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R A N D FEBE $ IR L 844E (Fhoufi))

AR EBBE 55 INH— R D)
(4R A <> b EEBLER) (95%E HEIX 1)
AF#I110mg | A #I150mg | 7 NV 7 7 ’;L\‘éﬁéllglmg ’;L\‘SIJéS[(;lmg
1H2E [1H2M@ |U> e N

JIVT7r) | TNVT 7)Y
182/6015 | 133/6076 | 198/6022 0.91 0.66
(1.53%) | (1.10%) | (1.68%) |(0.75,1.12) | (0.53,0.82)

a) FERIA R MBI = (f NV MNESEBRBE OB B - 4) X100
b) S TEDRFER R AT N — FHE1.46& S iz,

F7o, RBRERICBI 2 MELO BB (ER A X2 M5B
)13, AH 1 E110ng 1 H 2 B4 58, 1 0150mg 1 0 2 1% 5
BROTIT 7Y RGBT, Fh2h288/6,01500(2.42%)
273/6,07611 (2.27%) 1 18317/6, 02261 (2.69%) T - 72,

B, RBERICBIAARFBTTIVT 7)) v & @R Z R
DKM OFEH OB ER A X2 PFEHE) L, AH 10
110mg1 H 2 M58, 1 01150ng 1 H 2 4 5B R TV 7 7 1)
U GHET, FNEN318/6,01561(2.67%) . 375/6,076/1(3.11%)
B 1396/6,02211(3.36%) Td > 720
HARNEHATIRUT OB SO, SRR e ik L TRk
DDA 5 720

HARNEFNZ BT 2 iz /4 B HESERE O
EM A N2 D ISBE (G- 1. 334E (R dufil) )
A XN IEBB B/ G5B NF— Rt
(EM A X P EEHRY) (95% A5 HEIX 1)
KA 10ng | KF150mg | 7 v 7 7 | F110mg | AHI150ng
1H2E |1H2m | Uy 1H2MEvs | 1H2I[Avs
INVT7 7)) |\ TIVT7)
2107 | 1111 | 4108 0.52 0.2

(1.38%) | (0.67%) | (2.65%) | (0.10.2.84) | (0.03,2.27)

Q) ERI A N B EEHIER= (1 N N EERB OB/ B - ) X100

F7o. HRANEFIIBI 2 MELOFEHOI B EEM A X2 M3
BLA) (E, AH 1E110mg 1 H 2 [ # 5%, 110150mg 1 H 2 1]
BBV T 7)) YHEREHET, 2REN1/10761(0.69%)
1/11151(0.67%) KO8 4 /10861 (2.65%) T - 720
B, HRAEFICBILERF LT VT 71) v L OBEMEZE
4 70 R I 0 ZEIBI 4L (AERT A N > b SEHE) 1d, ARHI L[|
110mg 1 H 2 MI#%5-#, 1 [M150mg 1 H 2 MRS58/ T L7 71)
CERERET, ENEN 8 /10761(5.53%) . 5 /11141 (3.33%) K& U°
5 /1081 (3.31%) T - 720

2. ERE IARREE
JeFr AR O A B 16661 % 0 5 & L 72 EIPN 48 AR ERIC B
W, MBEREA N MITV7 7 V5T 1H(1.6%)
VR MAPERNZE AN L 7245, ARH) 1 |110mg 1 H 2 [\, 150mg 1
H 2 [5G HTIEA SN ho 722,

MARZERAE A < > N FEBBIE (e G- HIHS4AH (iufit))

1> NSRBI ()

AHI110mg 1 H 2 [l | A#150mg 1 H 2 1] V77

0/46(0 %) 0/58(0 %) 1/62(1.6%)

BB, KERCTNT 7)) ¥k OEENEZ M DR R IO S8
g (EBIE) 1Z, AKI 1 E110mg 1 H 2 M#% 5%, 1[150mg 1 H
2R GHR TV T 7 ) VIRGHT, EEn0 /466100 %) .
1 /5861 (1.7%) KO 2 /6261(3.2%) Td - 725

[FExhEE]

1. RERECT 32158
EHRBWTHEYEH b T ik b OIS H VG E
ShOYERTTAF VR @PTT). =4 v EEERE (ECT) Kk
7o oy sRE(PT) ZBERFENICER S S/, 22
NG A—=F % 2BIILEEECLDIZLELRTEH T 2O
£ (EDawo) 12 21 210.23, 0.18/200.83uMTdH 722, T v b,
THEROT AN OMEEE FWTH, RSP % R
L7222, F72, ex vivollBWTH, FEFT T VIET v M, 7
9747 BV T Oy 4 B2 50 T RARAER) 7 Pt & EH (aPTT
DEEMER) R L7z

2. BRIMAREETIVICKT 2160
FEH Ty ORISR EOROFES 12 & Bl H %
F v b RO A X OEARMARE € 7V % B Ciiat L7ze BRIRIN
BHICEBFEH T v oM EEOED(50% A HE)
X, Iy RO FTENREN0.0330g/kg® . 0.066mg/kg? T

Hotze T, BELIMEREZHETLZSEN M P OHREIZT v

PR FTENLENO. Ing/kg. 0.5mg/kgTH > 72,

T v MIARHES ~30mg/kgx G- L72& 2 A, Smg/kgTlddx
5.3041%128180% D MAE T B HE AT A & 41, 20mg/kgbh b o> i &
TIFEER MR LED A SN0, 7 FI2BWT b EED
MAETE BB EAE A & 1722,
3. IkMmICRIFTE

F v NRIICYIB Z T S, ATk F 2 F ORI K
ETERZBE L7ze FEF T v 3ERNESICE ) . K
I A ER L. AR O E % 4 U725/ A
#130.5mg/kgTH - 7%, T v b OFIRIEEE T 7BV T
MR A% 512 & e Al AR % FHE T % A (0. Ing/kg) & MRS
b &, SROREHENH D LATRENT,

[ B2 ICEd 2EB{E2E9A A ]

—fE4 TN TSI T XY T — M A Y YAk U EREE (JAN)
Dabigatran Etexilate Methanesulfonate (JAN)
Dabigatran Etexilate (INN)

Ethyl 3- ({[2- ({[4- (amino {[ (hexyloxy) carbonyl]
iminof methyl) phenyl]amino} methyl) -1-methyl-1/-
benzoimidazol-5-yl]carbonyl} (pyridin-2-yl) amino)
propanoate monomethanesulfonate

LAtk
/—/_FCH3

>\~o

\
0" CH,

Cs:HaN70s -
723.84

bz

+ HyC-SO5H
1
ST
MR AT E A ORI
Al 180+ 3T

SRt log P=3.8

(a %]
7T WX H 72V T5ng

CH40sS

21124 7V (144 7V x 8 )PTP
5607 7 )V (147 7'+ )L x 40) PTP
11207 7 )V (144 7+ )V x80) PTP
1124 72N (145 7 )V x 8 )PTP
5607 7 )V (147 7"+ )V x 40) PTP
11207 7 )v (144 7+ ) x80) PTP

T WX H TN 110ng

[EZE Xk

1) Tomimori H. et al : #tNEE  HAR AL O H AR O S B RE AT

2) Rathgen K. etal : #tAERE SEMBIREI N3 2 AFORE

3) Stangier J. @ FLPAEAR  ACH R OSEMEIREORMET

4) Rathgen K. et al : &R SHENBREE S8 O BIHERAT

5) Dansirikul C. et al - #tNEH LB AE) R OHTEIVEFATiEAT B
S Bl A A A

Rathgen K. et al : #tPVER  AHE ARTREE BE OB RERAT

Haertter S.: fLNER  HEHEBERE 13U )‘Zm—%?)ﬁ V)GT‘/‘ﬁﬂ‘ﬁ

Ludwig-Schwellinger E. et al ﬁ:V‘]V"H In vitrol2 BV A CHEER OFET

Ebner T.et al : t#tN&EHR  In vitrol BV B (L HEEE O

Zhang G. : #PVERE  In vitrol2 B 2 REBBEEZ OWET

Stangier J. et al : #NER T MUY F 2 EOMEAEH

Stangier J. et al : #HNEE Yru7xF 2 M)A L OMELER

Stangier J. et al - fENER T TF T VL OMEER

Stangier J. et al - fENER T34y T EOMEER

Rathgen K. et al : #&R RT3 & OMELEH

Troost J. et al - #HAERL 7 b3+ V=& OMEIEH

Lionetti D. et al : #tN&EHR  F =2~ L OMEER

Koenen-Bergmann M. et al : #HN&HR 1) 77 v ¥ v L OMEEH

Brand T.et al : #tN&R 750 A0~ A v L OMEIER

Reilly P. et al : #LN&EE  HARANE & OB RS AR

Tomimori H. et al : #tNEE  HARNCEAMB)EE S AR

E O

6)
7)
8)
9)
10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)
21)

22) Stassen J. M. : #LN&EHR KB IZ BV 2 HUEEEE (in vitro)

23) Wienen W. : AR 5 v MBI B HUSERE & OHLMAR R (BHIRIN3% S

24) Stassen J. M.t #LABHE  HIVIZ 51T 2 HUBEE R 0L (F T (BRIRINA )

25) Wienen W. : *t&EE 3 FI2 BT B0 & Ohuiima e GRS

26) Wienen W. : A& 5 v MBI BHERE R OHUimis Ve (L%

27) Wienen W. : #LER 7 FI2 B A PUEfE K O Ok s.)
B

28) Wienen W. : #LN&EE T v MBI 2 MK 2 (- (SRS
[ X@kEEk%E ]
FECIKIC OGRS E F LTOTFRICS
HARNR—1) v H— A 2P g AR A
DIt ¥ —
T141-6017 HEHESGIIX K2 TH 1#H 15
ThinkPark Tower
7 — &4 %) 1 0120-189-779
(SZAFEER) 9:00~18:00
(- H - #H - SRR 2R )

FHAR T S v,



[ IR EHREHIRESERAICEE T 515 ]

RENE, FEFEMTD D720, EEFEHESRET0E CF22FE 3 A
5 HA IO &, EMifkE~OPHOHDIEST 2 HOBH ORI H»
SEELTCIFEARBTS2ETIN4HS B 2HEITRDOENT
WEHA,

BUERRTS
BAN-UYA-177IVIMbt &4t
FRER/ IXAB2TE & 15
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