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20194 8 ATUET (3 1 fR) B EEEmIEES
B 1 SRR 873399
HINHAR : 34

HLIm ) R ARES ARFERELE
e C) $£2.5mg | 22700AMX00996 | 2015%11H
L7 =ERE $£3.75mg | 22600AMX00554| 20144 5 H
TS RIVIIGEIERE $5mg | 22600AMX00555| 20144F 5 A
- ®A-| $£20mg | 22800AMX00018| 20164 5 A
OD#E20 23000AMX00600| 2018411
LI714I /k3E2.5mg oo LA
I74X/F3%3.75mg
I74I/F35mg
I74I,F3:20
1L IrsEEtcUmg
I7+4X,F0oD20mg
EFIENT® TABLETS, OD TABLETS
) EE—EAEOMSEIC KV ERT AT
2. BR(ROBECRHBELENT &) 3.2 HRIDIER ]
2.1 HlL LTV 2 B (IUAR, SERMIHIL, L& L, B ) N7
FREGHIIMN, FEIT, R FIAHImSS) [z BEY 25 s Gig & K& Vé Eé
FNDBB.] (mm)
2.2 RAIOR I UBRIEOBEED 5 5 8% T TN Tonn | g . ‘ @
§62.5 a-5 4 VU5 B
3. $8RE - IR e T 6.7 (B | f13.2
3.1 8/ 2 . . —
s | EAmo AT N E R (Rl Bt
15t SUBARI . Rat Lo — 2. (KB ITImE | ) | FET3ED T wiors
o gy EE FEEFY T Ol - 5.1 (JEf%)
I74ZTV} A, eFgFr oo — i ‘
$22.5mg (ﬁffj;f‘fi 2. AFTY VBT IRT L, I74TVk 3_7;4”\;% ax | G —
£ LT2.5mg) Taxu—2A, BlLkFy . ¥ $E5mg (T - ) e [8.7(E®) w20 | %1075
SME) | e = E sk - 470EE) | M7 M
A, ERELao—2, K&
U WEL FoxyYuiltia— P [E—
JNTZAT VI fas - _ I-5 1 V4t
74TV h HEEHE4.1 2m A2, eRFuFrFuiltino $£20mg . e (142 ER)
$3.75mg (7"—7mx'7‘1/)gp A ATTUVBYIRYTA, b (EM7E) 6o | 1950 | #9420
¥ LC3.75mg) Fuxu—2, BltFy . L @
' 7. STk . #bE
gk ALEka, BatLo—x. GE (D70 N o) e
T 1y | T T ATV BEE Fady FadLela— ' N ) Mﬂ%@ 952 | #400
oy H#H5.49mg | A, £ FO* > FutLtlo— 6.6 (%)
veotme (FI ATV R, AFTY VBRI TR T A, »
£LT5mg) |FOxu—X, BILFFL. FL 4. FNEEX 3R
L 7. BEETE b STk REEEIRF R (PCl) ASERA TSNS FELDEIMIEIES
TosTyh TSI AT LI O 2MTEERE (RLEIROE. FESTEROEHIEE, STER
%ZO* 7 " sEmstE22mg DEEE)
EME (52 suL O REBIE. BIBELEHIEE
& LT20mg) . -
. D-v>= k=), fE@tELlo—2, 5. SIRER S THRICEET HiER
%_17VN7»77~m?/7/ AL A a— PCIZF#EMH T EDRBIME VEERBENOHRGIIHETDH 5.
I74ZVh ﬁﬁ?ﬁnm Z, ZOZAEC RV, EROF S EHIREIC LD . 1%7‘9’32:.%%%)L!Li’“‘f'?ﬂﬂ!ﬁ/\‘%l\zﬂmf
Cmﬁmmg(7;;7§wuewtwn—x\7txw77A BIRSN, PCIZ#A L ZWEEICIR, DBoR5%EL5
LU 20mey [PV by AT BT IR ZE.
8 |o. m@m="mies, =it ‘
6. BiERUHE

REHEE

BE. BRAICIE &5FABRAICT I A7V ELT20mg%
IHIE&EAHKE L, 2ok, MREAEELTIHLIE
3.75mgE RO G 9 %,

7. BERUARICRET 5=
*7.0 FLl /MR A SRR ER I, 7 A V(81 ~
100mg/H. % BHEEFS TE324mgE T) EHHT



%2 &, HLil/MREZHIFRBEMEE TROBEHE
IZ2oWTiE. BRNOTRFTONA RI4 VFEA2BEICT
5T &,

7.2 PCIiE{THIICAK3.75mg Z5 HMEER S SN TV 5
A, PIEEERS (FEE5HEEIC20mg 259 52 &)1k
ETIZ A Ve RANC X 5 IM/IMREEINEERIZSHE T
EFHREBIGET A EMBESNS,

73 AIEAREHREG 2R EEERORGITHITLEPEEL
Vo ZEERITEZRBEES B L CCmaxAEMd %,
[16.2.1. 17.1.1. 17.1.3 &&]

7.4 BAEOBE (FESOkgDUR) Tld. IO fE kA E K
THIBENDHA2OT, BB THFHEIHLM
25mgNOHBEBEET S &, [9.1.5, 17.1.4 BE]

8. EERERIEE

8.1 AF|OFEEIER (M/MREEIFHER) #Z@ L. IR
MICEET AT &,

c FIEAEFHRGRICHIND ) 27 PAE L 5 EESDH 5
ZlEt+nEERTS L,
EBREEANICPIRARRE 2T BEE. AFlO
M/MRBEMFHERIC L AHMO ) 27 DBEE 5D T,
ZERIERAIZE D & O+ R T 52 &, FESTER
DFEEEELZNRE LBAERRBICB VLT,
L coWEI AT R 2 PCI TRIC BER S LB A
gL, EEIRE T K OPCIETE I %5 U735
Blo, B 32EWMEIZERES 5T PCIHEITICEI#E L /2B
KRz A7 SR LI EDOHENDH B,

< RANC K B IM/MREEMFI S EE 25 &5 2Filo
BEIE. 14D ERNIICHR G 2HIET 5 EVEE L
Vo BB, TORKREHEZRI B EN TSRV
BREAREHEIOY A7 PEEH2DOTHIICEHET S
&, T, FRBICAROBERESBEZIBEICIE.
FEMAOILM 2R LTI oHET AL, [17.1.1
]
cHMAERECTRBEEASVWEEZISNSBEICIE. F
EE2ERTAH L,

- Kl Z27RBT 2 RERPBEDNZHEICIE, BESIC
MIREEZEOWY 2 BEE2EHIT S &, [11.1.1 &
8]
CHECIEELDBHEMLS I 5T E2HHL,
BEELBINAED 5 NZGEICIZERMISERT S XD
BET L L, £/, MR (R 2229 2 BRI,
AEZRALTWSER2EMICHRTEZS KD EEIC
BET B &,

8.2 It I /MR A 2B (TTP) S 0 E AR ZEIEHD
KT HZENHEHDT, BG5FBK2 AR, 28RS
IEREOMERESEDEREEL2EET S E, [11.1.2 2
a1

83AT YV MNABRENDAERAKEERICIIFE LS EEKRIEOD
TN XEOBE|[FEER | OHZLI BRI S &,

9. BENERERTIHEBEICAHTIER

9.1 BfHE - BEEEDHDEE

9.1.1 HIME[N U ZDRAEADGH 2 EE GEEANHIMDEEED
H>dEE)

HilZ24EC5BFNDDH 5,

9.1.2 RiEEN [F—B I EEIFENE (TIA) DEIEREDH DEE
WHERRBE T, BEAEBZBA2EHEICBVT
HIMOEBEEASER L EOWENH 5. [17.1.2 BH]

9.1.3 BIIENE#R T 2EE
AEBEFI++SRMEIY PO —LETFH> &,
HIMDY 27 HBEE %,

9.1.4 DF T /EVUIVRZER (ORI LVILE) ITHU
BEEDBIERDH 5 EE
AEBEBICMEREL2 & CRBUEZRRT 52BN
BdH b,

9.1.5 (RIFEDEE ({AE50kgUT)

Fly, BHRESOMmoBINY 27 KT ROMmEHE A X
YAOFERY AT ZFM L ET, BREICSCTHE
LERIHI L, BIMMOBHEENERT BTN H
%, (7.4, 17.1.4 2H]

9.2 BEEIEEZRE
9.2.1 BEDEKEEREDSH2EE
HIMOEREPERT 2 BENFH 5.
9.3 Ft&eElEERE
9.3.1 BEDHEEREDH 2FE
BERNTFOEENMETLTVWS I ENH SO T, Hill
DFEREPERT 2BZNDDH 5,
9.5 11im
IR IIIER L T W AR D & 5 R thicid, 1B LoD
Atz LA 2 CHE SN2 H5EICORRET
5T &,
FMER(Z v M) TREANOBITPRD SN TV,
9.6 EA.4w
R EOBERERCBAREOFAEZEE L., FALD
M S k2 a9 2 2 &o
FWMEBE(Z Y 1) TAHTHIIBITI S22 EFROLNT
W3,
9.7 INE
NEFEE R E U ERREBRIEERE L TW L,
9.8 B#E
AHEBEPETLTVWA2OT, HIOEKREIEKT 2
BENDDH %

10. tHE{EFH
10.2 HAFE (HEICEFRTD L)
A% BARER - B AL | BT - ERET
L@ Al N5 QK| & O E I HT MR E
TIT )N Ficky, HimoERz2E®RT 5 2
VAL VN 2RI B ENEIOLNS,
I RFHYNUEH TN H 5,
/MR g R
% H9 %A
ALY &
e FEA|
AT E bk o
TINT ST —EE
FEATOA RHEHER
SERA
"2V Ay w by SN
AT E

11. BIfER
WROBWERDH 5bNB ENHBHDT. BERZTITITV.
BEENRDSNIGARICIEE2HIET 52 C#Y 2 LE %
T5T &,

11.1 EXREIER

11.1.1 £ (1.2%)

FES NI (EER - B, EO - IEH. BHEEE.
FFESZ) . EEHmD, DERNHNZOHMA D S5b
NBZENH5, [8.1 BHE]

11.1.2 MMM/ RIEAME LR (TTP) (5HEAREA)
TTPOWMEER (BRE. BARIE. RKH%E 0 H MR,
BEHRESOB/MH - MRER. IM/MREAD . BFER I
HROHBBEZRD HEMEEIM . FEh, BIERERES) D
BHOLNBEICIE, BEbickE52HIEL, MEKRE
(MFRIMER. R MIRORIEZEL) 2EBL, LE
1206 CIMEARR S DB 2175 2 &, [8.2 2]

11.1.3 \BEUE (585 AHH)

MEFE 2 SCRBIESHSDNE XD 5,

11.1.4 FFEREEREE. =8 (BHE )

11.1.5 |EBNINE. BEFTRUBMZSONIMEREAME BEE
ANHH)




11.2 ZOftDEIERA

1%2L E 0.1~ 1%Fi
Mg =1l M/IMEELRR D . A7 ERBREL 1
B, B ImEREE
HA I A 1 FETRHEMm(10.3%), |Wim. BiEHm. MEEE
B, MR, M|, Hifn, I bE S
ZERIERALIMAE, 2R M. CREWNHII. HT—5F
MAE., ZERERArH |V ERAZ . SE5E. Al
o, mfE,. AEIC K| PRI, iR REE.
S, A, | FEECE M. SR
(E, fEREMm, (M. s ShIRE
REHIM, ANEHIM
FiF ek AP RE R E v-GTPL&F. ALP L&,
ALT EH. ASTER
B ik B E
TR R FEIED F 0
HbEs T, (ERR, ELD - IEH:,
BHEEYRERER. 8.
FEERARER, B R
B BUE B KLBE
Z DAt REE 5. RigEEE. &
. ISR AL EAR
M A ERBR R A L€ >3
. SROEE
13. BERS
13.1 fEIR
KA OBEBHEGICEOHMAELCE2BENDDH S,
13.2 W@

RENZHEBAIZAONATHZNDT, RRBEIPLE
IS E VMR ZZ RS 52 &

14. BRALOEE
14.1 ZBIRZFFOER
(BB

14.1.1 PTPEEOH#HAZPTPY — bS5 WO H L TIRAT %
LB TAHZ L, PTPY— FOBEKRICED, L
AERSREREARIA LUy BIZIZZELZ B 2 L THERE
AREOBEELZAMWELZHFETEIENH S,

(OD#g)

14.1.2 OD#ERED LICOBTRIKZEMSE 2 LHET 572
O, Kz UTHRHATETH 5., /2. KTHRAT S
EHTES,

14.1.3 OD$EIZEL- T T ORETIE, K LTIRASEZVWT &,

15. ZDfttDFER

15.2 FEMRAREBRICE D 15K
¥ R2FEEREORE LT, i~ 20300mg/
kg/BEE. M= 2D 100mg/kg/ B LOHRESEE T,
FEBORBEMPRD SN LOWMEN DD, —FH.
Ty MI2EMEORS Lz B TIEBEOREIRD S
NTVWEWEDOREDH 5.

16. FE4PENRE

16.1 MOEE

16.1.1 PSR UIVER
T AT VIEROBRSHICES P ICR#E S h s 720, I
ghic ARl ORELEBEBEEIAT, BEERBY
R-138727 D IMAEHIEE 2 HE L7z,
A, BEIHBIC TSI A7 L L20mgK O 52~
7THRIZT S A7 L3, 75mgx | HIEREO#KS Lz L&D
TEERBIIR-138727 O MAT R EHERE [ O F 8/ S
A—=FFRDOEBY TH 722,

20mg# 50 (151 H B) OEHERHMIR- 138727 DI R RS

(ng/mL)
300
250
% 200
7R
o150
i3
FE 100
50
O' 3 & Y -
0 2 4 6 8 12 24
By [ (hr)
3.75mg 58 (# 57 HB) OWEERHIR- 138727 D I IR EHER
(ng/mL)
50
40
Jiiig
£ oaf
i
N
= 20+
FE
10
O 1 Py &
0 1 2 4 6 8

B [ (hr)

EHEREIR-138727 DY FREIST XA — %
SR n Cmax Tmax | AUCast ti2
(ng/mL) (hr) |(ng-h/mL)| (hr)
20mg

+ —+ + +
Z510H) 23|177.1£96.3| 0.6£0.2 |185.1£66.5| 4.9+5.8

3.75mg
(#57HH)

23|29.2£15.5| 0.6£0.4 | 26.3+£9.2| 0.9+£0.4

mean+SD

16.1.2 7S AFLILODiE
BERA RIS 2 L LOD§E20mg 18 (k7 Lt
KTHRA) X1& 75 A7 L IVEE20mg 188 K THRA) %2 2
URAA—)N—HCHEEREEFEORS U CEERHEY
R-138727DEFHY#hEE /N T X — % = H#E LTz, K7z L TR
L7 & &, Cmax U AUCo- 120D %M /N P EO
HOWEIO0%EFEX E120.80 ~ 1.250HFNTH - 71z, 7K
THRA L& Z, CmaxKUAUCo- 120D A /N T 15
BEDHIZ0.90~ 1.110O&FEMN T, »DiEH R CHlH o
BWHESHIFELL TV LEF->T. TIRATVILEE
20mge 7F 27 L LODE20mg 3 ML KIS Th 5
Z DRI NIY,

TI A7 VLINODEE20mg (K7 LTHRA) Xi& 75 A7 LILEE
20mg (K THRA) B[Ol 4% 5 R O S HEAH IR - 138727 D&
R8/ST A — % (ZEER)

Eitdsn n

OD##20mg (7K
% UCHRA)
$E20mg (KT
ARFA)

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

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

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

mean=*SD

7' 27 L )VOD$E20mg UK THRA) XIE 77 2 7 L )L§E20mg (K
THRAD) BLlal#E 5 50 O 1S R AREIR-138727 D IR BIRE X 5
A —% (Z2JEI)

Cmax Tmax | AUCo-12n ti2
RGER " (ng/mL) (hr) |(ng-hymL)| (hr)
OD#E20mg . N " 4
GKCHRFH) 241218+91.2|0.583+0.374{230+57.7|3.95£1.13

$220mg (kT

TRA) 241223£82.0/0.816£0.309234+46.4|3.96+0.921

mean=*SD



16.2 TRUY
16.2.1 BEOHE
BERABEICTS 27 L L20mge BEROHREG Lz &
ZOEERBYIR-138727OEMEN L. EEEFTIERR
5 EHE L TCmaxA 3.3 1ML 7z». AUCICHE
BhEEROSN P o/, [7.30 17.1.1. 17.1.3 8]
16.3 9
v MIUC-FF AT VIVEBEROKRS Lz5E. Hilgh
SRR E X2 < OB CREIRMBICREEEZRL. B,
AN FERE. IR R OVEERE TR IMIE R & VB LT RE
ERDIz. INHITMA. #57285H% T ERRR OKE)
IRTBIMEF LD BEVRSEERE 258072, O
Tl MiEhERBEEPZNUTTCH o2, T2, REHKS
L7c5E. #5148 BICIEHBAO S SITITEFIREIE
L7zo
16.4 Xz
BO/SG SN TS AT VIVIEREZ, MNEMATE M AL
RAEFEIVNIZAT T —EIZKDESPPICR-95913ICREF = 1\
SHINBROCFBOENRBEESRF ~ 7 u—L4P450
(CYP)Ick bRt s, WEEREW TH HR-138727H 4R
T %, in vitroREEh 5R-138727~ D R#HZIZ. CYP3AK
UCYP2B6W X7 58H£EE LTHET A5 EARBEIN TV,
16.5 ittt
ERRABMEICIC-T5 27 L)L 5mg# BERO#KS Lk
S 5240850 DL KT RE O REHRIERIZ95% L ki
E L. BEBEDKIO8% D RF M 6. F27% S HE 7 6 HEift S
nrz(MEAT—%).
16.6 HEDNESZEITIEE
16.6.1 BikeEEEEE
RSB MEREERE (VL TFZ YT 52 A30~
50mL/min) 275 A 7 L L60mg® % BEREO#H S L7 &
ZOWEHRBYIR-138727 DY FREIL . BN & H#E
LTEEIRDOENEDP oz, BITEBEL T 5 ARLBHEE
fEERE Tk, BERA L LB L COEERBEIR-138727
DAUCHK31 ~47% K OCmaxDBH20~52%E T L
Y HEANT—%)
16.6.2 FFikEEEEEE
PR AT AER 2 2 (Child-Pugh##EB) 1. #51HEB
T T AT L N60mgRhUHE52~6HBICTS T AT LIV
10mgZ lIHIBZFO®E L EDOEEREY
R-138727 D& EREIL. BERALHEL TEEIRD S
Nz -7 (HAEAT—4),
16.6.3 Siin&
EE (75 ) I #EIHEICS I A7 L L20mgk
U 52~7HHEICT S A7 L IV3.75meg# 1 H1EREO#S
L7z & 2 DOEHARBIMR-138727 03BN, JEEhE
EHBLUTEIIRDO SN R P o722,
) AA O AR AR L DE SRR 20mg. MERAEE3.75mg/HTH 5.
16.7 ZYHEEER
16.7.1 o ~aFY—=)b
TS5 AT VIVIEREIE S CYP3AHERITH A7 haF Vv —
VGRS U256 OEEREMIR-138727 DY B fE
k. 7T AT VIVIERIE B S & HEE LT Cmax A gl
B E (60mg) & 58 TH46% KR OHER A& (15mg) #%
SR THZ34%ET L7225 AUCouan\DEEIZFRD 5N
Bhotz. Fioy M/MUEEMFIR (20 uM ADPEL) 1k
WEEFRHAER AR SEOWT Sy baF Y —
VOBAIC K BHERZZ T RN >720 (HEAT—%),
16.72 U772 EYY
CYP3A. CYP2B6D#FEAITHZ) 7 7 v ¥ VOl
5(600mg/H) & 75 A7 VIVIERIEY [ & A8
(60mg) & 5.1 % OHERF FH B (10mg) % 5.8 OR-138727
DBBICEEEZRIZES D >THEAT—%),
16.7.3 5V FSV—)b. S=ZFIV
Ta b RYTHERITHE TV TIV—LVERHLTE
BARCILSBRERBITH 25 =F Vv LA LIzGE.
T AT VIVIERRIER IS & i L TR-1387270D
CmaxA 77 X7 L L60mgH 5T 14~29% KR L
725, AUCNDOEZIIZRD 5N ol oy M/IMRE
SEAMFEA (M MROEEEOIMH) Z ORI K 2 EE 2T
7o V(HEANT—4),
) AA ORI D E SRR 20mg, MERER3.75mg/H T 5.

17. BRPRRE

17.1 BNERUREHECEY B8R
(REBAEIREE (NLEIRCE. FESTEFDEMERE, STER
IDEEEE) )
17.1.1 EASE MEE5R
PCIZ @A & W 2 T DR E AR EE R L E HRDE.
FEST EFOHEZE, ST ERDAIEZE) B 11,3850 2 H &
L7-ENEIHE - EE R EHRIC BT 5% 524BKRE T
DEZEDIME A XY FOFERRIZRDEBY TH - 710,

PCLEM TE D BMERAEMRE (NLEHRE, FEST LA DAHIEZE.
ST EFR L) BEICB T 2H5240% E COFEZELIME A X
& DFEIR AR ([ P35 AR R REUER)

— oy - ) IEPAY el Y =
TIAT VD | 7a¥ R7 L IVE (959 (X E)
- 9.3% 11.8% 0.773
FERE IR (64/685) (80/678) (0.557,1.074)

a) DIESE. FEBOEIE OFEE R OFEBEEE B MR R OB AT Y FRA > b

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

)7 A »81~100mg/HAEMHA L., 70 Ry LI 24 EERFAR300mg. MM
#75mg/H

BWERRBSE X, IR VIVEETA7.7%(327/685H41)
Z7a¥ R UILEET39.5%(268/6780) TH - 7z FE 72l
ERIZE FHRINT. 75 A7 VILEE.1%(62/685H1). 7
ORI VIVET.7%(52/678%]) TH > 7z,
TEENR/N A 78 2 (CABG) ICEE L 22\, KM OV
MOFRRIZ, 5 AT VIVET5.7%(39/685f1), 71
VRZULEET4.3%(29/678%1) TH o720 TDDH 5,
PCIOAMREDFEIRKIX, I AT VILEET2.8%(19/685
i), Zaub RITVULEETL.8%(12/678%) TH -7,
CABGICEE U Zs Wy, RHM, /N A QR RAGIC EE 72
HIMOFRKIZ, 5 AT VILEETI6%(66/6856]). 7
BRI UVLEETI.6%(65/678%) Th -7, B, &5
WTHIAHDMNICCABGO TSNz BE TO. KM,
NBIM R OEERICEE 2 HINIE. 75 A7 VIVEETLOH]
OB, Z7a¥ R VIVEETOFIR7HICHET Lz, [8.1
ZH]
B, PEEREEES2RE. JRRBBEETH -7z, [7.3.
16.2.1 ]

17.1.2 B E MAEEER
PCIM#H S N 5 FE D&M IEMREE (RN ERDE.
JEST ERODAMEZE. ST ERDMMEE) BE13,619612 1R
E LN BT BRI B T 2 FBEL0ME A N>
FORBERIIRDOEBY TH o721,

PCL#EM 7€ D @M REREE (R L EME. JEST LA DFIfEZE.
ST EFOHifEZE) B&F T B 2 EEDIME A N> b ORBLR (5
55 IAH B PR B

FIK (FE) N
Foasungm | MR e
7Ul:°]\7l/)lzﬁ¥c> (95%/ZHEX ) p
9.44%
(643/6,813) 0.812
RAEIERRRF 215 11.49% (0.732,0902) [P <0001
(781/6,795)
9.30%
RERDE. (469/5,044) 0820 | oo
JEST SO ZE 11.23% (0.726,0.927) | P~
(565/5,030)
9.84%
A (174/1,769) 0.793
STLA DA 12.24% (0.649,0968) | P01
(216/1,765)

a) DIEIE, FEBEEHOFEZER OFEBFEHMAEROBE AT Y RARA > b

b) 7 A »75~325mg/HEMAL. I AT VL2 E AR FAR60Omg. HERHR
10mg/H#%6~15x AM#KE L.

)7 A »75~325mg/HAMAL. 70 R7 LI &P OERHE300mg. HRH
B75mg/H%E6~15» AR#EE L.

d) Gehan-WilcoxontiiE, #Ic AL EPOIE/FEST LA DHHERE 2 xR e L@
MEEHL. 7IRTVIVOBBESBEES NG EIC, STERUFHEREZED
eI NTORMEERREEENRE LB EEET 5 &Lz,



EEHKFEREERZ. 7527V LET880.3%
(5,416/6,74141) . 7Ot RZLILEET0.0%(5,374/6,7164)
THole EHIMEEEERIIET, TSATVIVE6.9%
(468/6,741f1), Z7a ¥ R L ILEE3.9%(262/6,716H) T
Holzo
CABGIZEIE L 2wy, KHIMEO/NEMOFERRIZ, 75
27 VIVEETA.5%(303/6,741%). Zaut RZLILET
3.4%(231/6,716f) TH > 7=, 2B. CABGHHEITS
ERETOREMOFERRKRIZ, 75X LVILETIL.3%
(24/213F1), 7a b K7 LIILEET3.6%(8/224%) TdH >
7o [9.1.2 2]
V) AFOARHAR IV EEFHR20mg, MERFAR3.75mg/HTH %,
(REMOE. BRI DEIEE)

17.1.3 EASE MEER
REMODEE. BB OEERE7740 205 & L-EN
EMH_EERRBRICB T 5% 52400% £ TOFELME
AR POFERRIIRDEBY TH- 7212,

LESDE. BIAEOHHZEEE ICB T 58 5248%E TCOTH

IDILE A R b OFEIR R (F P S T R R EER)

75 AT L IVEED Jut K7 LI)VEO. D
FIR (FIE) 4.1%(15/370) 6.7%(25/372)

a) DIESE. FEBEEIE DHRZE R OFEBBE R MR R O AT Y FARA > b

b)7 A1) »81~100mg/HE2HA L. 75 AZ VL ZHEARHR20mg. MR

3.75mg/H X3 #) el & #5891 AR A B 3.75mg/ H

)7 A 81 ~100mg/HAEMHAL., Z7u R LIL24)EEEFAR300mg. M
B75mg/H X3l & i 58 9 I MR R 75mg/ H

A)BEELUCRE LB TH D HETEN 2 HEREE TR 2 0,

FIERRIBSEE L. I A7V IVEET43.2%(160/37041)
7a ¥ RTVUIIEET39.8%(148/37261) TH -7z FiH|
TERIZE FHBILT. S A T VIVEEL2.7%(47/370%1)
7a¥ K7 UIVEEI. 1% (34/372f]) TH - 7z,
CABGICEE U7\, KHIMM, /DMK R RIICEE 7
HIMOFERRIZ, 75 AT VIVET5.4%(20/37061). 7
QY RTVUVLEET6.2%(23/37261) TH -7z, BB, &5
HTHI4HDANICCABGHEIT S N2 EF TD. K,
NI R OB PRIV IC BB A Ik, 75 A7 LIVEET 36
F3Mlc, ZaERZUVABETIHIFRIFNICHEIR L.
kB, PoaEREG2RE, RAERREG TH 7. (7.3,
16.2.1 2]
17.1.4 BA%E 118558
LR BIBME DA EF4226] 2 45 & LZEA
FBIH_EERRBRICBW T, & (75U L) KA E
(50kgll R) O BHTOHE12:8% F TOEBDLME 1 N
¥ M2, FEBFEHOFEE. JEBFEERET . HAR
ZET 2 0B R CIITHEEROEALY RAA 2 MO
HERIE, T AT VIL2.5mghdT5.4%(2/3761). 75
AT VIV3.75mghEY) T10.8%(4/37f]). 7u¥ K7 L)L
B DT11.1%(4/3661) TH > 720 [7.4. 9.1.5 RIE]
BIfEFHRBUBEE X, 79 A7 LL2.5mght¢32.4%(12/37
). 5 AT VI3 75mghET48.6%(18/37fl), 7 a¥
K7 VIVEET44.4%(16/3661) Td > 7z. F2BIWERIEE
THIMT. 75 A7 L IL2.5mgkt0.0%(0/3761) . 75 &
TUN3.75mgi16.2%(6/3761). 7u ¥ RI7LILVE
11.1%(4/3661) TH > 7z,
CABGICEHE L 72\ REIMAR /NIMOFRRIL, 75
AT L V2.5mghET0%(0/3761). 75 A7 VL IV3.75mght
T2.7%(1/3761). 7a R IZVILEET2.8%(1/36f) T
HoT.
a)7 A »81~100mg/HEHA L. 7527 LI %A EEFHZ20mg.
MR RE2.5mg/H
b)7 A »81~100mg/HEMAL. I A7 LI &FEEFHZE20mg.
#ERFFE3.75mg/H
A7 AEY »81~100mg/HEMA L., 70 7 L)L 2 EEHHH &R
300mg. #ERFHE75mg/H
ABEELTHELLBTH Y HEtEm72 LB IERE Tl 0,

18. ZESEIR

18.1 {EFRtER
TSATVIERBEIZ O RSy 7 TH 0. EENTEEN
EYNCEBRE NG, /MR EOADPZAMAP2Y12% 38R
B2 DIEFWHICFHE T 5 & & THV/IMRIESE %2 1155 5 13)-10),

18.2 Fl/\HR1ER
BREEBRIHM(SY b A4 X, PV ICKROBRE LTSRS
LILiZ. ADPIC & T & 5 MVIMREESE 2 81 L 72,

TR 233G aRAEE LTSI AT L IL20mg% )
Hics L, BH» oHRHAR3.75mg/H%26HE#S L7z
& & M/MREBREMEIER . HRERRS %> S #
PP L, 20mgOWEERHARICKD . /MRS
HIR, R RERS 1 RR%IC34%. SEf% ICREE
52%%/R L. MFAERSHMPIXIZITRBSEZETHERE L
722)\ 13). 16). 17)0

18.3 HiIMeER
Sy FEIEIRY v o MR E TV R OBLKHEEIC & BRI
BEFLICBVWT, 7927 VLIVIEROBSICED, HEIC
RAE L TR ZMEI Lz, 5y FEIEIRY + > blETE
TNIZBT 2T 27 VIVofilelfEfiz. 7AEY Y &0
PRI L DR S 7213 17,

18.4 FREEETIVLICBIF B 1EH
Sy MDBEEETNVICBWT, I ASVIVIEREZZED
BE595E. DBHEETA XD Uiz, 775 AT VIR
O5ICkD. Iy MRERUEREMFEE T LICBL
TIHBEET A X2EDSE, v MRMEBIRBFZEEETIVIC
BV T T OREEST 2 HH] L7210 18),

19. BARSTICEET B IB{EZHAR

—M&& : 75 A7V 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

PFR : CaoH20FNOsS - HCI

PFE 1 409.90

% R BHE~-FEHEORRENIIEREOMRTH S,

s
Y
¢ H
\/,
H;C
S

0 S ROFNES SRS
B = 178~179C (4rf#)
SEREL : log D(HPLCIE) ; 3.23(pH4.5)

20. BRWV EDER
(OD#i)
SEAIREICHERAERIC L2 REXIHADHRNAOND T &
WHsb, £low T ICO—FERIFELKZBITRET S L.

22. 8%
(T 74 IV ME2.5mg)
(PTP : 2/#AIAD) 10082 (10%E % 10)
(I7 1 I hEE3.75mg)
(2 N T RIRAIAD)  100%E
(PTP : E212#FIA D) 1008E(108EX 10) 140%E(148E % 10)
5005 (10%E X 50)  700%E (148& X 50)
(I7 4 IV MEE5mg)
(PTP : 8/BAIAD)  1685E(8%Ex2) B80FE(8%EX 10)
100%E (10%E x 10)
(I7 4TI hgE20mg)
(PTP : $2/2AIAD) SHE(58EX 1)
(74 I ~ODEE20mg)
(PTP : 5zIB2HIA D) 58E(58EX 1)
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