* 202445 H 4GT (BR2hR)
202342 A T

fr 3k ERRAE
AN - 35

Fuin /MR
VVE (T
BAZERS +~s0OFFJLUILEEESR

IOERT U)Vsz25. &)
OCERT U575 4.

CLOPIDOGREL Tablets

BAEERLSEES
873399
25mg 75mg
RKEAES | 22700AMX00432000 | 22700AMX00433000
AR5 RAMA 20154E6 A

H) EE-EMEOLGEICIVEMRTLZ L

LER (ROBEICEEELENIL)

21 il LT B (AR, BHEEMHm, HLE R, R
H, e, fAHmE) (HhzBhEFo82hnd
5.1

2.1 AFNDES 5 LIBBUEOPAEE D & % 8

3. #BRE - R
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AMEERE (FRERVE. FSTEROHEE. STERD
hiEE)
REBDE. BRIBEDHIEE
OFHBIIRE RIS (1 5 M4e - EieF B OHIF

5. SIEE XS RICRIET 5FE
(REEEIIRT A HT (PCl) AEASHh 2 EmELESR)
PCIAN I F & O EIMME IR BBRE ~OREIIRETH D, i
BIRERAC LV | RERITRIR D D WITTEBIR A 222581
i, PCIZEEM LaWBEITiE, DB oFGIEZ 52 &,

6. AZRURAE

(EmMMERmDERE (ODRERZEREZR<) 2OBRDHED
WEL. AR, e RZ L e LCTmga 1 H LERR O # 5
THM, AEl, KE, JERICEY 7o R L LTh0mg%
THIERE OS2,
(REEEIIRF A HT (PCl) AAEASHh S EmELESR)

WE. AT, BERBHICZ e E RZ L e LT300mg% 1
HIERREO#ES L, 20%, MRS LCLHLET5ng % #% 0§
5525,
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WHL. RAICIE, 7 E RZ L E LT5mg% 1 A LERE A& S
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1. AERUVAEICEET 33E

(ZhEEFaE)

1.1 22RO 51368 2 Z E N E L, [ENGE AR AR B
2R W THER e SR ERER B A BTV B,
(EmMERmMERESE (DREMNEREZR) ZOBRMHED

1.2 HiZ8E59 28208 H 50T, B, ZoHRERE
DHDHBELZICONWTIT, 50mgl AIEINSHE5 T 52 &,
[9.1. 1]
(BENEEIART AT (PCl) AEAShIEmME KSR

1.3 Pl /MR AR HEELIRIZ, 7 AU > (81~100mg/
A) EPFHT 22 &, Bl MR ZFIOF HFIEMRE TR O &
HIFEZOWTIE, ENADOKRFTOTA RTA4 L EEHHITT
5T &,

1.4 27 > NEEBRE ~OARFN GRS EREROE TR
XELTERTH L,

1.5 PCIMIATRIICZ B B RZ LA Tomgh 72 < & HAR MBS S
TWAHE, =T 47 F—XF5H (%584 A 12300mg %
BET5Z L) IRETIER,

. EELEARKIEE
(GhBEH&E)
8.1 mARVEIm R ESEBERG  (TTP) | MEHFRIERAE, S 2R TR
EEORKBRAMERANEHRT L ENH DT, F5HHAE
2% AHRENE. 2BBICIEREO MKRESDOEHELY ZET5 2
Lo [11.1.3, 11.1.4, 11.1.6&M]
L1 ARHNC XD i MREEEIHI AR & 2 B K O T OB A
. MBLLERTICEEZRIET D 2 EREE LY, 2B, +4
IRRERIAR & 5% 1 D 2 E BHBR AR W AIEE R et U 2 o
NEELIZERRESNTWDEIDOTHRICBEST DL, F
7o BH A IR O MARRESLCIEIRFED Y A 7 OEVES]T
L EEIARTEEMBIE AU D 2 L, FIHTERICARR O TR G
VRS AL, PO 2R L THrOHEHT L 2
Lo [11.1.1, 17.1.2, 18.25H/]
L3 BIMES R T 2 BE SO GITEEICITV., ARG IS
+ofED = =& ITH 2 L, [9. 1. 15H]
A FHREOEBRED B O EM I EEREICENT, TAY
Vo EOFHLIZRE, 7 m e K7 L VBEANZ BT K7 i 0%
BROBMPUES THE S THAHD |, [10.2, 11. 1. 18]
V5o AR TEREAE W EE X DR DEAIE, Tk - 8
BEAEETSHZ L, [11. 1. 158]]
LB BRI AR (EMHACESY S u R T T AT R (aPTT)
DOER, HEVITTRFFEEETE) Zbobnd tnb o,
aPTTOIERENRO SN2 E I, HiLOARIZHNb b
T BRMEMANROFREMZ BB L, FME L HEET 5 Vil
YIZRMVE %4795 = &, [11. 1. 9B H]
L BEICIIEFE LY HEL LT RS I EERAL, BEA
HIMASFE O BN G A I ERICH#HE T2 L 2R RT 2
L, F7m, B (R 2RI AT, AFIERA LT
LBEEEMILTIEXD L) BEICEELZMRTZ &, [11.1.1,
18. 18]
(BEMNEEIRF AT (PCl) AEAShIEmME KSR
8.8 v—F ¢ v F—XFh (FH5BABIC300mgZH 535 2
L) ROT A ORI L > THIMD Y 27 B3EE %)
EMERNHD L2+ ERETHZ L, [10.2, 17.1.2, 17.1.3
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[11.1. 1] HEND D, EBERT B & WAL
EHnEETS
LEZLNTND,

FUBEREIE (D7 7 | il U722 aug | AHE /b e 4

Vo, ~RYVE) I BETA BENRD | MTIEREZH 35
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0 ANAHATF
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11. Bl{ER
WOBHWERNS bbb ZENH DD T, BELE HDITITV,
BN ONGEAICIEI G 2 Rk 5 7 Y 2 AE 1T
5Tk,

1.1 EX%GEIER

.11 Hih (RHOEOEEAHM (%R . BETMLE

(0. %K) . BEf (BHEAP]). Th, Badi, REHMD
(Wb %K) . BASTMmAE (0. 1%K%) . BRERMAE (0. 1%K
i) . REEED GEERH) %)

fibd i 2 D SN M O FIHIRERR & LT, SR, RO - MERE
BilkEE, FMESEROObND Z b5, HilLERET 5
ERARSER 2 DN G A X, G2 PIL L, BHICMmEREE%
DE BB 2 EmT 52 L, [8.2, 8.4, 8.5, 8.7, 10.2%&
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HiLzE> H - +HEBEERH b 2t 03d 5,
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FEAETe) #EM L. LI U MRS o5 B 70 L %
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11.1.5 FIEMERZe (0. 1% . IFERBRIMEM% (BHEERH)

WEUK, PROR IR EE, REA, M O REENRD NG E T,
LT HERXAR . BCTSE OMREZFM T 5 2 £, BHEAHR
OONTEEAEICE, #E5EEPIEL, BIBEERLVECAIORS
HOWME) R EEITO &,

11.1.6 fm/hREd. |BERRE. BETRHEMZ ST A MR
BAEE (HEEARH)
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11.1.7 thEMRRBIEFERMAE (Toxic Epidermal Necrolysis :
TEN). BEIMEERIE(ER (Stevens-JohnsoniE(ERE). SMBH
M. SMEARERSHRAEE (FEAH)

11.1. 8 FFIEBBUEAEREE (B R
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HiMERR, BMmERHIN, ArmEgEkiZ. BAY LoRERMBSE AL D
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0. 1~5%Ai 0. 1%Aii B AREH
Toftt [1FTH, BEEIR, | ZREMHE. W R, B,
A ROE R IREK., B iR
(iR, &5 | B, Fitkari
RE) W%, ARk,
&2, MR .
% 56 M B Bk
ICRCIN T 3N
T 5B AL B R
CRP 5
13. A5
13.1 g

RS 20 AT B Tz,

14 BRLDZEE

14,1 FFIZMFBEOER
PTPEIEDIEANIPTP Y — F BV H L CIRAT 5 & 9 R4
5Tk, PTPY— FORRIC L 0 B S A A R A~
AL, FIZIE2 32 U THERRINA % o RE 2 & HE %2 OF 5
THZLERD D,

15. ZDODEE

15. 1 BRERGEFHICE D < &R

15. 1.1 EN CTEM S AU & b5 & U 7 i PR SEB BRI
BT, AHFI300mg % FIE] e 51 24 W5 0 B K i MEREESERE (5
uM ADPA& #maximum platelet aggregation intensity

(MAT) : %) IX. CYP2C19DfRE#AEICIS U T, Extensive

metabolizer (EM) #f. Intermediate metabolizer (IM) Ef.
Poor metabolizer (PM) BEEDJEIZ. 43.67+6.82, 47.17+
5.71, 54.11%4.34TH Y . TDOH%6H M7z > TAHKIT5mg/
HZ#L L% OMAL (%) 1%, £h£h32.87+5.10, 39.41=+
6.34, 47.48%3.60% . PMEEIZ 33\ TAHI O i/ NE EREE ) B
HAMET LD | [16. 48]

15. 1.2 AN BT 2 R e BhAIRIE AR AN B AT % T 78 L 7= R %
WL LR RBRY RO OBIEMEY D 2B\ T,
CYP2C19DPM %, L < IZIMTIZ. CYP2CI9DEM & Heils LT, A
GO LNE RA XY RRIEROBMBHE STV 5,

15.1.3 A > 2V v B CREIEFEREOFBLIZHLA-DRA (DRB1 % 0406)
LHR BT D L oWENDH DY, 2B, BAANIZHLA-DR4
(DRB1 % 0406) 2R AT HHENEH VL OWERH B,

[11. 1. 11&M]

16. ¥ EhEE

16. 1 mMAEE

16. 1.1 BEEEE
REFERAICZ mE R VAGEBE (/e M7 rre LT
75mg) % EEICHIERE 0BG L7854 OSR26334 (ERHW)
DIEYBIRE T XA — 2 FZUTF DO LBV TH B0,
#16-1 7 vV NI LoUkit e BEiE 0 5RO SR26334 O 38
WBNRE T A — X

tmax (hr) | Cmax (pg/mL) |tz (hr) | AUCo-ss (g * hr/mL)
1.9+0.8 2.297+0. 46 6.9+0.9 8.46+1. 36
(mean=S.D., n=12)
max © Fhe o HILFE H 0 B IR )

Crax @ Foe e IME
tize ARG
AUCo-4g = I ffE Py EE IR bR T i f (0~48HRFH])

16.1. 2 £YFHNRSFHEFER
(Zav N7 L ubETomg [84K))
st K7 UIVEET g [H8K) & 7T 8y 7 REETSmg % 7 1 A
==t EhENIEE (FrE 7 L)L e LTCT75mg)
TR R T3 ISR L RIRR O e - U C i B v AR 28 b AR B2 2 )
EL, BONI-EYEHE T A —% (AUC, Cpax) 122V T90%
{ZHE X MRS CRERHRNT 217 o 72 f5 5. 1og (0. 80) ~1og (1. 25)
OFPNTH O, WAl OEMENRSEES TR S iz,



#16-2 FEPEhE T A —H

HENRT A—H BBENRTA—H
AUCo-12 Chax tmax ti/2
(pg-hr/mL) | (pg/mL) (hr) (hr)
VAR A 4 2910. 6 2529.7 0.8 4.4
Tomg [#7k) +4484. 4 +4211.2 +0.5 +3.4
VAR TES 2626. 5 2118.7 1.0 4.1
75mg +3081. 4 +3078.6 +1.3 +0.9
(mean=S.D., n=44)
(pg/mL)
3000
—@— VOERJ L ILERT5mel 25441
—-O— FSE VY R T5mg
2500 -
n n=44
b
th 2000 |
7
£
|‘ 1500
4
L
Jk 1000
=
=4
500
00 : — o
0 2 4 6 8 10 12
B5 %O
B16-1 i @ e R L VREE

HHE PR EE N ONTAUC, Coax S D/ T A — & 1%, WBRE ORIR
IRIR OBEEEEL » RESE ORI L o TR D ATREND &
5o

16.3 27

Fy MIUC4-7 e R LR (Z7abe K7L e LT
5.0mg/kg) Z HEIREO&G L a, MOTREREX. Koo
AR N CHEH-0. 25~ 2R IS B s IS 7 L 72, U hE TR
VX, VAR RE - FIRONRICE < . MK, BHEL OVEHAG C
IR - 7212 Fh2, KERGIC X DK ~OZERMEITRD
ST NS,
16. 4 X3

70 N7 VVRRERHIZRI S -, IR CEIZ2 o DR
TRE#END, Thbb, (1) =27 7 =8Ik IEEHENE
W<d HSR26334 (FANH) AT IR L. (2) EHK
HER T b7 v —AP450 (CYP) 1T X A LB & A ik 5
LR TH D, BB ORKEREBR LT, IEEIHHAD LR S
;hémo

MAEFIZ I VDT, RE(LIR ORI 8 TIR < SR26334 3
WZfFE LTz, 7 v R L LVOFBEAAHICE 555 ~ o
o — AP4504y FHEIZ FITCYP2CI9TH Y . FDMICCYPLIAZ,
CYP2B6, CYP3A4%5:73BEH-4219~1D  F /= SR26334/XCYP2C9%
=L, 7V v U ERARIZCYP2C8 2 E T 518 19 (in
vitro), [10., 15.1. 1%J#]
16.5 ittt

R AICHC-4- 7 o ¥ R VAR (Ve RZLLe L
T75mg) ZHEREOKELG LG, BE5A%E TOMMED
BRI RIS RE DFI92%ITEE L, R FITITRI41%, HEp
WIS 1% PRI S 47220 (SHELANT—4),
16.6 BEDEREZHTHEE
16.6. 1 BHeEEETRE
BHEEAREREEZ VT F=0 7 )T 7 AZEVEE (5~
15mL/%y) & &R (30~60mL/4y) D27 N—FThiF, /1
v R UAKEEE (7t K7 LLe LTTmng/H) 28HMK
EROBE LS R, BEERBERRERE BV TSR
B4 BE T SR26334DAUCITAE )r » 722D (SME AT —#),
16.6.2 FFi8EEERE

A BE LR AL n B R LVEERE (/e K7L
e LCT75mg/H) Z10AMIKEROEES LR, REK
D Crax DR BT BV TR A R L TR &< EH L,
HEEBEDIE FIC L B2 v v R L LEREEE O~ DB BN 7
% X317, SR26334DIEMBENRE R T A — X [ TITENRBO LR
Motz WEAT—4),

16.6.3 CYPIC19BI=FEREZHTI8E

TERERR N &2 CYP2C19DAAHARE LTI U C3RE (B HEIMI) 121t
sae RZ LAl LTHRIC300mg, # D% 75mg/ H 46 H [E#
B4 238 % EfE LT-, CYP2019D2 > DB T-4M (CrP2C19%
2. CYP2C19%3) 1T\ TWFhnaE REEAKRITVWTR Y
~T SR E LTH o (PMEE) Tk, IEMEABMHAO
AUCo-24 B UCax 2y, BPAETRUAR EHEAIRRE (EMBE : CYP2C19%1/%*
1) CHBUTET LAY, 2B, BARANIRIT HPMOMEEIT,
18~22. 5% & DHENRH 52,

#16-3  f@HERE AT 31T B CYP2C1 93 {1 S T AN T PEA B i HA
DIRMEE T A —Z T RIFT B

) CYP2C193H 5 - T D
Be bR
EM M PM

Con 300mg (1HH) |29.8+9.88(19.6%4.73|11.4+4.25
(ng/mL) 75mg (THH) |11.1£4.67|7.00%3.81|3.90+1.36
AUCo-24 300mg (1HH) |39.9£16.8|25.7%6.06 | 15.9%4. 73
(ng * hr/ml) | 76mg (7THH) |11.1£3.79|7.20+1.93|4.58+1.61
(mean=*S.D.)

1)

EM : CYP2C19%1/%1

IM : CYP2C19%1/%2 & D \NECYP2C19%1 /%3

PM : CYP2C19%2/%2 . CYP2C19#%2/%3 3 5\ ML CIP2C19%3/%3
16. 7 EWMHEEER
16.7.1 LY =F

ERERANC 7 v R7 L VhiERE (QALEISHEHM, Z7ebE RS
L)L LCIHH300mg, 2~3H H75mg) &5 L., 1HHE3H
BiZL k7 U =K (0.25mg) Z0FA LR, v X7V =FD
Coax & PAUC)-olF, LR Y = REHMES Lz L& L L
CT1HBF2. 5% U%. 1f, 3H BIX2. 0O UB. offiighn L=, %
7oy t1203 L AR 25 TH - 7219 BREAT—4), [10.2%
& ]
16.7.2 €ELXINNT

T RERE A BPE2261IC 2 L3 32320, 2mg & 1 B 2[0] 10 B R 0 4
L., 7o K7 vara2%E40 Bi2300mg (n=21), & 550 A
MBH10H BIZ75mg (n=20) &R OFEG Uiz, BMEG Lzl
T, BLF 37 DChax K AUC)- 1203, #E54H H TIXL 35K
O AfFizEEm L, B510H BiX0. 98f%5 K . 15 CTH 7=, [H
BRIC, BT OIEVERHY (MRE-269) D Chax & MAUCo-12
1, #BE4H B TIEL TELO2. 2f%, #5100 B Tl ofg e O»®
2. TREIZHINN L7220, [10. 28]
16.8 =ik

(7 v & R7 L VEE25mg TH54K))

Ja e K7 L VEE25mg T AR (12, TE &SR 72580 E
K OEY LA RIEMERBRTA R T4 ) 2&k3&, Zae s
LV EETSmg [ hk) ZAEVERIAI L Lo & & IIHEENE L
< EMEERICRS L B sz,

17. BRER AR
17.1 EERUREHIZET 558
(EmMERmMERE (DREMEREZR) ROBRMGHED
17.1.1 EREMEFER
MMM A PR R 2t Bs, 7B R LVEERE (7=
ERZLELTTmg/H) IZHOWTF 7 o'y s 200mg
/B ZXRIEKE L TiThabiiz T EEREERGE (1, 1516]) (2
B AMEEEWDORBEREMET LT 2 A, T/ VU
Feth2. 6% (15/578f5]) (kL7 v v K7 L VEiERTES. 0% (17/
573(1) THY . Zu v RZUAFBENTF 7 o vy bkt
LRIHEOMEEERO V) A7 RBREGT D2 LB RENT
(N—RE0.977), F7=, MIEHREFTR (BMERED,
Bk i NORAD) . IFESRERESE . FESMEE O ik OV
OEEREERAORFOREAEIL, F7r Y HBE
15.1% (87/578%1]) Zxf L7 v ¥ K7 L LiBRHET. 0% (40/573
) THY, ZavE R VAMBEICEB O CARICEN -2
(p<0.001) 29,
7 a7 VIVEREEE O E 72 BWERIX v -GTP - 5-8. 2% (47/575
%), ALT E5-7.5% (43/575%1), AST E5-5.9% (34%1), K FH
4. 9% (28/575%1), A1-P_L5-4.2% (24/57541), & HiM3. 0%
(17/57561) ToH-7229,



(BROFEARFZ AT (PC1) AERASHhZRMmMEDER)
17.1.] BERENAERE (SHEEERE (FREHDE. JESTE
FOHEE))
FEST RSB EIE AR 2 X812, 7 AE Y »81~100mg/ H
FRHMIEL L, 7o RS UVAREE (7o K7 Lrd LT
WIEE300mg, HEFFET5mg/H) IO\ TF 7 n vy U HHERE
200mg/ H ZXfMRIE L U CfThoh iz —EHERILKRB (79941])
WZBTDEINEA R b BB, RO, AT O
FifT) ORBBEMATLIZL 2 A, F7 a0 B9, 52%
(38/3994) 1Txt L2 v K7 L LRREEEE10. 25% (41/40041)
THO., 7at R VARBEORDIETT 7 v ey HEEE
ERIFRETH D Z DR E N (BER 28 HE B -0. 73% [l
THI9G%EHEX [ : —4.87, 3.41]),
—J. BIMERZERRIL, F7 oY U HERES5. 3% (219/396
B Izxt L7 v v K7 UoVEiBgE44. 9% (178/396f1) &7 m
K7 U VERERE CIKD o 7o (RER 22 HEEME 10. 35% [I{H195%
fEHEIX M ;3. 43, 17.28]),
Ja v K7 UVHEEHE O 72 BIWER X, ALTHEMN5. 2% (60/396
). ASTHEMNLL. 6% (46/396%1), v -GPTHIMO. 3% (37/3964) .
MATALPESNG. 1% (24/396%1) THo7-, Fi-. B,
Mgk, HERERE E & O 5. LI E > 7= IEA O R EHEED
WEHE, F27 oY 29, 57% (118/399%41]) 1ZxiL 7 1
v R 7 LOVEERHE 2324, 25% (97/400f) T v WEIR A R
ANHEATOEEEZ B LIZMETIEZ 0 ¥ K7 LILVRBRIE N A
B> 72 (p=0.0358), HIfhEA <> b (FEHES) O3
BRI o v R 7 VVRREREE T7. 75% (31/400%1), F7 vy
R C5. 01% (20/399%1) (Pearson’s x 2M7E : p=0.1135)
ThHo, HiltEs <>~ BEHER) ORBIFZ/ o K7L
TREAYE T2, 00% (8/400f]) . F 7 v ©° R T2. 01% (8/
399f) (Pearson’s x2ME : p=0.9960) Th~>7-20, F/-, #&
HRRA1I~TH BICRB Lz HimtE A <> b (FHEHSR) 37 nm
R L URRERHE T3, 50% (14/400f), F 7 1 &' U IEERIE T
3.01% (12/399%1) TohoTz, ERKZHMORE R, F7 1
YV VBRI BT DR EBNR S A S AT IERETT B TIX2. 62%
(10/382%1) . FEEHAR A 2 AHTHEATEITIL70. 59% (12/1741)
THhol=DIZx L, 7 rt K7 U ERE CliZznil. 88%
(7 /373f), 59.26% (16/27#) TdH -7, F/=, 7ot K
7V OVREEEE O B R S A oS AT 1 D E AR A o
FEBLEIL, EENR S A SR THETT AT ORI R A37 B 2L E
BICIX3/761 (42.9%) THo7-0iZxt L, A7 H AR ORI T
1%13/20451 (65.0%) TH 7229, [8.2, 8.8%M]
17.1.3 EREMEERE (REPDE. BEIAELHIEE)
& B2 B SEE B AIRIEZ R AT 23 188 & 4 B 22 TE B UE / IR 1 oD F5 A8 2
HBEAEIIRIZ, 7AE Y 81~100mg/H # 3L L, 7t
K7 LVkilgtE (7o RZLLe LTHEE300mg, #HERFE
75mg/ H) IZDOWTF 7 m &y HEEE200mg/ B 2 % RIR & L
TATho iz —EEMIERER (93141 B\ T2l £ To
FELA R b (BTORE, AEOHEE, AT HE O
1. A7 v MRSE) OREHRBEELMFT LIz A, Fo 1
v RN, % (EEREIS ¢ 45/46501) 2L/ n RS L
JVIREERD. 0% (FEBIEIA : 43/466f1) TH o7z (NF— K
0.945 [M{HI9S%ISHEXE ¢ 0.622, 1.436]), E7-. TEL - fid
M ARy~ (BTOFEE, APEOFHEZE, AT E &M ok
1. A7 v MRSE, MZET) ORBERBELEEKIC, 771
v U MR 10. 4% (ERBLEIA - 48/465(1) Lz NS
LOVIRERYED. 0% (GEBLEIA @ 43/466%1) THY (~N¥—Fk
0.886 [Mifl95%(SHE XM : 0.587, 1.337]), 7 B E R LR
PR OB IIEILT 7 v BV R L RIRRE TH D Z L RIE
iz,
—J7. BMERRIREIAIL, 77 oY RS9, 8% (199/500
) W2kt L 27 v K7 LVRREEH20. 2% (101/499%1) &7 m v
K7 VRIS TR o 7=, £72, BERZpHMm, mgEE, i
HERERE R O G I E - -RIER 2 A Lo 12iE B
FCOBRMBHRRIL, F7 o t" Y U EEE30.9% GEBLEE
159/465%1) 1Zxt L2 v & R 7 L ARRESE 238, 9% (FsBIEIG -
47/466%1) THY . Z ot R UVARBENAEEIZE» -7
(stratified log-rank testiD : p<0.0001, ~~#— FE0. 259
[i{95%{EMEIX R : 0. 187, 0.359]), HifitEA < ho12:8
HE COBRBRRKILZ o v F7 LAREREL 3% GEERES -
6/46601), I v BV B0, 9% (FRIELEIL : 4/4656%1) T
BRBIIRD LN o7~ (stratified log-rank test?tD
1 p=0.5292, N~V — FH1. 497 [HI95%EHE X[ - 0. 422,
5.306]) 2. 3D [8. 8]

17.1. 4 Bo B MAEEER
FEST [ F- AP R 12, 5620 & %t 5 & L7- “EHEMILE:
B (CURE) T, T AY U 75~325mg/ H A FEfMEIEL L, 71
R VRS (7 RZLrd LTolE&E300mg, HEEE
B75mg/ H) IZOoWTF T RE iz, mEMEEs (DM
B, OMHEEROWAES) BIED Y 27 BONRERFL, 7
0 R L VRRERE 319, 6%DFE% Y A 7 BN R E R TS
EARENT (p<0.001), Fi, MmAEMEFE (OIMEE, O
FEZE, 2R e ONRERIEPIMERE L) RAED ) 2 7 BB FIc >
WTh, 7B E RS LVERBEIEIT1S. 1Dt 2 7 B #
EHTHIEIRENT (p€0.001), 7B, AfE o i
DFEBRIITW RN EITRBO b o 7= (p=0.1251),
HEFEZORBERIL, 7o F7 UVUREBERAL 7% (2,612/
6, 259%1) . T B AREE40. 1% (2,530/6,303%1) THY . WEET
FERZETHoT=, TT7EREELIY L7 v R7 UL
DIEBLFEN0. 3%LL L@ > A EFGIL., FEMED 2. 4%
(148/6, 259%1) . J571.5% (93/6, 2594%1) . #4451, 4% (87/
6, 25941) . &1, 1% (70/6, 2694]) T -7-32),
CREBIARERICH 1+ 5 M - EeR RO
17.1.5 EIRFEMEHER
KEIREBERET ZRRIZ, 7 KT LV (/e R
J Ll LTT7mg/H) IZOWTF 7 r 'y HEEH200mg/ A
AR L LTItz ZEEMRIILEGERR (43141) 2B\ T
12 B ECOMmEMEA X b REE, OHEE, Zofol
ML, BEltEA X2 M XD ABE) ORERRLZ N L1
LA, Frur Y o EEEE. 9% (FEEEIA  2/21661) (T%f
L7 a bt N7 UUEREEHED. 9% (CEELEIA @ 2/21541) THY
7 a e K7 VIV OAMNEITT 7 v 0 o EReE & [RFEE
ThHDHZEWRBEISNT-,
—J7. BIEAOL12 B £ CORBRERIT, Fru v g
H35. 6% (FEBLEIA @ 77/21641) 12kt L7 v & R7 LVLRERE
15.5% (FEEEIA : 35/215M41) &7 v b NI LIVERBRENFAE
W&y > 7= (stratified log—rank test®™®2 : p<0.0001,
H— R0 403 [RI95%{E 4 IX [ @ 0.270, 0.603]), Z7a &K
7 VVERIBIE O FRFEIER (FBLE2%LL ) 1. v -GTPHIIN &
OALTHII2S ZnFh2. 3% (5/2156]) TH-o7=, £7-. EKRZ
HifL, figfess, FFHSRERE S R O EE RBIER 284 LIz iEiE
D12 EH ETORBERIRIL, F7 oD HEEEL3. 6% (5§
BES : 30/216f1) 12xf L7 1 & R 7 L VRiERIE 232, 4% (B
E|E . 5/2156]) THV, 7 v ¥ K7 LARBENAEIZK
Motz (stratified log-rank test™? :p<0.0001, ~PF—F
F0. 161 [WifHI95%(Z 48X : 0. 062, 0.416]), HifHA RS
D12 H F TORBBHARITZ v K7 LVEREES. 4% (G881
FE 0 19/21561) . Fru vy HEERET. 0% (BEEIS @ 15/
21645]) CTHERZEIRD LN -7- (stratified log-rank
test?2) : p=0.4478, ~Y— FE1.300 [ifI95%1E HE X [# :
0.659, 2.561]) 39 30
(RMERMEREE (DREMEREZR ) R2OBRMFRYT
RIEBARERIZH (5042 - TR OHF)D
17. 1.6 @ E MAEEER
BUREE LR R (R i A B, RSB IRE AR SE) 19, 185
Bl & xtg & Uic “EE MG (CAPRIE) T, Z/mrERJ L
LR (7 e RZ7 L)L e LCT76mg/H) IZOWVWTT ALY
2326mg/ H A2 xf R, ISPl (R i i A B s O i
FEIE R ONMLAESE) BIED U A7 A RERFIL, 7 RS
L VBRIEYEIES. ThDFRIY ) 2 7 BB A2/ T D LIRS
N7 (p=0.045), F7-. MEEOHEFLREHR (FuLr ks L
IUTRERIERERG. 26%, 7 A BTV L HE86. 48%) ITFEITRO bR
Motz (p=0.640) 39,
WHED 7 AU ORHERRNEZ KT & Licstratified log-
rank test
H2) OO FLlL/ NMEED G OF M, LI B DU R I
PN I A8 B 5 D BEATE XU A DHE O A 6, FE IR O A& fF o4
A K1 & Uizstratified log-rank test

18. FExhERE
18. 1 {EFHgF
7 at N7 VVERERHE OTGPEREH A . R AR /M
ADPEZ AR 7 4 A TPV 12T L, ADPOFE G ZBAET S 2
Lk, /R OTEMEAIC ES < /R ERE & 9 537,
Fio, Ty MIBWTROONZa T — U RREE b v
BN L DI MREEEICRTT D 7 v RS L OVRREEHE O I
I, 26 ORNPLIZ L » TH/IMED S A S A72ADPIZ L 5

M /MREEEE) 39 2445 Z LS L ExR BN, (8.7
2]



18. 2 m/MRSES ISR
7 a v R7VIVEREREIL in vitro T/ MRIEEEEBIHI1EH % %
BT, #AOKG%, IFCR#E =T CTEER#EDLERY .
ADPHIIC & % /MR D IEHEARIZ H: -5 < Eﬂ/J\*ﬁ@x%ﬁE%ﬁﬂ?ﬁH‘
53D,
Ty FTEa T U RMRIRE b e v T XD Wk

DO HFRD BTN B 39
R AR 2405l 7 2 ¥ K2 L L10~75mg/ H 210 H B 18
1’*13#251/715# L/ ISR SR EE B 1) 28 0D 55 I K O I B R oD SIE
BB TNDHY,
%Pﬁm‘z}\lom%ﬂ%c; sat k7L ioa—F 47 R—X
(FIEl B 5-300mg., % H LLMEIL75mg % 1 H 11515 H B4R 0 #%

By LI u—F 17 F—X (TomgZx 1 H1A6 H B ER A #
5) OfE - BETOZ o A4 — =R X 58552470, 1
IMREEEIIRIER IC DWW TG L7, TORER, n—F 47
F—XBEE, v —F 1 7 F— KRR, e 514 20
M2 5 /MR EEIRIER (/RIS o) 2R Lz,
300mgDH—F f > 7 F—=AIZ &0 | $e 540 A Ol MUEEE
HIHRITH30~40% % s L, H) 5/ EEERICETIRE L & 2
HALD M/IMUEEISIEDO L cE 5P H L VEL TV
B, B—F 4 7 F—=X%& LWIEE TIIE54 B o i/ ok
SR RITKIIB T I - 7210,
TR B 71661 25 RIC7 v K7 L)L (Tomgx 1HLE]) %
10 A K& 5%, R/ MREESE AR (5uM ADPZ i maximum
platelet aggregation intensity (MAI)) [EI{EHIM] 2t L
Tro TOFER, 70 RZ UL ORKEGSHTH BIZIIMATIZH
Gl (7 v K7 L VEGRIMAT £ 15%LAN) (28l L7212,
[8. 2]
18.3 fumiehE
7 a e R UUVEREBEEIL, BOBEICXY, m/MROTEMERIC
S MAEREIHT D, 7 vt K7 LIVRRERE L RS
fRifikeEF L (T v b)) B BEFRe Y TV (T v
b)) W ERBRE SR MR T T (f X) 9 SEERS
/v»—/lj\]ﬁ{g T ('747‘% 10 25 %E@J#Hﬁ/ﬂ’
Y RETL (THX) 19 kb\frfnﬁﬁ/ﬁk’%?fmﬁl L. FKIKE)
WRA ifL A2 & 7 /L T IR AR T BN FE D THEZE Y1 X & i/ )

L7z, ‘EEJH)T?/\/V—/WEZ?E%:ETII/ AT v R E B ERR
Ty Y NET USRI B MBRIEEMEINRILT AV > & O
Ltk%iﬂﬂb”ﬁbto

19. H2IRE 5 BT 2 BIEENMR
—i%4 7 v v R U (Clopidogrel Sulfate)
b4 : Methyl (25 ) —2-(2—-chlorophenyl) -2-[6, 7-
dihydrothieno[3, 2-c lpyridin-5(4/#)-yl]acetate
monosulfate
Gt CreHi6CINOoS  HaS04
0 419. 90
C HE~EE A AORBRIEOBREUIMETH 5,
KXIFA S 7 =TT, =%/ —/b (99.5)
WZRRBE TR,
JAZ Lo TR ICHBt L 72 5,
RS, L KILTT°C (5 fR)
FERZIERRDOEND,
e S

® H2S04

20 kL EDERE
SMRBHER I, B RS TIRIFS D 2 &,

1. a%
(VBEFJLILEELmg TR
1008 [1082 (PTP) X10]
14088 [148% (PTP) X 10]
50088 [, /N7, #EAIAY ]
(U EFRJULILERISmg THHKD
1008 [108€ (PTP) X 10]
1408 [148€ (PTP) X 10]
5008E [10&E (PTP) X50]
5008 [, /N7, #IRAIAY ]
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