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*2023F12A%ET (BE15) BAEER RO EES
873399
/) vwiREl
B ¢ BIRRF O L = - i
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JO0ERI VIV 75mglo=77
Clopidogrel Tablets 25mg « 75mg “Chemiphar”
25mg 75mg
FKERES | 22700AMX00380000] 22700AMX00463000
E)ER-EBASEONSFZICLVHERT LI & BR7cREsE | 2015%F6H | 2015%F6H

M

T

tﬂfﬂlbﬂxé%%‘ (M7
PRI HAIML.
nNDH 5]
2.2 KAIDRLSY

2 (ROEBBICIFRELEBVT L)

BEFEAHIM, JH(LE
WEIM. BHTRHMEE) [HzBRIT 58T

I UEBE DB ERED & 5 BE

b ¥ a BB 2T
L. e Fuxuo—R, Bt
FEUFNT, AT
gy

3. #ARk - MK
3.1 #8mK
- 7 a ¥R 7 LILEESmE 7 u¥ R 7 LIVEETSmg
s 7377 (7377
B (BR) Z7ubE¥R7VIVERE | (BF) 70 R7UIVEERE
” 32.63m 97.88m,
(188) o\ Sor0STIE oo cCOME
(ZuERZLILELT25mE) | (FHERZLILELTT5mg)
MIKFLRE. D-< > = b=l |AUREKAI. EEBREL R
trRrogFyFov¥irtijluxry7Soiltio—2,
o— 2, EEfELr FoF|le FaFy oLkl
Al y7uv¥itilu—A, Bluo—X Bl Lo, >3

WREMBET X5 )L, 70
Au—R, BltFr . A
JLFrrNary

3.2 REIDMEIR

7 u¥ R LILEE25mg

70t K7L ILEET Mg

skl 377 7377
TR HeE~MEEHED 7 A VLT —T 4 ¥ THE
CA=2)
# §7s¢
57
DN =D
® | o= (are)
597
W = —
BEE 6.6mm 8.6mm
Es 3.4mm 4.9mm
HE 120mg 269mg
o 1 ZaeRI7LIL Zae R s L)L
Mgk % iy 5 iy
4. FMEEN(IZNR

OEMM4RMERE (DEMRBZEZR) ROBFFEM

il

Oggﬂﬂﬁﬁﬂfﬁﬁiﬁﬁﬁ (PCl) BTN TEROEMED
SMTERE (REREROE. ST EROHER. ST

£

TERDE. FRIBMEOAIES

SDEEE)

OFRMEENREE C BT 2 Mz - EFERZRDINH

5. ZEEX

FHRICEHET R

(ERATEERAZELMT (PCl) DEATNZEME RS

PCI#EA T EDREIME DEEBREANDREGIARETH S,
IR0, REFRA %%ébx LIEBNR N A 7S 27 8
2 DBo®REI3EZS

B RIS

B

s
=R

M E/
$=4-A1

N, PCIZEM L7z W5

UHE

(J@[ﬂl'ri-tﬂm[mmliﬁi (DFEMEMBISEZR<) ROBFEIH)

WH. EAICIE. 7O RZ UL E LT megE ]l B1ERED
FEy, AE, EBRICKDZub R LLEL

#®59

27

T50mg#% 1 H1ERO#RES 5.

(RREEEEIRAZA (PCl) MERENZEMmEER)
WH. BRAIIE. BERBAICZ0E RS LILE LT300mg
ZIHIEFEOHS L. 20%k, #HFEE L TIH1OE75mg%
EO’RET %,

(CRIBENIRERE C ST 2 i - FSHR DHFE)

BHE. BRAICIE, 7O RZ UL E LT5me# 1 H1ERED
HE53 %,

7. BERUBREICEET DF=

(hREHE)

7.1 ZEERBROBSIIRT S ENEE L, BEREIEERR
BBV TREBRERICELERERS A 5N TV S,

(EMMERMERES (DEEREREZIR) ZOBFIMNGE)D

7.2 HIIZE®RT 2BZFNHFH 5O T, BFICHIMER. F0OHE
Hodb5EEFICOVTIE, S0mglHIE» 559 52
L, [9.1.1 2]

(BREMBEIRFZ AT (PCl) MMEESNZEMEIEE)

73 M /NRE A G RBEEEBIE. 7 A Y > 81~
100mg/H) EHRT A &0 /MR EE ZFI0F B ED
B THROBEFEICOVTIE, BRAORTHOHA RS

A VEEBEIITHIE,
E U EEREOE

7.4 257> NEBEBEEANOLRAE ST
AL EBTHIBTH L,

7.5 PCIE(TRIICZ B ¥ R 7 L V75mgZ D < & b4HRES
ENTVEEE, U—F 1 V7 F—XHBE5 (B5HAEIC
300mg %595 &) ITAATIE R,

8. EERELRNEER

(GhgedhiE)

8.1 Mgk I/ MR A EEETER (TTP). EWERNIRE. EBL
FEELZOERZEERPRET A EHHDT, &5
BAIG122 » AL, BRI EIFEE O Mk % 0 £ 2
EETAHE, [11.1.3, 11.1.4, 11.1.6 =]

8.2 AANC KA IM/IMREEIHE AREEE 25 K5 LFHMOGHE

I M4EDL BRI S 2 FIET A ESEE LW, kB,

T ARSI 2 2%\ 5 Z E A HSR L WIB A E AL M

DIVAINEEDENRESNTVEDOTHIIEHET

5T &, Fioy HBEFRIEARFOMEESLERED Y 2

DOEWEFI Tl WU 2FENFREE L2 2 & Filig

AR OBEREG S HELIGEIE. FPRATEAIO 1R % R

LTHSHTAE, [11.1.1, 17.1.2, 18.2 Z=&]

EMEARHET 2 BEANOBREIIEERICITVL., KFHRGH

S aMEOIY Fa— V%75 &, [9.1.1 B8]

BREOGEEOSVEMEMMNEREREICBWT, 7

2 EMRALLE, 7o R LVIVEAICHRE R

mHMOFEBEROHEMBEIN THES L TWBY, [10.2,

WwWEEZ5N515

11.1.1 2]
Hk -
(11.1.1 2]

HIM % #E 2 3 ERELE

BHEZLTEETLH L,
8.6 HERMMAR EHIALEY v Yy RS I AF VM
(aPTT) OEE. HBEVIHEFEERETE) Sbo5bhs
EWDH B, aPTTOEEENRD 5 NEEICIE. BILo
BHEICPPHLOT, BREMAROMMEEEZEZB L. HFY
ELEET S OHMYRMEBLITO &, [11.1.9 E]
BHEICIEFLIDOHMLPIL 55 E2HAL, B
HRHIAERD SN BEICIZEMICERKRT 2 XD EE2E
gL, Fio. filibE (MF) 2% 2RRICIE. AEI %R
HLTWAEZEMIINDITEASLOBEICERZET
Lo [11.1.1. 18.1 ]
(BREMBEIRFZAG (PCl) HEESNZEMETEER)
8.8 U—F 1 v/ N=X%5 (FE5MKEAIC300mgZE %59 %

Z&) RUTAEY) Y EDOHAICE > THILD Y X7 25 &

8.3
8.4

8.5 =

8.7



FOU RNV H B L+ NEET S &, [10.2, 17.1.2,
17.1.3 ZH]

9. HEDERZHT EBEICAHT IR
9.1 GHHE - BIMEEEZDH2BE
9.1.1 ROBETCIHMOEEEN B B2BENIFDH 5.
- HIEm AR ORROH 5 EE (7.2 ZHE]
- BIESFR L TWHEE (8.3 2]
- EAEORE
9.1.2 DF I /EVUIVRER (FOOEIVIRMIES) (C
x4 UIBEHEDEHERED H 5 BE
9.2 BHEEESERE
9.2.1 ERREEESNGZEBE

HIMOBEEEPEL = 5BZ N0 H 5,

9.3 FFikaElESZ2E

9.3.1 EERIFEEDH 5EHE
HIOEEENEL 25 BENNFH %,

9.5 ¥Ti%

PRI SASIEAR L C WL 2 TR D & B I,

BELOH

iRt e EE2 SRS NS HEIl0AKET 5T

Eo
9.6 2R

BELEOARERCRAREO AR EZE L. ZAOHK
I 2T 5 2 Lo BWER (v ) THIH
BTS2 EMMEEINT VD,

9.7 INB

NEEZ R E U7 BRI ERMR L Tz,

9.8 S

BEzEzEBL. BEOREZHELLHNS, HEICK
5952 &, minE CIEMMKRE. BE, FlEED0LE
HEEPMETLTWD I ENEL, FAEEP DL VER
PH0. HIFEORIERAN S 5 b .

10. #BE{EHA

AKHANZ, EICCYP2CINC L D EERBMICRBE NS, &
T AKAO TV Y BRaG{KIZCYP2C8%HET 5. [16.4

ZH]

10.2 HAEER (HAICERTSZI L)

AR E

B ARAER - HEESTE

W - fERE T

FEAT O A FHEIHKHE
W (FTuF %)
(11.1.1 8]

KA EDHAICKD,
HILE D 5 QA B
EShl-Lo®EDPH
%o

ZRFING I/ N R SR A ]
EHZET 2720, 2
NHEAEHHT S &
HILEHRMZBET %
EEZLNTVAS,

FLEEEEE (TLv7 7
DEAVAR IV S i
IMRESEIFIER =6
THEH (7 ALY ¥
%), mMEEMRE (v
u¥F—¥, 7LFS
I — %)

[8.4.8.8.11.1.1 ZH]

Hifm L7k, 2z B
RI2BThndH %5,
GERRICIZHEE O]
ERICERT A2 &,

AN I/ SR
ERZHT 5720, O
NI EHRT 2 &
HimzgEs 6682 h
Wb,

FERHEER (CYP2C

KEIOERAMEIT T 2

CYP2CI9% HE T %

19) ZHET 2EH | BThDH 5, CEILKD, FAIDWE

ARAT T =) TR B O I R A
ET9 %,

BIREGt o b= CFEEHINZ RS %52 N |SSRIOHSGIZ KD M)

DA HMEEA (SSRD) (B %, REEPHES N, K

(ZFLRFHIVL
A VEE, LT
VIEMIES)
[11.1.1 ]

Al & DR IC & D I
PRI HEEION
%o

HEIRHBER(CYP2CS)

LSZ ) = R i

DEE & 75 HHH| EAEMU. MEEET
LSZY) =R {ERNEERT 5B% N1

[16.7.1 0] BH5bo

TLF 8T L F T DEEN

[16.7.2 ] # ¥ (MRE-269) @

Cmax% CAUCH # 0
LizEDHEN D 5.
AN EMAT 25EIC
[F I AV AT AL
BrEEITH L,

ENCOF B/ an g /3]
A% £ 2CYP2C8/H
EERICED, 2ho
FEH D 1M AR EE AN
THEEZALND,

#7172 CYP2C1 975828
V77 rEYY

A O M/ N BEE 1
PHEBSNHIEICK
DHIMmY) 27 HEE B
BENDH 5,
77y v EOR
7175 CYP2C1955 ke &
DOHRIZBTSZEN
BEFE L,

70 R 7 LUIVIEEIC
CYP2C19IC & - TiFE
REcR#snszz
. CYP2CI9®BEHZ %5
Y HEF EDOPHHIC
KO ARFIOEERED
O MEEFBE MY
%

ELk A

A o I B PR M
TIeBENNH S,

ELE X DOHELEES
mEnc & KEIOK
IXRPEIET B EEX S

N5,

A E

R ARIER - FEEST A

WP - fERRE T

=078

INAY F

7R AI300mg D # 5. 14
° AN Z % F 2 DCrmax
W13, AUCH21E
EF L. KA75SmgD
REHREGH, T AN
5 F ¥ OCmaxll &
Z &3, AUCHL.4fE
ERLIZEOHENH
2o

EAAENCED, T ANR
Y F v OIMFEEN L
7295,

.

1.1
1.1

1.1
1.1

1.1

1.1

1.1

1.1

1.1

1.1
1.1

1.1
"

EIfER

ROBWERDPHS5DONBZENH LD T, BEE 74T
W, BEDPRO S NGEIC3HE2HIEY 5% St %

WBZITH T &,

EXGEIER

J M (BitHmEQEZEALM (1%AK10) . ERTmE

(0.1%ki). ItMm (BHEABH), T, SEHm. R
EHI (W3 d 1%, BEEIMmE (0. 1%K%0). E
BRMAE (0.1%cK) . RIBIRHI (BEEARE) &)

i H M & D BRER A M O AR & LT, B, &l -
TEtt, BREE, AREEPHODLNLENH D, H
MzREYd 2BRERPEDNGEIL, BExHIEL,
EH5ICMREEEDBY LHEZERT 2 Lo [8.2,
8.4, 8.5, 8.7, 10.2 ZH]

2 B TTEREE HELRH)

HImzES§ - +2RBEEFPH 5 bl ENDH 5.

.3 FTHEERRsE. |E

ALT L5 y-GTP LA AST L5, #H., 2HF AL (5
R R AR Edh o b el b 5. (8.1
2]

-4 AP/ RIRAMESRBER (TTP) SREAH)

TTPOMIIERTH R BHARK, EHEOH
MR, BREMEESE OB - MRER, M/MRED,
WRR RO IR Z 0 2 E MBI, FE Bk
FEESRE LcHEI0E, BEsicikEzdEL, @
R (MR IR RO FE 2 &) ZERL.
NS UM E Q@Y 2 LEZ{TS 2 L. 8.1
ZIH]

.5 BRI (0.19%K7H) . IFERERMERN (SHREARBA)

R FEIRIEEE. FEEL FREOREENRO SN
FITIE, EOPICHEXER, WECTEOME 2 £ d
T L. BENRDONIZHEICIE, BEEHILL,
BIERERLVE VAIORSFEOB LB ZITS &

.6 M/VREAN, EFERIEKE. BEFRMEMZS SR

IRRAME (SREEANBR)
(8.1 ]

.7 thESMRIEFERIFE (Toxic Epidermal Necrolysis

:TEN). FEHSERARE(IREE (Stevens-JohnsonifE(R
). : SRSHMIN. RENRERSEREE (HE
N

.8 EFIMEHAEEREE (SHEA)

WEERE LTHE. RENA SN, BICHHEEERE,
U OSHEIERE. HmERIENN. fFEEBRIE S, EAE) 2%
HRHIRE 2> BEREOBEE ZBBIERYH 5N S
ZEDDH D, TDEIBIERDPD S bNIIBEITIZE
ExmiEL, #UZ0AEBEZTH>Z &, BB B AL
RZT AN R6 (HHV-6) D7 A )V ADHEEMHE(L%
S 2 ENZL, BERIEBRDFRE. FRE. FFHEER
EEOERPERD 5 VIEBELTHIENDHEHDOT
FEITAHI &,

9 BXRMMAR (BHEAR)

(8.6 ZHi]

0 SRR (SHEERNER)

AR, AR, CKER., M RORbIF 7oy
v EREARHE T AEERBABEN S S5 b, Thic
o TARBRESODHEELRBRE S H5DNAH I &
VH5

1M AVRAU VECREBERE: (BEERH)
HEDRIMEZFIEHI T ENH 5, [15.1.3 BE]

.2 ZOftDEHER

RIEFFE SR
0. 1%

0.1~ 5%k BEE AN

Jiiikizd

ERtm, B, K5
(). B, (kimZE
E. RBHm SAE
. FHm, mgg. 2
FESAL I, ALE B
Ifil, NEZ T VED,
ARMEREAD, N~ b7
Uy MEA. BBk
DL GBI, T EE
2

AREBZ. DA
I AR, 577 —
7 )V B B ER AL I E
FUS i, FEZEHMm,
PRI, GF B ER U
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BIVEFRBSEE
1 ~ 5% 0. 1%k S
g Al-PES. LDHES. |JHER, HAE. &
MmELY LYY ER  |H
HILER  |THILEAE, BIE. | R, ‘IEHI?FEE K% (B
COW %, B EBS.|HB. BEREE. 8Bk B A, PR
T BACRR. (ER. | A (R ﬁ”w‘miﬂé ISERERRG ) |
AR, EH MR 53 BB 2, R FE| A
Hif, BRI
RBEE |h AR ER. CKLE|MmiE LR, KRE, M
. BaLAFu— )V |FRBER, TI5—
R, BEBET. K| ¥ EH. CITFkE Na
b 7UVTIETR | ER Na R
BEGE (|FEE. TORERK BB | EREBRERE AT ST 0 T F
RS, I3 ARARIFIE —. BREZ
MRS, Mg R
fE, KEEE
4} B, KER KEHEE. R
EEE
Ry AR7EIM. EREBEZS. FR|BREIHE
R BOET.
R, BREEE &
R, RHERE
R IS, SIE. HFWV | LU, FHEREE
EN (B2 v, FEEHE).
HE#EE, NEE,
sk, SEAH.
EIME. TAD A
BRR. FERHBEL.
TR, [OEH
TEERE 1. SR, AEER O |B1E. DBEREE.|MER
Mo, AR EUE T,
GiR
i BUNLES, MfH 7 V|@EBRE. RE. | SEREE
TFZV LR, REH SR, REEY
. MR, RITER
H. RMEGE. B
R
IR 2 %, KEZMK. B
K. IR
oM |IZTO. BEER, BE | SREMKR BRE | AR BEETE.
BERB (PER. 57| % BEAER. 2| iE
TR) il FURRAK,
BRI B, 2%
HRETA. B, B
A, EATEAIIEAR
CRP_L#

13. BEKRS

13.1 &
BENZBEAIZMSNTVZR N,

14. BRLOFE

14.1 FERIZMHMIFOER
PTPEEDFEAIPTPY — M2 SMO H L TRAT 5 &
IS BT &, PTPY— bOBEERICE D, BLHALE
DEEREARTIA L, BICIZEEILE2 B 2 L CHRRIR 2%
DEELEMEEZHET L ENDH 5.

15. ZDMDER

15.1 BRIRERICE D 1B

15.1.1 BN TEMSNIERRAZ R E U7 R

BT, ARABOOMg % ¥ [E1H5 544 241 D F A I/ MR

#£ 4 (5uM ADPEi#Emaximum platelet aggregation

intensity (MAI) : %) &, CYP2C19® R # &E 12 )& U

T. Extensive metabolizer (EM) #. Intermediate

metabolizer (IM) #. Poor metabolizer (PM) & @

IEIZ, 43.67+6.82, 47.17%5.71, 54.11+4.34THVD. %

DBOHMIC DIz o> TARANT Mg/ H E2 % 5 L 72 OMAI

(%) &, #N2h32.87£5.10, 39.41£6.34., 47.48+3.60

&, PMEHIZB W TAR O M/ MUGEEMGIERSET L

729, 116.4 ZHE]

W BT 2B ENEBARTERAMET 2 FE L BE

ERRE LI BERREY R OEROBEME 2B WL

T, CYP2CI9®PM® L < IXIMTIX. CYP2CI9DEM

EHBIL T, REFRESZRODMERA N MFERD

BARESINT WS,

15.1.3 4 > 2V v HEREERBEOFKIUIHLA-DR4 (DRBI *
0406) E38<HMHEET 2 EDMEDH Y, B, HEANIZ
HLA-DR4 (DRBI1#0406) =BT 2EEISHNED
WENDH B, [11.1.11 ZH]

15.1.2

16. ZEYIENRE

16.1 MRE

16.1.1 BEZS
BEREAICZOE R VIVERIE (V7o R7LLeLT
75mg) & BHBICHERRO# G L7258 OSR26334 (1R
#WY) OEMBEE/ ST A—FIZLFOLEBYTHBY,

70U R U IVE B R B AR 4% 5 R O SR26334D HEh g <

TA—=%

tmax(hr) Crmax (ug/mL) | ti2 (hr) |AUCoss (ug - hr/mL)

1.9+0.8 2.29+0.46 6.9+0.9 8.46*1.36

(mean+S.D., n=12)
tmax © Frm MAEAPBERERR, Crax : BSMEEFEE, 12 HEH
AUCo-ss © HSE AR HAR RERE (0~ 48R5R4)

16.1.2 £YRHEISFERER

(ZOERIVIVEESME [T 7))
JaYRILVEESmME (737 7] £E75E Y 7 RbE
Bmgx, YUAF—N—HICEDZNZN3SE (F 0
ERZ UL ELT7mg) RBRMASFICHEERERED
#H#E L TmBERREMEREZRE L, Bon/-EY
BRE/XT X —% (AUC, Cmax) IZDWTI0%EEXM
FEITREHRIT 247 - 7o #E% . log (0.80) ~log (1.25)
@%@P\]’G‘%V)\ WAl O£ ZHEEEPER S
7=,

HENTRX—F BENTA—Y

AUCo-24 Chmax
(pg - hr/mL)| (pg/mL)

ti2

(hr)

tmax

(hr)

7 ua¥ K7 LIVEE
25mg[ 37 7]

3408+ 2591+

4966 3080 0.69+0.33

5.46%2.51

AARES 2887+ 2735+

0.64£0.18|5.39+2.24

25mg 3266 4665

(mean+S.D., n=48)
(pg/mL)

8000 (mean+S.D., n=48)

—e— JOYRILILEE25mg 7377
--0-- 7LV A$E25mg

6000

4000 -

ERC TS

2000

24 (hr)
ESE

(OOERIVILEEIS Mg [5=T7])

ZOY R VLETmME (37 7] &5y 7 2§
7SmgE, ZuAF—N—IEIZE D ENENIHE (F 0
ERZLILE L T75mg) RS I M & B mfE
H#5 U ClERRE(LFBELEE L. Bon/-3
%?ﬂﬁ.ﬁ/\"ﬁx—y (AUC\ Cmax) L:’)L‘T%%‘I‘ﬁg*ﬁ%
To7iER, HEINT X —% OWNFEDOFHEDEN
log (0.90) ~log (1.11) O#HENTHO. HD, &
HABTHEEEHPELL WA EHES I LD
5. WAIOENZNRZESHERS Y,

HEINT R —% BENTRA—4

AUCo-2 Crnax t12™
(pg - hr/mL)| (pg/mL) (hr)

tmax

(hr)

7ua¥ R I LIVEE

4201.7+ 2907.8+
75mg [7377] >.0243.44

6326.8 4696.0 | 0-8%0-6

T8y 7 AbE
75mg

3697.4+ 3000.6=+

4736.9 86y | 0-8£0.4 |5.25£3.60

(mean+S.D., n=60. ¥ :n=59)



(pg/mL)
8000

(mean+S.D., n=60)
—e— JUVRSLILEE75mg 7377
---0-- IV I REET5mg
6000
1
£
EF‘
=
7 4000
1t
&
3
E
2000
0 & Y
0 2 4 6 8 10 24 (hr)
iSiE]

MEFHREENCAUC, CoaxdFED/8T XA —F 1%, 6k

EOBEIN, FRORMEE - REEOHBEMHICE -

TELDLAEMENDH 5,
16.3 £

v MIMCH4-Z7ub R VLEEE (et K7L
& LC5mg/kg) ZBEFEOHSE L7GE . BUTREEE 1L,
KEDDREERIC BN THRE0.25~ 2B ICREHEITEL
Too FUETREIBEE L. THLEEE - FROIEICE L. F2M.
BHEOEBGTIIEP 722, /. REB/SICES
BIEBADOEEEIZZED SN TR N,
16.4 {8
77UV R UVIIVERBBE IR S Nz, FETEI2D0
BRECREEND, bbb, (1) TATT—FIZELD
JEEMERBIY T H HSR26334 (ERHY) ZERKT 5
e, (2) EMRBEESRF F 70— 2L4P450 (CYP) 12k
HBILBEIREYMZERT HRETH D, BEOREERE
LT, EEREMHAP SR E N5,
MmEEFIzBVLTIE, RELEADOEE D T < SR26334
DEICEE L. 7 R LILVOFBRILEIRSICES
55 b7 a—LPAS0SFREIZEICCYP2CI9OTHY ., #
DAIZCYPIA2. CYP2B6. CYP3A4% A REL 4 51517,
F 72, SR263341ZCYP2COZHE L. L7 u v ERfaE(K
1ZCYP2C8%ZEET 5519 (jn vitro). [10..15.1.1 ZH&]
16.5 kit
BERAICC4-7ab R UVILEEEE (7a¥ K7L
L& LT75mg) #BERROHS LziGa, BE55H%E
T DR RE D BREHEM R IL I 5 HETBE D $992%12 2 L.
J?'xtht:gi%’ﬂzu%\ IS5 % Rt S 0 22 (SREA
F—=%)0
16.6 $SENEREFI2EE
16.6.1 BikEEEEEE
EBEBREBEL VL TF VI T I VAICKDE
B (5~15mL/43) &H¥EE (30~60mL/53) D27 )L—
TS, Zu R UVIEREE (o RZLLE
LT75mg/H) Z8HMREROHRS LRER, HE
EBEEAEBEFICBLTHEEEEEA2EBEICHEAN
SR26334DAUCIZED - 722 (SEAT—% ).
16.6.2 FFikREE=EEE
JFREZEE L @EERAICZUY R LVILERE (70
ERZLILE LTS mg/H) #10HEKEROHRS L
TR, REMMAEDOCha FEEBHICB VL TRE
BACHB L TARES LR L, FEEDETICKS
77U R 7 VIERBIEORBMADEENRESI NI,
SR26334DH B IS S X — F ICIZENED 5N
o7z (HEAT—%).
CYP2C19EEFZEZET HEE
R 2 CYP2C19D REFREIC IS U C38E (K ER9f)
2o, 70 RZLLE LTHIEIZ300mE. D%
75mg/H %6 H M#% 59 % ik = EHE L 72, CYP2C19
D2O D EAZF 2B (CYP2CI9"2. CYP2CI9*3) I
DVTVWINDPEREBAEIIVITNHEAT OES
e LThbOEER (PME) T3, wEAHEYHIO
AUCO*ZA& Z}\Cmaxfﬁ\ ﬁi?g 7]—‘ E ?%é'ﬁgﬁ (EMﬁ .
CYP2CI19*1*]) &EHB L TET LY, 2B, HEA
128 BPMOSEE L. 18~22.5% & DHEN H 5%,

16.6.3

BRI B B CYP2CI9E G+ Z B ASTEHE R B HAD Y
BIRE/ST X —F ICMIT T

N 7 FRITED)
- _ CYP2C19I§{K%¢ _
o (3108%% 29.849.88 | 19.6=4.73 | 11.4+4.25
(ng/mL) (;%mﬁg) 11.144.67 | 7.00+3.81 | 3.90+1.36
UG (310%%% 39.9+16.8 | 25.7+6.06 | 15.9+4.73
(ng - hr/mL) (%mgg) 11.123.79 | 7.20+1.93 | 4.581.61
(mean+S.D.)

L)

EM : CYP2C1971"]

IM : CYP2C1971/28% % \NICYP2C1971/°3

PM 1 CYP2C19°2/°2. CYP2C19°2/°3% %\ N3ICYP2C19°3/°3

16.7 EHEEEA

16.7.1 LINJUZR
R AICZ7 oY R VIVERBRE (IHIEB3HRE, 7o
ERZ L)L E LTIHE300mg. 2~3HE7mg) ##%
5L, IHB&3HHEICLSZ Y =K (0.25mg) % #FH
bf:;ﬁg%\ V/€7‘J:F@Cmax&UAUCo—mti\ 1//\07‘
V- R2BEMEE L 2B LTIHBIR2.5kRT
5.1%.3HE32.0K% 3. 9ZICHEIN L7z, E7z tinldl. 4
ROL.2ETH-72" HEAT—%). [10.2 2]

16.7.2 ELFVIND
R A B 2601 L F 2 870.2mgx 1 H2[E10H
BfREO®%S5 L. 78 R 7LV EHE54H B1I12300mg
(n=21). #55HE»510HHIZ75mg (n=20) ##&FO
BE L7, BMESEHEBELT. ¥ L F /87 DCnax
N OAUCe120d. #E54H B T35 & O] . 4415 12 1
L. #510HBI130.98E R U'1.14% Tdh - 7z, FEIEE
12 B UF T OEEAEHY (MRE-269) @ Cmax%
UAUCo12lE. %540 B TIX1.691% K% 02.250%, &5
10H B CIZ1.90f% X% U2, 70 1 i L 7229, [10.2 28]

17. BRPRAEEE

17.1 BEERUTREMICEET S ER

(EMENMEREES (DEMERNEREZIRS) ROBRIEHD

17.1.1 ERSEINIEEER
EMENMDEREREZ2NHRIC. 70 R T LVIUE
BRiE (7a R L L ELTmg/H) IKoWTF 7
oy U IERE200mg/H 2 MEEEE L TiTabniz
“EEREERE (1,1514]) <82 MEEERO
HIRREBT L&A, F7uY VEHRBIE2. 6%
(15/578f11) 1zxfL 27 a ¥ R 7 L IVEiEEE3.0% (17/573
Bl) THO., Zub R LUILRBESF7ury UiE
BIELASOMEREFRO ) AV EEBHREEZET
ZEMWRENT: NY— RH0.977). F7z. MEHRE
AR (HIMEREAD. k. D). A
BEEE, ENMEEOEmMEVZFDMOEEZEIERO
BEtOFERRIZ, Fr7obY VHEEE]S. 1% (87/578
B iRt L7 e ¥ RS UIVEREEIET.0% (40/57361) T
HV, JUERTUVILRBEICBVWTERIE,P -2
(p<0.001) ),
Ja ¥ RKITUVIEBREDELZEMERIZYy-GTPLA
8.2% (47/575(1). ALT E 57.5% (43/57561 ). AST
L55.9% (3461). KT HiIMm4.9% (28/57561). Al-P
LﬁAMﬂMﬁBM%%&@M%(N&BM)?%o
7220,

EBEEBIRF RN (PC) MERINZEMMEIES)

17.1.2 ERNEIEER (RUEERE (FREDE. JEST
LERDEHER))
JEST LA EMEEMREREZNRIC. TALEY V8]~
100mg/H# &ML L, 70 NI LVILFREE (70
ERZLLE L TCHEEI0mg. MRFE7Smg/H) 12
DNWTF 7Y IEREE00mg/H 23RS & LT
bhi: —EEREGEE (7996]) (2B 5EMEA
Ny b FEC. BELOHEE. MITHEMOKT) ©
RBEREP@BIT LA, F7uEY VIEREE.52%
(38/399f51) izt L 7 & & R 7 L )UK EEHE10. 25% (41/400
i) THO. YOV R VLRBEOEMMELTF 70
VO VIERIELFRETH S A RBE N (BEM
ZEEHEENE-0.73% [T{I95%SHEX M : —4.87, 3.411),
—7. BIERRERIE. Fr7ov Y v IERIESS.3%
(219/39f) 1Icxt L7 v ¥ K& LU g E44.9%
(178/39%ffl) &7 ua ¥ R 7 VIHERETEY» -7 (B
M 22 5 J 7 {E10.35% [ i 195%(5 %8 X fH : 3.43,
17.281)
7Y R 7 UVIVEREEEOELEIERIZ. ALTHN15.2%
(60/396%1) . ASTHEAN11.6% (46/396(1). y-GTPHEMHN



9.3% (37/39641) . MMH ALPENNG6. 1% (24/39%f5) T&H -
Too Fioy EAGHIM, MKEE, FFEERERVR
S FICE S ZEHERORBEROBEHL, Frur'y
VIERRIE29.57% (118/399%1) izxfL 7 a e K7 LIVER
FRIE 1724.25% (97/400f1) TH V. BRI A 7S 245
EITOREBEEZZRLUIBETIEZOE R VILVERERE
PERIE,» 57z (p=0.0358), HIMEL XY N (BE
HR)OFERIZZ O KT UVIVEEERE T7.75% (31/400
B F o7 a vy EREET5.01% (20/39941) (Pearson's
XHE 1 p=0.1135) TH V. Bk x>~ (BEH)
OFEBFERIZZ7u Y KT VIVEEEIE T2.00% (8/400f41) .
Fruvy U HEEIET2.01% (8/3994) (Pearson's x?
BE  p=0.9960) Tk -7 F7o. BEHHE]I~7H
ENCHBE L HBIlES XY b (BEFER) 7Ry
VILEREEIE ©T3.50% (14/40061). F27 a ¥y IiEEEE
T3.01% (12/399%1) TH 72, BALHMOFEIRR
X, FuY VIEBEICB T S EER N A S AT IE
MEATHITIE2.62% (10/38265) . FEEIAR/N A 7S R HETT
BIT1370.59% (12/1761) TH-o7zDicRtL, 7aER
TVUNLEREBIE TIEZFNZFNn1.88% (7/373f]). 59.26%
(16/2761) THo7z0 Tz 77U R T VIERERE DR
BIIRN A S A HEATHNC B B EARZ B OFRRIZ,
TEEIAR /N A 7S M HEAT BT O RIEHAR 237 H DL EORERI T
133/761 (42.9%) TH-o7-DIckt L. [B7HREDREF
TIZ13/2061 (65.0%) TH -7, [8.2. 8.8 BHE]
EASIESER (RERE. RIBEOEHIER)

R RO B AR TR AT A & B ZRE R DVEE/ BRIF D
EgERE Z0RIC. 7 AL »81~100mg/H % £H
HEL, JUCRJUVIEBRE (JuERTLILEL
THIEIE300mg. MFHFE7Smg/H) IcoWTFrot
D UIEBEIE200mg/ H A2 G E L TiThN - ZEHEH
HEaE (9314]) BV TIZEEE TOFELAN
Vb (2TOE. 2EOHIFE. MITHEROBIT.
AT v NRE) OBRBHRERZMBT LA, F
suay U IEEE. 7% (RIS 45/465(1) 1Rt L
Z7Uu¥ R UIVEREEED.0% (FRILE|E : 43/466f) T
Holz Y= RH0.945 [MifI95%EFEXM : 0.622,
1.436])0 F7z. FZED-WNME A XV b (2TORE,
ANLHEE. MTHEMOMT. X7 > b MZRLE,
fizErh) ORBEHREARBFEMKIC, Fr7uY VIERE
10.4% (FIRE|E - 48/4654]) I Lr7a K7 LIL
FRiEEYE0.0% (FIRENE @ 43/466f]) THH (NTF—F
H0.886 [WifHI95% (S #EX R : 0.587, 1.337]). 7ut
R UVIIERBIEO B IZF 7 a ¥y VIEEE & FiE
EThHsZ ENRBINT,

—7. BMER3EE &, Fruy ViEREE39.8%
(199/500f81) lcxt L7 a ¥ R & UK EEE20.2%
(101/4996)) & 7 0 ¥ R 7 L VBBE TE A - 720 F 720
BRI, MEREE. FEERERORSHIEICE >
FRIERZEA L-EDI12BE £ TORBRIFRIL.
Foruavy U IERE30.9% (FIREE  159/465641) 12
FLZOERIVIVEREEN8.9% (FIFEIS  47/466
Bl THO., Z7ub R UVLKRBESERICED? - -
(stratified log-rank test® :p<0.0001. NH'— Rk
0.259 [Wi{I95%EHEX R : 0.187, 0.359]). Himit A
RNV MOIZEEEF TORBHRRARIIZ 0 K7 LILE
FR1E1.3% (FHIRENE : 6/4660) . Fr7u’y VIEREE
0.9% (FIRE|E:4/4650) THEELRZITZDSNLED -
7z (stratified log-rank test® :p=0.5292, /¥ —

R 1. 497 [@195% S #8X R :0.422, 5.306])*, (8.8
ZH]

17.1.4 ;BALSEIIFEEER

JEST LR SMEFEMREEEE12,5626 2 xR E L Z&H
EWEHE (CURE) T, 7AKYY »75~325mg/H
REBEE L, VU R UVLKERBE (Z7aerRJ7 L
Ve LTHEE00mg. #HEBmg/H) ©onT T
TR EMEIC, MEHER (DB, DAFEER
UZEF) HEOY AV EDMEEREFT L. 7o r
7 VIVERERIEIX19.6% DN ) 2 7 WA REEF T S
ZEMRENT: (p<0.001). F7-. MBS (D
EIE, DAEZE, MR KR GERIUERED) FED
YRIZBPHRICOVWTSH, 70 RTLVIVERIEX
13.7% DY AV AN REET S ENRENT
(p<0.001). %23, &£z B, I HMOFKERICIIH
BEICEZIRO o NP>/ (p=0.1251),
BEEROFKRRIZ, 70 R 7 VISR . 7%
(2,612/6,25961) . 75+ KRE£40.1% (2,530/6,303f)
THY, METIEEIRSETH- 7z, 7T RHLD D
70t R UIIRBIEROFHFERN0.3%LL EEH» - 72
EERRII, FEFED F2.4% (148/6,25941) . 55
1.5% (93/6,2596) #:E1.4% (87/6,25941) . FZ1.1%
(70/6,25901) T - 72,

CRIBENIRARRIC S (T B i - ISR OUNHD

17.1.

5 EREIIEEER

FHEBIREREE 2 MRS, 7O R VILKERE (7
OERZLIILELTME/H) ICoWTFruy
HEEE200mg/ H 2 3B & L TfTbh /- ZE 5
B (43141) ICBVWTIZABE E TOMEEA X2 b (i
., DHFE. 2o D0MmE. BItEs X2 b
ICE2AR) ORBEELEMETLILZA, F71
VY VIERIE0.9% (FRES © 2/21661) 1L oo
YR UIVEREEE0.9% (FIREIE : 2/21561) THY.
Z7a ¥R VIVEREBIEOAI I F 7 u vy VIERIE
LREBETH D ENTRBEI NI,

—F. BMEAOIZAB E TORMHKERELIZ, 770
VY U IERRIES.0% (GEREIS 1 77/21661) IS L 2
ORI UIVERERIELS.5% (FIES - 35/21561) &
U N7 VILRBIESERICED? - /- (stratified
log-rank test® :p<0.0001, N+ — K H0.403 [ifi
{#195%(5 #X [ : 0.270, 0.603]1). 7 B E K L LA
BIEOE 2 BIMER (BRF2%L L) 3. y-GTP#EM
K OALTHEMA 2 n2.3% (5/21561) TH - 7z
F7o, EARLHIM, MKREE. FRERSERCEER
BIfEAZHE A& LEEOI2ER E ToRBEHRBRIL,
Fruvry ViEHIEIS.6% (FHEE  30/216/) I
HL7u¥ R VIVEREBIEN2.4% (FBEE 1 5/215
Bl) THY., JUERITVILERBESERICED? 5
7z (stratified log-rank test®™ :p<0.0001. /N ¥ —
R F0.161 [T f195%15 % X [ : 0.062, 0.416]).
MEEEEROIZAHE TORBRHARI/uL R
JVIEEEIES. 4% (FIREIS 1 19/21561), FruE
T UIRERIET.0% (FIEIG 1 15/2166) THEEALE
LR ® 6N » o 7 (stratified log-rank test™ :
p=0.4478 . "% — F1£1.300 [FHI195%(EREXE:0.659,
2.561]) 334,

(EMERMERE (DREMBISEZR<) ROBRIMGR
UREENIREE C ST 2 Mig - F|EAZR DINH)

17.1.

6 ;BH1EENIMEEER

BRI LIRS (BRI ERRE, REBIRERS)
19,185 % ®f5 & L /- —EE M EHE (CAPRIE) T\
JUuV¥ R UVLREEE (7o R7L)LE LT75mg/
H) IZ2WTT7 A »325mg/HZ MBS, mEHEE
i (RIS RS, DAFEE RO MESR) FAE
DY ATEDHPEEBE L. 70 R T VIVERBIEIL
B.7%DMEMHIY AT BAMRERT 5 LRSI N
(p=0.045), F7z. MHOAEBEREHEL (FuL
TV IVEREEIERER6.25%. 7 A »BE86.48%) T2
RO sNEH o7 (p=0.640) ¥,

Hl) 7AYY roFRaBR 2 BT & Ustratified log-rank test
E2) ZOfOFMNMUEED Gt OE B, DD 5 IR IR

18.
18.1

18.2

ERZFOREIGMHECOEE. BRROGHOFEZETFEL

7zstratified log-rank test

FEg

{ERR

70t R VIVERBREOEERBY A Rewifg1c /)
WOADPZ ALY T4 4 TP2YPU/EF L. ADPOFEE
EZIAET S EICKD . M/IMROEE(LIZED < MMM g
EERUHETHT, £/, Fv MIBLWIRVLNT-OF—
FUBEEE O Ik B I/MREEICNT 57 0
Y RZUVUHBECIFIERIZ. Ihsofl#ic k>
N S E N2 ADPIC & B I/IMRIEE % H# 5 &
LIZEO EEZ6NDRY), [8.7 BH]

/)RR HIER

7OV R ZUVIVEEEEIZn vitro Tl I/ MR EEINEIE R %
LT, BORE%. FeREZ2ZOEEREM L0,
lﬁﬁﬁﬁu;émmmmﬁﬁkugﬁ<m¢mﬁ%%mﬂ
957,

Ty bTEIT—FT U ROMEERE O I KB
FEEEDIMFH & RO 5N TN BB,

BRI ABF246Ic 70 K7L IL10~75mg/H #10H
BIMERORS U7z, M/ MBI HI R O B0 &% O'H
MR DOIEREAERD 5N TWVBEY,
BERALVFEZ 3R, 7o R Lviroa—F1 7
K= (#E#H5300mg. B HLKIE75mg#x 1 H1ESH
MRERO®RS) &Eu—F 1 > 7 F=X (75mg#z1H]1
m6HERERZDHRS) OFE - AR TOZ 0 X F —/)N—
B BHEE 2TV, M/MREEINFIER 12D WL TREt
Lize TORR, 0—F+ 7 F—XBE, FFu—F~«
V7R = ZBETHA, P[RS 5428 R A S /MR EEEE I
HIVER (M MRIEECOIIE]) 2 7R U7z, 300mgd 1 —7 ¢
VI R=XIC &0, BEFH O M/ EEEINFHIRIZ£930
~40% %R L, BAZ/FEEANICERREEEZ 6N
B IM/IMRBEIEIRO L ANVICERETH I DEL TV



18.3

19.

20.

*22.

23.

B, O—FT 4 v R=% LEWEETIZERSIHOIM
IMRBEEIMHIRIZFI5% T H - 724,
BERABTFISFlz2NRIc7a R L)L (75mgzlH]
[\) #Z10HEREHRS%. mAIM/IMRESERE (5uM ADP
Fifgmaximum platelet aggregation intensity (MAI))
OEEHEZMET Lz, ZOMER, 70 R LILOERK
BEHTHEICIMANIRSRIE (70 R 7L IVESH
MAI£15%EIA) ICEE L7zP, [8.2 BIR]

PrmieshsR

Ju¥RI7UVILERRIEIX. fOKS5ICED, M/MEOTE
HibicE O MR EIIHT 5, 70 K7L IUE
BIXFRRMERIEET L (S b)) 90 BEIRY v > b
ETN (v ) W BRERERHOLERDETIL (1
X) P, HEIRNL-CHAEEEETIL (THF) O, R
TV NEBHERY ¥ FETIL (THF) DicBnT
TR 2 IEI U AR ENAR AN A2 € 7L Tl A FE R
FNZEDWTHEY A &M/, SEER VIL— 2R
BEETIL. ATV MEEHERS v FET BT S
MARFERINEIZDRIE 7 A > EfH Lz & SR LZ,

BRRESICET BIEERHFR
— B4R - a0 RS LVILERESE (Clopidogrel Sulfate)
{bZ4 : Methyl(2S5)-2-(2-chlorophenyl)-2-[6,7-
dihydrothieno[3,2-¢]pyridin-5(4/)-yl]
acetate monosulfate
773 ¢ CisHisCINO:S - HaSO4
SFE 419.90
MR ARBIEEE~MEHAEOEREOREUINEKTH
Do
KRIZKIIA Y ) = VICEFRTL, 2 ) =)L
(99.5) IZRRHBITLT .
REIHIC K > TIRAICIBEBEE 25,
REIHERZEIROEND,
{b#REER

® H,S0,4

RV EDFE
FEZIIERE BT TRET S L,
aR
(JOERIVIVEESME [T 7))
1008 [10 & (PTP) x10. ¥Z/EAIAD]
(DJOERIVIVEETSMg =T 7))
1008 [10 & (PTP) x10]
1408% [14 $& (PTP) x10]
5008 [RUTZFLEY, NT]
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