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[EREI SNl FREIE OV IVFE I BNUR (Ut prepuipa

2. BE(ROBEICEBELEWVWI &)

2.1 RF OB AEH ) FOVERBAN N 2 B GoE o R
Db b B

2.2 VIVEE ) VB %S o B 10,1 B3]

2.3 LB OH A BE(TAE) Y OTURY TSI v
AEARINEIERC X 0 o5 Uy w s % 5
b2 0B 5] [11.1.9 8]

2.4 WIMER O 2 BHLT7T A Y I X 0 MBS REFH A
DI ENH LD, WG ERETS2BZNNEH 5]
[9.1.3, 11.1.7 ]

2.5 TAEY VIR GEA T A4 FYEM KRB A SIS X B R
BEDFT) NI ZFOMAREDDH 5 BH[FELT A U
BREEZFRECLILDH D] [9.1.4, 11.1.8 3]

2.6 HETEHI2BDNOITERH9.5.1 2]

3. fEBK - 1R
3.1 #mk

e s, ¥ v T ELESE

15 7A€~ 100mg

bt 4
AR SYV75V =) 15mg

FLBERRI, fEdhE v — 2, BB~ 2 R v A, KiE
FErlFofxy7oErkro—2X, e FodFdy 7oLt
VO—R, e7BR0—RX, YL, BfbF5 . 257
YVEaRY)<v—1LD, I YLHEF YT A KV
VAR— 180, TZUNBIFIL c A ¥ 7Y IVEXAFIL IR
Il Vw—, FVAFTIFLY /) VT2 VI—F), X
7aIT—N60000 € ATFTTYVEBESY R v, W=
WAbsk. = Efbsk, Mok T UEE s UMY TSV,
D-v~y=bt—N, PYEQIATFUTY, AN AT —RA,
JUARENY, A TABTNVI VBRI A YT A, A
FTY) VBRI AT T L

3.2 RHOMHERK

We4: 5o 5 RA St

I~ T O F5E TR O~ R GoMird 5. (K

B evemr 2 & A5
o |00 I EA  10.0mm
I o) L] EE 54mm

o 437mg

4. FHEEXIINFR
THRRBEXIHEICH T 2ME - EREROMF (BEEXIL
T B EBOREL H 2 EEICED)

CIROEE (BMREROE. ARERVE) . (OHIEE, B
R EREE (—EMRMEMSE (TIA) . RER)

- BENBR/N A /X X7 (CABG) & 3 U (3 #F & 13 5 7 B) IR 1% B 1l
(PTCA) HafT#

6. AERUHAE
B RANZIHLIELEE (T A /50T —=E LT
100mg/15mg) % #1595,

8. EELEALWEER

R AN DOFEGIZH 72 o T, Mo i/ % 35 2
FHNEE OMEAMEMITTERT 2 £ &1, BMESFHES 2 8

FANOHELGIFEE ATV, S5 HaREoa Y fo—y
#47H T ko [10.2, 11.1.7 Z2H]

BHENERE2HIT2EEICHETIER

A AHHE - MEEEDH 2 EE

A1 EBRBIEDOBEED H 3 BE

1.2 MAEDERERIZZOEEEDH 5 8%E
TAEY) VIO R 2B IHES L BENDND 5,
[11.1.2 ]

9.1.3 HMBEENTREDH 5 BE
TAEY VMM ¥E 3+ BEN0H 5, (2.4 11.1.7%
]

9.1.4 REFTHEDNHHEE(TAEU UIHEEET358%K<)
TAEY VR TRWE L& THICHERT 5 2 & SN
DODBZFOPIZIZITAEY) VIHEZLZEIN T LRSS
D, ZNOOBHETIIHEELMBRELFRIECLI LD 5,
[2.5. 11.1.8 B3]

9.1.5 ZIA—ILEERL TV B EE
TAEY JE 7V a— v E MRS 5 & HALE L% 37
NIRRT 5 2 & 0B 5o [10.2, 11.1.7 B]

9.1.6 Fifi. DEH T —FIVRE IR BRLUADBRE
T AEY) LT DR T — T VR AR B R oD S i A
WMsEsBENNDH 5,

9.2 BEEEERE

9.2.1 BEEXIIZDEREEDH 2BE
T A VIFEEEEZTAIIHRESIELBENLDH 5,

9.3 FFi%EEEERE

9.3.1 FFEEXIZZDEEEDH 2 BE
T AEY VIR EZ BT S E L BENWEH B, T2,
WHEEDSH LBETIET VT = VofH PEilkASRIT§
I ENDHD, [11.1.3 8]

9.5 1Ti@

9.5.1 HEFE B12BLUANDITE
BHLawZE, TAYY YTk, IHRMMOER, BRSO
RIS, FEIGHOMEL 2RISR h 5 B %
NWD 5. WHNTORBB L EFRAETIZ, HRPOT AE)
VR &R A MM E ORI BRIEEENTH 525, RiE
HUZE . BRI, EREEO ML, 58RO TR,
Hepe, SUIE, FAENOKRERD - HEHR EDEHRIEL L b B
INEHBETERVEOMEND S, F72. b b THEEEDNC
BHEINZBERTZORHER IR 2d S5bhi L o
BB D, S5, WIRKMO S v Mok h LzREBT, 55w
JE W OBIREIGHE S S Tw b, [2.6 ]

9.5.2 i@ (/=72 L. HEFEBRI2BLUADITRITKR ) RITITIR

ULTWBFIEEMD & 5 &tk

BEEOFZEDEHRMEZ LR LR S 2 E1C0 RS

THZ L, vrut b —BHEANGROA, BAD) % TR

W Ly IR o B E L ORI, E U hE ) oK

IEDHE X 72 DG D B, TAKEY VT, BWRAE(S >
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F. BB OLBEIBENEH A, TV T T —VTIE,

BB (F v 1) 23\ T DI v ok B U BE B o I AE v g
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FELDEWI ERBEDOLEN TS, T2, 7Y FERI30mg/
kg/H) THRIEFECHROBNAFED ST b,
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DRV
[8.. 11.1.7&MK]
47707y 7 A YOO NMLD > 7 vt F
FTUF L IR 2 W53 5|7 F — €-1(COX-1) &
=% LOWREND S, TAEY yoRarH
ZNWEY v Eyr0EEILR

TWwb,

MZE. BERSE)

(b BT

11.1.2 MBS, JFHNIRE. BEFRMEEM. FmEE M.
FERERE D . M/ MRED . Bl (W97 s SRR

[9.1.2 2]

11.1.3 FFREEREE. BE (3R HIEARN)

AST. ALT.

N2 endHb, [9.3.1 8]
11.1.4 & & 4 & & 2 3t B #% 4E (Toxic Epidermal Necrolysis :
TEN). MEHLIEERAE(REF (Stevens-JohnsonfEfEEE) . KIBEMER
BRFTRHHEEARH)
11.1.5 FEEMER % CHEEA)
FEE Uk, PRURINEE BT O RE (85T S8d 5 b
HITHE R IR oA 2 F 0t L. AH O35 % Ak
L. AIEREANVE S HORGEOBEY R NEEITH Lo
11.1.6 RBEFEE MR % CHEAH)

BUEBREICEL LD HLDOT, BiEHRA

FoUERE)IEETAI L,
11.1.7 W CEEA)

Jii 00055 0 B Y O CRD BT IR ¢ B, L - MR KRR
S RRRESE) . RGN, BEALAE . S, IR I SE DS B
LB ENHb, (2.4, 8., 9.1.3, 9.1.5, 10.2 ]
11.1.8 TERHME CBEARH)

[2.5. 9.1.4 2#]

y-GTPOD LG4 % 4k Tl 2 FEHE RS2 & b

“E(BUN, 2 L7




11.1.9 MBS, B - KBS (b JHEAH)
TAEY) X )T (A L) 2D Hils - RS
OMLTEEE LD b D WD b 72, WHALEHIm. B
AL, PRz - BRI NG - KBRS Sbh b 2 &t
HbH, [2.3. 10.2 =]

11.1.10 RABE HEA)

* k111,11 PLILE —RISICHED SMTERE OEERY)

1.2 ZOfDEHEA

0.1~5%Ajii 0. 19% A SR
A HEE E R NERE N IR, 2 IEALBE
Z93
B g WarEET) 5~ h—F2
JHEfi AST. ALT. LDH® I 5
Al-P. y-GTP
D15
iR IR % B, LSRR BB AR F (i
IR [ 2 )
HibRE AT ORI MR (R, e, BRORIR. A
B EE W G | AR VY FE, WRELRW, TR,
0w % E FUSMEMR, WM REsE, i,
SN NI ESTERd
(collagenous
colitis®: ™ % &
t)*
R (B, D F W R&. 9 2RE AR, &
iR, P
TG TR M, M 2%, LR
IR 2 s NE 23
Z DA K 5% =t e SN W RS N N 7 X [ NN
EO LU, |RIES, K ko L
i & ABE%, 3 AaH,
Hus, W, BAfE. B
By WIEUETE . REE T v
F— o 28 i, A
F bU Y AME, K< 7R
7 AME. KA ) A,
KAV ¥ AAE,. BRI LA
Fu—), REO L5

WD RBMHEIX, TACY Y2575 = Ve il L7z R0
WERTE R A ORI (20 ) BLREEBGEHHTAILE) . TOMlD
FRPRARER R H S S S CTRlO LN TV A AIEH OB TR E LTw
5o

1E2) THIDHESET Y54 collagenous colitis®$ 2358 L T % W HEMED B
5720, HRPIIARK O G2 RIS 5 2 Lo BAERBICHEERS. O
A HIMEOREZRDL I ENHLOT, T, MEIED SN
DY, WY R RS S X

)DL BHEIIBGEPIET S L (7 ALY Y ¥ OIS L
KEALTwRZEREZOND),

13. BERE

13.1 fER

TAEY YTk, HE, D F v, BE. Wk, HIE B8R oM
IR 55 D B IRE AR 2> & I BE 0 1 IR, EEE O sl I
IR 7 v ha— v A, REET ¥ F— 2 A, &, Sk, P
WAREEEDTRD SN D,

13.2 iE

flEM:, Bk, MRS (72720, MR OTH T R) . Wil
FEAILE DT Y F=V RJEIE, Th ) RIS (272 L. BaE
PIEE O MENT. JERENT 2 LEEIE T TIT) o

14. R ELDZE

141 EHZMAEOEE

14.1.1 PTPAEOHAIPTPY — M2 LW L TIRAHT 5 &5
BB 52 L, PTPY— bORAKICE D, TS AT AR
AT Ly B3I B 2 L CHERRIA &5 0 R E 2 A BHE
ZHRTHIED D D,

14.1.2 AANGHRSE DIV GETE OB 2 & A, PG D IEnT
ThHord, #Hlofzh, kb, $hORLED LEWVT,
ZOFEEhFITICMBESEL 2 &,

15. ZOMOER

15.1 ERER{ERAICE D < 1EH

1511 0V 77V = VoRMEGHICEEDO TR — T 280
Tl DWMEDVD B,

15.1.2 7V T IV = VOEGFERII L 2EREZERTL 2 &
V% 5o

15.1.3 RAE 7 A ¥ V%GR BT 5 B3 U3+ 385 s
DI A7 1E, N any ¥ — - o) Ehebpt L Ok
LVEFELWREEDOD D 2 LAEHRABFIC L D RESN TS,

15.1.4 #AMC B 2 HBOBIEGE T, 7u bRy T4 el
=12 X BB W CEMEE PR D BeBA P, TR E
Y. FHeFH o) 27 ¥mpsHE ShTwb, FRic, BH=EL
ORI (H4ELL L) #2272 BB T Bho ) 2 7 258N
L7z

15.1.5 WAMI B 2 FICAREZ 20L& Lo BIg7E
T, 7RBMYRYTAL VY — 2G5 LBEIIBW 0
AR T T N T4 T4 VML D BBEGDY A2 BENATH
HEINTWD,

15.1.6 JEA T 0 4 NN R A 2 REIHES S Tw b LIS
BT, RN RAENGED SNz OIREDDH 5.

15.2 FEERPREAER (ICHE D 153k

15.2.1 5 v MZT ¥V 75V =)V &52EBERHIRE 55 L 72k
T, 50mg/kg/ H#E (FiAR = ORI 10055) (2B W LB RYEO K
HRHMBIEA RO b TWD, 512, 247 HMBREHRE %S
L723BR T, 15mg/kg/ 0 LLE OB 35\ T Bk o> R 3 R0 I
OIEABIMAS, 72, bmg/kg/HU EOBEIZBNTHDH IV F
A FEESEDLNTEY, AT, M7 v bolbmg/kg/H
PLEROHEZ v b ®50mg/kg/ H L E OB B\ TR ZE i O %
HEHEE DO BMATERD ST Do K He [ HI iR Kz O HE R 2545 12
DWVTIE, YT ADDBAFEMRE. 4 2. V0@ R TIX
ROLNT, 7y MIFARELEEZ LN,

15.2.2 In vitroDRBFICB W, TAEY YED 7V 7 a VR
BICEVRBENLERIPIHIANVZAFN (S R TYV)D TV
O UBAEE L L OWMELDH L.

16. ZEYEIRE

16.1 MAigmE

16.1.1 BEERS

(7ZREY V)

(1) fe BE B A 24490 (CYP2C19D R T HIAEM) IS 7 A ¥ ) v /5 &~
V75V =& L Tl00mg/15mg(FL & fed 5 ) Xig 7 A1)
v (BsE) & LTl00mgh OFF » v 75— v (0D§E) & LT
15mg (PRI S) & 7 0 A4 — N =32 X 0 8 A F 121 H 1
BeH- L7 A ) ¥ O e i R [ OV B g 520 /3
FA=FBRKDEBYTHBHY,

(ng/mL)

1000 -

800

Ifi

3¢ 600 1 o il g
i o WA

# 400 |
I
200 4
0-le -
0 2 4 6 8 10 12
P 5t oW (h)
n=24, Vi = Bk
Cmax Tmax™ AUC-inp) Tz
(ng/mL) (h) (ng-h/mL) (h)
fid &5 e 670.6+327.5 4.0(1.0-9.5)  910.2+345.4 0.5+£0.2
HAIGEH  792.8+608.7 4.5(1.0-9.5)  994.3%510.1 0.5+0.1

n=24, P = FLEAR L, i (/M-S A fil)



(F2I75I=Ib)

(2) #E HE B 23051 (CYP2C190 A% T RIASEM) 2 7 A ¥ /5
¥V 75 =)k L T100mg/15mg (Bl & §E 4 5 ) Lix 7 A Y
Y (BEse) & LTl00mglk *% >V 75V — L (ODE) & LT
15mg (FEFS) % 7 0 A4 — "= X ) M TICIHLE
B LD S vy 75— Vol iRk VSR Y B g
T A= FIIROEBYTH DY,

(ng/mL)
60

- Lt
o HLAIF

. : : ©
0 2 4 6 8 10 12
PG % O WM (h)
n=227, VIl + FEdEAR A
Cmax Tmax™ AUC0-inp) Tz
(ng/mL) (h) (ng-h/mL) (h)
fidge  457.1%£163.8  1.5(0.5-5.0) 1,090%520.4 1.2+0.4
HAIDEH  406.8+149.0 1.5(1.0-5.0)  1,009+486.2 1.2+0.4
n=227, FHl = B2, 3% rp gl R/ M-I K fil)
16.2 BRYY
16.2.1 BEDOFE

fERERR A 1261 (CYP2C19D AR T EIAEM) IC T A K ) ¥/ vy
75V — VA E L T100mg/15mg % Pl B AA3050 4 1 5
L7zME, @IAMATHG LB L CT7 A Y ¥ OCmaxi$ 2%k
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