20241 HUET (BE10R)

7u b rR Y FHEA

B EEERI HES

W7 R ) 872329
FGRTFG—)LF M) T LEE

B & SEREF
BN : 34

SN\ TS5Y=—JUNasz5me)

SN\ TS5YJ=JUNaz10men,

RABEPRAZOLE Na TABLETS

) FR-EMEoMSFEICLD
T2 E

$E5mg $E10mg
A& | 30200AMX00252 | 22200AMX00597
Hr7ehin| 20204F6H |20104E11H

2. B2 (ROBEICFES LBV E)
2.1 ABIDOBTITN LBBHREORER D H 2 BE
22 7Y FEILRRIE., VL) VERIERZRS

hoEE [10.125H]

3. #HA% - IR
3.1 #86%
Wi 4 IR75YJ =) Naggsmg|TI X7 5V — LN a i
” [YDJ 10mg [YD]
o |LBEHL IRT IV - F|18ER, IRT TV — L)
RS |\ 15mg N 410mg

D-v>=t—J. B{tMg, truo—2Z, e FaFfs
Fuoltiu—2A, AhAu—ACa, AFT7 YV
whEl Mg, TFLELO—2, e FOoXxu—XT7 ¥ LEET
ATV TUR) VEEBI ATV, BltFy Y, =
ZEMbsk. AL FoNuy

3.2 BEI DMK

Wi 4 INRTFFV— ) Naggsmg|7 N7 F YV — )L Na #E
" [YD] 10mg YD)
PR - BT WEBDBE 7 4 VL 32— | REBDOBBE 7 4 VL d—
o Fa v T4 VT
w |G E =@ S
B #95.7mm #6.7mm
B #92.7mm #93.9mm
HE 67mg 132mg
Hala— K YD649 YD642

4. WMREXIITNR

OBEE. T EmEE. UEHES. ERtRENR.
Zollinger-EllisonfEfREE. IEUVS AMEBRIELTIE.
BERE7 AU VESEICHIIZBEEXIE T RS
BEOBEFINH

OTFRIEBIFBIAUINTI— - EOYU DREDHED
BEE. TTiEBES. BMALTU /N, $§RMEm
RRAMERRR. RHBEICK T 2 ARRMIEEES.
AUINTI— - EOVURBRER

5. FREX (FZNRICRHET B:FR
Ghgtd)

5.1 KB OHBENERIC K HERZEBHT S EAFHHDT,
BHTLEWIEZHERNS 25T 5L (EMALTY
VONE. RSN T 2 NESENIBERBICB IS
Janyy—-¥a) oBEOREIZE< ).

GEU' S AEBRIBETRE)

5.2 #5E2A% 2 HRE L THRL2HE L. ERONEME
RAERD SN VWIFEIZIE. BERMINADORR»IEZ S
N5 7-OMOBY ZIGENDEEE2RETT 5 &,

(ERE7 AV VIESEICSIT3BEaEX I+ -iE5EE
DEFIHED

5.3 Mt - #ROERMNF DO 7-DIBHET A 2k

BELTVWABEZHRENRE L, BEHBICEL T,

BEEXII+IEBEEOME2ERT S &,

NUIONTI— - EOYDRE OB

5.4 ETHEMALTY Y SNEICHT A5AY)any vy — - o
U REIREOE L L T,

5.5 B M/MEBADEEBIRICR L TIX. A1 K514 0%
EZEL, ANJanNry— - o) REIREIET] &
Wi S N BRERNIC D ABREIRREZITO 2 &o

5.6 BHEEICN T 2 NEENIRERE DSMCIE. AV an
75— -0 REBEICK S EROFEMHICNT S
BRI LT WL,

57 NJansy— .- u) BEERICHWSEIZIE. AN
ANy — - EuUPBETHZ I ERTARBHEEIC
XAV IANTH— O VBRERTH S I L ZHED
T5ZE,

6. RERUHAE

(BiEB. TiEREE. WSEHERE. Zollinger-Ellisonfie
5593

EE. BAIE IR IV =+ bYwLELTLELIOmg
Z1H1EREORS T 555 WRICE D 1EI20mg# 1 H 1[E#E
O#%5352 LA/ TES. B, BYE. BEE. WA
BECIRSEBE T, +THEBBEECRGERE TCoRE LT
%o

(FERERER)
R

WHEMEEEROBBICBVLTIZ, BE. BAIKIZSTS
SY—=)LF Y LELTIEIOMgZ 1 H1ERO/RS S
A7, FWRICE VY 1E20mgZ 1 1 ERO#%ET 52 &8
T&5, &P, BF. SHEFETO®REET S, £/ 7
OQhYRYTFA Y —ICXBBBETHERNTD 2B
&+ 1E10mgXi31[E20mg# 1 H2[E., & 5IC8EEHED
BETHIENTES, 72751, 1E20mgl H2E#HE1Z
HEONBEEEZET 25EICRS.
o MERPETR
H¥ - HRERVEIUEREEBEROMBEEICBLT
. EE. BAICRSIARTSY—LF rUTLELTLE
1I0mgZIH1EEO#’E T 5, £z, 7o bRy 74
Y -l &k BIBE THRERRT S T EEE RO
BERICBLTIE, 1E10mg% 1 H2EEO®RET 5 &
WTE5,
GEU B AEBBIEETE)
BE. BRAICRIRNFS Y —)LF Y74 & LTIEIOmg
ZIHIEREROKET %, 8. &%, HEBFEFTOHRS &
35,
(EREF7 AV VSHBICBIF 3888 T iEEEE
DEFIHD)
BH RAIKIZIANT SV —)LF MY A ELTIESmgZ
IH1IMZEO®R ST 555, HRAT5OHEE1E10mg% 1
HIEROKRET 22 ENTE S,
(ANUONTI— - OV DRREDHED)
BE. BAICRERIRTSSY—)LF YT LaELTIH
10mg. 7EFT ) VKR E LTLET750mg (Fifif)) %
75 2avA > & LTLE200mg (F1ffi) D3FI% M
R H2[E, 7THREO®RST %,

283alo17




BB, 7I)AuTA YU, BBEISCTHEEET 5
ZENTED, 272U, 1EI400mg (Fffi) 1H2[E% LR
L35,

TabNYRY LAY =, TEFT V) VKBRS
759y AavA T rO3FEEGICEBZANY ANy — - YO
) OREIBESARINOBEIZ. ThicRbBBEE LT,
BHE. BAICRSIRSSY—LFrYwLAELTIEH
10mg. 7EF T2V KM E LTLET750mg (Fiffi) %
A ba=%J—)L & LTIE250mgD 35 % FEIC 1 H2
E. 7HEREOKRST 5,

7. FENURECEET %FE
(BBE. TZEBES. WEEES. Zollinger-EllisoniE
{REE)

7.1 WRYE L WSS R OEREE - BAM05E121E20mg
Z1HIE®ET 5 ENTE S,

GERERER)

7.2 IR E L WSS RUEREE - BHAEOHE1C1E120mg
ZIAINKZS T A ENTES (HRE - BREZEVET
WREREEROMFEE, Tubr RS ey —
I X BIBETHRAT I RIFEERL). £y Foby
Ry TFA ey - KB BBETHREAT+ S BEICH
L1E10mgXiZ1E20mgZ 1 H2[E, & 5IC8EMEE Y
5B, NRERETHEREREBRMBEL T
ZEEMERT AL, B, RAIEI20mgD 1 H2EES
& NWRBRECTEEOKMBEEZ A LIZIGAICRS
[17.1.12H].

8. EEREARNIE

(GhggttaE)

8.1 AR ESHIZIX, MBS FHEEEICER L. BRI
MPEZERRE - MTELZAME 2T ENEE LW,

(BiER. TZEEEE. USIEE. IEUSANBREY

TE)

8.2 EMOHEAKEA+OTHEVD T, HEEEEICIZAWR
W EPEF L,

GETRERERN DHHFEL)

83 HHE HMRZBOVEITEEZERS Tubr Ry ey
Y — I KB BB THREATDRBEICHLITH>IZEE L.
AR, MERBEEOLREOLZVWEBBEITIZEDEVED
HEITHZ L, /o0 BEHIR, 73— )VEGH RS
OEEEBOUAEBNR SN, EfRESEIICDR D
I AIEAICIIRENRIHEZEE TSI L. 2B, #
RSP EHNICNRSRES2ERT 20 E8EE2+
FIITH T ENEE L,

GEU'S A EBRIEETRE)

8.4 BiZIC K DR}, BHBFOBYTRERISEVRELAS
nsZ& (1EH-V2BLE) 2HEEOS K575
ZE. B, KROBREHFEE. BEESOEEEE &
Ui DELERBICE DIERZRIET 52 &5 HHD T,
WHEEREZICKD INSDEBRTHEWI E2HRT 5
Z&s

9. HEDERZFIIEZICHTIER

9.1 BHE - BHEESFEDH D EE

9.1.1 EYEREDEEEDH D EE

9.3 FriaEEE SRS
JFREZ B CIHENEORE V5 2.

9.5 iFiF
IR IR LT L AR O & 2 kI iRa®E LoF
A a2 EOS SRS N2 BEICOLBET S
Z&, BER (5 v MEO400mg/ kg, 7Y FERE
30mg/kg) THREBE (T v M TILEBE. V¥ F &
BEORT., LBEBE) PREShTWD, 2. Ty b
LI RFFV—LF UL (25mg/kg/H) TEFY
) VAKFIY (400mg/kg/BELE) ROV 5) 2a~vA
¥ v (50mg/kg/HELE) #AEBMAKRS LR T,
I CREBEREOBARDO SN TS,

9.6 1ZFLIW
BREOERERCRIAKBEDOEREZEZE L., FILO
M Ik E T s &, BMER (v ) TH
HHREABITT 22 EAMESNT VS,

9.7 INR
NRFEZNRE U7 BRRHBRIEERE L Tz,

9.8 R
HILERFOBWERADP S S b B ERKRET 2 E
HEICRET S L, AAIREL L THETRESND
2. EEE TIRFREPETRTLTWwS 2 EnE<, BifE
RAAP®Hobhal ENFH B,

10. H8E{EH
AFORBFIIIHFRB#EERF v 7 1 —LP450 2C19
(CYP2C19) KU3A4 (CYP3A4) OBESHRDH SN
W3, [16.42H]

. RBNO BB IIIHEHIERICE D OrRZEA O MRIX

ZABEXIIMHT 22 N DH 5.
10.1 HAER HALBWLWI L)

HHBE HERAER - THESE W - fERREF
7Y FEVRHEIE | 75 F EILOER | AH 08 B i
(LAT75vY) PEHET ABENH | EAICLD. BHpH
[2.2%08] HBo BERL. TV F

L OBBESEKT
L. 7% FELD
MHBENETT 2
BENNH S,
VL) VIERRE | VLR VIERRE | A0 8 B i
(Y250 1) OIERZWEIFTT 58 | fEAICKD. BWNpH
[2.2%0] ENHH 5, HEREL. Ve

Y VIR E O IR A
HERL. yLELEY
YOI RESKT
TH5ZENDH D,

10.2 HAES (HRAICEETS L)

EH2E BRI - BT % W - fERRE T
TIFT Y 54 o i iR BE | A O 18 B 53 W 0l
AFNIITFT Y PERTEHIENH | EAICED. BWNpH

%o

LR L. HFEEA

DRIz RET %o
1 hZaFYy—) 224 o I R B | AR O 1B R 53 W 0
rFI74F=7 PETT 22BN [ EAICKD. BHNpH

HBo

LR L. HFEEA
DI Z M 5 B
TNNH %,

KEBILTILI=Z A
RN g
¥ LER OHIEERF

AH B 5T H R
I A I R AR L
WA 5 1 e s AR A
TP 1 5 v i R
BTHEEFSZhZN
8% 6%ET L&
D|ENH B,

BFEIARATH 2,

A+ bMLFH—FH

ARbMLFETF—-HOD
mHBREN LRI 2
ENHrH. GHE
DAMMLFHF—
ZHRE5ITHHFEE.
—RIICRF DR E
zhiky s ExE
Y5

BFEIARHTH 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
MRS (0.1%:K%) ., BIEEm ($EEAH)
11.1.3 BIERFR (BEEREA). BFESEEREE (0.1 ~5%KiH).

BE (HEARH)
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 REREE (HEAH)
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)
fHNE. B CKER. MARTRRIAZTurE
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,

11.2 Z0ftiDEIER
(BiEER. T-EBEER. YSHER. ERERENR.
Zollinger-EllisonfE(ZE$. IEU S AMBRELERE. &
HE7RAEVU VERSRICHSIT2BEEXE T 2EEER
DEFHFH)

ANUIONT9— - EOY OBRE DR

0.1 ~ 5% 0.1% K1
IEBORE RE. EWE SRFERR
ki3 H IER A WFERERIE . T RERIEA .
Y UOSEREA . ) VR
BZ. M/MREAD. Al
BRI&HN
JHF ik ALT. AST. 7-GTP® | Al-P. LDH® L&
i)
TR g, ME L7
HiLE THI. BE. RERE. | OB, ORK. e,
RENE. MR, BR. | OBX. B, BER.
fFRh HR. B, | RAARR. BR
U
iR | R HEN
ZDfh FERERG O B HEFE. BRI H0
LU, BV, AR
IRELA. FREOLUTH
B, RO LR, RFER
T PR

W) REHEEIEBEXE T+ EBBEEICBIAIRXSITY =)L) b
UL, TEFY VY VKIMRO Y 5 202 A ¥ > O3FIRSE
DARRE TOBKABEREERTERAELZET,

12. BRIZERBRICRETRE

ANUINTI— - EOUDIREOFEED

121 ANUINT9— - EOYDREHELDER
IRTSFTI=LF YT LEOTU Ry T VY
Y—RT7EFYVY KRR, 7T ARTA Y VED
FEMEROA b5y — LORAPRPEEE TER
Tl BC-IRFBM AR D HE P IEIEIC & 2 FTREME A
HB1z0, BC-REMTHIRIC K 2BFEHEZITSHE
E IS5 OEROKRERTRABLIEOR K TERET
HTEHEE L,

14. BRLOZER
14.1 BAIZMBOER
14.1.1 PTPEEDOHEANIPTPY — M SWY L THRAT 2
EOHEHT ST L, PTPY— FOBRMKICED ., LS
AP REREARA L, B2 B T L THER
MREOEB R GHELHHT 5 LN H 5,
1412 FANIBESETH O . RAICH 7z > Tk WATZD .
B0 eI, OHLET LTI S L,

15. ZOftDFER
15.1 ERARBERICE I <ER

0.1~ 5% 0.1%K1 SHEANEH
R4 HILEREA, B | FmERED . 47
MERIEI . 4FER | hEREZ, U~
L2, &l INERI A
JHF 1 AST. ALT.|#EVJILEYD
Al-P. v-GTP. | k&
LDH® k&
TEBR &R ME B3 BiE
THILER fEEL. THl. B8 | BEF. &0k, 7 | &R, B, B
R, ER. | Y VY E. B [MEN KB %
AW % 7zh, O, &| (collagenous
AR, 55 colitis,
lymphocytic
colitis)
HRMER | R HEWV, A5 |[HAE., BiE
&, RA. i
BTy RS
BHET, OD
Hon, REY
Z DAt wWaLvAsu— | »THE, FE | BEOb 5D %,
Lo ARG - | RRR . RE. | BIETE. SR,
BUN® LR, & |HERE. LOI | & 7 yE=ZT7M
HRR. MHPTSH | & CKOER |E. K7 x>
i 7 L IMEE. R
{LAE

) BB IMBHTRAT & T,

15.1.1 AR OEHRESHICREOERY —T2RD - L0
Erd 5.

15.1.2 MBI 2 EHOBEMET, 7o bRy TA
LYy —IC X BIBEICB W TEHEEICHES IR
. FHEEBT. BHEETO) X 7BIISRESNT
W3, Ko, BAEXOEHE (14D E) onEz
ZF-EBET. BOY A7,

15.1.3 BB B FICAREE 2R E LI EROBENR
BT, Tu bRy T ey — 2R ELZBHIC
BLWTIZORARMNIITL - T a4 T4 VK2 BB
D) ATENHAHRESNT NS,

15.2 JEERAREERICE D < &R

15.2.1 v bic5Smg/kghl bA2FERIR %S L - SRR
ICBWT, MTHBICHLF ) A FORESHALNT &
DMEDPH 5.

15.2.2 i EE (T v MEOHKE25mg/kgll k) THIRER
HEROMFY Aoy v OENPAHREENTVWED
T FRIZH 7z > TIIERIEBEE ISR T 5,

15.23 v bCEHETH ATV TF5V =) (50mg/kg/
H). 7EFZ U KN (500mg/kg/H) KUY
Sy Au~vA Ty (160mg/kg/H) =HAKRS L
HET. BB TOEROE®RE L ICREOREN
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HOERPEDH 5N TS,

16. FEMERE

16.1 MHFRE

16.1.1 SRFSY—ILF MU D LBERIES
REEBRAS FI220mg 2 B NI BRICEORE L
TeROWERF BT L EM BRSNS A — 5 DT
EE2RITRT D, [16.2.158]

BREDERBBFOMBF IS TV —)LF M) 7 LOEY
RBINT A—%

Cmax Tmax AUC
22
el (ng/mL) (hr) (ng - hr/mL)
BET 437+237 3.6+£0.9 937+617
B 453+138 5314 901544

(PHfE + B RZE,. n=12)

F7-. BEBRABTIC5mg. 10mg. 20mgZ AR
TREHRSG LB (55H8) OEMEFELI/IT X —
FRUTDOEBYTH B2,

BEBRABFICB T2 RERSHE (5mg. 10mg. 20mg) ©
MRS RTFFY =)L M) T LOEYEHE/) ST X —¥

it s (ncgr?r?l)li) T(I}TSX (ngﬁ;m e
EM* | 146£56 |3.0 (2.0-4.5) 236+97 1.8+0.9
>mg 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) 094 +477 23*1.4
PM* |822+232|3.3 (3.0-6.0) 2331+663 [3.7+0.3

(CPHE+FEFEZE, Tmaxi3hRE (H/IME-BKE) .
PM n=8)

MAFREIBER F b 7 u—L4P450 2C19 (CYP2C19) HFHAENL., Tid
BEFHIOSEIN S,
EM (extensive metabolizer) :CYP2C19*1/*1,
/*¥2XIZCYP2C19*1/*3
M (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X
1ZCYP2C19*3/*3

EM n=16.

CYP2C19*1

16.1.2 3EHAKRS
BERABETICIARTSY —)LF ~Y 7 L20mgh),
TEF T VAKHMT50mg (Fiffi) . BTV T A
u~vA ¥ r400mg (i) Z1H2E7HME (512
|) RIEROHRSLIZEBOSRNTSY—)LF b L4
DEMEEEINT A —F ZUTDEBY TH 2,

BERABFICB ) 23FMARERSHOMER S XSS
J—=LF MU LDOEYBREIST X —F

Cmax Tmax AUCo-12 ti2

(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

(CPHE+ZHEFZ2E. Tmaxi3hRiE (BIME-BAHE))
KAFRBIEERF 7 u—L4P450 2C19 (CYP2C19) #£HAIZ, T&
BEFRIOSHESNS,
EM (extensive metabolizer)
/*¥2X1ECYP2C19*1/*3
M (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X
1ZCYP2C19%*3/*3
) ARABERCHARR EE. AR IRTIY—LF M) T4
ELTIEIOME. 7EFZ TV VKM E L TLET750mg (51
fli) K751 Aa<A & LTIE200mg (Hffi) D3#I%E
Rl H2[E, 7THERREO®RSET 5, 2B, 77 AavA ¥ Uid
MBS CHEEEBT I ENTE S, 72721, 1H400mg
(i) 1H2[E% FRETS.] TH 2.

:CYP2C19*1/*1. CYP2C19*1

16.1.3 £MFNEIZE R
(SRFSY'—JUNaggsmg [YD])
FRFFJ—)UNafE5mg [YD] &89 v FESmg
EIUAA—N—FIILDENETNIE (SXRTFV—
VR D LELTomE) . BERAB T304 A
EREOHKS LTRSS SY =)L MY T LKRE
LIFRBE*ZRE L. BoN-EMEENTA—F
(AUC, Cmax) 22\ T0%EHEX M THEHR
27> 72458, AUClklog (0.80) ~log (1.25) @
#HHEMNTH -7z, Cmaxidlog (0.80) ~log (1.25)
DEFI T > 7205, NREBRMEOFHEOE D log
(0.90) ~log (1.11) DHEHHEATH Y. »D. HEHIE
BCHBHEHIFEBL TR L, 5, WRIOEYH
RIS EASTHER S iz,
XIMEHIRT S —VBEEITRT TV —)F b7 LBEICHRE
LTWw3,

HENTA—F BENTA—F
AUCo-10 Cmax Tmax ti2
(ng + hr/mL) (ng/mL) (hr) (hr)
FRT TV - 124.9 81.3
Na#Esmg [YD] +40.9 +31.9 3.2%1.0 | 1.1£0.3
NYTy M 124.7 73.5
Smg +399 283 3.8+1.3 | 1.0£0.3
(P fE £ 28R, n=30)
(ng/mL)
801 —— 5 RF5J— LNai
70t 5mg[YD]
60 o /\"'JI‘JI‘ﬁSmg
it (FHfE + FH#EFEZE. n=30)
50
5
ﬁé 40 ¢
& 30
20t
10t
(of : : : : : °
o 1 2 3 4 5 6 8 10

#E&ERH (hr)

MEEFIREL FICAUC, CmaxF /87 X — 213, #ERE OBIR, FR0
FRENEIEL - RS ORBRSEAFIC K > TR 2 RN 5 5o

(3RFS5Y'—IJUNagE10mg [YD])
SRF5V—LNaglomg [YD] &X) Tv k&
10mg#% 7 u A4 —N—3RIc kD ZhZhlE (FXRT
SV —=)LF hUTLELTIOME). EERASRT234
ICHRBEREOKRES L ClEF SRSy —)LF )
v ARE(CARBEZBIE Lz, BoN-EMEENS
*—% (AUC. Cmax) IZOWTHEHRIT 217> 78
B, WHRlOEYFENESEESHER SN,

HENTA—=F BENTA—F
AUCo-10 Cmax Tmax ti/2
(ng + hr/mL) (ng/mL) (hr) (hr)
FRT TV =) 407.4 256.5
+ +
Na$El0mg [YD] +161.3 +120.9 3.2£08 ) 1105
NYTy M 408.7 243.7
+ +
10mg +141.2 +75.6 3.2£0810.9£0.2

(P1gfE + BEEMRZE. n=23)
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(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)

MR FICAUC, Cmax@ED /37 X =413, #EFHOBR, FRo
FREXEIE - KOS ISR > TR B REEY H 5.

16.2 ORUN
16.2.1 REDEE
BERFERABFIC20mgE R N IZERICEOKSG L
ToHE. BBRFBEETIIBETREICHL Tmaxd .75
RLEEIET % & & b ISR EAZSIBO 5N TW5BD,
[16.1.1=08]
16.4 R
fEFRRABFICI0mg. 20mg# RS Lol
RORBIIE. FICTEBERNLBRTRISICE D ER L
FAI—-FTINVETH o7z, TOMICHFREBEREF N7
T —24P450 2C19 (CYP2C19) »EEd B X F )L
{ERIGICE D AER LB F LK, 3A4 (CYP3A4)
ST B 2NARAMERIBIC & D AER UK ZILER AED
EBH5NDO.D, [10.5H]
16.5 HEtt
BRBMABFIC20mg 2 ROKE LGa . 55248
RE TICRHBICTI R TS —)LF b Y 7 ADRE KL
BWHENT, REMTHEHLRVBIERTZFD T IV
O BRI BRERDON29~40%. ALK TY—)
A AR 13~ 19% kit S 7z D6),
16.7 E¥HEEEA
HE (ARXTF5V—)) THR#EBEF N0 —2L4
P450 2C19 (CYP2C19) ~ofR#EHAIC K DHAELE
HAARDONTWAEITENSAL, TLT7Y Y (R-T
L7 7Y ) ICRLTIRTSV—=)LF hUTLIZIN
S5OEFOMPBEICHELAEZ LW EFRESNT
W53, £z, FE (5075 —)L) CHRBIBEF
r 7T —2A4P450 1A2 (CYPLIA2) OFBICKVHEE
ERDPROOENTVAETET T4 Y VIR LTHEIRTS
V=L F MUY LIGMPREICEEEE X BV LR
HINTWBENY,

17. ERPRAAE
17.1 BIERUREMICET ER
(BER. TTERER. UEIES. ERERERN)

17.1.1 —RERREERN USSR R AR
BEE. +ZEEEE. MREEER RO EHREE
ZXRICIHIE10mgXIE20mg % #% 5 U /- — e K
Bk EERLEEBE (RE5HM6~8EM) @
BAEIE TROEB Y TH D19,

RHRER PBTaIER

B 94.0% (189f/2014)
+ iR 99.4% (159f3/1604)
W BB R 90.9% (50fl/5561)
V)& ER IR 83.3% (10f/1241)

F7o. HoR B REFFRET OB TME BE R 2RI
1H1E10mg% 245 U - iRk (CHEEME
BB 1B A NREBNIEERRIL78.6% (33fl/
4261) TH-7119,

BEEHEAVCHEBO O MRy A ey — B

ICERHEED OWRERERBEEZNRE Lz R58HE
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)
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(%)

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 % #&:

)
._N
S B

O_CH3

H;C OJ_/

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)

(B B EENER  EENREERER (585mg)

(B BN ER  EENREERE (5810mg)

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)

MEEERERUEWELEE

HRASHBEE BEFMEKRE

EILRE TR E 3697 &8 =
B8, 0120-647-734

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

i : Modern Physician. 1994 ; 14(S.) : 137-
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26. HSEIERES
26.1 SHERRSET
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