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Rabeprazole Sodium Tablets 10mg “Chemiphar”

2.2 Vv MERIEE ST OEE [10.1 2]

. f8RK - IR
.1@&
IR7E4 FIRFFI—=)F b LEEIOmE (737 7]
BERGY NN
(14%ch) (HB) 5X_XF5YV—)F ~ 7 2410.0mg
D-vv= b=, Bt %YL, b RuFy o
Ltla—R, EE#EL FoFs 7ol —2,
i (AT TV VBER 7RSI A, IFLRLA=Z, BRTE
" T, e RO —ZA 7Y LVBIATIL, T v
RERBE T AT )L, V7., B{LF % >, EE= Lk,
HILF Ty
3.2 ®EIDOMIR
HR7e# TRT 5V =F U T LEEIOmg [7 37 7]
E WEEDT 4 VLI —TF 1 75 (BIEHE)

% = i
=
BE 6.7mm
Es 3.3mm
Eh s 124.0mg

FAla— K SRTFS5I—=)L 10 #3777
*4. FEENIITHIR

OBEE. TZEBER. MaHER. ERMERER.
Zollinger-EllisonfE{RE. 3F0‘bhﬂr$ﬁ§:_iﬁiﬁ.ﬁ‘ ®
HET7ABU VEBSBICSII2BEEXET2EHES
DEFANH

OTFERICBIFRIAUINTI— - OV DREDHED
BiEs. TEEEE. BMALTU V/VE. &I/
REAME. FHBEICHT 2AREMEEEZE. ANUD
NT9I— - EOVUBRER

5. FEENFFIRICERET BEER

(GhEEHE)

5.1 REIOBENEREICL DERZEBRT 2 EHHEHDT,
HETEWI EEERDOD AHRE5T 52 (EMALTY &~
NHE. RHBEICHT 2 NEEMIAERBICBIT AN O
NI H— - ¥n) OREOHB k<),

GEU'S A EBRIEETRIE)

5.2 % 5RRLAKZEEE L TCHREEZER L. ERONEME
BRSO 6N WIGEIZIE, BERMUNORRASEZ 5N
57z DM OB RIBBEANOEE = Bt 5 &,

(BERE7 ALY VRSIHICHIT2BEEX T EREED

=R

5.3 I - FERROTEEINEI O OIERET ALY v % ik
BELTWwWaEEZHRSMRE L, BERKBICELTIZ. B
BEXII+IEBEEOBRE2HERT L,

(ANUONTI— - EOVDORREDMED)

5.4 ETHIEMALTY VSIS A I N7 & — -
PRETAB OB ILHEL LT Wiz,

%5.5 EEMEM/IMEBAMEICR LTIE. A4 RS54 U E22| L.
ANY AN — - tnU@@m%#ﬁwaﬂMénérm
ICDHREIREZITO C &o
BEHBEICNT 2 AHSEMEERELINCIE. AV any
& — Y REHEICK D BBORENH NI 253
HEVIHEST L T 72,

voy

5.6

5.7 ANJanNyy— - BEYE R %mé%KH\AUZ
N7 — - ¥ay PEETd s & RUCNEEREIC
ANYaANTH— - EaYERERTH D & ERER 3‘6;
Eo

ERES | 22200AMX00577000
BRFERAIE 20104114
6. FERUAE
2. BB (ROBSICBESLECE) (R, -+ ISR, WSEHAS. Zollinger-Ellisoniizes
2.1 FAONAHUBHEOREED 5 5 8% WH. BAICIET N7 —LF kU5 4 E LTIEI0mg

ZIHIEREO® G 9 275, wRIC K D 1E20mg2 1 H 1E#E
%5952 EXTER, 4B, BE. BBE. WELE
BECIESEME T, T EBEE CROGEME CoRE LT
%o
<Luu.‘|'§§i§ﬁ)
WHEEERDOBEICBVLWTIE, BE. RAIKIEIXRTS
ZYV = F bY L ELTIEIOMgE I HIEREO®RS T
A0, WRICE D IEROMg#Z 1 BIERRO#S T 52 &0
T&5, B, BF. SAMEFTOREET S, £/ 7
OhyRYTA By —IC X BIBECHENTD 25
= IIEHOmgXLiIIE]ZOmg%:IElZ@\ & 5 I SERIRE %
595 ENTE 5, tt « 1E20mgl H2[E#% 5. 13 &=
EOMREEL BT 25E8I1CR 5.
- MERPETE
H¥ - BR2B0RIEREEBEROMEREEICIBNT
3. EBE. BRAIKIESARTSY —)LF UL ELTLE
10mg#1B1EREA#RE T 5, /2. FabrRr T
LBy —IC K BIEE THRAT7S Rk BB RO
BRICBW TR, 1EN0mgz | H2EREO# G 5 2 &N
TZ%,
GEU'S AEBRIEETRE)
BE. KAICIESIANT SV —)LF hU v La & LTIEIOmg
2 HIEREOKRES T %5, 2B BE . ERETOBRSET 5,
(BEHE7ABEVU VRSEICBII2BEBENETTEBEED
BRI
BH. BAILESIRTS Y —)LF L& LTESmg®
1HIEREO®RES T 555, RA5FOBHEIXLEI0mg% 1 H
1EROFRST A ENTE 5,
(NUIONTI— - EOYDRRE OB
WH. BRAIZIEIRTS Y —)LF MY o4& LTIEI0mg.
TEFT V) VKM E LTIET0mg (Sifi) RO 5
2uvA & LTLE200mg (F11i) D37z [Fk#IC1H 20,
THERZROKET %,
"B, 7V ARTA . BRBERISCTEEHEET
ZENTED, 72720, 1E400mg (Fiffi) 1H2ME% ERE
5,
T YRS ey — TEFT VY VKPR
751 Aa<vA //@3%%2’:} EaBrAY)anNryy— - o
) OREIREDS AR D% ICRH2EEE LT,
EE. A i7A75/—»%bUWAtUU@wmg
TEFTV) VK E LTIETS0mg (Fiffi) RUA ho
=& —)L& LTIER50mg D34 %[RRI T H2ME. 7H B
A59 %,

7. BERURAECEEDT %FR

(GhaedtiE)

7.1 S5mgEid10mgsE & EMFEMEFENS RSN TR BV zd,
BHAE7 A VEERICB 5 BBB X E+ZEEEE
OFFMENB VT, 1EI10mgICEET 2IFEICIE. 5mg
SEERBERETHI L, Eiz. MOREE - FRICB VT
58%#ET 554610, SmghE & 10mght o A f{HH %17
blisnZ &,

(BiER. T—iEHEE. WSERES. Zollinger-EllisonfE(RE$)

7.2 FIRDE L WIBE R OCERE - #iaE0BEIC1E20mg %
1HIEET 25 ENTE 2,

(ERERIER)

7.3 JRRAE L WIBA R BRI - #8105/ 1C1E20mg %
1HIE 59 22 LA TES (FF - FRERDETHR
ﬁﬁL E DHERHR A fmby£>74>tey—u;
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10mg X3 1E20mg % 1 H2[E], & 5 IC8BEE#HE T 55HE 1%,
WHRSEE CHREEERIERE L TN & 2R
BT &, B, AAINEROMgD ] H2EIE G 13, AEERE
TEEOKBEE 2R LHEICRS [17.1.1 ZE].

8. EEREANER

(GpRELLE)

8.1 RAIDHFSFITIE, MEECHMEIER L, EHEYICH
AR - MEAECEROREZITO CENEE L,

% %8.2 AFIOEHHSICEVET A VI LAMENH SRS

ERHBHDT, KEIZRAKSG T 2RI, EHICmF~
TRV LREZRET S L, [11.1.11 2]

(BEE. T—EBES. USEES. U5 AMBREERE)

8.3 ROMAEENS T T T, MREEICIIAVZ,
ZENMET LW,

(ETREREROMIRES)

8.4 HF - HRZMVEBEIEEL T bRV Tf ey —
IC R BIBBETHRAT D RBEIIH LITD 2 & & LR,
MRFRIEOMLED L VWEE TSI EDEVESEET S
&, Tz, AEFHIR, 7o )VEREIREOLEE B
DUEPRE SN, BRREPRIICOZ Dk 25512
BAREIEEZERT S & 2B, MHPEERIIER
ICARRIRE 2 EfT 5742 EBE 2 3T T ENE
F LU,

GEU' 5 A B RIEETE)

8.5 MIRZICK DIPT . FREFCBRITERPRVIELALN
22 & (LEM»7-V2EBLE) 2RO ARG 2 L,
nB. BRIOBRSHPERE. REREOEES N Ot OH
LEREBIC L DR Z RIS 2 2 A H LD T, NRGHR
BEIILDINSOHRERETHEWI EEERT A &,

9. REDNERZHIDELICHIT IR

9.1 BHIE - BEEEDH 2 EE

9.1.1 EYIBHAEDBEEDSH 2 EE

9.3 FriREREE SRS
A BE CHERMEDREN H 5.

9.5 iFim
PRI SASIEIR U C WL B ATREE O & 5 2ot I I IBE LB %
etz EE2 L KIS N 2BEICOATET S
Lo BMER (T v MEO400mg/kg. 7 F#E30Mg/
kg) THRESME (v P TILEEE, VY FTHREOKE
T ALBBIE) PHESNTWVD, F/ov Ty MRS
FYV—=)LF b L (25mg/kg/H) . TEFT Y KR
# (400mg/kg/HLLE) RO7 59 2a<wA > (50mg/
kg/HEL L) =4BRIOAZS LR T, M CRERED
BEA@ROLNTWA,

9.6 =ILIm
B LOAREROBAREOERELEE L. FAOM
Bzt 22 &, BMER (Sv ) THHF
ABAITT B EMREEN TV 5,
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NREERR E U BERABRITER L Tz,

9.8 S
HILBERZEORWER N S 6 b2 G EIIRET 24 &E
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EEHETIIFRESETLTWAZ &AL, BERAY S
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FU3A4 (CYP3A4) OBASHRRHON T2, [16.4 ZH]
F7o, AR OBBRSWIMEIERICE D, SAERORINZ
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TEEIIIH S 2 ENH B,
10.1 HAZRER HALBWLI L)

HHIZE BRRAEIR - 1B A% W - bR T
YL R VIERRIE|)ILEY Y VIERRIED | AH O BB S WINEIE
(ESVET AN ERZEBET 52BN HICKD. BApHS Lk
[2.2 28] W5 FL. LYY VIR

HOWINAETRL, Y
LR oI R
PEFTHIEN D5,

* %111

10.2 HHAER (HAICERTSI L)

A% HEARIEIR - FEETE P - fERRE T
Iaxvy R ZEH o I R B A3 | AR O B B IR 1
AFNIIFT Y ERIZ2ZENDSH, |HICE D, B HWpHN

LEF LU HFEA O
Wz fEtEd 2.

A +Farv—L
T4 F=T

HEFFEA o 1M i R A
BRI 282NN H 5.

AHI O BBy I I E
FIc & b, B MWpHA
EA L. HFEEA O
AT BB nH
5%,

KE(LT LI = A7
o KERE< T T
LB DOHIEEH]

ARF B AR 50 H ]
ERAIE e AR A IR A
5 1R R AR CF
I 55 R 2 gl AR N R
2T N Z 8%, 6%l
FLIzEDRENH %o

WFIIAHTH 5,

ARRLES— b
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1. BfEH

ROBWERBHS5ONBZENH DT, BEE+7I147T
VW, BEPROSNIEEIC3HEEHIET 2% EE) %
WBZTH T Eo

EXIEIERA

A vavg BEERH). PFI745F0— (BHELRH)
-2 RMBREA REAEA) . MEFRMIIRE (BEEARHE). M

IR (0. 1%K1) . BIMEE (SEEARH)

BE (HEAH)

A4 BB (0. 19%KE)

3 BUERFR GHERH). FFREERE (0.1~5%AKH).

FE. WM FREE. HEORE (RET) FrR
O ONIHEITIE, B2 ICHBXREEOME = EiE

L. REIOHEGZHRIET HE LI,

RIBREHRILE

YEIOBREGEOEY R NEZITO &

1.1

5 RIERRE (S

R SR R PR ARNE (Toxic Epidermal Necrolysis:
TEN). FZEHEARERRE (Stevens-JohnsoniEfERE) .
ZEAMESHSDNDZENDH 5,

1.1

6 SEERE (A, EEMER HEAH)

EReEEE (BUN, 7 L7 5= 0%) ICERT ST &,

1.1
1.1

JAEF BUD LI (BEEREA)
.8 IEREAREEREE (SHEEAE)

B, B, CKLER, MAKRORFPIA oy
LRZRBETHEUTMBIENHSDNH I END

%o
1.1
1.1

9 BABE (HEARH)
0 SBEVIRRE (SHEEANHE)

TAE, BEITE. KELH. IR, AL, B &
BURENHODNLZENDH D,

M EBERITRVDLIME (BEEARH)

AAOEHRZEICLD, QTEE. B%, LUNnE%
PEIET TRV I LMESHSDONDH ENDH D, F
o AR< 73 T LMEICER R LR/ L > 7 L IE.
BEA) T LAMEZEOEHREREXEOHENH 5,
NS OEMBEREDVEDONIERDEH S bNIHEIC
X, M~ 737 LBEOREIEZ{TV. BESRD
SNBER. v TR LAOMAEEDWEY) B %

752 &, [8.2 B
11.2 ZDftiDEIERA
(BEEE t-EBBEE USHEE CREREXR
Zollinger-EllisonfElREE, IFV'SAMBRIEWRIE. ERE7
ABUVRSEIIHI BBEEXIG+ TIEEEEOBEFING)

0.1~ 5% 0. 1% SEEANE

TEBIE RE. BER | EWE

Juikizy BIMERA . 8|7 0 BRE D, 5F
MEREEHN, IFER\h 2R 2. U >

iz, &im | SIRES

JFF I AST. ALT.|#eE Y LE > D
Al-P, »-GTP.| k&

LDH® L5

TEREE MEEF iz

HILER fER. TH 2
AL TN

W%

fE . #R. A
VIUFEE BB
e, 0B '
AR, 515

HHR, B, FAMERN
K5 4% (collagenous
colitis\ lymphocytic
colitis)




0.1~5%KTii 0. 1% SEENEA

=

RERRRER | SRR DHENSLDE, | HAE, BiE
IR DU AT

FNFEHRR, EBIE

™ dod o,
KR
Z Dt WavAru—|rdLHEH. FE|BOb 5D, FEE.

b RERRAG - |18 B R, 3 BB, &7 BT

BUN®_EF. ZE| i E fE.

b il

L O MfE. ZHEALAE
HIR. MAHTSH|E. CKD LEF

) HBHEIRERTERREEZ ST,
NUIONTI— - EOY OBRE DR

16. FEMENRE

16.1 MRE

16.1.1 SRTFSY—ILF MUY LBRIES
TR F1220mg Z /i B N XIS BRI RS L7z
R D ERE BICHH L7 B/ ST X — % OF19fE
ZRIORTY. [16.2.1 BH]

BER R OEM L/ ST X —5

Cmax tmax AUC
A
BSRH (ng/mL) (hr) (ng - hr/mL)
MET 437+237 3.6+£0.9 937+617
B 453+138 5.3t1.4 901 £544

(Mean=S.D., n=12)
F7o. BERABFICSmg. 10mg. 20mgEAEE R T
REHS LI-F (B55HH) OEMEREI ST A —5 1%
DFRDEBY TH DY,

BERRASBTICBI 5 REXRSH (5mg. 10mg. 20mg) DI
BHIRT TV = )T LOENERE T A —5

0.1~5%1i 0. 1%
W BUE HE. BRRE SRFERK
MK A I xRk I EEERIE 2. IR A,
U VSEREA. U v SEREE
;’7\ M/NRBA A I ERE
i
T ALT. AST. y-GTP® L& |Al-P. LDH® k&
TEER A gE, MELA
bk T, BRE. BRERE. B|OB. OR% Bed. O
T B TR IR (F0. B 2%, L. RER. BN
HR. BEAREE SER AR BR
JEE
R | BHEL
ZDAfth FRERERS D B BHEFE BB FoL
O 2%, EAKR. R
ELEH. FRO LU
REO LR, RERE. &
R

Chnax tmax AUC o ti2
= 7
Bo5R | RRE (ng/mL) (hr) (ng - hr/mL) | (hr)
5m EM* 146+56 3.0 (2.0-4.5) 236197 1.8+0.9
& [ PM* | 250455 [2.5(1.55.5)] 585+137 |4.2%0.5
10m 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
20m EM* | 654348 4.0 (2.5-8.0)| 994+477 2.3t1.4
& PM* | 8224232 |3.3(3.0-6.0)| 2331%+663 |3.7£0.3

) REHEEIEEEXE T ZEBEBICBSIRTSIT Y —LF MY
Th TEFTVY VKHHKRO T T ZAuvA Ty O3FERSD
R E TOBKRB R SSRGS ATE &0,

12. EEFREERBRICKRIFTRHE

(ANUONTI— - OV DREDMED)

12.1 AUONTI— - EOVUDREHELDEE
GRFPSYY=LF NI LEOTa Ry T eE
=T EFITY K. VT AuvwA T ED
FAEMEROA b=y — LORRAHR B EK TEE
TlE. BCIRFBMZRERDHIE SBR[ eSS
HBH-0, PC-RENFTHEBICELBREHEZITOES
u\:g%@%ﬁ@&%%?&ﬁ@i%@%ﬁ?im?é
ZENEF L,

14. BRLDFE

14.1 ERIZMHIFOER

14.1.1 PTPAIZEOFHHIZPTPY — A SWM O H L TR %
kAfgMd s L, PTPY— FOBEMKICE D, BWLH
AU REEREARA L, BICIEEL2 B LTHERE
AREOEELAIEEZHFET A ENH 5,

14.1.2 RFNIBBFETH O RAICHIz-> T, WAZD.,
B2 08TIC, DALETLOEERT S &,

15. ZODMDER

15.1 BRERERICE D 1B

15.1.1 AFOEHBEGHICEREOE R — 2ROz & OH
E0H %,

15.1.2 BN B 2EROBEMIEL T, Su bRy TV
LYy —IC X BIBEICB W TEERIE IS IREHE
. FESIER. BESTOY R 7EBMFHESNT
Wb, Fio. BHEROESM (1FEDLE) onEL2%
FBET BITOY AT ML,

15.1.3 BIHC BT 2 EICAREEZ 2R & L EHOBEH
®"C, JTu bRy TS ey —2HELEBEIC
BOTTZOANITITL T g 74 VNI K B BB
P ) AT E SN T WS,

15.2 FEERIREERICE D < ER

15.2.1 5 v MiZ5mg/kghl L2 2R O#RS Lz BRI
BWT, MTEICHLF ) A ROREDPHALNTZED
MEND B,

15.2.2 B¥EE (5 v MEOHKS25mg/kgbl ) CTHIRIRE
BEROMFY A 0F > OB RESNTVREDT,
HERIZH - > TISHIRIREREICERE T 5,

15.2.3 v MIEEETH ATV T TV —) (50mg/kg/H).
TEFT T VKR (500mg/kg/H) BRTZ T A
oA (160mg/kg/H) = HAKS LT,
BEYTOBMEOERE & B IZRIZOREIME 1R
MROLENTWV5,

(Mean=S.D., tmaxldMedian (Min-Max) ,EM n=16,PM n=38)
KAFRBBERF b7 u—L4P450 2C19 (CYP2C19) FHEAENL., &
BRIV AEE NS,
EM (extensive metabolizer) :CYP2C19*1/1. CYP2C19*1/*23ix
CYP2C191/%3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X i
CYP2C193/%3

16.1.2 3RIHARS
BERABTICTART T —)LF b7 L20mgh . 7
EF TV AKHMMTS0mg (i) KT F ) Aaw
4> >400mg (Fffi) #1H2E7HRE (BH12[E) KERE
A5 LRI T =)L) M) 7 LD EY e
TG RA=HFZUTDOEBYTH B,

BERBABFICB T B3FI M HARER SO MR T XTZ
V=L BT LDENERENT A =5

Chax tmax AUCo12 tiz2

(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) | 2600+474 | 1.80£0.32

(Mean=S.D., tmaldMedian (Min-Max))
MATRHEEESRF b 70— A4P450 2C19 (CYP2C19) FEIHANZ, Fi&E
EFREDSES NS,
EM (extensive metabolizer) :CYP2C19*1/1. CYP2C19*1/*23ix
CYP2C191/3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X i
CYP2C193/3
) ARAERUHEIE EE. AR IRTIY—LF )T LE
L CIEIOmg. 7EF >V KM & LTIET750mg (F1f) %
VU7 AavA & LTLER00mg (F71ffi) O3F|ZFEICIH2
[\, 7THERBO®RS T %, 28, 77 20vA > 2id. BEIZG
CCHEERT LS ENTED, 72721, 1[E400mg (F1ffi) 1H2
\% FRET D] THD
16.1.3 EMZFHIEFEEER
TR FI—F M T LEEIOmE [ 7 7] &%
Iy MEIOMgZE, 70 A4 —N—EIc kD ZFNhEhn]
& (IRTFTYV—LF bUTLELTIOmG) BEERA
BFICEAERERORS U CmERRE(LEREE % 8
E L. BoNi-EMEFEE/ST X —% (AUC. Cmax) I
DV TI0%E X EE IS THRET#IT 21T - 7246 R, log
(0.80) ~log (1.25) O&ENTH D, WAIDENY

MEZE SRR s Nz,

HENT A —% BEING A4

AUCo12 Chax tmax ti2

(ng - hr/mL)| (ng/mL) | (hr) | (hr)

FRT5)—)LF hIT L 503.90 305.66 3.3 1.29
$E10mg [ 37 7] +£194.01 +118.46 | 1.3 | £0.71

o . e 491.81 292.77 3.7 1.21
ULy MEIOME | 19755 | +£123.95 | 1.2 | +0.55

(Mean=S.D., n=46)




250 —e— R T —LF LS
- 10mg [ 377]
1 ---0---8) Ty MELO
% 200 L
; L (Mean+S.D., n=46)
FREN S A N I
1t
&
# 100
&
50
0 4 L L L — 2
0 2 4 6 8 10 12(hr)

16.2

16.2.

16.4

16.5

16.7

i

MEEFEES NICAUC, CoaxZED/85 A =213,
FH OB, B ORIEL - BEEORBREMFICEL -
THEZDARENELND 5,
DRI
1 BEORE
BRI AEFI220mg % B N L BEBICEORS Lz
. BREES TIEEETRSICH UtnadS] . 7R ELE
THEELITMUBEFEENIBDSN TS, [16.1.1
]
X5
TR A B T1210mg. 20mg# FO#E 5 L/’ o miEHh
ORBYNE. FICIEBRZRNLZETRITICEDER LT
FL—FNETH > ZOMICHFRBBEET b 70—
LP450 2C19 (CYP2C19) A5 T B Hi X F VAL KIS
IZE DA L2 A F VIR, 3A4 (CYP3A4) 5T
B ANAMERIBIC K VER L7z AR MEDRD 5N
72098, 110, 28]
HEtt
BB T1220mg 2 RO E L5, H514%2480
FTIRFICTGRT S —LF M) LADORE(LIEIIE
HEand, REMWITH2HVRUVBERTZFD 7 IL7 0
VEEAA AR EED29~40%. AV H TV — LVEEE
ERD 13~ 19% R S 7))
EMIEE{ER
HE (A XS5V —) THREESRF M7 u—L4P450
2C19 (CYP2C19) ~OREBEEIC L VHEIER» R D
SNTVEIYTEISAL, TLT77 )Y (R-ITILT7YV)
IR LTIRT SV —LF b T LI N s oA oI
TEEICHERZEZ W EPRESN TS, £/
B (TSI —) THREESRF N7 o—L4P450
1A2 (CYPIA2) OFBIC L DHEEAPROLENT NS
FET 4R LTHIRTSY —)LF 7 A
FEEICHEL S W ERES N TV,

17. BRERRRHE

17.1 BAERURSHEICREY R
(BEE. TEBRES. NSHEs. EREsER)

17.1.

1 —ARERRABRN U —E SR ER
BiE. TiEBEE. MR O A i
ZxtRICIA1E10mg X 1320mg % #% 5 U 7z — g g R ik
BROZEEHIEAR (R5HM6~8ER”) Dl
WREDEBDTHBHY 7,

RRBE RGeS

BiEE 94.0% (18915il/20141)
+ERES 99.4% (159451l/160%1)
MR RE R 90.9% (504/55431)
VI & ERIE 83.3% (10f1/12451)

F 72 R BEERARTE O SR EBE R % /R
1H1E10mg % 248 5 U /- MRS (ZEEmE
RER) 0B B NHRSEIIEERRILTE.6% (33641/4241)
TH-o7-19,
BEHERVCHBO IO Ry Aoy —BE
ICEFAET oW Rt RSEREBEEZNRE L RE58E
BONRBEHREICISBBRIITRZDOEBY TH-
729, (7.3 28]

1[E120mg 1[5]10mg 1[E120mg
1H1E 1H2MEH 1H2M[E
20k 58.8% 78.4% 77.0%
(60fil/102f) | (80fil/102f5) | (77{51/100f3)
grade A RO 65.1% 87.1% 79.5%
grade B* (56151/86/5) (74451/85%1) (66151/83)
grade C XU 25.0% 35.3% 64.7%
grade D* (4%1/161) (661/17f1) (11451/1741)

) SRSV —LF hU Y LI0mg/H. TV F5 YV —1L30mg/H.
I A 75V —)L20mg/H % SER DL L3542 1 RIARK XIS HER B

FUCHEFE
xu YIRS

(BE2) 1T L 2EERE

EHAEROMBO7T LAY T VB Ly — b
I HEHUIE™ DR A & R & U A MRS 2
BEONRSREIC L EERE (FRHE) FTE
DEBYTH 1D,

FEREOFEE
IMme | IEOmE | (oswimmcm)
PlE”
#5521 8% D 44.8% 73.9% 29.1 (18.9, 39.3)
FEFEFEER (73/163fl) (119/1614) £<0.001

a) 10mglH2[E-10mglH1[El b) x*#E

F2) IRTIY—)LF )7 L10mg/H - 20mg/BH. >V ST —
L30mg/H. #* A 75V —N20mg/H, TV AT —NL20mg/
H & 8EMLL_ L3 55 1 RIBH ISAERRIE P ICHR

GEU'S MEBBIEERE)
17.1.2 —E5RHERHR

FEUS AEBE REMFUE 2 M RICIH1EI0mg 2% 5 L
r_EERLEEE (RSHRAER) CB02H0
IFREROFERHRRR OEARIT, Zh2h43.6% (44
f1/10141) . 55.4% (56%1/1014) T -7z
EIEA X, 10mg# 5 D 10261 #1261 (11.8%) 1258
S5N7c. ERBWERIZ. BB (2.9%) KUOEEE
245 (2.0%) TH-o7z%,

(BERE7 AU VERSKICBIT2BEEX I T ZEREED
D
17.1.3 Z“ESHRHEEER

BERAE7 AY >~ (1H81mgX1x100mg) DRSS
ERBEEL. POBBE I+ EEBEOBRERE
ZETHBEEZNGE L ZEEREE B O,
Kaplan-Meieri£(C & O #7E U 72 % 524 1R 0 8 &
%Xtiﬂ“:?‘aﬁﬁ%?ﬁ%@i’éﬁﬁ%ﬁﬂiT%@ EBOT
o7

BIfEAIZ. IR IV —)LF b7 L10mgik 58T
157f5IHR 14651 (8.9%) \Smg#% 5.5 T 15667 (4.5%)
IZRRH 5Nz, EREIERIZ10mgi 58T R LR
AU (1.3%) Smgik 58T IAI3M (1.9%).
REEE 261 (1.3%) TH- 722,

1H1E5mg | 1H1E10mg it B
(15041) (15141) (1514)
FFGIH 41 201 32451
WEMRBOREEFERY | 2.8% 1.4% 21.7%
(95%(EHEX ) (1.04, 7.17)](0.35, 5.51) | (15.84, 29.27)
HERICHTT BT — RH 0.11 0.05 ~
(95% (5 TEX ) (0.04, 0.31)[(0.01, 0.23)
P& P<0.001 P<0.001 -

a) Kaplan-Meieriic & 24, b) Log-ranki@E. c) xtlExs L
J > (1[E50mgl H3[E)

(%)
100 -8~ 1 H 1A 5mg
90 -~ 1 H 1[110ng
-
80
70
%:g 60
" 50
T&
= 40
%
30
20 4
10
]qf &= #-=--""""°"°°o°°-- =
T T T
0 12 24
At Risk $2 5B &> AT Gl
1H1M5mg 150 150 139
1H1kImg 151 151 142
X iR 151 151 114

Kaplan-Meieri:ic & 2 BI85 I3+ Z18BEE5 O REHEHEER

S 51T, BEMEDE, SRTSFTI—LF )T LE
BASZER MG S L2 56 (RETTRATOERM %
5). Kaplan-Meieri# iz & D #E L7z BEBEXIE+Z
BHEEOZEERRIE. 1H1ESMgT3.7% (95%(F
FEH X [#:1.53,8.64), 1H1[E10mgT2.2% (95%(5 8 X
f:0.72,6.75) TH > 7. 2B, T 524 ELIKE. IR
BEIRTTY—)LF b7 ALHIESMg X IZIH1E
10mglc 10 &2 T JAS2AERMEGER S L7z,



(BBENETTEBEBICBIIZANUINTII—--EOVUD
FRE DB
17.1.4 EERAREER

ANYaANyy— - a0 BEE I+ 2GR

%@%%%ﬁ%tutlmmﬁﬁﬁ%(7mf7/—
LF UL, TEFVVY VKR Z) AT
<A Y OIH2EITHEZEARS) ICB T 5RERIET
EDEBVTH b,

BlfERIZ. SRFFV—)LF YU Lal0mg. 7EF
2 yAKRMMTS0mg (Siffi). 7o) Au~A v
200mg (F1fili) #5412k 0. 1296154061 (31.0%) I
R on, EBEIERIETRLI6HE (12.4%). BIF13F]
(10.1%) THo7zo Fhow TIRTFY—ILF UL
10mg. 7EF >V KMP750mg (HfH). 7
20w A ¥ 400mg (Ffi) FE5I12 &0 123615561
(44.7%) ICEWERAERD 5. EEIER X NFI264]

(21.1%) BRIEI3G] (10.6%). HREEE13F (10.6%).
JERE7HI (5.7%) TdH - 727,
% 75 %
SRADIERSE B | BEE [1_mBEE] &
SRT5I=1F N9 A10mg
777 7.7% | 83.3% 85.7%
?;Qﬁj@%@ﬁ%g2WBGW@W<MMW)mmm%)
FNRT 5 =LF + )7 L10mg
77 0.7% | 87.8% 89.0%
T g )| PEVE| i | o) | 7ou/105)

mB.EN IO anNs sy —- a0 g -

+IEBEES T ARBEOERRET ICBWLWTD,

BIREEDOREIEENTNED,

) SEFoBEE. ROBRSHBIITREOEBOTHD.
NOERRAERCHEE XRS5,
FRFFJ—)LF Y LE LTIENmE. 7EFS LY
YKHIEE LCLEI000mg (i) ROy 9 2u<A
> & L TlES00mg (711fi) o3AFI%1H2ME. 7H EREO#
5

F7o, bRy TA ey — (ST 5T—

WI. TEFZV KRG Z) 2a<A4 2 >D

3R EICE HAY AN F— - 1Y) OREIRESR

B THo7zA"YanNry— - ¥aYBEoBEEY

BHHEBBEEOBEEZNRE L-ERNOKE (5

RISV —=LF I TL, TEFZTDY VKRS

X ha=FYV—LolH2E7THBRO®RE) 1280 5K

ERIZ82% (4901/6061) LMEShTWVBY,

18. EZNEIE

18.1 {ERKR
SRTSYV—)uF ~ U7 LIEE W D o B 1 SE IS T UE
MR (27227 I RE) 1Kz 7a bR 7 (HY
K'-ATPase) OSHEZ E#il CTRHEHEEZHEEL. B
FEMET 20, SHICHESNBEREEOEEIC
& EIEREAMD? 5 OEYOEED 5 VIET VY FF
WK BEEEDBEENPEE L TVnEIHDEEZI SN,
ZOM, TILEFF & > TEEEEESEIET SR
HHHERs N B,

18.2 BELDWMINHITER

18.2.1 BEMAB FICBTEH A MY VHEEES WIS L. 1

H1E10mg#H 5. 1H1E20mgk 5 ¢& b IS H»

SERLZIMFIERZR L. B#5IHEERUVUTHEOE S

WEOFARIZIHIEI0MgH 5 T72~76%. 90~96%.

1H1EI20mg#%5 T88~89%. 99% T d %33,

T FHHBIRERICBI A2V TFIILTA 7Y v

AMPRIBIC & 2 BEEDWZ2IH 5 (in vitro).

BHEEAIOBEBERIIBIAL Y IV, RUFHAL

Y VR BE AW, NIy MBI AERERS

WO AY I VRIS B W LSk ) 72 SR A

%ﬁ@'34)~36)0

AXHBHZVIETY MBI 2EBS

3. o7 a s Ry THEHEHIC

Z MY YD EFIIDI N,

18.3 BHWpHLS1ER
R ABFICBI 5 BWpHIZH Ly 1H1E5mg 5.
1H1E10mgH 5. 1HIE20mgit 5 Tt b IcEHZ LR
e %R L. #%55H B 0248 A1 pHAD % 7R 9 B
OEIEIXIHESMgH 5 DEM*T46%. PM*T63%. 1H
1E10mg#% 5 DEM* T58%. PM*T72%. 1H1[E20mg#
EDOEM*T61%. PM*T76% T 5%,
MFRMEESRF 7 0 —4P450 2C19 (CYP2C19) AL, |
BEEZETFREIDEENS,
EM (extensive metabolizer)
WixCYP2C19*1/*3

18.2.2
18.2.3

T UAIHE A O [B1{E
ICHELES, M7

:CYP2C19°1/*1. CYP2C19°1/*2

M (poor metabolizer) :CYP2C19*2/*2, CYP2C19"2/3X
1ZCYP2C193/3
18.4 H'. K'-ATPasepB={ER
Ty BRERE L D BRI -H, K'-ATPaselcxf L. 58 E
EERZRTY® (n vitro).
18.5 PESIEA
Ty hERWLSEEREED S VIZERBEHERE (E
BHEA ML A, KBHEZ LA, BIFER. VAT
73Iv, BE-TY ) —LVROT ALY V) xR L. B
TEBER® 5 0 IX B MBEREWEEH 2R3,
18.6 {EFAER
(ANUONTI— - EOVREORED)
TEFVVY KR T 7S 20w ATy, TEFY
Y VKRR ha =& — )L & DO3FIFRBEEICS
JAIXRTTY—=)LF M) LOEENLENpHE LA S
"HZEICKD, TEFTVY VAKNMIRO Y ) A0~
AV OHEEEEZEO A EILHDHEEZLNBED D),
18.7 FREFIER
NV ONTI— - EOVREOHED)
2FFRIZHAVEAN) AN Y — - O BEETIVIC
BV, BREBERICHT B 7EF V) VKM E 7
S 2avA T rOWBIFHOMEIE. SRTFTV =)L)
MIDTLEMASZEICED ., HHEEIF

25N,
19. B ICAT 2IEEFHNAR
—REIEFR D TRT T —LF R UL
(Rabeprazole Sodium)

{bZ4 : Monosodium(RS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl}sulfinyl)-1/7-
benzimidazolide

7R - CisHoN3NaOsS

aFE 381.42

MR D IR IV —)LF N LIEBE~MEREOHERT
H5o
REEKICEBD THETRT L. T4 =)L (99.5)
IIBT T 0,
AfIZ0.0lmol/LKEE LT~V 7 LGRS
REIEHETH 2.
AEOKBE (1-20) FFEAEEZRS 20,
AmIERSEIRDONS,

(LS

BT %

O—CH,

HsC o)

F@ R Ui Ry
@E 5

201HP@ 17»‘“ﬁﬂ%\A GIE
B TRET S L,

ax

100%E [10@% (PTP) 10, #EAIAD]
10088 [RUZFL By, NT, BEFIAD]
1408% (1488 (PTP) Xx10. E/EAIAD]

5008 (108 (PTP) x50, EZ/EAIAD]
700%E [1488 (PTP) x50, ¥Z@HIAD]

EER

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

HAR N A BT Z MR & U 7ZE38100 ff PR E I
B (2011) 0%V T NEE : 2014FE12H26H&FR. EHFE
ERHE2.7.6.1)

R, BRE

22.

23.

3) 3FIPFRAERNERERE (EN) oftE (V) Ty ME:
20074E1 H26H AR, HRFEERMNEE2.7.6.1)

4) BARY 27 7St EVENRSHICET 2 88
(&R

5) Yasuda, S., et al. : Clin. Pharmacol. Ther.,
1995 ; 58 (2) : 143-154

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

7) Ishizaki, T., et al. : Clin. Pharmacol. Ther.,
1995 ; 58 (2) : 155-164

8) FRE=HES : Modern Physician, 1994; 14 (S.) : 38-68

9) AAIBHS : Modern Physician, 1994 ; 14 (S.) : 23-37

10) EF#$AS - Modern Physician, 1994 ; 14 (S.) : 69-84

11) /\RIERS : Modern Physician, 1994 ;14 (S.) : 85-99

12) HE=EF5 : Modern Physician, 1994; 14 (S.) : 1-22



* k24,

26.

13)
14)
15)
16)
17)
18)

19)
20)
21)
22)
23)

24)

25)
26)
27)
28)

FRJI[7E3C5 - Modern Physician, 19945 14 (S.) : 100-107
FHES  Modern Physician, 19945 14 (S.) : 108-115

¥ S - Modern Physician, 1994514 (S.) : 116-123
BAHES : Modern Physician, 1994 ;14 (S.) : 124-136
FHHE S : Modern Physician, 1994514 (S.) : 137-147
EWNICHB T 5 EREAERAE (V%) Ty MEE 1 200367
AI7THAR. HFEEME.1. (5) -1.3))
Kinoshita, Y., et al. : Am. J. Gastroenterol.,
2012 5 107 (4) = 522-530

Kinoshita, Y., et al. : Gastroenterol., 2018 ; 53
(7) - 834-844

EANEMAERE (S v ME : 201759H 22 H &7,
EEHRES)

Kinoshita, Y., et al. : Aliment. Pharmacol.
Ther., 2011 ; 33 (2) : 213-224

Iwakiri, R, et al. : Aliment. Pharmacol. Ther.,
2014 ; 40 (7) : 780-795

BRHE7 AU V& E5dR»ODEEEIE+ZERE
BEOBRFRAET HEELTHNRE Lt%ﬂ/ﬂl*ﬁ‘ﬁ%ﬁ
(VAR :L)/ M SE © 20144E12H26H &GS, HFE G E
2.7.6.2

FHAKSHE %Y v ME 20145 12H26H &FE.
HREERMEE2.7.6.3)

Kuwayama, H., et al. : Aliment. Pharmacol.
Ther., 2007 ; 25 (9) : 1105-1113

ENEMAHRE (VS v ME 200751 H26H&FD.
R ERME2.7.6.3)

REEEEL COBROLE E BT S Ty ME:
20074E1 H26H %GR, HFEERMIEE2.7.3.3)
Isomoto, H., et al. : Aliment. Pharmacol.
Ther., 2003 ; 18 (1) : 101-107
EH/A\WEHAFERARHE B/IIFE 2021 : C5995-
6001

BRIBFSEH S © HARSEIEZAMEEE, 19935 102 (6) - 389-397
EBRERS B ERE, 1999 27 (4) 1 705-712
FHEEHRS - NBIER, 199441 (7) : 143-150
Fujisaki, H., et al. : Biochem. Pharmacol.,
1991 ; 42 (2) : 321-328

Fujisaki, H., et al. : Drug Invest., 1991 ;3 (5) :
328-332

ftEZ5 1 G. 1. Research, 1993 ;1 (5) : 493-49
&S G, 1. Research, 1993 ;1 (3) : 274-280
Morii, M., et al. : Biochem. Pharmacol., 1990 ;
39 (4) : 661-667

FE25 : G. 1. Research, 1993 ;1 (5) : 497-500
Sy MIBIABTALY v EEEBICNT HIEH (05U
Ty ME 20145 12H26H &R, HEEERMEE2.6.2.2)
TEAMRF OSU Ty ME: 2007331)5]265%(%\ 3
BRMIEE2.6.2.6)

PPIOEWIC X AEMHEOERICOVWT (SY Ty b
#E © 200758 H23H &R BAEMEE)

ZF A IH. pyloriBERE T VACE T 2 BRER
RO Ty ME 20071 H26H &R, B ERHER
5).6.2.2)

XkFERERUEVEHES

HAZER TESRNSHE ZifiR2EH
JERTFI7 7 =T < FOHEKE
T101-0032 HREHTARHEXEAI2T H2E3S
TEL 03-5833-5011 FAX 03-5833-5100

B

26.1 &

EHRFTREE
EHR5TTT

BATI77A R4

RRETRHEXEERE2T B2-3

26.2 BR5ETT

BAERIEHKAIM
RRBTREREAI2TH2-3



