POL R E

L T S (LA AT iy A 20-50 mlimi

e L dbiginn Gt ey AT PR EOREAE T S090 ml )
2874 B Acelylsalicylic acid )

B RENH Sk AT AR B 8 A5(NSAID)
Clopidogrel
A AR LR AR ARG
G T R T R
EBE Y HBRERA

: HZE R Rkt A

AR SARBARARES RN AR CARR
RS TR ) A
L L e
PRI

Poge 9 of 4%

$1 dronedarone 8 F %350 dabigatran & ¥ ¥  HUEFRIERNLH (4N " AdRsi
L3 F K N

it tcagrelor DHE €284 dabigaran #AAF - LEETHRAB RS BB B85 8
EA4¥E -

{5 H L A E A AL Ar$3 4 (selective serolonin re-uptake inhibilors » §i#4 SSRI1) iz
R eSS ET RS AR aiadi 5 (selecive serotonin norepinephrine re-uptake inhibitors
o {46 SNRIS) ¢R A R R BEOTERE -

2] fibrinelvlic npents ) /& Hik b b

FIE SRS R - A MMRANE (TT) AepRasagr (ECT) Ay
AL FEHEM (2PIT) A ERETHELR (ULN) » MTLEEABRE ezt (
fibrinolytic agents ) i5#k Attt b B -

it B B S BRI (e ERARR MK K Wl AT AHE ~ mRHONBR
Yo ARAREERE (Ll afaE TaRR) -

HaprebILRERA T BRI T AL W A 0 AL T RTE 2 AF B rr e B |

YVTE]

TAEE  FSI A AR A eI BB A4 (NSAID) f1 PRADAXNA (A 5F
R e AR« A PRADAXA MM - SR 2R B 12 At NSAID 2
HEWEEHANL

AnEBE v BRIl A G T RM B SRS
BEMcRBHRBRAER - AHHTESSARRES  SHHERoRFANERS
(45 ASA & Clopidogrel) 35 &5 b e RS ARLY ¢ 3 QLR IR BLERIAEE X B 3 QNSAID)
AGHEE BTN Sl e B - BAGE - THEAUAR PRADAXA ST
LABARIEE ASAMRAL 100 mp) ¢ Asbof BRRSGEARNEL YRS K228

L v RE-LY SRAY B o2 K140 2 dabipatran 3 A 5158 4R 4% warfarin f% P e A T SRR L

ASA % Clopidogrel » TeL5% B9 2 AILS -

fEftamy o275 RAASEREGPRABN PHROTHE  Ala (BHRFE2R)
At iths

YE<S0kg &% BMIQS 2 A 8o BHAFRRS -

S

## RELY 284 - f warfarn f2io$z - dabivaims clexilae 323U 3 541 8148 064%
{warfarin)i4 4 £ 0.82% (Dabigatran etexilate 110 £ & » B B &4} & 0,81% (Debigaras
clexilale 1505 & » 458 13 « S WUE B dabigalms clexilate 582 Mo B ikl 2

(= [FezTsm |
EEAARZ4E BEHE £ & % 24550845 dabipasran GRS Y  TaER &
—dik B k4 PRANBIND ™ (idoruciruenal) [5- B 75 8r@itadbinmd , « Tdplrniit, A 0
M, AE]

Pradara 5 B S R4THANARUL AN EMN > RASEASARA TS HER
dubigaran # M &AL AR T8N 2 22 &, dubiguican 855 58 0855 .

£ Pradaxa 8 A 04T O EIERIR A A SF R (NRMERIE L2 T + F A AL INR 45
iR+ Bk s RERFF INRAERE « S Eat et 8 (dilwted throisbie time « 4TTY + 42
B A BER (ecarin cloding time » ECT) §if 4L 6 & 32 &4 8525 1 (activated parial
thrombeplastin time + 345 aPTT) Kedih TRAF W4T L@ @rik 82 5L &
FHAAEER -

2T AR B e B RS A P AR R

e (gAd) HAE

SR A E NS & Qe S adde R vh Spy
dTT [ngmL] > 67 > 200
ECT [x-IE & A EM] AW >3
abTTEx-t5 E £ {6 LR >3 >2
INR, FE R FEaiT

s dMEtc Rl s AET YRR S HEE]

42 RELY Shexd « § 88 150mg s (— R )UK HESAL S S8 aPTT SHAS
FEE20-30458% - L haERRE -

BRI BARST - FHRTE (EHSSNARUTAETE) SAGRGETER
4o « PRADAXA R 7T 1 3 80E 5 4752 £{CrCL € 3¢ mLinin) @345 A -
AR T RS AR LA PRADAXA «

T AR (30-30 wlimin CICL)Y ~ $&2758&% ~ $Ebar S0 ke~ SHR VE P8 el
HHFEE - TR ML ¢ dibignan AL« SAZ P RELBETRES
B (% &8 TAERE;) -

A kAR PRADAXA SUF SIEER BB Wi A T™ A - L 00A T3 6 d Al e ¢ BRALAT
k(AP ARBRADRETHAMAS AR RN E S WL B3 S AN At
VRN T A - MrF FAFE (LMWH) -~ fondapanimx ~ desinudin & b2 AF A -
GPIWII 2 &5 8] - delopidine - daxiran ~ sullinpyrazeng + rivaroxaban - prasugret - #U5
K BEGM PR aipid - His (KM ) irnconazole ~ facrolismus + I E ~
rilonavir » lipramavis + nellinavir $1 saquinavir «

oS EF  PRADANAY S P-354& fr v 8% glecaprevirpibrentasevic £ 05 223 3 i 5 R Al
friffhe dabigatom 1A E ¥ » ETRM A Al A 8Hy -
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B Rt A (LA RASHRMEZRES) S22 00X F 4 ORRIN 0 -

B 15 04T Prodadn $HAMAPRG A B R B0 O AR SR TH BT 2051 ¢ 205 R AP IR IR 0 R Atk
SRR -

Bk » AR B AR Pradaxa 200 « SESREAT ka3 24 it h 3RIF (BiFsk
defiied KIS sk Bk ) -

F RS AR R GET
ELBE PRADAXA 35 ARS FHASAREARAS  BARREH® > L &7
F R TRA AR PRADAXA +

[ MBS RARESA S PRSI NLE]
B P B B AT R R 2 M PRADAXA® « 28 M G304 RS S48 fLabrg ey
HAKRE P PRADAXAMES (—A R4 150mg) {(HhEM "HEAE, ) -

of KRS BT A RS R R A ARALATEN 2% « T4 0L PRADAXATL &
—$4 % $43 PRAXBIND® (idanecizumab) «

R dobigatran SR AARTLRET A S AL AR AT - £ PRAXBINDY
(idarcizomab) i i 24 S 0FS 0 RFALEBEEBTLERENAF ORELHERE T
LY PRADANAS 3 -

BEAE
G deRE A - BARAR RS LT IHLNT - TRAE TN PRADAXA -

EHFakEangat:
A EERS NN S BRU SR 2B RIA LGRS TR PRADAXATZ &
—-{LR 428 PRAXBIND® (idarucizumab) » [£ £ "4 st M B A, 8]

SETHBALER

PRADAXA BN B F# - bR TH G  SfG/EFELE IS ARG —RRE
PRADAXA 12 8588 = bt F 81 A AT » TR H N e RS -
HARLFHAEALILE

BT EEARBAERAAS M2  BYIRA PRADAXA £ 5 24 .[5] - St H 6K,
HitdH #d A RLDTTIRAR THFLAARGERFLF  ESEHFHTH2ARG
£ARF PRADAXA « § (5 F 245 A& dobigatran S RAF R T4 & « Ltz RS
LH - ERYEAL - (FFNRIM TRIRAL,) -

A BRAUSEARTRLTGTRARAY -

SRR SIS E F A

PRADAXA $t P-52 % & 3545 7§ rifanpicin S 7 £ T8 2 5 F dobigawran R B FF4s + S
F it (Wil 82 E A cubamazepine. phenytoin) B ¥4 ¢ iSa ¥ dabigann
CERMEERSEREEE (WER TXEHA S N TRASORARATE, ) -

SACABESE B fa A
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REFHERS (OCH<B0 nlimin) ¢ AR THM PRADAXA » 0r b A > MIAREX
FHARE Y S RIFEEA PRADAXA -

E R T B aww+mmuoum¢& HTE ABFRHBRUERLEER
B R 3 PRADAXA 2 % 12 B i - é%m&ﬁ& B TRsE -
ARl RN AR TS EALPH -

Shatso TR EL BRI B
BERRGREIRERTURATERY RIS LS -
AHGHFHARATHS - SR ESMR MR35 6 SRR TR AR
Bre8E -« ABR G 2y ESEY 2 b TEME - PRADANA - Z85A5 R
BREMNE  BHIF RS R KB ISt A SR A NER

h: E R oA
Fop b AL T R 5 PRADAXASGS:

EEAR

1A PRADAXA STHREALZ AR GRN (SHRefKIBRA) - THMHRE
EBA {(HEN TPEMEEFA, ) -

Dabipatran etexilate & dabigatran {F $E324& 2a#i &, % PJ50 (cylochrome P4359) R &
Bibtakd » AWM E X PISO YFF AR EMBE < @i - doblgawran erexilae 2
dubiguiean BFRHELAMGEHIENN (28 THESIELEHTAL, ) -

fAP-BEE (Pup) HREHA

P23 %y 3ndi i

Dabipatran etexilate 2 - AHEEL & (efilux ransporter) P-A255 & {P-gp) WA » £t P23
FaxHE (= ammd:nmne - verapam:l . qmmdme £ &4 keconazole « dronedarone -
ticagreler ¢ clariit B gleeaprevinyg HMESHFESHENSE - HE e
£ 5 &) dabigaran A #5 -

BT L P8R & S 8R4 & 44 ketocomarple - cyclosposine ~ itraconazole +

A I GER 7 B Pekf & & 4% 4 £1(20 emindarong, quinidine, verapamil 2 tieagrclor)

ArinerBARERA  dABLINRLTEFANRTHAL FRALRES)
k\"‘l‘E]

PR P8Rt Ap @ BA R PRADAXA b 5 oM i i T r s M THsME M
TREMALEHBASE, -

EEEARE i BRRasARE TRATFHEE]
HAEARG P PRADAXA SLEF PEEE QIR M f + SIERA SRy -

fem A S H R R B 2(DVT) RIZAG 2% (PE)L
FARLBNES  PRADANA L P-EE S MU RS « BRAHRITHL .
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Clarithropycin ©

% M clarihromyein 85 + JE25 2 205 45 debigatran £ 80 19 % BESERR HEM
B (HER TR B0 0,) ) « S5 ¢ B3 ed dabigsran g M clarithromyein &
HBEORA - AENRERERSBMASEH L ZEHR OTRE - Bk« £ debigatran
efexilale #2 clarithromycin A &+ AR BS L Hat (AR EEEEFETHEF DS
A B ERNESR -

Ketoconazole ©

LER NS T AN, keocomalk 24 dobioaman B EF T HS 2518 (B 150%)
(SRR TREL o $t THRAROL RN D ) v BEF RN & 41 ketoconazole 4
fiag -

Proncdaronz

%48 B B3390 § 7{ dronedarons 2 36 + dabipaimn £ A4 SN 20 15 (M 119%) f124
i (M 13632) (4R T4t BimH S ) - FRMFHEA donedarone &
[ E ]

Tleagrvlor !

RE L MA LM L vicogrelor £43:2 0 8554 - Dabipatran £ B4 S84 1464 (+46%5) - &
AR TindlE (Joading dose) ) ticagrelor £LF i ¢h 75 mg dabipawen etexilate 8% » M0
17348 (+73%) »

BRI 315 2 ticagrelor AR A 7R LS » dabigaian R ALY AAF M b
126 4 (+26 %) M TS5 aE (loading dose) # timgrelor 2 210 mg dabigaran
etexilate B -3 v EAD - {49500 25 428 M dabigatran 8 2 b3 TS A1E 180my
ticagrelor * R4 B3 404 b KBRS (427%) -«

THEMPREOHFURMGARAREAT  RUESMATIAES - HHXGEH BN
ketoconasolednig ¢
Traconazole picyclosporine + # & M Pradaxaf g »

8t ¥ Erposaconazole i BER LR SHBME R « R IR Prdaa g A -

P&t Ear ey

Digoxin ¢ f2413) 24 512 B & REFE T A—A T + Pradaxn 8 digoxin #8824 digoxin
ABE - dibigaen ME BT FERFBATEG L - GRS TSI RigH )
&J } .

P-BR & 4T A
£30600 mg sifampicin (— & —a£) SHTRLM - daH H AL - 28 dabigatrand
AUCes FEConn 53 MFI-’.!‘».G':’%#MN + 4 H et }é ik B (H dwcifampicin - THAMYE

s A AR SRS R A R(DVT) &/ A%k (PE)
A BE - PRADAXA 81 F P-BE G M 21000 = » AR Em -

Anwilodarone
# A amiodaranc 8% » GBS KA dabignlean £ H TR S 1615 (B 60%) (35 £ T4
FRARS il h g, ) -

[EsEEL R RINPSATL P AR AR RE
£ RELY WL A - RARNFAY 4% L RREH S aRmes -

e SRR F R VIE AN SSNSEA - A S%E dbigaan
¢lexilate 34 amiodarone ;5% AR Pradaxa Z{EFA-R—-K 30mg (ZM 75 mp R
+ dabij ilate $% omiod Moy - LALTFL M (RERBAZTETSE
Z‘i‘ﬂﬁ"u} CERESFE AR LR -

Verapami :
2 PRADAXA (150 mght o S %1 verapamil 47 & + dobigatran &) Cous 32 AUC G415 » 3t
LS ER vernpamil 44 M SF SRR R A FE R R -

EE AR R ARKBRATL T AT EERE|

£ RELY SRR WL - REKREMB 2% LRMEBHBHBRHE

LREA dabipawcan 28— D EHL T T~ R1:k 203 verapamil & - dobigatran tha 5 3 pEFE A
(Crmax £ 5 4o 180% « AUC K #1380 13052) + 2 140423 verapanid 53 (Conue Fp3¥ o 94085 »
AUCES 9Bl e 70% ) 4 81 5 & vorapamil 3F (Crua 8958 52 60% » AUC B34 K b5 50 ) »
SRR RIRIMAR A -

B - dobigatean fverapamilE A 35 - LF R T EARRER GEE R K FAORE)
PR AR ARG ASES NS R EE X 27 5 48 4 dobipatran etexilate $1

verapamiliG g l”l&nﬂ’mduu&?ﬁii FE&—R—H150 mg (27875 mefF R ) » PEF S

F ¥R AP it 2 dabi prrilit i oY 0 ¥ A Pradaxa M B RS —

RIsmg (30 Tasmg dinh g, ) v

& dabigatran ctexitate 88 vepamil 18 + AL AGE Bat (BUSHESTATALT L

Fh Y o 55“&&&1@“”%!%5%4 -

Lo ER A dabigatran efexdlale # 2 h et B veropamil 3 - AREMAF ZRARINA (Con

Fg’g% “)}?;.-E:%Uﬁc oty 5] "m"') CRERARE I dbigiran EZ 2B

1451 1Y

Quinkline ©

% A quinidine 5% + 3% 244 0 dobiparan B FEEH R 1545 (e 53%) (4SM T
Bk REQNFE, ) -

LRLH R 2R BRI T AR P RA IR B Wiy Ak I A - %5 B) 818 5 dabigatran
clesilatefquinidinesi g « MAUSPredaa sy fd S A~ A28 150 mg (2 7% 75 mplE k) -

Dubigatran etexilueptquinidine b M of - L &L Hark (LA ABAEYEROR TR
R ALY AR T HEELN -
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HE &G ERBLE N PRADAXAMERE TH » SRR ES AT TRF A5 -
HET RN G ERPRADAXAG S WS § - B 50 L4 4 Prdiaite » FRIERH
Sy R -

GRS

DA ERABETRTRES - ATSoGN » 2L -

EF A

B AR S AR AT R4 -

ETOpkg HET (ARALSERTH S @)  ARLHR S DI NmEL 8 548
FUBERRTHEREAMBRRE S APEHIAEE RO ML RS « shhir s
BAEBE - RHAANEFERAT SN T (ARALYERZSSZ 108 -
THRHGRREREERTR - ASRLARA  EANMARREY 29 CBAE
HOMET (BERABALTREEE ) THEMBLECSHE -

BRELRBRARS OBE
B3 s PRADAXA AT TR EM P RM SRR D O FR «

FREA

T

RS AT M+ aEEE SiFRat
E-REERTAFRTEABRATLIRY - 15 10,195 ZGAE 6 FoFLBan

HEOPRe R RS KT BEE SRR MGE - P 60651 AN IS0 L 2N LA
Pradaxa {ER—:R) 5

[ RS B RBGARL Y RAL S B EE]

EMTCE HERAL PR SR RERE G RELY S0 ¢ « BAH 12,082 241008
& dabigatran clexilate 355 > K¢ 6,059 AJE4 150 my dabigatran elexilate ( —AHA) 35
B SIBUL 10mgHE (—RAmR) w2

Fed g A SRR BRARDVOA/GERE 3,

LSBT R E £ 8 (RE-COVER ft RE-COVER I[) ¥ - #13fd7 2553
WG WA BE doblgatan etexilate HRSHSH - HELRLFHE—2AR [0 mg 8
dabigairan etexilate #45 -

{H by AL A B S H 57 0 AP0 £ B (DVT) /RS EE (PE]

LTSS R IR A R iz L &tk (REMEDY #t RESONATE) ¥ - #8354 2114
e RWA B dabigatan eexilate 5% + L ¥ F S52 a8 RAF % RECOVER Rk ( B3
A RRARIEEGH ) BA REMEDY 8 » AFISHAS LA TRLESBUY
ATE R 4 — A\ & 150 mg dabizaiman vtexilate 45 ~

Debigatran eexilate $+ warfarin S8E55 4R ST AAN - LA SSRAT REA
dabigatran etexilate & wasfarin M4 F (B ORI MM ) - Wids s dabigatran LM
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PAHTRNS TARSAFREEARGER (RB0S &% 3 5) GoBMESARN

aﬁ 22 WHILF LRS-

BHERE B RARMEERELHE (RMGS BRROBH ) OMAF OGERARA

A ATRBREURRERARHLEA LRGSR (G5 RAIRA) A AR

HISBHBFLRS -

A B BN P f ik
LA H A R B R AR B AR BT S8 R MedDRAKR I r R 4R
AEEREREFIeT -

—&@my  RRSAT ERE N dabignime elexilate SBRSHERIEE  ARRGARSETH
EX X0 T2

[ SR Tt gL eiral]
F AR RIE B M R BRS04 dabigmman ewexilate JGR L FIR M ELR R S A - S
HEANNIEBEL S B enoxaparin AT AREFEL RBaA -

Ao s A AL YR - A ABRENA RS F Ra it NOET &
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M RA R ( M2%E 159%) -

(6155 1 A L IRAT 3P BRZ R(DVE) /G A ir e (PEY
iR warfanin ¢ 7 fSLAL AEAA RN B g A TR PRADAXA S8 8F  BoL M1RR &
AR H RN (L G 19.0%) » MRERRE 0 ML RRE (1400 6.5%) -

FRAEME

A AMBEEMPERFHRLIREREETH AL - CHEHORAL e RES ¢

Afd A REASARRE BRARMEELER R AR LAREHGT LEK - 54
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6.6 % SPUREHRARRIEMEROBAR R4 SHIEHTHLER HRE LM
% (PEHSA AL RE-MEDY 584 194% + 4 RE-SONATE 83 10558 F 2 5 R
HE2g A EE® RSSO lSARSL TR ALNAT S HERBALET A
%t { System: Organ Classes » SOC)Y -+ HbASARGEN AR ESHAHEA N RETE
-2 2

25 RAIUIRREARRY FREERERLESEAN N AR AT LRGSR AL (Y
) (mAEHH) -

Dab;, Dabigatran efexilate Enoxaprin

150 mp (ra&-&) 220mg (—&—%)

NA{%) N{%) N (%)
BEbEd 1866 {10003 1825 (1000} E848 ([00.0)
L 24 (13) 33 (1.8) 27 (1.8)
2 di A 258 (13.8) 251 (13.8) 247 (134)

RE-NOVATEMREMODIESM ¥ )T R A K F XM ENnEH 2T -

- Higdls

AETFRR AR AL VI L e o HERE £ £ SRR ARRO00L, () A0E24 mmwoliL; 2p7dt) -
ABFRGOEARS L  FREBEMSIBEL L2 ARIEe -

ST - 5N - gritFRda -

FVIGR A

s SEBRFEHALA

BEEHA (RERATGOUE[CTRFG) AEARF AL (EREA i Saind
%) SRR FHGRM -

e o

[ErREE AR RBRARE T RALFERE|

B SN S EPEEE TR
£ 6T RELY (U ¥ b 8 M MR S oy L AR -

& 67 RE-LY 8P M AFHQF LRS- FrH(H)

Dabigatrar etexilace  Dabigatran etexilate
110mp » — KR W0mgr —AGR  [Warfarin**

N (%h) N (%) B (%)
PR MRl 015 F.076 5,022
s 15 800 12,033 18,791
B4 H ¥ HMBE)* [47 (2.92) HOD (3.40) H26 (3.61)

s Warferin &8 ek

EARBEWAREGEL RS FRAELEIRTEAFHOTREL AL - iy
b4 - BTHRERAL ARG BART -
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o5t HE R 8T £0,70, 0.93) 940,82, 1.08)
P-f b.oon7 4070
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H4> Warfarin €4 Rkl
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”: ;‘g:{;‘;;g“;;‘}”&m‘ 229 (0.19, 6.45) 0.42 (0.29. 0.61)
ha 56601 Lo
R EFH 1,759 {£4.78) 1,587 (16.60) 2,169 (18.39)
JLRAT Wasfaria f A Fe .78 (074, 055 751 (.55, .90
{95%IEHEM)
P < 0.0001 [.on17

IR e

" warfarin H ¥ LUEE INRASHE2ES

CEALANCIHAS GRS LM RS ET RIS MR &k -
CHARRARRL R A¥S

& % S{major bleadingdob S H 8T — & FIHIZA 1

s BRELEERPRANML QYR YRERE  AmBREREY 2EMYE & -

ARG H ST A& BEAEEY £ B (Compariment syndrome)$5BLE ~ B1A9
CRFBREMN N A AR A ARG AL BB

EAHLEEHECAT —LFABES  BAEBARL G LA

s A - AR g R - 2 AcETERE Y SOGLAS pidl) - e ke iRLER
EP SR EFERLRFREHCRKBRSEAR - KRR ITEHSRREGE
2

it warfurin - B2 R E dobigatian ewexilare £30mg (—RHR) #8156 my (—R Ak
) A R AR R Ba - AR R, - PN S MBS 1R < 005 &
2% 2 dablgattan giexilale #8H A T2 SFEMF L (AEIHEE) - MRS RE
dabigatran siexilate L1Gmg { —A R} 652 358 - 3L F A ) ASLRC S48 warfatin (R
0,81+ p=020027) «

HEEASUHFE SR ROVNAIEYRE (PE)

LAY AT (majorblecding events + 1345 MBE) 43 TEEL AL LSS, (

Internationat Sociely on Thrombosis and Haemostasis) 2 S MK « S HAFH BT HUF —

£ SRS pAN IR LY

L - 37

* HERGELGRABTHA T fiMnds - SHAEA - BRER RS
CHEMEA S EBERS  AAMETEEH (companment syndrome ) SERAIM E
dc AEEHMMREKARGERNRATT RS  FHANERR L FH -

* RRERERETF 00 (L2 mmolLl) » ARV ARALGEAEE Y I Eimd

£ e

R T TS 4 B 2K RE-COVERFRE-COVER 115116 sh A b st e e/ ir B 6D
AFE e LOMAH T TAN S FAKEFERR LA - REANAFFAESTLE
5 55 £ 5% dalpha U F B fadbwalacin «

&7 ARE-COVER#RE-COVER I4-45 56 B A H i /MR £ 83 & K4
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£ RE-SSONATE S48 4.2, A i o W45 6065 /£ S 424, & dabigatran etexilole fazx S04 » & 2
AGLEANAFHO0IN) - RRHALLUY  EATLEAHATS - Dabigatan
chxifate MABEMER B LRGSR BERRNEHAEHAGLD - SHI|LEM (S3%
208)

ERE R
A8 $14% warfarin - dibipaln clexilae 898 BEXLABSERRS - SEFARBE RN
A (LML - B RN~ T FR)  HEF S5 (aisf by
GERD - o R~ BHBT R AAda - AT A - HakBueEl £ - 18E8)

fadest warfasin « PRADAXA R B B & TLAS RS (B £ L4 8) « £ dabigaran
etexitate 110mg £ « dabigatran etexilate 150mg MR warfuin 8 » X F O HR T AL A
JREPEE L HY 116 - L3TNE 1.67% (&4 ) » % dabigatzan eiexilale 110mg fa
* dabigatran ztexilote 1530mg jt & warfarin 2 » RA LS P AE BRQEE RHHY
D573 -~ 0.7 B D492 « £ dabigatean clexilate 1 1fimy 42 « dobipatran ctexilnte 150mg ja &
warldin 0  EH A MEREOETLIRRFHA 59% < G130000H 402% - frit & ¥ RIS
BAREHE LRk AEL -

A 5 F N H S RELY & » WS4 dabigatran 568 600 5 A MY S ASTHL
ZERAF RRARIY)

Dabigaltan Warforin 3§ A warfarin & £ R
elexilate W
150 mg (95% 45 HL B
—kdk
FERHFHOLREAR | 2456 2462
ERBEAFG 25{1.0:%%) 40(1.6%) | 0.60{0.36,6.99)
ELEES (0.1 %) 4 (02 %) G.30({0,09,2.79)
[T 1004 %) 12(05%) |0.83(036, 1.93)
Baritfa F{0.2%) 6(0.2%) 0.66 ({115, 2.36)
FASEENR LA H (4.4%5) 180477 %) 056045671
RS 354 (14.4%) 503 {20.4 %) | 0.67 (0.39,0.77)
EASRENAYEE  {7029%) 55(22%)  §127(0.90,182)

Tl g1 2 A WU bR Sk 2 8 v dnaREE M dabigatman clexilate % warisoin
ERMUE S (RO RGP ) &30 045 dabigatran S M R R L ROP5H B A F 4
oA warlardin 6 AR £ AT Bk | 2 warhiin SUE HAUSH T AR BN S ELE
EEEsh .

RS AL EELRA WRA(DVT) A/ IFRE (PE)

FRA=FE (wajor blecding evenis + 4§ MBE) 43§ T@IFRa Rl b & 84 | 2
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%
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¢ OVHALERSE D 20 L (124 nmalL) - & SH A AR E Y 2 Bl
F iy
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etk 055 § 041, 0.72)  p0.0001 ) B LEITH A2 (LHk 071 [ 0L, 0.83] + p<0.0001
).

£ RE-SONATE (Rl » Ba-sl T— A S AR A T8 « pER TR Y4

LI -2 ¥

Atrf R Y 0L Bl &

FUReANEE Rl REE 2R eala

FLECEFESa BN A FRMRL - AN RL 2Bl L BENY
EZFME TSN { companmen svadrome ) AUALE M A - G B0 .
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Dabigatean etextlate | Dabigatran etexilace | Warfarin

130 mg N (%) 150 mg N (%) Rea

5983 (100} 6,059 (LB 5,998 (1)
HaRR A 399 (10.0) T47 (12.3) K15 {(13.8)
e 73(1.2) 97 (5.50) M{3.23)
ER-F-3 66 (1,10) 67 (3.10) 107 (1.78)
S thA 196 (328} 27745 155 {2.58)
ELEE T E 66 (1.10) 84 (£.39) 96 (1,60)
ABEsEHR 735 (12.3) TI(12T) 220 (3.7}
% 135 (2.25) 1344221) 15 (0.25)
nEH 75(125) T1(1.17) 11 (0.44)
WHET R 25044.18) 234 {3.50) 13 (022)
Tz 35(0.97) 730120 12 (0.20)

BHAR

*RFARARYHTFRASLARAS ARELEANLAARLRIARER

4 RE-LY sk + PRADANA %<0 1%E VAHBHTSHAR (A Fa5F - EF 5T
R BEEA - 2ABBREL RS RARBEE -

AE3h R i ay
M RE-LY s & mria B3 s s s R B(LFDR BB na 00

& 93 RE-LY 80 h b sh s i

[Prabigatran elexilate  [Dabigatran clexilate Frarfarin’
tmpgr —RFHk  [150mg- —-zHx  N(%)
N (3%) N (e}
RS AR .83 (1.0} 0,038 (100.0 5,998 (100.0)
ALT % AST > 3XULN 118 2.1y 106 (1.7} 123 (2.1)
ALT & AST > SxULN B6 (0,6} 45 {0.7) 50 {0.8)
ALT £ AST > 3xULN + i & -E{l1 (0.2) 14(0.2) 21 (0.4)
>2xULN
ARag

# it PRADANA ehf 80 - A BB TR YR RAESGE - RN ALAREHEwy
PRADAXA » §Hbosi A B e AR »

fiild

HELHARHTE  RKFEAR  RFRBEGRE - B & dabigann 2 586 TS
Fr o BRI ENWAE -

BRABREIASFBE GIRRGS WS 2N T+ib o SHRARMHK -

TELRRBY dabipawan SRIVEALE - TRIEB I - B2 L 43 PRAXBIND®
(idaucioumab) {$ £ T HIBBL SRR, « T FEREAMSEF & TRRRR ]

s ST G AR M AN b
TAREARIEWRARFOHALRISRIE LR Vila BF « HETER 00 fid
TiE 1 dobipaton £ IEATAGER » ML LI €5hR BT IS 8 BN AY AR AT R B
AR HRAR « AL Hef(Congulation 1¢515)4& 1 B384k iE 44 dabigatran 48 a9 R4S 4 - TR
HETE - LUREMRE Y E LS A RSB SR RO THERA &0
FIRA s M A RS B RS MBI -

W EF G G40 dbigatran TH A LA RAPER + R I LRGBS A (2R 8
RAER CGAEN THASH BEDAS, ) -
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BRGE OEYAR g Il
ATC 43 & ¢ BUIAEDT - dabigairan viexilate

3221 ]
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Dabigatran etexiiate #— 1 £ F ATMEE » R R4 7 BIFH » UL + dabigalran etexilale 77
MR - B ALK A VP (esteraze ) AANS dabigatran + Dabipatmn B & K& 8
EREHRAS RS - BEE - TES RS IEPHA -

Bk

WAL ARSI R R P - AbAS (N BIREE G W A ) RBMAK S (fbdnogen) $
9OEIEH R G (fbrin) - Fb4p AR HRF A B it A ¢« Dabigalmn #7557 7 $15AL e
A - PLERA R SRR A LY AR I B B b ARARE -

5 RSN AR R ST 0 RS S AT R AR b - $SR3E AL 8) dabigatran
2 A &) dabivatron etexilate ¥ % L buinah sk & AL 276 +

£ 0 ) dabigatran KL AR AL £ 45 M AL M B W0 A BRI -
Dabigatran % {E aPTT ~ECT M TT b £ »
AR

R E b RE AN

JE¥e B 220 mg dabipatran etexilate A 2 P IBIRS (R I RS 2 AEY

dabigatran & 7% B B 47 F M4 V0.8 ng/ml » 33 A 35.2-162 ng/ml (F 25-15 0 e fR s m

) v AR R RS (FFrPER 220 mp dabigatran 24 L3 ) £ $ ¢ dabipatran 405

AR THES 200wml - BRA $3.0-357 ngiml (3 2595 WA ) -

f’é"{iﬁy& Ak B R AT 27414 220 1ng dabigatran etexilate ( — 7 —ak ) M FFEAT

R AR OHARN

S (AR RS 2028 o) AN Es R %Y dibigaiom SEGT 90 Aoty
#7 ngimL »

¢ OBR ORI B 20-200EE) aPTT HEE 00 H S0t 510 AAR TR LR 13
.

AP END W F A DA X0 T BT RS 220 mp dabipatean elexilate ( —R —h ) AT IEEE

B b FES 4R WA A 4T ECE Y -

WA M RSB - Al E (VTE) A Bilr L R

AR P4 BT B EORAWS  RULARLETRFTHFRHGHA
(AT —RERASASEES - 5 -RLRMEERTH) - SmACRLAAR B
AR - S 2T EPradine 75 S 110G + &£ 4845 8 © & — s Pradana 150(78 mg 2F0YE 230
AQ10my 218} | 2 U7 — 242 A 42§ — Henoxaparin SO A -

RE-MODEL3tS: (EREIH X)) L3648 MA0-105% - RENOVATESR S (WHMABNIE) M5
28355 - RANSHGRABKIHAENTG A (LM AMMA (NS -

R A BRI B MR e (4L RIPE] » MOSA R AN Pk it
BEDVT] (EWA HER) ) AMFFREALRECHRGRA EARREZRRE (2
FHREAARRERRARUA  (ART AER)) RERERERMETHESRR
A R BB LA NF R BRI QN +

LRI A R IET > AT RAFEEATRE N Rt HmEHEIRL - Bt
Praduxa 230 my G 150 maaf iz 2 i A0R 3 7 4 shenoxaparin + Pradaxa 150 mg#] 4 04 % X 4F5h s

Page 25 of 49

A4 42 5 enoxaparin (4 KL K | 0.97 1.07
Haft
9346 Cl {0.82-1.13) (0.52-1.25)

#12 : RE-MODELMRE-NOV, .»’L'I'EM‘P %—ﬂﬁ* 2] fji i B4R

hidg bi; elexilale Eroxapazin
"’Omg(—f. %) iSDmg (—#—x) {d0mg

RENOVATE (M)

EHRAR 0 1,146 1.163 1,554

f(’;‘,ﬂ;i‘*ﬁ'k' 2 ¢240) 15 (13) 18 (16)

o
RE-MODEL (68 )
¥ Afn 614 703 694
A HAENH
n{%) 6 {15} 9 (1.3) 2 (13)

< B AL B RG H R E R BRI

PRADAXA St EARISH AN REEY &880k J0:0 78 4 R 4 5 A7 1% | Randomized
Evaluation of Long-term Anticoagulant Therapy] ) tXEx @A ~ A 5 &0~ IFE <R #R G Ha -
F IR - AR TEME IS - B R AR G N c LRAE T ~IRL
FHRALERBTFGRA SR TR NYL PRADAXA (—& &4 110 mg f— K&K 130
mg) SEPRS T2 warfain GEHEGE VR 41542 2 £ 3) kiR

ANTEETE - Febiiminh {TIA) b S bE

L E B L fesilils

HEHRZ -2 2aH-CRBER 24 (New York Hean Association Class 2)
A4 275 B,

Fap205 AR T ~THAM * BES  ERGMEN (CAD) X3 A%

» 4 e e .

BRERERAAREA TR i ¢ frenoxaparingi £ (£10) -2
AR ¢ X E KA B YR ¢ BN I 4 shenaxaparin (& 10) -

AR IR SOS L thi A R tRIE ST R RS -
HAEMOERST 3RS ART AL ERE R LR -

ARE-MODELSRE-NOVATEM & 162 (55305 54055 M A )

0 my %% Pradava

SINHRRESRE

P PRE S A  ONM SRR R A RIRSA 0 200N T Bk - RSk
i Fdabigatran e R E LR EFR b b sk B AL S -
AEEARTENEFTE  EARRALLERLBARCHESROTHALH— bR

HOFfias «

A ARG A ST R A 2 At oo st IR T
WG Il e R T e R L2A1F -

T 84 & [0S -

& 10 RE-MODELHRE-NOVATES 41 § a3 sk il MM & K HF Bt b it E RS AT B5E

ok
INEL Babigatssn clexilate Dabigatran elexilate Enpxaparin
mg (—AR—-k) |[EB0mg {-R—K) 40 my
RE-NOVATE (4§54 )
N 904 583 917
AR (%) 25 {3.1) 38 {43} 36 {3.9)
#d #1 5% enoxaparin 63 [, Kz { 078 LU
ik
98% CT D.48-1,27 ¢.70-1.70
Re-MODEL (BB &)
N 306 527 511
4B (%) 13¢26} 20 (3.8) 18 (3.5)
43 B #-enoxaparin 89 B £ [ .73 L0
HE .
5% Cl 0530147 (L58-2.0F
&11: REMODELARE-NOVATES 82 SR MMNAA BREAREEATRER
LR R4
b4 Bl etexilate Dabigpatran etexilate Enoxapain
220 (—fR—%) [I150mg (—x—&) 40mg
RE-NOVATE (58 % ¥
N 880 874 897
HEE 5 (%) 53 (60) 75 (86) G (6.7)
F ] #i ﬁ" enoxaparin £ & x { 0.9 1,28
(%0
9556 Cl (10.63-1.29) (0.53-1.78 )
RE-MODEL (32133 )
N 303 536 512
FEH (%) 143 (36.4) 213 (40,33 193 {37.7})
Fage 20 0f 49

BB J2 6 IRA SR ALE 18103 A - SR BAL D 2 B« SREFHAFR TLS K
CHADS; T84 8 21 « AGKE SR GINA N » T0NE{EA » I6REHA » I%EA -
AR LA H FR AV FAERS (TJA} IR CALEBRRES K RIRA (VKA) st
FIRATIS 2R H R AN SO% ¢ R MR KRB R R 320 - itk B
A R EHE B A A B AR TO% - S 2% RIS Y 2% - B TheS ¢ %Ny
BUELERFMEE  6%EESR clopidogrel  BEMFBRE warlorin e th « BB AS
HEH (REHEFEAAMMIE INR 2 £ 3) b0k 64% 1 INR 580 4 5,465 15 e
BT 5 A 2% % 5%

A2 warforin £2 PRADAXA 110 mg {— K HK) + PRADANA 150 mg (—A A k) THE

EFLEHLCRALETH (TRALSBAE) WEE (HAME B3 EE 1D - AW
AALHHREF &  PRADANXA 110mp (— £ & R)F F 8 warfarin »

131 & RE-LY BAEARNT R FREASH R ESEE) (RS040 ) SRR R)

Dabig: flate | Dabigniran Ttate|Warfarin®
i0mg —R&%k |150mp» —Kdk

BR oy st 3K 60E5 6,076 6,022
+ H% /4 SEE #is it =
P S () 83 (1.54) 135(1.12) 263 (1.72)
45828 Warfarin €)A1&k ([0.89(0.73, 1.09) 0.65 (032, 081}
ISRATHER)
A4 P p= 0.272] = 0,000]
THEP-E o <{L00G1 p < 0,000]
*ULARFREER
**SEE : & AHhBFi4
HEELHE RRMSLAZOE 0

B 123y RE-LY A E 84 8 R P AR A S HE0E % 1 o Kaplan-Meier dr ik

LM MERERTR (RARSHLE) AL AR EETHRLGELRGL 2 AN
L« PRADAXA 6h# 208 F 7 % 3% warfarin + ¢b i85 o523} § £ 528 PRADAXNA {757 45 38 S0
&y warfarin 50 (ot R  SREURRR) 5 A MGIE A7 GIRLIR IR » LR BRI T @RS00,
X)) » Tt iR -
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YoM RBE
-
o

LI FH

44z

£330
$3TC &40 3T seer srer GG Y36 mT
4323 BT BEEY BTED TR SERF BLE P

T T

b i% 1 it

ETLF LFEL 4€if 35T

i 37

X omlats (i)

JED OIS Lasd iRE
FFII T IS TR )
FES R ST TN 1]

&1 FE G RV AR RO F ML R GFRIRES S SERE P EME S EDABME
SRR F AR « MR A warfarin « PRADAXA 150 mg (— # B R)Ta M Freaak o

AL -

A& 147 & RE-LY 5550 88 R sk o dd S0 At 4 BL WG 3T (RA Y )

Dabigatzaz elexilzte Dabigatran etexilate Warfada®
10mg + —#AHK [5Gmg « —R ok
RS AHSWNE 6,083 6,076 6,022
PHEMAL
FaedkiE o) 17E (144} 123 ().02) 187 (1.5%)
{ade# Warfudn @ g ([091 0.4
ST HIEM) (074, 1,12) 9.51,088)
Paiif 03553 Q.000H
4B EFIHSEE)
S Ik 15(0.13) 13(0.17) 71 (0.1%)
S Warln e & frst (|O7E [Xd]
9546t $1IE A1) (0.37, L3§) 030,120
P-fi 0.30%) 0.1582
bt R
Ela R A tOM §52 {128} 104 (0.86) 134 (3.54)
Page 20 ol 49
P 02206 06,0015
FRIESEREF £ (SEEVSE
BEME/IEXAdA (PERY
HINCBD
FHEL RN 863 (7.25) 850 {7.06) 925 {7.84)
Aa 45 Warlurin ) &8 0,52 (0.84, 1.01) 0.00 (0.42, 0.50)
{US%HEHEM)
P-{i 01,0849 00257
HRE
Fir R R (%) B (0.12} 18{0.L5) 12{0.10)
dz g s Warlanin o 850k EEG(9.54, 2.51) 141 {021, 3.00)
(9SSHEHEN )
Puif 07076 0.2980
LA E
FEGEAREC)? 9§ (0.82) 97 (0.81) 75 (0.04)
45825 Warfarin $94 fz Lk 129 1.27
(PSREHER) {0.96 - 1.75) {094~ 1.71)
P-& 0.0929 0.1240
UNEEHGEE
fuRRE Y QAR RECREE

A 17 RELY Nk b A0SR B2 P B/ A LEEFHGEDHFFH S22 RAN L

fege 31 ul 49

A kst Warlwin &9 ARk ([113 0.76
SSISHIEN ) {0.88,1.42) (0:39, 0.98)
P-4 03138 11,0351
EE AT
FhEE AN (%) 11(6.12) 12 (0.10) 15 (0.38)
H s Warlarin 098 Atk (FOLI1(0.17.0.56) 026 (0.14,049)
OSRTHEN)
P& <0,0001 <6.0001
‘HFemE MRAKL20EI0
“hALFSELR
A3 ARELYHARKEBLSEEAwAFALRECHIHERSER)
Dabripa I Dabigalran elexilme  § Wazlarin®
130ng ' — R H:h ES0mg r —RiGzk
SRl 6015 6,076 6022
HEEARL
EHELRHE)" M (3.73) 438 (3.64) K7 (4.13)
{ufesr Warfarin B4 L (091 0,88
(DA ME N ) (1L.BD, 1.03) {057, 1.O%)
{4 0.1308 00317
LhfHRsT
Tt R O0* 239 (2.43) 274 (228) 317 (2.69)
A48 Warfarin By A Brih 090 0.85
(DSSE AR 1 ) (.77, 1.006) (0.72,6.99)
P-fi 0.2051 06,0430

AT EWE INR B 20 F 3.0

R BEESGES

PuaFHRET SRR (AERERARELGRTHERE  LRERE) A
B R ablE c HAaFEE - 2 BN - SafR e B A ke -

ERE R LG IR Y REHEH A U BURE dabigatran etexilate (DEYG 5 i ¢ 844 &

e varfarin G dad »

4 16 1 RE-LY SR ¢ 47 e Lt tBi4 7R B
—

igairan efexilat Dabigatran etexilate
imgs —%HR  |150mp - —AHE | Warlarin
N (%) N N %)
AR aed iy 6015 6,076 6,022
TR/ A EREEHGEENR
t
¥t g (%) 577 (4.45) 520 {4.32) G613 (5.20)
A gk Warlarin #) A B 0.95 (083, 1,4} 0.83(0.74, 0.93)
{9SiE B H)
Page 3¢ of49
Dabigatran etexilate abigatran etexilate  AVarfarin®
018 mg »r —X Ak 150 mp » —F s sh
% A k% < 65 % + N =2,981
FFHEEE (%) |47 69 135
HiF2 5t Warfadn 85,851k
110 (0.64 ~ 1.57) .51 (0.26 - 0,98)
(O5%E M)
G A 265 B TS &, 0 N =789
SFHELE (WH) 126 298 1.47
Ja $24% Warfarin # 620 b k6 c0.62 67
L8G €0.62, 119 67 (0.47,0,05
(O5%IEHER ¢ ? ¢ !
A aE 1SR N=7,138
FEHEER (WH) 1,82 146 p.ts
Aa ¢4 Warfarin #9,3 Fir b 61
0 88 (.66, 1,17 .68 (0.50, 0.2
{9%ITHEN) ¢ ) ¢ 2
CEEFEBENRSASELE20E30

F I8 RE-LY SR 4R 84000 B S 2 4 & 8 & 4 (major Bleeding events) S £ X 4 54 B

FARE
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Duabigatran etexitate
I mg- —KAH

Dabigatran clexilate

150 mg = — K A7

Mzrlarin®

A4S <65+ N=2,981

SFHEERD (W) .81 0.38 .48
44 #23% Warfarin #9402tk
0.32(0.1%,0.57) 0.35 (.20, 0.61)
(OSSREMER)
|7 A 45265 - <75 8+ N =T7.894
SRS S (5] 234 268 324
it Warliria (1R 0.7k (056, 0.9] O.R2(0.66.
.71 (1156, 0. .42(0.66,1.43
(95%tE R G A1) ¢ ) ¢ )
i AKRE TS B N =T,238
FESEE S R 452 524 247
42 e & Warlarin #8 Fr it
1061 (0.84, 1.23) 1,19 {0.99, 1.45)
(O5%IE G 1)

CREEME INR KA Z0 5 30

& 20 AL SLBATRAES A B EEHSEEME MR ARG ERE F(%)
Duabipatras etesilate | Dabigatran  ewexikate | Warfarin
MoT £ 150E %
Nith) N N{%4)
ER RS ha g 1l 545 552 351
A 1078 1076 1055
TR PHREREEEFF (21056 19(1.79) 23(2.37)
(SER)Sy &t
&5 19{1.77} 19{1.77) 22{2.09)
LR gY i5{1.40) 16 {3.49) 1641.52}
AP A, 1 {0.09) 3 (0.2%) 6{0.57)
BT YR, 3028 2 (019 1 (.09}
o iy EH(SER) 2{0.1%) 0 (0.00) 4 (0.38)
BREREAREN AR RTINS LR AR AN T OB E ma— & -

B -FE A B R R (R B RS HT BB R385, 2585442
RS (%) =R A FHOLWE AL L5100

K AETHRL S ELEHAHBREFTEE

4R warfarin 36 S0 A5 AR AL R (INR 2-3) esBMIE Sk « IS Rk don o it gr
T A WHEERRTC O INREHA T BRI L SUT HER TR -2 4HEE - 5
FRERLCSEXRNLGEN » 4 INR B8P itonF @i b A aus i -
PRADAXA 150 my b $dt warfrin e £ B 5 A 918 «

Dabigatcan elexilate Dabigatan ¢lexifate Warfarin
Naf 4, 10L&
N{*%) N(D N (%)
MBS AL AR 45 552 551
Asg 107 1076 1055
X -3:F 26(2.43} 21 (1.95) 37 (3.51)
REDELHLFH 5 (1.03} 14{1.3) 20H{1.50)
Fi L EHLTFHE ES (1.40) 1040.93) 19 {1.50)

& 19D RE-LY w0 S 1040 & i) INR B4 7S

NR EE F il INRIz#l T it

(67%) AF4 (67%) sk
PR REE 57 (0.42,0,77) 0.77 41,56, | 06}
AR RERT 1786 {0.66, 0.93) 1,01 {0.84, 1,23)
FRlih .83 {0.65, 1.00) 110 {650, 1.33)

SRAYAREMR AT 15 R MR A ¢ 8 Dahigatran etexilaze 110 £ % + Dabigatean erexilate 150 3 40
wirfarin ek I E A B B BRI 44430 SRR A% bR S hd fady
3463 A (ICH)YE £ A G H B4 0.37% » 040530 £.00%

#% CHADS & 8t & 7 » CHADS 4 41=0 # Dabigairan erexilae 110 5 £, + Dabigatran clexilae
150 4 ¢ warfacin So fe g € K M LB E B L EF 1,59% « LOO%A 217% § CHADS 5 tt=)
Bl LBEG S 22075 2,90% 1 CHADS £ dt=2 Bid5 29895 - 3.04% & 3.31% ! CHADS ffk= 2
B 3.80% « 486 %4 4.61% -

SETFEREL G AT AERN
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ERATIHEE ML I8IAA - AHRFE G HOIVIOAS « AU ST EANELE
BOAGHOAS ~ 4i0E 2 A0ITI0AS « H 0 65 2B 06000AK - ¢ ROTLHRSY
O.65/10DA % «

sbih v AP AZSB 000 5 X ENVAF & 25 AHLE #9985t A 42 8t 57 [Graham D3 et al,,
Circulation. 20H5;151:157-164) (4% 5 PSR 5857 SU0AGF ) » 433 Warfadnife B 0
a4 » 145 dabigatran ctexilate A (4% 60 AJRR — R %ok 150 mginah © 16%55 Ak
G-ARBRISmEAE) GhbdFE (ARE0S0 - ISMIMERM(CIO6T-096) ~SKMd
o (ERNE034r C1026 - 046) AR (ANLS86 CLOT? —0.96) K SRR -
B AR AR (AR 2 CTLId—144) - S dtadDMEMELR (4
097 « CLOKE - 107) »

AEER ST MEH AR - f debigairan clexilate ARG S AT e 20 A
R -

i L

- R Rk Y - A R RGN e T TARE - AR B3052A
= M Pradaxa + s 48 M pamoprazele B 40my -

F106T £ fu A SUES BN Pradexa 89 Ak o LITR DR N N adhsh AR LIBA e &0y X
fRGA LS T AR ¢ &

H i % K (448 B 8 Pradaxa s 88 A panloprazole 4 X 40mglar T4 S50 L S 00 3 sl oF B A
AT IR A3 4 BLE Pradaxa T 55.9% ¢ 4 1 panteprazole T 67.2%3) «

e — oy th + & M pantoprozole & B A0mad S1.PANMSE AEFLERE LM » MELER
K Pradaxafi 37 39005 ATEH £ & IR4T «

LB ENAERHERRMOEA  LSBLOHF A mAEHmE .

A KRR AT MR AR BRI 0 B - RS B R AR B Pradaxa 3 A S5 A 121
(BT SRS AR R IERE - B 4R — B R A AL pantoprazele i3 AR 4 12415 (0% 2445
AHRELEIT .

5 LKA ARG ELRBESBCGSERE T ARANAFPIAELHRE - IASY)
A1) - R PASA G ELEIPdanbE AR MOOA R S HAT - CASF A AT - A HSTAG B
paniopravoleit(A0A K25 AY « VAL SFELAT) «

s ok pgyay XAE 183 By B A
—I S 04 SRR AR R Rk MR A TR AT SR R - RIS - By
W GETHAARSRT o F B2 S4B (RECIRCUIT) - AsimaRadt g
HHboBHts ARETFTRRGHNE 410 P B — XAk 156 mg dabigatmn
erexifate FEik Sk T BT 40 INR Y845 4% warlurin 2RI A7 R 00 « B840 7D S A Y 0 317
Adick b B dabigatran 5635 894 T 44 5 SRR € ALK - 318 Ak ¥ BT warfarin i35
ST o S BT A% - ARE T AR M S AT AR A
Ak g e (TEE) - Dabigatan clexilsie A% S (16 %) s AR A £ B GHIE¥H

{HBISTNREHEAX R 4) - warfarin AT 224 (69%) {BRER-53% 95
K4, <22 1 P=00002) + REARMNEMSHTERAYUE I LG B AM - dbi
eexilate & ALE P SIS HERETIA (B4) 4 warlarin 28F | HES (TIA
Dabigairan etexilate 5189 MBE ftfix & F 40 (P U4 S BTIA) a4 2404
A eHPa Rt 23 A[7INERA) o RIE R T LR RARRT HESY - R
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RE.LY €352 ff 128 (RELY-ABLE) sp8t 2 535 00 MRELY SRS H e MM s 2
drbigatrman elexilalesf@ A4 » W0 T HA 8 2R« £ & —ARELYRmise + &
RANFA RSO EE B A SRRELY-ABLER S 45 6 « ARE-LYI M {8 £ M5¢
Rl €A SR REBUE R ERTLY b o AR A2 1 B BRH ehdabisaeran clexilate £
A - R FBAE (FPRELY RRELY-ABLEMIRE N2e3 ] « 3 K455 ) « i
RO R 1L S Ak < {SRELY B & 15 B2 8245 % dabigalran elexilalessad = 4 18
HHI0IE - B S RELY-ABLE SR 5 81 5 452 % L4 4AR6%, «

A RELY-ABLERSL (A2 55 606 M) (RELY S RELY-ABLEMSE S8 & 54502 )
SR th A dabigaian ctexitote GEERSE R O RMED T  BhEAMHS DA
WEUETFH (AHEARARREHAFE) WGLEHERELY M~ «

FRELYIRSEZ 4 - —HL 0 ~ A ks R (GLORIA-AF) ¢ AMUERRHURT » SEOHE
BB NVAF AL S dabigairae clexilaeif ah A - SIS A SRS R AN BN
FatH M« RFEIATAASRS L L £ 43 4 dabigainm etexilaeib s A ( BB EST
B R RA SRR S5 R — R RS0 ek - AR — X Ak 1 0mpis
- ZBBR AR RIS muibE) - H AT RN - CHADS:RHAS-BLED sr 0 5 35 5 #
HHLMEZ - ARELY M ¢ CHADS SIUAS-BLED S L F 10 S M4 S AZ LS « JE 415
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FR4% &) warfarin Sk Ja 12 ¢ dabigatran crexilate T E LA F BEA FER MR A MBEF L £ +
EPRALSUREOSLLIEELR .

g gdtmda (PCD #HTLFSHMGA

—IRSAETRE L « BE MR w0 PUAUIRGR o F Li45 445 ( prospeciive, randomized, open-labal,
blinded cadpoint » PROBE) # X m47e0s85k (B2 b¥8) » $19} 2728 Sk L i 2 PCY
@ E B B MR A A ¢ I FT dobigataan etexilate { — R X 110 mg & 150 my) A
clopidogrel # ticagrelor (P2Y'12 f5ia8) R &AM warfarin (W 2T INR 20 « 3.0) S
clopidopre] # ticagrelor 2 aspirin Z ¥ Hik 3R b2 (RE-DUAL PCI) « 355 AR M Bt
4 dabigatan clexilale — 2 fy <k 110 mp 8 @40k - dabigatran efexilate — R Bk 150 mp R F 25
ik warlarin 2Rk« RRAMGERSA (TR RSB0 R - A5H270 R) Mitsn
A4 dabigairan eiexilate 110 meg 4 ik warlarin 28 53k « £ b 8 A 045 ISTH i
R A ZHEREEERORA BT H RS EEIEE -

Dabigatran etexilate |10 mg @ # Sk e YR SRS MBFHBL R HI54% (1SLEHBA) - 4
fraewarfarin 2§ ik i 44269 %0 (2645 F A ) (HR .52 7 95% CI 042, 063 1 R it
PROOUU] » 454 PLO.00U] ) + 5L & dabigatran etexilate 150 npth % #ik 45202 % (15485
A RN AZ Wi CBk MY % (19665 A ) (HRO.72 ; 95% CHD.58, 088 &
F W HEP<0.0001 » fEARHEP=0002) « ftalit 24t 4 » idabipauan elexilate 3 & ik A
TEMEL (e BLde 20 5 420 AT Thrembalysis In Myocardial Infarction] £ 2105 ) TR A N AF
& W fzwarfarin =, 35 sk fu & ¢ dabigaran erexilate 110 mut® S 35 S a9 IHH T4 (14%) - 48
fr#rwarforin Z 3 &5 0E M EBTHES (3% (BRO37: 955 CIO.20,0.68 5 P=0.002) » ol
dabigatran etexilale 150 mg ¥ Kk RANIGHFE (21%) - MU EL warfiinZF Sk
304 (39203 (HROS1 5 9550 C10.28, 093 1 P=0.03 ) + 5 4Adabigaimn etexilate 42 & 3
8 B OTER A A4t 4 G R 3TE Sywarfarin S ¥0s 8 gk, ¢ dabigatran erexilare 110 mp B s
a3 (0.3%) » A ddrwarfuinz E SR 4100 F 44 (3.8%) (HR 030 95%Cl
088, 1.07 : P=006) + 1 A dabigalean clexifate 130 mpdt s b im 1 LHE S (00%) sy
BRzwarlarinE F4 L AGRAF 4 (1.0%) (HR 012§ 95% C10.02, 098 3 P=0.47) =%
f2dnbigeiran etexilare ¥ Sk RABORL 2R FE (CHREE - PRADLREE)
HEHRUTHOF AT TR S St SR A gL 73 SeaduinZ ERa: 0 (584
13.7%0413,4% T HR 1,04; 95% CI : 0,84, 1395 R 5 HP=0.0047) - {£—dabigairan elexilate 4
ik avaluinE TR AL M AR MBS ABIAE L AR EWEE

AR S F e A R B L PCIA A B0 1 B dysR A - Srwasfirin 2 E 4 dade -
dabigatmn elexilateds b —#P2Y 12 R SR E 52 TREAFSL 2R - LA B ¥d
BAARESRTES

RU LA AL RIS A B 4 £ e WRA SR TANE

~IRE A AT R EARMD TR (PR HERANRL ) RA
ZA R B R - R R T ikl 40sF 252 e A A dabigaunn evexilate £ warferin 8k
BN ALRERYE L FFSd (B2 542 # dobigaman crexifale SRR B 5
BN AAEAEHLERANL S AN c AR - EHER 3 RBEFNSES
iran etexilate G344 A aZ A RLREE] ¢

BLa LDV RIGHEE (BF) MK
Ly

ALIETA
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RS Ao AN T - Py 283 sk (RE-COVERMRE-COVER 1) ¥ &)
EsfRiRek « {Etldabigalran ctenilatesHR S H ok a B A bR A M b0 - EER GG
ARSI ER PR ARAIERESANSH L - G iiddbigatan etexilate {150 mp > K Gk
) Srwacfarin ( BEF4L AR A BESIEIINR] 2.0-3.0) 21k 42 « 24K M E § A ¥ R dabigalran
s £ 2 ik (ROHA SRR FLZH LR MHAFEFRN FHRARR/ A E A
HACHESEEE) £ 235 Swarlrin «

£ RE-COVER SRE-COVER WA8ca M irM+ » BA LS 10 e AR MAry « L4
5078 R A Rl o A IR A4 AR AP B A B — 68,596 ~ BRI ~22.2% - 3§
BEMTE SR —0% RS LOARAT LERFRALRL/E B2 S8 —
21.5% « FHFEE I8 - BBRYERE - 1T6% MARHFEH— L6 ATy
SHAR LS Y A AESARA - HHFOSY - ARGV s D AIRN  BALING . SR
Mg G AR  EESI% - BB (CAD) 68% - AHS A+ S

A1%

PHE AR A S dabigatran . (R FRATFEMN) SR N HITA0R - i
R Ewarfarin @R R4 - IE DA RE (BIERR S At RTR[INR] 2053.0) #90FM 44
Lo 60,6% « SR A5 B 1A T RS (vasodilators) 28.5% « ¥ E-siEE AL ER B4
(agents scting on the renin-angiotensin system } 24.3%% ~ FF&55 fi 4 (lipids lowering agents)

195 ~ R-2RF 2 (bemblockers) 14.8%% - $8% P8R R A5 (ealelum channel bfockers ) 9.7%
S B S L (NSAID) 20.7% - FIME E02% - e MR BB - PR G
S F2.0% (verspamil — 1,2% Ramiodatone ~0.4% 3 =

WS FMT  EARCEANBELEED S ANEHMAPRARRLEBRESA
dabigalran elexilale iG55 (150 mg - — & &5 ) %R H 42 warlin (R #R A2 p e
RE-COVER X8 p<0.08101 - RE-COVER H 1% p=0.0002) + 2424 warlarin v 4% dabigoran
clexilate #F (150mg « —~AHK) LREABE RaFH (A EATH - FALBALY
La¥raagdats) OnEaERK-.
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EEE XA T51 (2.0%) 152 (2.00) ]
[os%is R [La9.2.62 1152, 2.66 ]

B EAR GRS RE DV L/E R E (PE) ey B R 1
AWMELBLIRBLLB AL RLYRESAMB AL - FHAN SHOHRL R
warfarin FHE8 69 RE-MEDY 8% - GLiRC0ah 12 12880 » e MM A S — S insbag
HR R S B ARAY RE-SONATE fhth « (xShC 2 04 K HpHHSES 6
E ISR ehg s+

REMEDY 35het) B {5 G H € R EA SR A BB /Z VR B o) f 55 620 BTy » 828
1 5 dabigatmn etexilate (150 mg + — KA 3% ) ff warfain { HEHES AL BLE(INR) 2.03.0
) RS - MIEY 2366 R AR SRS H 286 A MFRERD B2
BRFEE IRF T R AR — O5.1% » BEBOE - 25.1% PR EARE Fhad — [LT%
© B reR SR AL T RS 546 R~ B 610% - EEA 901% - BiA T 2
AW BEFALIE T HAR 86 % (BES 0.0% - BRMES (CAD) 72% - ¥k
BAT ZNBE 38N - BRI | B E-A s A AR R (3 Capents aoting ou e
renin-angiotensin system ) 27.9 % » &4 4546 2 (vasodilalors ) 26.7% ~ f A F5 B2 (Lpids
lowering agenis ; 20.6% « JE3k ) ELInF % 24y (NSAID) 183 % - SR B58 (betablockers )
163 % ~ S%cF i 8 274 (calcium channel blockers) 11,1 % « aspirin 7.7 % » P88 3% 3 3]
#127% (verpamil L2% 88 amiodarone 6.7%) « d5d g ikl 09 %« £ W02 dabigaran
exilate SR S E A OF DD 6 £ 36RA (P SMOR) » AR BLE warlorin ¥ E Sk ¢
HAEA SN (FPAAEAAR L MNL[INR] 2.0 £ 3.0) S585 R % a3t 6497 -

RE-MEDY ¥ » —RBREM dabigatran etexilate (150 mg) 58 % 242 warfarin (5 %
i phGI35 ) « Ap sl R warfarim iE o8 WA 0 450 dabipattan eiexile B A
AFE (FABLEHBRAMSAFS - FOHLFH) 85 SRBLE -

e f} RE-COVERRE-COVER TR R 40 124k - RE-MEDY V8 ¢ R -3 S & sk
FHFS (27%) - &9 5A verapamil (1.2%) $t amiodarons (0.7%) ML UERS « &4
S e A A R R MAMN PSR ASHRnS Wt T § (20m) -
4P H vermpami] (5 1.2%) 5% amiodarons {5 0.4%) MRRLEAES -

[ETRNTUINY

Extactan temgazing Med (1}

o RIS

s s I
! i e i

Pape 59 0 49

H2 : RE-COVERARE-COVER WS40 T4+ + Ri6S 4684 (post-treatment period )
Hiht ¥FRELHERLFRELLES PR RHEN -

e

Fwtlesyed Cumalyzive piak

7

i

¥ i b1

I

av wiar
121

s

113
(1

- b 13
QTEE F14) 4

& 220 EERLORR (postireatment period) sk % & « RE-COVER J RE-COVER 11 &£
HLETHAZEARES LSS (FREBHPEEATEBRLLIENEE Gi%s
FER) -

Dabigatran clexilate Warfarin

150 mg « — %k
RE-COVER/RE-COVER H 154 1%
AEE 0 %) 2,553 (100.0) 2,554 (100.48)
?&;:itz#ﬁeih%n&&g:-_ﬁﬂ 6579 62 (24%)
£ 24 warfurin 2 G Rk 149
05913 M%) 0.77,1.54
e N S E e
gg:gf&i}wha&gasﬁ 149 @.3%) 104 (4.1%)
DS%afs M A 3.52,5,13 334,491
HERTES B 45(1.8%) 39 (1.5%)
V5% REY 1,29,2.35 1.9, 2.08
HERLHEE 27 (1.1%) 26 (1.0%%)
V%I HEN .70, £.54 n.67, 149
Feradrir R S UEET 4 {U.2%) 3(9.4%)
DEREHE 04, A0 0.02,0.34
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B 3 £ REMEDY Rt d + EHE LGB N L T RELRETZHBARPESER
MRS .

4t 23 3 REMEDY i48r & R4S F ba i +

4231 £ RE-MEDY R Y - ZHARBHAREL TRAXIERIPEHE (Blah
BESAFRBRELLBILELEWSEELR) i

[Dabigatren etexilale 150 me___ | Warfann
RE-MEDY
BB 0 (%) 1,430 {100.0) 1326 (10603
AnhafariFaa .
REEFRYRC 26 (3.8%6) [8{[.3%3)
884 warfarinx Rt 144
P HE N 0.78, 2,64
B4R ARPE L ERSAR |20 7
WA GRAER G (L7 1.4
iz warfarin 2 AR 2 2
uiy 04
0581 F1E 1 -0.5. 1.2
HREEMIREN D
A G E R R A . .
hEsAME RN S a2 {an 36423%)
95%IE HE M 2.12,195 1.77,348
FERLFLBRART [17(.2% 13 (8.93%)
OEEHE N 0.69,1.90 0.49, 155
HaRa g 10{0.7%) 5 {0.4%)
A5NiEHE N 0.34, 1.28 .11, 0382
R £
:;R" mRELTuHR 1{0.1% 140.1%)
MW HER 0,00.9.39 0.00,0.39
MAEBRAL 17 {12%) 19{]1.3%2)
IS B 0.69.1.90 0.80,207

RE-SONATE WS B £ M E XA Mo KIAMES 6 5 184698 @4 10% - s#45 dabipatran
ciexilare SEGEELEE XA BRERAESREGTHRD AT ESERM ML 0
By - ARG A % dabipatran etesilate 150 mg ¢ 4R GEA LR FIEFEMN -

BT IR IRFH RS R A (5% ek 27.8% - B R AR H el TT%
HHH 1353 A AR RS  F 130 LSS50 - BRREE A A
TR SEE R B S55% . GEBA BO0%  BFHA SN LA ITH - BERBLKE S
A B SERNG - S RO% HIBEESSE (CAD) 60 %~ BB Al gS 5% 0
R ady  §h-2F 8T S48 B4 (agents acling ox the renin-angialeasin syslem )
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28.7% « 25 4R (vasodilaors) 194% « FFA% 1538 (lipids lowering azents) 17.0%6 + f-i2
8581 {beta-blockers) 18.5% « 43R F B @A (calcium charmel blockers ) $.4% ~ shaa B ET
LL0F £ R d% (NSAID) 12.3%% - aspinin 8.3% » jid g #40 0.7% « LA P T s 1.5
{verapamil 1.0%u$% amiodarone 0.3%%) -

RE- SONATE 3012 % + dabigatran efexilate % B 5024 & SRS A S lpf 2 EH g (
AIEEHAMARY) HRGR RN TR S MRANREIES 92% (pbot) - 2
ERGAIESNIEAM T RSB AR YRR YN R AR ¥ TAGF dabizgatmn
clexilale SR A - MRS R RS S « 355 dabipairan elexilale A TRk
HFHELE  mA AL aF A AR RS FR S H G SRS T HER -
SR AR G b S R 12 A EIRELEE - BRI RRR BT S RIPE RS
» B dabiparran etexilate W3R B MM RN HL L - ARRHEATAAE - Auab ket 24
dabigatran etexilaie 58K G RARITES L RN G0% « THY LW 10.7% (LHE 0.6]
[ 943, 5.88] = p=0.0052) =

FE o w

B 4 4 RE-SONATE @it » £t LiA RS AN L » FAEIILET Z FRATREEH
Rt s -

& 2y RE-SONATE S8 T2 R R i «

£ 24 1 4 RE-SONATE 8 b » SRR H R & ok 402 SRR R4 (A
ERELATRBRARRIENEESRSELR) &K

Dabigatran etexilaie 150] ..

g L
RE-SONATE.
X e n (38} 681 (100.0) 662 (100.0)

& A8k & |
2:;::34‘ A SR KR A AT i R 3 (04%) 37 (5.6%)
Atk .08
IS KRN .02, 0,25
hES AR
Page 4t of 49

i

Dabigaean 8% 35%8A K54 A% & #54 - Dabigatran % fr e 35 214 5 & r 4 1L 574450 0.3

(Riask &8 3% ) ~ Dabigalmn M4 F X444 SCTOL < HB A& 10400 me = 48 -
dabigazan &) Fidhie ) R G HMF AL - H-A GRS A 5 o dobigatan & F B Kk (
accumulation factor) 54 2.

Dabigatron £ &880 S¥esk s - EAPOAIE M i+ S ER oY debipatn 8 F A3 R0%AH T
By ¢ 1 BN AHE 4G (T IRIR &y dabipatran R - THeegARAN AR E AR B ROAER
vk - Dabigatan 4 0 & A £ RATH 12217 ek -

fit:is

vigx & ¢ dabigatran elexilate =7 #5843 dabi; + Dabi elexilate $22543 (eslerase) 7K
FEd & A aEti 4 dabigoiman o A R ARG + Dabigatran 3£ 3k CYPAS0 ab-H 695
» ¥ €] B S BB - Dabigairan TRAOKA GBS ERS RILFH 6 acy] glocuronides + £
st 4 B E &R 4 K54 (positional Somers} F & 1 1-0 2 -0~ 3-0 2 4-0Q-ac01
plocuronides + #5285 ¥ £ 0k 44004550 dabigatren 285 45 FOS6 -

B A PR

BB AL

AF—RRAEF - PETHERS (MBS AES 30 - 50 mimin) 824 S0 REOR
dabigatn etexilate & » & dabigaran HZE5F (AERETEN) REAERTLHH I3+
PR FHEERE  PHEEFHRE & (JLEEEFERE 10 - 30 mimin) & &2 KL
dabigatran %5 & (BAGHTRR) AMH 64 FRBHLE2H (PR TAERE,
BTREE, D .

TAH T f-u G inbyeh kB (ESRD) 25 A - 4T RAMREH 7 AR dabigairan 6318
3+ 2% 700 mlanin 2% 36 28 Pk 57 4R 0080 st B 200 mlmin & 350 3%0mimin
T4 WA E S0%, G07ady dabipairan [ A « T AR 300 mimin i kE @l ERA
Aot A m b - Dabigaton EHEAESSH I A A YIS R R RARN SIR2R
fC e I

[EoRpicl EREESAGEYEAS SR RE|

RE-LY 82 ¥ AU BH IR B ¢ 2Ll 684 mbimin - RE-LY Bk spif—£ (458 %) @4
WAL AT A S0 < mifmin « ARRTHRLE (RUEER 280 mmin) HA -
$REFWRF Y (RS SE R 4 30-50 mlmin ) & A58 57518 1 ik dabigatran & 38 418
BRI BS 22948 5 L8] 45

(635 B A B4R BB & B (DVT) B4 e & (PE)
RE-COVER Tis ¥ ih0UERFR R & 7 e 3th 1003 mblimin » % 207%5 255 84T
Fa (QrCh> 50 Z<RUmlimin) - 4535 RA R AR HE R L (O & 30 £ 50m
20) + Audk CCl80 mUimin 44 - BERY ERARRLLEUMEMNER
dabigatran % &R E R4 MG 1.8 B 34 45 « RE-COVER I IR0 24818 M9ALAE
E

7
igg;ﬁﬁiﬁﬁh&&xﬁ# 3(04%) 37 56%)
95U ME 1 0., 1.28 397, 7.62
ARG R 29.3%) 2343.5%)
95%iE G A 0.4, 1.06 221,517
HE o g E{0.0) 14¢2.1)
935S B i 1 0.00, 0.87 1.16.3,52
A T [ L (Y] [0
05T E 1 6.00, 1,54 0,00, 0.56
LR E RS G 2((.3%)
5T B 1 0.00, 0.54 0.04.1.09
R ERL 0 () 2 ((13%)
95 HER 2 0,00, 0,54 0.04, 109

Fiprkfiik

i85 SRR A I R ¥ R GAH R AT IR B R WA

Warfarin SR AG 4~ B RTHEN -

£ 3MTH B R AR Y  fa BB warlenin A S B (5:0.0%) + 34 dabigarran
stexilate S5 K (20 0.5%) ReRBEESL SRS -

£ 12 4% dabigarian etexifate #1382 B ¥ RE-SONATE $88 ¢ » G445 0 5 SR8 — N0 ALE
EFH 0 Bk dabigairan Sa-opLiE R 62 £ M LM MRE -

IR R 4]

#£EM R B EL2 RE-COVER - RE-COVERIL & RE-MEDY 8k # + B8 dabigairn etcxilawe i
W ATy e (LFT) AR F 0 FE & » fritd worlarin @54 REZRE « £ RE-
SONATE I8k & - BERAEFEFARATOELS - dabigmean M B PR EHEENL -

REnh T

Dabigatran etexil late £ 54 dabig; elexilaie &5 855 A 3 s34k - R4E R EEIR A A & AS
A $ #4447 dabigatron « Dabigairan 38403 % 9 £7 B¢ acyl plucuronides + 332k
ghoecuronides ff dabigaioan S SH B PR - A AMRNE OB RS BT
dabigairan $E8% glucuronides 2 W i 89484 « AL E LWL PLEA + 22 10 £ 400 mg AERE]
B v dabigatran 200 R 28 2 MR SR AR o

- 14

o Xt dabi; ilate 24 + dabi EpE AR TR S (absolule bigavailability } @8 3
E 7% - Dabigaren etexilae By P-RERG SE4E Mk 13325 6 (Mux ransporter) Ep2 7 « A%
HAET » RERUE 0 dabigawsn etexilate 24 + FF S HAE (Coa) HE30E RS 1
JoBh « PRADANA St AcEISHB A eF » FIE Cow ¢RFRI GG A 2 48F » 4}
dabigaran 432 #T R DA GHE T THALRBH PRADANA %7 »

LEEFAR R AR M« 0 2% dabluatran enexilme A RET A S 4 BAS R GE RN
b LALGCITIE) - Dk ¢ BRI HIRT 4 PRADANA S Fak - A RITH -
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(B 2 AR B0 A SR BR 2= B (DVT) RAE siir % (PE)

RE-MEDY £t RE-SONATE 18832 prezae i s £ & 2l - 45154 99.0mLmin 3 99.7 mLimin «
RE-MEDY st RE-SONATE $23%% « 45 229 %L 22.5% 4 18- RSB RS L 4% 50
E S0 mLimin 27 » 41905 13% 4 S04 mL BBk e 2 £ 30 £ SOmLimin ] -

kA
SR ERRRERFURERBRI PR MRS T - ARZAEToH (AUC) B4u
FARAE AT L6 (W A0E 000) - RRLRTRA (Can) HH LISH {8250
Sk .

R EENEEALELEA (P05R) F ARG AUCLS B Crass A S LR 1Y
ERIGHE  FRANSHAUCTS B Conss RIA S4B (18405 ) #1234 4 2.048 -

FERLEE E o) dabigatran £ 5 R Kk + SO S8R S R RLECER AR R AR AOL A 28 ML -

K853t dabigacan £ R EGBF L RE-LY Sy 0y 2 15 RIS HERRILY
B L34 (Mo 31 %) U< REMEWBEBREHNR G5 L TS AL LW BRH 2%

HpBER S
AR ¢ SF 128 ¢ RFAIER S (Child Pugh B) # 12 59h8 R i 455
BRI - & dablpan B RELRLER -

AamatrS Endna MR EAMER TR A CH I 8T R e KL (VIE]
TEMEEAHEEF & (Child-PughB & C) s A ~ B BSHEE I I B E ATt £ 91
REZIHEFR LR (ULN) 2 FREFBOEA - §hABRIRY -

[rsmniecpaames Ads p RS FHRE

BEFRUNEAS (QHUFRMFERPHASRESAERE S 24) + ZREA-B
HCHE R4 - kA BRI -

LR A A A TIE B - R B A B AR A -

fe EASRER BEA RV A/AHFRE (PE}
¢EME R HEFE (Child-PughB & C) $1H A - RHBHHENETBE - SRS E
HHLER2EETRER (ULN) HRABUSA - TAMABSRARY -

ErEAEEREE#RERDVD) RIEELRE (PE]
FASCE BAFA R (Child-Pugh B C) #fA » AMMBETFETHE  FSEE
#EE2IFEAPEER (ULN) THBERSEAA  PhMARRRY -

100 57 4 45 dabigatran S8 E AL E 50- 100 4 A8 200 - K405 (50.8%) &
$ERIT DI AL 100 R EE  ARADHEHEA - HECSORFLGA
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HE

B R E RS ENEARL PART F Y]

FHCEREAEAGTEANA RRAA RS 138 (% 10%) < 8RR ekl
4% -

[AariisienSintiaA - AABANBETREAT AL HEL BRA R a(VIE]
fdbbd Ed Wiy  FERRFOFHLRPAFRENESENIZ1SB (5
4L 50%) « AERTEERENT -

Adh

S5 F R K RRRINK - SRR B AL 5 HsT 6 dabigalnn &4k 1L - EORLARSH
dabigatran wi i &7 B B R RESHATHE ¢

BHSHEAARALBRGHHNEFIES  LOHUTRFTLFFEASRGLBER -

Bigfh e B4R

B R AR KA N A 4B dobigalran S 3 £ P450 (cytochrome P450) 3438 k]
HPHATN = LA REBZ KA E N RF 4R « debigamn T HBLAAESE
T AW T atorvastatin {CYP3A4S) #t diclofense (CYP2CS) -+

Arorvastarin @ Dabigatcan etexilale $1 aorvasiatin ( CYP3A4 £ R ) 08 F 6F - atorvasiain ~
Atorvastatin Z (RIMA L - M A dabigatan R B EE REREXR S Ny -

Dicleferac © Dabigatren etexilate £t diclofense (CYTP209 2% ) Mt - st sfinnEhnh
PR FEBELN SR AT - HF dabigan ilate £ diclofnac MEEIFR BEAR K -

Puss it da L I 4EH
FELH dabigawran etexilste {5 9F dabipatran } R8T & (elux tansporer) P& G
0 0 Bk SRR MR A P R e o R R O M B R AT -

PTG dpHE KR

Ansieelarone ©

Dabizatran elexilate f1 ¥ 3 o 5847 600 mg amiodarone #f B 3} + amiodarone $44-354E (34 % DEA
AR S Ak R B R b3 2k ¥ - Dabigstrn & AUC $ Coac ST 2 A S A6 L6435
1548 (M9 60 %FL50%) -

[ B c R AR GRARAEL T EREFRER
RE-LY WREkey T2l Sk 1 BRI A3 » & amiodarone 4 F 4 B FCH] 89 24008 dabigatran i
BEEEALE (2N TREHR, ) -

Drencdarose

Dabigatran elexilate $1 dronedarone # R &t - 62 B $ 3 400 mp dronedarone (- K SR} § -
He42 dabigatran 4§ AUCe.r 4 Coun B S M A R R A 24 M 234 (45 136%8125%
) CRBEH A0 mp 2tk - MO HMASRORS 2] 24t 19 1 (05 1)4%88 87%) -
Dabipatran 45 -F X AT B2 42 donedarone B4« 5 £ 58 dabipatman efexilate £
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D AT LAY EH LAS S (Nhhy S9%R 65% ) « AAELAL 110 mp dabigalan clexifate
(ERTIET) 288 h8F BT insEP 180 mp 45 ficagrelor + B dabigatran AUCTSs £t
Craxss #9244 » @ 72 F L4 41615 debipatran clexilate S48 e 137 1558 1.23 % (3
v 27%50 23%) ~ A2 izA R4 A dabigawan cexilate » HEH — & &K 90 mp ticngrelor {#414F
#13 ) £ F10 mg dabigalran etexilate + T 2 £ # + dabigatran AUC. . 8 Cuawss 573 1 4= 1,26
1294 -

RPEBEOLTHN
Diguxin
Pradasa fidigoxin i H - REGRBHE AL LT HH - dabig & pro-drog. dabi

clexilitest i H R L H BRR H a4t -

P-2AE iy iR
Rifampiein :
FELREH cfampicin 600 my (—FR—4) RREH TR+ TR M debigaian R BEFE
Fe L E B S AR G55% AL 670 » B2 ok rifampin i H 7 ATk RIRHER SR
dabigawan 4R PP E A48 - ARMB S TRASS - AR TH R A — P4 -

Rl AT SR

LR E L {AceyTsoliplicackt « FiEEASA ) 1

LR A BHBARFOT ZBRET  HE A dbigann eedne f25 B AL
(ASA) HEABROFHE  ERBRTE - LIRS RARS XM B ASA - SHIRIHELE
v $HR ASA & 150mg abiparan ctexilale (—R k) SR H20RE R Bme st

325 g ASA BRE SR 4 B3N A 12 M E8 SAR 24% »

B Z R AR RE-LY &9 #5307 + ASA & clopidogrel ft dabigatram ctexilate (110 150 mp + %
) OB bl AR - R 0 B ASA & clopidogrel SEl A K oh B R B B RS
R L & warferin

RS EAA T A (NRID ) 2

FEIE A SR a3 MRS E B B4 (NSAID) % dabigaian clexflale 17 8% ¢ R4
Hpadt R b dabigairan sexilale SRR o 298 0 R4S 12 55 NSAID 5 o}
EmBEMEEE -

[FEErpstciaaRes ARE AR EREE
ARELY st rif hg M 2R G ¢ BHEA NSADHE »

Claptdogre! ©

EBUSTHER AT BHA AL RFRT AN — MR T - ez clopidogrel Edwpss
M dabigaran elexilme 8 clopidogrel 7 §r ¥ S 2 F 3 A 858 (capillary bleeding times ¢ [543
CBT) g—Haf « Roh o BEEEHABUFRREH AL L20T - dabigaran 9 AUC, . £
Craes ~ KLE B #0303 dabipaan 2322 4F B89 aPTT ~ ECT & TT (& Flla) - 4B E
clopidogrel 2 751 &) 522 B 4p2i4k M Cinhibition of plawlet agorepation + B3 IPA) » & K
Eapd 2t 8« £ A 888 300 & 600 mg &) clopidopre) BF  dabigatran £ AUC « £ Cuaray #
ERAMIZEL44 (MHEHE0EA) » {KENASARYES) +
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# 215 B ¥ 814§ F dronedarons + B dabigatran 65 AUCw S S A S 80 LI 5L 164
+ FE{E R dronedarons &85 -

Yerapamil +
Dahigalren elexilate £ 0 588 veraparil 4858 5% + dabignran ) Cuue 23 AUC 25 + Jiaise
verapanil AIE B EFRTAH A A M -

LKL 1A dabigatran & 3 — SRS F - Bl 205 verapamil 8% « dabipatean (B FEE IR A
Corea 3 25 7 000 2.8 2133 180%] » AUC RIS 25 4538 % 150%]) « 1E M IEFF 3! verapamil
B (Croan 38 2 5 A0 LY S[R3 A0 90%0) » AUC RH¥ 8 1745842 T0%]) » £ 06 H § % verpamil
S (Crrac By 5 A0 16D A 602 - AUCRIAE 2y 15810 B0 50%]) o+ b2t & iRHRE4 -
F AL SMIER verapansl kel - SEHGB FHPEL R -

iR dobigatran etexilato £ 2 A aFo 5 vempamil - ALABREBEHRA T EE AR EHA {
Com #1588 10% 2 AUC S35 20%) - EBEA M 2 S5 ig - dabigetom QL& -
(&M THERES ) -

AT BB venpamil BB R M BREAZEARMAY FHAZELRFIAY
ZELe

EupplE s BERSHATE T BAS H i g
RE-LY HUkih2EM Hdh o h ER KR » 4 vernpamil ik A LR 5 £38 dabigaian i &
Bt (hEM Txadm, )

Ketoconaole ©

# B L AL kewoconazale (400 mg ) 2k » 2452 dabigatrun &) AUCa. 5% Chm A#FEAE R
B2 (33 13830 M 135%) - A § 7 400 mpketoconaele (~R-—h) A5k MEA 25
15 (6% 193%03% 1H9%%) « Dabigaren (5% RR A 08N - KBS XKOLFIOP @M 7
4 Yutoconaole $ANE 4 48 F 4 & 34 Ketoconneole £ G5 -

Claritirouvein
&1 charthomygin S50 mg {— sk ) M dabigatrm aexilse 7 ZRBES R GRHHA 5%
EAVE 4 {Crx #5E 15% 0 AUC #2885 19%0) ~

Qvintdige 3

Quinidine & 2 st/ 200 mg » RHEHE D 100 mg - RABER dabigatan etexilate 3 7
(—#&AR) - F IR A EHA quinidine « FeHER quinidine 44 dabigatran # AUCi«
B Corcn THUE A £67 15455 0 (7% 53%8 56%) -

Ticugrelor @

Pl &% #5728 75my &b dabigairan etexifale $tdy 835 180y & ticogrelor 85 » dabigatran &3 AUC 5t
Come § 57 51950 LT3 5 R 195 45 {47392 95%) - {0 A 45F § & Geagrelor 90 mg { AT k)
# + dabipairan 3 B il AUC Pt Cn 3 0 & - HIFF4EE LSO B 0L 1,96 68 (+56%00L 46%0) »
AR FEHMA dibigatran etexilale » #1414 3% 180 mg ticagrelor £ 110 mg dabigarran
etexilate (AHBTRET) o - doblgatran )BT % (AUCw) REFARTREL (Cons
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PN & . S A raid R |
Dabigairan elexilate flid b RERLRBEAGH TN ELLRAR (KP4 ¢SS0
E¥H,) -

LMWE
@ R RS0 O I LMWH ( 9k cnoxaparin} ftdabisatan elexilute e 4735 % « B4 T IE 42540
mg enoxaparin { — & — R Y A H3K & FH M dadigairan etexifale B » L {E A % 2 — &
cnoxaparin{t 24 2% « dabigatran &) 4 5 3 4% 814850 $ 25 (5 R dabigmran erexilae (% £ 220 mg)
KR TE - M ES Rdabipatan etextlateifrf ¢ & Xenoxaparinié 45 8 & 48 K dabigatron
clexilale 2 8 At BT 5 60 -FXQTFIRS IR 405 - 2L S RoM e i 4 enoxaparinsd ) % Hhak &
(carry-over effect} A 3% + R REIEE T4 + 5 & fudabigatrands B 693538 & 15 A 403 % oF
& B By s Menoxaparinitr 38 5 i RLEF & 1E -

#4H SSRIA SI\RIs e RELY S-\k‘ﬂ‘#q' R ﬂ:né‘,&!{ﬁi

SRR pHEA 58 (EH)

HRRRBGH R {FH A RN AL dabigaten EE F o @R AL
E&-HARBEREE ] (HEHMLHERTRSHFRFAEE - ¥ 5 X Hriaiia
TR A 14.6% ) -

Panoprazole 3
Dabigatran etexilate R 1 le G B B - dabi B R RG T BTN 0%
« Pantoprazole B 3k & ';'1'-""51 ‘ﬁéﬁ’ﬂﬂ&.&h&%’?ﬂ dabigatran elexilate B €5 « AR H A
SRR

[ tpEt o B RRRA L YRR SR g

ERZBWE RELY ¥ AR F A HHA € S5 548 dabigatan RAEFEE - 555
T AR RGTAEHEES ((11%) cBA SREFERAHNATSESYRALS
HER et f 0 LKA warfrin da840% - Bk 4R pamoprazole A5 L BT B H T
L 18 o

Ronitidine =
Ranitidine $1 dabigairan stexilate B B #} dobigatran Y i § & BERGE -

2R

EPRATE  FURF2FUASALSEGEREREATERICE - AR SRR
Y.

EFUBHM S AT HFEREY » RPIL L b dnbipatrans 5 3k 45 K de F 57 8
AT mpkeliEF (ARALTFERTNOSE)  HAMAR A UBYREEARTEREE
WA e« EHARAETERRLERSHET (ASALEEREASE108) -
TREHBRARIAGEETH  LRLLARA - ERHMFEMEY - £HFRASH
HHET (BAIARSASTEEESE) TREHBLECS S5

AXRBHALES BRSBTS R ILE 200 mp'ke & 4 dabipatean etexilas - %
AR AR -
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Boeehringer Ingelkeim Pharma GmbEE & Co, KG

Binger Strasse 173, 55216 Ingelheim 2010 Rhgin, Germany
B TIEN A A

Boehvinper Ingelfieiny Infernational GmbH

Ingelkeim am Rhein, Germany
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