202341 1 HEGET (8110 K8

AR

[==P.4
Eﬁ ==

HAEE M &S
872329

HXERS UNZEREE

LJI(ZEF#100mg"ZE.

REBAMIPIDE taBLETs
B © SRR EBES | 22100AMX00048000
HNERRS © 34 BiFchIkG | 2009%E5H
g
2. BB (ROBBCHES LBV E) 1.2 ZOROBER
AREN DB LB BEDBEED & % B : *zﬁ ° 0. 1% SEEANEA
3. 4R - MR B 5 75 . S RS
3.1 #mk REZZEDB
P BOER
Eﬁﬁ * ﬁ% S~ 10 1e
(1 geh) AR LY EF 100mg R Lo, Bz
ERELO—2, EE#HEL FoFd Foilt vy RS
g VI A EREESTREL LA -R, 25 H{tEs (R0, MEERIZ MR, =2 |, T
s FUVEY AT I A, EFOAT—R, w70 B, TR, LRE R, o 5
T—)L 6000, BLF ¥ >, ALFNTEY =
3.2 SIF|DOMER JFP A ) AST. ALT ®|y-GTP. Al-P
R F - 7 4 LAT—T 1 5 LR OER
e MRS . B
) MBRED . T
oHE R
Z DAt TPIE, WHEEEE | FURER. 2LE
Hirg EfE:8.1mm E#&:34mm HEE:175mg IRk %, T
AR LNIE R ZEL00 B T
4, FHEEXIZFNR B, BETH AT
OBE&E HE0 LN,
OTEEREDOBHERE (USA. BN, k. FE) 0= ., B&E LW,
AMBER. BHEEROIHIEEN BE. ARE
6. FERUEE . BUN L7

(B
HEL A 1E] 8 (LYIERELT100mg) =1 H3
[, #. & RUOBBRNIELRS T 5.

(TELREDBHERE (USh. M. iR, FE) ONE
SEBR. BEBSROZEET)
HE A 1E] 8 (LYIERELT100mg) =1 H 3
EREORET %,

9. BEDHRZEIIEEICHIT IR
9.5 iR
IR SRR L T W B ATREME D & % ik I I3 iR Lo B s A
fapEtE % kM2 SHI SN2 BEICORRETH T L. BYE
B (5v ) TRENOBIIFRESA TV,
9.6 {%AR
BE L OBERE R OBIRBOE SN 2 EE L. 2 oMk
FIEZMETT 2 2 & BER (5 v ) THITHAOBITIH
BEhTWw5,
9.7 INR
INRE AR E U BRRBRIEERE L TWVkn,
9.8 SRS
HLBERSORIERICERT 52 & —MRICETEBENET
I/TL);Q)O

1. BWER
ROBWERDPH5DNZ I ENHHDT, BELTFIITH, B
WA 5 NIGEIIHREG 2k 5 7% @) 2 LB 21T D
Z&

1.1 EXBGEHER

N1 2avd, PFI745FY— (WFRGHEARH)

11.1.2 BMERREA. MUIVRES (VW9 h b SERH)

11.1.3 FFEEERRE. BB (LWINLHEARH)
AST. ALT. v-GTP. Al-P & bR%E% M5 iFteERE. &E
BHobhdIENDH S,

H) I URAT IS —EHFLL LA LGSR HEEN
RIS H 5 b BEITIdRG 2RIk U, B2 AE 21T
&,

14. BRAEDFEE

14.1 FAIRMEOER
PTP @3 O 3HI3 PTP ¥ — + 5B H LIRS 2 & 518
B9aHZs, PTP ¥ — hORRIKICKD . O HATRD RERE
ANFIAUVEICIZEE L B 2 LU CHERIA R E O EE 2 & 0HEZ 0
RTHIEHD 5.

16. EWENE
16.1 MohiRAE
16.1.1 BEERRABHE 27 fIC LY I ¥ F§E 100mg % 22 i ]
BOHG LROENBE 5 A —5 ZLTIORT .
LS IR OEMBE ST A —5

Tmax Crmax ti2 AUC24n
(R fH]) (ug/L) (F¢f) | (ug/L - h)

LNIERE100mg | 2.4+1.2 | 216+79 | 1.9+£0.7 | 874209

(Pl = EERZE. n=27, tie2 1 12 B E TOEIDEHLE)

16.1.2 EMZHIREF R
LNIER$E100mg [ZE] & A2 A% $E100mg 2. 70 A%
—N=HICEDZERZENR 1§ (LNIERELT 100mg) fdEE
BRAB IS REEREORS L CmEhEEZEE L. §onik
EHYEREIYT X —% (AUC. Cmax) 122V T 90%SHEX I
THREHRNT 21T 5 728558, log (0.80) ~log (1.25) D#iFHN
THO. MAlOEMFNESEEIHERSNIZY,



HNFREIST A -5

HIENT A =% BEINTRA—F
AUC (0-12) Crmax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
LNNIER
+ + + +
$ 100mg [ZE] 907.5+£380.0|245.1+102.5/ 2.5%£1.1 | 1.6+0.6
LI AHEE 100mg [892.7+£366.1(224.9£84.3| 3.0£0.9| 1.5%£0.6

(Mean=£S.D., n=24)

(ng/mL)
400 ¢
350 f
—e— L/NIEREE100mg [ ZE ]
;:“é 300 L3 Z 23£100mg
;p (Mean=S.D., n=24)
250 |
[%
Y 200 |
=4
[ 150
& 100
50
0 L L T
0 2 4 6 8 10 12
B (hr)
MAEFR LN I & RIBEHR

MEHEEE T AUC, Crnax FDOINT A —F 1%, #HEREDOR
R ARR OB - R OFHEBRSMFIC L > TR W HEMEN
Hbo

16.2 DRIY

16.2.1 RBEOHE
R A B 6 flIC LY I E R 150mg™) 2 BEiEO#% 5 Lz
B BHEICK D RINOBEMERAIA S SN NAFTRATE
VT ICHEBEIRO NPT,

16.3 510
LNIEYROR MIFEEAMARIE 98.4~98.6%Tdh - 729
(in vitro. R 23, 0.05~5pug/mL)o

16.4 X3
R BHEIC LN I B R 600mg™ 2R 0% 5 L7k, RHE
ORI PREARTH 57z, REEY & LT 8 (kKB bk
BRSNS, ZORIIHEGROK 0.03% DTN TH o7z,
8 (i/KERILAIX CYP3A4 1Z &> THER L7259 (in vitro) .

16.5 HEit
TR A BHEIC LN I E R 100mg 25 U7, RpiIcks5a8
DK 10% A HEM S 729,

16.6 HEDNDERZHRI D EE

16.6.1 BiEREEESES
BEHREREMRE IC LN I E R 100mg 2 BERO#% 5% 0%
MBI AT Lo & 2 AR ICHARMEPRED ER KD
HARFEHOBNPRO 5N, F/o. BITEFIERRS L
R OEFREICB T 2 MFHIRE R BEHRSR» SHEETE
HMBHREEL—HL-2EXD, EBEEZVHEDEZZS
nirv,
) AFlOERSN7-ARIE 1 E 100mg. 1 H3ETH 5.

17. ERERERIE

17.1 BZERUREMICEAT D ER

(BiER)

17.1.1 ERERRSER
BEBEZEZMNRICLNIE R 300mg/HZ2#S Lz To
BAAABREHRE T 167 60% (200/335 ). BIELLE 67%
(224/335 %) TH -7z,
/o, CEEBRRERBICBVLWT. LI ROERENZRD S
NTWa, B IHELDEROS 5 67 filZ 6 1 HELEHRE
U7zAER. BRSO O NIZENIL 4 FITh D . FHRERIIN 6%
TH-72913),

18. FNEE

18.1 {EFAER

18.1.1 BHIRIRE. BEERIBEER
LI RG AR T O Ry 75 2D VIS Bk E 4
ElIC & 2 BREREIER . B EEMEOBREEERPRO 5 h
TWB4-38),

18.1.2 BHERRDRAEINFIVER
LNIERIE 7Y =T IHVMHIRSEMEY A S A VAN
HlaZIck D BMROMEZNE T H2/EAP PR DS TV
3 17),32)-40) o

18.2 EREBEBICHW T 2IMHEHERRUERIGEER
S MIBWT, KBIHEZ N REE. TAE) ViEE, A
RA&Z VBB, A% I VEE. ko b= Vg, MPERE
EROERBRESEES L TWD EZ X 5N 5 /BN —BER. /)
WIEHLERF (PAF). YIZTFILIFFHLNAAL + (DDC).
ARMLVA A Y RXY Y VICEPERBEEZE2IMH L
7W193038)  F i Ty MERERTEB OIGRE 2 (T L, EBER
#% 120~140 HEICASNAFHEFH - ERZIH L7210,

18.3 EERBERICH T SIMHIERR aEIBEER
Ty MZBWT BHBROERFO—2TH 5 Y 7ud1—LEET
FHLUCERBEROFEEZIH T2 & &0 ITBRREDREZE
L7-17.18)

18.4 BHEORI IS VIV ENER
Sw MIBWT, BEENTORY /S50 B, aB%HEiNs
Bize Ty BRFTOTORY 750V B L 2HEMEES
bz, xRy TSIV B ORBEMTH B 15-7
’-13,14-Ye Fu7ux¥ 75> I B EEME 871920,
BEBRABEICBVWT, BEETOZY 750V B &8 %1
&, % ) —)VARIC K % BRBEEEICNI 2M80EH 2R
L7z2),

18.5 BFLIEIRE(ER
Ty MIBWT, ¥/ —)b, BBEKROET VA )X 2 BHE
BEZMEIL 192,
BEBRABEICBVWT, 7AY Y, ¥ ) —), EBE—-1% )
—IVETIC X % BRI E 230 L 72202,

18.6 BfLEEBNER
Ty MIBWT, HiESTHEY VN7 0EERBEREE 28
O, BHEHENKER OIS EAREZ NS/, 28, 7]
BHERREMERICHEE a2y 75 YV IidE L »
o 7-24)-26)

18.7 BHEIRINEEIEN{ER
Fv MIBWT, BHBEMKEEZHEMms, Bic X5 miTehae
OEELWRE LD,

18.8 BFLIEEEFICX T S1ERA
S MIBWT, BHEEMEICN L TEEACERZRE KW
Wy Iy )=k EREBMZEOET 2E L2,

18.9 B7 LAY STIEER
Ty MIBWT, B7 LAY SR 2ETIE LY,

18.10 EIEEHMIREEIER
™ R BRI 2 W - BB IBEE T LICB WL B
TR OBBILKRICL > CEELZEBEREZEHLLL
f:29),30)o

18.11 BEE7MICX T B1ER
Ty MIBWT, EREBHRIWICIFIEALERZRITST, £
7oy BB W LT HIMEIER 2R S 20> 7230,

18.12 ;EMEERICX T B 1EA
LIV R FaFy Lo Y hL2EBEE L. STEEIMER
DA—=)N—=FF T FELEZME L7223, /2. Helicobacter
pylori \Z & BUFHERAD & OVEEEE R ML & 2 B Kl
ERMHI L7 (in vitro) .
APMVARA Y RRAY TV ERER L2 v b O BERGEEE 21
5 LARFICEREPOBRILEEEEZET S /2%,

18.13 BISENDORIEMHMITSEICXH T S/ERA
Ty rOyaa— )L (HHBOFRSO—D2) FHREXET
JU. NSAIDs BMEEEET IV, Bill—FERTTIICBWT,
SO 2 ] L 721730.38)

18.14 BFSRICSIIDINERY A AV (19 —0O414F2-8)
[Cx49 21ER
Helicobacter pylori i &%t + BHE LEMa» 01 >4
—u A F -8 (IL-8) FEABEMZIMH LAY, F/o. LM
WD NF-k B OiE ALK& O IL-8 mRNA O FIH 25 L 7240
(in vitro)

19. B ICET 2IE(LENAR

—f%4 : L)NIE R (Rebamipide) (JAN)

{b224 : (2RS)-2-(4-Chlorobenzoylamino)-3-(2-oxo-1,2-
dihydroquinolin-4-yl)propanoic acid

372 0 CioH15CIN204

7F& :370.79

% R UNICNIABOBREOBRTH .. BKIZE L,
NN-DRXAFIIEILLT I RIZRRBITRLTL, XY/
—VXIFTH =)L (99.5) ITEDTHETFIC L, K
IKIFEAEB TRV NN-IAFILKRILLT I FIER
(1—20) FhEAEETRS 20,
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22.

ag%

100 $& [104E (PTP) x10]
500 #& [10%¢ (PTP) x50]
500§ [&4ds. NT]

1,050 2 [21 8% (PTP) X50]
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