* 20264 IR (3820K)
20238 HET (BE1hR)

P/ M A
WA )

B REERI RS
873399

HAFERH a7 UIVEBRESE

B & EERE
B : 35

20EF2 L)z 25men)

D0EF 2L Ibse75men,

CLOPIDOGREL TABLETS

) FE-EMEOLGTEICLD
FHI B L

$E25mg | $€75mg
&% | 22700AMX00527 | 22700AMX00526
fFee| 201556 H | 201546H

2. 22 (ROFBHEICIFBESLEVT L)

21 HlILTWwasEE (AR, EENHM. HLE
W, SREEHEIN. WEIM. RYTAHINS) [Him % B
ET5B2N0H5.]

2.2 RADESTIH LiBEEO IR D & 5 B

3. #8m% - IR
3.1 #8AL
Wi 4

Za¥R7VLEE25mg [YD] |7 0¥ RSV IVEE75Smg [YD]

BRIRSY

1$Edh, 70 ¥ R 7 VILERES
#32.63mg (FubErsL
JL& LT25mg)

1§Erh, 70 R 7 LIVERE
#H97.88mg (Fuv¥rs L
JL& LT75mg)

NN

FLEKFIY . ~Zuad—),

NI FIFNay

eFuXxu—x, A7V

77 —ALT S L. Bk AR BILFY . ¥

3.2 EFEIOHIK

W74 |7uR7VVEE25mg [YD] | Z7uE RS LLgE75mg [YD]
Ve - AT HE~MEOEO7 4 LAHE~HMEHED T 4 LA
la—F 4 v a—F 4 V78
w @& = 6=
[EXES #96.1mm #98.6mm
Ex #92.9mm #4.1lmm
HE 90mg 270mg

4. FHEEX [E3hR

OEMARMERE (DREMERBIEZERS) ROBHEN
il

ORRHBEIRAZALMT (PCl) MWERATNS TEEOEME
IRER
SMEERE FRERME. IESTEFOEMER, ST
LEFDERERE)
REIDE. FRIBMEOEIER

OFRMEENREZRIC ST B IMiE - FISRIRLDHNE

5. HEENIIZIRICEIHET BiEE
(ERZBIBENIRAZALT (PCl) DERATNSEMEEE)
PCIZ A TEDEME EREENDRSITHETH 5,
EEIRELIC LD RIFFIERD 5 VIEBIR/ N A 78 24
PRERS N, PCIZEHA L ZWHAEICR, DBRORESI3HE
ABHTE,

6. HiERURE

(EMERMDEEE (DEEMEBREZIRS) 2OBRERMN
1)

BWHE. RAIKIR. 7O RZ UL ELT75mg% 1 HIEE
O#% 59 54, F£#. AE. EBRICKD 70 RILLE
LT50mg# 1 H1ERO#SET 5,

BB (PC) MERINSEMMEIEE)
BE. RACE., BERBHICZuE R L LELT
300mgx 1 HIEREO®RE L. 20k, MRS LTIHILE
75mgxREOHRET %,

CREFIREERICH (T DM - EeAZROINED
EH. RAICIR, 7O RZLLE LT75mg#% 1 H 1
59 %,

7. BFENURECEET 5=
(GhBEHE)

7.1 ZEEEORSIET S EAEE LW, BN TEERR
BICB LW TIRBERGRICHLIERSA 5N TV S,
(EMMERMNERE (DEEREREZRLS) ROBFEND

il
7.2 HMZ#RT 2 B2 N0 H 50T, BICHIMER. 20
FROHHEESICOVTIX, 50mgl H1ED 5 H%5T
52 &, [9.1.13HE]
(BREMBEIRZ G (PCl) MERSNZEMEIERE)
7.3 Hil/MREZRI OFRE M. 7 AU > (81~
100mg/H) EHAT 5 &o Hiln/MREE IO R RE
IR TROBEFEICOVWTIZ. BRNORFOH A
R4V EEBEZEIITHI L,
7.4 272 VABEREANORFBESRICIIEEEEREROS
TR ELTSBT L L,
7.5 PCIfEfTRiICZ B ¥ R 7L L75mga b7 < & H4HM#%
BENTWAEERE, u—F+¢ 7 F—X#%5 (R5FHA
Hi2300mgZ #5952 &) IIMEATIE RV,

8. EELGEARNIE

(GhEEHE)

8.1 MMM/ MR AESRBER (TTP). BERIE, EEX
FRESOERGBERIRRIZIENDHEH5DT, &
SRMm%2 BRI, 2EBICIEREEDMERESDE
MEEEETHT &, [11.1.3, 11.1.4. 11.1.65H]

8.2 RAHNC & 5 IM/MREERINFIAREE 25 K5 2FEMi0%
Ai2id. 14BN ERICERE2FRIET A ENEE L,
BB, FOnKERBEZRT S EPERETVIEAIZE
REHMOV A PEES I EPR/REENTVWEIDTH
PRI S &, Tz, BE5h LR O MRESE
BEED Y A7 OBEWEER TIX. B2 REMFHIFE2#HLC
5L, FMBICAROBERGPBERIGEITIE. Filf
HAuDOIEIMZEELTCHhS5BERAT S &, [11.1.1,
17.1.2. 18.2%H8]

8.3 BIMEAFFHET 2 BEHEADREIIEEITITV. KRS
FRR+SARMENIY PO —LETHT &, [9.1.15
]

8.4 HEOEBEIBVWEMEMNERERZ BT, 7
2 U EME LB, 7 RS LVIVEANCHRE L
ZEMOFERROEMASEN THRESNTWVWAD, [10.2,
11.1.12M8]

85 iz I aEEAEVEZISONLESICIE., F
Ik - BES2ZEIT 52 L, [11.1.12H]

8.6 HRMMER (FHALELS v >RSI A F VM
(aPTT) 0EE. FMHEFEEETSE) »dHobhs
LD B, aPTTOEEEDRD 55T, Bilo
HEIPPDLST, BREMKROAEREZERBL., &
PR L EET 2 CE A NBEZITH>Z L, [11.1.98
H ]
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87 BEICIEELVBHMLP I L2 E&2HHAL., £
W HMAERD 5Nz GEICIEMICERKT 2 L DR
R L, iz bt (R 2RI 2RI, &
FlERALTW2EX2EMINTIEZ S LD BEICHER
2Ry &, [11.1.1. 18.12H]

(ERIIBERAZRLT (PC) DEASNZEMEIER)

88 u—7 1 Y7 N—XKE (HEHMHBIC300mgz 5T
52&) RUTAEY Y EDOHRHICK > THIIOY X7
PEELWREPHL I E2+AERT ST &, [10.2,
17.1.2, 17.1.32#]

9. BHEDEREZEIIEEICHITIEE
9.1 B - MEEZEDH D EE
9.1.1 ROBETRIHMOBKRESEL Z2BEN1H 5,
- BRI R 2 DRRED H 5 EE [7.2501]
c BMESFER L WS EE [8.35H]
RIFEOBRE

9.1.2 tDFI/EUIVRER (FoOEY VIERIES)
I3 UiBBIREDEMERED H S EE

9.2 BikHEEEEE

9.2.1 SEEREBEEDNHZDEE
HIMDEREIEL RDBENLH 5,

9.3 FFikREREEEE

9.3.1 EERIEENHZEE
HMOBEENEL Z2BENLEDH 5,

9.5 i
R XALIER L T W A REE D H 2 ctkic ik, WELO
B EBE 2 EE S EHBSh B BEIC0AKET
BT &,

9.6 {Z7.I%
BELOBERERUBARBOEREEZZR L. BAO
Bt x2S A &, BWMER (Sy ) T
HHRICBITT A2 EPREShTV5S,

9.7 INR
NREERE U7BRRABIEER L Tz,

9.8 SEE
BEZEZEEL. BEOREL2BE LS, EHEIC
B’E5T5Z L, EEhE CIBMKAE. BHEE. RS
DHEBERESBETRLTWA I ENEL ., FH-EEID R
WERAH . BILFORIERD»H 5bhed 0,

10. #BE{EMA
AR, EIZCYP2C19IC & D EHERBICRH SN B,
i, ARIO Vo0 BIaEAIECYP2C8 R HET
%, [16.45H]

10.2 $RAER (BRAICERIS L)

A2 F

BRAREIR - FEETTE

W - fabERE T

27T A FHE A
i (57O
%)

[11.1.1ZH]

AHEOHAIZKD,
HLE » 5 o I
BEsShEDHE
BH5B,

ARF I /IR EEER A
HIERZET 57
b, Ih oA B
Y % &HLE M
EPRITDEEXS
nTws,

PBERE (TL7 7Y
oAy &) M
ARSI (R %
THEA (FALY ¥
%), MBE/mE (v
a¥F—¥., 777
J—t%)

[8.4, 8.8, 11.1.1%
i)

i LK. 2hz
BRI ZBEIADH
%o BERARICIZ I
FOHEMICERY
T &,

AFE /MR EEER AT
HIERZET 57
O, oA LB
9% cizBE
TEBTNDH %,

2y R H B R
(CYP2C19) %=
ERE: 5]
FRATS5I =)

KA O ER A5
2BETNNDH .

CYP2C19%HET
BIERED. K
OEHERB O i

REPETI %,

HHIRE HARRER - 1B E W - fEER T
BERWto b= VEIR | K28 ET 5B % | SSRIOBEICKD I
D A A& E K| nSHb. IR BRI E S
(SSRI) (7 LARF¥H N, KElE BRI
IURLAUEBE, & LMz EY 2
U k5 VIEERIES) EEZObNS,
[11.1.1%88]

B/ BV - S R VDA /) I )8 | LB N ([ B 2 = T
(CYP2C8) X' |[BWE HML., MK |fa & 4 12 & 3
& 75 H | FE RVEF A 839 % | CYP2CSIHEERIC
LS = R BEhDH 5. 0. ThosEHO
[16.7.1&18] MmAREAHEINT %
TLF 8y TLF T oEE | EEAE5NL.

[16.7.25]

R (MRE-269)
D CmaxX UAUCH 1
mL7zEoHshrd
%, AFIEHRAT S
BEciE. tvF Y
NRTOBEE2ERT
AT L,

/172 CYP2C198%%
s

V77 ey

AF O 1t /N BE AR
Ar#E®Rshs L
KK D HImY 27 A
BELBEINSFDH B,
V77 rEYVED
17 CYP2C197%8E
EEOHAIET B
ZENEFZ LW,

JUubERZLVIEE
IZCYP2C191 & »
TR I A
SR AT A SR
CYP2C19Es# %2 3%
By s OHH
2R DARIOE A
W O M PR EE A
Hind 5.

ELk 2

AH O I B R EE A
ETIsBEhDH
Bo

EL b XDOHELEE
BENC & 0. AH
DGR BET 5 &
EZbN%,

O ANARYF

AHN300mg D55
OQANRY F D
Cmax?*1.3f%. AUC
2 ER L. AH
75mg D REHR 5.
OQANRYF D
Cmax T ZHEHE T,
AUCH 1.4 AL
T EDH|EDH B,

AENC LD, B AN
25 F > OIhiEE
BLERT S,

11. BER

ROBWERANHO5HNBZENHBHDT, BiEZ+7IC
T, BEPBOSNHEICEIKREZPIET 24 EHE
Pl MEEITS T &

1.1 EXBEIER

11.1.1 Hm (HMEOEZAMM (1%-A1) . BEE FmE

(0.1%K%5) . Itm (BAEAH). TM. SEHi.
IREHMm (Whsd1%Ku). FEEmE (0.1%K
fii) . BRERMAE (0.1%Ri). #EEERHMm (EEAR
H) &)
MM OBHBAHMOMPER E LT, BHR. &
D - TEE, BHEE, FRESESHoDNE I LD
%, HMZRRY 2HERERPEDNHRIZ. BE
ZHIEL. BES5ICMREEFEOEY) 2 RE 2 £/ %
Z &, [8.2, 84, 85, 87, 10.25]

M1.28 - +ZEEESE GHEAH)
HmzMES8 - +ZHRBREEFHSDNE I ENH
Do

11.1.3 FrigaeresE. &8
ALT ER. v-GTPLER. ASTER. #HE. 2EFA
& (HEARH). FR GHEARH) Ersobhsl
ENHB. [8.12H]

11.1.4 MEEIVIVIRIEAMESEDER (TTP) (SAEEABA)
TTPOMHEEIR T H 2 EBEE. BRHRAR. EHEFOH
MAER, FEEEEFEOR/M - MR, Mm/MRED .
BRRIMERO 2 580 M A, FeE. BEhae
MEENHEHE LG, BEbiIckE52HhkL, @
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R (RARMIR, BRRIIIROEE % &) &ENE
U, BEICE CIMERBEEDOMY) 2 B 175 2 &,
[8.121#]

11.1.5 FHEMAGR (0.1%AK300) . FEIRIEMN (BIEAH)
Wk, PRIREEE, FE, MEORESIAD 5NE
HITIE, HR»ICHEXR, WMCTEOMEEZEEY
BT e, BENRDONZBEICIE. BEE2HIEL,
BBERERALVEAORESEOB 2B ZITS 2
Lo

11.1.6 M/VREA. EFERIRE. BEFRMEEMZZS T
IRRIAME (BHEEAEA)

[8.121#]

MA7PSHREIEFEMEBEE (Toxic Epidermal
Necrolysis : TEN) . RZEHIZIRIEIREE (Stevens-
JohnsonfElRe¥) . ZHIBHMLIH. RIENFIEFRES
HIREE (SRR

11.1.8 EFIMEBHAEERE (BEAH)

MEER & LTHE, REH A SN, BEICHHEER
E. Y ViR, MR, FEERES, ERY
VOSBRI E &S BREOBEE ABRERY H 5 b
NBZENHB. COXDBRERD DS bNIFEIC
R EEREL, BYRMBETS L, BB, B
NURATA VA6 (HHV-6) FDO 7 A L AOFHEN
LzfES e, BRETILRORZ, FHE T
HERESOERPERD 2V ITBELT S L0H B
DTHERT DI &,

11.1.9 #RMMAR (BEEARH)

[8.62H]

1111 OAEIEARIARE (S RH)

. B CKER. MPRTRBIA /0
v ERERBET HSEMHRMBENH 5 bh, Jhic
o TAHBRESOEELEREN N HSDNDII L
Wb

MANM AV AUV BECREEREE GEERH)
BHEOKMEL25IEECTZENH S, [15.1.38
]

11.2 ZDfthDEIER

0.1~ 5%

0.1%ki

SRR

liiRis3

R RHM., &l
%3 (@), BH
M, kImfER, R
HiML, B P
R, M. 2
FIERAZ I, AL
B, NE7a
EUEA, ARIMER
b R AN N4
Uy MEA. Bl
BRI BRI
D IFEIRIES

AfEBZ. ORERN
HiMn, A e O
AT —T VEEHR
foiffE . FE
M. REEHm. R
B, GFERERE

9\

ke

iR

Al-P k5. LDH
kA mELY L
vy bR

fEZEs. BAE.
WE

Hibd

HILBARE, B
Boe. A%, ]
LN
BHAR. (@,
BB, NEt

PEERRE T, HEAR
B. OB, BEFE
. A (ER)
7%, WAIEIR.
HiI BRI

KBz (EBEER
[N INPAS> {3
PN IS

REARE

PR B A
CKLER. oL
25ua—)LER,
WEAKT. Kk
BTV T IR
¥

m# EH. KT
R IR EE -
. T73I9—¥E
7. CIFF. Na
ER. NaFk

BHE

RIE. T OHER.
e, #iRE. A
743

SR 8 1 B R
%% RBIFIE

774 7F
—. BREZH
BE. MEZE.
RS

0.1~ 5% i

0.1%K1i

SN

BB, FEEHIR

KRS T
B

AR7EML, HRERZE.
AR RS K
T B RER
& OREE, KE
BE

S RIEPS

S, RIE. ©
E4)

LU, FiEaiE
H (HZv. ¥
WiE) ., HEkEE.
NHRE . B
K. HELEHR. K
ME. TADPA.
AR, BOE IR
. WR. KoK
#

TEIE, BEAR. B
R

HiE, DERE
W K. AR
BT iRAR

JlIN=£73

BUNLF. M+
JVvrF=vEk
. REQAHEM.
mpR. FRILHE R
HERER &

B SRR, PRESIR
G

SRERIRIE

LRuser

B SUE ST

Z Dfth

ETH. BER,
FE. BER (F
B [ARER)

W, BHEALRE
RN Ry ]
Z. AWK, BR
NN 2
BAEZE. HE. B
LI AN b A
f§. CRP LR

#ivE. BHEDRE. R
HALAE

13. BEHRS
13.1 08
RENZBHEAIIHSN TR,

14. BALOIEER

14.1 FRIMEFOER
PTPEEOEAIZPTP Y — M » 5W D H L TIRAT %
EOEBTHT L, PTPY— FOBEMKICED ., BLHE
FAEA RERBEATIA L, BITIZEFLZB I L THERRR
REOEBELAMEZHEIT LI EN DS,

15. ZDMh0FER

15.1 ERARERICED &SR

15.1.1 BN TEBI N BFRBRAZ R & U7 i REE R
IZBWV T, AHI300mg % #)[E1$% 544 24 K¢ O B K I
IMRESEERE (5 M ADPE#maximum platelet
aggregation intensity (MAI) : %) .
CYP2Cl9oR#BEICIH LT, Extensive
metabolizer (EM) #. Intermediate metabolizer
(IM) . Poor metabolizer (PM) B ®DIJEIZ.
43.67£6.82, 47.17£5.71, 54.11£4.34TH V.
ZOH%OHMIID T > TARAI75Smg/HE G L&D
MAI (%) &, #hZFh32.87+£5.10. 39.41+£6.34,
47.48+£3.60& . PMEEIZB W TAA O /M EEI
FHWEHAMMETR U722, [16.45H8]

15.1.2 BT 5 BENEBIRERNETZ TE L BE
BXRE LR R OEROBER R DICB
WT. CYP2C190PM® L IZIMTIE. CYP2CI19
DEME B LT, REIBLGHODINERA XY M
EROEMPHRE SN TS,

15134 YR YHECRBEBRFEOFRBIEIHLA-DR4
(DRB1 #0406) &3 <AMHET 2 EDHREN D 29,
B, HAANIZHLA-DR4 (DRBI %0406) #=#E7
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PHEFROEO|MENH 2%, [11.1.115H]

16. ZEYEHHRE

16.1 MduEE

16.1.1 BERAICZO Y R VILERE (ZubrRsLive
LT75mg) #BBICHEEORESELLEAD
SR26334 (EREY) OEMERE/NT X — & IZDF
DEBYTH B0,

50 K2 L UREE B R TR 55 0 SR26334 0 M B
INTRA—%
Tmax(hr)
1.9+0.8

ti2(hr) | AUCo.48(pg + hr/mL)

6.9+0.9 8.46+1.36
(Pl L EHEMRZE, n=12)

Tmax - %_I%'il_ ?ﬁ*o%fﬁ?ﬂéﬂ#ﬁeﬁ\ Crnax * %%maﬁ*%g\ ti/2 Eﬁﬁ

#

AUCo-4g * MEEHREERFRIHIAR NEIAE (0~ 48HH])

Cmax(ﬂ. g/mL)
2.29+0.46

16.1.2 E£YFHEIFERER

(ZOERZUIVEET75mg TYDI)
SUERZLLETSmg [YD] EF 5y 7 24t
75mgk Z O AA —N—Elc kD Eh BN (FOY
RZULNELT75mg). BERABTFIORZICHEARE
BOKEG L TIHEPRB(CRBREZRE L. 5N
7o FREINT X —% (AUC. Cmax) IZDWTI0%IE
FEX BRI CRREHRIT 217 - 72 /5 R, log (0.80) ~
log (1.25) O#HENTH D . WAIOEMFHIREFEEH
R ni1,

HEINT A =4 BEINTGRA—%
AUCO»24 Cmax Tmax ti2
(pg * hr/mL) (pg/mL) (hr) (hr)
Ju¥R7LIL
$75mg [YD] 2331.5+2436.111651.4£1933.0/0.9+0.4| 5.0£2.7
77y Ak 2424.1+2325.711464.6£1546.6| 1.1+0.9| 5.2+£2.7
75mg
(Pl =SR2, n=39)
(pg/mL)
3500
3000 —— 70 R UILEE75mg [YD]
If1 2500 o STV ZEET5mg
%EZOOQ (CFHE = EERZE. n=39)
i 1500
32
1000
500
0 @ <r e
0 4 8 12 16 20 24

BL&EME (hr)

MAEHBELCICAUC, CraxBED/85 X —% 1%, #HBEORR, KK
BREUEIE - RS ORBEMIC L > TR SN H 5.

16.3 910
v MIHUC-4-7u V¥ R VILEREE (JuRrsL
L& L Thmg/kg) ZHEREORE L5, BATHE
Elx. KEBTOMEBRICBVWTRE0.25~ 2B ICES
EIZE LUz, METEEEE L. H{LEERE - FROIEICE
. FM. BHERUCBEH CTIIE, -1, Fiz,
REBREBICL>2BRBAOEEH IR TLR
Wnid),

16.4 {35
Ju b RTVIILERBIEIRN S W%, FiETEIZ2D
ORBTRH#INS, T&bE. (1) TATIT—FIC
LD IEEEREY TDH HSR26334 (FER#EY) Z 4R
THREEE. (2) EMARBMBERF 7 u—L4P450
(CYP) IC&2BLBIREMEERT 2RHETH 5.
BEORKZREHL . HHEABMPWHIVPERS 1

514)0
MEEFRIZBVTIE, REMGFEOBEITHmD THKL
SR26334FEICHERE LTz 7B Y R LIV OFFEE{LEY
R#ICESET AF b7 o0 —LP4500 FREITEIC
CYP2C19TH» Y. ZoficCYP1A2. CYP2B6.
CYP3A4ZEFEE 9 5159~17), /-, SR263341%
CYP2CO%MHEL., L7 u rBiasa{kiCYP2C8%
FEET 51819 (jn vitro). [10.. 15.1.1%H]
16.5 HEtt
R AICI4C-4- 70 ¥ R VILKEEE (Zu¥ Ky
LIL&E LT75mg) #BEREOKS LG, #%55H
% F TORETRED RREPIIRIIH SRS EDF92%IC
EL. RPICIEN41%. RIS % HEH S 1
7220 (HEAT—%),
16.6 HEDEREZHIEE
16.6.1 BEEEElE=EE
BUEBREBERZ LT FVI7ITIVAICEVE
E (5~15mL/4y) &H%E (30~60mL/4r) D27
V—=FI3F. Zab R VIERE (Ja L
L& LT75mg/H) #3HRBKERORS LI-FER,
BEEBEBALEZICBLTHEEEHEARALBEIC
HASR26334DAUCIKEA 5 722D (SHEAT—4).
16.6.2 FHEEaEE=EEE
JFREEBREEEBERAICZOE R VIILEREE (o
ERZLLELT75mg/H) #10HMKERO®RS
L7zHER RENMED Craxd A BEITHB WL TR
BRAICHEBELTRELS ER L. FHEEDETICES Y
ORI UVIUVRBEORBANDHEIRBI N,
SR26334DEYEREINT X —FIZIXEDPRD 5N
»Po7z22 BHEAT—%).
16.6.3 CYP2C19&IFZHEE T HEE
R A %2 CYP2C19OOREBEICIE U T38 (K89
Bl) 123, Zae RILLE L THHIC300mg.
Z0#%75mg/HE6HEKSE T 2% EH L7,
CYP2C19m2-o 0 EETF£E (CYP2C19*2 .
CYP2CI19%3) 12D\ TWIFhAp % FEHBAEITWL
ThoATFOESERE L THLOEER (PME) T,
EERBEMHADAUC0-24% U Craxh’s BFAERK £
A48 (EMEE : CYP2C19%1/%1) EHEBILTETL
722, B, HRAICB T APMOEEIX, 18~
22.5% & DWMENH 52,

BEERAICBT ACYP2CIEET 2R HEERBMHA4DRE
MEREISS X —F ICRITTE

CYP2C1 9z FHd)
58
EM M PM
300mg
20.8+9.88 | 19.6+4.73 | 11.4+4.25
Cmax (1E8)
(ng/mL) 75mg
+ + +
(7ag) | 111£467 | 7.00£381 | 3.90+1.36
300m8 | 39 94168 | 257+6.06 | 15.9+4.73
AUCo-24 (1HH)
(ng * hr/mL) 75mg
11.1£3.79 | 7.20+1.93 | 4.58+1.61
(7HE) 3.79 | 7.20£1.93 | 458+1.6
(Bl + iEHE R

) EM : CYP2C19*1/%1
IM : CYP2C19*1/°2 % %\ X CYP2C19*1/*3
PM: CYP2C19°2/*2 . CYP2C192/°3 %%\ & CYP2C19*3/
3

16.7 SEHHEEIER

16.7.1 LISTU=R
BEERAICZ O R 7 ULREE (IH1IE3EE,.
o RS LLELTIHE300mg. 2~3HHE75mg)
5L, IHEE3HEIZLAZY = F (0.25mg)
R LR, LS ) = RO Cmax R FAUC)-w
. LSZ ) S RABMBE Lz & X EHBLTIH
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BIZ2.5K%U5.115. 3HBEIZ2.0% U395 72,
/oL 12 LARVL2ETH - 7219 BEAT—
%), [10.2218]
16.7.2 ELFINT
BEREBRABHE22FICE L+ 870.2mg% 1 H2[E10
HEEOHEL, Jub R L L EES54HE
300mg (n=21). #55HE»510HHIC75mg (n
=20) ZREOREG Lz, BHEEEHEBELT, ELF
NI DCrax X TAUCo-121& #54HE T3 1.3565%
KO1.4465 1ML, #510HEI30.98F K U'1.14
BTHorz. FERRIC, ELFINTOEHERBY
(MRE-269) ®Cmax&xUAUCo-121%. #54HHET
X169 K U2.2565. #510HETIZ1.90F KT
2.70fZ123E M L7229, [10.2&18]
16.8 ZDfth
(0¥ RZLILEE25mg TYD))
7u¥ R VUILEE25mg [YD] & (&8 EL 2RO
BN OEM O EERE T FI4 > (PR245FE2H29
H FEAEEEF0229%8105)] IcHEIE, JuE I L
$875mg [YD] #B¥ERFI & Lz L &, BHEHICEIE
EWERICEE EHLE NI,

17. BRERRNAE

17.1 BERURLECET 555

(EMERMNEREE (DREEBEREZR) £OBRM
&

17.1.1 BAS ME55R

AR I B RS R 2 RIC, Z7a K7L ILVE

H (7R L)LELT75mg/H) IKDWTFru

Y'Y VIEMIE200mg/ H A MBS L LfTabhnizZ

EEMHEGEAE (1,1516]) ICh 2 MEEHFROFH

BRREMMLI-EZA, F7uEY VIEKEE2.6%
(15/578fl) Izt L7 a ¥ R LIVEEEE3.0% (17

/573f1) THY. ZuE RIS VIERESF 7O

VUIEBIE RSO MERHHERO Y X7 ERMEEH

TBHIERSNI: N —FH0.977), F7z. MK

MEFRR (HIERED, FHRERED. /hMRED) .

JFfRERE. JESMEHOHINKR U2 Ot B E 2 Bl

HoBEtORRRIZ, Fru'y VIEEELS.1% (87

/578f) IR L7 u ¥ RS UVILEEEIET.0% (40/573

#l) THY. ZuE R UVIRBEICB L TERICKE

7= (p<0.001) 26),

7u¥ R UVIVEHBEDOEZBIERIE Yy -GTPER

8.2% (47/57541). ALTER7.5% (43/5754l).

AST EH5.9% (34/575%1). K THIM4.9% (28/

57561). Al-PE574.2% (24/57541). BHi13.0%
(17/57561) TdH - 7227,

(ERHEEIRAZ AT (PC) MERINZEMMEES)
17.1.2 ERSEMERR (REBEIRE (FRERE. JEST

LROEHIERE))

FEST LR BMEREMBEH ZHRIC, 7ALY 81

~100mg/HZEZEBEL L, 70t R LVILVEREIE
(Z7a¥R7 L E L THEE300mE. #HFFR75mg

/H) ZonwTFr7uby VIERE200mg/ H 2 X g

L TiThh - _EEMEERRE (T996]) 2B

LEMEANRY b GET. SEOHFEE, mITEER

DOWEFT) OREBRE2MEIFLIzEH, Fr/uEI VIR

f2159.52% (38/3994) icxfL 7 a ¥ R L IVELEE

1#10.25% (41/400f%1) THV. 7 I LILVEEE

HoBENEEZF 7 uY VIERIELREETHH I &

AR SN (BRI SHEEME-0.73% [MRI95%IE

FEXH - -4.87, 3.411),

—7%. BIERREERIZ., F7ubY U IEmRIES5.3%
(219/3964]) iIcxtL7u ¥ R 7 LILEEEE44.9%
(178/396f) &7 u RIUVIEBIETEYP -7
(BRI e EME10.35% [MHI9S%IEHEX A © 3.43,

17.281).

su R VIERBEO X ZEER . ALTHEM

15.2% (60/396f). ASTH#HN11.6% (46/3964).
v-GTP#19.3% (37/396f). MAALPH#EM6.1%
(24/396f) TH o7 F7-. BEARAHM. MHERE
E, HFHEREROCEESPILICE > ZBIEF O KR
DOBEHE. Foruv Y ViIEREE29.57% (118/399
) IZR L7 a ¥ R I UILERERIEH24.25% (97/400
Bl) THY. BERNA S AT OEEL EZE LT
METIE /70 RTVIERBESERICEL -7 (p
=0.0358), HfEA R+ (BEEHSR) OHHEXRIT
7a ¥R 7UVIEEEET7.75% (31/40041). ¥27u
Y'Y UEEEET5.01% (20/3994) (Pearson's x2
ME : p=0.1135) THD. HilEAL x>~ (BlfE
H) ORBERIZZao R 7 VIIEEET2.00% (8/
40061, FruY VIEREET2.01% (8/3994l)
(Pearson's x2#%7E : p=0.9960) T#H->7:28), &
7oy BSFMBI~7HEICRBE LB RV b (B
EER) 370 R VIKEEET3.50% (14/400
). FruY  iEREET3.01% (12/39941) T
Ho7:29, BEAGZHMORERRIZ, Fruy viEmE
B2 B BEER N A 7S AR IEHEITHIT122.62% (10
/3826) . EEIAR/N A 7S ZAHTHEATH]TIE70.59% (12/
1761) TH-o7zDIZx L, Z7a R T VIVEREEIE Tl
FnEN1.88% (7/373f1). 59.26% (16/27#l) T
Hotzo oy 77U R UVLRBRIEOERIRN A /%
AMTHEITHNC B B ERZHIMOFERRIL, FEEIRN
A 78 2T HEAT AT O RZEHR AS7 H DL L O RERIT133/7
Bl (42.9%) TH-7-DIixt L. B7HKEDORERF T
1X13/2061 (65.0%) TH-7230, [8.2. 8.8%ME]

17.1.3 ERNSEIEHR (RERDE. FRIBEDEHERE)

7 B 97 B IR T R ARG A5 S & L B REE SR DVRE/ BRI 1

DFFFERE 25, 7 ALY »81~100mg/H %

HEfEE L, JOC RS VLERBE (JursLL

& LTHREIE300mg. #FR75mg/H) I>WTF

ruey v ERE200mg/ HE M BHEE LTiibhi:

“EEMHEGEE (9314]) BV TI2BEFTOE

BEDARY N (B2TORT, 2 OHIFE, mITHE

WOWEIT. AT >~ MIERE) ORBEHER L@

LZA FrubY VIERIES.T% (FHEES 45/

465f1) 1t L7 B ¥ R 7 LIVEEEES.0% (FBE]

& 1 43/46681) TH -7z (NF— FE0.945 [FHHl

95%(EHEX M : 0.622, 1.436]). F/z. FED - fixmm

BARY M (&TORE., 2EDMHIFEE, MmiTHERA

DOHEFT. AT > M. MZEF) ORBEABKLE

Mo, Fruv Y UERKIEL10.4% (REES 48/

46561) ot L7 0¥ R 7 LIVEEEIE9.0% (F3E]

& 1 43/7466f1) THH (NY— F10.886 [HH

95%fE4EX [ : 0.587, 1.337]1). 7 ua¥ K7 L IVELEE

BoEMEEF /oy VERIELREBETHE L

PWRBE N,

—7. BIERFEBREI&E. F7 0¥y iERE39.8%
(199/500841) izt L7 o R UIVEEIE20.2%
(101/74994) &7 T R 7 LIVEREIETED - 72,

F/o, ERGHIM., MKRREE. FRERERUESSH

IECE > ZBWER 28 E LR 1 28 £ TORH

HKERIZ, FruY VIERKEIE30.9% (RHEEE -

159/4654]) iRt L 7ua ¥ R 7 VILEHEEIE A 8.9%
(RBEIE : 47/46661) THO. 7O RTLIER

BRIES B RBICES - /- (stratified log-rank

test®l) : p<0.0001. NH—FH0.259 [[f195%(F

FEXF 1 0.187, 0.359]). HilfitE( X +o1258H

FTORBAEHRRIIIJOEC NI VILEEREL 3% (F

HEE © 6/4666). Fruvy VIEEEE0.9% (FI

A - 4/746561) THERELZEEIRD LN A, o7
(stratified log-rank test®l) :p=0.5292, N¥—

FH1.497 [MAIOS%EEXME :0.422,

5.306]) 3132, [8.8%:H#]

[410AJ015



17.1.4 55455 MABGHER

JEST LR &M REERERE12,5620 20K E Liz2
Egmbl®#EK (CURE) T, 7A¥Y V75~
325mg/HEERHEE L, 7a F7VIVEKEIE (7
O RZLILELTHEE3OOmE. #REE75mg/
H) oWt RZBIC, MEEER (DIME
Bt DHEERORZEH) FEDY R 7 BDMRER
L. Z7HE R T UVIVEREEIEIZ19.6%DHEN Y 2 7 i
PIREZETHIENRENT (p<0.001). Fi\
MEEER (DMESE. OFHFZE, MZEH R CHFRE
R FBEO) R 7BAPHRICOVTH, Jutd
R 27 VIVBREEIEIZ13.7% DM ) 2 7 AR R2ET
BT EMREN (p<0.001). 2B, EGEELT
HMOFERRICIHEBICEZIRZOONE»>7% (p
=0.1251),

HEHEROXKERIZ, 7ul RYVLRBER4.7%
(2,612/6,25941). 75t R 8E40.1% (2,530/
6,303%) THV, MHETFERSETH-, It
FELDL 70 NI UVLKRBRIEROFEREKI0.3%
D EED» - BEHRIE. FEHEOFN2.4% (148/
6,259%1) . F¥51.5% (93/6,259%1). #451.4% (87
/6,25901) . F551.1% (70/6,259%) T#H - 7233,

CREBIRARZICS 1T BI04 - AR DOHIED)
17.1.5 B MAEGER

FHEBIRERBE 2RI, 70 FJVIVERBIE
(Z7a¥RZLILELT75mg/H) IcoWTFru
D UEBIE200mg/HENEE L LTIThbh/ - ZEE
BHEERE (4314 BV TI2ZEEZ TOmEME 1
Ry b (NFE, DFHFEZE, ZofoD0MmESE,. Bl
AR MK B AR) ORBREARZMITLET
A, FruY UiEEEE0.9% (FBEIE 1 2/21661)
I L7 a ¥RV IVEREREO.9% (FEHEIS  2/215
Bl) THY., Za R IUVERBEOEEIZF I 0
CYVIEBIELRABETH S T LHARB SN,
—7. BIfEHD12EE E TORBHRARIZ, Fr7ur
Y VIEMRIE35.6% (FBEIG 1 77/21661) 1LY
oY R 7 UIVEEELS.5% (FBEE  35/2154])
IR RITUVIILBRBEINERICKD? - 12
(stratified log-rank test®2 :p<0.0001, N#—
F10.403 [WfI95%EMXE : 0.270, 0.6031). 7
DY R UVERBEOE2EIER EHEE2% L)
& Y -GTPHEMETALTHEMA ZNEN2.3% (5/
21561) THotz. Fioy BERLMIM, MkEE. FF
WRERERVCERLEEHEEA L-BEO12EE £
TORBRARI., Fr7uby ViERE13.6% (FR
& 30/21660) L7 u KT LVILERES
2.4% (¥HE G :5/21561) THO. ZuRILIL
WEEIE S HERICMKEK D - 7z (stratified log-rank
test®2) : p<0.0001. N¥— FHO0.161 [HHI95%
ERXHE : 0.062, 0.416]), HIMHEAEERDO1I2E
HE CORBERRIIZO N7 LIVERIES. 4%
(RHHIA 0 19/21560) . F7uY VERET.0%
(RBEA 15721661 TERLZEZZITDONL
» o7z (stratified log-rank test®2 :p=0.4478.
NHF—FH1.300 [MRI5%FEMXMAE : 0.659,
2.561]) 3435,

A U E86.48%) ICEIRDSNE, o7z (p=
0.640) 30),
EL) 7AEY VORRNAERIEZ R T & Uistratified log-rank test
¥2) ZoOftOHMVMUEEDOHRAOERE, DFfEED 2\ I3 RE IIEAIm
EREORENIAIEDHE. BRROGHOFEELZEFEL
Jzstratified log-rank test

18. ESHEIE

18.1 {ERtER=
Ju ¥R I VIVEREBEEOTEEREYAS. Rl A1 i)
WDOADPREMAEY T 5 A TP2Y123DIZ/EFH L. ADP®
EAZEET S LICKD. M/MROEELICESL
IMRIREZIHIT 538, /2. Ty MIBLTRDS
NizaT—r U ROKEBE O > B X2 I/MRUES
W9 2708 R VIVRBIEOIHIERIZ. 2hoso
FBIC & > TIHZIMEA 5 B S W7z ADPIC & 5 /MR
WEZMHT 2 EICEDIL EEZH5NS3940), [8.7
]

18.2 MuIvREREEHNFI{ER
7V R VIVEREEEIXin vitro T/ SN H(E
MZ#RHAET. BOKREH. FOREZ20 TEERS
MEz . ADPHRIEIC & 5 M/MROEMHEILICE D < I
/IR SR & I 9 2 38),
Ty bTRIAT—F U ERRE b eI X A0
WL DOIHI B ERD 5N T 53940,
BRI ABF2460Ic 7 R 7L )L10~75mg/H %10
HEREROKRS U, /MREEINH RO MR o
HIMFEOER DR 5T D4,
BERALOFZNRIC, ZJuERTLLoO—5F 1
JR—=X (FIE#E5300mg. FHDEE75mgz1H1
ESHEMKRERO®RE) Lo —-—FT1 7 F—-X
(75mg#x 1H1m6HMRERZORS) O - AET
D7 URAF—N—HIC X BEEZITV, M/MREEEINH]
FERIZOVWTHEI Lze ZORR, 0—FT ¢ V7 F—X
Bz, JEu—F 1 7 F—=XBICHAR, WERE% 285
a2 & /MR ESEIIHIER (M MRIEE(LOIE]) 2R
L7zo 300mgna—5+ > 7 R=XickD, #EWH
O M/MREEEIMFIRIZHI30~40% %2R L. HEF1%/3E5H
TERMICEFRE L E X 5 NS IM/IMREBEEIIHIRD LN
VIZHREMHEDELTWES, a—F 1 Y7 =%
L7 WGBS TS H O M/ MUOEEMHEIRIZHI1I5%
TH 7242,
RERERA B 1562 HRIC/ T R L)L (75mg#% 1
H1E) #10HERERS%. RARIM/MREESLEE (5u
M ADPE#&maximum platelet aggregation
intensity (MAI)) ORIEHMZME Lz, £DRE,
7 u ¥ K7 UVILOREKEE%T7HBICIEMANI B SHifE
(Z7uE RV LEBRSHMAIL15%BA) ICEEL
729, [8.2&H]

18.3 FimtexhR
Jub R UERBER, BOB5ICED. MI/MEOWE
HbicE D MR ENHIT 2. 70 K7 UVIVER
B RMEIRINZEETIL (Sv ) 49, BERS v
YRETN (T N) 5, mRENIRE MR A €
T (A X) 40, \EERNNL—CHNEBEETIL (7
BF) 4N, A7V MEBEBBRS Yy FETIL (VY

(EIMERMERE (DRMEBEREZR<) &OBRINF F) ADICB O THRTEAR & IR Uy oK R A i 2
RURESIREZRICST S04 - SRR DOHNED EFNVANTIRMARTE BRI ENC D VO TREES A X2
17.1.6 ;@555 MABGHER INUTeo BEERN LV — ARG EET LAY, AT b
By ARREALAE R R (R MR & e . RAE B AR & HBHEIRY v > N ETFTVANTEBT 2 MARFERIMHIZ

%) 19,1850l xR & Li- —EEMILBHE REF7REY Y EHA LI SHERU.

(CAPRIE) T, Zu¥ R7VILKEE (7o Ry
L& LT75mg/H) IZ2WT7 A »325mg/H
R, MESER (BOENNERE. DHEE
FERVIMETE) BED ) A 7B RZBE L. 70
VR ZUVIHEEIEIZ8. 7% DI Y R 7B R %2
BIBHZEWRENT (p=0.045), £/z. WEHOH
EHERPR (ORI LVIRKBERS6.25%. 7

(6) [410AJ015



19.

20.

22.

BRI (CET ZIB(EFMFR
—fREIETE : 20 RV ILHEEE
(Clopidogrel Sulfate)

{& % % :Methyl (25)-2-(2-chlorophenyl)-2-[6,7-
dihydrothienol[3,2-c Jpyridin-5(4H )-yl]
acetate monosulfate

7 7 I CieHi6CINO2S - H2SO4

5 T 2:419.90

s R BE~BEAROEREOMRIIHRT
HBo
KXUEA Y ) = UIZHETR T, 7 ) —
U (99.5) IZRRBIFRT .
HIZE->THRAIERELR S,

s 177C (fF)

{b2prEE

S

BV EDER

BEBITBLR 28T TRET S &,

=2

(ZOERILILER25mg [YD])
1005 [108% (PTP) x10. &MBHIAY]
1008 (7ILILR, BZFEAIAD)
(2O R LILEE75mg [YD])
1005 [10%% (PTP) X 10, 8MHIAD]
10058 (7)L 345, BARFIAY)
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