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RABEPRAZOLE Na TABLETS
$E5mg $£10mg
HAERBE [ 30200AMX00252 | 22200AMX00597
Wit | 20204E6 A |20104E11H

2. B2 (ROFJBEICFRS LBV L)
2.1 RRIDRGIN UBBIEDBIERED & 5 B
22 LYY VERIEEZREHORE [10.13H]

3. 8 - K
3.1 #88%
B4 IRFFYV =)V NagEsmg|7 X7 5 YV — )L Na g
- [YDJ 10mg YD)
1§EH, SRTF SV =L F (18R, SRTTY - )
73 4
BRED |\ o 15mg Y 410mg
D-v»=bt—J, BftMg., tLuo—2, e Fo*
Tultilu—R, #lLxrua—ACa. AT7 Y VE
WAl Mg, TFILELO—Z, e FOAT—AT LB
AT ZURY) VBT ATV, BIEFY V. =
ZEbsk. AL FoNuy
3.2 HAIDMR
Wi |77 7Y~ ANaftsmg|s N7 5 — L Nakt
” [YDJ 10mg [YD]
Ptk - HIT WEEBOBE T 4 VA d— | REEBDBRET « VAT~
A4 T4 VT
- DO=®E
B #95.7mm #96.7mm
Es £92.7mm £93.9mm
HE 67mg 132mg

4. WMREXIITNR
OBEE. T EmEE. UEHES. ERERENR.
Zollinger-EllisonfEf&E. IEU'S AEBRIEEIE.
ERE7 AU VRSEICHII2BEEX G TEEE
BEOBFIMF
OTERICHBIFRIAVINTI— - OV DREDHED
BEE. TTiEBES. BMALTU V/NEE. SEim
IRRIAME,. REIBECH T ZARRIAELS. AUD
NO9— - EOURBRRESK

5. MEEXFZHRICEHET BiFR

(HEELLE)

51 FAIOHKESHFBEBICLDIEREZRBT 5 ENH LD T,
BRETLEVWIEZHRDS ARG TSI E (EMALTY
YNIE, BRHIBREICNY 5 NHENIBRZRBICB T 5N
Vanyy—.enY oBREORMEZR<).

GEU'S A

BEREETE

5.2 B 5HMh2 A% EBRE LTHRE2HER L, BROWEME
BARD SN VIFEEICIE. BERMNORERSZ XS
N2 7 DMOBEY) LIGEANDEEEZHFT TS &,

(BERE7 AV VERSIFICHIFTZEEEN T T _IEBES
DEFINHD

5.3 [fife - #ROERMEIO-DITERAET ALY > 2k
BELTWHEEEZRENRE L. HEHBICEL TIE.
BEBENI T+ EBBEORF 2 EERIT S L.

(NUONTI— - OV DOREORED)
5.4 #ETHIEMALTY VS EICHT H5A)anNTy— - o

U REIBEOEE L LTV,

5.5 B IM/IMUBRAEICR LTI, A RSA U %281
L. ANYINTH— - o) RERESEY) & HIE s
HIEFNC DA FREBEEZITD 2 Lo

5.6 BHBEEICNT 2 NHEEGEAEREDSMCIE, AV an
7% — - ¥n) REREICE S BEOFEMNH T 5
il PR VA NG R AR

57 N)anNyy— - a)RBEERICHWAEIZIZ. ANV
aINTY— - PBTETH S ERUTARBEMREIC
XOANYaANTy— - EaVERERTH S &= HER
IT5HZE,

6. FiENUHE
(BER. TERHEER. USEER. Zollinger-EllisonjE

{RES)

BH. BRAICETIRTSFY—)LF YL LTIEIOmE

Z1HIEREO®REG T 525, WRICK D 1EI20mg#z 1 H 1[EFE

05T 5ZENTES, kB, BE. BEE. WAKE

ETIISEME T, +ZHEHEE TRGAME ToREGET

%o

GERMERER)

- HE
WHREEEROBEICBL TR, BE., RAICIEIRTS
TV —=F YT LAELTIEIOmgZ 1 H 1 EEO#ST
55, WRICE D 1E20mgz 1 H1EREOREGT 52 &0
TE5, B, BF. SEHFTO®REELT S, /2. 7
OrURYTAL Y=L BBBETHERN D25
£, 1[E10mgXIx1[E20mg# 1 H2E, & 5 Ic8ERR% 0
BETHIENTED, 72720, 1[E20mgl H2E#ES51E
HEOKNBEEZET HHEICRS,

o MERPRETE
B - BREZRVETHREEEROMERBEEICIBNT
. EE. BRAICRSARTSY—LF hUDLELTLE
1I0mgZ1B1MEO’RET 5, £/, 7O bR TA
ey =il X BIEE CHERATZ R REEE RO
BEEICBL TR, 1E10mg% 1 H2EREO#KE5T 5 &
WTE5S,

GEU'S AEBRIETETE)

WH. BRAICIR SRSV =)L+ v Y74 ELTIEIOME

ZIAIERORST 5, 28, @F. 4EEETORSE

5,

(BERE7 AV VIFSBICBIT38E8EIETEBEaE

DEFEAED

BH. BRACRIRTTY—LF FUHLELTLESmgE

I1HIMEO®RS T 555, $RATSOBEE1E10mg% 1

HIBRRO®RE TSI ENTE S,

(ANUIONTI— - OV DREOHED)

BE. RAICRSIARTSY—LF YT aELTIHE

10mg. 7EF ¥V KM E LTIET750mg (7)) A

7 7)) 2auavA & LTLE200mg (Hifi) O3#FIZ[FE

Bric1H2ME, 7HRRO®RST %,

B, oV 2uvA ik, REIZSCTCHEEEEDT 5

ZENTED, 72720, 1EI400mg (Fiffi) 1H2[E% LR

L9 5,

Ta bRy EY— TEFIVY VAR O
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759y 2uvA Y ryO3FEEGICEBZANYaANTy— - YO
Y OBREIBES AR OBER. IhIicbaiBEE LT,
BE. BAICEIARTSSY - LF YL ELTIH
10mg. 7EF TV VKNP E LT1E750mg (i) %
UA o=y —)L & LTIE250mgD 34l %= FKICIH2
E, 7HEREOKRST 5,

7. BENUBAEICEET %R
(BiEE. TiEBER. WSEER. Zollinger-EllisonfE
5]

7.1 WRPE LB EROERE - #iakoBs
Z1HIOEHRE T2 ENTE 2,

ERERER)

7.2 FIRAE L WA RUERYE - A 0BE1C1E20mg
ZIAIEHET A2 EHFTES (B ER2RVET
WREAEROEREE, To bRy —
IC & BIEBRTHRAT 32 BEERL) . oy Fa b
R TA ey —IC K BBBETHRA T BEICH
L1E10mg i3 1[E20mg% 1 H2ME, & 5 1SR 5 T
A, NHRSRE CHREEERMEEL TLaL
ZEERMERTHI L, B, AFIEI20mgD 1 H2[E#ES

12 1[20mg

. NRSIHE CTEEOMBGE 2 WIELBAICR
[17.1.1Z8&].

8. ERREFRNER

<‘7}Ebrs1§)

8.1 KAOHEHITIE. MEBCHBEEICER L. EHMNIC

MEARRE - MRECEROREZTO CENEE L,

*%8.2 RHIOEHZSICEVEY TR VI LMENH SDNS

ZEFBHHOT, AFZRIAKREG T D8I, AN

he A LRERAET S L. [11111ZH]
(BER. T-EBSEE. WSIER. FUSANBREY

TiE)

8.3 EMOEARBA T+ TR VDT, MFEEICIE
W ENEF L,

GETRERER DIHFEE)

8.4 H¥ -HMNRZEZBROVEIEEZERS Tubr RS rey
=LK BEBETHRATSBRE IR LT >ZEE L.
AR, HEEEOLREOLZVWEBEITHIZEDEVED
HEITAHZ L, /oo AEHIR. 700 — VIBEHIRSE
DOEEEBOUEBSR SN, EFRESEHICDL DR
I HIBEICIINRERIIEEZEZEIT S, 2B, #
FEEREEHNICNREREZERT 20 B8+
BIATFHIZENEE L,

FEU'S A EBBIEYTAE)

8.5 MZIc kDL, FMREFOBBTERIEDIELAS
nsz& (LEMBZV2BNLE) 2HEERDS 2 B573 5
&, B, KROBEHFEE. BEESOEREE X
Ui DHELERBIC K DERZ R TS EBHHD T,
AREREZICKVD INSOBERTEVWI L 2HERT 5
Z&s

9. FENDERZEIZRBICAHTIER

9.1 BHE - BHEESFEDH D EE

9.1.1 EEREDEHEEDH D EE

9.3 FTHREEEERE
AR B CIHENEDORE P 5 2.

9.5 HiF
PR SUSIERR LT W B RTREE D & 2 I3 LA
WA fEREE EE S Y SN 2BEICOHRET S
&, BIER (5 v MEO400mg/kg, 7Y X #E
30mg/kg) THREHEE (T v FTILEBE. V¥ ¥k
HOMKT, {LBEEE) »REShTWE, £/, Ty b
LS RFTI—LF R UL (25mg/kg/H). TEFY
U VKA (400mg/kg/HULE) RUOZ S5 Y 2u~A
¥ v (50mg/kg/HE L) #4BRMARS LR T,
T REREOFENIED SN TS,

vz

9.6 ZLIE
BREOERERCRIAKBEDOAEREEZEZE L., FILO
eI HFIEZ AT 22 & BMER (Fv ) TH

HHABITT 22 EAMmESNT VS,

9.7 INE

NERFEZNRE U7 BRRHBRIIER L Tz,

8 =SS

HILERFOBWERAD» S S b B ERERET 2 E
HEBEIIRETSHI L, AFIREL LTHETRESNS

7. ERETCIITRENMETRT LTSI LS

RAbobhdleNdbb,

10. #HE{EA

<. EfE

AENORFICIFABERT + 70 —4P450 2C19

(CYP2C19) KU3A4 (CYP3A4) OBAL»ER

W3, [16.42H]

. RBNO BB IIIHEHIERICE D OrRZEA O MRIX

EGESITIMHT A &N H S,
10.1 HAZEZ (HALBWVLI L)

D oN

HHIZE HRRAER - ' P - fEfERT
VLB VIERIE | VLYY VIERRE | AKEH 08B a I
(Y25 1) DERZBTE T 5B |[EAICED. BWNpH
[2.22H] ENHH B, HEHEL. VLY

U U IEERIE O XA
EFRL., YLELY
YOMPRESET
T5H5IENDHS,

10.2 HAEE HRAICEETDCL)

¥R 2% ERAER - HEE A W - fElER+7
s £ HFER O M E | A OB 85 i H
AFNITFT BERTZZENH | EAICED. BApH

%o

LR L. HFEEA
DR ZABET 5o

£ 5arJy—
FI74F=7

HH T 2 A o I iR
PERFT 2NN
H%Bo

AH| O B B oy b 1]
fERICE Y. BWpH
LR L. HFEEA
DRI Z MM 5 % B
ZENHH%.

KEBIETLIZT L
T - KB~ 7 2
2 LEH ORIEEA

AA BB EICH
R A (5] B AR A A
BRI 5 1 R AR
TSP 9 a1 55 o 3R B i
MTHEBEPZRTH
8%. 6%BET L7z&
DEENDH %,

N\ EFEITATH %,

A bMLFH—F

XAMMLFH—-1LOD
MmeEE» L7 2
ZEhdhbH. BHE
DAL FY—F
EHRET 55 E.
—BWICAR O®RE
EHIET A EEE
BIsZ&,

BFEIARATH 2,
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11. BIfERA

ROBERAHEbNBIENHHDT, BEZTHIC

O, BEPRBOSNIGEICERE2PILT 5% L8

PuEETH 2 &,

11.1 EXIZEER

MATvavyg BEEARH), PFI45FY— BHER
9)
11.1.2 RMmEREA (BHEERER) . SBFEMIERAE (SHEEREH). M
VRIS (0.1%A3) . BIMEEM (SEEAA)
11.1.3 BIERFR (BEEREA). BFESEEREE (0.1 ~5%KiH).
BE (JEERHEA)

11.1.4 EEMAR (0.1%KH)
FEEL. WK PRIREREE. S ORE (BEE) FHFR
B 5 NZHEITIE. ER I XS ORE 2 £
L. KElo#EEPIET 2L b0, BIBRERILE
VRIOBEGEDOHE R NBEITS &,

11.1.5 KEEE ($HERH)
HEERKEFEMMAE (Toxic Epidermal
Necrolysis: TEN) . &K BEIRAE®REE (Stevens-
JohnsonfEMR#E) . ZHRAMESHODLND I END
%o

11.1.6 SEBEE (HERH), HEEER (HERH)
BHEEMRE (BUN, ZL7F=U%) KEETAHS
Eo

11.1.7 BF FUD LM GEEARH)

11.1.8 tEIEARIRRE (BHEAEA)
AR, . CKER. mMpRORBIFsnE
v ERERHE T HEBHMBEN D 5bhd &N
H5%o

11.1.9 \AOEE (FHERH)

11.1.1088F K68 (SHEERHA)
TAR. BEGH. REYHE. U, AL, BB %
BREENHLDNEIENDH D,

11TV VHEYT 2D LIE (BEEARE)

FEROEHHFSICED. QTERE. BE, LUOhE%
PSR T AT AMENHODNDZENH D, £
oy B 72T AMEICER L&A LS 7 Al
fE. BAY T LAMESOBRERE XSG H
5, CINHOBMERENREDNIERNH S b
BEICIZ, M 7327 A BEORIERITV. BE
BRDONIZGEE. I T2 YT LOBFAEOHEY 72
WBZITH 2 . [8.28M]
11.2 ZOfthDEIER

(BEE. TZEBEE. UEHESR. YRMERENR.

Zollinger-EllisonfE(REf. IV S AMBRIEERIE. K

HAEZ7AEVY VBSBICBIT328E8BX T 2iEEES

DFEFEHNE

0.1~5%Ki 0. 1% SERERBA
WHUE BB, BER | EHZ
liiki: 3 BIMERRA . B | KRB, 4
MIRIEHN, 4FEE | PERIEZ., U
M, Aim | SERED
JFF I AST. ALT.|#EYLE D
Al-P. v-GTP. | k&
LDH®» L&
TEBRER ME EF #HiE
b AL, TR FE | B, Bk, 7 | HR. B, ¥
R, B | Y VS, BY (MBI KB R
m 7zh. 0§, &| (collagenous
MR, B |colitis.
lymphocytic
colitis)
EMEER | R HEV, LS5O | HAE, FE
. RR. B
iS. HIBESERR.
BAKT. OO
Hoh, KREY

k%

0.1~ 5% 0.1%R3 SREEANEA
Z DAt WavArso—|»9HE. ZE HOL52%,
- RERERG - (BRI, . | BAETE. FHAE.
BUNO LR, & |BERE. LUK |ETyE=7M
HR. MHTSH | & CKO LR | fE. ZELAE
H#in

F) IR GMERERRATEE ST,
NUIONTI— - EOV OBREDFERD

0.1 ~ 5%t 0.1%i
IRBE RZ. BIS IREER
Mg =ik IFERERIE S . [FPEREID .
U VOSEREA . U U SER
B2, M/MREAD. Al
BRI
JiF M ALT. AST. y-GTP® | Al-P. LDH® L&
7
et #piE, MELR
HIkER TR, BIFE, RERY. | OB, ONK. BP0,
M. EEEH®R,. B | OBR. B, RER,
ER, TR, BEARE. | BRAE. B
SRR
RRER | ER HEWV
ZDfth AR O LR HEFE. BRE &0
LU, Bk, EAR.
IRELER. FROLTN
B, RO LR, REE
W PR

F) REHEIEBENE T ZEBEECBTSI XTI - b
UL, TEFVVY VKRG 59 2a< A ¥ DO3FIERS
DAREE TOEKRBROEERTRAE L&,

12. [EFRRERRICKRIFTHE

(NUONTI— - EOY DREOHED)

121 AU INTI— - EOVUDREHE LOFE
FRFFGI=LF NI ILEDOTa Ry TS el
=T EFTVI KM, 7TV AU A T UED
FAEMEROA a4 — LORAFRREK TER
TlE. BC-REMZAEBR O E BRI 72 2 T REED
HB7:0. BC-REMZRRIC & 2BREHEZITHOHE
X NS OEROBRERTHRIBLFEORE TERT
BHZENEFE LV,

14. BRLOEE

14.1 ERIZFREOER

14.1.1 PTPEEOEFNIPTPY — 26O H L TIRAT 5
koM I 5L, PTPY— FOBEMKICK D, BV
AP EREREATA L, BIIEALZ B L THERE
ARGEOEELAMEEZHFAET S ENH S,

1412 RENIBBERETH O RAEICH 2> TIX. ALY,
W08 FIC, DALETEOIFRT S &,

15. ZDDFE

15.1 BRARERICED < &R

15.1.1 RFORHBESFICEEOER) -T2 R L DR
ErdH 5,

15.1.2 BN B 2 EROBEMIET. Tu bRy T 1>
BBy — I K BIHBICB W TBHEREICHE S IREEE
. FHEEEN. BHEEHTO) 2 7EBIISRESNT
W3, Fic. BREBRUOEB (1FEML) omEz
ZF-BET. BIFOU AT ML,

15.1.3 BB B2 FICAREE 2R E LI EROBEN
T, TU bRy T ey —2EE LZBEIC
BOWTIZRANIITL - T4 74 VNI KBEBR
Bp) A7 EMARES N TV S,

15.2 JEERAREBRICE D < fE5R

15.2.1 5 v bic5Smg/kghl L2 2EMBOHRS Lz E MR
IZBWT, MTEHIZALF ) A4 FORESAONIZE
DOBEDH 5,
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15.2.2 BiER (7 v MEOH®ES25mg/kgbl k) THARER
HERCMHY A OF > > OEMARESA TR0
T RIS 72 > TITEFRBEEEICERT 5,

15.23 5 v McHETH B 5>V TS5V =) (50mg/kg/
H). 7EF> 2 KA (500mg/kg/H) K'Y
FYAu~vA Ty (160mg/kg/H) ZHAKRE LI

BT BB TOBEOHERE L HITREOHEFMN
HOERPED 5N TN,

16. ZYENE

16.1 MHGRE

16.1.1 SRFSY—ILF MU D LBEEIES
RERAS FI20mg 2 R N XITBRICEORE L
7o OWERF B ICH L LM BRSNS A — 5 DT
EERITRT D, [16.2.15H]

BHENRABROMBRINT T — VT M) T LOEYEH)
RBINTRA—%

Cmax Tmax AUC
22
aiol (ng/mL) (hr) (ng - hr/mL)
HET 437+237 3.6+0.9 937+617
B 453+138 53x1.4 901544

(Pl + 2HERZE, n=12)

F7z. BEBRABTIC5mg. 10mg. 20mgz AT
TREREG Lz (E55HE) ORMEHEICT X —
ZILUTDEBY TH A2,

BB T12 B\ 5 RE#% 58 (5Smg. 10mg, 20mg) O
MIFFSRT S —)LF N ) T LOEYEFRE/ST X —%

il (nfg:;nrz{L) {}T;)X (ngA-[il(r:S;L) (tkll/r2)
Smg EM* | 146£56 |3.0 (2.0-4.5) 236+97 1.8+£0.9
PM* | 252+55 (2.5 (1.5-5.5) 585+137 |4.2+£0.5
10mg EM* | 383+83 (3.3 (2.0-5.0) 539+200 1.5+0.4
PM* | 509+64 |2.8 (2.0-4.5) 1230+200 |3.8+0.3
20mg EM* |654+348|4.0 (2.5-8.0) 994+477 |2.3%1.4
PM* |822+232(3.3 (3.0-6.0) 2331+663 |3.7%£0.3
CPIME £ B8R, TnaxldHRIE (B/ME-BAMHE). EM n=16.

PM n=8)
MAFREIBERF b 7 u—L4P450 2C19 (CYP2C19) HFHAENX, Ti
BEFHIOSEIN S,
EM (extensive metabolizer) :CYP2C19*1/*1,
/*¥2XIZCYP2C19*1/*3
M (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X
1ZCYP2C19*3/*3

CYP2C19*1

16.1.2 3RHAKRS
BERABETICIARTS Y —LF ~Y 7 L20mgh),
TEF T VAKNMT50mg (Fiffi) . RV T A
u~v4 ¥ r400mg (Hffi) Z1H2E7HME (512
) RIEROKRSLEZBOSRXTSY—)LF b7 L4
DEMEEEIT A —F ZUTDEBY TH 2,

BERABFICB ) 23FMARKERSHOMER SIS S
V=L MU LDOEYBREIST X —F

Cmax Tmax AUCo-12 t12

(ng/mL) (hr) (ng - hr/mL) (hr)
EM* (n=15) | 578+293 (3.0 (2.0-4.0) | 934%£438 |0.72%0.19
PM* (n=4) |948%138 |3.0 (2.0-3.0) | 2600474 |1.80+0.32

(P £ EERZE. TnaldHRE (B/ME-FRALE))
EFREBER T b2 u—2L4P450 2C19 (CYP2C19) REANL, Fid
BEFREIOFEINS,
EM (extensive metabolizer) :CYP2C19*1/*1.
/*¥2X1ZCYP2C19*1/*3
PM (poor metabolizer) :CYP2C19%*2/%2, CYP2C19*2/#*3X

CYP2C19*1

I¥CYP2C19*3/*3
F) ARABERUCHRE B, BACEIRNT IV —LF Y7L
ELT1E10mg, 7EF T2 VKM E LTIET750mg (F1
fili) U7 S5 2a<A & LTIE200mg (Ffi) ©3#I%F
BEICIH2ME, 7HEEORET 5, 5B, 79V Au~vA Ui
DBEISECCHEER TSI ENTE S, 2720, 1E400mg
(Hfi) 1H2EZ ERET S.] THB.

16.1.3 £EMFHEF LR
(SRFS5Y'—JUNafEsmg [YD])
FRFF Y —)Naggsmg [YD] &%V v MESmg
EIUAT—N—HILEY ZNETNIE (TS TV —
VF R T LAELTomE) . BERRAB T304 AR
EREO#E L ClifEh SN TSV —)LF b Y 7 LRE
LFRE*ZHE Lz, BoNTENERENT A%
(AUC, Cmax) DWW TI0RBHEXENEIC THEHENT
{7 - 7-45%. AUCIZlog (0.80) ~log (1.25) D
FNTH>7o Cmaxldlog (0.80) ~log (1.25) D%
BN TH - NREBREOFIHEDEHFlog
(0.90) ~log (1.11) D&ENTH Y. D, EHEH
BCIHESHIFEBLTVWAI L, 6. WHIOEY
WRISEASHER S N,
XIMEFR TR ST — VEEETRT T =)L Y7 LEEICHE
LTW3,

HEINT A =% BEINTA—H
AUCO-lO Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)
AV VA 124.9 81.3
NasE5mg [YD] +40.9 +31.9 3.2£101 11x03
NY Ty M 124.7 73.5
Smg 4399 +283 3.8+1.3 | 1.0£0.3
(Pl + REERZE. n=30)
(ng/mL)
807 —— 5 RF5 Y~ LNak
70+t 5mg[YD]
60+ o /f‘)lvbﬁﬁSmg
it (F9E - EHERZE. n=30)
50+t
5
F!é 40}
{fg 30+t
20t
10t
(of : : : : : <
o 1 2 3 4 5 6 8 10

# 5%k (hr)

MAEHEEN PICAUC, CraxZD/85 X — 713, HEREOBIR, (KO
BRI - RS ORBRSEMIC K> TEZ AR H 5.

(5RF5Y'—)UNagz10mg [YD])
IRF5 =)V NagElOmg [YD] &8V T v Mg
10mg# 7 0 A% —N—EIc & D ENZENIEE (SR
FYV—=LF U LELTIOmg) . BERAET234
I EREREORS LRI XTI — LI Y
T ARBIABEEIE Lz, Boni-BY g NS
AX—=% (AUC\ Cmax) L:OL‘T%%fﬁE*ﬁ%{TOtF
R WA QAR RISEE SRR & hiz5,

HEINT A —% BEINTA—H
AUCo-10 Crmax Tmax ti2
(ng+hr/mL) | (ng/mL) (hr) (hr)
FRT 5 =) 407.4 256.5
+ +
Na#é10mg [YD] +161.3 +120.9 3.2£08 | 1.1£05
YTy MNE 408.7 243.7
+ +
10mg +141.2 +75.6 3.2£0810.9%0.2

(P9l £ fR¥EMRZE,. n=23)

283ao21



(ng/mL)

300
—— IS5 —)LNaE
2507 10mg[YD]
% 200 PAVE RN 310
150t (Pl = ¥R, n=23)
b3
g 100 ¢
50
Oe—e .
0 2 4 6 8 10

HE&RER (hr)

MEEPREEN ICAUC, CnaxFD/87 X =213, #HEE OB, FROR
HR[EIE - RS OREBRSRMFICK > TR BRESH 5.

16.2 DRUN
16.2.1 RBEOEE
BFERABEFIC20mgZ R T IIBRICEOKRS L
7ol BRBETIIEBE TS ICH U Tnaxd 1. 7K
BIET 5 & & B ICRPUCEBEESBD SN TNSD,
[16.1.1=08]
16.4 X5
fEFERABTFICI0mg. 20mg#ROHS L7 o
FOREIE. EICIEBERNZBETTKITIC K DER LT
FAI—-TNVETH o7z, ZTOMICHFREEREF N
g —2P450 2C19 (CYP2C19) #EST B X F L
LRI K VAR L2 X F UK, 3A4 (CYP3A4)
ST 5 2NAAMERIBIC &K D AER U ZILER AED
D5 NDOD, [10.5H]
16.5 HEtt
BB ABFIC20mg 2RO E L Ga . 515248
RIETICRPICSRT S Y —)LF b U 7 LORERIZ
WHEENT, REMTHEHLRVBIERTZFD T I
oY BRAAERIBREEDK29~40%. AVAHTY =)L
Y& AA 13~ 19% Rt S h 7= D6),
16.7 EYMEE{ER
HE (A XTS5V —-)) THREBEZF 70 —2L4
P450 2C19 (CYP2C19) ~oR#EHAIC K DHELE
APRONTVEIYTEIL, TLT77Y Y (R-T
LT77VY) IRHLTIRTSI—LF rUTAIEIh
S5OEFOMPEEICHEL2EZ LW EARESNT
W3, Ti-, EE (S5 V ) THREERT
7 —24P450 1A2 (CYP1A2) OFBRICKVEE
EAPROONTVETA T4 Y VI LTEIRTS
V=ILF MU LIIMFEEICEESZ S X W PR
BENTW3EDS),

17. ERIREGAE
17.1 BERUREMICET R
(BER. TTiERER. UEIES. EREREN)

17.1.1 —RREEAREER M U ESRLLEETER
BiEE. +HEBEE. MRt EER RO &ERIEE
ZXFRICIHIE10mgXIZ20mg % #% 5 U /- — ik K
AR _EEREEEBE (RESHM6~8EM) @
B TROEB Y TH D18,

RHRER HBTaIEER

B 94.0% (189fl/2014)
+ e E 99.4% (1593/160%)
W BE 90.9% (50/55%1)
V)& ER IR 83.3% (10f/1241)

F72. HoR B REFARETEOW T BB R 2RI
1H1[E10mg% 24E/MR S L i-HREE (CEEHRHE
BB 1B 2 NRENIEERERILT78.6% (33fl/
4261) TH-7119,

BEEHELAVCHEBO IO MRy A By — 1B

ICEREED OWRERBERBEEZWNRE Lz H58HE
BOARBREEICL BB RIITROLEBD TH-
72200, [7.2%:H8]

1[HE20mg 1[E10mg 1[E20mg

1H1[E 1H2[E 1H2[H

Lk 58.8% 78.4% 77.0%
(60%1/1025) | (80f1/1024) | (7741/10041)

grade AR 65.1% 87.1% 79.5%
grade B* (56f5l/8641) (74151/8541) (66151/83f1)

grade CKU® 25.0% 35.3% 64.7%
grade D* (441/1661) (6f1/17#41) (1161/1741)

#1) SRFSY—=)LF YT LI0mg/H. TV 7TV —)NL30mg/
H. #2735V —)120mg/H %MLl L3 551 RIAR T HE
PRI ER

oY BN ASHE (WE2) ICLHEEE

BEHERVCHEBO O MRy T ey —BE
ICHEFHEED QW BB R 2 R E U MEREES2
BEREGONRBREIC K HIEFERHEE (hR¥E) ETF
ROEBYTHo722D22),

1E10mg | 1E10mg 3%@2@?;‘%”
LH 1M 1H 20 s
552850 44.8% 73.9% 29.1 (18.9, 39.3)
JEESER (73/163f1) | (119/161f) P <0.001
a) 10mgl H2[E-10mgl H1[E
b) xE

H2) IRFIY =)L+ bYTL10mg/H - 20mg/H, 5>V 7T
V' —130mg/H, X735V —=N20mg/H, TYRASSV—)L
20mg/ H % BB LB 54 1 RIS HERPRIE P ICH 5

GEU'S Mt BREETRIE)
17.1.2 _EERIEEER

VB AMEEERIEEZNRICIHIEL0ME %2 #5

L—EEMREEHER (RSHAM:4EH) B2

RFEROFTERHRR K EAERIZ. ThENh43.6%
(4441/10141) . 55.4% (56f/10141) TH -7z,

BIERE. 10mgi5 01026112641 (11.8%) 1258

OoNTz. ERBIERIK. (B3 (2.9%) RUBER

w26 (2.0%) TH 723,

(BERE7AEVY VESHICHII 38BN+ EIEES
DEFEHFH)
17.1.3 _EERIEHER

BERE7 2 > (1H81mgXix100mg) DEHH

Sxzp8EE L. POBEBEX T ZHRBEEOBIEE

2ETH2EEENRE L _EERIERBROBE.

Kaplan-Meierikic & O #5E U 72 #5248 H % O BiE

B+ _HEBBEORBERRITROLEBY T

Hoize

BIERIZ. SXRTSFV—=LF MY T L10mgk 58T

157619 14651 (8.9%). Smg 58 T1564H 74l
(4.5%) @D S5NTz, ELAWERIZ10mgRSHT

THREZE206] (1.3%). Smg#t 55T R34
(1.9%). FFHEEERT2H (1.3%) TH o7z

1H1[EI5mg 1H1[E10mg xR
(1504) (1514) (15141)
FFBIEL A1 2451 3241
ﬁ;ﬁizf 2.8% 1.4% 21.7%
s | (104 717) | (035,551 | (1584, 297)
*ﬂ‘_ﬁfbf’ 0.11 0.05 _
s | (004 031 | (001, 0.29
PED P <0.001 P <0.001 }

a) Kaplan-Meier¥ic & 2H#E

b) Log-rank#i&

c) xtBIxF 7L > (1E50mgl H3[E)

283a021



(%)

90 = 1H1[E5mg
80 F © 1H1[E10mg
70t & %R

A
S

HERHA 5 DM GR)
At Risk
1H1[ES5mg 150 150 139
1H1[E10mg 151 151 142
X 151 151 114

Kaplan-Meier#iZ & 2 BIEE I3+ 215BEE O R
EEER

51T, BE248LE. SRTIV—LF MY TLE
BAS2EMMEIRSE L2 5HE (RETTRAT6EME
5). Kaplan-Meieri#EiZ & DH#EE L7 BB IE+Z
EBEEO ZRBERRIE. 1H1ESmgT3.7% (95%
{E#XH:1.53,8.64) 1H1[E10mgT2.2% (95%18
HHXE:0.72,6.75) THoiz. 2B, H524BLI%.
MIRBEIE SRSV —)LF MU 7 ATHIESmg X IE1
H1E10mglictl & X T, MAS2EMMFERS L
f:24)~26)0

(BBBEXETTEBERICSIZAVINTI— - OV

DFREDHED)

17.1.4 BRERREER

ANYINTyy— - ) BEo BRI+ EBE
BOREFEEZNRE L-ENOBKRE (FXTF7—
NF YT L, TEFVD) VKR F) A0
<4 Y YO1H2E7HEEO®RE) ITBT 2BRERIX
TROLEBVTH S,
BWERIZ. SARTFV—LF Y7 La10mg. TEF
22 KHIMT50mg (Hfil). 75 Au~v AT
200mg (Affi) HE5Ic&D. 1296144044
(31.0%) ic@BHon, ELBIERIETHR1L6H
(12.4%) BRME136] (10.1%) THotco £l T
RNTFV=)LF b7 L10mg. 7TEF Y VKA
M750mg (Affi). 75V 20~ A > >400mg (H1
fifi) #EIc&D. 12361556 (44.7%) ICRITERAS
oo, ELEWERIZTR2661 (21.1%). #IE13
Bl (10.6%). HREEFE136] (10.6%). IEE7H
(5.7%) TH-7z20.28,

s iR
SHAD |5 ST
T m| mem | g
Rz
FRT 5V =F )7 L10mg 87.7% 83.3% 85.7%

TEFY V) KF750mg () | 28/8

55 2874 ¥ 200mg (i) (STHI/65M) | (45(1/54f1) | (102f1/119f)

FRT5Y=F h) 7 L10mg
7EF VYY) VKAT50mg () | 2m/H
75 AavA ¥ 400mg (1)

89.7% 87.8% 89.0%
(61151/68f) | (3661/4161) | (O7Hl/1091)

2B, W TIEbAEANY anNyy— - Pu Y BEo
B - +oEBEESICNT 2REOBERKRBREICE
WTH, FAREOBEIBRSNTWVS2,
*3) FEA OSSR, RUOBRSHHEIETROEBYTHD . EHNOR
SR VCHEBE RS,
SRSV —)LF bY L ELTIE20mMg. 7EFT U MK
e LClE1000mg (Siffi) RO'r IV Au~YA > &LTL
[|]500mg (F1fffi) ©3F%1H2[E, 7HERO®RS

72, bRV FL oy — (SUVTSY—

V). TEFZVY VKRGS ) AavA T
D3FBEICE BN ANy — - YOy OREIEE
PARBINTH oA"Y aINT ¥ — - ¥u ) BHEEES
HRELZENOKE (SXTSV—LF ) T4,
TEFVVI VAN ROX va=%y —)LD1H2ME
THRERO®KES) 128 2BRERIZ82% (4941/60
fl) EMEEINTWNS30),

18. EMEFEE
18.1 {EAKR
ST TV —=)uF M) 7 LITEES IR O B LRI TE
Mk (AVT7 2073 FE) 12k, FatbrRKy7
(H*. K*-ATPase) OSHE: % &AL CEEREE%H
EL., BOoWENGHT S, SOICHEEESN-BEEED
EIRICIZ. FI/EHZROD 5 OFEYOHEED 5 VWL TV
FFF K BEREDOHERPEEGE L TVREbDEER
bbb, ZOfth, TV FF ik > TEEREESEIE
I BHAHEME B HERI & N 53D ~33),
18.2 B WINEIER
18.2.1 BRBRABFICBIFSH A MY U HIBEE S WISXE L.
1H1[E10mg#H 5. 1H1E20mg# 5T &b I 54])
HAysZH2MHEERZTR L. #51HEXO7THED
BAMEOHADRIIIHIEIOMgEET72~76%.
90~96%. 1H1E20mg#5T88~89%. 99%TH
;‘})34),35)O
18.2.2 Y FHEERERICBI AV TFIUNLTA T v
AMPHRIBIC & 5 BRI 29 532 (in vitro).
1823 BEHEBAHYERERIIBIZIL XY IV RUFFTR
MU VR ERRS W, BTy MBS EREE
FWRTE RE I R B BN Ui 2 B e
)EH ;221—\-3-32),36),37)0
A XHBVIET Y MBS BEESWINEERH O EE
. o 7o bRy FEEANCHE LEL S
A MY YO ERIFAD L339,
18.3 BApHLE{ER
BERBABFICB I 5BENpHICH L. 1H1ESmg#
5. 1H1E10mg#E. 1H1[E20mgkE5TE b ICER
% ERERAZRL. % 55HEO24K R FIcpH4L E%
ARTEROEEIZIHIBSmgHE S5 DEM* T46%.
PM*T63%. 1HI1E10mgHSDEM* T58%. PM*
T72%. 1H1[E20mgH5DEM*T61%. PM*T76%
TH52,
KFREEESRF b7 a0 —24P450 2C19 (CYP2C19) FRIHEIX., i
BEFHEIOSHEHI NS,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1
/*2X13CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19%*2/*2, CYP2C19*2/*3X
1ZCYP2C19*3/*3

18.4 H*, K*-ATPasefHE{ER
THYEREL D FHML ZHY, KT-ATPaselZxf L. 58\
[HEVEH 27R93339 (in vitro ).
18.5 WiEB{EA
Fv MEHOWLEEEREEDH S VITEBREEERE
(B ERA ML A, KBEHRA ML A, WPEER.
AFT7 IV, BE-TY ) —ILERUOTAEY V) IZHRL,
BMOWIEEBEERAD 2 VI EMBRENREER 2R
@-36).40),41)O
18.6 {EFRE
(NUINTI— - EOVREDHED)
TEFTIIY VKPR TSI ALYV, TEFY
D) UKHMMIRO R O =&Y — )L ED3FIBRBEEICB T
B5IRTFV—=LF MU LOKENIENpHZ LRSS Y3
ZEIZED, TEFTIYUKNMROZS) ALY
CONEGEEEED A EICHBHEEZSNBPR),
18.7 BREZIR
(NN I— - EOVREDOHED
AFFRIBHVWEAYINT Y — - ¥ ) BREETIIC
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BLWT, BRAEREBICNT A T7EFI VY vAE S S
Y2a2A Y YO2FIMHAOMBIL. SRTSFV—=LF ~Y
TLEMABIEICED ., HEDREFRD SN2,

19.

20.

BMRSICET BIBEFMAR
—MREIR : FRTFTI—LF U T A
(Rabeprazole Sodium)
Monosodium (RS )-2-({[4-(3-
methoxypropoxy)-3-methylpyridin-2-
yllmethyl}sulfinyl)-1 4 -benzimidazolide
: C18H20N3NaO3S
1 381.42
IHBE~MEREOWMRTH S,
KICHBD THEFR T T8 ) =)L (99.5)
BT R T 0,
0.01mol/LKERILF + U 7 ARMITIET 5.
g TH 2.
KIS (1—20) 1ZFEEEERE 20,
{bEmE -

t % #&:

S B

O_CH3

H;C O—Jf_/

Na

N y \N /) ROBHasR
/> A\
N (@]

RV LDER

20.1 7V IRFAHERITER BT TRET S &,

22.

2ES

(SRTFSY'—)UNafg5mg [YD])

1008 [10%E (PTP) x10. #MRAIAD]
(SRFSY'—IUNagE10mg [YD])
1008 [10%E (PTP) x10. #RAIA D]
5008 [10%E (PTP) x50. #RAIAD]
1008 (7L 348, BIBHIAD)

23.

1)

2)

EEHk

Yasuda, S. et al. : Int. J. Clin. Pharmacol. Ther.
1994 ; 32(9) : 466-473

HARNERERA B 2R & LE38100 [ FREEIEHER
(SU T MEE: 20144E12A26H &R, HEERMTE

2.7.6.1)

3FIGHRAMEAE R (BN ofE SV Ty ME:

2007£E1 H26 HA&ARR. HEEERNE2.7.6.1)

HENER AR EEEREE ($85mg)

HNER RN EEERE (3810mg)

Yasuda, S. et al. : Clin. Pharmacol. Ther. 1995 ;

58(2) : 143-154

Ishizaki, T. et al. : Aliment. Pharmacol. Ther.
1999 ; 13(Suppl.3) : 27-36

Ishizaki, T. et al. : Clin. Pharmacol. Ther. 1995 ;

58(2) : 155-164

FIE=HF fth : Modern Physician. 1994 ; 14(S.) :

38-68

AFTEH  fh : Modern Physician. 1994 ; 14(S.) : 23-

37

BAHESA fth : Modern Physician. 1994 ; 14(S.) :
69-84

NEIER fi : Modern Physician. 1994 ; 14(S.) :
85-99

F)IIFESC  fih : Modern Physician. 1994 ; 14(S.) :
100-107

HHE fth - Modern Physician. 1994 ; 14(S.) : 108-

115
¥ fth : Modern Physician. 1994 ; 14(S.) : 116-

()

16)
17)
18)
19)
20)
21)
22)
23)
24)

25)

26)

27)
28)
29)
30)
31)
32)
33)
34)
35)
36)
37)
38)
39)
40)
41)
42)

43)

44)

*24,

123

BHEE
136

SHE
147

Fi#=FF fth : Modern Physician. 1994 ; 14(S.) : 1-

22

EWNICB T S ERAEBRE (V) Ty ME: 20035E7H
17HAGR. FHEERME .1.(5)-1)

Kinoshita, Y. et al. : Am. J. Gastroenterol. 2012 ;
107(4) : 522-530

Kinoshita, Y. et al. : Gastroenterol. 2018 ; 53(7) :

834-844

ENSEMAHRE (%Y Ty ME 201 7FEIH22H &R,

BERESR)

Kinoshita, Y. et al. : Aliment. Pharmacol. Ther.

2011 ; 33(2) : 213-224

Iwakiri, R. et al. : Aliment. Pharmacol. Ther.

2014 ; 40(7) : 780-795

BHE7 A VGG OBEEII T ZEBEED

BERE2ATA2BELWNRE LAET/MAHERE (%)

Iy MEE:2014FE12H26H &, HEERME

2.7.6.2)

BHE7 A U #5551 D308 D 24:BZNEFEK

BICTEEBEIEERISHERSNIZBELZARE LR

5B OSU Ty ME 2014512826 H&RR. H#E

RHEEE2.7.6.3)

Kuwayama, H. et al. : Aliment. Pharmacol. Ther.

2007 ; 25(9) : 1105-1113

ENEIERABOBME (/S Ty ME: 200741H26H

AR HEERE2.7.6.3)

LEMERBROEROLEMET (VS v ME : 20074
LH26H&RR. HFEERMNE2.7.3.3)

Isomoto, H. et al. : Aliment. Pharmacol. Ther.

2003 ; 18(1) : 101-107

BHAREHAERFH@EHE E)IF)E. 2021 ;

C5995-6001

Fujisaki, H. et al. : Biochem. Pharmacol. 1991 ;

42(2) : 321-328

BEIRSSEE  fth @ HARSEEZEMEEE. 1993 ; 102(6) - 389-

397

ARER fth o EE R, 1999 ; 27(4) : 705-712

FHEER  fh: ARIEE. 1994 5 41(7) : 143-150

Fujisaki, H. et al. : Drug Invest. 1991 ; 3(5) : 328-

332

A E%  fih 0 G. 1. Research. 1993 ; 1(5) : 493-496

WM& fth: G. I Research. 1993 ; 1(3) : 274-280

Morii, M. et al. : Biochem. Pharmacol. 1990 ; 39
4) : 661-667

it B2 fih : G. 1. Research. 1993 ; 1(5) : 497-500
Sy MIBIFBTAYY VEEBICNTAER (%)

Iy bEE:2014F12A26H %R, HFEERHHE

2.6.2.2)

EZREEORH OV Ty ME 20071 H26HARR. B

FEERME2.6.2.6)

SRTSY—=LF b ITL, PTEFVIYY, X bu=
TV SOEME O Ty ME  20078FE8A

23HA&RR. BEMES)

AF A X IH. pylori BRBRETNVICE T 2 FREDR
(%Y v ME 20071 H26H&RRE., HFERBE

2.6.2.1)

NatERAERUEVEDE L
BEE AR — LT« v AMREE  BREERS
BIRE LTI E3697EF D8

BI8. 0120-647-734

ftt : Modern Physician. 1994 ; 14(S.) : 124-

i : Modern Physician. 1994 ; 14(S.) : 137-
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26. BISHRTTRES
*26.1 SHERSTIT

% B\ ket

BUREILTHHHETRE 3697 &thND8

8) [283AJ021



