23

* % 2026457 HUCGT (454M0) AR 7 S B
*20254E8 HELET (453[0) 872329
Bk SRR 7Ok R THEH
MM : 35 SRT TV —IF MUY LR
| ] L1 °
FATIY-IbNai&Es: bmgn-ns,
| ] L1 °
FATIFIY-ILNaigEs: 10mg n-ns.
RABEPRAZOLE Na maters Smg,10mg onara.
$E5mg $£10mg
IKiBTR 5 30200AMX 00318000 | 22200 AMX00804000
WioE G 20204E£6 H 20104E11 7
_ _ 57 N anyy— - Yo BEHRICHVLEITIE, N an
2. 5 (ROBEICEIZELEVC L) D5 ) A TH S C & OB £ ) Ay 3
2.1 7«'& l@)*/iﬁa‘ b U O B O & 2 E N — O EREE R CH L LA AT AL,
2.2 VIVEE) VR ARG R0 BE[10.1 2]
6. AERUVHAE
% - R <ﬁ/a#; +=telpiEE. WAEREE. Zollinger-Ellison FEZEE)
%Hﬁk WWHEL AL ﬂi?’\7°?‘/~)1/ﬂ‘l\‘)"]£\kl/fl[EllOmg%
T Sy T 1El@ﬁuh5¢é# RN ibl@ﬂMg%IEIEﬁ
Wocg | 777777 N e ome 7 omg T | 535 2 LA TE 5, 2B, W%, Wi, WAHBRET
o e 38 M2 T R TIE 6 M E TR L 5.
BE E2d
Hksr (HRIXT5V =N+ b D)%J-?/\\\Z-“( VAN R <E?T‘5“§Eﬁ>
Sj?uf)b7{&mh;fmxgm$uﬁb - RIS R OB BT, W, ALE T NT T
—_ e — 1
Fofy7ablera—2, KEREe Fes s 7aey ﬁgg%kifffﬁgﬁ[%?%1%&?&F;§§wig$
LT —A, ZAFTY VBRI AT T LA, LT AT — R, gfz, AP ﬂFgﬂi 0)’“52:?2 sr Sur
WAL | F vy, RVES VT NI—L - T2 YN A5 7YV o BB, b, SHHMITOLRS RO
AFNILTELR, A5 27 ) LEEIEY v — LD, 7Y Lk CRYTA eI I L BB THRA TG BE, 11
BF PU P LA, YL R— |80, FZUEE MY TN, [ 10mg X4 1M 20mg # 1 H 2 [\, & 512 8 MR G5-9
1LF 2 >, HE= Wbk, AL Fosay B EATES, 7272 L, 1 20mgl H 2 13 RO R,
e AT DY D,
3.2 WAIDMR .§ﬁ$&ﬁ¢ "
Wiges, |77 7/~ Na figt Smg |  FN7'7 V)b Nafiifi Fﬁ C TR AR D R A R OMEFHREICB W TR
[A=r17] 10mg [+—17 ] W, KM T RT TV F F YAk LT 1A 10mg
PRI - AT WL - T4 VA T—7 1 2 T (B %1H1EM§H”5¢6 I/, FubvEITL LS
B T P T S W 12 & B EHFECTRIEAT 5 i R OMEFRREICB W
( fu 1@H§g%SHZEﬁD&5T5CtﬁT§%O
iS1A N IS VS AME BEY R
= | (& @ = W RAETRT TV —LF ) ak L1 10mg %
1H1MEORST 5, B, @, 4 AMEFTORG LT 5,
NS A 59mm JEE 1 26mm | HEE D 69mm E S 36mm <f§éﬂ;ﬂ%gz EUCERERICEIT2BEEII T+ 2B EEDE
B 695mg 130.0mg ) )
— e g WE. EACIETRT T =V F P Y sk LT 1 5mg % 1
MAFR | FNTTSANT EAACER K A H 1 ERECHG S 205 ARAA5 0613 11 10mg % 1 H

*4. FHEERIIHR
OBBE. t-kBEE. YAREE. ¥nMEE%X.
Zollinger-Ellison fE{&E. FEUS AMBREEYRIE. ERE
ﬁgeu>H$ﬁc3n6§%ﬁ2u+:ﬁ%ﬁ%mﬁ%
|

OTFTRICHBFBAU AN 42— - EOVYDKREDHE
EiBE. T2iREEE. B MALT Y >/ FE, St/ i
DiE. BHBEICH T 2RRENEEEE. AVIANT 2 —-
EoyBEEL

5. ShEEX IR ICBIET 2R

(GhEEHE)

5.1 KA OFG DB E DERZRKT L2 erHLr0T, E
HThnwZ e %ﬁﬁ 0)7 A¥5352 8 (B MALT ) >3,
?f@%’%%b:iﬁ“éW%ﬁiﬁﬂ@iﬁ%ﬁff&%‘ccm)‘ém') Ny F— -
Yoy oBREORBZ B,

GEV 5 AN B BEWTIE)

5.2 $%45-Blth Zalfié% E;’rk L CRIR 2 2 L. SEIRO S EME N
AR LN WA, E’iﬁomuﬂ@ﬁ@#%z%hét
M®ﬁmaﬁ$«®ﬁﬁ%&ﬁﬁé Eo

(BERAE7AEY CHBERICH T 3EEEXI+EREENE

SEHNH)
5.3 Itk - ZEROIEIIH] D720 I =7 A ) ¥ % Jifeik G-

LCwa A ZRGNE L L. &G5HIBIC

R EEOMAEE R T A L,
ANYanyg— .0l OBREOHEE)
5.4 #ATHIE MALT V) Y 8IS anNy & — -

BRTRIGHE DA R IR L T e,

*5.5 SEMEIM/MGRAE I LCld. A4 RI A4 Vel L
AN ANT F— - ¥ BRRGHREASEY) &S L REFIC O
ABRRIEREITO 2 &,

5.6 FHIE I3 A BRI EHRL E DAMCIE, Ay ans s
— - ¥ BREBRIC X D GREOSIEIIHRIN 0 B AR 13T
VLTV AR,

B Tid, WL

o

1 MEEO%5T5ENTE D,
(ANYanyga— . 0V oOREOHEED)

FHEL. WAIETIRTFIV = FY A LTI 10mg.
TEFTVY VAAWE LT1ME750mg (JHl) K75
ux A4 rE LT 200mg (Jifili) © 3F ZFIKEIZ T H 2
[\, 7 HEZELS5-9 5,

LB, rIVAOTA Y UE, BEIOSUTHEEMET S
MTE D, 72720, 1M 400mg (Hffi) 1 H2MH% LRET 5,
TRNRYTLA e EY—, TEFT V) VKIIRD Y 5
JATYA YYD IHGICE BN TNy F— - ¥R Dk
WIRRPARIDOLA . S Ub biEHE LT, %, &
AKH7N777~WT%UﬁAkLT1EH%m\7%#&

V) VKM E LT 1 750mg (Ofl) KONx ba =% —)

aLf1@2mmg®3ﬂ%Hh 1 H2MmE, 7 HME&EOHRS$
50

7. BARUAEICEET 215

(BiE%E. +=#EE%. WALSEE. Zollinger-Ellison

7.1 IR L WA ORI - #EEE oA
1TH1MESTAHZENTEX S,

(FEFRHERER)

7.2 WIRDZE LWIE L O - G042 1 1 20mg %
151@&5?6:&%?%5(ﬁ%-ﬁ%%@UﬂTme
FEROMFRDE, Ta bR T ey —ICLBERET
w%T+\&i IR, I Fub Ry FL ey —

kb J?“C&JJST%T#‘ﬁJ‘&%% Wxh L 1 [ 10mg i 1 [
2%@%1E2E\éb SGHEIB 53 2 d. N
THREEERPERB L TRV L2 HRTHI L, BB,
ARA) 1 ZOmg 0) 1 H 2 m$513, PSS ©EE O RS
ERMALGAICES[17.1.1 ],

ERLEREER

(?d)ﬁ'é,q_)
8.1 RAOFLHIZIZ, MG IR ICER L. iy

FRRAL - ML IR 21T ) S LA E L

TERE)
1 [ 20mg %

IliiiR7



*%8.2 AHOEMIKGIZE VK 74 Ty AMEDNDH Hbb L
Db DT, AHlERERG T 58, @i~ 7 4y
TARERZWES S, [11.1.11 BHH]

(BiEE. T2EEEE. s
8. 3 RO NRSRD+ 5 THVOT,

DT L,

(TR RE R OMEFFES)

8.4 F%E -

£ BB CHRA TR BEIH LIT) 2

%{iﬂz%ﬂ&bﬁ% HFHITEDORVED

EREE. FEV S AME REYTIE)
HEFRRIE IV Ww S

TR MY K EHELTa b R /74/239(

v BB, 7»:—»%&%@#@&@ﬂ@@&%#

h TERRIREE DS RN D72 b Mk 3 2356012
LR 5T Lo B, MERHREIIIE I

(ZARIE ST I 75:
WIS AL 2 SE )t

5% LS L T ) SEBEE L,
GEU S AME REWREE)

8.5 Mz

BN TESIHN ﬁ@%@@kowrﬁﬁ‘ﬁk)l_b%\%ﬂé

Z& (1EMbAY 2HULE) 2RO 25T L.

}5\ KRHN DB 55 e ﬁiﬁ#ﬁ%@—‘m iﬂEF&U‘ﬁEO)(ME%?%E\
WX BIERZ RS 5 2 & DB L DT, WHREHRAFEICLD

_h%ﬂﬁﬂgft;b\_&%ﬁﬁu THZ L,

[{o o N{eNo]

3 FEemERE

. HEDEREZHJ HEEICHEHTIER
A BHHE - BEEZFOH 5 8%
A1 BYBRBEOBEEDSH 5 BE

JFREZE JEH CHFERRE D 23D % o

.5 1w

ﬁTﬂfﬁXﬂiﬁTﬂ)ﬁL“(w%T flfo)%%ir'tfka:

ZDH

R DAY
Beh5352 L, B

5@ (7 v ]‘fxlil 400mg/kg. r7"ﬂ‘;\"”¥'(ISOmg/kg) Tha R Ak
(7 v MTILEEBE, 73 FTHREOK T, [LERE) 2GS

nTws, %7z,

(25mg/kg/ H).

Ty MIIRTIFIY—=VF M) T LA
TEXT VY VAW (400mg/kg/H LI E)

A DN S i G (50mg/kg/E!LlJ:) % 4 G
H U723 BRT. TR0 EAL)E

9.6 HIlI%

RO LN TV 5,

B EOA RV OCBFLREOAIRIEZ ZE L, RILOKHEEL
Liqﬂt%*ﬁuﬁ”é Lo BMER (7 b)) TIPS
BT ENWEINT VD,

9.7 NRE
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9.8 &

LEEN R L L7
i

PRABRIZIENE L T

W\,

HALEHERSE DRIWEH 23 5 b N 72355 13RS5 5 720 SIS
B9 62 Lo KANIEEL LTHBTRH S N LA, HilmE T

FIFRERESE T LCW b 2 2 93% <
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TEfDd b n 2 &

M bo
10. ¥EER

KEOABICFIFRBFBEELF F 7 10— 24 P450 2C19
(awmw)&vsw1@m&m>®%5# 2D LN TWV5,
[16.4 ZH]

T 72 A O EESWIHEERIC X0 DEFISEH O W % i
NI H b,
10.1 SRS HALAWI L)

S 4 BRPRAEAR - S ik W - fabiE T

YN B YV Y EERE O | A 0 W W
(Y25 1) PE %553 2 BN AICE ). BN pH AL

AFNT TR

(2.2 B B b AL, UMY HR
HBOWRAMLT L, Vv
Y Y ¥ o i A
BFT22L5H2,
10.2 BEAEE (HFAICEETSC L)
A4 % BRARAEIR - R Tk I - b T
vaxy T 28340 O ML v i J5E 0% | AR ) 0 TR G s B0 A £

EATHEI LD B,

2& ). HApH 2% L
7 L. HFH ORI E
RAET o

A7 Fy—N
FI4F=T

AT S o 1 v EE AT
BT3B Thdo 5.

A O 53 s S0 1
&y, BN pHAE
7 L TR oL Z
W5 2BTN2H 5.

KRBT VI = a5
W KB~ 7 A4 2

K HA % 512 H ]
BANR T Al 4%

WP EANTH 2,

LG D) 51 K% R0 <
I Hp g JE R T T
MENEN 8%, 6% T
L7z OWEDD %
A M PLEF— AL EY— Lol BFEEANTH S,
PREN ERA T L
Bdhbo miED X b
| e Al N R A
B iE, — R I ARA
oG ETIETS L
EEETHIL,
EI{EMA
f@ﬂﬁm#%%bh% EHDHDOT, B SICAT
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K3k
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1.1 EXLEIEAR
M1 2avyy BERY)., 7F7145%>— BIEARD)
11.1.2 RMERR D GBHEA) ., SEFERERAE CHEAB). M/
WA (0.1%A00) . BMMEEI GEAT)
11.1.3 BUERFR CHEEAW). FFHEEREE (0.1~5%40) . BE
(B
11.1.4 BEEMME (0.1%Ki0H)
%m\&w\W%ﬁ%\%%wﬁﬁ(ﬁ%%>%ﬁ%b%nt
AT, R M%Xﬁéwﬁﬁ%%mb\$ﬂ®&9%
¢¢Tétt%_\wm& 4R VE VA ORG-S O W) 7p WL
219 2 &,
11.1.5 BEESE (FEARH)
haEE 2 R BB B SE (Toxic Epidermal Necrolysis:TEN). %
JE RGBSR SE R (Stevens—Johnson JEMERE) . Z AL D O
bNBLZEDNDH b,
1LL6%ﬁ§E%(ﬁﬁW@~ﬁEﬁ?%(ﬁ§$%)
“% Bt (BUN, 7 L7F=0%) ICEST LI &,
1.1.7 EF MUY LIME BHEAR)
1.1.8 HEBRMBEE (B
ﬁ’“l’wﬂ By, CK L&A, mkeRP I 4+ rae v Lz
hﬁk?%%&%ﬂ%ﬁﬁ%abné:aﬁ&éo
11.1.9 |AEE FEAH)
11.1.10 $EELRE (HEEAH)
AR, BWATE, KRN K. AR, R
HobNMbZ Db,
n111ﬁ777/7Am (BHEEANHA)
RAOEMHEGIZE Y, QT HEE, 8, L% K~
7?\“/@1\{[&{'}1275%5%1’)%63.&75“36%0 E QAN M=/ e SV
LMIEISER L 72AR A V¥ A E. K5 ) 7 LGS O B
HRE2EI AR D Do TN OBEMEIEELEDN D IEIR
2B LbNILAIE, MR~ 27 Y7 ZBREOWEZ TV,
BREIRD SN, 7T LA DMFE MY 2 g
2ITH 2k, [8.2 BR]
1.2 ZOMOEIER
(Bi&E. t=iEBEaE. WAKEE. RMEEER. Zollinger-
Ellison fEf®E%. JEV S AMBREVRE. BEAE7XEU >#

A5 e

5ICH T2 BBEXIE+_EREEOERMG)
0.1~5%Aif 0. 1% A BHEEANH]
FHILERIR A, FL| AR IMERR A b H
IR ERBOIN, WFRREREY | BREEZ . U o8Bk
%, Al A
AST. ALT. Al-iBE VYV V¥ ¥ D
-k P. y -GTP. LDH| I %
D E5H
PGB %r I b5 LULES
MRS, T, DA W, Ok, b oA WEI, B
M. Wk, DY e, Bd7e|8 M K I %
P M4 . e, ZRA ( collagenous
e Bl colitis
lymphocytic
colitis)
st BE WV, ADLDO|TAR, FiE
RIS 1157
TR ARER T3y HESHRR, 8
T, Lo b o
R
walLAruo—»3AHH, FE | HOoOb5o%, |
Vo R PERRE - B FEEL. | W, e,
Z DAt BUN ® k5. #&|FiE. LR, |7 v €= 7 IME.
FIJR. Ifiid TSH|CK @ L5 AL
B
1) FEBUEE TSR GE RN S
(ANYaANy g2— - EOY QREDRHE)
0.1~5% i 0. 1%Ai
Il ER A IFRRERIN 25, I b BRI
L A ’)//\ﬂivﬁé )
/\fki E2NI VT %N
1 I Bk
N ALT. AST. y-GTP|Al-P. LDH ® L5
Tk » L5
B 2 BhFE, I LA
T, B, BRELELE. |8, DN, el
A MR MBI GG, R | s8R, B,
" S AL, H2E HEA | ERORIR, Bt
P, B
IR RS SRR vIv
R O 15 BRI, B, T O
L O, BUk, &1
Z Dt JR WE ES, FROL
Ok, RO L5t IR
WESLH, Fhidhd ik
) FEBUHE XS O S RBREICBIT A IRT TV —

VFEIUT A TEXFVVY VKRR F) A0, Ty



D 3 G- DR T T OMRR AN R R A T &

o

12. BRBEBRICRIETZE

(ANUany g— - Ol OREOHEE)

121 AYanyg—--e0YoBREHELDZE
FGRTFGT= )V F I )T LEDOTO N YR T, ey —R
TEFYVY VKN, 259 20xA Y rEOHEWE RO
A ba=F = VORMP RS TERZ TIE, BCIREITR
FRER O EDBREEC 7 B W R DD B 728, BC-IR KA
BRIZXABWHEEZITILSIE. NS 0FEAOBRGHT% 4
BLBEDORE I CTHEIMT 52 EEFE L,

14. BREOZEE

14.1 EFIZFEOEE

14.1.1 PTP WD #HHIZ PTP ¥ — +25W Y ML TIRAT %
XI9RES L L, PTP ¥ — FOEMIC I Y, BEOFATRAE
EHEBEAHIA L, HIIZle B2 UCHERIN S0 RE R &
PHEZPERT D DD D,

14.1.2 AHNIGESETH 0. BRHICH 72> TE BTRALZ D v
DT, DAL ETEIEETHE,

15. ZOMOEE

15.1 ERPR{EA (ICED 155k

15.1.1 AFORMHEGHICAMOH R ) — 72 R0 7 L o#Hh
V5

15.1.2 NI B 2B OBEHI%E T, 7u b v Ry T4 e
7 =12 X BRI B W CERERE S BB EIT. TR
Yoo BEHEEITOU X7 BN G S hCTwb, 552, BHEKL
gf%%<1$ui)®mﬁéﬁwt%%ﬁ‘%ﬁmux7ﬁ
L7z,

15.1.3 WM B 2 BICABEBE ENR & L2 HROBIE 5
T, FO bR TL ey — L LEEIIBWCs O
ANYTIL T4 T4 YIVICE B EEEGED ) R 7 BN
HINTW5S,

15.2 FERRERERABRICE D  15%R

15.2.1 v M2 bmg/kg Y k% 2 RO G L 72 3tEatBa I
BWT, MECTHIZANVT /4 FOFEDRALNT L OREDDH
50

15.2.2 B (5 v MRS 25mg/kg Vb)) CHURRE R
RO A4 2 ¥ v oRmsmE I T, fIfIZH
7o o T HIRBRPE AR ICEE T 20

15.2.3 v MH#ETH LIV 75V — ) (50meg/kg/H).
TEFT VY VKA (500mg/kg/H) kU7 ) 2u<A Y
v (160mg/kg/H) Z PP L2k, BB coHED
Bk & IR R OBEIH OMRIEBD SN TWwb,

16. EHEIRE

16.1 MepEE

16.1.1 SANTSJ—JLF MUY LBEEIES

TR AT 12 20mg % T T U ARG L 22k
%%Eﬂgﬂft%%ﬁﬁﬂﬁx—7@¥ﬁﬁ%ﬁtﬁﬁ%
16.2.1 =g

LA RERERR O M SR Y BYRE ST X — &

" Crax tmax AUC
BAAE (ng/mL) (hr) (ng - hr/mL)
AT 437 +237 3.6x0.9 937+617
% 453 +138 5.3+1.4 901 +544

CF¥#fi+S.D., n=12)
F 7o, BERAS T2 5mg. 10mg. 20mg # i T CRIEHKRS
Lf:ﬂ? (G5 5HH) OFMBIENS A—FIZUTDEBN T
H5HY,

TR NS T2 B % S5 5k (Bmg. 10mg. 20mg) O
S RT 5T —F b1 A OEWBRE ST A— &

= - Cmax tmax AUC -0 ti2
Ju b Bl | = 1
b | FKBR (ng/mL) (hr) (ng * hr/mL) (hr)
EM® | 146+56 | 872 5 23697 1.8+0.9
5mg '2 5.
PM¥ | 252+55 a 55 5) 585+137 4.2%+0.5
EMF | 383+83 |, o3 o | 539200 | 1.520.4
10mg .2 8.
PM* | 50964 @ 0-4 5) 1230+ 200 3.8%0.3
EM* | 654348 | (, 20 o | 9M4=477 | 2314
20mg EX)
PM* | 8222232 | 4 o8 ) | 23312663 | 3.7%0.3

CE¥E=S.D., tmax (EHF Y (Min-Max) ,EM n=16,PM n=8)

UL T 2 7 — 4 P450 2C19 (CYP2C19) #BIRIL, Tatii{s T
BME DI NG,

EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 NI
CYP2C19*1/*3

PM (poor metabolizer) :CYP2C19*2/*2., CYP2C19*2/*3 X i
CYP2C19*3/*3

16.1.2 3HIHEAERS _
BEBRANBTIZTIRTTV—)LF )2 A 20mgh, 7EFY
D) VKR 750mg (Pl RU7 5 Av< A T Y 400mg
i) 21 H2E7 HE GH12 @) EROHKS L0 S
NT??—W+FUWA@%%@%N7X—7QMT®EBD
ThbY,

TERORAT 12613 5 3 AR SRS G R o Mg 5 X7 5 —

VF D) Y L OEYBREINT A — 5
Crax tmax AUCo-12 t1/2
(ng/mL) (hr) (ng * hr/mL) (hr)
”
wols | 5782208 3.0 @.0-0.0) | 34438 | 0.7220.19
PM* + ( + +
(ns) | 8138 3.0 2.03.0) | 2600+474 | 1.80+0.32

M £S.D., tmax (EHFIAE (Min-Max)

MAFREHE SR T ~ 7 10— 24 P450 2C19 (CYP2C19) #:IIMIL, Fidd#fn T
I pEIND,

EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 X i
CYP2C19*1/*3

PM (poor metabolizer) :CYP2C19*2/*2., CYP2C19*2/*3 X I
CYP2C19*3/*3

) KRB RO [EF, RACEIRTIV—=vF hYwak
LT 1M 10mg. 7EFY ) YARMPE LTI 750mg (FI4if)
ROz 5y Aa<4 e LT 1IE200mg (FIili) @ 3% [k
TH2M, 7HBREOHEGT 5. b, 770 20<4 ¥ i3, BE
KIS U CHEERT 22 EATE 5, 72750, 118 400mg (F7flli)
1H2m%ERET L] THDo

16.1.3 EMFEIFEIZEM R

FNRT TV =) Natfigg I0mg [F—1F | XY v M

10mg %, Z7HBAFT—N—EICX YV ZNZEN1EE (SXTFTY

—VF YT AL LTENREN 10mg) R AT IS H

[IRE P G- U I b R &2 M L7z 15 D736

/T 2 —% (AUC. Cmax) OxHEMEDFIMHED D log

(0.90) ~log (1.11) TH Y. HowEMRER itz 2

LTWwWaZERs, MAlOEWHIESESHER S Y,

HYERE ST A =%

0 AUCo-9nr Cinax tmax 12
(ng/hr/mL) | (ng/mL) (hr) (hr)
FINRT T
;‘E‘l‘bll(iif 23 585.6+288.2|352.5+130.9] 2.7x1.2 | 1.5+0.7
[F—=nT]
§%$£; 23 |624.4+268.4(323.5+110.6| 3.7%1.2 | 1.2%0.5
CF#fE+S.D.)
(ng/mL)
400 |
—O0— X7 5/ —)INalfiE10ng [+ —/\F ]
m 350 r —o— /{1 T ~ElOmg
%iz 300 | 45 +S.D., n=23
z 250 |
7 .
e 200 |
{ 150 |
12
100
B o5l
0 1 2 3 4 5 6 7 8 9 (hr)

B E&RERE

M4Eh 5 X735 ) — VikEOHER

Eﬂﬁqﬂ()%ﬁﬁﬁl)‘é: AUC\ Cmax %0)/\0‘7 ){ _ 9 ﬂi\ *&Eﬁ%‘@ﬁg
f%Mﬁ®ﬁW@ﬁ-%ﬁ%@ﬁ%%ﬁﬁlcf%&éﬂ%ﬁ

§ Zu)o
16.2 ORI
16.2.1 BEORE

TERE A 12 20mg % MA T U ERISROKS Lz, &
WA EAED SN TWBY, [16.1.1 2]
16.4 {3

fERE R A F12 10mg. 20mg % FE118 G- L 725 o iU vh oo £ 3
W, FIWCIEREEN RIS X ) AR L 72 F F+ 2 — 5 Uik
THolzo TOMITHFRHEEET b 71— 24 P450 2C19
(CYP2C19) »SBH5-F B A F WALKB IS & 0 ARk L 7= 2 F
VAR, 3A4 (CYP3A4) 73B85-3 % Aok MEBUGIC & D ARk
L7z Ak YARHERD 572099, [10. 2]
16.5 Bt

TERES AT 12 20mg & RELR G- L7236, $e5-1% 24 i £ ©
WKCIRHIZ T NT 5 =V F b ) w7 2 OREBLERIZMIT S e,
R TH D I VKRR ED 7V 70 [ BEREERI S
i@@p~m%\xwwfv—»@ﬁ%%ﬁn~m%m%§
hf: 5 o



16.7 EMHEEER
I (K27 7V =) THAHESR T ~ 7 v— 24 P450 2C19
(CYP2C19) ~OfL#HBEAZ X 0 MIH RSO bAT VWD Y
TENRL, INVT 7YY R-INVT 7)) I LTIRT S
V=) F MY T AI IS DOEF DM HEIEEEY G2 v
CEPMEEINTVD, T, FHE (5 TFV—)) THF
RS F b 7 10— 24 P450 1A2 (CYP1A2) OFEIC X ) M
ERDBOONTWAETFF 74U VIHLTHIRT IV — )L
7L6]\7)’) 7 AFMPREICEEE S 2 w2 PRI hTw
Z) "o

16.8 Z M1tk
G755 =) Natii§tbmg [+ =T ] &, IXTF =)
Na 3E§E 10mg [+ —1T | ZFEERF L L2 &, BHZEE))s
S, AEWFEIC RS R XY,

17. ERERECHE

171 BHHERCREMICERT 555

(Big%. T-EHE&EE. MEIEE. URMEER)

17.1.1 —RRERAREER R U —E IR LB B
B, IR R Al R WS S 2 RS
1 H 11 10mg Xi& 20mg %425 L 7c — &R AL O EE

*ﬁgt%%iﬁ%ﬁ (F G- - 6~8 M) OHHETTERDOLBY TH
% N o

RESSS REERE S
i 94.0% (189 1,201 f1)
RSl 99.4% (159 f1/160 1)
S £ 5% 90.9% (50 Bil/55 1)
Wy R 83.3% (10 B1/12 1)

%72 Ho AR HARIUE OB M B 2 2 0 2 1 H 1
10mg % 24 MG Ui (CHEMRLERUER) (280
2 NHEEIIEFEEIE 78.6% (33 61/42 H1) Tdp o 7219,
WEHER RO 7T YRy T ey — Rk
PEED O B S 2 R & LB 8 B OISR
FIZEDHEBHRIETROLEBY TH 5722020, [7.2 ZH]

1 [l 20mg 1 [ 10mg 1 1] 20mg
1A 10 1020 1020
It 58.8% 78.4% 77.0%
+F (60 %1/102 1) | (80 B/102 1) | (77 f51/100 1)
grade A LU 65.1% 87.1% 79.5%
grade B* (56 %1/86 B1) | (74 61/85%0) | (66 %1/83 #l)
grade C J4 U8 25.0% 35.3% 64.7%
grade D¥ (4 151/16 1) (6 /17 1) (11 $1/17 1)

H1) IRTFV—VF Yo A10mg/H. TV 75V — ) 30mg/
Hy + 275V =)V 20mg/H % 8 AR LA EHE5- 02 1R S EAHE
RIS SE

OBV A (W 2) 12X B EREE

ﬁﬁm%&wm§@7mby£>74ytey—ﬁﬁmmm
P2 O FLE I & i G & L 7R 52 8 E - o AR
B & IR () WTROLBY ThHo

23)

TR ORI
LI 10mg |1l 10mg (95% 12X 1)
1H 1M 1H2M Op@w
Y552 Mtk DIk 44 .8% 73.9% 29.1 (18.9,39.3)
JERAES (73/163 1) (1197161 1) p<0.001

a) 10mgl H 2 [H-10mgl H 1A, b) x2 i

H2) XTIV —=)vF b4 10mg/H - 20mg/H. ¥V T 5V —
V30mg/H. X7 V=)V 20mg/H., =V X 75V —)L20mg/
H % 8 M LR35 12 RO HER R S TS

GEV 5 AT BEYTRIE)

17.1.2 —EG5RIEEHER
S AMEE B E % P52 1 EI 118 10mg 25 L7-—
EEMRILEGAER (3504 ) 1281 2l ER DS
IR OFRFERIE, ZNFN 43.6% (44 $1/101 1), 55.4%
(56 1/101 ) TH -7z
FIERIE. 10mg $5-0 102 Bl 12 61 (11.8%) (ZREDH Bz,
EREIERG. 36 (2.9%) KOWEREH 2 5 (2.0%)
T o 12203

(BAE7AEVU U BE5EICHIT2BEEI T KB EEDE
FED

17.1.3 —EGRIEEHER
&7 AEY ¥ (1 H 8lmg XiZ 100mg) DEWHES %2 LE
L. o BEE UL ZIRERE S ORI 2 F 3 5 BE )
Kb L “EHERILERBEOKE, Kaplan-Meier 312 & 0 i
5E L 7= 465 24 A% O B35 O3 T IR IEEE O B
ETFROEBY THo7z0
FIERIZ. XTIV —F bYW A 10mg 58T 157 B
14 1 (8.9%). 5mg #5-%ET 156 Bl 7 61 (4.5%) (232D 5
N7z EEMEM I 10mg J"’“ﬂ'ﬁifTﬁ“&U“‘m -
(1.3%). 5mg #5-BECTH 36 (1.9%). NFHERERT 2 6l
(1.3%) Td o 722020,

1H1E5mg | 1 H1ME 10mg xif i)
(150 f1) (151 #1) (151 1)
PRI 4 %1 2 41 32 %
5 2%;’%;??%% 2.8% 1.4% 21.7%
%« S, N N -
(95% 1 X ) (1.04,7.17) (0.35,5.51) (15.84, 29.27)
Wﬁ‘:ﬁﬁf"* 0.11 0.05
—F . . -
(95% X 1) (0.04,0.31) (0.01,0.23)
PAE» P<0.001 P<0.001 -

a) Kaplan-Meier 12 X ¥, b) Log-rank M, ¢) ®MEE7 7L/
> (1M 50mgl H 3 )

(%)

001 o 1 H1msme
90 -©- 1 H 11810mg
e S
80
70
;ﬁ 60
50
P
s 40
30
0 4
10
0 R &
T T T
0 12 24
At Risk $53- Bt & DI ()
1H1ME5mg 150 150 139
101010ng 151 151 142
K 151 151 114

Kaplan-Meier :12 & % B #5553+ 4855 0 AR HIEF

BB, #5248, XTI —)vF M) 7 A RIRK 52
Rk G- L7246 (BRET Tk 76 M $5-) . Kaplan-
Meier 12 & 0 HiE U7z B85 503+ 385 o SR E =
id. 1 H 1M 5mg T3.7% (95%I5 X [#:1.538.64), 1 H 1 [
10mg T 2.2% (95%fEHHIX[H:0.726.75) TH o720 B, Y-
24 BPLRE, RBHIE I XTIV =)+ M) 241 H1E Smg
12581) 1 H 1M I0mg 28 ) £ T, Rk 52 M HeH S L
728,

(BEBXEITHEBERICHITZAVINT4—-EOUDKE

DB

17.1.4 ERERFKEHER

AN any y— - ¥a Y Rtk B U+ T IRInEE o B g
MR E LEHNOEERRE (ST —=VF b )T A, T
EFTV)UAHMMB Y ) 2ux 401 H 207 0
RIHL) KB 2BRRERITROEBY TH S,

FITERE. SXT I =V F b)) A 10mg, TEFT Y
KFIW 750mg (M), 75V Au<A4 ¥ 200mg () ¥
5z, 12060 40 B (31.0%) 23R S, FARIEHIZ
THI16 B (12.4%). #AE 1361 (10.1%) THolze T/ T
NTFV=)VF MY A 10mg, TEF TV VAN 750mg
i), 799 2a<A4 ¥ 400mg (i) #5125k 0. 123
B 55 B (44.7%) \CRIVEHI 2538 v, 2 EIENE THI
26 B0 (21.1%). HRAE 13 %1 (10.6%). WREEF 1341 (10.6%) .
W 7 B (5.7%) T o 722930,

. e
HIEHN O 1 [EIxﬁ( — o ot
HBE
FNRTF =N Y
v A 10mg
74 10 8§7.7% | 83.3% | 85.7%
TER ) S a | 676 | (5 /54 | (102 /119
251) ;{gu7,f E i) %) )
200mg (F7fili)
AN VA D 2l )
v A 10mg
74 10 80.7% | S7.8% | 89.0%
TER e A 2 | 6Les | (36 /41 | (97 /100
251) ;(g\j?,f S i) %) )
400mg (F7fili)

BB, W TITbh Ay any y— - ¥a)Etos -+
TR ISR IR B B O BRRFABRE IS B W T MEEORK
WOE LN T WA,
1 3) KA OPEGRL, LOESGHHIE TRoLBY) TH Y. ERNOK
PINER O L 302 5,
FRTFGV—)VF Y aE LT 20mg 7EFY Y VAR
P& LC 1M 1000mg (JIfifi)) B2 99 2a<4 > LT1M
500mg (i) @ 3%1% 1 H 2 W, 7 HHEOES
I/, IO YRYTA VR ES— (S UV TITV—)), TE
TV VKPR 5 2u< A4 T rD 3FEGICE B A
Vany g — - vn) ORISR TH > 7z T,327
F— - vn) o BEE T IRBEEO B EEE NG L
L7zEHNOWE (XTI —=NVF b )L, TEFTVIY Y



KA R A ba=Fy— o1 H 207 HEREOS) 128
B BRE I 82% (49 /60 ) LHiE I N Tw53),

18. FEhEIE

18.1 1EAF
FGNRT 5 — w%bUﬁA@% WA I O 1 P SIS C R AR
(ANV7 =73 FR) ICARY, 7a by Rr7 (H, K-
ATPase) @ SH 3 % 5 fifi LT@%?ET&%I@EL 1 53 %?fﬂfﬁﬂ
T ho SHICHHESNMREEORBIIE, EIERTALY
5DIMY DL HWVIET IV E FF I & BIEHARD N LA
HLTwsbntkEzoNb, oM, 7 VvyF+ 2 ick-T
B VEASINAE 3 5 W HEVE D B S 53930

18.2 BEESINEIIER

18.2.1 fEER AR TICB A A MY VRIS WICR L. 1 H
18 10mg $%5-. 1 H 1 A 20mg #%5-CT & 1859 H H» HFH
ZEEER 2R L. 5 1 HH RO 7 H H OREGWm O3
X1 H 1M 10mg 5T 72~76%. 90~96%. 1 H 1 [ 20mg #%
5. 88~89%. 99% T %330,

18.2.2 v FRHEMERICBITIL Y TFINTAL 7)) v 7
AMP Fl#C X 2 B ERGW % $l 3 %30 (in vitro) o

18.2.3 BUHA I EFEZERNIIBIFILLAT IV RUVFFTAMY
VI EEE W, A TNICT v MICBIUT B R RS L O e 2
53 R AL U BRI e SR & R 9730 3D 38)
1 2XHDHVIET Y MBI %’@E%M?ﬂlfﬁlﬂ’ﬁﬁﬁmﬁl@i\ 1)
7a bR FHEFNCHKLELS, P A A MY Co R
7339

18.3 BAW pH J:?J’EFH
R AR TICB A EHA pHICK L, 1 H 1A 5mg 5. 1
H 1M 10mg #%5. 1 H 1M 20mg?x5f'Ck SIZEW 2 L AE
HAERL. $%5 5 HH® 24 B IC pH4 DL % 7R R o8]
A3 1 H 1M 5mg &5 EM*T 46%. PM*CT63%. 1 H 1M
10mg #5-® EM*T 58%, PM*T 72%, 1 H 1 [l 20mg %5 ®
EM*T 61%. PM*T 76% T 50,

MITCHEE ST b 2 10— 2 P450 2C19 (CYP2C19) FBIAIZ,
TREETEI ) HEIND,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*
2 213 CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3 X
1 CYP2C19*3/*3
18.4 H*. K*-ATPase FAZEHA
75 BRI X Y IR 72 HY
2R3 (in vitro) o
18.5 HiEBEIER
F v bR MO SREREE S 5 VIR RN (S
WA PLA, KEWHEZA ML A, BIMELK Y2773, B
-8 ) =V ROT AEY )5 Ly O TEE R H 5 v
13 REBOR ZE YR 2 R 3D
18.6 fERAHRF
(AU aAnya2— - €Ol BREOHE)
TEFTIY) VKNP ROTZ S A< vy, TEFVIY
VKA RO A b= &/—wt®3ﬁ%mﬁ¢ 3H57«
TIV—=NF P AOEEIENpH # LA SEAZ LI
n, TEFIIY /7}(%[1%&0‘7 Sy2a<%A{ Y /@?ﬁ?ﬁl&
FEOLIEIIHDEEZONLHA,
18.7 BREME
(ANYanyg a— - el BREOHE)
AFFXIFBHGTAY TNy F— - €Y EEEFIVIZBW
T HNAERBICHTATEF YY) ke 79 A<
4O 2HPBHOREIE. TRTFTV—=VF )T A%
XD, HIFEREAED S,

19. A#IEE2CEAT E(LENHMA
— IR 9 X7 5V — )b F b U v A (Rabeprazole
Sodium)

K*-ATPase (2R} L. SR BHE/E

1t %% % : Monosodium(£S)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylmethylisulfinyl)-1 /4~
benzimidazolide

45 T 3 CisH20N3NaOsS

& 381.42

% W ARRIAC~EEARORETH 5,

AREEANHED THEIFR T % 7 —)V(99.5)I2
BRI,
Zlguuli 0.01mol/L K Lt F + v 7 2312

ﬂinﬁ:biﬂ&iﬁ‘lﬁkf“%éo
ENTI¥I S| 1—’20) B Z R S v
ENTHES SRIE S AU R oY (A3

B

AL
O—CHj

HsC 0

N \ ) RUSEKREEE
©[ / S\\ N
N O

20. BBV EDEE

20.1 PTP @237V 3 BB VACE TG L NI
FTRIEET 52 &,
22. ‘@

(ST FYJ—I NathsE 5mg [F—/1F])
(PTP) 100%% (10§ x10x14%, BHHFIAD)
(NF) 100 8 GZIEHIAD)

(ST FYJ—IL NatEsg 10mg [F—/1F])
(PTP) 1004t (10%Ex10x 148, WA AD)
500 58 (10 $Ex10x5 48, WHEAAY)

(NF) 100§ GZIEHIAD)

23. EEX
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155-164
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9) =M : Modern Physician. 1994 : 14 (S.) : 38-68

10) AKfHIMl : Modern Physician. 1994 ; 14 (S.) : 23-37

11) A28 Al - Modern Physician. 1994 ; 14 (S ) 1 69-84

12) JNRfE EAl © Modern Physician. 1994 : 14 (S.) : 85-99

13) HiE = HiAE : Modern Physician. 1994 ; 14 (S.) : 1-22

14) W)IlFE 3¢l © Modern Physician. 1994 ; 14 (S.) : 100-107

15) #FHH &4l : Modern Physician. 1994 ; 14 (S.) : 108-115

16) H B4l © Modern Physician. 1994 ; 14 (S.) : 116-123

17) 4*PIIEAl © Modern Physician. 1994 : 14 (S.) : 124-136

18) #FHH &4 : Modern Physician. 1994 ; 14 (S.) : 137-147
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— R AR B O " E MG (%) v M 2010
12 J1 21 HIRRE, ATt )

Kinoshita, Y. et al. :Gastroenterol. 2018;53 (7) : 834-844
— LB I O " E MG (%) v MEE : 2017
E9 H 22 HAKRE, HFAMRES)
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29)
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