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8.2 MM A## T REBENE VL EEZZ 5NBEAICIE, Ik
SLrERTHE, [11.1.1 BE]
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[H & fif & 2 PCIME/ TR IC BB S L7 Ak U, &
BRSO PCIH TR DB G L= &1, Bhb
B D 5 NI PCHEITICEE L /- ERz MY 22
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BEIEDBIEREDH 5 EE
AEBEBICMEREL2 S CRBUEZRRT 2BEN
BH b,
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11.1.2 MAMAMV) WRIRAME SR (TTP) (SEEEANEA)
TTPOVHER (R BHAR, HIHFEO MR,
EEEFORM - AR, M/MRREA . BRI
ROHHZRD HWEMEEI. FEE. BRERES) Y
AOLNLHBAICE, B ICHEEEFRIEL, MKRE
(AARIMER, WRFOROREZET) ZEMHEL. BE

IS MBSO B 2175 2 &o

11.1.3 EEE (SHEAH)

(8.5 2]

MEFEZETREEIHS5DNE I ENDH S,
11.1.4 FFiaeERs. BB HEAH)
11.1.5 SEFEAINE. BEARMEMNZ SN MERRAME SR

)
11.2 Z0fDEIER

1%L, b

0.1~ 1%

iikitd

A, I MR
BN, B mEREED

TFERBREL

HiIErE | BN HAIM (8.3%)
Siim, MR, M
& 2RI ERAL I AE
B IMIE, 2RI
FIHI, B PA HAIAL,
FEREH I, ARG
i

B, BFHm, LBICk5H
., i, Wi, B, #
fEHIm, H, _EERTE L H
CHENHM. 57— T LVEHELR
frHin, 23, RETAHIMN. H
MmiERGREE, NERE LS i,
R, mEBEIRE. RIE
FE I

FF ek JF P RERRE =

v-GTPLEF. ALP LR, ALT
k&, AST ER

=1L

BREEE . IREEEM

FEr RS

FEIMEO E O, FEREE, LY
. mEEDF 0

HILEs

TR fERE. EUD - TR, BHE
TR R, BEERAR
& BR B+ THEREE

I BOE

. AL, BRE

TEERER

EﬂﬂI‘IYﬁ\ EHEJ:%\ z%lﬁ\ﬁ

Z DAt

PRER E57. RMMETEIE. R,
MEZERIEAL R, 1 R

RS AT . RAE LA
BRI




13. B85S
13.1 fEIR
AEROBEBHREICEVHAAECEBEZNTDH 5.
13.2 L&
BRNZBHERZIONATVWRVLWD T, BRAEESQLE
HBE VM2 28T 52 L.

14. BRALOER
14.1 FRIZMFOER
(BFIHLE)

14.1.1 PTPAEOFEANIZPTPY — b2 5B O H L TIRAY %
EOHETH L, PTPY— FOBKICE D, HLH
A RERBEARA L, BIZI3g L2 B2 L THER
ARFOEERAMELHAET LI ENH D,

(OD#)

14.1.2 ODSEIZED LICOE THEKZIRE S € 2 LT 27
. K UCIRAFTETH 5. Tz, KTIRAT S
EHTE D,

14.1.3 OD§EI3 /= F FDOWRETIE, K LTIRASEANT Lo

15. ZDftDER
15.2 FEBRAREHERICE D < 1B
7Y ARG LT, i~ 2D300mg/
kg/HEI L. M=~ 2D 100mg/kg/HE EO#E5ET.
JFEBEORBBMPRO oNEOMEN DS, —F.
Z v M2EMEORE LB TREREORE IR S
NTVRWEDORENDH 5,

16. EHEHRE

16.1 MOEE

16.1.1 S RIUIVEE
T AT VIVREOHRERIGERPICREIS NS 720, I
BHRICT I AT VIVOREEIHEHE NS, EERHY
R-138727 D Mg & % {7 L 7z,
BERAIC. BE1HBICT I 27 L IL20mgRU#E2~
THEICFS AT L3 75mgx | HIERA®RS Lz &0
TEHERBEIR-138727 O MR R EHERS T OB R85
A=FEROEBYTH 07223,

20mg#H 5 (55 1 H H) OIEHEAHIR-138727 D I HE iR EEHER

(ng/mL)
300
250
m]- 200
42
o150
i3
FE 100
50
O' P & &
0 2 4 6 8 12 24
1 (hr)
3.75mgt 585 (#:57H B) OWEERGIR-138727 D IR EHER
(ng/mL)
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40
Jiiig
¥ 30 -
i
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J&
10
0 : - .
0 1 2 4 6 8

I
Zi
=
I

TEEAHYIR-138727 DFEMBIRE/) ST X — %

Cmax Tmax | AUCust ti2
B5R " (ng/mL) (hr)  |(ng-hr/mL)| (hr)
20mg

+ + + +
(BE51HE) 23[177.1£96.3| 0.6+£0.2 |185.11£66.5| 4.9+5.8

3.75mg
(#57HH)

23(29.2£155| 0.6+£0.4 | 26.3£9.2 | 0.9+£0.4

mean=*SD

16.1.2 S RJ'LJLODEE

BERABMEICTS 227 L ILOD#E20mgl $E (K7 L X1
KTIRA) XIE 75 A7 L IVEE20mgl $E OKTHRA) 2. 2
OAF—N—ECTEEREOEORS L CTOEEREY
R-138727 D¥EMNBIHEIST X — & # HBE L 7=, K7 L TR
A L& &, CmaxK U AUCo-120D 2 fm /N S E D
HOWRO0%EHER E130.80~ 1.25D N TH - 7z, 7K
TIRA L & &, Cmax K UAUCo-120D # I /N 51y
EDHIZ0.90~ .11 DHHWN T, »OBEHHAR cHidA o
BHZEEHIZFEL LTV, LEF>T. TIATVILEE
20mg& 75 A7 LLODSE20mgIFEMZ M ICHETH 5
ZENHERSNY,

75 27 L LOD§20mg (K7 UTHRA) Xid 75 2 7 L Vgt
20mg (K THRFR ) BAIEIE T 5 W VR R BIHIR - 138727 D348
8855 X — % (Z21R%)

w58 n

OD#£20mg
(k7% L CHRA)
#£20mg
OKTHRA)

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

241244+84.8|0.7331£0.354|275£50.3|4.11£0.830

24|258+113(0.729£0.194|280+63.7{4.02+1.09

mean=+SD

75 25 L VOD$#20mg (K THRFAT) X3 75 A 7 L L8E20mg (7K
THRA) BERE OS5 ROEEABMPR-138727 0 FE B &IN5
A —% (Z2fEkE)

o I Cmax Tmax | AUCo-12n t12
= (ng/mL) (hr)  |(ng-hr/mL)| (hr)
K-CIRFE) 24218+91.2|0.583+0.374{230+57.7|3.95£1.13
§£20mg + + + +
(K-CHRF) 241223+82.0/0.816£0.309|234+46.4|3.96£0.921
mean=+SD
16.2 RIY

16.2.1 BEDFE
BERABMKICT S 27 L L20mg%E BEREO®RS Lz &
ZOEERBPIR-138727TOEM BN IL. EHEIFTIEAER
P55 & L TCmax A3, 31510 L2 A5. AUCICHH
EhEIRDONL o725, [7.3. 17.1.1, 17.1.3 &
]

16.3 9%

Ty MIUC-FI RV 2 BEROKE LG4, MHilg$
ETREIBE X Z < oM e S I REZICRSEER L. B,
AN FEIE. B OERE TR & 0 & B W AT REE
EROIze TNHITHIA #5720 % TIEHFRIE R O KE)
RTHMEH LD HEWRSTREIRE 25807, €O
Tk, MEHFEFERBEPZNLUTTHo 72, . KEHRS
L7256, #5148 BICITHEBAOFHIZITEFHIREIE
L7z9,
16.4 3t
BOBSE SN 7S AT VVIERER. /NMMilaTe b AL
RAFVILIATFS—FIZKDHERHICR-95913IcRF & 1\
SHINBRUCHEOEYH#ERF 70— LP450
(CYP) iz &k b Rt s, WEHARHY TH HR-138727HERK
T 5, in vitroRE» 5R-138727~DRE# 11X, CYP3AK
U'CYP2Bon' E7- 5BH L LTS T 5 2 LAVRIBShTWLW5T,
16.5 BEittt

R ABMICIAC-T5 2 7 LV 15mg %2 BEFEO#RES L7z
T B 524088 LN AT RE O REEBEEERIZ95% DL ki
HE L. BEEEORN68% RN 6. K27% S #EHhH» & Rt s
NI HEAT—5)0



16.6 FEDERZE I HEE

16.6.1 BikeEEEEE
hEEEMEREREE (VL T7F 27U T T2 A30~
50mL/min) 2 75 A2 27 L )L60mg® 2 BE#E %5 L7z &
ZOEMERBYIR-138727 DEY B RE 1L, AR A & Hi
LTEIEROSNZ o7z, BNEDEE T 2 RKEBHEE
[ s Tld. R &l U TE R #IR-138727
DAUCHHIZ1~47% K O CmaxH 20 ~52% KT L 729
NEAT—%)o

16.6.2 FTiEEEEEE
PR T AE R E B2 (Child-Pugh#3#EB) 1. #51HHE
WK FT ATV N60mgk U E2~6HBICT I A7 LIV
I10mg# IHIEBOBEG LB OEERHY
R-138727 DY ENAEIL . BEEERA & HE L TEITRO S
Nz -7 (HEAT—%),

16.6.3 SinE
BEE (75U L) I, BEIHBICT I AT L L20mgk
O 52~7HBICS S A7 LL3.75mg% | B 1 ER %S
L7 & 2 0EERBMIR-1387270HyghE 3. EEHE
EHEBELTEIRO NG D572,

16.7 EYHEEIER

16.7.1 ¥ badFV—=IL
TS5 AT VGRS ECYP3ABERTH A7 v aF VY —
W R#E U756 OmMEREYIR- 138727 D38 ke
&, 75 AT VIVIERRIE B S & B LT Cmax A #)[E
BRHR(60mg) # 5K TH46% KX OFER AR (15mg) #%
SEE TH34%ET L7z, AUCoun\DEEIIFTRD 5N
B otz. Fioy M/MUEEMFIZR (20 M ADPEE) 1
e & HE R OCHEFAERSEOWT by hary —
LVOMRICKB2HE2Z T >V HEAT—%),

16.7.2 U770V Y
CYP3A. CYP2B6DOFEEKITH S 7 7 v Y VDRl
5(600mg/H) &, 75 A7 VIVIERRIEW) [E & i &
(60mg) 5 K R & (10mg) $: 5 K8 OR-138727
DRBICHEEZRITS P2 HEAT—%),

16.7.3 SV FSY—)L, S=ZFIV
Ta kR THER TH B>V TSV -V EHALT

BAERUHZBEERATH 27 =F YV LA LGS,

TIATVIVEBIERIMES & B L TR-1387270D
CmaxA 77 A7 L 60mgH i 5 THI14~29%K T L
725, AUCANDFEEIIRD 5N h -7z, Tz, MMk
SEAMHIE A (M MEE L OIMF) E PRI K 2 EZ 2T
ol W HEAT—4),

F)ARAOEEAERIE, PEAFEAE20mg. #EHAE3.75mg/HTH %,

17. BRFRAIE
17.1 BHHERURLMICET 2R
(BMBERE (RRERIE. ESTEEOHIEFR, STER
DEIEE))
17.1.1 BREE MBI
PCIV A X N5 F5E DAt diEReE (RRERDE.
JEST FROMHIHZE, ST ESDHIFZE) B 1,385 % x5 &
L-ENEIH-EERERRICB T 5 5248%F T
OEBEDLME A R P ORRARIIRO LB TH 7219,

PCL#EM 7€ DB EREMBRE (R LEMRE. FEST LA DFIfEZE.
ST EFR D) BEICB T 2 H5240% E TOFEELIME A X
b D FE B (5] P55 TAH R R

PCIOAPHEDHIERIZ, 5 AT L ILEET2.8%(19/685
). ZabRZLULEETL.8%(12/6786]) TH > 7=
CABGICREIE L2z, R, /N IR OV PRI B e
HIMORRRIZ, 5 AT VILVEETI.6%(66/6850]), 7
O RZLUILEETI.6%(65/6780) Th -7 kB, &5
B THI4ELNICCABGA T S Nz BE T, KHIMM,
NI R OEEREICEE 2 k. 75 X7 LIVEETLOH
RO, 7a ¥ R LILEETOBIFR7HIICFIE L 216,
(8.1 2]
B, EaERS2RE, RAIAREE5TH -7, [7.3.
16.2.1 BH]

17.1.2 785155 MAREAER
PCIZ# M S N5 T & D 2 iR (R % ERDEE .,
JEST LA OAFEZE, ST EFOHFEE) BE 13,6190 % 05
E LN ENMH_EEMRRICB T 2 EELME 1 X
FOFEBERIIRDODEBY TH- 717,

PCLEM T E D BMERAEMRRE (NLEHRE, FEST LR DAHIEZE,
ST LA OFIfEZE) BE T B 2 EEDME A N> o ORBLR (5
55 AR B PR AAER)

= ) ) IR Al Y =
TIATVLED | 7a¥ R7 L VE (959 (X E)
- 9.3% 11.8% 0.773
FRE BB (64/685) (80/678) (0.557,1.074)

FIRK (H5) NN
Foz g | T
7Ul:°]\7l/)lzﬁ¥o (95%(EHEXE) P
9.44%
43/6,81 .
RAETAEIREY 2215 (6131{2;4)3) (0.7228,(1).%902) p<0.001
(781/6,795)
9.30%
RLTEWIDFE. (469/5,044) 0.820 0002
JEST bSO 2 11.23% (0.726,0.927) [P~
(565/5,030)
9.84%
R (174/1,769) 0.793
ST LA LARE 1224% | (0.649,0.968) [P~0-019
(216/1,765)

a) DIETE. FEBOEE OHEER OFEBTEERMAR OB ALY FAR A > b

b)7 ALY ¥ 75~325mg/HEHH L. 75 A7 L L& @EAHHR0mg. MR
10mg/H%6~ 151 ARHESE Lz,

)7 A ¥75~325mg/HAEHA L. 70 Ry LI 24 EEARFAR300mg. M
®75mg/H%A6~151 ARG L7z,

d) Gehan-Wilcoxont#iE. BANCALERDEE/FEST LR DATHIERE 2R E Ui
WaEEL. 7927 VILOBBESRES N 5a1c, STEROHREEEZ &9
eI NTORMEERBEEENRE LB EEET 5 &Lz,

HFEEHERFERBEEIZ., 7SAZTLLET880.3%
(5,416/6,74141) . 270’ RZLILVEET0.0%(5,374/6,716/)
THole EHIMEEEERIIME T, TSATVILE6.9%
(468/6,7411). Z7a ¥ R LIVEE3.9%(262/6,7164) T
Holo
CABGIZEEE L2\, REMZRONHIMOFRKIZ, 75 A
T UNEETA.5%(303/6,74141). Z7a ¥ K7 LILET3.4%
(231/6,716f1) TH > 7z. B. CABGHIEITEN/-BET
DORBIMOFEHRRIZ, 5 AT VIVEETL1.3%(24/21361) .
270 RTVIILEET3.6%(8/224%) THhH - 7219, [9.1.5 &
HE]
) AH O AR, WEEMAR20mE. HHEAE3.75mg/HTH 5.
(REMIVE. FRIBMEDEIEE)

17.1.3 EA%E MEEER
REMDIE. BIAEOFHHEEEE7746] 2 5 & LZEN
FEMH_EERARICB I 2E24E% F TCOFELME
ARY FOFEBRIIROEBY TH 7219,

LREPE. FRIBEOHEEREICB T 2 HRE24BR I TOER
(DI A N> b DRI (P HE TR REAER)

75 A7 L LEED) 2Ot K7 LR O

a) DIESE. FEBEEIEOHEE R OIEBTEE R MR OB ALY FR A > b

b)7 A »81~100mg/HZHMAL. I A7 VL2 FE AR FAR20mg. AR
3.75mg/H

)7 A »81~100mg/HAEMHA L., 7 R LI 24 EERAR300mg. MR
#75mg/H

BIEFRRBSEE L. I AT VIVBETA7.7%(327/6854)

7a R UVILEET39.5%(268/6780) TH > 7z E7x ]
PERIZE RHEMT, 75 A7 LIVEES.1%(62/68561), 7
ORI UIVEET.7%(52/67861) TH > 7z,

TEEARIN A 7S 24T (CABG) ICBHE L 72 Wy KHI R OVINY
MOFERRIZ, TS5 ATVILEETS5.7%(39/685f1). 7 u
ERZLULEETA.3%(29/678%)) ThHh o7z 2D b5,

—4—

FEHR (FI)

4.1%(15/370)

6.7%(25/372)

a)DIMETE. IEBFEM DA X OIEBFE B MM R OB AT Y RRS Vb

b)7 A »81~100mg/HEZHAL. I AT VL2 E AR AR20mg. AR
3.75mg/H X3 #) [l & i 54 971 MR & 3.75mg/ H

)7 A »81~100mg/HAEMHA L., Z7u ¥ R LI 24 EERFAR300mg. M
®75mg/H XMl & 58 9 IR AR 75me/H

A)BEE UL THELLBTH Y MatE0 24 LBSHREE Tl 0,

BIfERRBEE L. 75 AT VILEET43.2%(160/3704)
7O RTVILVEET39.8%(148/37261) T > 7z F/2Hl
ERIEE THILT. I AT VIVEEL12.7%(47/37061) .
7a¥ R LIVE9.1%(34/3726)) TH -7z,



CABGIZEIE LA\, KM, /NI ORI B 2
HMoOFERRKIZ, 75 AT VILVEET5.4%(20/37061) . 7
O RTVUILEET6.2%(23/3726) TH - 7. e B. %5
K THIAEDNICCABGH T S N/ BE TO. KHIML,
NI OEE R ICEE 2B ME. 75 R 7 LIVEET3]
3, Z7ae R LVILVEETIEIHRIFNICHILL 7220,
nh. PHaFEREERE, RIERKSTH >/, [7.3.
16.2.1 &[]
17.1.4 EREE T1EEER
TRESDE. BRI OHBZEREA2260] 23R E LER
FENH_HEEFHRHEBRICBW T, &l (75 L) K4 E
(50kgBAR) o BETOHRE1208% F TOFEDLME A N
VM (RFET. FEBEHEOMIEZE. JEBFEEMEE R, BAR
ZEY 2 0HREMNR OCMTHEROEEL Y ALV MO
HERIE, T AT VIL2.5mghtd T5.4%(2/3761). T
A7 VN3, 75mghEY T10.8%(4/3761). 7 a R 7 LI
B DT11.1%(4/36f1) TH o720 [7.4. 9.1.4 1]
BIfEFRBUBERE L. 79 A7 L IL2.5mght¢32.4%(12/37
Bl). I AT VN3 75mgiET48.6%(18/37fl). /uE
R VIVEETA44.4%(16/36f) Tdh -7z ERBIERIZE
THIMT. 5 A7V N2.5mgkt0%(0/3761). IR
LIL3.75mghf16.2%(6/371). Z7u b FZ7LILVEL1.1%
(4/3681) TdH -7z,
CABGIZEE L7z KHEIXROVMEIIOFHERE, 7T
7L V2.5mghET0%(0/3761) . 75 A7 L3 75mghET
2.7%(1/3761). 7a ¥ KT UVILEET2.8%(1/366l) TdH -
7‘:21)0
a) 7 AEY »81~100mg/HEHA L. 75 A7 LI &F)EETRHZE20mg.
HMeReF B 2.5mg/H
b)7 ZAE) > 81~100mg/HAMAL. 7 AZ LIV ZFEEHAER20mg.
MeRsFE3.75mg/H
7 AEY ¥81~100mg/HAEMAL., 70 R I L)L %0 AR

300mg. #ERFHE75mg/H
A)BEE UCRELLBETH D ME#M 2 RBSHREE cld kv,

18. FhEIE

18.1 {EAR
TIATVIEBER 7O RSy 7 TH D AN THER
BPNCEBS NI R MVIMRR O ADPRZAFP2Y 12 % 341

By JEATSAIC B S 5 T & T MREEE 2 I 4 22229,

18.2 Hill/\R{EF
REEBRHM(SY b A X, PV ICROBRE LTSRS
LIUid. ADPIZ & 0 & & 15 /MRS 2 81 U 7z,
TR A 23PN AR AR E LT TS5 27 LIL20mg%H)
Hics L, BH» offERAR3.75mg/H%Z6HE#HS L7z
& & M/MREREMEIER . R &RR S %> S 3#
RPICHER L, 20mgn W ERAEIC XD M/IMEEESE
IR, FEE RS 1 RRE%I1C34%. SEFM% ICREE
52%%/R L. MEFAERSHBPIXIZITRRZETHERE L
f:z)\ 22). 25). 26)0

18.3 HFiIMLER
Sy FEIEIRY v o MR ETF LR OBLSEIC & B BRI
BEFLICBWT, 79A7VLILVIEBRKROKEGICED, HEIC
RAE L TR ZMEI Lz, 5y PEIEIRY + > bllkgE
FNIZBIE I A7 VLVofeERZ. 7TAEY > ED
BERIC & D BEER & N 7z22) 200,

18.4 FREEETIVICBIF B1EH
Ty MDBHEEETNVICBWT, I AT VIVIEREZED
BE595E, DFEET A XD Uiz, 775 AT VIIGRE
A5k, Ty MRERUEREMFEE T LICBL
TINIEZEY 4 X2 WA S8, T v MRMEBIREIZEEE FLIC
BWT T OREEST 2 IHI L7225 27,

19. BARSTICRET B IB{EZHAR
—f&& : 77 X7 L I)VIEEEE (Prasugrel Hydrochloride)
{24 : 5-[(1RS)-2-Cyclopropyl-1-(2-fluorophenyl)-2-
oxoethyl]-4,5,6,7-tetrahydrothieno[3,2-c]pyridin-
2-yl acetate monohydrochloride
C20H20FNO3S - HCI
409.90
HE~HEE O

NFN:
DTE:

LN HEREOMRTH .

i
0 H
\/
HsC
’ 40%]3\’% HCl
S

o B O GG R
B 52 178~179C (531#)
SEFE : log D(HPLCH) ; 3.23(pH4.5)

20. RV EDER
(ODge)
FEAIREICHEAERIC L2 RENIEADHAIAONS L
WHB, £low T IO -FHERIFELSZBITRET 52 &

22, @

(FSRIUIVER2.5mg[DSEP])

(PTP : 5z82&IA D) 1008 (10%E X 10)
(FSAT'UIVER3.75mg[DSEP])

Offi : N D HZIBAIAD) 10082

(PTP : #z/8HIAD) 1008%(108EX 10)
(FSRTVIVEESMEIDSEP])

(PTP : 52IBHIAD) 168E(88EX2)
(FS AT LILODEE20mg[DSEP])

(PTP : #z2/HIAD) 588 (55EX 1)
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