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Clopidogrel Tablets 25mg « 75mg “Chemiphar”
25mg 75mg
AERES | 22700AMX00380000 | 22700AMX00463000

) ERE-ERMSFONSZICXVERT LI & btz 2015%6H 2015%6H

2. BB (ROFJBEICIFRS LBV L)

2.1 HIMLTWAEE (MAR. EImAHIM, HEE I,
PREGHIM, FEIM, BEFAHMNE) [HnzBhR 2682
NwH 5]

2.2 REIDRGT I LBBEREDRMEED & 2 BE

vafilEBEI AT L. b
Furu—2A, BLFy >,

3. #ARk - MK
3.1 #8mK
- 7 a ¥R 7 LILEESmE 7 u¥ R 7 LIVEETSmg
s 7377 (7377
RS (HR) Z7u¥R7VIEEE | (HR) 7uER 7 VLGRS
” 32.63m 97.88m
(EL) oy oe00MIE oo cCOME
(ZEERZLILELT25mg) | (ZaERZLILELT75mg)
. D-v = b=, b |IEKNY. KEHREZEL N
FoFy7oviltiluo—|oFyFoiltio—2,
2, KBE#RE Fos> e FoFyFuilw L
WAl |m¥ltero—R, Wk, | o— A bl Y Lo, v a

WREMBET X5 )L, 70
Au—R, BlLFy . h

FNT AFIAEY
3.2 RFOMHRK

JLFroNary

- 7 a ¥ R 7L ILEE2Smg 7 a¥ K7L IVEETSmg
s [r377] [r3i77]
E B~ MEEEDT VLA T—T 1 v 78
A=)
397
T
W = =
B 6.6mm 8.6mm
Es 3.4mm 4.9mm
HE 120mg 269mg
s 1 Juv¥R7LL JueRIsLL
#Ala— K 5 w3y 5 rivy

4. HEEX TR
OEMERMERE (DEEREBISEZRL) ROBFE

il
O.‘Egﬂ’\]ﬁéﬁlﬂmﬁ?ﬁmﬁ (PCI) MEATNS TEEORMMED
SEEIEIREE (RRERDE. FEST EFDEMERE, ST
LRIDEEE)
TEDE. RIBMEOEESE
OFREEIRERIC ST B MMt - EIRRZA O
5. ZIRERIIHRICEIET BER
ERFEEIRAZ RS (PCl) AEASNSEMmMEIEER)
PCIEATEDREMELNEEREADREIITETH 5,
EEIIREZICE D REFHTEE D 2 WITEBIR YA /S R4l 3
BIRSN, PCIzH#EA L ZWIEAIIE, DBROBEIIEZ S
&,
6. FAERUHSE
(EMEMRMERE (DREMSBIREZRS) £OBFIH)
EE. BRAICIE. 7o R7 LI E LT75mgz 1 HIEREO
BE59 505, FEh, FE, ERICED 7o RV LEL
T50mg# 1 H1EREORE T %,

(EREEIRIZANT (PCl) HMERSNZREMmME RS
WH. BRAIIE. BERBAICZ0E RS LILE LT300mg
ZIHIEREO®REG L. 20k, #FE <& L TIHIET7 mgz
EOHE59 %,

CRIBENRERRICEH T B M2 - EEHZRR DN
WE. A, 7O RZLLE LT75mgx  HIEREO
B59 %,

7. BENUREICEET 2EE

(GHEEHE)

7.1 ZIERORSIET S ESEE L, ERNEIHERR

BRICB W TERRGRIOHLEERP A SN TV D,
(EMEMRMEREE (DREUEREIREZRS) £OBFIMED
7.2 HIZE®RT 2B ZNDH 5O T, FFICHIfER. Z0FH

Hodb5EEFICOVTIE, S0mglHIE» 559 52

Lo [9.1.1 2]

(REEEEIIRAZE (PCl) MMBEASNZEMEDEE)

7.3 FU/NRE A GFRBEERE I, 7 AEY v (81~

100mg/H) EMRAT 5 &o Fl/MREEZHI 6 FEE

B THROBEFFEIIOVWTIE, BRIORFOHA RS

A VEESBEIITHI L,

7.4 27 MEBEENOKRARSRICIIFZEERKSEOE

WX ENTSBTH &,

7.5 PCIfE{TRIICZ 0 & R 7L L75mgk D7 < & H4HBHRS

ENTVAEA, U—F ¢ 7 F—XK%5 (B5HBHEIC

300mg &5 52 &) IIMATIE R,

8. EERELRNEER

(GhgedhiE)

8.1 Mgk I/ MR A EEETER (TTP). EWERNIRE. EBL
FREZOERLEERPHEEAT L2 EPHHDT. &5
BAAASE2 » ARIZ. 2ERICIEREE O MK EES O EiE %
EETAHE, [11.1.3, 11.1.4, 11.1.6 =]

8.2 AANC KA IM/IMREEIHE AREEE 25 K5 LFHMOGHE

W3 MR EENCE S 2FIET 2 2 ENEE L, BB,

SRR 2 3T 5 2 E A HSE R WIBS I 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=&]

EMENFHET 2 BEANOKRSIIEEI TV, KA EGH

S RIMEDIY ha—La2{THZ &, [9.1.1 8]

HRofEEOSVWEMEMNEREEZICBVT, 7

2 EMRALLE, 7o R LVIVEAICHRE R

mHMOFEBEROHEMBEIN THES L TWBY, [10.2,

11.1.1 =]

HilZ R TEBEEIFEVwEEZZ 6N EEICIE. Fik -

BESLEETHIE, [11.1.1 BE]

8.6 BRMMAR (EHALY b YR T T AF B

(aPTT) OEE. HBEVIHEFEERETE) Sbo5bhs

EWDH B, aPTTOEEENRD 5 NEEICIE. BILo

BEIIPPDLST ., BREMROTREE2EE L, HY

EEHEEET A0 EHMY) R MEEITS 2 L, [11.1.9 SHE]

BECIIEFELIOBHM LRI 25 & 2FHHAL. BE

T HIMASERS & N7 BEITIZERIER T 2 XD EEZ(E

T, Fioo iR (1R 2T BT, KHI% R

ALTWwW2E2EMIINTEAS L) BEICERZET S

Eo [11.1.1. 18.1 =R]

(BREMBEIRFZAG (PCl) HEESNZEMETEER)

8.8 U—7 1 VI R=AH%E (HE5HIKBHIZ00MgEHET 5
&) RUOTACY Y EOHAICK > THIMD Y AT W&

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,
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ZEDDH D, TDEIBIERDPD S bNIIBEITIZE
ExmiEL, #UZ0AEBEZTH>Z &, BB B AL
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S 2 ENZL, BERIEBRDFRE. FRE. FFHEER
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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]
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ERtm, B, K5
(). B, (kimZE
E. RBHm SAE
. FHm, mgg. 2
FESAL I, ALE B
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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—HICEDZhZN3E (V0
ERZ UL ELT75mg) R ABEICHEERERED
#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

—e— JURILILEE25mg 7377
--0-- TSV AE25mg
(mean+S.D., n=48)

6000

4000 -

ERC TS

2000

24 (hr)
ESE

(OOERIVILEEIS Mg [5=T7])

ZOY R VLETmME (37 7] &5y 7 2§
7SmgE, ZuAF—N—JEICE D ENENIHE (F 0
ERZ LI E L T75mg) fa A B 1 1A £ B | 4%
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)



FRIESF RN RS

8000

6000 -

4000

2000

(pg/mL)

—e— JUERZLILEE7Smg 377
--0-- TSV AEET5mg

(mean+S.D., n=60)

0 2 4 6 8 10
5iE]

MEEFEELCICAUC, CraxFEO/)NT XA =513, Bk

FHORIR, (FHRORIEE - B ORBEMFICE -
TERZBWREEN D5,

24 (hr)

16.3 530

16.4

16.5

16.6

16.6.

16.6.

16.6.

v MIMCH4-Z7u b R UVLEEEE (e R L

& L C5mg/kg) #BERFOHRS LI25E KETREEE L.

KEBT DRI BV THRS0. 25~ 2 MR ICHEEMEICEL

Too HUBTREIBEEIL. THLEEE - FROIEICE <. F /20,

BHROBEBEGTIEDP 5722, /-, REFBSICES

BHEBANOEBEIIRD 5N TnRWNE,

e

a7 VISR S Wz, FETEIC2DD

BECRE NS, §abs, (1) TATIT—FIZLD

JEE MR B TH HSR26334 (ERBY) 2ERKT 5

e, (2) EMRBEERET F 7 a0 —2LP450 (CYP) 12X

HBMBILEIREM LT 2R TH D, BEOREELRE

HLT. mEREMHASER SN EY,

MEEFICB VW TIX. RELEOEE 3D T < SR26334

BEICEELL. 70 R VILOFBILEREICES

55 k7 a—LPAS0SFREIZEICCYP2CIOTHY . #

DHIZCYPIA2. CYP2B6. CYP3A4E AL § 515717,

F72. SR263341ZCYP2CO%ZHE L. 7L u v EEAE(A

1ZCYP2C8%HET %19 (in vitro). [10..15.1.1 SH&]

Hett

BERANICYC-4-7a ¥ R VILEREIE (ZJa KoL

L& LT75mg) % BEROHS LZEE. #E55%E

TOHETHE D BREHEM RIZIE S5 HERED#92%I12 3 L

ﬁ¢uf%m%\§¢mu%a%ﬁwwéﬂtm(%EA

F—%),

BEDESEEITZEE

1 BiREEEEEE
EBHEBRREELZ L TF V)T I VAICKDE
B (5~15mL/%3) &HEE (30~60mL/43) D27 )L—
FIZpF. 7RI UVLULERE (Z7aR7LUILE
L(75mg/H) Z8HMREROKRS LR, HE
BUYEEREEBHEICBVLWTHEEEEER2EHICHA
SR26334DAUCIHED - 722 HEATFT—%).

2 TEEEEEEE
JFREAEE L @ERAICZ7OY R VILHERE (70
ERZLLELTSmg/H) £10HBREREORS L
TR, REMEDOCua FEEEEHICB W TEE
BRAICHB L TREL LR L. FEEDETICES
JUbE R UVLVRBEORBENOEENRB I NI,
SR26334DH B IST A — F ICIZENRD 5N
Po7? (NEAT—%),

3 CYP2C19ECFREZFITHEE
BEAZCYP2CI9D REBTEE IS UC3RE (K EHf)
23, 7a¥ RZLLE LTHIEIZ00mE. D%
75mg/H %6 H M5 9 % bk = FEhE L 72, CYP2C19
D2 DB F 2B (CYP2CI9°2. CYP2CI9*3) I
DLTVLINPEREESEIIVITNOAT OFEE
e LTHbOBEEH (PME) Tl EEAHEYHIO
AUCO*M& ZﬁCmaxﬁi‘\ gfétgl:]ﬂ: :E%é'fztﬁ (EMﬁ .
CYP2CI9°1%]) LHBILTET LY, B, HEAA
IZBTHAPMOSEE L, 18~22.5%EDHMENH 52,

RN AIC BT 5 CYP2C19B 5+ Z B ASTE R HAD )
BRIV S X — X I RITT L

S g
om _ CYP2C191§{K?¢ _
o ﬁgﬁ% 29.849.88 | 19.6+4.73 | 11.4+4.25
(ng/mL) (;ﬁﬁg) 11.144.67 | 7.00+3.81 | 3.90+1.36
UG gg%% 39.9+16.8 | 25.7+6.06 | 15.9+4.73
(ng - hr/mL) (;%ﬁg) 11.123.79 | 7.20+1.93 | 4.581.61
(mean+S.D.)

ED

EM : CYP2C1971/7]
IM : CYP2C1971/°2% % \MECYP2C1971/°3
PM : CYP2C19°2/°2. CYP2C19°2/°3% %\ NZCYP2C19°3/°3

16.7 ZHEEIER
16.7.1 LINJUZR

BRI 0 R VIVERE (IHIEBHRE, 7o
ERZLILE L TIHE300mg. 2~3HH75mg) ##%
5L, IHEE3ABILSZ )= F (0.25mg) %BEA
Lf:%gl:%\ D/fjl):F@Cmax&UAUCOwai\ 1/1\07
Vo REBMEE L& B L TIHBIZ2.5KT
5.1 3HBEI32.0% V3. 9FICHEIN L7z, £z t12ldl .4
KUL2ETH -7 GMEAT—%). [10.2 ]

16.7.2 BLFINT

{REERR A B #2212 & L % 2 /% 70.2mg# | H2E 10
EMEO®EE L. 70 R LILEH54H HI2300mg
(n=21). #55HE»?510HEIZ75mg (n=20) #%#&O
5 Ul MBS EHEL T, £ L F 287 DCrax
K OAUCnlE. #%54H B TId1.356% &% O1. 4465 12 3
MU, #5108 BI120.98% K 1. 14f& CTd > 720 AR
I L F T OFEEREY (MRE-269) @ Cmax/%
UAUCr2iE % 54H B CTI31.696% K% 02,2565, #&5
10H B TIZ1. 90 R U2. 70512188 L 7229, [10.2 28]

17. ERRAEAE

17.1 BMERUREEICET HEER

(EMERMERS (DREERMEIREZR) ROBFEINHED
17.1.1 ERSEIIEEER

EMEMNMERERE ZNRIC, 7O R VILER
BgiE (7o R LIV ELTmE/H) IZD2WTF 7
oYy U IEREE200mg/H 2 MRE S LTiTabhnlz
“EEMRLERE (1,15141) <812 MEESFEKRD
HKEREBT LIz A, Fruy VIERIE2. 6%
(15/578f1) 1ot L7 a ¥ K7 L IVE;EEHE3.0% (17/573
) TtHO, Za RTUVILEBRESF 7oy v iE
BIELHEOMEERERO Y XV RBHREZET S
ZENRENT: NY—=FRH0.977), F7o. MEHEE
PR (BIMEREA. R Bk, /R ) o B
BEREE. FNMEHORMR O FOMOBEE L EITER O
WETORBERIZ, Fruv Y VIEREIE]IS. 1% (87/578
Bl) IRt LZa ¥ RS UIVERERIET.0% (40/573%1) T
HOV. 7u R UVIRBIEICBWTERICEL? - /2
(p<0.001) *,

Ja RITVUVIRBEOELZEERIXYy-GTPLAE
8.2% (47/57561 ). ALT_E F7.5% (43/57561). AST
L55.9% (34%1). FZ NHmm4.9% (28/57561). Al-P
E574.2% (24/57561) & HIM3.0% (17/57561) T&H -

7%,

(EREEEIIRAZ A (PCl) ASERSNZEMEEE
17.1.2 EASKIMERER (REEERE (FRERDE. JEST

IROEHEE))

JEST LR 2 RERBERE 2 RIS, 7AEY »81~
100mg/HZ &R L, 7u¥ 7 LUEEKRE (/0
ERZLI)LE L THEE0mME. HFE7Smg/H) I
DNTF 7/ u Y iIEEEI00mg/H 2 xRS & LT
bl —EERLERE (79906]) BT 2EMEA
Ny b (R, 2%OmEE, ITEEFOHT) O
HRERE2MFT LA, F7u Y VIEREE.52%
(38/399f1) Izt L 27 0 ¥ R &7 L OUERESHE10. 25% (41,/400
) THO., 7u R VIRBEOENEIEF 70
Y UIERIELFREE TCH A ENRBE N (B
ZEEHETEE-0.73% [MHI95%EMEX R -4.87, 3.41]),
—. BIEARRRIZ, Fr7ub Y v EEEIES.3%
(219/39%f1) 13t L7 o ¥ R & L LK s 1544.9%
(178/396f) &7 0¥ K7 VIEEEE CEA» -7 (BRI
ZEHEEEL0.35% [MI95%EREX A © 3.43, 17.28]).
7a ¥ R UVIEBREOFEZBIER L. ALTH#EMIS.2%
(60/396f) . ASTHENNL1.6% (46/39645). v-GTP#EhN



17.1.3

17.1.4

9.3% (37/396f)  MHTALP#EM6. 1% (24/396f) T&H -
Joo Fiow BRI, MBEEE. FFHEEERE RO
SibIcE 5> 2BWEHORBEROBEZ, Fr7aEy
VIEREYE29.57% (118/399%) (ZxfL 7 a e K7L ILER
FRIEA524.25% (97/400%1) TH VD EEIR/N A 78 24
MITOEREZRLUIBETIEZ O NI VILVEERE
PEEIE» 57z (p=0.0358), HILEA XY b (BF
EHR)OFBERIII O R T VILEREET7.75% (31/400
B) F 7 a ¥y HEEEET5.01% (20/39941) (Pearson's
XE 1 p=0.1135) THO. Bl x>~ (BIWER)
OFRKRIZZO Y R T UVILEREEIE T2.00% (8/4004) .
Fruvy U ERIET2.01% (8/3996]) (Pearson's x?
B5E 1 p=0.9960) T 77, %1 1E5EMAI~7H
BICHBR LHMEA XY b (BEHR) 3708 Ry
LIVEREELE ©T3.50% (14/40061). F27 a ¥y v IEEEE
T3.01% (12/399(1) TH 7%, ERZHMOFERR
X, F7REYVIERIEICB T B EEIRN A S A TIE
MEATHTIE2.62% (10/382611) . FEBIAR/ N A 78 R AT HEAT
T1370.59% (12/1761) TH-o7zDIZxtL, Z7u ¥R
T VUIEREBIE TIXZNZNn1.88% (7/37361). 59.26%
(16/270) TH o7z Fizw 7O R UVIFEEEDR
IR NA VS AMTHEATHNC B B E AL HMORKRRIL,
TEBAR N A 7S AT HEAT AT O RSEHAR 57 H L L o fEH T
133/761 (42.9%) TH-7-DIcRt L, E7HRIEOREG
TIX13/20f1 (65.0%) TH -7, [8.2. 8.8 HHE]
EANSENEHER (REVE. FRIBMEDEIER)

R R B AR AT AT A & 2 Bk DVEE/BRIF D
FigERE 2RI, 7 ALY »81~100mg/H % HHE
FEL, JUEY R LVIVEBE (Jub 7Ll
THEE30mg. MRS mg/H) ICODWTFra
T VIEIIE200mg/ H A S E L TiThN /- ZEEH
HatzEr (93161) ICBWVLTIZAE L TOEELAN
Vh (BTORE., BEOHEE. MITHEMNOHT.
AT NIKE) OBRBHEBERZ2EBT LA, F
sy UERE . 7% (FRIEE © 45/465041) 123t L
7a¥ R 7 UILERERIES.0% (FIREIE © 43/466f]) T
Holz N — RHO0.945 [MfEI95%EHEXM : 0.622,
1.4361)0 F7z. EFEL-WOE ARV b (2TOELT,
BHLHEE. ITHEMOMET. AT > bRE,
fizErh) ORBERERBFERKIC, F7uY VIERIE
10.4% (FIRE|E - 48/46501) Icxf L7 o R7 UL
BRERIE0.0% (FIRENE @ 43/4666) THH (NTF—F
H0.886 [MifH95% 5 FEX R : 0.587, 1.337]), 7uat
R ZVLUEBEOEH IR F 7 a ¥y VIEREE & FE
ETHAHT ENRBENT.

—7. BIERHIRE S, Fr7u Y U IiERE1E30.8%
(199/500651) 1ot L7 a ¥ R 7 LKL EEIE20.2%
(101/4994) & 7 a ¥ R 7 U VERERIE TIR D> 5 720 F 7.
BRI, MEEE, FEERERCEERIEICES
EWERZEE L-EED1LAE £ TOBERERIT.
Fru vy iEkEE30.9% (FREE 0 159/465641) 12
L7 RTUVIVERIEN8.9% (FIREIS « 47/466
) THO., Z7ut R UVIBRBESERICEDL > 72
(stratified log-rank test® :p<0.0001. NHF— Rk
0.259 [Mi{95%EFEX M : 0.187, 0.359]). HIMMEA
RYMDOIZEBEF TORBHRERIIZO NI LVILE
BEtE1.3% (FIRENE : 6/46661). F 7 u vy VIEHEE
0.9% (FRIRENE:4/4650) TEBRLEITZED NG, -
7z (stratified log-rank test®" :p=0.5292, /) # —
R He1.497 [MifRI95% (S #EX [ :0.422, 5.306])%3V,[8.8
1]

B EINFRKER

JEST LA &M RERE R E 12,5626l 2 xR & Lz ZH
B E (CURE) <. 7 A »75~325mg/H
BEMEL L, JUY RS LIERE (7o R L
L& L CHEIE300mg. #FFE75mg/H) Ic>W T/
FREMEBIC, IERHER (DMESE. DHFEER
UIZEA) FEOY A7 DR EZ#HEF L. 7R
TV IVERBEIEIX19.6%DAEN U X 7 WAMREF T 2
ZEMTmENT (p<0.001). 7. MEHHER (DI
B, DAMEE, MEFROEEERER) FEED
YAZBDHBIZOVWTS, 70 R VIVEREEIL
13.7% DN AV BPDUMREBT A ENRENT
(p<0.001), &8, Emr B, I HOOFKERIZIIH
BRICEZIRO NP7z (p=0.1251),
HEHEROFRERIZ, 70 R 7V IHEERL . 7%
(2,612/6,2590) . 75t KRE40.1% (2,530/6,3034)
THO, MBETIERETH /e TILARELIDD
7a v R UVIILVERBIERORKEEN0.3%L EE» - 7
BEEHRIL, FHED F112.4% (148/6,25961) . &5
1.5% (93/6,25961) #4451 .4% (87/6,25961) . F5E1.1%
(70/6,25901) TH -7z,

CRIBENIRERRC 17 2 Mg - FEHZ R DOHIFH)

17.1.

5 ENSEIIEER

KEBIREREEZMRIC, 70 R 7V IUEEERE (7
O RZLLELTSmg/H) oW TFruyy
IEEEIE200mg/ H 2 KBS L L TiTbn - ZEgktE
EE (4316)) ICBWTIZEE £ ComBEWEA X2 b (3
., DHEE. ZoMoDMmESE. itk X2 b
ICE2ARE) ORBEALLMTLILEIA, F71
Y'Y U 1ERRIE0.9% (FIREIE 1 2/216() IcL oo
YR 7 UVIVEREEE0.9% (FIRENE : 2/21561) TH O,
7a ¥ N7 UVIVRBIEORMEIRF 7oy VIERIE
LRIBETHD I ENTBESNT,
—F. BEMEAOIZAE E TORBEHHELIE, F7 0
YV IEEEE35.6% (FIEE 1 77/2166]) 1LY
OE R 7 UVILEREEIELS.5% (FHES : 35/21561) &
Ju R TVIREBIEPEEICED > 7z (stratified
log-rank test™ :p<0.0001. /¥ — K H0.403 [
I195% 5 48X [ : 0.270, 0.603]). 7T ¥ N7 L ILER
BEOF 2 IR (BREF2%LL L) &, y-GTP#EN
K OALTEMA ZNZFN2.3% (5/21561) T#H -7z,
F/o, BRAMM, MRS, FRERERVERZ
BIEAZHEA LEEOI2ER £ To REABRIL,
Fruvy VIERIEIZ.0% (FREIE  30/216/]) 1
FLUZal KT UVILEREES2.4% (FBEE ©5/215
Bl) THO. 7O RITUVLRBESERICED? 5
7z (stratified log-rank test™ :p<0.0001, /\# —
R H0.161 [T {195%15 %8 X [ : 0.062, 0.416]). H
MEEEEFROIZEEE CORBABTRIL /0L R
JVIVERERIES 4% (BEHE|A 1 19/21561). 7o ¥
D UIEEEIET.0% (BIE A 1 15/2166) CTHELE
LR ® 5Nk » o 7z (stratified log-rank test™ :
p=0.4478 "% — F11.300 [MifI95% {5 FEX fE:0.659,
2.561]) 339,

(EMERMERE (DEEREREZIRC) ROBRINHE N
URIEEIIRERRC 13 2 Mg - SRR OIH)

17.1.

6 ESIEIEEER
BARE(LERER (BMEMOERE. KESIREES)
19,185(1 % Xt & L7 —EE M HEHE (CAPRIE) T.
70 R ULEEBIE (7o R7LILE LT75mg/
H) Ic2WT7 A »325mg/H 2 MEIC, MmEkEE
i (BMEMMERE, DAFEENCMES) FHIE
DY) AT EAREHE L, 70 RS VILERBRIEX
8. 7%DIMEI) AV WAPMEREET 2 LRI NT:
(p=0.045), 7z, WMHOFEHERRHHEAR (YLK
T UL ERIERE86.25%. T A EE86.48%) 122
RO sNED» -7 (p=0.640) ¥,

H1) 7AYY roRnagR BT & UZzstratified log-rank test
¥2) ZOfOF I/ MEEOHHEOEE, DHIFEZED 2 I MK

EREOMENIAMEOEE, EREOBHOFELZEFE L
7zstratified log-rank test

18. ZEahZE

18.1

18.2

{ERER

70t R UVIVEBBIEOEEREY A Re A1 /)
WOADPZAEAEY 74 4 TP2Y ZPU/EF L. ADPORES
EIAET S LK. M/MROTEE(LICED < M/MEE
EERIHEITZ, /2, Ty MIBLWIROLN-OT—
FURMEEE O Y K AIVIMREBEEICHT 570
YR VIVEERIEOIIHIERIZ. h 6 0REIC L > Tl
N B RHE N7 ADPIC & B /MR EEE 2 IEI§ 5 &
LICEOIEEZ6NSRY), [8.7 BE]

/)RR ERINEI/ER

70t N7 UIVEEREIZn vitro T I/ ML EI(ER %
HEET ., BORE%. FefREz20 OsEREmE0.
AD?@@K&éﬂ¢ﬁ®ﬁﬁkm%ﬁ<m¢mﬁ%%ﬂﬂ
957,

Ty b TEIT—FT U ROKEE Mo I KB I
WEEOMH LEBO 5N TN EBY,

RS F246Ic 7 a ¥ K7 L)L10~75mg/H % 10H
BIMERORS U7, M/MREEEINHI R O 1% O H
MR DIERAFRD 5N T V5O,

BER AL Z R, 7o R Lirou—F 1 7
KF—2X (#E%5300mg. #H LK IE75mg# 1 H1ESH
MREZO®RS) &Eu—F 1 7 F=X (75mg#z1H]
EloHEREZORS) ORE - AETO 7O RAF —/N—
B BHE 2TV, M/MREEIMFIER 12D W TRHET
Lico ZORER. O—F ¢ V7 =81, Eu—F~«
VTR = ZBECHA, WIS 520 [ A & I/ MRS
HER (/MRS OIH]) 278 U7z, 300mgd 1 —7 ¢
VI R=RIC& 0. BEWH O M/NEEEINHI R 13930
~40%% R Ly B2/ HEEERANICERREEZZ 6N
5 M/MREEIFHIRO L XVICHESETH L 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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