S ASKA

* % 2025F-8 T (53hk)
* 202543 HeET

Ok R THEHEH
FNRT 5 —)LF b LHLFE

SAJDS5Y—)UNafE5mglAAL
SATJS5Y—)UNafi10mglfAAl

BARERRIEES
872329

30200AMX00247

22200AMX00665
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5mg
10mg
5mg
10mg

ARES

BR5cBats

RABEPRAZOLE Na TABLETS

B & ERRAT
FROHAME - 3 4

2. B2 (ROBHEICIB/ELEWVWIE)
2.1 KRANDRS 3 UsBoE O REEED & 5 i3
¥ 2.2 YL VIERBIE ARG HOEE [10.121H]

3. HER - MR

3.1 fHRL

W 56 #| 775 —)LNafedbmg [AA]|FXT 5 =)L Nafél0mg [AA]

R 18Eh HRIIRXT 5V = \1g8h HREI X757 =L F
b Y% Abmg b2 410mg
D-vv=bt—, BBt~ 2> L, filtlo—-2, b
FafsFubrtio—2, HLra—2AHNyy s, K

ol B FoF o TubLwllu—2, 2577 Vv S X

VUL, TFILEILUO—Z, BT AT T RLRT AT
. 7)) VBRI 2 T, BR{LF 2 v, S TR
B, ALF Ty

3.2 RHF DK

I % 4]7~75 U —LNafibmg [AA][F X775/ —LNail0mg [AA]
il 4 KEAOBET A N LT —T 4 ¥ Tk
#* il % % il %
v B @0 ()
EAEK5 . Tmm JE A2 Tmm | ELEK6. 7mm & X493, 7Tmm
B EA67mg B R 132mg
ol — 1 AK339 AK239

4. SEEXIIHR
OBEE. t-EBaE. WASFES. YANEER.
Zollinger-EllisonfEf&EE. FEU S AMBEETRIE. &
BE7AEUCHBERICEITIBFEEI TG EE
DEFMFH
¥ xOTFRICHBITBIAYANT 44— - EOYDOREOER
BiEE. T=#BEE. BEMALTY >/ E, G/
WRADE. PEBEREICHT 2REENEEEE. NUO
Ny H— - EOYBREER

5. MEEX I RICEDHET 5FE

GheELE)

5.1 KFIORGNEEIZ X BIERERET2Z 28550
T, BETAEWZ L EAERDD AR5 52 & (EMALT
D VoS, FIIEREIS T 2 NIEENG R HICB T 2
Yany z— - va) OREOHIZBRL).

GEV b AME BET A

5.2 Pr5 M2 MEB% A HRRE UTRIR AR L, EROw#
IR b WA IR, RN DKL E 2 5
W3 7O R IRIENDOE T 2 R4 5 Z &,

(BERE7AFYEB5EICHITZBEEE I+ iR EE
DOEFIME)

5.3 IMf& - ORI O 72D 1K HE 7 2 ¥ ) ¥ &flki
BE LT aEEEGRIRE L, BERIBICEEL T,
B X3 ARSI OB A MR 5 2 &,

(ANYanya— -0l OREOHE)

5.4 ME/THIHMALTY Y SEICHTAANY) a Ny a2 — - ¥
0 ) BRI O A IS L T,

% %55 GIEMEIAVNRAME ISR L Tid, 74 F 4 V%450
L. ANV Iy a2 — . ¥al) REGRESEY) &l h s
JEBNZ O ABREIRI AT T &,

5.6 THHEE IS 2 NRSEIRER E DISMZIE, ANy an
7 & — - ) BRERRIZE 2 BEOFEMRIC NS 24
IMEZREST LT sy,

5.7 NYINs & — - Ea ) EGEE RISV BEICIE, ~N) 3
N B — - B )BT H B T & RUONEEREIZ LD A
Va4 — - ¥aYREEETHE I L 2ERTHI L,

6. AERUHE
(BiBE. +=18BEE. WAEEE. Zollinger-EllisonfE
fRE)
L. RAIZIETIRT T — L F YAk LTlnll0mgs
TH1ENE 52 25, iR & 0 1E20mg% 1 H 1[EE
W32 TES, Gk, Wi, BEE. WSS
TIESHEM £ T, + RS CIR6EM X TORS- £ 5,
(FREEER)
e
WRMEEE L ORIEI BT, WE,. RAIZIET RS
S —)LF b Y ad LTlE10mg% 1 HIMERE54
595, WRIRIZ & D 1AI20mg % 1 H 1RFR LRS54 3 Z &
TES, k., @%. SAMETORG LTS, /2.
Ta b vRY A v R —I2 Xk BB TR
W, 1E10mg X i 1H120mg A 1 H2[E], X 5 128 AR
W53 LnTES, 72770, 10120mgl H 2[4 513
HEORMREEEA T 2H0IZR5,
- MERRRER
FEFE - PR % 45 0 R 33 e B R OMERFFRAIZ W T
3. EBHE, RAIZIZIART I = F by a e LTl
10mgZ1H1MREOES45, £/, FubtyRry74ve
Y4 —1Z KA CRIRA 23 s it Bl 2 O MERpE L
2B\, 1R10mgZ 1 H2MREE 545 Z LN TE 5,
GEU 5 AME BETTRAE)
M. RAIZIEINT I =)L F b YAk LClE10mg%1
HIMERO 545, Ak, @%. EfEToORE &9 5,
(RBAE7 A U HBEEICH T3 EEXIIT IR EE
DOFEFMEF)
WH, RAIZIEIRT I —LF Yo sak L ClH5mg
ZLHIMFRORS 4 225, SR A T 05413 1010me %
THIEREO 545 Z &R TE 5,
(ANyanyga—. Ol OREORHE)
WL, RAICIEIART I =L F Y ma L LTl
10mg., 7EFT ) VAN E LUT1H750mg (Jifli) K&
2z ) 2a~<4 v yE L TlE200mg (Jifli) D374 [F
BRZ1H20, 7HBRORS 5,
i, 77)2u~vA v id, LB CCHEEETSZ
ENTES, 72720, 1H400mg (i) 1H2[MI% ERRE§ 5,
Ta by EYFL V= TEFYU VKPR
770 2avA4 Y vO3FIRGICEBEAN)anNs a2 — - ¥
) OFRERREB AN OGEIE, Zhcfibaii#Ee L
T, EH, RAIZIEIRT I —)LF Yy ak LTl
10mg. 7EFT ) VAN E LUT1H750mg (Jifli) K%
X bo=& =)Lt LC1E250mgD 37| % [EIIFIZ1H2
M, 7HREROES Y5,



7. ERUVHAEICEET 35

(BigE. T=iEBEaE. WaSEkEE. Zollinger-EllisonfiE
&3%)

7.1 WIRAE L WA KO - #EATEDO B A12110120mg
ZIHIERS$2Z A8 TE 3,

(FEREEER)

7.2 WIRDE L WA ORI - #EATEOSA12110120mg
ZIHIARS$2 228 TE S (H¥ - FRAB DRI
TRMEBEBE A OMEFEEE, Ta b vEYy 4 v -2k
LIEETHRA+ 5 GAIEHL) . £/2, T by Ry
TA Ve =12k BIEETHEA S aEH I LN
10mgXiZ1M20mg# 1 H 2], X & 1Z8EMRL-§ 2 5A 13,
PRSI AL TR R AR L T W2 & 2 HEadd
B2k, ki, AFNEI20mgd1 H2m #5103, MM
THEEOEEELZERL 725015, [17.1.131#]

8. EELREXNEE

(ZhEEHE)

8.1 AFNOFEPIZIE, MG REREIERZ L., EIHMIC
MM - MR LI 2175 2R E Ly,

(BiEB. T-EBEE. WAaKEE. IFVSAMBEREY
TRAE)

8.2 EHWIOMARERA 12 ThVD T, MEFREEIZIT AW
WZEREF LW,

TR EEROHSES)

8.3 HJ¥t - HREZROIERTEERL T VR TFf e —
IZEBIHBECTHRA A EEBHITH LTI ZE &L, Ak
MEFHERIEOBEDO VB HIZITI ZEDEWLIWET S Z
Lo 7o AR, 7L — VEHGHIFRSE 0L G EE O
ENK SN, ERRIREDS RN 72 0k § 2 58123
XIFEEZE TS 2L, k. MigEhiE g
SimE A LT A5 EBERE T IO ZENEE LW,

GEV 5 AME BESE A

8.4 MRZIZ L DR, HIEZOMMFREIR DB L A5
haZe (LAEMS7-D2BLLE) #iERDS 25452
Lo ¥k, KFOES 2, B o B & Ot
DOIELAERIZ K DIERERT 22 &1 2D T, N
BRI LD ZhEDERTEWZ L2 MERTE I L,

HENE=2HI8EFICEHT IR

1 AHHE - BIEEEDH 2 8E

1.1 EYEEBEOREEDH 5 HE

9.3 frikpEEERE

JHFRAS RS CIFEIIE DO Y b B 6

9.5 iTiw

I SOFAEAR U C B [ REED & 5 LI i3t EOF
e fEf % L2 & S 25810 A RS T2
Z &, BrdEER (5o b REI1400mg/kg. 7 FE#:30mg/
kg) THRWEFME (v b CUEEE. ¥4 X TREOK
T ALEEMT) A RE XN TWE, 72, Ty MIFRT
S —=)LF b (25mg/kg/H). 7TEF VU VAR
P (400mg/kg/HEL F) KRO'275) 2u~v4 Y (50mg/
kg/HEL L) Z4GEBOGERHIES L7z BT, METHREIRED
LD SN TS,

.6 BIF

IR LB R ORFURZOAEREE ZE L. FFLofk
Xt R4 5 2 &, BFEE (5o b)) THLHh
ABITTEZEAME T TW\3,

9.7 INRB%E

NS AR & U 2 R RRER T I40E L T,

9.8 SisE

MILEHERZE ORIER A & 6 b 72858 13Kk $ 5 5 EE
HICHST5 28, AANZT & LR TR X 5 58,
EE TIIITEREMET LT3 Z 2% <, BIER2R &
EbNBT DB,

9.
9.
9.

10. HEER

KA DR BN BBEZEF b 20— 4 P450 2C19
(CYP2C19) K UBA4 (CYP3A4) DRI5AFED 5N T

%, [16.4%M]

72, AHIOH I ERIZ L0 DFHSERIO I 2
TSI T2 Z &b B,
*10.1 HFARE BALBWC L)

A

WRAREIR - HEE 5%

Wy - fakaK T

VL e VIR
(Zva5vh)
[2.2%H]

VLYY VIERREOE
MEWFTEEZTh21’H
5,

AT 0 H W 5y s 40 ) A
Hickb., HNpHA L
HU., Ve Vi
BOWIRAME T L, Y
Y v OIMHRE AMK

F42ZLhdb,
10.2 HHREE (BFRISEET S &)

S5 WRAHEIR - $5 1875 BT - fabRik+
vIFT Y A4 O I i A3 | AR Al o VY i 4wk A
AFLDTFLY |BTBTENbD, ik, HNpHA L

FUL AT S o WL
T 5,
A b aFy—ib \HTEEHIO M b A AR 51 00 1 8 2 a0 i1

rI74F=7

T26Thrd 5.

Hizkb., HApHA |
gL, HHTFEA O A
R4 2kZ2hsd b,

KBTI I=w 2
TOov - KL~ 2 3
v A G Ol A

A BRI 512 Ho il
AIRIEARIT, il A £ -
LIE [ IR C -3 1l 4
R Nt g
ZN8%., 6%KTLL
DWEDR B B,

HFIAWTH %,

A M MUES—b

AN bLFY— oI
WEN EAT2ZL0d
%, mHEOX N PLF
P— ARS8
(=Sl S N TOF 252
%*g#%:a%#@#
5L,

BFIANTH %,

1. BER

ROFHWER D B b D I LhdbDT, Bl E+55I24T
W, BESRD 5 NGE I3 e kY 5 Ak S i

4

Lg%

192 &,

1.1 EXLENMEA

M1 2ayy BERH)., PF74552— (GHEARH)

11.1.2 FUmEBGR S GGHEARHE) . EFEREREE CHE AR .
MRS (0. 1%A0) « SRS (SR AIA)

11.1.3 BUEFF% (BHFEARI) . FFBEREE (0. 1~5%A) «
BHE (S A)

11.1.4 EEMRE (0. 1%A 50
ek, UGNk, PRORIREE, i ORE (85 SR 6
NELA I, BRI XmEORAEEFRM L. AH
OG- ERIET 5 & & 312, BITEREFRLE VAIORS%

DY) & %175 Z

11.1.5 REEE

&
(B AH)

FRTEME 2 N ESERRAE (Toxic Epidermal Necrolysis:TEN).
B2 RE ARG IEIRAE e (Stevens—JohnsonfiEMERE) . LA
MHobNEI Db,
11.1.6 SHEBEE HEAH), BEMER HEAH)
BifheMds BUN, 2L 7 F=0%) ISHERTH I L,
11.1.7 &F Y7 LIE GHEARH)
11.1.8 HERUHBERE (HEAH)

e, BT, CK LS. MR ORPIA ey b
S AR E T ABMARBIEY S 5 bhbd 2 Lhd b,

11.1.9 RHEE

(B ANT)

11.1.10 SEELIKRE (S AH)
HAR, BETE, KRR KW AR, B RO

Ehnbobnd

Zend B,



11.2 ZOOBER

(BiEE. T-HKBEE. WANEE. URAEEER.
Zollinger-EllisonfE{&E. FFU S AMBREVRIE. KA
B7AEY CHREEICEITZ2BEEXII+ BB EEDE

FEHNH)

0.1~5%Ai 0. 1% A HHE A
11R(3 FIMERIEA . L AR LER Gk A . 4 o
BRIGIN, hPmeTkEg EkEE . U v Ek
%, % W
JiT A AST. ALT. [y rrvok
Al-P, y-GTP. |
LDH®D F5
(L3 I 5 BiE
AL M, T, M| IR, S0k, o VW 2. ME kL WA
R, MESK. Y AR, HE e (MO N Kk
%% 178, BAKAHR. |(collagenous colitis.
ghll lymphocytic colitis)
KRR | Ve HEWN, SHDE, |[HAE, FiE
M. PUREHETT .
HITE SR, P2 %
T, Oog>h,
ESTEL:
Z Dt Wwavzru—\rdAhH, FE, HOH552%, ¥
b PRGN - (BRI, FEE | ER. Wi, &
BUNO® L&, &|BiE. LUTHK, |7V E=7IUE,
IR, i TSHES | CKO k5 K~ 2% ¥ A4l
hn W, AT

TE) JEBUNIE S RLEIRS A A A,
(ANYanya—- 0l OBREOHE)

0. 1~5% A 0. 1%
SEEORE 5. =S IR PR
117 =R % IFRELRI % . IrrpERIRA . V) v
JSERIRA . U VOSERBE L . /)
B, EEREE
JH Hik ALT. AST. y-GTP®|Al-P, LDH® L4
L5
(L350 @, T RS
bEE (o N O SR S v N T N (g D =5
Fi, MEFBIZIS, Was(, | Ff%. ok, BMARIR. Mgk
fEM, TR, HEADUE,
S e
KRR | S ELN
Z DAth HHERRRG O LA BRI, fERU&, RO LUTh
& AR mOIR, RIE RS
TREOLUNEE, RED L5,
PREGIEH: . PR

) FEBUBEE IS IS X3 RS IS B I RT T =L b Y
Ua, TEFVUY VARG T ) 20w 4 LY O3FIEED
TRTRI % T DERIR AR B OB 4 i A & B,

12. BRBREBRICRIEFIHE

NJanys2— - el OBREOHE

1224 AY)aNnNy 42— - EO0UOKREHELDEE
IR IS =L F M) LEEDTa by Ry T /e 4 —
RTEFVU) VAR, 25 2uvA L VRO EWE
KO A ba=2 = )LORRHPR G TE% Tid. BC-IR
KGR D E MG IS e B TREMED B B 728, 1BC-
PRF]|V SRR IS & 2 BRI HIE 2175 A E. 2h b O3EH
OFEHE T HAOBELIBOETEIi§ 2 Z ENEFE LW,

14. BRLEDXE

14.1 EFIZFEFEOEE

14.1.1 PTPAEDIEANIPTPY — P 2 5HU) Y LTS
BE51ETZZL, PTPY — FOBKIZKD ., G
HES S EEREIEATIA U, 121328404 36 2 U CHERR %
HOHREBLEEIEELZIRT I ENnDH 5,

14.1.2 AFNIWESETH D IAICH 72> TE, WAZD.,
Pz 82, OALZETEI>TE T2 L,

15. ZO/DEE

15.1 BRERERICE D 158k

15.1.1 KAIDO BB GHICREEOE R — 728070
WEND B,

15.1.2 WM B 2 EROBILNIZE T, Tu by RV T4
V¥ A =Tk BEIEIC W TR SRR S B i
. FRAMIE. THEBHT OV 2 2 BiNps#Hs hTn
%, FR. SHARLOCRME QL) OlRE2T 7
BHET, HIT0Y 27 83800 7=,

15.1.3 WM BT 3 FICABEEZE 2R & LB oRis
W<, Fubt v Ry 4 v s —2#RE5L-EHCE
WCOZUZ M) VT LT 474 KB BHIHEEOY
Z 7 MAHE T hTns,

15.2 FEERERREABRICE D 155

15.2.1 J v MIZ5mg/kgll b % 24E IR 4% 5- U 7= 3 kR
IZBEWTC, MTHIZHLF /A4 FORENRALNT-E D
EHDH B,

15.2.2 R (5 v b RROE525me/kgll b)) THURIR
HEELOUMPY A aF S v OMNMARE XN THBEDT,
RN & 72 > TXFIRIASEE ISR T 5,

15.2.3 5o MHETH B 575V =)L (50mg/kg/H).
TEFRT V) VAN (500mg/kg/H) MO 5) 2uav4
vV (160mg/kg/H) % PFHIRS- U228 C. MBI COwH:
PEDREE L & S IR O RBEF IR O ENRD 5 T\hd,

16. EYENEE

16.1 MeEE

16.1.1 ST —=I)bF NU) LEHRERE

TR A B F1220mg & MG P XU BHRISRIORSG L 72K
DTG TMN U 7= 3B Re/ S 7 2 — &2 Ol % RIC
Y, [16.2.15MH]

. Chnax tmax AUC
PG5 1F (ng/mL) (hr) (ng-hr/mL)
Mifr T 4374237 3.6%0.9 9374617
Bt 453+138 5.3+1.4 901544
(Mean=%S.D., n=12)
F 72, R A T125mg. 10mg. 20mg & faf F TIE

P55 L7z (%550 H) OFEMERE ST £ — 2 IZLLTO
EBNTHBY,

= . Cinax tmax AUC - ti2

AW =1 pin]

Pt | &5 (ng/mL) (hr) (ng*hr/mL) (hr)

5 EM* | 146+ 56 |3.0 (2.0-4.5) | 236+ 97 | 1.8+0.9
"8 |TPM* | 252+ 55 |2.5 (1.5-5.5) | 585+137 | 4.240.5

0 EM* | 383+ 83 3.3 (2.0-5.0) | 539+200 | 1.5-0.4
M8 TPM* | 509+ 64 |2.8 (2.0-4.5) | 1230200 | 3.8%0.3

2 EM* | 6542348 |4.0 (2.5-8.0) | 994+477 | 2.3+1.4
M8 | TPMF | 8224232 [3.3 (3.0-6.0) | 2331663 | 3.7+0.3

(Mean=®S.D., tmaxidMedian (Min-Max) ,EM n=16,PM n=8)

SIS 7 b 20— 4P450 2C19 (CYP2C19) &BALZ, Fadils

FRE DS h 5,

EM (extensive metabolizer):CYP2C19*1/*1,CYP2C19*1/*23iZCYP2C19*1/*3

PM(poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*313CYP2C19*3/*3
16.1.2 3FIGAKS

AR TIZINT 5= F L) o 420mg?, 7%

F v ) VRIS 0mg (JIffi) . KU ) 20w 4 v

v 400mg (JIffli) Z1H2[I7HR (Fr12ml) KERCOES

LD T RT 5 =)L) b ) o 2 DY FRE/ ST A — 4

BLUTOEHEDTH B,

Cnax tmax AUCo12 tiz

(ng/mL) (hr) (ng-hr/mL) (hr)
EM* (n=15) | 5784293 [3.0 (2.0-4.0) 9344438 | 0.72+0.19
PM* (n=4) 948+138 3.0 (2.0-3.0) | 2600474 | 1.80%0.32

(Mean=®S.D.. tmaiZMedian (Min-Max))
AR + 2 o — 4P450 2C19 (CYP2C19) &BUANL, TFitiitln
FREDAHEh 5,
EM (extensive metabolizer):CYP2C19*1/*1,CYP2C19*1/*2XiZCYP2C19*1/*3
PM(poor metabolizer):CYP2C19%2/*2,.CYP2C19*2/*3X13CYP2C19*3/*3
) RGRHE R ORI R [, RACEIRT I —LF by oLk
LC1E10mg. 7EF ¥ YA E UTLAI7T50mg (Jifli) J ¥
259 2avA4 Yy e UTIM200mg (JIHi) D374 [FEZ1 H 20,
THRERROR G 4%, &k, 750 20v4 v Vi, SEIZGECT
WM ET 5 EMNTE S, 72720, 1[0400mg (Jiff) 1H2[M % F
Re$5.] THB.
16.1.3 EMFHIEEERER
(1) S~NF5V—JuNafiEsmg [AA]
X7 5 —)UNafEbmg [AA] &/5) T b §E5mg% .
saAF—N=RIZKDENENIEE (FRT TV =T
UYL E U Tomg) EERBCASIPEICHEE BRI 5. L
TMAEFIRT IV =T b o2REEHEL, 55
N7 HEPTRE S5 4 — 4 (AUC. Cmax) 1ZDVTI0%IEHH
[X B THREGHBNT 2 47 - 72855, AUCIZlog (0.80) ~
log (1.25) OHEPANTD -7z, Cmaxidlog (0.80) ~log



(1.25) DHEMHINT B > 7228, I RIE O FIE D 7% H
log (0.90) ~log (1.11) OFHNTH D, »D. &K
BRI ML T2 2 a5, WAIOEY I
SR S Y,

5 AUCo10 Crnax Tma Tz

TR (ng+hr/mL) | (ng/mL) (hr) (hr)

TRTF Y =) 5 124.9 81.3 3.2 1.1

NagEbmg [AA] me +40.9 +31.9 +1.0 +0.3

Px tismg Sme | yagq | egms | a1 | 409
(mean+S.D., n=30)

(ng/mL)
80

70 |
60 |
50 |
40 |
30 |
20 |
10

0 /l/c° ‘
B (hr)

(2) X7 —JUNagEi0mg [AA]

X7 7 =) NagElOmg [AA] &/%5) T v FEE10mg% .
IaZ*—N=FEICLDEhEThIgE (IRXT T =T
FU DAL LTI0mg) A SYEICHEHERROES L
TEEH T RT T —F P Yy AREEAMEL, 550
72HPEIRE ST X — & (AUC. Cuax) 12DV TI0%IEHEX
P TR THIRAT % 47 - 72555, log (0.80) ~log (1.25)
OWPANTH . WAlOA WA RISGEVEAFER S h =Y,

—e— ST 5V —IUNafE5mg [AA]
—--0-- JNU Ty MEESmg
mean+S.D., n=30

R S 7 S\ NIN OB

P AUCo-10 Crax Tmax T

IR (ng*hr/mL) | (ng/mL) (hr) (hr)
FIRT F Y =)L 10 407.354 256.5 3.2 1.057
Naftl0mg [AA]| "°™8 | +161.310 | +120.9 | +0.8 | +0.466
o e 408.686 243.7 3.2 0.903
/WU MoElOmg| 10mg | 4141936 | 47506 | 0.8 | £0.184
(mean®+S.D., n=23)

(ng/mL)
250
—e— SAT 5V —IUNafE10mg [AA]
---0--- NIy REE10mg
mean£S.D., n=23

N
(=3
o

i
%
7
Z
A
7
S 150
7
JL 100 t
j_
N
Y 50+
7
&
"m0
5 0

B (hr)

MAE PSS ONZAUC, ConZFD8F X — 21T, PERE O
R, KRB OEFEUEIEL - RSO FRER SR IC & - TR A 3 )R
MWnd 5,
16.2 TRIR
16.2.1 BREOXE
AR A 712 20me 2 M F XUTEHRITROES L 721,
THREG TR T GAZH U oS THEREIE S 5 & &
B IZWUEAE DR 5T B, [16.1. 18]
16.4 385
fAFER A S T-1210mg. 20mg % RO 5 L =i ol it o
RatE., FICIERERN BB ITTMISIZ KD AR L 2 F 4
— TR TH >72, ZOMIZHFREEER T + 2 v — 4P450
2C19 (CYP2C19) #BH5-4 2l 4 FMALKIBIZ L O AR L
72 x F Lk, 3A4 (CYP3A4) 2545 2%k VLK
T & DR U 72 2Lk R HERD 6720000 [10. 5]
16.5 HEtt
R A S 71220mg % R 1% 5 L 72354, %5245 ]
FTIRFIZIRT T =)L F b U 7 L DOREKIIR
XhY. R Th B HNLEVBEROTZDS L7 0 Vi

_4_

Fa kAP G R DRI29~40%. AL 7Y — L gfad kA
13~19% Pkl & 1729,
16.7 EMHEEIER

Y (KA T 5 =) CTHRGHEERF b 2 o — 4P450
2C19 (CYP2C19) ~OGEHHAIC & O HHAAEH D 5
NTCWBZYTEISL, ULT 7)Y (R-IILT 7 V)
IZRLTIRT I =T ) oA I h 6 OFEAOIL
PR ICEA B A B WI LA REIN TS, £/,
(5T T =) THRHEEEF b2 a— 4P450
1A2 (CYP1A2) OFFEIZ K D HEAERED SR TN S
FHT4)VIZHLTEIRT I —)LF Y Ageidii
RIS A B A W EARE I T BD Y,

17. ERPREIE
171 EHROREMICET 258k
(BiEE. +=#EBEE. YaAHEE. ¥RMEeER)
17.1.1 —RERABR R BRI R
S, b . R R g M O AR & kit
LIZ1IH1ME10mg X 13 20mg % £ 5- U 72 — Ak B PR aABR & O —
EEREGER (%5 M6 ~8HR) Dk TED &
B THBI,

R NI %
5 93.6% (162f51l/173f3l)

+ s 99.3% (13651/137f3)

W £ 2% 90.9%  (50f5il/55f5)
A 83.3% (10fl/12431)

¥ 72, HoZ AR PTANSH M E oM R A 2 4 1 2 1C1H 1
[B110mg % 248 HE 5 L 2= MEFiges: (T EHEMRILEAER) (2
B ARSI IEE T 21378.6% (33151/4200) Tab - 7=,
EHEHEROHBEO T T L VB Y T4 Ve g —BRICIK
P oWt EE cRE E SR & LG SEBONH
EMEICLBBERIITERDOLEBD Th 721, [7.25H]

1[8]20mg 1[8110mg 1[8]20mg
1H 1 1H 20 1H 2]
Stk 58.8% 78.4% 77.0%
(60f511/102f%51) | (80f5/10201) | (7741/100f5)
. ¢ 65.1% 87.1% 79.5%
grade ARcU'grade B | sompeaim) | (7afil/sspn) | (66618300
. - 25.0% 35.3% 64.7%
grade CRUgrade D* | (e | (ol 17f) | (1LB/1700)

H1) IRT IV —=F bY Y AL0mg/H, VY75 —)30meg/H.
1};};& V=)L 20mg/ H % 83 [ DL 58 12 G XA MER A
st
oy YL A5 (RZE2) 12k 5 EREE
WERABERCHEO TS P vERY T4 e g — BB
PUES Wit g & xR & U 72 MR 28 5 0
WS A IC & B IEfRE (haflE) T TERDEBDT

b - f:zo),zno

JERFFE R ORI 2EY
1[2110mg 115110mg o) f il
LA LH 20 (CE%BERRD)
¥ 5.52308 % D 44.8% 73.9% 29.1 (18.9, 39.3)
JEFFFEH (73/163f31) (119/1613l) P<0.001

a) 10mgl H2[H-10mgl H1[Hl, b) »*BE
WH2) IRT T —=)F Yy A10meg/H - 20mg/H, SV T F =
30mg/H., A X752 —)20mg/H, TV A7 5 —)L20mg/H %8
S DL LA 505 ARG SO AR 1 R
GEU 5 AME BETTRAE)
17.1.2 ZE5HR &R
JEO S AMER BEEWHUEZ X RICIHIM10mg % 5L 72
TEERIKEER (PS5 RAEE) 128 R eIk
OSBRI R R ORERMRIL, ThZh43.6% (441517101
f5l) . 55.4% (56fl/10143) Tad - 7=,
FfERE. 10mgf G- 010201261 (11.8%) 12588 5
N7z, ExBMERIE, RSB (2.9%) K ONEIBE 251
(2.0%) Tdh 7222,
(BRE7AEY U HBSEICH T IBEERII+2EEEE
DOEFIMF)
17.1.3 —ESHRIL&HER
EHE7 2 v (1H81mgXix100mg) DRIHEL % 0
e L., 2OoHEE 3+ BEEs oA AT 58
FENRE L2 _HEREEBGRBEO LR, Kaplan-Meier



HIZ & D HEE U =% 520 R # 0 B S O3 RIS
DORBHHLITEDOELY TH 72,

BIERE, ST 5V = F b U Y L510mgis 58 T157
14651 (8.9%) . Smgf% 58156676 (4.5%) (272
W 5N7e, TaEWERIZ10mgP 54T i &k ONE & 20
(1.3%) . SmgfE5FETTFHI3M (1.9%) . AFHEREZEH 26

wW3) AL LG R, ROESHIE FiLoL s Thh. ENOD
JRERHE R U H S & 13588 5,
FRT T —LF b)Yy ak LTl20mg, TEFL VY VK
& LC1l1000mg (Jifli) RO ) 2u~v4 v v LTl
[[1500mg (J3fili)) 3% A 1H2M, 7HRFROES

F/2, T bRV T4V EER— (SVYTTI =)L),
TEFVV) VAKHMKR O 7)) 2u~v4 L v D3FEIFES

(1.3%) TdH 7225, IZ&2ANYansy g2 — - ¥al) OBREGES AR TS -

1 1E5mg | 1H1E10mg *HEY JeN) AN 2 — - va ) Bk B g i+ i
(150151 (151151) (151f51) DHEEZENSRE LZENORE (5RXTFS5V—LF L)Y
PR A 2 520 L, TEXY VY VARMIRO A b =g — 01020
PEG24 0RO ARPRERD | 2.8% 1.4% 21.7% " S ey 0 . .
(95%{= FAIX 1B) (1.04. 7.17)](0.35. 5.51)| (15.84. 29.27) THBERROS) 1280 2RFEZ1382% (4961/60f1) &
MR 20— R | 0.11 0.05 B HEANRTHBEY,
(95% 15 fiIX 1)) (0.04, 0.31)[(0.01, 0.23)
Pl P<0.001 | 7<0.001 - 18. EERhEIE
a) Kaplan-MeieriiIZ & 24, b) Log-ranki®?®. ¢) ®ix77v v 18.1 fEFAHF
(11150mg1 1 31a)) FRTF =)L F b SISy WINE O T PE R T
(%) h ZLT7zry7IFK) 25, FatryRyS H,
100 = 1R1E5me K'-ATPase) DOSHILA B4 L CEERMMAHEZ L. By
90 j}ﬁ‘wmg WERRS %, X HICHE I N AEREEOMEICE, +
80 WAL & DIV DI H 5 NI 2 F 4 VIZk b
70 WEVEROWEDSEG LT3 D EEZ NS, Z D1,
2 60 IR F K A K o TEERWEMEOIE 3 2 el & il <
i
B 50 na,
Z w0 18.2 BEASBIHIER
30 18.2.1 {#EERABTIZH T B4 2 b U VIR 2T L,
20 4 1H1ME10mgf% 5. 1H1MI20megi%5-T& 150 H» 5
10 FHEWHEER 27" L, #%51HHXOC7THH OB ibE
0 T E DWW EIFTH1E10mgf% 5 T72~76%. 90~96%. 1H1[H|
0 12 24 20mg 5-T88~89%. 99% T %3030,
At Risk 125588 5 ORI GA) 18.2.2 v FRHHEMERIZB T EZY TFILFA 2
1H1ES5mg 150 150 139 2 AMPHIIEIZ & % HEe 7yt A1 52 (n vitro) .
18 1E10mg 151 151 142 oy = S ) 3o N on <
$$ER 151 151 114 18.2.3 1BMEHAYEWRERICBT A A4 Iy, RVUAF A

U VHIRECE R s, WONZ Ty M B R & Y
b 22 3 VRIS R Sy A S U s 2 iR FH & s 752730
4 XHBNET v MBS E RS WEIHIER O RS,
7w b vR Y FHEANC B USRS, Hha 2 ) v
@J:%Hi’}‘tﬂ ‘32)’35)0
18.3 BEApH LF1ER
R AR 1281 2 HNpHIZX L, 1H1MS5mgf% 5. 1
H1E10mg#5. 1H1E20mgit 5T & & I12 & & | AAE
HAERU, #5550 HO240 B H 2 pH4 L, b % /83 BEE O
#HEZ21 A 1E5mg 5- OEM* T46%., PM*C63%. 1H1[4]
10mg%5-OEM*¢58%, PM*C72%. 1H1[H20mgi%5- 0
EM*T61%. PM*T76%Td 5%,
MIFACHIEE R 7 b 2 — 4P450 2C19 (CYP2C19) &£BURIZ, Fid
AT E 0 RiEh 3,
EM (extensive metabolizer):CYP2C19%1/*1,CYP2C19*1/*2Xi3CYP2C19*1/*3
PM (poor metabolizer):CYP2C19*2/*2,CYP2C19*2/*3Xi2CYP2C19*3/*3
18.4 H. K*-ATPasePE=E{ERA
7 & BRI & 0 FEELL 2HY, K'-ATPaselxf L. #WBH
EEHERT S (n vitro) .
18.5 fBEIER
Ty b O 72 B FRERRES & 5\ OISR E MR (58
W Z b L 2, KRR Z b L 2, MR, v 27T
IV, - R ) =L KROT 2 ) V) ITRL, s
TEIETER & %03 B RO 2 S A ] A 7R 478999400
18.6 1ERTF
A any g2— .- QY BREOHED)
TEFVV) VAR ) 2uv vy, TEFY

Kaplan-MeieriiiZ & % W15 id+ 188 O R
X5z, BE2BEDEE, SNXNTIFTU—LF M) T LEE
R RS2 MERIMkGE P E U -8 A (B3 TR K760
5.). Kaplan-Meier#:iZ & 0 5z U 72 H w5 id+ 48
I o B EREEIE., 1H1M5mgT3.7% (95%{Z4d
X[4:1.53,8.64). 1H1M10mgT2.2% (95%1 M [X [l
0.72,6.75) Th oz, Lk, BG4I, IS
NT 5= F b ) A5ELH1ESmg Xid1 H 1E10mgi= ¥)
D Z T, RSERMGHE S L 722,

(BEEXZ+=BBaEICs TN 42— - KOV
DBE DY)

17.1.4 ERERRER

AV ANy & — - ¥a ) Bo i I A8 EEE O
BEEXNRE LZERNOERREE (5 X7 5 —F Y
YL, TEFVV) VKAPIKR T ) 2u~v4 Y Y DIH
207 H BRI S) 1I2B T 2REFRIEI T RO EBD TH B,
BERIZ. XTIV =)L F b)Y L10mg, 7T EF TV
) v AKKT50mg (JIfli). 25 ) 2a<4 2 v200mg (S
fili) #5412k v, 12900F400 (31.0%) IZFd®6h, &
AEWERNZ TRII6H (12.4%) . #KEE136H1 (10.1%) TH -
2o 720 IRTI—NF L)Y AL0mg, TEFV Y
) v AKHT50mg (). 25 2a<4 2 v 400mg (S
filfi) #5412k v, 1230550 (44.7%) (ZEIWERARD 5
. FaBERNE THI266 (21.1%). #1365 (10.6%) .
WRFEEA130] (10.6%) . BER7H] (5.7%) Td 7205,

- - e bR % s A . s ety
BEAOIFIL S 5t TR VU AR A b g =2 — L & O3FGEERE 55
FRTTT=NF b 5 L10mg 5.7 5 3% 5.7 32777 =)+ b)) LAORENTENpHE L5 &
TR iStne (0 2678 s | as/se) | Qoo iomn HHTELLD, TELY L) VARIKOY 7) A0
— AV ORREENEED LI LD EELZLENEY,
IRT 7ok b)Y Llimg 89.7% | 87.8% 89.0% 2
7 e > ) o KRN SOmg (1) 126078 (61 g | (3641 | (97510905 18.7 BB .
259 2uv4 Y v400mg (i) (AN 2— - EOY BEORE)

k. W cirbhiz~)ans as— - o) Eloy -
+ RIS S B BRI O BRIRGABR T IZ B VW T R
[FIFEE DRBEAE LN T W5,

AFFXIHHNTEZAY TN Z— - ¥ a ) ERET I
BT, HNEFEBIZHT 27 EF V) VAL 2 5
V2u~v AL yOBIEHOERIT. FXT T =)L+ b
VY LAEMASZEIZED, HEDRIED 5 h7=?,



19. A2 ICEET S E{EFRIENR
FRZFR : 9T 5 =) F )74 (Rabeprazole Sodium)
{54 : Monosodium(&ZS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin—2-yljmethyl}sulfinyl)-1/-
benzimidazolide
7712+ CisH2N3NaO3S
71 381.42
PR BBE~MEOGOBRAKTH 5.
AIZHRD THET T, T4 7 =)L (99.5) 2=
T,
0.01mol/LAKEELF bV & A5 MIZIE T %,
Wt Tdh 5.
ARiaw (1—20) 1SFEEHEER S v,
T2 IErRd b,
== s

Na o
N
\ ROk
/ S\\ N
N 0

20. BV EDEE
20.1 7v I IRFHEMRIINKR AT TRIF§ 2 Z &,

22. ‘A

(ST FJ—IJVNagEsmg [AA])
1008 [1082(PTP)X 10, HZEEAIA D]

(FNTZYJ—IJuNaggi0mg [AA])
1008 [1082(PTP)X 10, HZEEAIA D]
1008 [/YF. WZKEEAIA D]
5008¢ [108E(PTP)X50. #ZHEAIA D]
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