202443 A eiET (B8 L) HASEEm D HES
873399
Pl iRl
7 AEV VimaE
o
By FERR
P AV 100mg! ZE )
ASPIRIN ENTERIC COATED TasLets 100mg"ZE.

BRE ¢ ERRF A& S  |30100AMX00076000
BREARE : 34 IR5ehfn 2003%7AH

2. ER(ROEBEICIFFSLENT L)

2.1 BRIORR D XAE Y ) FIOVEERBIAN 0 LB EUE O BEEE D
»oHEH

2.2 MEHEEOH 2BE([TURY ZS5 Y VAL RINEIER
&, BoMHRENIEAD L, HthBE2E(LsEs2 &
BH5.109.1.1, 11.1.7 B8]

2.3 HIfER O & 5 BE [M/MUBSREEE PRS2 &V dH D7
», HIER2ET52BZFNHFH5.1[9.1.3. 11.1.2 &
f8)

24 7AE) VB GERA T O A NEEAEBRISIC L 5MEH
EDFEFHR)RIZZFOBREROH SBE[EELRT7T ALY VIFE
HEZFRSVDENH5.1[9.1.4, 11.1.5 BH]

2.5 HEFEHI2BELUAOIERF9.5.1 BR]

2.6 BHEAFER., FHAERIIHR.7.1 8]
3. #RK - IR
3.1 #8m
Ejiﬁ * 6}% o N
(1520h) HRFE 7AY > 100mg
FETWITTUS Y, ERELE—-A, R
JEZ LT NI—V(EFTFAL) . A5
Al VLI RY)<v—LD. 57U LEEBNa, &
YUY LR—1+80, L7, eSaxu—2A,
JIVEBMNYIFIL, ALFoNay
3.2 RFIDOMR
R B - 74 VA —F 1 v 78BS
w | ® O =
Bt %:7.2mm E#A:3.4mm HE:138mg
Bala— R ZE100

4. SHEEX [F3H5R
OTEHEEICHIF B Mie - FEFRDINH|
* BODVE (IBMERTERDE. NRESLVE)
- IDEARE
- EMAMERE (—EMHREMFAERE (TIA) . KifEE)
ORBEIR/ N1 /YR i (CABG) 8 2 L3 #2 FZ 12 & 7 Eh AR AZ At i
(PTCA) fE{T#C 8517 B Mie - ZAERZR DOHH|
O (NIFRIC K2 DMEREEZSD)

6. BERURE

CBRDVE (1B ZESOIMEE. ANRESRIE) . (DAFEZE. BRI

BEE (—BEMEIMREIE (TIA) . MERE) (CHT M - B

BOIMEH. BEIR/ N /¥R (CABG) 2 W\ [EIRE R EBE IR

AT (PTCA) fEfT# C B 1F 2 M2 - ERTEROIFIICERT 518

=)

BH. BRAI
Do
7B, FERICK D 1E300mgE THETE %,

IR 01 IERIC X2 DMEREEZZD) (CERT 2HE)
LI SIIEIE, 7 ALY > & Ll BikELkgdh 7 30~
50mg%3EIC3 I TROKSET 5. MEEEORIERY S8 HEH
k. 7AEY » & LTIHMAELkgH - V3 ~5mg% | [EHEOH#H
5935,

B IERICIGCCEEEET 5.

7. ERUREICEEY 535

7.1 B OHEEL S CICMEEREOMIERICB VT, i
M/MEERORE 22 HAIE, HIERSEHICEARFZTD
DHELIZD. PHRBVWTRATSZ &, [17.1.1 2]

E7 A &L T100mg% 1 H1EREORE S

7.2 DEEERE KRR BERTBHIRERAN (PTCA) ETERED
THBBIIBLW TR, FABOHE2KET A ENEEL
L)l)

73 JRAIE LT)IIBR OB D ZIRE., HE2FBT LN
L,

7.4 IR T FRERE » AR, M/IMRIBRERELTTEL TS D
T, IR OEEHICBWT., KAl %2 FHEXK2~3 7 AMKS
L. ZO®MELLT I —-NEOEHIREE CHENIRRENTT D
5N VIEEICIE. KFlOBE2HIET 22 &, HEIRE:2E
B U2 RERI Tl BB ORISR SN2 E TRE5%
WiE T 5 EANEE L,

5 IR DR IC B W T EHAE TIE+53 7% /MR RE D 1]
PROLNZWVWEELH -0, BE. M/IMREEREDORIESE
EERTHI L,

8. EELREARNER

8.1 MEEBREADEREIIHI--> TlE. o M/MREESE 2 H 4
HEAE L OMBEFAICEET AL LB, BIESRERT S
BEANOHESIEEICTV., HE5FE+ARMEOTY ba—
LETH T E, [10.2, 11.1.2 ]

8.2 IR Ic L TRET 215/
BTV, BEFIROSNZHEICIBE. KAESOBE42E
Br#ETsE, [0.7.3. 11.1.6 2]

8.3 JIlEmEE (BRI & A DMEREREZST) I L TER
BE5T 25810, ENICERRE (REE. MRS OH
BERES)21T52 &, /2. BEENRDSNZBEITIEHE
8. KESo#EsEEL2# T L. [9.7.3. 11.1.6 3]

9 ﬁm@“géﬁiémﬁkﬁiéia
SHIE - BEEEEDHDEE

911%%%%%@%&@@%6%%
HItHBEE2BERSEH2EDH 5, (2.2, 11.1.7 BE]

9.1.2 MEDEEXFZDEIFEDH D EE
MEDORE % B IHRSEL2BZIDH 5.

9.1.3 HIMEEDNFREDFH 3 EE
HI 2RI E2BEFNTH 5. [2.3. 11.1.2 BE]

9.1.4 [EXMBDHZEE (P ALY VHEZET DBEEMR

<)
TACY VIETHEWI &2 H R ICHERT AL, REXHE
OBRZFOHRIZIET A VIGEBRELEENTWA A REENH
D, ZhoDBETIEELMBRELFRIEL22LDH 5,
(2.4, 11.1.5 BHg]

9.1.5 ZILO—ILEEBRLTWVBESE
TLaA—)VERBICRAT % &, ELE M2 FHHRITERT
BT EH B, [10.2, 11.1.2 BE]

9.1.6 Filr. DEHT—TILREN ke 1:BRIUADESE
Fii. DMEH T —TFUREN R IREROKNEZENSE 5B
TnndH 5,

9.1.7 RO RIEERERBEIORIRSICLDHELEEED
HBEET. FEHORPRSHUHETHY. DIV IFOR
F—=ILICKDBEDITTONTVDES
AH % MRS T A5, TORB2EEL. HEICKRE
T5ZE, IVFURM—IVIZIERAT UL FHEHRERAIC X
DECLHEIEEEEZEE - RELTWSY, IV TR
b —iC K BIBEICERE 2R IHLEBEEL H 5.

9.2 BikeEEERE

9.2.1 BEEN(FZDEHEIFEDHZEE
BEE2ENIFERSEL2B8ZNMDNH 5,

9.3 frigeEEERE

9.3.1 FEEXIFZDEEREDH D EE
FREE2BECLIIHEFESELIBZNWIH 5,

13 EE. FRRER

[11.1.4 ]

[11.1.6 ]



9.5 1FiE

9.5.1 HEFEH1 2BHUADTIF
BELAWZ &, BREROERE. BRE O RN, F+=EIX
WOME, SMBHMOBEIC YRS 5BENDH 5, WHT
DORBELBERAETIE. FEEPOTAE) VIRHAEARKEE
BHEORRERIIBEENTH 50, EHERA LB, &
AROEIM., EREZOBII. SREHOERE. HE, JEE. #i
EROERERD - EC L EORBEARBLL2BZENEBETE
BWEDHENH B, /2. b M TIEHERBICKRSEN-BE
ROZFOHERICHMEE NS S5 bN - OWRENH ., &5
2y HIREKRHAD S v MCRE L-ERT. BULRROBIRE IX
MEFREEShTWS, [2.5 2]

9.5.2 {HE (fe 2 L. EEFEB1 2BLURNDIRIFR <) XIEiTR
LTWLWSTaEEDH D
HELOBRESEREE LES SN 555 IC0AEE
TH5ZE, YruFFIrF—CHER GROA ALH) 2iEiE
WAL BEOBHERERCRERAD. ZICES EKB
PEDPEELLEOBREN DS, BWER(S v ) THBEMLEE
AXHobNi-EDRENH 5, HRHAKOER, BHEICD
BRBEBENDDH 5,

9.6 EILIR
BT OLEICIAERSTRBELZBISES L, BAT
ABITTAHIEDPMESNTVS,

9.7 INR

9.7.1 BHAKER, FAERIZARICIFES LR &, 5E4
THHIERBNDHEERIARETH 5. [2.6 BHE]

9.7.2 IRICIIAROBE R AR e Z & 2R L T HEICKRS
THZE,

973 BEDREZHE LAV SEHEKKKRET A L, NEET
X BUERN S 5 bR v, JIIBROEEICE W THHEEER
EORENHHOT, BWE. FEEREZITVL., BRI S L,
[8.2. 8.3 &MH]

9.7.4 YU FINBAMAOHEHAERIIBRVPELELZS DD, XK
EICBWTHY FILBEREA & 5 EERE OBEE2RTE
FHRBWMENHHDT. KEZISHRBOKE, A>T NLITY
POBRFIEE LW EEZRANETEH, RLEBEITHRET
HEHICIE. HEICEE L, B5%0BEOREL H7ICER
T5ZE2, FAERE  NRICBVLWTED TENIIKE. 1
VINIUYEDT AN AEEBOLTHR. ML WIER, BEiE
fEE, B (SEIEE) & ATEIE e O EtE. I b
Y RYTZEE, AST - ALT - LDH - CKo&#Ez LR, 57>
EoFIME. K70 ba s ke, RIS O RER AR R
WCHRHAT AERTERORETDH 5.

9.75 YV FLVEBRHEFOHEHERIBEIPEELRLL2bDD, XK
EliZBWTH Y FILERRBA & S5 A EREE OBEE 2 RTE
ZREHRED» H L0 T, RFBREHROISERRED)IEHED EH
WKE, 4 VT VI VP ERELLBAICE. 52 ThHid 3
ZEEFRAET RN, RPCEBIREEMET 2HAICIE. E
BICHREL., BEBOBEORELZ TDICBET S L,

9.8 SHE
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FFHERE e EDOETBESET LTV A0, BRI H5bh
90,

10. tBE{EFR
10.2 HEER(HBITERT DI L)

AP E ARG - 1BETE | W - fERET
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7<) RGUEE | OfFR 2L, H IEa L) v
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AP E

MR - IEE T

P - fEpREA T

A7 E

HARLER - $BETE

W - fERA T

T bV W7 =1 VRE | KAl (BHERSE) Zrua) LK BEESERT S | BREEOREMASME
ZETESEZP. k| ZMEY 287128 W, >razR) Y | END D, HiHmRshse®
WER7 =MV | ALIET =Y Z6N3,
WEZETSERZV | EBHEL, HHESYE FITLNNVAAL | T2 VLAR MO | BERH,
EORENDBD| % MEEHREN A
T RB7z=brY BTEDHDo
BEICEOSLWTHE TURY T Yy |k MY VST | IS EAID A &
T 5 BRI RAER Doy baryARFH 2 | GICNT HHEEER | 55 287 fEEH
EERHEEICBET D AR BARFEGUA OET (in vitro )12 | (L CEHR L., HEER
Z&o I3 hany, BT, AANCE Y | IHFREDF LRI 2
BIBREARILE VAl | AE (BRHERSE) | BFIEAREHE, I ray Ak NS DEHRDIER | EEZXS5ND,
RYRAZI E DN ICEIB R BRGNS AT S
Frk=vur |BRLVEVEIZER ZENH B
AFLTVERZV | TH5E, FUFILE BRIt O b=V REORFEHM (| SSRIOKESICELD
o & FEERITIEN B DA & HEEA REM, E£HEE) ., | IVWMREESHE S
MESNTVWD, £ (SSRI) HMmAER (B BRI | L. ARElE ORI
7o HLEHMZ TIURFH IV | F)FHRES ATV | X0 IR AR
BMEHBHIENER LA VR %, THEEXOGNS,
5N %, 1 S N RV
U F 77 L BYA VF I LREEES | AR (GHERER) &
TIENMESNT | RBOTSURY T [8.1. 11.1.2 ]
W3, VI VDOEAREN Tl a—)L HILEHRMAEES | TLI—VICLDE
L. BmieE %z R [9.1.5, 11.1.2 & |\ haBEhPH 5, |HEREEARFOS
bagrEick | URAY TSI UE
D, VFILDOEH REEEHAICKD .
MrERsEsZE LENI ST fa=ta st}
PEILND, PRI HEEZS
F7YRRMERA | s 0FEFOER | RFIEEO S0 Ry h3,
b Rarousd7 | 2EFESELIEN | TT IV OERR =
AT WEINTVS, | EIHLT, A & 1. BIfFA ‘ 5
L— TRIRFH K O 1K B S A WOBMER»PH S5 bNBEZENHHDT, BEEZ+HTITITV,
Tt IR U. FIRAIOK. BEEIROONTGAICEBREEZPILT 54 @Y S 0B %217
5 — b 22 &,
SRS 11 masaeR
2. M1 Y390, PFI45FY— (0T NOHERH)
FOT5 ) a— | REBEEHT LN AT HETURY CARER) 55 DN 2 EAH 5o
ket WESNTVE, |FIr Y oke| 1112 HIGEEAR \ . .
Py o T I M 55 0 SR P L (RDMRTERR © B, B - ML, AR
ACERRZH ME% FEsd22 E. FESE), M, EeERL, SR, REHNESH
T+57F) el EAEZ SN, 5bhBbI ENHD. [2.3. 8.1, 9.1.3, 9.1.5, 10.2 BfK]
S EeEEs 11.1.3 hEMRIRFERARAE (Toxic Epidermal Necrolysis :
—ras e SB | = O R YD | ARIETARY TS TEN) . )‘s’il%*ﬁﬁﬁﬁﬂﬁﬂiﬁ (Stevens-JohnsonfE(&ES) . (& <A
il ERERESEHC | ¥V DEAREN e A O " !
ity Mg B b b, 11.1.4 BERRERAN, MIMRES. EMIRELS (V03 s 5
R % I S )
(BRI 2 M St 5 = 11.1.5 G2 FE GEEARH)
Uik ackinch Y el R —
TR = R = £ 1. AEfRE. ®E(LY SHEA
Ny ZTavay | 5. R g 5 BHEDNBIENHS. [8.2, 83, 9.3.1 BH]
o TR S TR BEOE e T, 11.1.7 SEIEIEES. 15 - KESES (0 1o SEAH)
S A ’ TrECdCEnD TIL(A L) 245 BiEE - + ZHEBESEEOHEEEEN D
PN P EbNBZENHB. £z, HLEHM. BESL. 2% - B
YA BEMD DG KBRS ODNECEHS S, 122
9.1. 23
NUAZFA-- ) >
8.1, 11.1.2 BIE] 11.2 ZOHMOBIER S
= EY DI/ MDY 71 R
;;33;;\/ ﬁ%%g’ﬁf*ﬁ ?J;’if f{ﬁ Hite BmREE, B, E. 00, Bk, LA,
= DA DREDD 5. (COX-1) &EAAID B, DEIER, i, K, BD. &K
2N v A EHET 270 T, HHAHUSR
LEZ5ND, BHE CARE. BE, FiE
REBKBERIEA | 75 U5 3 N | AAIZMES > /57 ikis3 Al MVMREGGER T (il R RAER)
TEYVIINE EREBBRL. BIEALLT Y Y FUf TORE, KPP, FEE
B, SEELS O | 7 I REBERL, B R |V, FBEH, S
BRIER. RBHET | HSE5, il AST 15, ALT 5
VR—YRERET 1L B
FTIEPRESINT TERER MAEERT, MERX, OEEE
Wb, IR R SREZR, BR
FARVIVERIE | HEEEEEZECT | 2 U RPRESH BREER AR, WK, HIg, B
[11.1.7 1] ZENH B BT WA RS h Z DAt W, AT > F—2 A, BRRE KIKE
%,




13. BEKRS

13.1 EER
HIR., »x ., BHFE. B, 8@, 85 OMFREOTHER
2S5 MARED EFICHEN. EEOBFER. FRETILHO—
VAL REET Y RV X, B, B, FRA2ErR0 5
Nhs, [16.3 ]

13.2 &
B, B, BHERKRES (2L, BHXCBERER) . R
FAICEDTY R—YZARIE. TUAVREHE (2720, Bk
PEEOHE) . MBEN. BRERENZLBEIIECTTI.
[16.5 ZHH]

14. BRA_LOEE

14.1 ERRSBOER

14.1.1 AHRZBIBRETHHDOT. BHOHEEL S CICNEES
HHHOMIEBICHWAHEDNE, El-720, BrnizD, 7
DORLEDLEVT, FOFELETICRASESZ &,

14.1.2 AENIZEERORAZ#IT 5 EEE L,

14.2 ZERIZAIEFDER
PTPEZEOEAIPTPY — 2S5O L THRAYT % LS5 EHE
T5ZE, PTPY— FOBEAUICEK D, BOLHAIRA AR
FAL. BIZIZFEAZBZ L THEBAR S OEE L SHHEZ HF
HITBHIEND B

15. ZDH/DZFE

15.1 ERRERICE I EHR

15.1.1 FEX T u A FHEHAERA 2 BB ES ShTw 5 4ciic
BOLT, —BREREFRD SNz EDRENDH S,

15.2 FEBRIRSABRICE D < 1B

15.2.1 In vitro DREBICBWT. 7AYY V&L ra i
HAARICEORBMESNBERIPHIANRBN(I RTIV)D TN
rarBAaGEEE L EORENDH Y,

16. EMENE

16.1 MRE

16.1.1 @RS
BERABEICT ALY VBEH100mg 2 22N B % 14 5
LzBOEMBE/ T A -7 BUTOEBDTHEY.

Crnax Trnax AUC ti
(png/L) (h) (ng-h/L) (h)
7 AEY » 455.3 4.00 542.2 0.44

Crmax : B MMAHERE  Tmax ¢ e M 3 RS B EE R
AUC : AR E R P B te ¢ R
(Crmaxs AUC ti2 : SAITFIIE, Trax © HRE. n=6)
BB, TACY VIBESEE. BF(7 ALY VEmEGEE) L
BLUTHRNAEBES 20T, MH7 AV ROYY FILEED
ToaxPEL . CoadBEWY (HEAT—%),
16.1.2 £YZHEIEF R
7 A VIRESE100mg ZE | & @B A S FIC 188 (7 A
> ELT100mg) A BER KRS U7z & & OEYMBIRIZDIT
DEBYTH 729,
(MEOERAR O SEEOEMHNRSERBR ST A K51 ]
IRV, B b ERNRE LEZNESEERBRICEONL TR
Y U$E100mg & RIS TSR Sz IHAA A L. BLK
BANZ OV TEM L EMFNRSERBRICBT 557 —%)
HEHEE ST R — 4

HEINT A —H BEINT X =4
AUC(0-12) Cinax Trax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
T A VIGVEE
+ + + +
100mg[ZE] 628.4+181.8392.8+1845| 4.1+£1.3 | 1.1+1.6

(Mean=S.D., n=20)

(ng/mL)

500

400 —e— TRAEY LBAR100me [ZE]

Mean *+ S.D., n=20

300

MEE SN N BB

100 r

B (hr)
M7 2 ) > R

MAFFEES FICAUC, CrnaED/ST X —F 1%, WEE DR
R EEORENEIL - BEEORBESIC X > TRE 2R
BH%

16.3 91
F U FOLVBIEPRERER. 3. REEE2EC25 088X
MERBEHICIES 56T . BIREOFHANRD 515D MmEE,
frig. BEE. Dl fithd. YUFLBOY VIR TEER
MR EREEZ R L RBEE (<100 1 g/mL) TIZF90%
THHDIH L. BEEE(>400 ug/mL) TIEN75%TH 5.
HEZ0#EREOMBBREIZ. M) FILEEEED200
ng/mLICET 5 EROS5N S, EEOHBMEMEMIT400ug/mL
ABAHERHATIVHNEAT—4). [13.1 2]

16.4
7 AU VI E TORIGERRE R CEMARN (F & UTHIE) T
UFILBBIZHASEESNS, U FILEBITESSIC, EENTS
Uy UaRRO TV a v BaAsEZT. £ I —HidK
BbE2ZTroFOVBIREBESNS. MFEED LRI,
B FOUEABEEIZBANCGEL, 287 )T SV ADPETT 5,
HHAR(10~20g) #E5H T, V) FILEEO R 208
BHBIAHEIERETLHIENDHAVYHEAT—4),

16.5 kit
T A VIGTESE100mg 2 ZEREEREOKR S L L &, B5
B4 E CICBREEBDORFZ BT ) ¥ L— b & LTRPICHE
Hah, BE524M O RPZEHEMRIZN0%TH 57z, TV
FNVBEOE V)T T > RIRpHEKFEMEZ TR L. EpHTIZ5%AK
WTHDH. pH>6.5TIE80WU LELED I ENS. ROT IV
AVLIEBERSEODMNEBELEETH A (NEAT—%),
[13.2 2]

17. BRRRE

17.1 BERUORLEICET 25R

17.1.1 BRIREIE

(1) BEBEACR L7 A U BESE (650mg) ™ % Bl 5 L 7
B, M/MEY 7ot 27 F—EREOHEEER RS %4E
FE»SFHHE L. BERIOBMBEICRAE 2722 AHEAT—
%)

(2) BERACR L7 A VGEHE(325mg) ™ % » AR 0 TR
HEE7-548, /MOESEIEERITREIICHKI L. RAKLS
SFEEVADPRUIE R 7Y VT & B IM/MRERSE D EEN I
MiEdR b a > RFH B (TXB2) DETRAERD 5710 (SE A
TF—=%). [7.1 2]

17.1.2 BRERZHR

(1) ALERVERERCBERERVERZFICH LT ALY ¥
75~1500mg/H® 25 L - “EEREBERBSEICB VT, D
PHEERERRCMERECROERERETRFROONTL
BN (AEANT—4),

(2) AHEOHEEREICH LT A »75~325mg/ AP 2% 5
L-—EEMREEREBSICB VT, BEERER, MERpRE
RRVCMERFECROERLZMERIRD SN TN (AEH
ANT—%)o

(3) DFFEEFH I LT ALY »75~1500mg/HP 2#5. L
EEREERBEICBWT, EEERER, NMEhREER
EUMERFETCROARZERANRD 5N TWEI72228 (4LFH
ANT—%)o



(4) —BIERE M (TIA) . MEHROBE RO T 70— 4
BELEEREF I L7 A »30~1500mg/HP 25 L7/: —&
ERHEHREIC BT, BRI R, M
R U ROBE A EFARD 5N TV 517250 (FEA
F—%),

(5) TEBIRI A /X 24 (CABG) e U4E Rz 85 7 89 R T 4
(PTCA)#ZEEITRH LT ALY »50~1500mg/HY 2 #5. L 7=
CEEREBHBSICEVLT, TATN, BN OBERER
ROFHARE RO E R T AR 51T 15173840 (4L
AF—4)s

6) NBFHBEICH LT ALY > & 2 H GBI I 1230 ~
50mg/kg/ H (BEQ BRI UTRAES T 7Y > BAIHRIR
HXIZT A BEEE &BI) . REEIC135me/ke/H %
5 LRSI BV T, THIREEORA I 5 IR
DEBDH 5N TN B4,

EFE() ~B)0o7 A > OEKRMEICITEHS » 74 FEHEEME
WROONTVWI EXHVICHEEBRORRAEZBERT 572012,
INHDERBICIET A Y OEHERE % (75~325mg/H) »°
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