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LIXIANA® TABLETS

E)ER—EMEONTEICKVHERT S &

1. s Wi % BRRGY VR
1.1 FEORSC&WHEINFEL, EERBMOBS D-w=hk—. ®537 L
ClF. BEICEZBZNDHD. ARIOEHICH g 77 —fbryT7y, suase
feoTld, HIORRMEZEL. FEABRSOES L |[EEEAYEUREY, EREFCTOELLL
T [ f - | V72T T (BRI O—2, AFT7Y VBT
EES(CHIIT BT &, ABIICKBHMY RTEE
[ o - g $£30mg  |40.4mg YA, bFuxa— X, Bt
FEICSHE T = DISERFEI SN TLRW S, AF (R ot . -
e _ = NyELIFZY, VT, xr7ad—)b
BEhE, MEFEICETREBEOHFBST. H <30me) 6000, = —EB{kEE. %3 ILTrrt
MPRMSOYRETHCHERIZE, TNS50 & me R
BRDEH SNBBIE, B5ICEYBNEET Py Ty D
5Z&. [2.2. 2.4-2.6. 7.3, 7.6. 8.2. 8.3. 8.6. . S R Ay
8.7. i'g»‘ 9.1.1. 9.1.2. 9.2.1-9.2.3. 9.3.1. E S IS A ARy
9.3.2 2] N L V27 F (BRI =2, 277U VBT Y
1.2 Bt - BIRIVRREL ZD‘L\IQQHE*EE‘%U%&@{#}EH[LJ: $t60mg  |80.8mg A, BFOAu—R, BT
V. ZFREAIICIENED., SIBOEEBICK 2 ME (ZRFHNLELF Y. ¥ LY. w7 aT—)
HHE5DNZBZTNLHD. HETBHESCIFHE T60mg) 6000, =Lk, HLF
REEDOMERVERICOVTTHEEL. BEHR woNT Y
HOENEBSICIFESICEBYBRUEEITS &, 3.2 BRI
[7.7 B8] e
” z #5
: — — BRE | AR | B | kxx | ES \x |
3(\ Bez<
2.1 AFIOBSIK LBBIEOBHERED 5 5 B yyopa| A DSC
2.2 HiIfl LTV 5 8B CEEMN I, HIEREHI fho sismg |~ 21| HBE @ Q = 471
EEREICBT B HME) (M2 BHET 55205 v 7t 63(EE)| §36 | §105
H5.1[1.1 B8] VBN
2.3 SR DA A O B R 1 > Mt Voo ramr| @ = |psc
BIERERT2BZNIH5.] $830mg | > |7 472
GEREEMDEMEIERS(C BT 3 EMMEMEPR S (E8A)
SMEESFEOFRAEE, SIRIMARERE CREPEEIRIMIE RRZA |
ER UML) DABR VBRI S AL DSC
24 BRE(Z L7 F =22 )7 5> A15mL/mink i) stoomg | 275 |BE 475
DHHEE[], 9.2.2 BHE] (BFIF -
2.5 WIMEH 2S5 FFEBROEZ([1.1, 9.3.2 B3] ERA)
(TFEEENRIFITETEEC ST 2 EEIRMEELED
LR ' N ? 4, ThEEN IFFHR
26EEDERERE (VL TFVIUTITY R @) 3Efﬂ§ﬁ‘lﬁlﬁ\%?ﬁﬂ]§ﬂf§%12Blj‘éﬁﬂﬂ‘?ﬂ‘ﬁi$¢&0‘é%
30mL/minki) O b % H#&[1.1. 9.2.3 BHE] AR AE O SRR . ~
O B3IRIMIEZEARAE CREPERIRINAEAE N O i ML FT|ARAE) DB
3. 4R - MR BN O BRI
3.1 18K O TEED TEEENEIFMHETEEICH T ZEIRIMEER
. 1|\ Ry 9] I
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VY7 |\ WEEKFIY H—ZA, ATT7 VYV TXY
$£15mg  [20.2mg v, bFaxa—2, BT
(ZRFHNVELIZ Y, FLY, 70T — )L
<15mg) 6000, EE=—@{L. HILF
v Nary

REHEE -1-



5. 3IEEX I FIRICEET 5iFER E S BEE
(GhgELE) F Y URBREKNY. X7 AT 55EAICIE. AFI30mg
5.1 &%) SNINVERE, TV 20w/ | ZIHIERORST 22,
RS $€15mg | $E30mg | $E60mg Y. YRR Y
FEFRIERE MR D M B B 1T BT B TIARUYA T, 7T) ANGE OB RE L R E+

B MR R R 2 B R ERRED OF)- 22| O O
FEREI ]

R A ZEARRE (VR R % IR I A2 AE
KOl AR AR EE) DI K OH| O O O
FEAH]
THEEABFRETERZICS T
5 B AR AR ZEARE O FEREA ]
O:2EEHD. — : WhEA L

D ER R UBEOREICS UEET 3 (7.3 2]
EAHIDBTILT 7 ) 2 ADE DB KE[8.5.4 BIH]

(ERIRIMAR ZASAE (REBERARMMASIE N U MASZEARTE) DG
ROBFANH)
52 Y3y 7R RIMENEET 2 &5 R IMITERPALE S
R S A VA A O (3 P IR R PR A AV R R B T
. AR MTBRLERICHRET S L. BUWERD
TEMIIHELL TV,
5.3 RANIBEIANOHEY) 2 0 ERGE (A ) VR 5E) ik
ENBIRET S &, [8.5.1-85.3, 17.1.3 2]

6. RERUHASE
GERRESDEMEERE CHIT D EMEMEIR S5
EIRREDFEIN
BE. RAICIE, TRFHNELTUTORHE.21IHLME
REORG9 %,

fAE60kgEL T  30mg
AE60kgH : 60mg 4B, BHEE. HAFICSCTLIH
1[E30mgIc iHET 2.
it\&muxﬁﬁ%m%ﬁmﬁﬁﬁmxﬁﬁxﬁﬁwﬁﬁ
WS CTIHLESmgIcHETE 5,
(BpiRIMALZESIE CREPERARMAAE N O R MMAR ZRARSE) DIEE
ROBFH)
BE. RAIZIE, T FRFYNVELTCUTORAEZ1IHLME
ROHRET %,
{A=E60kgEL R : 30mg
{AE60kgH 1 60mg B, BMAEE. JHAEEICIEUTLH
1EI30mgIciEEd 2.
(PEEENBF il TERE (CH T 3 EIRMISESE DRI
Hl)
BHE. BAICIE. TR ELT30mgz 1 H 1RO
535,

7. BERUHZICEET 33
GERBRAEMDEREIEE ICH T D EMMERZEI R U5 S
ERREDREAEIF], ERIRIMAEFIDAE CRERERIR MAREE R O'f
MALZRAIE) DB OB FINH])

7.1 BHREBREOHS2BETIE. BEEIISCTROLI I
B5952&, [9.2.1, 16.6.2, 16.6.3, 17.1.1, 17.1.3
]

ILTF= I UT TR
(CLcr)f# (mL/min)

30=CLcr=50

O O -

5
30mg#z1H1EROKST 2
Z&,

BN T2 L T
W WD T, REIBEGOES
ZEEICHMT S L, BE
T 55E1330mg# 1 H 1 ERE
059229,

1) [IEFIAENE OB A E) B35 12 345\ 2 R LA R 2 R OV 4 B Aok ZEARE O FEAE I |

DHFEIIE, Fig, BEORBIIE U Tlo5mg LHIENIHET 52 &2 ZET
5T &, [7.3 5]

7.2 PREEAMEERZET 2EA 2 AT 255101, HH
BB LCTRO LS ILHET B &, [10.2, 16.7.2-
16.7.7. 17.1.1. 17.1.3 ZH]

15=CLcr<30

avA Y. AT aFV—

W, ILVFT7EL, T3IHY

o ViEBE. HIV a7 7 —

FICER L. KAl EOHAD
BY)EHE SN2 EBFICDOH
HRTZZ L. AT ZEE

YHHEH () b FEILE)E iy AAH30mg#z 1 H1E#E
A®E5d2ZLE2EETLHT

Eo

GERBEMDEMSEZICBIT D EMMERZEDRUEE S
ERRTEDFAENE)

7.3 Eﬁ%@%%‘(soﬁuk% HZET5)T, UFowdnd
M- 9iGa. MR LOAREEHMY X7 2EE L TR
FEOBESZEEICHE L. B579 255 10 IEAKH
15mgx 1HIERORE TSI EE2FRTHT &, [1.1.
5.1, 7.1. 9.1.1. 9.1.2, 9.8.2. 10.2. 17.1.2 &]
QRO HMEZERK%Z 1D EET 5,

- BHEAN. RA. HLESEERE TCOHIMORE
- {K{REE (45kgbLR)
s L T7F= Y7 I A15mL/minkl E30mL/
minAiif
- AT UA FEEREREAOFEA
- i/ MRA O
@ A&F O # HE Xt oREOFEER O &AZHE T
HBIMY R T D085 TE,
(FEEBENRIFEMETESE CH (T 2 ERIRIMIR IR D FAE
D

74 7V 7F=>7 75> A30mL/minkl_E50mL/min#
MOBETIE. Hrx0BEOBRIRMBRERERHEY X7
R OHIMY) 227 27 L7z LT, 15mg 1HI1ENCHED
B ERERTAHIE, [9.2.1. 16.6.2 2IR]

7.5 PEEHMEEEH2E T 2EF 2 0HT 255 I2E. BH
15mg IHIENCHET 22 &2 BRI S L. [10.2,
16.7.2-16.7.7 28]

7.6 AR OFEEGIE. Firl 28MZEE L. FMialEH»
SOHBIMA VW EZEERLTHIHITH T &, [1.1 ]

7.7 RAIOREES1X, BEN D T — T VikED 5 WIdEHE
ZHD 5D EH2ME AR LTALITHI T E, Fion
MEEESDEIC NS OREZITIHEICIE. JillEE
PO 12BN Lo+ a2 2T, DOy PELTWL
BREOFEDL 7L & 2BM ERTICERT 52 &,
[1.2 28]

8. EERERIEE
GheEHE)

8.1 7u b o b U — EBIZEHE L (PT-INR) G LE S
ra v ARTSAF VBB (APTT)Z 08 O BERERE
3. AAOE TS ) T HIE—EEI RS VD
T, BFRERZ BT S &,

82 HIMZEDRERAZE LA EFRHLHDT, BDEIIGUT
ME(NEZTE Ul O/ K OE MRS O
BARMEZERT S ENEZ L, [1.1. 11.1.1 2]

83 BFICik. B, FRHEIM. SAMIM., mER. Wi,
Mk O M{ES, BELHLOBBEIRO ShBE
EAICEET AL HEET S L, [1.1 BE]

8.4 BEDHIMI CARIORAZRIET 22 DV E S+
RREREE 2T 5L, RAZENZBEIE. —Ei22(H
FERAET., E5ICARAZIBSIRAL. RORHEET
12BRI B2 5 &5, BEICIRET B2 &,

8.5 AAI & fhDHEREH & DI D EEZ OBIE. IROBIFICH
B3aHI L,

851 TNLT7 7V Yo ARANIVEZ SGHEIE. TLT 7
Vo5 EFIELU-%. PT-INRE, Mk E gEME
EEREL. IBEHORNBU NI/ 2R L
%, AT RES PICKAIORE 2T A2 &, [5.3
18]

8.5.2 RABEAINY U 5 RAIANTI DB 2 I5E1E. Fikidh

FEH R4+ 1R ICKR OB G ZFET 22 & [5.3
2]




8.5.3 MDHEEAI (T ILT 7V ¥ RORDTEAINY > B
P ORFIANT O EZ 5. REIOBSHFFES QL
HEE D SRR OB E #HIGT 5 & BRERAILY
N—OF N XRBF7EFI N 23HMHRER. RFE
BEAHBESICYD B2 - 0 buy U (PT).
APTTXIIHFXaiEEANDFLEIX, REIKEHRS4HE
LRBETH -, AEIC, YEH 5V hoARANIC
YIDEZ/-EEDAPTTIX, YL I U RE#HE3H
HERBETH-7-, [5.3 5]

854 KKIPSTNLT 7 LIV EZ2EAIZ. FEEE
ARSI s X5 EE L. PT-INRAIBERD FIRE2
HMz25ETIE. AF30mgEHEGE L TVWHEETIZ
15mg 1HIEIET L7 7Y v, 60mgZEHEELTWVS
BETII30mg 1HIEIET LT 7V v 2MRAKET 5
Z&. BLLIE ARAOEEHKTH PT-INRAIAEK
OTRBEZBZHETIE. 77 7Y » EEROVERE
Al (A% VE) 2 HRBRET A &, B, AHORK
ERTH2ABMZEBT 5 TE. PT-INRIZT L
77O EEEHZEREICKB LNz, PT-
INRIZAA OREZREEFICHET 2HREIH 5,
[5.1. 17.1.1, 17.1.3 &M#]

855 KA ST LT 7V Y UNOMOFLEEFNCE D X
HFEE. KAloFxE 2L L, REOXRAFHZREHFF
E SN REICHRERI OB S 2MGT 5 &

8.6 AHIDFHEHICFH P RBIAE 21T OHBAE. AHOHK
B 24BN ERB L BICITS ZEDPEE L, Filf
PRENUBEORHBEZESE S ENTEZVIEEI,
Baf LY 27 25T 5 2 & AROERSERIE.
FHPEENLER., BEOBERIREICRIED) 7% < K
BENWZEZERLTHS, AIRERLICITHZ &S
7B BRBEIZE U TREBENN) VE)DFERH%2E R
IT5ZE, [1.1 ]

8.7 AFIZESh o BE TAEMEE H» I H M XX 1E 0 R 7
MOFRBICAR OFURE A OB 2 LB LT 554
12k, FHBICH A7 > TFF Ry b U7 7 GBIETHE
BZ)DBTFHRXZBISIEL, [2. 2217, HERVH
BICHET AEEII8. EEAEANEEI. BEOER
2HT5EBEFEICET ERINL BIEAIE0#RE Lo
BoR#MeHERT A&, [1.1 BE]

(FREEBENBFMITERSEICH T B IR EIIEDFIE

Y

8.8 FHIE LT, MBOARHRICIR-> THEAT S &,

8.9 AHIO#HEHIRIC O WTIE, BEME % OB IR MR ZERIE
ROHIMOY A7 2#ZB L TRETRETH D, #IRIL
BERED) AVETRICEBAREBRERS LN &,
ZB. ENEFRREICB VLT, THREBEABFRETS
FHENGFE LU TISHEMU RS LIZGH OB ER R
SRS h TRV, [1.1 28]

9. BEDEREET ZREICHT BER

9.1 BHHE - BEEZEDHHEE

£9.1.1 HIF 2 TREHI BV ES
I %R R RO R, T R
O— LT & L EREOBILERE. LI 20
BEAE, LB HMOBE. EBEERER. BRE
WARRERE . IS 2 OB, Al A
BN EMEHPROFHRH 0%V BES TR NS
BEUBBENEDH 5, [1.1. 7.3 ZR]

9.1.2 EFEDEE
HILO Bt AT 3 B 2N B 5. hEAOkgRE
D EHI60mgR1230mg 1B 1ER 5 AR 0%
LM EEEE URERRBIZERLTOAL, (1.1,
7.3 B

9.2 BitEEEE
GIRELLE)

9.2.1 AHIEBEE N L THIS W 20T, MAlES LR
L. HilOREHRESERT Z2BZENIH 5. [1.1. 7.1,
7.4 B

GERBRES DEHEEE (CH(F D EMENEDIRUEE
RS DFAENNF], ERIRIMISEARAE CRIPESARIMASRE A
UFhIMALZRALAE) ;a8 & OB FINHED

9.228AE (O UL7F=ZrIU7S5VA15mL/minXki&E) D
HDEE
B LWk, XX T7 40y v2ERISHIIOY R T
WELZ2BENDH 5. BRABETIIRIASN TS,
[1.1. 2.4 /]

(FEEEHNBFEMETEEICH T DEEIRMSEREDF
SEHNED)

023 SEDBEKERE (L 7Z7FZIJUPS5A30mL/
minzki&) D2 EE
BELZWZ &, BIRIMEERERENH R Z LE
HZHIMOV ZAIBELCBEBENTH S, HERRETIE
BAtshTtwna, [1.1. 2.6 2E]

9.3 FrieEEEEE

(RhgELE)

9.3.1 BEDIFHEEEREEDH 3 EE
BERFOEEMERTLTWVWAZEADHD ., HIlDfE
BHEASERT 2BENTH 5. [1.1 2]

GERRIES DEHEIEE (CH(F 2 EMEMEZEDIR U2
HEREOFREING]. EEIRMALEDE CREPE2IRIMISAE A
UM ZRASAE) DB R UBFINED)

9.3.2 RMEREZH SHEEDERSE
BE5 LWz e, HLOBEESEAT 282105 H
%, [1.1. 2.5 2&]

9.5 1113

IR AR L T WA ATREME O & 2 etk icid. 1B Lo
A GEREEZ BRI 2 SHSNHB5ICOAZRET
5T . BMER(TY M) THREANOBITPRESNT
W3,

9.6 ZIiw
WELOERERVBIAREOEREEZER L. RALD
W Ik 2 ETT A 2 &,
BMER(Sy M) THATRICBIT TSI ERESNT
W3,

9.7 INR
NREENFRE U BRREBRIEE/R L TWil,

9.8 EnE
(GhgELE)

9.8.1 BEDREZBR LAV oEHEIKRSE TS L, —f&

ICAEFEREEENE TR L TWA I EAZ 0,
GERBES DEHEEE (CHB(F D EMEMEZEDIRUEE
THEEADIE D FEAEHNHID

9.8.2 Bl (8Ol L2 HEZET %) THILY A7 A EWEE
I, RBEICRCTHEBZEEIT 52 &, HIMOMERK
WBERTDEENTH S, [7.3 BE]

10. tHE{ER
AHENIPHEERORE TH S,
10.2 HEAFE (HBISEFRET D L)
AR E FERGER - fHEAE | BT - fGRRET

PrEEE | IS O & O M E I mAE
ANYYF MY TICKY, HilofERE A EE®RT 52
Ly TLT7 7Y UV EERSELIZBEANENEZ Z SN
HYVITL, T F Db, %o

AR IV Sl ) Ry
Ly T2V
XTAF NI T L,
YEHNT I T
FTVI—-—MRAXEF
VAR v EBIES

[16.7.10 =]

i ggcevad =il
TaFF—+,
t-PABIH| %




B SalEh

R - BT

WP - falRE T

i 7N A5 58 £ 491 61 ' R

ZHY 2 HA
TAEY Y, V¥
VY E—IN, FU
oYy EBE.

Zh s DER LA
Ik, Hino sk
wHERSELIBEAN
Hb. FFHIZONVT
3. BELEOFEREE

Ju b RJVIIEfEEEE2ZR L CEERE
RIS ICHIWg 52 & HLl
[7.3. 16.7.9 2] |/IMRAI2HF & O ff F B
IZid. HimY A7 2%
ICHERTHBZENDDH

5720, KHlEDHEHA
ICOWVWTIXESHICER
ICHEET L, BB LB
oy ien i R w1 Y
EHBENTGED
By IS OFEA LB
HAdsz&,

FEATOA RHEHERE

SEEA
vruzzFrF+
ML, SO
Ft %

(7.3 B8]

GheEHE)
Zh 5 DR E DA
12k, HinoEkt:
wHERSELIBEAN
H5
GERREM D EME
BE(CHI(T B EMmMER
ERNUEEHERE
DFEAENF), FEIRIMiE
ERE CREPERARIM AR
9iE Kz OB M 42 ZRAR fE)
BENUBRIIE)
I DOFEH EARF O
HRICOWTIZ, B
LoBwE s fEBEEE
EELUCEEICHWT
5T &,

HE I Hm A
FZz#Md 22
EFEZ LN
60

avA{ . 77
y2u~vA T,
A hFaFrv—i,
INFTEL, T
IG5 a UEBE.
HIVZusy7—+¥
FHEH (U b FEL
)%

[7.2. 7.5, 16.7.2-

16.7.7 ZH8]

Bt o b= UH IS 0EFEOHHA

B0 3A A BHE A IR D o fE R

tub=r - LT |\ ZERSELIBTAY

FL+UYERYRASS,

A FHEHA

PREERMHEEERZA AFlOMHIREZ LA PEERQ ZHE

ERGE 5: SE, HmofEEtz 3 5 2 &I &
FoUUMBREKBEREIELZBINTFDH D KEIDNA
M. XI5, FT7NRATEY
HEEHE, TV 20 T4z bARSHE
~Af v, ¥ru EEIBN
ZARY V. TIR Do

11. BHEA

ROBWERANHH5DONBZENHHDT, BEEZTZTITITL,

REPRD 5NIBEIC3REG2HIET 5 7% S#E) L LB %

52 &,
11.1 EXIZEBIER
11.1.1 Hio

HALBEHIM(1.3%). FEEFEAEIM(0.3%). RAH I
(0.2%) BMEHM (0.1%A%) . $AEREH I (B ANEH)
LZOEREHINLSDH SO MBRUBEICELSZ &
BHO., HECICE-TEMBREShTWVS, RN
ICRIEE 2 2 HM IS HIMOEES & 5 Nz EAICIX
BEEHRIET A&, [8.2 BHE]

—4—

*%11.1.2 SUEBEE GHEAH)

BOBEROKRSRICAEBERENDS5DNSZ &
Bhd. FOFBEEEREZOSEBEEDORICIX,
MRZRDHEH O, BEMICEYRMENICHFIMERM
HE22ZHROZLOPHESNTVEY 2,

11.1.3 FFHEEERRS (BHEEAEA) . &8 (B AEA)

AST. ALTO EREZ M4 FRERE. HEFH 5D
NBZENDHS,

11.1.4 EEMAHRR GHEARH)

Mm%, MifetmzE>8a0H 5. B, Bn. ¥
TR &, FE MEOREESRD S5 NGEITE.
RN ICERXAR . WERCT., MG~ — /1 —S0BE %
EfiT 5L, MERHEEPREDNZHBEICIZERES
FHL. BIBEEFRILEYRORS%SEOHEY) 2 LE
IO &,

11.2 ZDDEER
1~ 10%K i 1% S
MK =il M/NRESE. 4 | I MRER D
RERIE %
HIMfER (&I, WR(R |HERZ. BN
PRI GRS . B | I fE
NI, #E.
BIME Hi I
JFF ek FrréRER T v-GTP_L&,
ALT ERF. €YV
vy kA, ASTE
. ALP L&,
LDH E&
TR BE FEH W
HbEs Nl ED, B
IS BURE R, TOFE IIN=2E3N
#ZKZ
Z DAt FHE, REE LA
MU ZUtY KE
. FE
13. BEKS
13.1 FEIK

13.2

KAz BEKREG LBEE, HEOAMHEZSISE T
BENDDH B

nE

AANIMABENTIC K D FRES I WY FERITIE U T,
SVBHAY IR i i B R IR BRI, 5B ek R A5 1T B
B FOHEY LIBROMBEMET 52 Lo

14. BRAELDZER

14.1

FRIZMIEDER

PTPRZDEANIPTP — 26O L TIRAT 2 &
SHEETBHI L, PTPY— FORBERICEK D, BELHAER
PEEREARTA L, BICIEZELZ B I L THERIE RS
DEELGMHEEZHET L2 ENH 5,

15. ZOfthDER

15.1

EERERICE D 1B
WHMCBWTEEBSNI3FEON—-T AT Fa7 75
M ALY F)EUHE, 27V aTaT A U]
FR) DWIT L AT MBREOEBEENSDH 54 V8
BHAMERBERE 200 R & U 7~ B P R i et [ 3%
(UN—BFHN)ETLT 7)) v OREREEELR
BRlcBW\WT, MEREREA XY NOEHENS, JL77Y
VEGIFITIEERD ONE A S DICK L, U NN—a F
NUBETIISOFIR7HICERD SNz & DME N H BV,

16. EMENRE

16.1

16.1.

Mo

1 8EEs

FEERRA B IS T 1 548 > 30mg 2 22 RS AR L1 5
Ut & & QM EERERS R DR BI 8/ 5 A — & 1R D
EBOTH-o7, £o BRIEE L E ZCmaxid13%
ERUZHM. AUCICEZBIZRO 5k o725,



I RN BERE O SR O MAEHR R (221EE)

(mean*SD. n=34)
(ng/mL)

300 A
250 1
200 A

150 1

B EESRE

100 1

50 1

04

0 2 4 6 8 12 24
5] (h)

HOREOREROT R33N ORI ERE/ST X — & (ZER)

Cmax Tmax?® t12 AUCo-24n
e ) () | (ng-h/mL)
218.9 1.0 4.9 1,187.0
30mg 1341 (3471) | (05~3.0)| (19.2) (21.7)

TP GRAICV %)\ a @ HRAE (B IME ~ FAfE)  t1/203 854 24 & T o s
WET— 5 1CET<

TRERRRA39MIC T K ¥4V > 30~ 150mg™® % HiEfE O 5
Liz& &, CmaxkUAUCIH R SRICHEI LT ER Lz,
5% 72BME coMBERBEET -7 I1IcEI<121310~
14 CTH > - BHEAT—%),
16.1.2 RiEHRS
TR A B HEORIIC T K493 120mg™) % 8 H R E#% 0
BELzEx, EBEMERO SN EL o729,
16.2 RUY
fERERRA3SHIC T R FH5/3 > 60mg 2 ROHRE L 7z BoiEt
BINAFTTRAFTEY T 121361.8%THh-7-(BHEAT—%),
16.3 71
16.3.1 ZBFEEER
(R B 1 8HIIC T K %932 90mg &% 01 20mg) %
EROE L&, #52, 6RO 120 /% Dex vivolll
BEABERIZL40.0~589%THh -7 (BEAT—%),
16.3.2 nthaiE
R A BAE35H1IC T R F49/3 > 30mg % B E AR % 5
Liz& &, AFIOBHAERIZIOTLTH > - BEAT—%),
16.4 X3
IRFHNVEHANLRFIIRATT—FL K BMKD R
AR UCYP3A4IZ X AR 21T, CYP3A4IC X BREIZ
BEBO10%RETH > 7= HEAT—%),
16.5 HEtt
R A BE35MIC T N F4/3 > 30mg % BEIEIRAH S L
ol &x, 257V 75 AF21.8L/hThHH . FDH50%
(10.7L/N) DB Z VT 5V ATH - 7= BERABE6HICT
REH N2 60mgk BEFEOKRES Lizv ANT ¥ AREEICE
W, HE5% 1688 F TICHREG SN METRED 35.4% K O
62.2%0°. TNENRPRUOERAFES . ZORES (F
NZEN23.8% 49.1%) I ET RFY N THo7z, MFEFIZDH
FILZRFINELTHFEELLEGFEAT—%),
16.6 HENDEHRZEITDEE
16.6.1 Sin&
R e B AR T 93> 90mg® % 1 H 1 [E8 Hff X
BROKEG L&, BERABEE KB LAUCLE
33%EfEER LIz (BAEAT—% ),
16.6.2 BikeEEEEE
B RERE A 240012 T R ¥ 93> 15mg % BERE %S
L&, ZJL7F=2 27175 A(Cler) DETIZHEN
t12DBEE & AUCo-int® LFEDRD 5N 727 (HEAT—%),
[7.1. 7.4 ]

BT EE IC15mg e BAIREOREG Lz & 2 OFEMBREINS
A—%

B EEFRERE (CLer - mL/min)
INT A —% | CLcr> |802CLer250 | 50> CLer2301(30>CLer A
80 (®E) (T%E) | (BE)

Cmax 81.2 104 108 874 | 91.7
(ng/mL) | (31.7) (46.7) (38.5) (34.1) | (57.0)

B EERREREE (CLler - mL/min)
INF A—=% | CLcr> |802CLcr250|50>CLcrz30|30> CLcr TREE
80 (T (FEE) | (5%)

Caan 2.34 3.44 5.90 6.88 8.24
(ng/mL) | (28.1) (62.5) (38.4) (36.2) | (53.9)
AUCo-int 443 620 794 835 963

(ng - h/mL) | (22.3) (24.5) (25.6) (25.1) | (42.5)

t122) 8.60 8.15 9.44 16.9 12.2

(h) (3.83) (2.82) (2.12) (10.4) | (5.29)

CL/F 564 403 315 299 260
(mL/min) | (22.3) (24.5) (25.6) (25.1) | (42.5)

CLr 197 121 67.49 32.5 _
(mL/min) | (16.5) (37.8) (37.8) (49.3)

Sl P15 ME (BRICV%) . n=8
a : HliPI9fE(SD) b : n=7

16.6.3 EEEKEEREEERE
= B AR E (15mL/min<CLcr<30mL/min) 2 F 3§
2 IEFIEL DEME EE TOEFIRETHAUC ECmax
3. BERREIER IS EHAERE (50mL/min=CLcr) %
B HEABEROEMBEE CEH CHEBZRE LI
EHART, ZRZN2RE, 165 EHESNLY, [7.1 &
]

16.6.4 FHikpElEEEE
BERUCPEEOFKBERERZLIONICT FFH N
15mg# BEROHKS Lz & &, @A & g Uy #)
BICKZREZRIFTD SN2 HEANT—5),

16.7 EYWEEER

IRFHNVIEAARCHES W MEEFRETER b
FCYPHFEZHEED S VWIEIFEE L L o7z TRFHNY
WPHEHOEETH S LW RBESNT, (in vitrogkhi
T—%)

16.7.1 I3F v
YI*(0.25mg/H) &L FFH N2 (60mg/H) % HFH
Lick &, VIF TV UVRUI RFINYOBEYFHEAOE
BRIbLTHLTHoHEAT—%),

16.7.2 5 haFV—=)L
7R3+ = (400mg/H. FZOA : BRNRER) &L R
FHN60mgEMHLzE &, T FFH N OCmaxk
CAUCIKE., EBICIIBICERLEZGFIEAT—%). (7.2,
7.5, 10.2 &Hg]

16.7.3 ¥=Jv
=92 (300mgx 3/H) & T K %432 60mg# fif L7
EE. IRFHNVOCmaxKkPAUCIE. FhEh]1.9(5.
1.8fEIc ER Liz(MEAT—%). [7.2. 7.5, 10.2 2]

16.7.4 RS)V=)L
NF830(240mg/H) & T KF43260mg% HHF L7z
EE, IRFHNOCmaxKUAUCIE. &BIT1.5fFI1C
ERLEGHEAT—%), (7.2, 7.5, 10.2 2]

16.7.5 TVRONAYY
TYZTTA Y (500mgXx4/H) &L FFH/3260mg#
BRLZEE. T RFYNCOCmaxXUPAUCIK. ZhZ
NL76/E. LB LR LIZWBAT—%), [7.2, 7.5,
10.2 1]

16.7.6 YJORARUY
¥7uARY »(500mg/H) &L FFH/Nr60mgz HtH
L7z&&E, T RFPBNYOCmaxKkUAUCIE, &HIC1.7
B ER L (GHEAT—%), (7.2, 7.5, 10.2 ]

16.7.7 7=#50v
734402 (400mg/H) & T KFH /3> 60mg2z HiF L
L& TRFYNOCmax Kk TAUCIEK., ZnEh1.7
& LA LR Lz (BHEAT—%), [7.2, 7.5, 102 &
H]

1678 UT7EYY
)77 ¥ (600mg/H) &L RFH N2 60mg 2 HtH
L7z &, TRFHPNVOAUCIEKZ4BE RN LA, PT
BUAPTTICIZEENRD SN o7 (BEAT—%),

16.7.9 7AEUY
72 > (100mg/Ha 5\ 12325mg/H) & T RF 413
>60mgE ALz & &, B SR IC M C I R A
1.3~ 1.6fFICER LIZMEANT—%). [10.2 ]

16.7.10 JILT77UVF NUD LA
TNT7 7D+ by A(ERNRER) 2 REZORES L
PT-INR»52.0~3.0& %2 KD ICHARZ., LT 7Y Uik
KI5 D245 % IC T K93 60mg 1 H1EESIZED



Bxle&, T RFINUVREIRERICPT-INRIZREGHT
D2.31 (FEili ) 0 53.83%F T LA LA, 24R#I1ICIX
T ARBERABE(1.8]) FTHERT LA, %5, EiyEhkk
FHAHEEREIRO NG > (AEAT—%),

b 1 97.5% XM (F&E & & OIEBMUMRIED 7= D Z B )
€ 95%( R HHXIH

d: IEEFEE O DFHEZE. FEBFEEORA T, FEBFEEO RS WHEBRE,. DINEREIE

HILIC X AETOHEATY RRA >V b
e 1 99% EHEIX

[10.2 2]

) ARAOAZHARIZ15mg. 30mgKk60mgTdH 5.

17. BRIREHE

17.1 BMERURLECET 55HR

GEREEMLDEMENIERE ST B EMIEMEPR U5 E
AAEDFEAEHNH)

17.1.1 EFRHEESE M85

HA% & CERLAS - EERRBICBL T, DEE
B (G HERRE21, 10561, %42 trm21,026/)1c,
T RFHN 30mg (EFAREE, HEEED 21679 BET
I115mg) XIX60mg (A BEE. WEEHED 2/ 4 BT
330mg). b LK RIMNBEELZZTLT 7Y F MY T A
#1HERO#RS L. BEHEOHRER2.84 T -
oo EEFMEE & LREh a2 B EREDO R
12OV T, RHBEBICHT 5ET R 393 L BOED N
RIS,

%) MEfE 2 E R DA BE60kg AR CLer 30mL/mink E50mL/minBA Ry R
IR, FoY U oy oy (ERFRER) HHL7.1. 7.2 2]

FRERAL TR, PT-INRA 20U ETEETAETIILT 7Y
> EAFIBOmg (AFIZHE L TWaHEETIXI5mg) 1H1
EZHFALTT RFHNVEHBHEPSTILT 7 AL
DEZBE. Y0 B D 530HBOMAEH &g tEER
FEOHHRIZ, TL7 7V VHERRETH->. [8.5.4
3

BIERARBFHEEIZ., TFNFINCEHERMT28.9%
(2,024/7,01201) TH -7z, EHBIERIE. BHEMN6.2%
(434/7,012f1) . MFR3.5%(247/7,01261) TH > 7=
HANER (BIMEEHEL 0106, R2tkEri1,0106]) Tl
WOBREN» /SN, A3 - Zet e I BREROE
EEFDIERADERD S5z,

DEMBEZFICBTSEMET Y FRA 2 P ROKHIMOFHREK
(TIP3 ) 38 AR A/ B A NS

DEMEBEZFICBI2E8MET Y FRA Y M RUOKRHIMOFEHRE
(I3 [ 35 T AR s/ A (R SR )

A R S FBUGIE HRE
(ERIFEHE)
a0 o~ TIVT 7 VEICHT 20— i
T FAA R (AT
TRFINY [T RFFNY .
e | | V77 VE
253/7,002 | 182/7,012 | 232/7,012
\ ol (161%) | (1.18%) | (1.50%)
] 2)
PhZR /4 B P ZE R 1072 0799 -
(0.87-1.31)" | (0.63-0.99)"
226/7,002 | 135/7,012 | 144/7,012
_— (1.43%) | (0.87%) | (0.93%)
| ; H2)
R I P R 1.54 0.94 B
(1.25-1.90)°| (0.75-1.19)
18/7,002 | 40/7,012 | 76/7,012
. (0.11%) | (0.26%) | (0.49%)
Y :2)
AR P 0.23 0.53 B
(0.14-0.39)°| (0.36-0.78)°)
11/7,002 | 87,012 | 13/7,012
; (0.07%) (0.05%) (0.08%)
) E2)
SRR 0.83 0.62 B
(0.37-1.85)9| (0.26-1.50)©
527/7,034 | 530/7,035 | 611/7,036
A ‘ 2.71%) | (2.74%) | (3.17%)
\ +3)
'O MESE 0.85 0.86 -
(0.76-0.96)°| (0.77-0.97)9
737/7,034 | 773/7,035 | 839/7,036
, (3.80%) | (3.99%) | (4.35%)
H3)
2 0.87 0.92 -
(0.79-0.96) (0.83-1.01)©
913/7,034 | 827/7,035 | 926/7,036
BAZDODIMERA X (4.90%) (4.41%) (4.98%)
AT 0.98 0.89 -
(0.87-1.11)% | (0.78-1.00)
148/7,034 | 117/7,035 | 125/7,036
\ o | (078%) | (0.62%) | (0.66%)
TIA 3)
FERFEE DA ZE 118 0.93 -
(0.93-1.49)| (0.72-1.20)
254/7,002 | 418/7,012 | 524/7,012
. (1.61%) (2.75%) (3.43%)
¥4)
A 0.47 0.80 B
(0.41-0.55)9| (0.71-0.91)

V1) AT O KR R 1 5Smg (GEI R DMLY 27 115 U @A B 4 58) . 30mg

(AE60kgL F D BH . S BEHAE.

60mgTH %,

PERZICIS U CHESBE L EE) . KT

E2)mITT (REEHE 2 1B EAREE U7 24508 E) . REER SR 3HM 2 R & Lo/
TE3)ITT (24ERE) . MIEREIT H A S Bkt H & TO/MM 2R & U 7@

) RN RER. B S HE+3HMZ R E Ui
a : EHIEDOFARAMEINY — FH1.38 & 3E L.

AR N FIEFIE/ R E B
(FEFRFIR)
eso g TILT 7 ) EITNT ANY— R
Ty RAA (95% (2 #EE< )
TRFHAY T RFY \
B | wmap |0V 7UVE
18/337 12/336 13/337
. ; (2.24%) (1.47%) (1.56%)
’ y 1%2)
i/ =) |— = o8 B
(0.65-3.31) | (0.39-2.34)
14/337 27/336 33/337
. (1.74%) (3.38%) (4.03%)
#3)
AHIE 0.44 0.84 B
(0.24-0.82) | (0.51-1.40)

YL AHEE O AGEF &I 15mg (i RO Y A 7126 U TRESBEZEHE). 30mg
(AEO6O0kgU RO BE ., IFERKAE. HHEICEC CRENBELER), RV
60mgTH 5,

E2)mITT (REREE 2 1[EIDLEARSE U /- 2488 %) | B S+ 3H M 20 R & U@

1¥3) RV SREE IR S M+ 3HH 2 H R & U7

BIERFHBEEZ, T FFHNEHEBH T49.7%

(167/336%1) TH -7z, EREIEAIE. BHINE.6%

(29/336f) . IMFR5.7%(19/3364l) TH -7z,

ERE DE 5

ENCHEM L7z B NMH—EERRRICB T, 80 ET

H Y R 7 23 < EVBEF OO HUB E S 2 &R S N -

KOHB®) TG 5 Z & AV 37 I IERE M D 8

E (CBEFHMO8441. R MEFHEo8241)Ic. T RFHN

2 15mgRIE 75w A% 1 HIEROHRS L. SR

HFREIRL3FETH > 7z, FEFMEEE & LoMzhid s

BUEREOHHARICONT, T FFINVHOBBEA

WRES iz, [7.3 ]

1) S EBMAEREE (CLer 15mL/minkl_E30mL/minski) . EESE (HH
M. RN HILES) oMo, KIKE (45kgBlR) . BEIERAT O
A N ASERE A OB UIHII MR FI O SO W1 DBl R
B RSty

#2)7)L7 79 ¥ (PT-INRL.6~2.6Ta> hu—J), ¥4 5 >110mg 1
H2[E, YN—aF9/3>10mg 1HLE, 7EFH/3>2.5mg 1H2[EX
ET RE43>30mg 1H1[E

DEMBEZFICBI2EMET Y FRA 2 P ROAHIMOFKIER

(EI N MAHERER)
AN T RIGRRER | |
TYRELYT (ERIFEHR) o)
IRFINVEE| 75 e VISR
. 15/492 44/492 0.34
N ] 1)
B/ RHERIBES | ) 30) (6.7%) | (0.19-0.61)
\ 20/492 11/490 1.87
E2)
Al (33%) | (1.8%) | (0.90-3.89)
HEDITT (EAEAEIT S N 20EE) . BIEAEIMER D & BB 5K T RERE/ LR
BEZMRE LIz

TE2) BRI REE. nSEER SHE+3HM 2 R & Ui

BITEFSEBBEE X, T FF YN VEET11.4%(56/4924)
TH-olz. EREWERIZ, &EM3.3%(16/49261). FRAI
F51E1.2% (6/49261) TdH > 7z,



(BEIRIAREADIE CREBEFARIASAE & OB IS ZEARAE) DB
UEBHAH
17.1.3 EREHES D855

HARZSTEELRES IHE_SEERHBICB VT, 2ME

IEEER IR A ZEAE B (AR MEHIGS, 240/, &2 MEEHil

8,240f0) 12, ~/VY LT X BFHAIEEEV R, T RFHN

>60mg (FEEMEED) 237 3 BEF T1d30mg) I3t g

LTV T7 7Y F M) L%RIBLEL 3~125 AR

A5 L7-%), FEFHEER & L BiEREIF%12, A

FEl"C DREMR P ER AR A ZEAEAE O FE 36 (RERERIR AR RE . FEEL

TR ZEME . BOLHMERIEDOEE T Y FARA > M)IZD

VT, MBI 2T REFU NV BOIEL DI S

nr12,

ELD I REINCBETIESTEASY V(T F58) 2 F B Y7 LA DL,
I FY8) v ARSI EINRAR)) LISRDEANS) 2 TILT7 7Y
VHETIHESTFEAN) V(T F9%) ¥ [RES I ERRAR]) TR
DEANSY T ETVT 7Y rF RY T LZE, PT-INRSHEDEICET 5
F TS5~ 12HMEBE Lo, SRR VB A, [5.3 3H]

2) MEAE 2 IR D (A EO60kg ARy CLer 30mL/minkl E50mL/minEA R,
NININXEF =Y U ROEEREIRO S b ar Y —L (&0
#l: BERARER). A hFaF V-, Y R0vA Ty, TIATTA
Yy, AT A Yy, RiERaxya s (ENRER)GE7.1.
7.2 2]

E)RBERMAOBREKLTHBICTILT 7 ) VIV X 556, PT-INRAY
2.0~3.0i1CHET 3 TES TR/ V(T FH8 ¥ (FEIEIEER
RAER) . HATIERSEAIN) V) UET + >80 X7 A (BiRINEZE
RO ERIMEIEFREZR) ETLT 7 U V25 L. [8.5.4 ]

SRR M ERIR AR ZEARAE FE 2 12 B\ B M ERIR I AR ZE AR AE 56

T OVK AL S 4 B PR BN BB 7 H I oD S BR R (1] B ) 25 T AH R B/
IREH)

ARV MBI/ HERE L NNF— R
IYREAL b (FHE) (O RAERT)
IRFYNVE|OLT 7Y VB "

\ 130/4,118 | 146/4,122 0.89%
ERIEVIERRT | " (30) (35%) | (0.70-1.13)
4% B ¢ FE M | 83/2,468 | 81/2,453 1.02

DVTED (3.4%) (3.3%) (0.75-1.38)
5k RS ONE MR M| 47/1,650 | 65/1,669 0.73
PEED (2.8%) (3.9%) | (0.50-1.06)
FoHR I/ B PR 1C | 349/4,118 | 423/4,122 0.81
7 H I 2 (8.5%) (10.3%) (0.71-0.94)

VTE : $RIEERIE, DVT : JEEHRILIEE, PE : MgskiE
FEDMITT (R85 1 ELL IR L 72 2908E) . BEBEM AR 512 Ak E TEIE
& UL

FE2) B AR ORI, MG SR+ 3ER R R R & U i

at FHHOFERAEI N — FHLSEHE L.
BIfFARBBEE L, T FFH N BT25.0%(1,029/4,118
Bl) T > 7o EEIERIZ, FHIMN3.3%(134/4,11861) .
AREE%2.1%(85/4,118fl) T - 7z.
B HAANRE (FHEFHE20061. %2 tEFHIE20961)
TR T AR SNz,

SRR IR M AR ZERNE B35 12 B\ 2 IR SR I A ZE AR R T
T UMK AL S 1 B PR A1 B S 7 A I oD S BR R (1] B ) 25 T A R B/
HANEH])

ARV PRBRER | | o
IYRESLE (K SSHAERAD
IRFHNVE|TLT 7Y VB OIRARIS A
N 5/106 5/103 1.00
ERIEVIERRS | (4 7%) (4.9%) | (0.28-3.66)
KHLIL/ B RE I B | 11/106 16/103 0.67
72t i) (10.4%) | (155%) | (0.31-1.47)

VTE : ##liR ke 24 AE

E)mITT Gak#E 2 L DL EARSE U7z 2480%) . BEREINHA? 5127 AR TEMR
& U7-fgtfh

E2) REMEMITNRER. B SR 3H R 2R E Ui

BIE SIS . T RET N UEET49.1%(52/10641)
Th-olz. EBIERIG. FEHZELER7.5%(8/106f) T
Holo

(PRI TEE IO 2 EARIAEEASAED FENH)

17.1.4 EHFEHELZE D855 (N LB SR TE5E)

HARKROBETER L EME_EERRABICBVT, A
TR 2B iE1 T B (A HEEHES 4%, K tEFT i
703f) 1. T RFHN30mgEIHLIE. 11~ 14HRH#%
A5, NIENEEE Lz 9% >2,000IU%21H2
B, 11~14HMBE TES Uz BRI ZERIE O FRIRRIC

DV, NEEEERITNT 2T FF9N CHOIES AR
ENTzo RHIMSNITEE R ICERE 2 BMORHLIIE, &
EHEOBRELEZIROONLD» o7z TRFYNVHT
ARHMIZAFICHBR L. 2ONRIZ. NETOEBH2g/
dLZBX TR L7 REFI A 3B, ABAL% 8 X 5 Hlll = A2
L, D AEZOEYEN2g/dLEBA TER L7E
BIN1BIT DD > 7213

TR BA 4 B AT A T BB 1S BT B ERAR MR ZERRARE K OV K HA I S
VRERPRAYIC B e M D FE B R ([ BE 4L [ 35 T AH AL B%)

IRFYNVE| T390 VB
IR MR ZRERAR(F|  7.4% 13.9%
) (22/299) (41/295)
[95%EHE X ] [4.9~10.9]1|[10.4~18.3]
BRI EREREERD 6.5%
ARER | BEEZE 11 é~?1 6l
[95% 5 HEX ) ' )
KM AT RAICEE 6.2% 3.7%
Ze MM O FEFER (F1%57) (22/354) (13/349)
[95% 5 FEX ] [4.1~9.2] | [2.2~6.3]
IR MR ZRERIAR(F|  7.3% 12.2%
#) (20/273) (33/270)
[95% 5 HH X [H] [4.8~11.0]|[8.8~16.7]
FRARIMAZ ZERER RO 4.9%
HA NG | e 2= [-106~o 1
[95% 5 FE X ] ) )
KRHEIMSITEERICEERE]  6.2% 4.0%
e IO FEIRR (F150) (20/323) (13/323)
[95%EHE X ] [4.0~9.4] | [2.4~6.8]

FELTEDFFAIRFUEILS% EBE L7z

BITEFSBISAE X, T FEY NV BET38.1%(135/35445)
ThHolz. ELEBEMERIZ. v-GTPLEF8.8%(31/3544l).
TR HIM6.2%(22/3544) T - 7=
17.1.5 BAR%E D855 (N LREEHSERiTETES)

EWNTERLUAEME-—EERRBICB VT, ALREE
B HESTBE (BRI EFGS034]. 22 MR M6044])
I2. T RFHA30mgw IHLE, 11~ 14HREEO7RS,
NIIREE Lz ) F49%) »2,000IU%Z1H2[E], 11~
I4HME FES Uiz, BIRIMEEREDOFKERICONT,
HFREEREIC N T 5T RE N BOESHIBRIT S NI,
KHIM ISR ICERE 2 B ORERRICIT, BEHEO
ERELRZIROON G o7 TRFHNVETREBIMZ
2BNCFHE L. WITNBANET ULV EA2g/dLEBZ T
ER USRI TH - 7219,

AT BT E T T B E 1B ) 2 BRIRMARZERRAE K O K H M S
VR ERPRAYIC B 7 HY D D FE B (12 P58 TAH A SR)

IRFYNCE | T FH5 B
BRIR I AR ZEARE FE LR (51 2.4% 6.9%
#) (6/255) (17/248)
[95% = #HIX A [1.1~5.0] [4.3~10.7]
B 0 A ZEARRE R D 4.5%
-“.070
Az [-8.6~-0.9]
[95%(EHHIX ] ) )
R H L S R 1 2.6% 3.7%
72 il FEBLR (%0 (8/303) (11/301)
[95%( = HHX A [1.3~5.1] [2.1~6.4]

FELTEDFFAIRFUEIL8% L BE L 720

BITEFSBISE 1L, T F3FH NV BET39.9%(121/3034)
ThHolze ELRBMWERIX. ¥-GTPER12.5%(38/303%1)
ALT EF8.3%(25/303%1) TH - 7zo
17.1.6 EA%E M1E5E5R (BRBIETBITF i TRE)

EMNTEE LS NMHERBRICB VT, BEESEITEMiiET
BE (AR 736, REMFHisssl) ic. +—7> IR
LTI RFH3230mg#x 1 H1E, 11~ 14HBRO%S,
H LT F49,8) »2,0000U%Z1H2E, 11~14HFH
B RES U7zo FRIRMRZEREORKHR L. KM I
REICEEZHMORRRII, ROEBYTHo72. TF
FHNVEETREMIZIFICREE L. NEJ 0 v En2g/
dLZ 1 TIE R L7ERITH - 7215,



i B E BT FATHEAT B 1 B\ 2 BRI AR ZEARRE S OV HE I S i
PREVIC BB B 70 By D > FE B (1] P55 T AH A SR)

I RFHNVEE | T F58) VR
FRR IR ZEARRE S B =R (51 6.5% 3.7%
) (3/46) (1/27)
[95%EfEX ] [2.2~17.5] [0.7~18.3]
KM IX R ICEE 3.4% 6.9%
7o M O FEFEK (F1%57) (2/59) (2/29)
[95% 5 FE X H] [0.9~11.5] [1.9~22.0]

a:BEBEELUTRELLHTH Y, MEAH L HEBSHIRE T2 v,

EIVEFFHESEE L. T YN UBET37.3%(22/5941) T
Holz. ELBEWERIR, FRAPIMFEEG.8% (4/5961) TdH - 7z,

18. ENEIE

18.1 {EFEEF
I RFHNVIEin vitroTl b O yE A I g E 5 X K 1
(FXa) #BEM 2 >BIRICHE L7z, burbErne, fh
OBEFEEFOYY > a5 7 —XIicntd 5 EEFEMEIZH
75"97‘:16)0

18.2 HLEEER
I RFY N ViZin vitroTk MIFIZBT BPT. APTTRY
FEYEVER(TT) 2EE Lz, TORERMEEE-ROR
SIIPT>APTT>TTOIETH - 7219,

18.3 MREFIVICBIF B MILIER
Z v b OERILEE T IV, 8RS - MII~EET IV, BEEik
Ty Y P ETIVROHEBRFFHRDICET VIZBWT, TF
FH NV IIHERR O S K D FABRERIC MR % ]
L7z v FEEIRIMEETILICBWT, T RFY NN idHm
BIERAZRTHEB CAPTTICRER T ICPT2EE L1217,

18.4 IFMICKIF oL
Jv FRHIMEFILIZBWT, fllIEARLDBEVHED
IRFHNY, TULT 7)Y ROT ) 398 2 H MR
PARICEE L, HINBEE2EEEAE (BT2)E5 Y b
BpRIMEE £ 7 UIC B T 5 METERS0% I HI & (EDso) & Dt
(BT2/EDso) i T RFHNUH105&D k&L, T/ FH
N 133 4THH 719,

18.5 MREERFEEIIC KB TEEERDY /N —X
b MIETOIT REFHNVIZKBin vitro PTEEEHZ.
R TR 2 R MR B E S8 VIR 7 IR 88 [ (K] 7 i
[EVE A A A O IR R E 58 X R E A RIS & 0 ifl s h /19,

19. B ICET BIB(EEHFR

—f&2 . T RFYNY S VOVERE/KFIY (Edoxaban Tosilate
Hydrate)

{£%%& : N-(5-Chloropyridin-2-yl)-N"-[(1S,2R,4S)-4-
(dimethylcarbamoyl)-2-(5-methyl-4,5,6,7-
tetrahydro[1l,3]thiazolo[5,4-c]pyridine-2-
carboxamido)cyclohexylloxamide mono(4-
methylbenzenesulfonate)monohydrate

HFE ¢ CaaH30CIN7O4S - C7HsOsS - H20

DFE  738.27

% R:HE~HEHEOHKRTH S,

s

0 CHs

/
H )N
0. N SO5H
N%EH . KTCI . /©/ *HyO
S IR LT e

N
7/
HyC

‘CH
f(i '
N °N
) H
B £9249C (53R)

DERREY : 1-4 2 % ) —)L/Britton-Robinson#& & i (pH4.0) ;
-0.91
1-# 2 % J —)L/Britton-Robinson#& &k (pH8.0) ;
1.72

22. @&
(U Y7 F8215mg)
(FSAF VIR NT) 1008
(PTP) 100%&(10%Ex10) 140%¢(148Ex10)
(VI 7FE30mg)
(FSAFvZRBIL:NT) 1008
(PTP) 100%E(10%Ex10) 1408 (14%Ex10)
(VI 7F60mg)
(FF2AFvZARIIL:NF) 1008
(PTP) 100%t(10%Ex10) 1408 (14%Ex10)
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