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[DSEP] (77 27V T S g sy w O EMEMMERS (KME7 70— ABEX N ZE 0
ELT25mE) | " e —pipan ' T(CRES) BOBFING WEBREU 2T HEVEEIC
B Lk, e o7 FR%)
TIATVMT T AT L %EE ;E :57"3 Ej::jé jtg _ | xx5. WEENIHRICEEET 2:FR
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[DSEPL {(TF ATV g n o2, miesr s>, | #5510 BB
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- N - N 3 P - e e 2 A N
;;71117\7 o ;@;Z\SZ;H}" Z, eRoFyFuirtiio— S SN 5B OER O O O O
DoErl  |(Fo2mLn|Rs ATTUYBI TS A, b L 11, 2 P (K L 7
¥ LC5me) Faxu—2, BitFy .y Fu— B/ ED| O O - -
7, HE=_RALH. =Bt FAZEICPES ) B DT FEIIH]
15&]4] D-w>=hF—I. %E‘?‘E‘t’)bﬂ'—xx O:HEEHD . — @ BB L
FoarUL|T 5 2wy |V T T T e S N A
. rome |y ZHAFERY, ERRFy T Gf-%EZE'\J{gEJJHmﬁ;EMm(PCI) {J\;Eﬁﬁt_nélﬂu'lﬁwﬁ,m)
ODsEomg R NE [BELE LR, TEANT 7 4 5.2 PCIASHAIFE DM DB BE A D 5 AR TH o
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5E3.75mg | I=T4 Y TR *45.4 WIMERE, RERERE. BRR. BIEBRERE, Rk
[DSEP] (HFI2) #107.5 HMOMFEREOWTRA2HET 2 BEIRET S &,
[17.1.6 B8]
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% 6. FERUASE
(RREVEEIRFZ AT (PCl) ASER S N2 B DEER)
WHE. RAIIE. BERHBRICTS 27 LI E LT20mg%
IH1IEZEO®RES L, 20k, HFEHEELTIALE
3.75mgEREOHET 5,
(EMMARIMEREE (KME 7 70— A EX IS/ MBEDEE
(CHES) B OBFIE)

WH. BAIIE. 79RAF LV ELT3.75mgZ 1 H1ERED
59 %,

7. FEERUREICEET %2
R EMBEERAZALIT (PCl) BNERE S N2 EMEDERE)

7.0 FI/MREZF G REEHBE. 7 AEY (81~
100mg/H. ZBHEEAREETIZ324mgE T) &EHtHT
52 &, PV/IMEE A ABEEBER TROBSHIE
IZOoWTIE. BRANORFIDHTA RS54 0 F425EICT
5T &,

7.2 PCIME{TRIICAH]3.75mgZ SHMEER S SN TW 5
& WEEERS (BESRERIC20mg 25T 52 &)1k
HETIZ AV KNS X 2 I/MEEEINEER IS HE T
ERIREIGET S EABESNS,

73 IRAGKE 2 REEEROREILEITIZZENEE L
VW, EEBIIABKSEHEBL TCmaxd#iNgT %,
[16.2.1, 17.1.1. 17.1.3 ]

7.4 BAAEOBEH (FESOkgDUT) Tld. HIM o & kAT E A
TEHEBENDDHAHOT, REICR U CHERAEIALE
2.5mg DOFHELEET S &, [9.1.4, 17.1.4 B]

(EIMMHRMEREE (KM 7 T 00— ABEX (F/NOEDRE

(CHED) B OBEFRIFED
#% 7.5 BIEREORGIZEIT S ENEE L, EEITERE
GEHEEL TCCmax» My 5, [16.2.1. 17.1.5,

17.1.6 ]

*% 7.6 RAFE D EE ((FES50kgLR) T3, IO EREEA X
TEHBENNHZHOT, BEISECTIHLIE2.5mgAD
BELEETSZ LY, [9.1.4 3]

8. EERERNEES
GheEHE)

8.1 ARANC & 5 M/MIEBENFI S REE 2 5 X5 2 Fli0ig
HlTk. 14D ERICE G 2HIET 52 ENEE L,
BB, T LRERMERTISZZENPTELRVEHITE
KEHIMOY A7 AEELDOTHFICBRET S &, £
Jov FMBICABOFRSPBRERIGEA I, FHERAL
DOItMEHEELTCHSEET S &, [11.1.1, 17.1.1 &
He]

82 Mz I T REENAZTVEEZZISNLEAICIE, FIk
HrEETHIE, [11.1.1 BE]

8.3 HilZ/RET AHEEERIS DN ZBEICIX, ES 2
REESOBEY HRELZEET S &, [11.1.1 BE]
8ABBZEICIIEF LD BHMLLIL LB E2HHL., B
Wz HIMAEED &5 NEEICIEEMISEKT 5 & 5 i5E
TAHIE, o bR (R 2 22T HEICIE. K%
JRALTWAEZ2EMICKHTEZS KD BEICELET S

&, [11.1.1 8]

8.5 I /MR A 28 (T TP) & O E oK 7% BIVEFH 3
RHI22EP8HH0T. HE5HBK2» AR, 28[ICL
EEEOMKERESZOEHE»ZRBT 5 &, [11.1.2 &
1]

SR EZMIBERRZALT (PCl) BER S N2 EME RS

8.6 WE A KEIICHIIOY A7 FEE A EEMELIH 2
EEFHEERTHE, [11.1.1 BHE]

8.7 BEIIREHANIC W B AR S 21T O HEE. AA DI/
HOREMEERICE A2 HBINO Y A7 FEE 5D T, L
HAED» S OBIMIC+3FEET 52 &, ESTEROHE
EREZEEZXMRE LENERRERICB VT, 5 Tof)
[\l &= A E Z2PCIE TR ICHERE L BEaIcHE L, &
Bt R OPCIHE TR AT 5 L= B &1, Bk b
B D 5 NI PCHEITICE#E L /- ERz MY 22
PHEARLULZEDOHRENDH S, [11.1.1 BH]

8.8 A7V MABERENDOARFIBEGRICIIFZ L EREROE
FRXDOBELEIBEEERIOEZATHET 22 &,
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9.1 BHHIE - BMEEZEDH D EE
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HiMz24CsBFNHFH 5.
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AHFBEERZFo2MEIY b —ILE2TH>T &,
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9.3.1 BEDITHAEEEZENH 2EE
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11. BIfEA
ROBWERD H 5D ENHZHDT, BEE+FITITL,
BEPRD SN EICRKE2HIET 574 CHEY 2 LE %
152 &,
1.1 EXTFEIER
11.1.1 HMm(1.0%)
SHE P M (U HAEIR ¢ B, JBLD - TRRE. BRRRRE.
FrFREESE) . LB I, ODBAHNEOHNAH 5D
NBZENHB, [8.1-8.4, 8.6, 8.7 =]
11.1.2 MAMAMV) WRIRAME SR (TTP) (SHEEANEA)
TTPOVMER (R BHCAR, SEHEO MR,
R EFORM - IR, M/MREA . BRI
ROMRZRO 2BMMEE M, FE, BRERES)H
ROOLNLHAITIE, E5ICHEE2HREL, MEREE
(R MER, BEPRMIROEE Z &) ZEML . HHE
G U BEE DB 2175 Z Lo [8.5 Z|]
w4 11.1.3 BBUE GEEAN)
MERFEZ SCBBIEFH DN ENH 5,
11.1.4 FriaeEs. BB HEAH)
11.1.5 #EFEAIRAE. BEARMEMNZ SN MERRAME SHE

)
11.2 Z0HDEIER
1%2 & 0.1 ~ 1%
I A, I MREEAD G EREREL
Hh. B EREE >
HiIEE | B RHAM(8.3%) « (B, REHIM. LEIC K5 H

B, mpR. Mo i, MfE, #Ein. BBt
EZERERALMAE, (B, A, EERELE I,
BCTRIMAE, ZRHIER DRERHIM, 77— 7 VEER
i, BRI, (A, S5BE. BEAARdIm. &
FEREH, AMEH M E. NERELE .

i sURHIL, IMERBIARE . AIE

T I

i JF P RERRE = v-GTPERA. ALP EF. ALT
kA, ASTER

SLL] BkRERE . JREQHEM

TR FEEO T, RERE, LY
N, EERED v

LS T (ERE, D - IR, BE
TEHEFIERER MR, BEERANER
B BR B - HTERES

EBOE 2. KLE. HHE

1EBRa HASMRE, I B SROVE

Z Dfth PRER E57. RMIETFIE, HHERR.

M LR ERAIAEAR I AR EF R AR
FE AT . RAE LA
BRI

13. BE#KRS
13.1 fER
KEOBERGICKOHANPELL2BENTFH 5.
13.2 iE
RENZEFHZINATHEZLO T, BRBEISLE
EEERIMELZEET 5 L,

14. @R EDFE
14.1 ZEBIRZTROER
(BEIHE)

14.1.1 PTPRROHEAIIPTPY — b2 SBVH L TIRAT %
Lo ETHZ L, PTPY— FOBEKICED ., BLH
AP BEREARA L, BICIZEL 2B LU THERE
AREOEELEHERZHAET LI ENDH S,

(OD#g)

14.1.2 OD$ERRED EICOB TR ZBEBHSE % L HET 572
O, Kz UTHRHATETH 5. /2. KTHRAT S
E{HTED,

14.1.3 ODSEIZE-EEOWRETIZ, K LTIRASEZVWI &,

15. ZDMDER

15.2 FEERAREHBRICE D < 153K
< A2FMBEORS LR T, Y 2D300mg/
kg/HLLE. i~ 2D 100mg/kg/HU LG5 T,
B ORREMPRD N EOREN DD, —F.
Z v MI2EREORS LA CIIEEORKLE IR 5
NTVuZEVLEDOREDTH 5.

16. EYENRE

16.1 MPEE

16.1.1 S RTUIVER
TSI RATVIIIROBERISGERL» ICRES NS 7-0, M
FHIZ ST 2TV LVOREFIEHE I NS, EERED
R-138727 D I#EHiEE 2 RE L7z,
AL, BE1IHBICT S A7 L IL20mgR U 52~
THEICT S AZ V3. 75mgx | HIEREARS Lz L &0
TEHEAREIR-138727 D IR h B EEHERS K O S B RE/ S 5
A=FZRDEBYTH-723 9,

20mg#H 51 (51 H H) OEHEAEIR-138727 O Ik iR HER

(ng/mL)
300
250
iR
i 200
150
;i
3
100
50
0 e - - Y ey
0 2 4 6 8 12 24
B [ (hr)
3.75mgt 5K (#: 57 HB) OWEERHIR-138727 D ISR EHER
(ng/mL)
50
40 +
Jiiig
$Eos0
o
20k
B
10
0 ! - -
0 1 2 4 6 8
8 (hr)
TEEREMIR-138727 DEYEHREIST A — %
R 1 Cmax Tmax AUC)ast ti2
(ng/mL) (hr) |(ng-hr/mL)| (hr)
20mg + + + +
(B51HH) 23|177.1£96.3| 0.6+0.2 |185.1+66.5| 4.9+5.8
3.75mg . 4 N i
(B57HH) 23(29.2+15.5] 0.6+0.4 | 26.3£9.2 | 0.9+0.4

mean+SD

16.1.2 7S AF'LILODiE
RERABMEICT S 27 L IVODSE20mgl §E (K7 L XX
KTIRA) & 75 A7 LV IVEE20mg L 8 K THRA) 2. &
ORAF—N—ETHERREOFEORS L COEERHED
R-138727DFEMEFEI/NT XA — & = HH# L1z, /K7 L TR
AL EE, CmaxkFAUCo- 120D H/ N HE D
HOMRIO0%EFEX R I1X0.80~ 1. 250 HFENTH > 7. 7K
THRA L7 & &, Cmax Kk UAUCo-12nD A F/N 3 F 1
EOHIZ0.90~1.110&EEN T, »OEHRE THEH O
WHEEHIFELL T Wiz LEF->T TIATVILEE
20mg& 75 A7 LILVODSE20mgIEEEMZMICHETH 5
Z MRS NS,



75 X7 L VOD#E20mg (k7% UTHIRA) Xi& 75 27 L L §E
20mg K THRA) BLEIAE 4% 5 R OTEHERBPIR-138727 D i E)
BT X —% (ZE[ER)

58 n

OD#E20mg
(k% U ThRA)
$E20mg
(K ThRA)

Cmax Tmax | AUCo-12n ti2
(ng/mL) (hr) (ng-hr/mL)|  (hr)

241244+84.8|0.733+£0.354|275£50.34.11£0.830

241258+113/0.729+0.194|280£63.7{4.02+1.09

mean+SD

75 27 L )VOD#E20mg UK THRA) XIE 7T 2 7 L LEE20mg (K
THRA) B EHE O 58 O E R BEYR-138727 D MBI &/ F
A — % (ZEJEIE)

wER n Cmax Tmax | AUCo-12n ti2
- (ng/mL) (hr) (ng-hr/mL)|  (hr)
OD#$£20mg + " 4 +
GKCHRA) 241218+91.2{0.583+0.374|230+£57.7|3.95+1.13
§€20mg + + + +
(KCHRA) 241223+82.0(0.816%0.309|234£46.4|3.96£0.921
mean=*SD
16.2 RUY

16.2.1 REDXE
BFEBAFBEICT T AT L IL20mg%E BEREORE L &
ZOEERBWR-138727DFEMF &I, ZERFTIIER
#e5 & B L TCmaxA 3.3/ @M L7222 AUCICH

EuEIRONEH» 729, [7.3, 7.5, 17.1.1, 17.1.3,

17.1.5, 17.1.6 ]

16.3 9%

v MIUC-TF AT VIV EBEROKRS LzGE. Hh
MATRERE X Z < OB TR S 1REZICREEZ R L. B,
AN R BRI OBERE TR & 0 B E W e R
DIz, TNSITHA. BET720 % T ERER K& VK E)
JRTBIMEF LD bEVRSERE 2D, T
TlE. MEHREREBEI»ZNU TN TH o7z, o KERE
L7258, BE514HBIC3HEBANO D/ SIZITE R IREIE
L7z,

16.4 X4
BOBSSNLETI A7 VIVEREIR. /NMNEfaTce M AL
RFEVNLIAT I —FIZLDESHIZR-95913ICRE & N\
SHIWNBRUOFBEOENR#FESRF M7 0 —L4P450
(CYP)ic kb R#f s, WEHEMREYTH AHR-138727H 4R
I %, in vitroikkih 5R-138727~ DR I21X. CYP3AK

UCYP2BoN E7- 2R E LTHIET 5 2 EARMBEN T IS8,

16.5 Hptt
TR A BMEICC-T I 27 LIV ]15mg 2 BERFEO#KS L7z
Ba. %52408H LI ST RE D RREHEIRIZO5% L ki
E L. BEBEOKO68%MIRF D 5. #27% W & Hht &
NI (AEANT—%),
16.6 BEDERZHI DEE
16.6.1 BiEEEEEE
REEBRERERE (VL TFZr YT TV R30~
50mL/min) 2 75 A 7 L L 60mgh 2 BERFO#KS Lz &
EOWEERHWR-138727 DFEWEIRE I RERALA & Lk
LTEEFRO SNah oz, BENEBEET 2K EMKAE
FEEBRE T BRI & L OEERHYR-138727
DAUCHHI31 ~47% KU CmaxAHI20~52% K~ L 710
HNEAT—%),
16.6.2 FFtkReEERE
PR AT e E B3 (Child-Pugh#y#EB) 1. #%51HHE
TSI RATVUN60mgR U E52~6HBICS I AT LIV
10mgzIHIEKEOHREG L& EHOFEENRHHY
R-138727 0BG, BERA & B L TEIZRD 5
Nigp o7V REANT—%).
16.6.3 SinE
EmE (75U E) i, #E51HBIK TSI A7 LL20mgk
U 52~7HBEICT T A7 LIV3.75mg% 1 H 1 EEO#%S
L7z & ZOEERRBYIR-138727 DY BIREIL. JEEIRE
LB L TEERD SN o723,

16.7 EHEE1ER

16.7.1 ¥ ~3dFV—=)IL
TS5 AT VIVIEREE & CYP3AERITH A, haFV—
W DR G U256 OEEREIIR-138727 DY #h e
&, 7T AT VIVIERRIE B S & B LT Cmax A )[E
B E (60mg) # 58 TH46% &% OHER & (15mg) #%
SEE TH34%ET L7z, AUCo4n\DEIIFTRD 5N
Bholz. Fioy M/MMUEEMFIR (20 uM ADPEE) &
MEEEHE R AR SEOWT b ha)hy —
LVOBRIC K BHE2Z T a2 HEAT—%),

16.7.2 U770V Y
CYP3A. CYP2B6D#FEEAITH S 7 7 ¥ v Dk
5 (600mg/H) & 75 A7 VIVIERRIEY [0l & A&
(60mg) #: 5 K R & (10mg) 8t 5 K8 DR-138727
DBRBICHERZ RIS P> HEAT—%),

16.7.3 5V TF3V—=)b. S=ZFIV
Fa bRy THERI THHS VTS -V EHELE
BAERCHLZBFERBITCH 55 =F Y LA LZEE.
TIATVIVEBIERMES & B L TR-138727D
CmaxA 77 A7 L L60mgH i 5 THI14~29% KT L
725, AUCANDFEEIIRD S NED -7, Tz, M/
SEAMHIEA (M MEE L OIMF) X PRI K 2 EZZ T
ol B (NEAT—%),

H)AAOEEA R, AR AEBIRFER (PCI) AT & N5 K MR DR E T E &
FHE20mg, #EFSHE3.75mg/ B, HEIEM I E EE CRIE 7 7 1 — ABHEI3/N
& DB S ) B OFEFINHITIE3.75mg/HTH 5.

17. BRPRRE

17.1 BMERURLECET 558
(RMEBAEIREF (NREIRCE. IFSTEFDEMEE, STER
IDEREEE) )
17.1.1 ER%E MAEEER
PCIZ#EMA & W 2 TE D SRR MREE (R & E D E
FEST EADAGEZE. ST EROHIFEZE) BE 11,3850 2 tfR &
LENS I EEREERBRIC B 2% E5248% T
DEBLMEA N> FOFERRIIMDOLEBY TH - 7219,

PCL#EM & DR ERE R (R L EME. JEST LA DFfEZE,
ST ER D) BEICHB T K% EG240% E TOEELIME (X

b D FEIFER (ENEE MAHEE Rk 5%)
o ) P BEPAY /bl N =
TIATVIVED | 7a R 7V )VEE (95% (S HABC )

- 9.3% 11.8% 0.773
TR (ED) (64/685) (80/678) (0.557,1.074)

a) DIESE. FEBEEIEOHIEE R OIEBFEE B MR OEE T FR A > b

b)7 A »81~100mg/HZMAL. I AT VL2 EARHAR20mg. HERHR
3.75mg/H

)7 A »81~100mg/HAZMH L. Z7a¥ R LI &2GEEFHHR300mg. HERH
#75mg/H

BIVEFSBISE IR, 7 AT VIVBETA7.7%(327/685H)
7O R UILEET39.5%(268/678%) TH > 7. £l
ERZE RHEILT, 75 A7 LIVEE9.1%(62/685f]), 27
oY R UVIVEET.7%(52/678fl) TdH - 7z,
TR/ N A 7S 24 (CABG) ICBHE L 2 Ly RHIIR OV
MOFERRIZ, 75 AT VILEET5.7%(39/6856]), 71
YRSV ILEETA.3%(29/6780) TH 720 TDH B,
PCIOEAHEDFHKIRKIZ., I AT VILEET2.8%(19/685
). Z7aE RTVUVILETL.8%(12/678%) TH -7z,
CABGIZEI#E L 72\ KHIM, /NI R OB REY IC B A
HIMORRRIZ, 5 AT VILEETI.6%(66/685(]) . 7
O RZLILEETI.6%(65/678%) Th -7 kB, &5
KTHI4HDINICCABGAET S Nz BE TO. KHIMM,
NI R OB PRI B 2 HIE. 75 AT LILVEETL0M
RO, Z7a ¥ R LILVEETOBIFR7HICHREEAL 217,
(8.1 2]
BB, HEaERS2RE, FHR®RES5TH -7, [7.3.
16.2.1 B8]

17.1.2 B5E M4EEER
PCIHFHER &N 5T & O Z M iEE B (R % E Bk DE |
JEST ERDAIEZE,. ST LR OFIHZE) BE 13,6 19612 04
E LN ETH_—EERRAEICB T2 EBL0ME A N>
FOFEBRRIZROEBY TH 7118,



PCLEM T E Q2GR (NLESE, FEST LA DHHIEZE.
ST LA DHfEZE) BEICB 1 2 FELME A N b DOFFR (B
BB AR ER R AER)

FIRR (HIE) NN
Foazung | TR e
7&’&’&0’§5§L’}L§¥&)’ (95%'{5*E[XFEH) p
9.44%
(643/6,813) 0.812
ETEAE (R 11.49% (0.732,0.902) | P<0-001
(781/6,795)
9.30%
RSO, (469/5,044) 0.820 0002
JEST bSO sE 11.23% (0.726,0.927) [P~
(565/5,030)
9.84%
R (174/1,769) 0.793
STLAD#REE 1224% | (0.649,0.968) |P~0-019
(216/1,765)

a) DINETE. FEBEEE DHIEE K OFEBEEERR OB ALY PR > b

b)7 A »75~325mg/HEZHAL. I A7 VL A2FEARAR60mg. MR
10mg/H#%6~15% AR#SE Uiz,

7 A »75~325mg/HAEMAL. Z7u R7LILEYRIEHEFAE300mg. MHRH
f75mg/H%6~151 ARG L7z,

d)Gehan-Wilcoxont#i#E, BAICALERDEE/FEST EADAEIERE 20t RE LI
WaEEH L. 75 A7 VLOBREIRES N5, STEROHREREZ &Y
eI RTOBMDERBRE 2 NRE LB 2RI 2 & L,

EEHRFEBEHEEIZ., 75X 7LV LET80.3%
(5,416/6,7416) . 7’7 LILEETS80.0%(5,374/6,71645)
THole ERBIMEEEERIIET, TSATVIVE6.9%
(468/6,741%). 7u ¥ K7 L ILEE3.9%(262/6,716f]) T
Holzo
CABGICBEE L2\, KRHIME OV NHOFEBERIZ, 75 2
T UNEETA.5%(303/6,74141). Z7a ¥ K7 LILEET3.4%
(231/6,716f5) TH > 7=. 7B, CABGHMEITE NI-BEHET
ORBIMOFHRRIE, 5 AT VIVETL1.3%(24/21301) .
O RZVILVBET3.6%(8/224%1) TH - 7219, [9.1.5
1]
H) AR OERARIE. BEOEEIRFAM (PCL) 275 S h 2RIk DEE T
el AR E20mg, MERFFAE3.75mg/H . I i i B (ORI 7
T 0 — AR UZ/ N E OBAZEICLE S ) B OFEFME] TIE3.75mg/HTH 5.

(REIRDE. BRIBMEDEESR)
17.1.3 EINEE MAEEER
ZEPDE. BRIBEOHEERET740 2 xR & LEN
BIH_EERHBRICB T 5% 5240% E COFEELME
AR FORERRIMDOEBY TH 7220,

ZESDEE. BIAE OHHEEEE ICB T 28524 % E TCOTHE

IDMAVE A R b2 D FIRER (1] P 5 T R RS

75 AT L IVEED) Ja¥RILILEE- &
FEHE (F150) 4.1%(15/370) 6.7%(25/372)

a) DIMETE, FEBFEHE OHIEE KX OIEBFE B M MR R OB AL Y RRA 2 b

b)7 A »81~100mg/HEZHAL. I A7 VL A2FEARAR20mg. MR

3.75mg/H X3l & i 58 3 ICHER F E3.75mg/H

Q)7 AEY »81~100mg/HAEHR L. 7 a¥ F7 L L 2EGAFAR300mg. MR
®75mg/H X3 WE ARG 9 IR AR75mg/H

A)BEELUTHELLBTH D, MatE0 a2 BB Tl 0,

BIVEFRIREE X, 79 AY VIVEBET43.2%(160/370f1)
70 R LVIVEET39.8%(148/37261) Tdh > 7= E72HI
ERZE FHEINT. S AZTVIVEEL2.7%(47/370%1) .
70 ¥ R 7 UIVEES.1%(34/37261) TH -7z,
CABGIZEIE L 72\ KRHIM, /NI OB REYIC B A
HMoOFERRIZ, 52T VILEET5.4%(20/37061) . 7
DY RZUVLEET6.2%(23/3726) ThH 72, B, &S5
K TH14HLDINICCABGA T S Nz BEZE TO. KRHIML,
AN IR OCBERAGICEE 2 HIMIX. 75 A7 VIVEET3H
F3flic, Z7a ¥ R UILVEETLHIRLEICFER L z2D,
7B, HEaERS2RE, FRIR®RESTH -7z, (7.3,
16.2.1 BI#]

17.1.4 BA%E D855
BESOE. FRIBEOHIFEERZA226 %2 /R E LIZEN
EIHTEEHRRBICBWT., B (75%R L) X EAE
(50kgbIR) OBFETORE12BZ E TOEELME A N
VM (RFELE, EBFEEOMEE. JEBFEEMAR . HAR
BT 2.0 EIMA CMITHEROESEL Y FRA Y MO
RERIE. 7T AT VIL2.5mghEa)T5.4%(2/3761) . 75

A7 LIV3.75mghEY) ©10.8% (4/37f1). 7u¥ K7 L)L

B DT11.1%(4/3661) TH -7z, [7.4. 9.1.4 ]

BIfEFRBBEE L. 79 A7 LIL2.5mglt¢32.4%(12/37

Bl). FZATVIN3.75mgEETA48.6%(18/37H). 7 a ¥

R VIVEETA44.4%(16/366) ThH - 7-. ERBEIWERITE

THILT. #5227 L L2.5mght0% (0/376)). 75 25

LIL3.75mgh$16.2%(6/3761) . 7u ¥ R 7 LIVEELL1%

(4/36f) TH -7z,

CABGICBIE L2\, KBIMR OV NHIOFERELL, 75 A

7L 2.5mghtc0%(0/3761). 77 A7 L IL3.75mghtT

2.7%(1/3761). 7a¥ K7 UILET2.8%(1/366l) TdH -

7‘:22)0

a)7 AEY »81~100mg/HEHA L. 7 A7 LI EYEETHR20mg.
MR E2.5mg/H

b)7 A »81~100mg/HEMA L. I A7 LI EYE&TEHE20mg.
MR RE3.75mg/H

7 AEY ¥81~100mg/HAEMMA L. Z7u ¥ R 7 L)L %) E AR
300mg. #EFRFFHE75mg/H

A)ZEBELTRELLBTH D MEEN 2 LB REE T2 0,

(EMMERMERE (KMEY T O0—ABEXI(G/IMEDEAE
(T 5) EDOBEFRINGH)

*%17.1.5 BN MEEER (R AR EREERE)

BN ERERE3, 7470 255 & Uiz, ENFEIHE
“EERRABRICB I ARE104E%Z E TCOMOMERA N
Y EOFEBRRIZ, TIATVIEET3.9%(73/1,8854)
U R UILEET3.7%(69/1,8620) TH -7z, Ul
RZULBICNT 2 TS ATVILEED Y A7 H (95%1E
X)) id. 1.045(0.757~1.443)TH V. I5%IEEXE D
LIRMEASERTNICERE L IESHRAEL.35% kR- 72 &
o, ZJu RTUVLEBICNT 27 I AT VIVEEOIES
EHREES N2 o Tz REBIORDIME R A X2 b OB
RiI, MOEBVTH-oTz,

JE M AN I P B R 12 BT 5% 5 1043812 £ TORELFI O D
M A R hDFEBIR (PN 5E AR RS R aER)
FHER(BIR) Yz

TS5 ATVIED | 7a R 7V IVED | (95%(EFEX )

. . 1.045
3.9%(73/1,885)|3.7%(69/1,862) (0.757.1.443)

0.797

(0.454,1.400)

R XA i 0f
fREe) 2k
KIE 7 7
o — AW
0.840

/NIEDFAZE | 3.3%(19/583) | 3.9%(23/593) (0.463.1.526)

ZOMORR -
crzue | 00%(0/35) | 0.0%(0/49) )

3.8%(21/553) | 4.8%(26/546)

B AR 1.558

4.6%(33/714) | 3.0%(20/674) (0.903,2.687)

a) TOASTHHIC B 2 RME 7 7 10 — LB{L, /NIEOMHZE, ZoOMORRICES s D
XIFRERRHOWF NP ITEEY

b) BiiEZE, DHEZER P ZOMOMEFLOEET Y FAL 2 b

)7 I ATV E3.75mg/H

d)Z7u ¥ RZLIL%75mg/H

BIVEFRBIUEE X, I AT VIVEET32.7%(617/1,885
Bl). 7RI UVILVEET31.4%(584/1,862fl) Tdh > 7z
TIRTUVLVHTOEREEAZE THIMT.4%
(140/1,885H1) K U' & HIM14.7%(89/1,88561) T#H - 7z
EaE B I I, KRHIM K% CHRRRICEE 2 D FER
R, FIRATVIE6.1%(115/1,88561). 7uE Rk
JL#E5.9%(110/1,8624) T - 722325,

5B, RAEERS TH o7, [53. 55, 7.5, 16.2.1 Z#]

*%17.1.6 BN MEHER (REEER Y R I FF =259 2 Mi2MERIE

EEE)

EZEEFRO ) R VKT %2 HT 5 MieEiEERE 234
il & RRE U ENEMH - EERRERO B 51548
B E TOMOIMERA N FODORRKRIZ, 57
LB T6.8%(8/118%1). 7au ¥ RIZLILEITT7.1%
(8/1128) TH»7=c ZUERTUILBIINT 2T T 25
LIVEED Y 27 L (95%FHEX ) 1Z. 0.949(0.369~
2.443)TH -7z,

BITEFRSBSEE X, IR VIVEETLIL.7%(14/12041) .
JUb RZULETLI4.9%(17/114F) TH>7120 5
TUNBETOELZBIERIZRHINS.3%(4/1206]) XU’
HiIM2.5%(3/12061) TH - 720

A EG DT I, RHINR ORI B 2 722 I FE 3
RiZ, TIATVIVEES.0%(6/12061). 7a ¥ K7 LIVEE
3.5%(4/114%1) Td - 7220,



7B, FHIR®EEG TH -7z, [54. 55, 7.5. 16.2.1 BHF]

a)WIERE. REE M. HRE D 2 W ISBHE B R O A0 U RA&FIERT D
ISR D O

b) TOASTHHIIC B B KIME 7 7 10 — LFEL XIZ/NIE DEAZED W FhrIc

ORRBOEHHMNEZ O R T VIBIINT 2T AT VIVEEDOY 27 H
ORHEEMEN 1 % R 5 2 & ORER. EEFIRIE. EPE IHERE (Bt
ML R E ) ORERE D 5 B EFHIBZRASHE-INO 7 o ¥ R 7L IVET
ORDIMERA XY PHREEEABERBEL D, JUE R VLBIINT 2
TIATUVLVEOED) A7 %0.4~0.8LHE L& &, 1106I/BETD
W AT O SHEEEA LR L 72 HHERIZ8L.2~55.9%&E 55 &N 5
25001 (12561/8%) £ 8E.

d)RitEZE, DAEZERVOZOMOMETLROEET Y RRL 2 b

e) 75 A7 LIV%3.75mg/H

f)Z7u R 7 LIL%E75mg/H

18. ENEIE

18.1 {EFEER
TSATUVNERIERZ O RSy 7 TH 0. EENTIEERR
YRR E N /MR EOADPRZAAP2Y12% %8R
B9 DIER A FRE T % C & THV/IMRIESE 2 1% 3 %2730,

18.2 i/ \HR1ER
BREEBRBY (v b, 4 X, FL)IROBRSLETFTAY
LIV, ADPIC & VS & N5 VMRS 2 81 L 72,
TR A23PIC IR R E LT TS A7 LIL20mg %)
HicE5 L, BH» 5 HE3.75mg/HZ6HBHRE L7z
& & IM/MREEMEIER L. FEAaRRE I REEZ > 53
RPICHBR LU, 20mgoEIARARICE D /MRS
MR, EAHRS ] HRE%1234%. SKRI% ICREME
52% %7~ L. ARSI ITIZITRSZETHER L
7‘:3)\ 27) 30). 31)0

18.3 $ilMiR{EA
S FEIERRY v o MR E TV R OBLSEEIC & S BRI
BEFLICBVWT, F9RA7LVILVIEROBSICED, HEIC
RE L CIRERZMEI Lize 5y FEIEIRY + > bIEE
TNIZBITE I 27 VVofilelEfix. 7AEY Y &0
PERIIC X VRS 722D 3D,

*% 18.4 IREEETIVICHIFB1ER

Sy MOBEEETVICBWT, IR VVEREZED
BE535E. DIEEY A XPWD Lz, 7527 VIVIERE
O%EBICED, Ty MiEEROCEREMEETTILICEWL
TIKIEEY A X2 WA S8, v MREBIIRFZEEE T IVIC
BOTTHEOREETZINE Lz, H=27 A ¥ILmte s
EEFINIZBWT, TIRATVIEBREZEORST 5 &,

FUMiEEAA RO 5., BRI EREARD L7230, 32,39,

19. BT ICRET 2 IBEZHAR
—f&& : 75 X7V IVIEREE (Prasugrel Hydrochloride)
{54 : 5-[(1RS)-2-Cyclopropyl-1-(2-fluorophenyl)-2-
oxoethyl]-4,5,6,7-tetrahydrothieno(3,2-c]pyridin-
2-yl acetate monohydrochloride
C20H20FNOsS - HCI
409.90
HE~HFRBEEORENIIBREOHRTH S,

Y
o H
\/,
H;C
S

0 KO GG RN

2T
NTE:
R
wE

B M 178~179C (431#&)
SERE : log D(HPLCE) ; 3.23(pHA4.5)

RV EDER

(OD#®)

SRR ICHEAARICL 2 REXIBREOREANHONE I L
BHob. Fioy T IET—FERIIER SR TREFT 5 2 &,

20.

sk 21, KERRE
EIHEMY A7 EEFHEZRED L, BUNICERT S &,

22. 3%

(FS AT UILER2.5mgDSEP))

(PTP : ##2%IA VD) 100%%(108E% 10)
(FS 2T LILEE3.75mgDSEP))

(B : N RZIBEHIAD) 1008

(PTP : EIgHIA D) 1008 (10%EX 10)
(FSZFUILsE5MEIDSEP])

(PTP : 82IBHIAD) 168 (88EX 2)
(FSZ7'L)LOD§E20mgDSEP))

(PTP : ##2RIAD) 58E(S8EX1)
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999-1010

3) Hasunuma T, et al. : Clin Drug Investig. 2017 ; 37(7) :
679-685

4) HRNERL T AT VIVEED KRB 5

5) HNERE : BRAERRABEEZNR E LT 27 L LOD
$E& T T ATV IVEED A IR R

6) BEHOEE (T 7 + T ME : 20144E3A24HAFR.

50082 (10%E x 50)

CTD2.7.6.3)

7) FEREIERE (7 « T2 MEE L 20144E3H 24 H &R,
CTD2.6.4.4.1)

Q) EMENRERER (T 7 ¢+ T ME 1 201443 H 24 H &R,
CTD2.6.4.1)

9) NV ANT  ARER (T 7 «+ T2 M E : 20144E3 A 24 H &R
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17) PCIEAT P E DB MEEEREHEZE 2 NR E L-EANEIE_E
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CTD2.7.6.27, 2.7.4.5.2)
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2001-2015

19) PCIfEfT P EDBMTEEMBEEE 2 xR & LN ELIE—_ES
B (7 + T MEE 1 20148E3H24H 4R, CTD2.7.6.29)
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21) FFREREBIIRN A 7 > MaEE2E T 2 LEROE. BB O
HEREZEZNRE L-ENEIH_EERRAR(Z 7 2 b
$E 1 20143 H24H&FE. CTD2.7.6.28)

22) FREREBIIRN A 7 > MaRE2E T 2 LEROE. B0
WEREEZEZWNRE L-ENEIH_EERRABR (7> b
$E 1 20144E3H24H%&#. CTD2.7.6.26)
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24. XHEERERVEVELEE
=T 27 7 A& BERMERE
T103-0027 HRAHREK HAME2-13-12
TEL : 0120-100-601
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26.1 SHEMRFETT

O F=HIATrHIEH
Daiichi-sankgo  HUIUAR L X HAAE AN 3-5-1
26.2 FRFTHEHE

O E-=HuRa
Daiichi-Sankyo KE%BFPH%[ZEIZMEZWTS—S—I



