*

&) VIATRIS

% 3k 20234E 11 A taT (45200)
*20234E8 HLET (B1RR)

BF kSR
HRhHAE - 34

LN

n

BX - BiREaEA

HAERA LNIERE

ErE100mglVTRS]

REBAMIPIDE Tablets

BARRESRIEES
872329

[ &S | 22300AMX01075 |

| BREBIta | 20124810 \
. _ . 1.2 ZOOEIER
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. R P 0.1~0.5%# 0. 1% R
KN DA LIBHE O BEAERE O & 2 B ‘ RGN B
Bl 55 255 B
P9z
3. #AL - BEIR AR Lo, mFu. kA
3.1 #m Wik R R | R, M. | i, ek
WE44 L83 ¥ F§E100mg [VTRS) TR, R . Fo s
A BB HE L2NIEF 100.0mg JFFfi™ AST. ALT® L5 | y-GTP. Al-P® 15
LT — A, REREY FOF S 70 lel0—2, € FOFy 70 i MUMRIRA . SRR, B
wom A Eveva— A BEEKS AR AT T VB A YA BT H AT — A
Av X EI—NVE000. BALT S, ANy Zofb V. WAEITREY | SN, FURHE. ZCPEILALR.
3.2 SIFIOMR % FLitsruahss. IiE. %, R
e WAL, FO LU, B, AL
Wie 4 — - EIEE N v BB, AR, BUNLS
LI Ll Ll W) P T RT I P EAEL LR RA R, BB b b R
= B Ak L, EY 2 ERT) 2 k.
=
V"‘ir\f;‘gij%mg 100 RELIQO T4 T 14. HRAEDEE
i 5 & EE T YT 14.1 EBHZFEOEE
8.1mm 3.4mm 175mg PTPUZEDIANIPTPY — b S I L TR 5 L) g4 5 2

4. BEERIIHHR
OR#EE
OTREBDBHERE (UF5A. W, K. ZE) OXE
SMER. BUERROSMEEH

6. AERUHAE

(BiEE)
SR, B IEEE (LY € R & LT100mg) #1H3ME, i,
4 R BRI RE 57 %0

(TRRBOBHERE (Ub5A. W, K. FiE) OXE
SHEER. BB ROSMEEELY)
S BOUIELENSE (LN I E R & L CT100me) % 1H 35 %

9. FENERZH I HBEICHT IR

9.5 1Eiw
T SRR LT 2 1T RETED & 2 PRI 3G L O H iR 1A e
Pz B EHIB SN DG OMEG T 2L, BFEER (5 v
b)) THREANOBITPHE ST 2,
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R EOF RN O RFLREOA M EZEL . BILOREUI AL
ERET B 2 L BFEER(T v ) TN OBATHHE ST b,
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1. BMER
WOBWERDRH HbiILA I ENHDHDT, Blg e 15127\,
WRRO LN A 3G 2 IR 5 7 S#Y) R ALEE (T 2 L,
1.1 EXLEIER
NA1 23y 7. PF7147%2— (WFNLHEEAH)
11.1.2 BIMEGREA . M/MRED (W37 SEEARH)
11.1.3 FAEREREE. BE (W3 b HEARH)
AST. ALT. y-GTP. AI-Po® b 5% % tF 5 frbkpehsE, #EAH
HHbbIEnrdb,

AL,
Ea

Lo PTPY— PORBERIZ LD | CGATTA EERRA~TA L, IS
3L E BT LTI FEOEE L GIHEZ IR T2 D 5,

16. ZEHRE

16.1 MeRRE

16.1.1 BEIRS
TR B 276112 LN 3 ¥ F100mg ($2100mg I I 20%) % 2215 By
W45 L 72 DS BIHE /ST A — & % LUFIRT o i85 A 012
SR CTdH o7z,

LN ¥ FOSEYERE ST 2 — ¥

tmax Crnax tiz AUCen
(1) (ug/L) (1)) (ug/L - h)

$£100mg 2.4+1.2 216+79 1.9%0.7 874 +209
HRL20% 2.5%1.1 242+118 2.0=0.7 913+337

(Pl + R, n=27. b3 12K cofiL W HiL72)

16.1.2 E£YFHEFHEER
L /N3 ¥ F$E100mg [VTRS] & 42 2 ¥ $E100mg% . 7 0 A4+ —/N— |2
I zEneEnLgE (LXIERELTI00mg) EHERCAT T 12 A 5 R
LU cifedh R LREE L RE L. oo EiiE s 2 —% (AUC.
Comax) 12DV TI0%ME HEIX LS THEFTHFAT 2 17 o 7285 8. log (0.80) ~log
(1.25) O#HPHNTH V) . WHIOEWFNRSEDI TR S N2,

MAEF L NI ¥ ROEYEIRE ST 2 — 5
HEIST A =5
AUC: Crnax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)

BEINT A =5

L /N3 ¥ FEEIOOmg
[VTRS]

L 3 A% §E100mg

1284.98+413.07 | 330.57+113.19 | 2.40%0.80 1.69+0.38

2.08%0.78 1.85+0.46
CF3fitt = BEEMR 2, n=20)

1161.02+389.23 | 284.03+99.29
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MR NICAUC, Coad 00785 A — #13, WERFE OFIR, A5 OFRIL
AL - RS O BERSAIC & > TR B WRENED D 5o
16.2 DRI
16.2.1 BEOFE

TR A BB LN 3 ¥ R150mg™ % HUARR IS L 728, S5 & ) X
DIEILAHATA S NT2DS N T TRA T E) T 1 (B0 SN h o729,
16.3 2

LN E RO bR AZIZ98.4~98.6%Tdh > 72Y (n vitro. FRA:
%33, 0.05~5ug/mL) o
16.4 3

TR A BYEIZ LN 3 ¥ F600mg™ % HilalE 4% 5 L 725, SR ko KEB
DWREAAETD - 720 RBFEW & U CIKRBILEDTER S N5, 20D
IS EOH0.03% L DT TH-> 720 SHAKMILAKIZCYPIA4IZ X » THE
W L7259 (n vitro).
16.5 HEitt

BERERA B L NI E F100mg % #%5- L 72 R, JRAICHE 58 0 810%55HE
sz,
16.6 HENER4HT28E
16.6.1 BisgEEERE

B RE R SRR 12 LN 3 ¥ F100mg % BRI 5 B O SEWM B RE = Bt L
7ol T A fEEERNC FEAUE R I O R O I O R ATRES &
N7=Do F 7o, BHRFIEGHR G L 2B HIRAE IS BT B MAE i A 13,
WA G OHETE AMERREE L ZIT R L2 e k), E/mMEEL
Wb kEZ5NY,

) AFNOKE S Nz 1E100mg. 1H3ETH 5,

17. BRERRRIE
17.1 BEHIHROREMICET 2558

(Big®m
17.1.1 ERERRER

Bl EE 2 0 RIZ LN 2 € R300me/ H %355 L 7258 C ORI S0 58
X, {BHE60% (200/33561) . &AL E6T% (224/33561) TH -7z

F7-. ZEEMEERBRICBLT, LI Y FEEOFHELBRD SN TS,
FZ, B L EB O ) Be7Hl 264 A RLEHRA L 72/ R. RO 5
NEBNIABITH D . FHEFRIIN6%TH 572979,
(TRERBDBHERE (UbA. B, Fi. FE) 0%

AMBER. BMEROSMEELY)
17.1.2 EREEKRZR

SVEE %, 1BYEE RO ZMERTE 2RIV NI ¥ F300me/H %% 5 L7122
EERILEARICBW T, LA E FEOHREDI RO SITn 140,

18. ZERhEEIE

18.1 fER#F

18.1.1 BHRERE. BESRIBEER

LN E R, WRET TR 75 2D 3N BNz S0k 2
R CRECE R, 865 B AR O G IREE I 25788 H LT 516719

18.1.2 BFEEO KIEMFHIER

LNIE R, 7Y =5 D H VI SIEMES A b A 2 A 7 &2 &
0 B O S A I 2 MR ASERO ST 22,

18.2 KERFEE (X T 2 MEHIER RUTERIBEER

T v MIBWT, KEMHEA ML AEE, 7TAEY VB A Fxy v
EE A I VIES. 20 b= CE. WP RE X ONE R R SR S
LTW2 EFZHNAEIN - FER. MUMUEELRT (PAF), ¥ =51
TFAANNXAL S (DDC)y APV A - £ ¥ KA & BHEGE
EEIL 7220, F /0 Ty MEREREOE O R e L. SR 2120~
140H HIZA SN 5 3 - FIRZ 08 L 722,

18.3 RERE R 2 WHIEA RO EREREER
Ty MIBWT, JBHEBOTRSO—2ThHb v aa— VB THEL-E
BRE R OFE RIS 2 L & b IABIRES R E A L7227 %),
18.4 BETOX 42752 T ViEMER
Ty MIBWT, BN 7O 750 Y Ve NSz, 72, Bl
HWOTOARY 750D VB REHIMSELLEDII, TUAY T T 0T VED
REFEW TH H15-4 1-13,14-T e FO T QR 75 2T VEDBPNE 721617,
HERABEICBNT, Bl a2y 750 Y v Eamaenss, =y
J = VR IZ & B BRGSO 2 I 2 R L 72
18.5 BILEREEA
Ty MIBWT, ¥ 7 —)b, MREENLOSRT VA ) K B BRI S A #i)
Lf:l(i‘zwo
BERRABEIZBWT, TAEY) v, =¥/ — )V, -5/ — VEWIZ
& 2 B & P L 7182080
18.6 BibEEHIER
Ty MIBWT, WSS S 8y QRSB EE T S, BRIk
TR R O R TR R 2 BN S 8720 B, AT MRS NE A I N A
WTaRAy 75 vV VGG Lo 7219308
18.7 BFEIEMTEEMER
Ty MIBWT, BHBEMEEZ NS, B £ 2 miTsioRE
LD,
18.8 BHEIEREIPSICX S 2 1EH
Ty MIBWT, BRBEEMEICH LTI EAETERZ RS WS, =8 /) —
WIS X 2 EREBEN 2 O KT 20 L 725,
18.9 B7 LA b TEER
Ty MIBWT, BT IVA ) 5ibE I L 725,
18.10 BHaIEMRREEREE (A
Ty MIBWT, BRI ET A s 2 IRE L. B bRl g & B S 722
18.11 BB BIRIEHEIER
v A R R A 2 2BV IR TV IC B WL IR K OV
FEALK SR & o CRAE L 7 B0 AR 2 IR AL L 72599,
18.12 BB I T 21EA
T MIBWT, EEEHSWIITEACTENZ RIS, T2, HEE mE
SRR LTI ER 2R & B ar o 7257,
18.13 EMER M T 21EA
LNIERIZe Fax Y Vo Dh Vv EE#HENT L. 2RO 2 —/$—
F XY RREEZ I L 722089 F 7= Helicobacter pylori\Z & %1 HEk 5
DWEHEREAREA L X B BRI E % J0) L 720 (n vitro) o
ARVA A Y RAZ Y YEAMLIZT v b O ERIRGEZ IS 5 & Rk
2 ERE T O R LIR s A AR S 72P
18.14 BHEADORIEMMILZEICX T 21/ER
Sy hoyvua— Vi (BHBoERSO—2) FHEEEET I,
NSAIDs B RS € 70, R — FHERE 7V I BT, S
;2*[[]%” Lf:27.41‘42‘r0
18.15 BHBEICH T AREMY A M HA> (1> 2—0O41F%2-8) (IXT B/EH
Helicobacter pylori\Z & %t b BHiE L6045 —0 4 F -8
(IL-8) REAEMGIMZ IHI L 7220 F 720 LM ONF- « BOE AL & O
IL-8 mRNADFEH # I L 72" (n vitro) o

19. HRRHMCET 2 EEFHME

—fkB9%FR 0 LY E R (Rebamipide)

b4 - (2RS)-2- (4-Chlorobenzoylamino) -3- (2-oxo-1, 2-dihydroquinolin-4-
yl) propanoic acid

533 - CroHisCIN204

grfa 1 370.79

PEIR © oSO RETH . HiTFH o,
NN-VAFIVENVAT I FIZRRETRT AF =V dg=y ) — )
(99.5) 12D THEIFIZL <L KRITIFE ALBEIT Ao
NN-UXFNVHRVLT I FEH (1-20) 3L RS 2w,

s s,

(6] CO2H

RUHREIEG
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AR #9201C (53#)
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1005 [10%¢ (PTP) x10]
630t (218 (PTP) x30]
5008 [/¥7]
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