%k 2026F8HTNET (BE3MR. #MEEEE, AEEHE)

il = e 7 =
*20264E2 BIKET (E52KR) o h‘m” i . = fﬁgg?ﬁgq
TSRV IVIEEEIE S
O mmmm s
B EERS IO/ 2.5me B,
BRHEAM - 3E — 2
DAL/ 3.75me B35,
O mmmm 0]
ISIAO /I 5 20mg BE.
JL 5 S I s ) Prasugrel Tablets 2.5mg - 3.75mg + 20mg “NISSIN” 2518 | 3.75mg 20mg
A& 25 2 308004VK00053) 30800AMK00054| 30800AMK00055
E) FE-EMEONGEICIVFERTLIZL AR 55 FA iR 2026%E6 5
2. BB (ROBEICIHFELRNE) 5. SMREXSIRICPIET ST
21 MIMUTV58E (M, Ssnbm, Henn, el *@”ﬁbé*f
ML, PRI, RTFAAHRMIE) [HIEEETZBZNAH5.] 5.1 (B%)
2.2 REIDASHN UBBUEDBERD &5 % B& BEES SR 5 5 5
2.5mg 3.75mg 20mg
Y BEEBIEANR (PC1) 7
g' 1%’5’3& 20 SR X N B MRS © © o
- L R 5 (K 7
g, | ZIATVME | TIATVAEE | TIATL VG e | O o _
2.5mg THE#) 3.75mg TH#] 20mg [H#F | IZRES) HOERIE
1§k 1geh 1§z O: kb Y. —  MBERL
s | s V| 79 R MR 7S % TV (ERBOTEBIIRAELAT (PCD) MNBAISNZEMELERE)
Riwc. 1508 B, LAl BAmocmg 5.2 PCIDSEAFEDE MM NVEREEADREIITHETH S, BE
(FS5 2TV N (F5 A7V (F5A7 VLI o o T he -
¥ LC2. 5ng) ¥ LT3, 75ng) v L C20ng) ERIZ LY, BREREERD 5 WITEEIR/ N1 /N AMTAEEIR X N,
- OMme - [omg g PCIAEMA LAV ITIE, LR EE%EL5 2L,
FLREAKAIY). & N | FLREKAIM). b N | LFEAKAI. e R (MMM EREE (KME 7 70— ABEXITDMEDRZEICHES)
oX> 7ot | ndFy ot | uxySueie BOBERIME)

Syl

a—2, kit
a—2A, FIVA
O—A, A77Y
VEBER T AVY
A, 7O XxO—
A, BbF &,
2o, EE="
Efbdk, Hvrw
gy

va—2, kEEt
a—2A, FIVA
O—2, 2577V
Ml S
A, 7O AxT—
A, BfbF &,
2o, =k
. HIFonNo
)

ya—2, k&t
a—2A, FIVA
O—A, A77VY
VEBER T AT Y
A, O A0—
A, BfbF &,
2o, EE="
fibdk, =k
., HFonNno
)

3.2 EFHIOMER

Bz, TSATVNEE | TSATVINEE | TSATVIVEE
= 2.5mg [H#) 3.75mg TH# 20mg TH#rI

WEHEDOT 1+ | WFEEHBED T 1+ | HBEED T 1

MR | VAI—=—FaY | VATI—FaY | VAI—F <1V

5w
— — —

FEZ : 6.6mm FEZ : 6.6mm $EfE ¢ 8. Imm

AKX | = 3.0mm #$EE : 3.0mm #EE : 3. 9mm
BH=:104.5ng E= : 104.5mg EHE :20Tmg

KEER NS 73§7VR/N87;;KVR/N371£7V»

*x 4. FMREXITRHIR
OREHEEIRAAAMT (PCI) HERAINS TR KSR
SMEERE (FREE. IESTEROAMESRE. STERUEME

=)

RREPVE. FRIBMUEHEEE
OEmMMmERE (KE 7 70— ABEX NN EDEAZEICH
S) ROBRMH (RAEFERIE') R IDRVESGICRD)

ko 5,3 BIMMMINEEEDRISEE -0 IZHE L /- T, TOASTHSE
DRIME Y 5 10— AFEAL X I3/INAVE D BFZE AL S 1 I B 1 5
EDRFIIHRETLI L, FANEDZTDMOFEREIZ X2 XUTFEE
THHOEMMMIMEEEDERE I, BHNENTD SATVRND
EOBRELRNIE, [17.1.5 ]

*k 5.4 BILERE, EEERE. FBERRE. BMHERR. SREEIORM
BEHEDVNThNEETIEREIRETSZ L, [17.1.6 2]

%% 5.5 T17.ERRRAE] DTEHOAREFH L., BFMEICO>WTZHE R
TVINZT BIELMEIMREIE X W T VRV I & REERABRONZ
BEZLTDICHMRL LT, AFREDES2HWHTI L,

[17.1.5. 17.1.6 &ME]

*k 6. AERUAE

(REBZAOTEEIATAZERT (PCI) HSER SN SEMMEIRE)
BE. RAICE. BEFEBRICTIAZVIVE L T20ngx 1HIE
BO®/ESL., ok, HIEAEL UTIEIES Tong2RO0%5 ¢
%,

(RIMERMERE (KINE7 70— ABEXINMOEDERZEICEES)

ZOBFEMH)
WE, BRAICIE. FIAT Ve LT3 gk 1 HIERO#ES
%,

1. BERUCHEICEET DEER

(REavESIBRAZRAT (PCI) DPERINSEmMEEE)

7.1 F/MEEE X6 FREERIE. 728V > (81~100mg/H.
RBAEEFRSTIE24ngET) LHHTE 2L, FIMRE=
Rt BB TROBEFERIIDVTIR. ERADEFHON
1RIAVERSEITEHIL,

7.2 PCIFEATRIIZARIS. Tong % S HERER S XN TV E54. FE
&S (RESBEBREIC2MgE‘RETEZ L) IIMETIERY,
AENZ & 2 M/ IMRENFHERIZS BRI TERREIET S 2 L
WEEIND,

1.3 HIEEHEE B EEROKREIEITZZENEE L, 2
BRI B %E%E L E U Tlnax M35, [16.2.1, 17.1.1,
17.1.3 8]

1.4 BAREDEE ((KES0kSEAT) Tk, HIMOBKRMENSEAT S
BZhDXHBDT, HEBIZSU THFAZIE1ER. SngNDFES
EETHZL, [9.1.4, 17.1.4 8]

(EMEMRDERE (KOE7 70— LABEXIT/NMEDEIEIC

#5) BOBRH)

%% 7.5 ZEEOHRSIIEITZZENEZE LV, ZERKIIERERES L
HEL ClmaxAMEMN$ 5, [16.2.1, 17.1.5, 17.1.6 &H&]

*x 1.6 BAAEDEE ((RESOkGELT) Tld, HIIOBRMEIBE AT
EBZENNHBEDT, HEIZIGUTIHLIEL SmgADBEE E
ETazZel, [9.1.4 2]



8. BEELGEFNIR
(FhREILE)

8.1 AFUZ & 2 M/MREEIIHINRHIE L 72 5 & 5 BFMOHEITIE,

AR ERTIZ 52 FIETB I ENEE LW, 28, FHLRE
HIM 2RI 2 2N TERVIBAERRENOY A ¥NEE5
DTHRIEETZZ L, F/2, FMEICERFNOBEESEPHELR
BEIZE, FHEMOENEHEALTHrSERT 2, [11L1.1
SH]

8.2 HIZEZTHBRENEVEEZ SNBIGHITIE. FikEeE
EdaZe, [11.1.1 E]

8.3 HMZ&/RET DEERERIGEDONIZEIZIE. B ICMEREE
FDHEYLMRERER TSI &, [11.1.1 2]

8.4 BHILEEIVHHEMUPT RZILEHAL, EEALH
MAERD SNBEIIIERMIOGER T L HEE T L, /-,
iz (fif)) % Z2THECE. AFERAL TS B2 EMIC
BIEABLOBEIEETLZ L, [11.1.1 2]

8.5 MMM/ MRS (TTP) EDEARLEWERANFEIRT S
ZeMNHBDT, BEREBE2y B BRI 1ETRE O M8
BEEDEREEET DI L, [11.1.2 BE]

GREZRIEEIARAZ R (PCI) AERINSEmMMEIVEE)

8.6 FEAMEERIZHIMOY 27 WE L2 AREENH D L &+
DEETLHZE, [11.1.1 BE]

8.7 BEIEMRNICARARKRE 21T BEE. AFIDM/NMRESE
WHIERIZ & 2BIMMDY A DEEEDT, EREMNENSDH
MIZ+AEETS 8, ESTEROBEERE 2 NE L LB
EEREBRIZ B W T, B COYI B AR AE % PCIEI TR IC B EIR 5
U7=5& I B U, EElfER/ R R OPCIEITRIZ DS 5- U /235
Bz, B 2EMEIZERD 5 PO T ICEhE U BRI Y
AR U= D|ENDH Y, [11.1.1 3R]

8.8 A7V MNEBRBENDAEIH SR YEEBIROE TR
0 &L THEEZ) OE2LTSRTIIL,

9. HENERZEHI STEICHAT IR
9.1 GHHE - MEEENSSBE

(FhREILE)

9.1.1 HIMEAKRUEDEENDHDEE (FREALMDEEENSG S
55
HIlZEUSETIHDH 5,

9.1.2 BIENFFEYT DEE
AFBEREARMEIY PO—IVETH L, HILOY AT

NEED,
*%9.1.3 DFIT/EVIVRER (VOERTLIVE) [CHUIBER
FEDEMERENS BEE

AFE SR MEETES &OBBEZRRT 28 Th2AH 5,

9.1.4 IRFEDEE (FES0kgAT)

FEh, B0 MoEMY) A 7EFROMEEA RV s DFER
VA2 EFMEL LT, REISUCTHREEEE TSI, HIl
DEBREIERTEETNNH 5, [1.4, 7.6, 17.1.4 B8]

(REMEEIRAZEAMT (PCI) MERASNIEMMEIES)

9.1.5 BEEXIT—BMEMEmMFEE (TIA) OBREFENS D EE
EAERRER T, BERAEL2BA3EABIIP VO THIMO &R
PR =L DI|MENDH B, [17.1.2 BH]]

9.2 BikuEEEE

9.2.1 SENEBBEEENHDEE
HIMOBRENERTEEZNNH 5,

9.3 FHikpeEEESE

9.3.1 BEDIFKIEENHSEE
BERFOEENMETLTWBZEAHEZDT, HINOERKIEN
BATLBENNH 5,

9.5 1@

R UFIEIR L TV B THEE D H B0 ITIE. 1B LB D
fafRME% LA 2 LHE X NBIGRIZDAEETEZ L,
EEER (5 v b)) TREADBITNED STV,

9.6 I
BEEOFRERCBIREOERME2ER L., BILOMREX L
FIiEARMETE 2L,

FEER (v ) THAHFIBTT2IMBHSNT NS,

9.7 ING
INREER L UBREABRIIERL T,

9.8 SEE
AEMEMET L TWEDT, HIMDERIENEART ZEZhH
Hb,

10. HHE(FA
10.2 BHREER (HRAICERISCL)

EHHE BRAER - HEAE W - aRET

PR IS DFEF L DI
INT IV, &Y. HMOfRE LR
WAV RXEDZEENDIDH B,
I REFYNVE

/NN E A %

BT BHEH|
TAEY V&

AR VERRA]

ZARE St N
TNTFTS5—¥%
JERT O NMEJHZEE

Gl
o¥yyavzy,
FruFerE

THEIZFulie e & 1E5R
TN EZOND,

NS DEFDIELEE
MG LY FHOK
IXABIES B L E X O
%,

X | A A A NREEH
Elb2rE

AFN D MABFREAET
THBTIhLDH 5,

11. BYEA
ROBWERMH 5ONB I EeNHBDT, BIEL2+DIZTV, &
HRRDSNGEITIIRE 2 hIET 52 BN RLERTS Z
b

1.1 EXLEWER

11.1.1 & (1. 0%)

BEEAHI (FIEBER - BB, D - B, BEEE, FRRES).
HEAEHN, DENEONFEOHMAD S5hhd I ehndd,
[8.1-8.4, 8.6, 8.7 &H]

11.1.2 mMivWRiEAMEEBHR (TTP) (SEETH)
TTPOMIERER (R, BAVRIR. EHEDOHIMEIR, BHEE
LM - RER, IUMRIBD. BEREERIOBROHR %R 57E
mEEm, FE. BHERES) PROSNZHEITIE BEbIC
BeEEdIEL, MERE (WERIIOBK, BEROROREEZESE)
EEMBL, HEISUMBELBEEOMELITH> Z L, [8.5 B]

Kk 11.1.3 BEUE (BEEREH)
MEMIZEZ EOBBEND Sbhd N b,

11.1.4 FFgeEEE. |E GEETH)

11.1.5 BB, BETRUEIMZ SO NMEKHAME BEEREA)

1.2 ZDOOBEIWER

1%EA L 0. 1~ 1%

A, MR S EREREE N,

M 5 MR

fEIEM, FEHIM, LEIZ & 2 HI,
FE, wRin, B, MR, i,
EEREE S, OEAEL, 77—
TIVEBEEAL I, 5B, BRI,
ARG, FTEELE G, MR
i, MERENE. FIEFEHMm

FFHI (8. 3%), S
m, MR, MEZERE
AL, & TFIE. 2
FIERAL A, 3P A I
FERREIM, AU

H A E

FrREREE v-GTP LR, ALP LS., ALTER. AST

et

iy

B g BiReRE, RESEN

FEMEDEV, KREEE, LT, |

FEARARE R DI

T R, B - I, E R
FEAR, R, REASTHUR, 4. 7 -
R

LR

SEBUE FE. K. FRRE

TEERE SN, ME EF. PROE

REE EF, RMEMZE, BiE 0%
SERIEDALAEAR. i rp BORASGRIE AR V£
VA, FREELR., SR

Z At

13. BERS

13.1 R
AHIOBEREIZL ) BOVELDEZNNDH 5,

13.2 L&
RENLBEEFIIHONTORVOT, BREENKRELRGEX
MM EZET 5 Z &,



14, BRLDEE

14.1 FRIRMAROFER
PTPEEDEEANIPTPY — WSV B UTIRAT 2 L5168 T3
Z &, PIPY— hDBEARIZ L Y, BOSASIREREBEARA L,
FHIZRELEZB I U THRAASOEERAMELHETLIZ L
NHd,

15. ZOMDER

15.2 JEERPREABRICE D <IEER
R UAERRORE UHABRT, <7 2D300mg/kg/HEA L,
<™ AD100mg/kg/ H A LD E5EET, FFIEEDFRIIEINHATRD
LNEEDHBENH D, —H, T v MREMRO®RS L -RBRT
IHEEOFHEAIIZD SNTHRVEDIRENDH S,

16. Z4EHRE

16.1 MARiERE

16.1.1 S RTLIER
TIATVIEROZEBITEPMIRE I NS 120, [fFEFIZ TS5 2 TV
NVORZERISRE X 0T, EEREHYR-13872T0 MR RE 2 BIE L 2,
BEERAIL, BEIHBIZTS ATV 2MgROERE2~THEIZSS 2TV
V3. 75mg % 1 A IEFR OB S Uk & X OIEMHREYIR-13872TD M EfE /N S
A—=BIFRDEBY THoEDY,

TEMEREMIR-13872TDEMBNEN S A — &

o Cmax Tmax AUC 45t tin
BSR | 0 Ggm) (o | Ge-h/mb| @)
20me + + + +
Gesipg) | B |77 1£96.3] 0.60.2 |185.1466.5| 4.9%5.8
3.75mg 4 + + +
B5THE) 23 | 29.2%15.5 0.6%0.4 26.3%+9.2 0.9%+0.4
mean=SD

16.1.2 £YFHIEFEER

(TSR IVER3. Tomg TBFRID
TS5 AT VIVEES. Tomg TB#F] L =71 MES. Tomge, Z AL —N—
HIZEYEFNTENIE (F5ATVIVE LT3, 75ng) BERAERFICHEER
BEROKS U, REPR-95913 (FEMERBEMIR-13872TDRIBER) DRSIAKD
MEFFRELREL 2. BON-EYERENNF A—4& (AUC, Cmax) T2\
THEEHRT 217 o 724 R. WEUEDFEDZEDIEFAEKX Mixlog (0.80)
~log (1.25) DEEANTHY, B>, NEEDFEEDNZEIXog (0.90) ~
log (1.11) OFEEATH >z, F7=. R-95913DRSIKLUSN D EMRIRE (SS
&, SRIK., RREK) RKUR-95913DMEIZDOWVT & EEEHRIT 21T\, EREORS
ENEON, ME&Y, HEAOEYZARSEEHI TR I NEY,

REPIR-95IIIRSIRDIEMENRE /N T A — & (EMEHIREME. §€3. T5me)

HENT A—& BENTA—L
AUCo-24 Cmax Tmax Tie
(ng - hr/mL) (ng/mL) (hr) (hr)
TIATVVEE | 8.5174% 5.6003 % N N
3.75mg [Ei 2.6141 25083 | -7%0.3 |5.73+2.53
TT74TVNE | 8.3630% 5.5965+ N N
3. T5ng 2. 8520 2.2354 | 0-8%0.6 |5.45x2.74
(Mean=S.D., n=52)
(ng/mL)
8 -

-~ S5 2J L)V EES. Thmgl H T
—Oo— =7 T MES. T5mg
Mean=S.D., n=52

e
I

10 12 14 16 18 20 22 24
IREH] (hr)

REMIR-959 ISRSAED MEFHIREHERS (EMFHIFEME, 523, T5ng)

MEEFREM CNCAUC, (naxZBED/NT A — &%, HEREDBIR, AEOEFIR
5 - BREEOFEBRRMIC L > TERRDTREMND B,

(TSRITVIVERmg TEFL

TIATVIVEE2mg THH) &7 1T NODFE20Mg %, 27 00 AA4—/N—ik
IZEVENTNIE (5 ATV LT20mg) BEHRASTFICH AR R
O#%45 GKTIRA) L. REMIR-95913DRSADIMIEFEE ZBEE L=, 55
N7-FWEEENT A —4 (AUC, Cmax) (T DWTHERHARMT 21T - =458, X4
TEDFHMEDZEDIEFEX L 1og (0.80) ~1log (1.25) DEEHHNTH Y,
B, ABUEDTEEDZIF1og (0.90) ~log (1.11) DEEEATH - 7.
F72. R-95913DRMUALUS DEMARIFE (S, SRR, RREK) KUR-95913D#R
BIIOVWTHRERT 21TV, FRROBENMESHAE, DELY ., T
EMPEIRISEMARER X b,

REWIR-959IRSKRDIENENRE/N S A — & (EWEHRFME, FE20ng)

HENFA—H BENRFA—K
AUCo-24 Cmax Tmax Tie
(ng - hr/mL) (ng/mL) (hr) (hr)
TIATVNEE | 51.202% 47.284% N N
20mg TH¥H) 15.168 16. 925 0.720.3 13.53%1.95
74TV MODEE 54,935+ 45.799+ 4 4
20mg 13.583 16. 787 0.620.3 13.64=1.50
(Mean=8$.D., n= 54)
(ng/mL)
70
60 N .
-~ I 27 L L EE20mg ! H )
50 —0- =74 FODEE20mg
Mean=*S.D., n=54
% 40
i
% 30
20
10
0 ®

0 2 4 6 8 10 12 14 16 18 20 22 24
IE ] (hr)
REYIR-959 IRSADMEEFIREHRS (EMENREME. FE20ng)

MUEEAFREENG CNCAUC, (maxZBD/NT A — &%, HEREDREIR, AEDOHER
E# - KFHEEORBREMITE > TERDARMENDH 5,

16.2 DRUX

16.2.1 BEDHE
BEFRABIIC TS ATV IV2ng % BEROHRSE U 2 & X OEEREY
R-13872TDEEMENREIL. ZEHERECITABILE & B U T lnaxA¥43. 351288
B 7253 AUCIZBEE R 2 3RO SN - 77, [1.3. 7.5, 17. 1. 1. 17. 1. 3,
17.1.5. 17.1.6 8]

16.3 9%
Sy MIU-T S ATV IV EBEROKS U154, TR eeEEiLs
OB THREINEBICRBELZRL. B, /NG T SEXOERT
M T & D & E OB EEE 238072, INSIZMA, HET2EEEZ T
FRER B OABIARC S MR & V) & B IRETREIRE % 330 7=, T D DR
Tld, MEFEEBENENUT THo /2, /2. REREL5E. &5
14H B I3RS DD ENFITERTRBIEL Y,

16.4 X5
BO/EINETIRTVIVIERSEIZ NEHIfETE MLV RF VIV AT
F—EIZ L) EPPIIR-5IBITRE X N, X SITNGROAFIROF S
BT b7 o—LP450 (CYP) Ik VR XN, EHERBEMITHDR-138727
MWHERT B, in vitroRERM HR-138T2TADRBNTIZ, CYPIATKRUCYP2B6AS
FBBEL LU THETSIENREINTVEY,

16.5 HEftt
BEERABMIZNC-T5 A7 VIV 5ngk BERO#RE U 54, %52408
RIAP I T BE D RABHEE R I3 95% LA EITE L, S REDII68S AR 5
F2TADEE N SH X N AY HEAT—R).

16.6 HENERERIDEH

16.6.1 BigsEEESS
hEEBMEEEERE (VLY F2r 2 U 75 Y A30~50nk/nin) 1275 2
Z'Vv60ng® % BERROHRE U= & X OIEMARBEIR-13872T DM EREIZ.
TERERLA & HER U TEIZFRD SN o 72 B & B & T 5 R MR
EHEETI. BERA L B U TIEMRHIR-13872TDAUCAA2% K U Cnax
MSIMET LY HEAT—XR),

16.6.2 FFigfEREESE
th T RRE MR E B (Child-Pugh24EB) I B 5 1HBIZ S5 A2 L L60ng
ROEBREL~6HBIZTS A7 L V10ng% | B IERORKE Uk L X% 0iFEk
FREBIR-13872T DS BRGNS, BEERRA & R L TEIIRD SN h - 721
HEATF—2),

16.6.3 =
BEE (T58%EL) 12, #5IHBICS I 27V IL2mg kU E52~THEIZ
TS5 AT VIV, Tomg% | HIERR O S U 7 & % OTESEREIR-13872TD %
YIEhREIL, JEEEE L LB L TERRD Shih o Y,



16.7 FYIHEE(ER

16.7.1 & FY =
TS5 AT VIVIERE L CYPIABRERITH S 7 b 3 F YV — L& RS U5
B OTEMRBEYIR-138T2TDFEMBIREIL, 75 A 7'V IVIERSIE BRI 5 & g
UTCmaxAIE &R HE (60ng) #HERFCTRANR OHERAZE (15mg) #%5
BEE CTHIBAMET U 72D, AUCha~DEEIIRD SN 7=, F/z, TN
IREREERHNEIE (20 uM ADPER) IIMEARAEXOHRAEREROWVT
NET b AFV—VOBRIZLZEEEZ I - -Y HEAT—Z),

16.7.2 V7oYYDY
CYP3A. CYP2B6DEEEXITHB Y 77 v Y VDRIHES (600mg/H) X, 75
2TV IVIERSIEE S FEE (60ng) HERROHRAE (10ng) HEHRHY
DR-138T2TDIRZITHE L RIFX - 7Y AEAT—X),

16.1.3 SV F3V—=Ib. I=ZFIV
TahVRYTHEKTHE VY TV =V EHRELESERULZE
BEFHITHZ5=F IV EHBLEGEE. 75 A7 VIVIERIE RS L
B U CR-138727DCmax 2375 2 7L L60mg™ & 5 0 TH14~29%E T L /=
M. AUCADFEITAD SN o7z, Fiz, M/MREEINHIER (M/IMR
IEHALOIIED IIHRIC K 2HEEZ T b -2 0 GREAT—X),

16.8 ZDfth

(TFSRIVIVER2. 5mg TEERI)
TS5 AT VIVEE. ng TBH ) 1%, [GENEL S BOEMEH O EYFE
LM RS54 Y (SF2EIH19E HEREHKIIIHIS) ) ITHIX,
TS5 AT VIVEES. Tong [E#) &iEHEFIE UL X BHEBEHICEOXE
YIERIZAE e AR I,

) AROEZBARIE, BEEBIREM (PCD) ASEM X N5 MM OE
BCRAEAFTAZE0ng, HFFHSES. 5neg/H, EIMEMNIMERE (K
BT 70— AEALSUI/NIE DFAZEIZMED ) BROBFMFEITIX. T5ng/H
THb.

17. BRPRRE

17.1 AMMERUZLMEICRET S8

(RIEERERE (FRERME. JESTERUEMEE, STEROEIESE))

17.1.1 EPIEIMEER
PCIAERA SN D FREDBMTERE (FLEME, FEST EF OHFEZE,
STERDMHIEE) BE], 385615 L UENSEIHE _EER BRI
BT OHREUBRETOEELME ANV FORRBIIRDELBY TH-

7—_ 18), 19)

PCLEMA PEDBMRAERE (RLEPME, JESTEFOFIEE, STEROH
HE) BEICE BG4 BERETOEELME N XY N OFFEE (BRE
AR ERAREAER)

FSAZVAE [rav ks LR @%2%%%)
- 9.3% IT.8% 0.773
RRE (R0 (64/685) (80/678) (0,557, 1.074)

a) DM, FEBOEM OHIEER CIEBGEM BN E R DEET Y RRA
PN

b) 7AEY V81~100mg/BEHAL., 5 ATV IV EFEERREE20Ng, #H
FeFHES3. T5ng/H

¢) VAU V8l~100mg/BEHAL., 70 RT LIV EFEERAE300ng,
MR FET5ng/ B

BV ERIRSEE X, 75 A VIVEETAT. T% (327/685(1), 21 RZ LIV
BET39.5% (268/678%1) TH-rz. EREWERIIETHILT, 75 A7V
7£9. 1% (62/6856), 2 Y R LIVEET. 1% (52/67841) TH - 7=,
EEIAR/N 2N 24T (CABG) 1ZBE:E L A, KHIM R OV NBIMOFREL, 7
S A7 VIVBETS. T% (39/68561), 2 1Y RZLIVEETA. 3% (29/67841) T
Holze TDIH, PIIDABHEDFKIREIL, 75 AT VIVEET. 8% (19/685
Bl), 2O RZVIVEETL 8% (12/67865) TH -7,
CABGIZEERE L A2\, RHIM, /N IR ORRRICEE R HMMORERIE, 7
S A7 VIVEETY. 6% (66/68561), 2 TY R LIVEETY. 6% (65/678%) T
Hol,
BB, IEARFRERSERE. RAREKRETH- 7, [1.3. 16.2.1 B&]
17.1.2 BAEIHEASR
PCIASER X N2 FEDRMERER (RLEHME, JEST EALHIFE,
ST R LA BE13, 619012 W& & U BB IIH_EERARIC BT
SZEBELMIE A XY FOERRIIROL B TH- 20,

PCLEAPEDSMREREE (REEHE, JESTEROHEE, STERLH
) BEICBIILFELME 1 N b OFBR (BHEEERERRR)

FEE (FE) .
77 AT LA (%;;égé) PiEY
U RZ LR SRR
9. 4%
, (643/6, 813) 0.812
RIETERRF 2K 11.49% (0.732,0.902) | 7 <0-001
(781/6, 795)
9,308
RIS, (469/5, 044) 0.820 50,002
SEST LR riEsE 1. 23% (0.726,0.927) :
(565/5, 030)
9. 84%
o (174/1,769) 0.793 .
STES LARE 12, 2% (0.649,0.968) | 770 01°
(216/1,765)

a) DIMEE. JFEBOEEOHEER BB EHOEET Y KR v b

b) 7AEY »75~325mg/BEHMEL. TS5 AT VIV EFEARAE60ng,
FHZE10mg/H%6~15» BREHS U 7=,

¢) 7AEY V15~325mg/BEBAL., 70 RTLIVEAEERHAEZ300ng.
R FEETomg/H %6~ 155 BREHRE U=,

d) Gehan-Wilcoxont&iE, AN RLERME/IEST EROAHIFEREEXIR L
U EMEL. 75 A7 VIVOEBEMESRIE X W54, STERED
EERE LSO TR TOANTERBERE 2 NR L U 2B : Eid
el

BEESHKBSEEILR, 75 AT VIVEETS0.3% (5,416/6, 74161), 7o R
TV IVEETS0. 0%(5, 374/6, T1661) TH - /=, E R HIMEFEERIIHE T,
TS ATV IVEES. 9% (468/6, TALHI), Z ¥ K 'L JVEES, 9% (262/6, T1661)
Tho7,
CABGIZREE L 22\, KHIM KR /NHIMOFKEIRRIZ, 75 ATV IVEETAL 5%
(303/6, 741451) . 70 ¥ R 7L IOVEETS. 4% (231/6, T1661) TdH -7z, [9.1.5
ZH]
1¥) AFNOEAZARIL. REWEEIRFZ KM (PC1) AEMA XN DEMHEO
EETIIHE AR AE20ng, MERAE3. T5mg/H., BN MEREE (K
ME7 70— ABEXIS/NOEDOHEIZHS) BOBERIMGITIX
3.75mg/HTH %,
(CREIME. PRIBMEDERESE)
17.1.3 EIRSEIREER
REPROE, BRIEMOHEERETIMH NS L U-EREIE_EEH
BB I 25 2EHETOEELME A XY MOEKBRRIIRDEEY T
5‘7) ) 71—:22), 23)0

BRSO, BRI OHEEEEICEIT %5 U4BZRETOEELMEA N>
N OFIRE (EABIEERRAR)

TS5 AT VIVED VA=Al AV ¥ ;20

FEE (HIE) 4.1% (15/370) 6.7% (25/372)

a) DM, FEBOEM OHIEER OIEEGEE BN EFOEET Y KRS
PN

b) 7AEY V81~100mg/BEHAL., 5 ATV IV EFEERREE20Ng,
FeFE3. T5ng/ B XIS E & 58 3R &S, Tong/H

¢) PTAEY »81~100mg/B Bt L. 70 RZ LI EHEERHZ300mg,
FEFEFHET5mg/ B XA E &M% 54 3R A E5ng/ B

) 2FBLUTHELUABFTHY ., HEHENLRHEBSRETIERN,

BIERFRBSEREIX. 75 AT VIVEET43. 2% (160/37061), Zza¥ RZLIL

BEC39. 8% (148/372(81) TH -7z, ERBEWERIXE THINT, 5 AT VIV

BE12.T% (47/37061), 20V RV IVEE. 1% (34/3726) TdH - 7=,

CABGIZBEE L 22\, R, /N IR BRI EE 2 HMOFHARIE, 7

5 AT VIVEETS. 4% (20/3706), 2 0¥ RZVIVEETE. 2% (23/37261) T

Holk,

BE. AEARREERE, RAA®BEETH>7/, [71.3. 16.2.1 2]

17.1.4 EREIEEER

FEME, BB OSEERE220Z NS U-EREIHE-_E5RA

BRIZBWT, &l (T5BL) XUMEAKRE (50kgbhT) DBETOHREI2

BB EFTOEBELME A R b (LT, IEBEEHEOHFE, JEBFEMRZ

. BAREEYT 20E MR OMTEREMOEETY KRRV ) OFH

RiF, T AT VIV, SmgBE T5.4% (2/3161). 75 AT VI3, TomgEEY T

10. 8% (4/374). Z 0¥ K7L IVEES O T11. 1% (4/3661) TH - 72", [1.4.

9.1.4 &)

BIEFRBSER I, 75 A7V IV2, SmgBET32.4% (12/3161), 7527V

3. T5mgBET48. 6% (18/3741). 2B R LIVEETA4. 4% (16/36%1) TH-

o EREWERIZE THIIT, 7527V IV2. 5ngE0% (0/37H1). 7522

L V3. T5mgRE16. 2% (6/3761), 2 1 ¥ K7 LIVEELL 1% (4/365]) TH- 7=,

CABGIZEE L 2\, KHMZRO/NHIMOFEERRIE, 75 A7 VIV, SngBET

0% (0/3781), 75 AV V3, TomgBET2. 7% (1/3761), 2B RI VBT

2.8% (1/36f) TH -7z,

a) 7AEY 81~100ng/HEHAL. F5 AT VIV &HE &R FAZ20ns,
MR E2. 5ng/H

b) 7AEY »81~100ng/HEHAL. 5 AT VIV &HE &R FAZ20ns,
MR ES. T5ng/ B

¢) VAU V8l~100ng/BEHAL., 70 RIVIVEHIEERAEE300nS,
AR 5ng/H

d) BEFELUTHELAHTH Y, MEHEN R LEBBRETIER Y,



(EMEMMEREE (KNE7TFO0—ABEISNNEDRHEICHS) BDE
FEHDHD
% 17.1.5 ERNEMAAR (ENEKNEREEE)
BN MEREEEES, 4Rl 2R L Uz, BERNEIE-_E5RARICE
335 1048%  TORLNMIE R XY MOFEBERIZ, TSATVIVET
3.9% (73/1,8856), 2T RZVIVEETS. 1% (69/1,862%1) TH-7=, 2
ORI VIVEIZNT DT ATV IEEDY) A7 L (95KEFEX ) 13, 1. 045
(0.757~1.443) TH Y, I5HEFEXED LRENERTIZERE U 2IEL MR
FU#L 3% LR -2 M6, 2O RT VBT 575 ATV IVED
FESMIFMEE X N Do 7=, FHERIBI ORI R A XY S OFBRIZ, KD
LBV TH-7%,

MMM E RS REY 1251 5% 5104684 £ TOREB O OMER T X
VR RER (ENEIEERRRR)

FHE () VA
TSATVIVE |20 RIVIVES| (95%ESHERE)
fgmmg%%a) 3.9% (13/1,885) |3.7% 69/1,862) | ) o),
ﬁf;}f?%”“ nan Qs | 4 oo | 20T
gomE | 3.9 (9583 | 3w @i | 5
ngg REE o 06 0/35) | 0.0% (0/49) o
FERY 468 GO | 08 QO | o g

a) TOASTASEIZH T 2 AME 7 70— AR L, /NIBDOE, ZDftnEEIC
&35 DOXITFERTHDONTNMNIEEY

b) BfEZE, OFEERCZOMOMEBETLNDEESTY KiK1 ¥ b

¢) FSAZVIVES. T5mg/H

d) 7o RZLIV%ET5mg/H

BWERHISEE L. 7S ATVIVET32. 1% (617/1,8854), zm¥ R
IVEET31.4% (584/1,862(1) THo7ze 5 ATVIETOEREIWERITE
THIMT. 4% (140/1, 8856) R U SHimA, 7% (89/1, 8856) TH -7z,
EaEENTHIM, AHBIMEOERIICEE2HMORERIZ, 752711
B£6. 1% (115/1, 885) . Z T ¥ R L LEES, 9% (110/1, 862/51) T - 7= ®),
2B, RAAZEETH-/-, [6.3. 5.5, 7.5, 16.2.1 HH&]

%3k 17.1.6 ERNFEIEFAR (HEEER) X IRFEE T IMRMEKHEEETE)
PAEERFED Y A7RTY 2T 5 MeMRIEEREY 23452 gL Uk
EREIHE—EERARY (81 2% E548EZ L TOROME R R K
DFEBRRIZ, 75 AT VIVES T6. 8% (8/118f1), 20 ¥ R LIVE T1. 1%

(8/112(8) Tdho7=e ZUYE RTVIBINTE TS AT VIVEEDY A

b (95%EHERA) 1d. 0.949 (0.369~2.443) TH -7,

BIVE ISR X, 79 AT VIVEETIL % (14/12061), 2 0¥ R L IVEE

T14. 9% (17/1146)) TH > 7=y T ATV NETHOEREWERIZ SIS, 3%

(4/12061) R UOE FHIM2. 5% (3/12061) TH- 7=,

A EEMTHM, KHIOEROEERMICEZERHNORRERIE, 75 A7V

JVEES. 0% (6/120(5). 2T RZLIVEES. 5% (4/11445]) TH -7,

AN EEU@&T’“%{%—)LQ [5.4, 5.5, 7.5, 16.2.1 &&]

a) BIERE, EEESE. BRED VIS BIEEDSH X SRKFE
u@ﬁu’fi%ﬁ%ﬁi% D)

TOASTASEIZ B 13 B K& 7 7 1 — AL UF/NIE DFIZED T hH

NG

¢) ARBROEAZZEMIZZOE R VIBIINTE TS AT VIEDY) A

I D SHEEED] 2 TEIS Z & Ok, BREEFEIL. ENEIIHERR
(R MMM ERE) DOREREM S REEBBISERLUAD 7Oy
R VIVEETOROIERS RNV MEERAML AEE Y, JOoE Ry
VIVEBHZW BT I AT VIVEEDEDY A7 H%E(0.4~0. 8L BEL - L
X, 110B1/BETOYFHY) AT o SHEEEA R L 72 2HERILS]. 2~
55.9%& 2B Z k525001 (12561/8) L&5E,

d) BEE, WMHIFERCZOMOMEFLDNEELETY RRA Y b

e) 7S5 AZVIVE3. T5mg/H

f) 2O RZ L IV%ET5mg/H

18. ZELhEIE

18.1 {ERKER
TIATVVERIEIX T O RSy FTHY  AERRTEEREM I EBR I h
J= 14, M/INRAE_E DADPRZ Z4KP2Y 12 % SR I DIEANIZFHE T2 2 & T
/MRS % 1§ 52 0,

18.2 fiw)viR{EFR
BEEREY) (Sv b, 4X, ) KROBELAT S AT VIVIE, ADP
12 & W) EHE X N B I/ MRS 2 405 U 72
B AMGIEERAEL LTT I AT L IL2ng & B IZHRS L. BH
MR ES. Tong/H 2 6B E U7z & & IUIMRESEIISIER X, #E
BT 5 RSN SHRMIHI U 2, 20mgDFEERAZICE Y, M/h
RERERANEIZRIL, ) @ﬁﬁﬂ%lﬁfﬁ&z 34%, SEEREIAICEREES2%E R U
MRS P A S HIRT R IS IERAMR L ETHB L 2D #3090,

18.3 mie{EA
Z v NEIEEARS ¥ v bR E TV RO ERKHBIC & 2 EARILAEE T VIZE
WC, 7S ATV IVIROKREIZ &) ARIKREL TR Z % U,
Z v NEERIRY ¥ ¥ MIEE T IZBIF 2 75 A7 VIV FlielERI. 7
2 v EDBRIZ L VIR hE® 2,

b

N2

* %k 18.4 WREETIVICHIT BEH

Sy MAEEETIVIZBWT, 75 A7 VIVIEIEESROKETS L, D
RS A AWAD U, 75 A7 VINEROKBEIZEY., 5y MR
UEREMEEE T VBV TRHIFEY  XEEAD X, Z v MRIEEIRE
FEETTIITBWTTROBEET 2MEIU =, 7 =27 A FIV I HERiEEE
EFMIBWTC, 77 AT VIVERERROKS T 5 & FlllRER?RD
S, EIMERESEARE AR U 9 30,

19. BMRSICET SEILFRHR

—IREFR : 75 ATV IVIERsE (Prasugrel Hydrochloride)

{b24 : 5-[(1RS)-2-Cyclopropyl-1-(2-fluorophenyl)-2-
oxoethyl]-4,5, 6, 7-tetrahydrothieno[3, 2-cJpyridin-
2-yl acetate monohydrochloride

DF 2 ¢ CoolooFNOS - HCI

AFE 1 409.90

HEER :

wd @QWA

RUBGBEMEK

% R AE~HEEAEOREXIIHEEEOMETH D, KITPODBEITPT
o M-I RAFNHENVLT I RROTA ) —)b (99.5) 1Z00ET
1IZ<Wy,

20. BBV EDER

T IO -RHRIIEREBITRETSZ L,

*k 21, SRS

*k

*k %k
*k %k

%k

EFRY) AV EEFEERED L, BYEHETDZ L,

2. g%
(FSRIVIVER. Sng TEEI

10082 (1088 (PTP) X 10, Fz/EHIAY]

(TSRTVIVER. T5mg TEFI)

10082 (1088 (PTP) X 10, FzZ/EHKIAY]
10082 (N5, EEHIAY ]

(FSRTVIVER20mg TE#I)

1082 (1088 (PTP) X1, BZEHIAY]
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