%% 2026 7 HMET (55 4 ()
* 2025 % 7 ACLET (58 3 %)

% ¢ EIRRTE
BRI 3 &

7Ok ViIRY TEEH
SNTFSYV=ILF MU D LR

HFRERRORES
872329
ARES ARoCREI
#E5Smg 30200AMX00257000 20204 6 H
#E10mg 22200AMX00784000 20104 11 A

INDSYV=NFMUDL &5 mgrTcK
INDTSYV=NFMIDTL&10merTcK

RABEPRAZOLE SODIUM Tablets [TCK]

A

2. BR (ROFBEICRFRSLEVLT L)
2.1 FAIDET TN UBBIEDBMEE D & 5 B#F
2.2 Ve VEBIEEHREFORE [10.1 2]

3. fERY -
3.1 R

]

{E27N

ISH0A]
D-w>=hr—, &
A AT FNE -1
tirao—2Z, e FoF
y7uv¥itina—
Ay AN Aa—AH)
L, KREHEE N
oFFuvitiL
O—RA, ATF7Y VI
TR L, TF)
tila—2Z, 70X
O—RA7 ¥ I)VEET A5
e ZUx) REREER

Bk (1 #E)

TRS IV —=)F Y
7. Smg

FRTFY=)LF ~
7 L 8E 5mg [TCK]

TRS I =)F Y
7. 10mg

FIRTFI—=)LF Y
¥ 1§ 10mg [TCK]

IZXTIEREF % >
EEZTEEE. AL
FoNaw
3.2 HEIDMIK
. 4 i e
e = (mm) A
SRT 5 — W
JLF MU LGE = &7 4 VL
5mg [TCK/ . . o SRSV
AV NES WM
VTR LS @ FE 7 4 VL
10mg [TCK]/ . . 13 I-54 V7
BIEIAESIIES

OBEE. TEHEE. WSENEE. WRERENR, Zollinger-
Ellison fEl®E. FEOAMBREERE. EBRAE7AEUY
BSRICHII2BEEX T ERmEEDBRINE
OTRICBIFZIZAUINTI— - EOY ORREDHED

S&85. TiEEEE. 8 MALT U/, SEtm/) i
DE. RHISEICHT 2RRBHIEEES. NUINTI—-

EOUREER

5. PEENIFNRICEHET 2:FE

(xﬂﬁb,\ﬁ)

51 RXROHBENEBICLP2EREZBH I A ENHHOT, &
@T&L\uc‘:%ﬁﬁan@5 AET52E (B MALT V> E,
BHERICOTT 2NHEENAREZEE ICB T2\ anNsy— .

voy OREOHBEZRRL ).
GEU' S AMEBRIEWSTE)
52&5%%2L%%Eytbfw%%%ub TR D S
BOLNZLWVBEIIE, BERUNDORRNEZ 5N S70
@@ﬁw&(g«@ﬁﬁ%ﬁﬁﬁé ks

(BRE7 AU VIRSBICBIT3BEBX T iEREEDE
FHNHD

5.3 Mtz - #BROERINH O ZDIERET A ¥ 2GRS
LTWSBEERENRE L, BHEHRBICEL TIX. BEEX
B+ _fEREEOMF » T 5 &,
(NUIONTI— - EOYDRREDEE)

5.4 ETHIE MALT V) VSIS AAY INT 7 — -
%@%@ﬁ%&u%jbfm&m

* 5.5 GEEM/NMREAEICH LTIE. T4 RIA4 0 EE2BB L,
AYIaANTy— - 0 RERESEY] &R S S RERNC O
HBEEIREEITO &

5.6 RHBEICNT 2 NRENIRERE LISHC
& — - EnYREIREICK 2 BEORENFIC
FEIL LTz,

57 N ansy— - Eu Y ERERICHNWAEICIE. ANYan
75— - EnUNBETHE I ERUCAREREICIDAY O
NTH— - O YBRERTHAHILEZHRTHI &,

Yoy kR

. ANy anzy
X9 B HEME

6. FiENRUASZ

(BiEE. TiERES. WEEES. Zollinger-Ellison fE&EF)
BWE. KAIKIEIARTSY—LF Y a& LT 1[E10mg %
1 H1EREO®ST %25, FRICKD 18 20mg %= 1 H 1 Bl
OE53T52EDTES, B, BY. BiEE. WEHRESET
X 8 E T, +IEBEE I 6 EBE TCOREET S,
GERMERER)

- IR

MREREERAOBBEICBVLTIE, BE. BAIZIRTS Y —
L hYwLaELT1E10mg % 1 H 1 EREOKET 205, K
Rk 1[EH20mg # 1 H 1 [EROFRETHIENTE S, &
B, BE. SHEHEEFTOEE LT S, £/2. Ta bR 7 A
Yy —ILKBIEBETCHRATSEHE. 1[0 10mg Xid 1
[\ 20mg % 1 H 2 [\, & 512 8 HEREOKREG T 5 LN TE S,
72720, 18 20mgl H 2 B S 3EEORBEEESET 515

IZBR %,

- AERPEE

¥ - B2 B0 RTEREEEROMEREEICBL I, &
H.BRAICIEIARTSY =)L bz LaeE LT E10mg % 1
El@ﬁuﬁﬁﬁé Fl, Ta bRV eI =K

BECHRAT D B REEEROMERERICBL T 1

@1%@%152@?D&5?6 ENTE B,



GEU'S AMEB RIEWTE)

BE. BRACIEIRSSY =)L b4 E LT 1 [E 10mg %
1 BH1ERO®EET %, 28, 8%, BB TCO/RSET 5,
(BRZE7 AU VRSRBICHITEBEEX T 28R EEDE
FEANHD

BE BRAICIETIRTTY —=)LF MY L& LT 1 [ESmg % 1
H1EREO®RET 275, 212+ 0BE1E1E 10mg % 1 H
1 BRO/RST A ENTES,
NUIONTI— - EOYDBREDHED

BE. RAIKIRSINSSY =)L+ b a& LT 1 E 10mg.
TEFII)VAKME LT L E 750mg (Fi) BT T A
v & LT 1 E200mg (i) © 3 Al FEC 1 H 2 E,
7 HEREOE 59 %,

BB, 7IVRATTA UG BEBCRUCCHEEET 52 &
MWT&ED, 72720, 1[8400mg (Fiffi) 1 H2[E%Z ERET S,
TarYRY TS ey —, TEFT DU VIKHIRT T T
207 A Y DO 3HBEICE AN AN — - L0 OBRE
WESARIIOBEIE. JNICRDOBEEE LT @BF. A
KW IRFSI—=)bF Y7 LELT1IE10mEg, TEFT Y
Y KR E LT 1 [E 750mg (Affi) RURA bO=FY—L&
LT 1 [ 250mg @ 3FIZFEIC 1 H 2 E.7 BERO®RES 5.

7. FENUBZICEET 23R
(BEE. TTEmER. WEENES. Zollinger-Ellison fEIREE)

7.0 WRPE L WIS ROERNE - a0 5E1C 1 [E 20mg %
I1H1EEETHIENTES,

(ERIERIER)

7.2 WRPFELOWEBEROERNE - #1505 &2 1 [E 20mg
Z1H1EEET A ENTES (FH - BRERETHR
HEEROMEREE, 7O By A ey —IC & BRE
THRARTDEBEFRL ). £y Tu bR Tl
Z—IC K BB THRATS R EZICH L 1 [E 10mg Xid 1 =
20mg %= 1 H2 M\, &5 8HEMEET25AI1E. NHEMEE
THREBERPBEL TV AW EE2HRT S L, &B.
AF 1 [E20mg o 1 B 2 EE51Z. WEERETEEOREE
EERHEDR LGRS, [17.1.1 2]

8. BEEREANIR

GhgesL@)

8.1 KRADHFESHITIX, MBEERCHHEEICER L. EHAICMmE
FIRE - MRAE(CEAREZITD CENET LU,

#% 8.2 RFAORABEGICEDEYTA T YLAMENHS5DND &

WdhHOT, KilEEHZET AT, EHNICMF~ 7%
VLABERZEET A L. [11.1.11 BE]

(BiER. T-HEEER. UEaHEE. EUSAUERIEERIE)

8.3 EHOEARBS o TRV T, HIFEEICIZHAVWE WS
ENEFE L,

ERERERDHEREE)

8.4 ¥ - BREBROERIEEL O R Yy TA ey —IC
L BBECHRATDLEZFICH LTI EE L, AR, #
BEODED T VWEBHEITHICEDRVWLOBRET S &, £
7o  BEHIR, 7L a0 — VEEHIRZEOATHEEIBEOSRE PR & M.
BRRENRIHICOZ DR T 258 ICIEAREIHEZ Z R
THIE, 2B, HEEETRIEHNICHESEREZERT %
BREBRETDIATIEPEE L,

GEU' S AMEB BB

8.5 Mtk L. FBEOBRYTERIEVRLAONS
ZE(GEBSD 2 HALE) 2HRDS 2HE5T 52 &, BB,
KEI ORGP BRE., SEESOBEEEES N M OE LSRRI
LBIERZEHT A ENDHHDOT. AREBRESICED N
LOBEB TRV E2ERTH &,

9. RENHEREZBIDZREICHT IR
9.1 GHIE - BIEEEDH 2 EFE
9.1.1 EYBHRAEDEIEEDS 5EE
9.3 FTHEERERE

TR B CRMEREO RS H 2 o

9.5 %

TEIR SASIEIR L C W A ATREME O & 5 ot I3 iaE Lo ARtk s
fabEttz L2 M S NAEBICDOAHET S L, BYE
B (5 v MEO 400mg/kg. 79 F#E 30mg/kg) CHIESHME
(Zv bTILBEBE, VY FTHEEOET, (LEEBE) PRES
NTWa, £72. 99 MIIRTFY—=)LF M 7L (25mg/
kg/ H). 7TEFT U KN (400mg/kg/ BELE) RO
Ty AuvA ¥ (50mg/kg/ B L) % 4 BRMERAKRS L7
RET. MOHRBREOELIROOLNT NS,

9.6 R7.Wm

BELOERERUBARBEOEREZEE L. A OME XL
G2 MEdT 52 &, BMER (v b)) CTHITFRARITT
HTEPHRESNT VS,

9.7 INR

NREFEZNRE UTZBERERBRIIER L Tz,

9.8 St

WLBERZEORIERNS S 5 bh B a kT 574 CEEICR
5952 &, AAEEE LUORBTREIS N, Bl TR
HEESET LT L2 2 ENS L BIERNS 5 bILB L5 5.

10. #BE{EA

ARIORBNIIFREBERT 70— L4 P450 2C19(CYP2C19)
KU 3A4 (CYP3A4) OBAGARDONT VS, [16.4 2]

F/oy FAOBBRSWIFHIERIC KO SERZEA ORI Z (2
XIS B ENH %o

10.1 HAER

HABLRBWTZ &)

HHRE

BRRER - BT E

W - fElEE T

LRy ViER
B (LYa5> b
[2.2 ]

N

JILrry VIERIED
ER =BT 25BN
BH 5,

A D B 5 s 1
ik, BANpH»LE
L. VLY ViER
EOMNAETL, Y
LYY ol R
PERT B ENH 5.

10.2 AR (HAICERITD L)

HlH%E HRER - B W - el T
TIFRT Y T2 A o 1 IR E A | A Al 0 B B oy W F
AFNTIFT Y | ERTEHIENHSH.  |HICED, BApHAP L

F L. HFHEA ORI Z
EET %,

LT - KL<
TR TLEBD
I ER A

A bZadry =) |HHFEA O MR E D | RA OB 8RS W E

rI714F=7 BErgaBtnPdHs. |HICKD, BNpHA L
F L. HFEA ORI Z
mHT2BZNDH 5.

IKERAL T L 3 =7 | RE IR 502 e AEH BT IIRHTH 5,

ERAIRIR AR A BIERAIT
5 1 RE% A TF
I 3% 3 B R T AR
BENZN 8%, 6% K
TLIEDHREDH B,

ARRLEFT— R

A b hLFT—holdH
REPERTLILEN
HB. MHARBDA L
FH—hERET 225G
. —RICARA OB S
ZHIET B E2EET
DT &,

WP IEAHTH .

11. BlfEA

WROBWERDNHH5HONE T EDBDHHDT, BEEZT5ITFT0,
BENRDOOSNIIGEICIIREE2PIET 274 @) 20L& 21T

5T &,



kg

sk

ok

11.1 EXRBEIER

11110 Yavg BEEARH). PFT7453FY— BEHERH)

11.1.2 SRIMEREA BEEAEA). S\EENERE (BEEAE). MJWR
A (0.1% Ki) . BB (BEEAH)

11.1.3 BUIERFRN (SEERER)  FFHEEEREE (0.1 ~ 5% >Kif)  EE (38
FERER)

11.1.4 BAEMAHR (0.1% i)

FHE, W, WA, MEORE (RES) ErRvonk
LBAEIIE, LI X REORELER L. REAlO®RS5 %
kg a&&bic, BIBRERLE VEIORSSDMEY) 2 AE
215 T &

11.1.5 KSEE (BEARH)

MR EERIAE (Toxic Epidermal Necrolysis:TEN).
B8R EARAE 2B (Stevens-Johnson fEfEEE) . ZALIIE D
HEONBEZENDH D,

11.1.6 2UEREE FHERH)., EEMER BEEAR)
AT (BUN, ZL7F20%) ICEET A &

11.1.7 EF MU D LIE (BEEARH)

11.1.8 HEUEHRIRAE (SEEAEA)

BN, B CK ER. MPRURFIA7ue s 7%
B E T 2ENERMBESH O DNDEZ WD 5,

11.1.9 RABE BHEARH)

11.1.10 #BEIKEE (BHEARHH)

TAE. BETEH. KRYH. IE. AL, EE WBESEDY
HEOLNBEZENDH B,

11111 BRI RV D LIME (BEEREH)

AR OREHEESICED, QT EZEE. BE, LONELZESE~Y
TR LMEND S5DNBEZEND B, Tl KBTI
LIMFEICEERE L&Ay AME, EHY 7 LAMRESEDOE
BREZEIEEN DD, ChODOBRERE DV EDNBER
WHOEONHZBEICIE, MF~ T LEBEOEIEZITW,
BEDPBDONEAIZ. 73T LOMTEDBEY 2 L&
152 &, [8.2 2]

11.2 ZOMOEIER

(BEE. THEHEE. MEEES. ERtERER. Zollinger-
Ellison fEI®E%. FFUSAMBREERE. BEAE7 AU VE
SEICH T2 BEEX I T ZEREEE DB

(NUONTI— - EOYUOREDRED

0.1 ~ 5% i 0.1% i
I BCE KL, ERE EtER
ki3 M M EkiE> I EEERIE 2. AF BRI
L) SERIEA. U >
JSERIEZ . /MR
M iR N
JiF i ALT. AST. y -GTP @ |Al-P, LDH ®» &
ot
TEBRes — g%, ME LR
THILER TFI. BE. RERE. |8, ON%. .
ISV PEERIE TR IER. | OB K. B, BEA,
R HR BIRARE, | BRNER. B
SR AU
TR SEYRE HEV
Z DAt FRiEAgR O ER PR FIE, BRE. &
OLUNE, B, &H
R REESR. F2D
LUONE REBO LA,
PR¥EFE ., FhECHEm

0.1 ~ 5% Kiifi 0.1% K SHEEANER
EHERE L, R EHHZ —
MR HIMEREA . B | R mEREAD . | —
ERIEON. IFERBRIE BRI, U 2VER
%, &l B
g AST. ALT. Al-P. |V LD k|—
v -GTP, LDH O | &
et
TR e ME L5 iz —
HbE fERA, NI, REER | MR, ERR. S| E2%. MR BEM
R, ER. O D5E. Bbon, | S\IREBR
M7 M98, BACARIR. | (collagenous colitis.
1] lymphocytic colitis)
ERER | DENSLDOE, AR, BE
AR PR 7D,
HEHUR, EBIE
T dAoboh,
L
ZDAth BaALZru—iL- |9 HHE, FE | HO550%, B
FROME I G - BUN [R50, FEL i &, BiPVE. &
O LR BHR | EE. LONE |7 >~ €= 7 MAE,
M TSH#EM |CK o L7 ZHELAE

) HBHEIRREHRERREE & 5.

) REMEERIBESE I ZEBBEBICB 25XV - )
MDA, TEFRTDY VKEMIRG 7 S5) 20342 >D 3
R 5 O AR E CORKRRBE R USRS FAET &4,

12. [RRBEBRICKETHE
NUONTI— - EOY DREDHHED)

12.1 ANUINTI— - E0OYU DREHIELDFE
TIRTIGI=LF NITLEDOTO RS ey —%
TEFTV) KM, 75 Au~vA Y U EOREMBR D
A MA=ZFY - VORAHREERTERTIZ. BC- REER
REOHESBEMEICR 2 HREES D 5720, BPC- [RAMSR
BICKXAREHERZTOEAIEL. IN60HEFOREKRTE 4
BELIEOR R TERT 5 ENEFE L,

14. BRELOER

14.1 BERIRMREOER

14.1.1 PTP A2 D #A|IZ PTP ¥ — bSO H L CIRAT 5 &
EETHI &, PTP — bOBEHICE D, LS ARSEE
KEARIA L, B2 BT L THBRARSEDEE Z &6
EZHETEIEND 5,

14.1.2 RENIBBESETH O IRAICH 2o TE, BAZZD ., B
720ETIC, OAL LT LHIERT A&,

15. ZDMDFE

15.1 BRARERICE D 15

15.1.1 KB OEHFESFICREOERY — T 2RO EOHMEN
H5o

15.1.2 BB T A EROBEMET, 7Ry 1oy
Y —IC K DBBICB W CEHEREICHES IR &, FHEEE
. BEEHTOV AVHEMPHESN TV, FiIT, EHEXK
R (1 ML) ORBEEZTEET. BITOYATH
Lz,

15.1.3 BB 2 FICARBEZHRE LI EROBEWE
T, JubrrRYTA ey —EBRELLBEICIBLTZO
AR IIL - T4 T4 NI EBBBREBRD ) 27 HEINHR
BEENTWw3,

15.2 FEERIREERICE D <15

15.2.1 5 M 5mg/kg Dl E# 2 FERREOHRE Lz HERBICB
WT. METHBICHLVTF ) A RORENHONTZEDOHREDH 5.

15.2.2 g¥ER (T v MEOKS 25mg/kg ML) CHRIRER
FUOMHAFAaFs v OEMPHFESNTVHOT, HHICH
7o > TIFHFRIFREEICTER T 2.

15.23 v MCEETHHT VTV =)L (50mgrkg/ H).
TEFT VYU KM (500mg/kg/ H) KU TV RTUYA



> (160mg/kg/ H) =(tRAKEG L-HB T, BEY OB
e IR ROFEFIFH OEBPRBO SN T V5,

16. FEEhE

16.1 MFEE

16.1.1 SRNTSY—=ILF MUY LEEIES
RIS 71 20mg Z & T XIIBRRISREORE LR OH
BEEICEE LEYEEIT A — Y DOFELZRITRT V.
[16.2.1 ]
BHEDRABEOENHL/ T X —5

(GRTSY=)bF MUDLEE Smg [TCK])
FINRF Y —)LF b7 LEESmg [TCK] &89 v b g
Smg %, JORAF—N—EIZIDZFNEFN1EE (TRXTSFV—
JF MU T L 5mg) EEBASFICEAEREREORS L Tl
FRARZELRBE* 2 BIE L. 3 5N ERe/ S5 2 — % (AUC.
Cmax) 22T 90%EHEXKIEIC THEHRIT 21T > 12 F58R.
AUC & log (0.80) ~ log (1.25) D#EMNTH -7z, Cmax
X log (0.80) ~ log (1.25) DHEIFAILTH > 7278 WA HE
DOFHEDZE log (0.90) ~log (1.11) OHEHNTH. »
O, BHRBRTAHEHIELLTWAZ LR 6, TWAIOAEY
2RSSR S NI Y,

X MEFH IR VBEEITIRXT TV —)LF YT LBEIC
BELTWS,

U = A2 Cmax tmax AUC
BRGFEM (ng/mL) (hr) (ng - hr/mL)
AT 437 £ 237 3.6 £0.9 937 £ 617
B 453 + 138 53*+14 901 * 544

(CP9ME B RZE, n=12)
F7z. BERASETIC 5mg. 10mg. 20mg 2R N TRER
5U7:8 (#55HE) OEMIHRISNTA -V I TOEBD
TH5,
BERBEABFICB T 2 RERSK (S5mg. 10mg. 20mg) DI
RIS T =T M) T LOEYEHEINT A —5

Cmax tmax AUC (0 ti/2
vA" = }:F
B8 RRE (ng/mL) (hr)  |(ng-hr/mL)|  (hr)
5 EM* 146 £ 56|3.0(2.0-45) 236 £97| 1.8 £ 0.9
m
& | PM* |252 % 55|25(1555)|585 £ 137| 4.2 £ 0.5
10 EM* 383 £ 83(3.3(2.0-5.0) |539 £ 200| 1.5 = 0.4
m
& PM* 509 + 64(2.8(2.0-4.5) 1230 £ 200| 3.8 + 0.3
20m EM* 654 £ 348|4.0(2.5-8.0)|994 £ 477|2.3 £ 1.4
& PM* 822 £ 2323.3(3.0-6.0) | 2331 £ 663| 3.7 £ 0.3

(Mean * S.D., tmax I& Median (Min-Max) ,EM n=16,PM n=8)

¥ FFREESRF b7 o—24 P450 2C19 (CYP2C19) FIREIZ.
TREETFE LD EI NS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*
1/%2 X% CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3
Nix CYP2C19*3/*3

16.1.2 3 FIHERS
BERABTICTRFTYV—LF b DL 20mgH. FEFV Y
Y > 7K 750mg (1) R T 5 ) 2T A ¥ > 400mg (1)
% 1 H21[E7 8B (G 12 [8) RERO#RS LIROITRXTS T —
LF )T LOEPHEE/ST X =TI RDEBYTH A Y,
BREBRABFICBT 2 3FMARERSROMEEF T TS
V=)L F N T LOEYEREINT X —F

HFEIRT A — % BENTA—Y
AUCo— 10nr Cmax Tmax Ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)
TRTF =)
FRUTLEE 1249 +409(81.3 £31.9] 3.2+ 1.0 | 1.1 £0.3
5mg [TCK]
b P 1047 £399]735 £ 283] 38+ 13 | 1.0£03
(Mean £ S.D., n=30)
M (ng/mL)
L _
58
A o FNFFU—LF MY LEESME [ TCK]
7 60 -0- /S IyMESmg
3 Mean+S.D., n=30
L o]
44
5 1
5 20, | |
4 o ‘
2 B
B o — ! oo o
BT 8 10
| R ()

(GRTSYV—=)bF MUDLEE 10mg [TCK])
FXRTFYV—=)LF MY 7 LEE10mg [TCK] &%) T v Mg
10mg . Z7Uu XA —N—3FIcLDENEN ] §E (FRTZ
J—LF UL 10mg) BERAETICERRERORE L
T MR (LA £ BIE L. 86 N BB ST X — 5
(AUC. Cmax) 122 C 90% (EHK M IC THEHRIT £ 17 -
7458, log (0.80) ~ log (1.25) OEENTH . WAl
RS AR S N 5,

Cmax tmax AUCo-12 t12

(ng/mL) (hr) (ng-hr/mL) (hr)
(fi/[l; 578+ 293 | 3.0+ 07 | 934 = 438 |0.72 + 0.19
PM* (n=4)| 948 + 138 | 2.8 = 0.5 |2600 * 474 1.80 = 0.32
(Mean *+ S.D.)

¥ FFREEER T b7 u—2L4 P450 2C19 (CYP2C19) FEIRALIZ.
TERECTFEIDSEI NS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*
1/%2 X% CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3
1% CYP2C19*3/*3
) ARHERVCHBIE EE. RAICIEIRTTI—LF M)
TLAELT1IEIOmg, 7EFTTVY KM ELTLE
750mg (i) K7 Z ) 2avA > & LT 1 [\ 200mg (/1
fii) @ 3FZERIC1H2ME, 7HHEEOKST 5, 28, 7
FYAuYA NI MBBEISCTHEEEET S ENTE S,
7272L. 1 [\400mg (A1ffi) 1 H 2 Mm% ERET 5.1 Thb.
16.1.3 &YFNEEFHHER

HENT A=Y BENTA—Y
AUCo - 10nr Cmax Tmax T2
(ng-hr/mL)| (ng/mL) (hr) (hr)
IRT T =)
F MU LEE 40735 £ 161.311256.46 +120.86| 3.2 = 0.84 |1.06 = 0.47
10mg [TCK/
’l‘z)'r{g Y M | 40860+ 141.04| 243727558 | 3.2 + 0.84 |0.90 = 0.18
(Mean * S.D., n=23)
(ng/mL)
2501
% 200
T
P -
7 1504 -&- S5V —LF MY LEE10mg [TCK]
A -0~ /Y TyhE]Omg
]/ Mean+S.D., n=23
v
7; 1004
Y
7
&
% 50
0 T
10

FRefH (hr)




MAEFFEEN I AUC, Cmax E0/8T5 X —4 1%, #EE D
BN, (KR OFEE S - BREORBSEMHIC K > TR 2] HE
HEDDH 5,

16.2 DRI

16.2.1 BEDEE
R AR TFIC 20mg 2 AT VEERICEOKRG LI-FK, &
BEETIIHAETEREICH U toa 28 1.7 BEDEET 2 & & B 1
MU EEESBO 6N TWS Y, [16.1.1 2E]

16.4 X
TR A B 712 10mg. 20mg #FOKE Lz o MmiEfF o R
B, FICHEBRNLBTRGICEVERLFA LT
WA TH > 7z, ZOMICHREESZEF b7 10— L4 P450 2C19
(CYP2C19) »BET BREA FIALRISICE O AR LA T
UK, 3A4 (CYP3A4) HBET % ALK LRSI & D ARK
U7z RIVAR MR ERD S5z V.07, [10. &HR]

16.5 HEtt
BEBRASFIC 20mg 2 BOKE Li5aE. #51% 24 BiE %
TIRAICTRT TV —=)LF b U LOREURIIHEH S NG,
REMTHAHNVKRVBERTZO 7V O Y BiaGE»HE
DK 29 ~ 40%. X IVH TV — LVEEHEIED 13 ~ 19% HEtt
SN D0,

16.7 E4HEEER
HE (A RX STV —)) THABESRF N7 u—2L4 P450 2C19
(CYP2C19) ~oR#HEICIVHEEEASROONTNSY
TERATLT7 ) (R-TLT 7))L TIRTSS Y —
LF MU LIE NS DEFOIMAEEICHELZEZ W &N
MESNT VB, Fioy FHE (VT 5 V—)) THREESR
F b7 u—24P450 1A2 (CYPLA2) OoFEIC KX VHEEERD
BHENTWBTF T4 LTEHIRT IV —LF hU
LIZMAPEEICEELZ SR W EPRESNTNS D9,

17. ERIREGHE

17.1 BUERUREHICEIT BHER
(BEE. TEEEE. UELhES. BRtRERN)

17.1.1 —MRERAREBR N U S5 R BB
Bi®S. +HEBEE. SRt EER RO EIEE 2 RIC
1 H1[E 10mg Xi& 20mg ##&5 L /- —MERRBRL O _EE
EERE (50 6 ~ 8HEM) ORI TROEBD TH

é 9)~18)0

BEABEERCHERO T N YR T A e By —IRBICIET Y
DT RE R 2 MR & UIZHERRE 52 BHR S ONEGEREIC
FHIEFEHER (PRHE) ITROEBVTH o722,

FEEROHMEY
1 B 10mg 1 [E 10mg -
#5 52 E%O 44.8% 73.9% 29.1(18.9, 39.3)
FERBER (73/163 1) | (119/161 f1) P<0.001

a) 10mgl H 2 [E -10mgl H 1 [8. b) yx > #&E
¥ 2) RSV —LF hUL 10mg/ H - 20mg/ H. F>VF
=) 30mg/ H. A 75 —)L20mg/ H, =Y X7
ZV =)L 20mg/ H#% 8 BRI G5%1CRIGR UL
HEHICER
GEU S A B RIBIETE)
17.1.2 —_EEREEHER
U ABEEMTELZMRICT H L E 10mg 2#5 L=
BB (RGHM 48E8) 1280212 0 ERDES
THRR R ORBRRIZ.ZNZFN43.6% (444 /101 1) .55.4% (56
Bl /101 ) TH -7z
BIfEFIE. 10mg 50 102 filFR 12 f1 (11.8%) IZEB® 5Nz,
FEBIWERIZ B 3 51 (2.9%) R OBEERRZE 2 F1 (2.0%) T#H -
7=,
(BERE7 AV VESKICBIT2BEBENE T EREEDH
FEHHD
17.1.3 “EEREEER
EHE7 2Y >~ (1 H8lmg X 100mg) DEHHRSZNE
LU, POBBEEXETHRBESOBMER 2T 2 EE 2N
RE L _EERIEHABOMEER. Kaplan-Meier 12 & D #E
E L7455 24 BR%O BIBE I3+ ZEREEO ZREHR R
TROEBUTH-7z,
BIfEAIZ. IXT T —)LF M) 7L 10mg 58T 157 fid
141 (8.9%). 5mg #58T 156 fildR 7 il (4.5%) 23D 5
Nizo EaBIEMIE 10mg HEE T IRIRIBE 2 61(1.3%) -
Smg R G T TR 3B (1.9%) HHERERE 241 (1.3%) TH > 72,

13 1E5mg | 1H1[E 10mg Xt ©
(150 1) (151 i) (151 )
FHHBIEL 4 15 2 5 32 f
%?_E%fg? 2.8% 1.4% 21.7%
(oo e | (104.7.17) | (0.35,551) | (15.84,29.27)
RERIZHTS 5 0.11 0.05
¥ R : : —
95 e | (004,031 | (001,023)
PEY P<0.001 P<0.001 —

TR WRFRIAER
BiEE 94.0% (189 il /201 f)
+IEHEE 99.4% (159 f5l /160 f)
MR EER 90.9% (50 {31 /55 f)
W& ERES 83.3% (10 /12 f1)

F7o. Ho SEBEHRAEREOSEREREERZMRICTIH 1 H
10mg % 24 AMBE U #REE (CEEREGEER) 1081
HNREIEFFRIL 78.6% (3351 /42 61) TH -7 9%
BEERERVCHEO YO N YRy T4 e By — BB ICETE
ED O AE A EE 2R E LS S AR ONRSKREIC
LBHEBRIITROEBY TH o722, [7.2 2]

1 [8] 20mg 18] 10mg 1 [8] 20mg
1H1ME 1H2ME 1H2[MH
L1k 58.8% 78.4% 77.0%
(60 41 /102 1) | (80 1 /102 1) | (77 151 /100 151l
grade A XU 65.1% 87.1% 79.5%
grade B* (56 i /86 ) | (7441 /85 ) | (66 i /83 )
grade C XU 25.0% 35.3% 64.7%
grade D * (4p/16 /) | (66 /1761 | (116 /17 )

F1) SNTFSV—=)LF Y7L 10mg/ B, >V TS5V =)L
30mg/ H. * X 75V =)L 20mg/ H#% 8 EML E#HE5%
ICRIBIESUSAEREE R I3

¥OYgrELVANE (E2) IKLHPEEE

a) Kaplan-Meier ¥ &K 2 #E. b) Log-rank #7E. c) XTI
77V /> (108 50mgl H 3[E)

(%)
100

-8- 1 H 118 5mng
90 —-©- 1 H 1[110mg
- R
80
70
7 60
B 5
%0
30
20 4
10
0 & I Eﬂ
6 1‘2 2‘4
At Risk $EG-BGE D & O JAH (H)
1 H 1H5mng 150 150 139
1 H 1[H10mg 151 151 142
i HE 151 151 114

Kaplan-Meieri: 2 & % B iEE x5 o BEFE SR



S5, BE524BLE. SNRXTTV—LF M) T LEEKRS2
BEREMREERS L-5E (REFTHRA76EEES). Kaplan-
Meier EIC K DHEE L - BBEBEX I+ ZEEBEE O REERE
. 1 H 11 5mg T 3.7% (95% {5 & X [# :1.53,8.64). 1 H
1 [8 10mg T 2.2% (95% 588X [ :0.72,6.75) TH > 7z. %28,
BE 248D, WMBEIZSANTSSY—)LF UYL 1HI]E
S5mg Xi& 1 H1[E 10mg IR T, &Kk 52 ARMKGERS
Lf: 24)~26)

(BEBENETITEBRERICBIZANUINTI— - EOU DR
E DB
17.1.4 EAEEREER

ANV aNyy— - Ea Y BEoBEE I+ EBEEORE

EWRELIZENOBKREE (XTI —LF )T L T
EF TV KA T AuavA4 YO 1 H2E7 HE
EOHRE) KBT2RERITROLEBDTH S,

BIERIE. XTIV =L F Y7L 10mg, TEFTTY Y
KFY 750mg (Fffi). 75V 2a<A > 200mg (S1{f)
BEICED, 129 B1H 40 Bl (31.0%) ICERD SN, ELBIE
FAERA 16 6 (12.4%). #K1E 13 4] (10.1%) TH->7ze F
7ow IRTSI—=)LF MU L 10mg. TEFT VY VKM
750mg (Hff). 275V 2a~<4 > 400mg (Fff) #5112 &
0. 123 FIF 55 61 (44.7%) ICEHER PR 6. ExEIE
R R 26 1 (21.1%) #{F 13 61 (10.6%). BEHEEE 13
B (10.6%). 8% 7 61 (5.7%) Td o722,

) PREEHR

A D1 A —S—N
BEADOIEHREE | 5 T W e en
TR ZT—=)VF

kU7 2 10mg
TEFTY K 2E/H 87.7% 83.3% 85.7%
A% 750mg (711 (5741 /654) | (4541 /5441) | (1026 /119 1)
7o) 2uavA Y
> 200mg (F11fi)
TR F—)LF

tU 2L 10mg
TEFXFT K 20/ H 89.7% 87.8% 89.0%
¥ 750mg (711 (6141 /684) | (3641 /41 41) | (97 il /109 i)
7)) AavA v
> 400mg (F11fi)

BB, B TITDODN AN aNT Y — -

BRSSO T S BRE OB KRR 12

BrIELONTNSE Y,

*3) FEEFOH/RESE, RUOBBHBEITEHEOEBOTHY . BEA

DOEAZBHEROHEEEER S,
INRTFY—=)LF b LELT]E20mg TEFTY
Y kR E LT L[| 1000mg (A1) ROZ7 S5 2a<
4> & LT 1E500mg (Hfi) ®3#% %1 H2E. 7H
fREO% S
Ty TubrrRYTA ey — (ST ITV =)L),
TEFVVYKHMBRY 7S 207 A 2D 3HERE
I&BAYIANTF— - ¥uY ORERESAEINTH - 7=
ANYanNsy— - ¥a) o BBE I+ TEBEED R
BANRELEENOKE (SRXTIY—LF MNITL T
EFTVY KR OA b =¥V =)L 1 H2E7H
MHEOHE) 1281 2RERIZ 82% (49 fl /60 i) L&
ESNTWN5B 30,

Yoy BEoE - +2
BLWTH, FEEDRK

18. ERNEIE

18.1 {ERER
TRV = )F b7 LA EE S W o B M R I TR
fRAAANLT =227 I RR) 12z, FabtrrRr7 (HY K-
ATPase) O SH E# &4 U CBEREEZIEE L. B2 iH
T B, SOWHEESNZEREEOEEICIE. FITERTAMY
5D DEED B\ VIETIVY F A I K BEEAEOHEEHE

ELTwabnEEZONS, TOM. TLYFAITEST
EREEPEIE T S gEE B RIS 5 3V~
18.2 BB WINEIER
18.2.1 BEAEFIIBIT AN A MY VREEE WL, 1 H
1 10mg#%5. 1 H1E20mg#E5TEHICHETNH» HF
BHaMHEERZ R~ L. %5 1 HEXUO 7 HEOBSWEDED
RIZ1HLIME10mgHET72 ~76%. 90 ~ 96%. 1 H 1[4
20mg #5.T 88 ~ 89%. 99% TH 5 343,
18.2.2 VU FHHERERIIBI S TFIILTA T YT
AMP F#IC & 2 BEE W & 10195 32 (in vitro) .
18.2.3 I‘Elﬁﬁé’)%%%j‘ IBUAEARY IV, RUFHZXNY
> RIEUE B8 3 Vb T MBI AEREBRYWATE A
% 3 /ﬁ'](%ﬂlﬁ@%m J(J‘ Ui 5 IR 2 7R g 3230037
ARXHAHNVIET Y MBI 2BBRPWINHFIEROEEIZ. o
Ty R THERNCHB LELS MFEHRA Y O BRI
/}\7’;(]3 32),38)o
18.3 BN pH LZF1EA
BEBABFICBU2BWNpHICX L. 1 H1[ES5mg #5. 1
H1[E 10mg#5. 1 H1E20mg#&E5TEbIcERL LFE
Hzrl. %55 HE® 24 B4 pH4 DL L% R R O]
#ix 1 H1[E5mg#%5 0 EM* T 46%. PM*T63%. 1 H 1
[ 10mg % 5 @ EM* T 58%. PM* T 72%. 1 H 1 [8] 20mg
5D EM*T 61%. PM*T 76% TH % ?,
¥ FFREEESEF N7 u—24 P450 2C19 (CYP2C19) E£HAIZ
TEEETRIDEINS,
EM (extensive metabolizer)
1772 X1& CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3
1% CYP2C19*3/*3
18.4 H*, K*-ATPase PEE{ER
Ty BRI L DS L - HY
%R 33 (in vitro) .
18.5 FUEBIER
Ty NERWLEEEEREED S WVITEREMERE (Eisi
HANLVA, KBHWEZ ML R, WMHER 27730, &
-1 —VROTALY V) ICRL. BOTTEEER» 2
VI B RER A SE R 2R g %0404,
18.6 {EF#R
NUONTI— - EOVUREDHED
TEFVV) KRR T) AavA Y TEFT VY
VIKFIIR O A v =¥y —)LED 3FNHABEICBIT S IR
T —=F M) T LOERENLENPH 2 ERESE2 2 LICK
D, TEXFVVY KRG T AuvA Yy OREEE
EEDLHIEIIHDHEEZOND DD,
18.7 FREIFR
(NUIONTI— - EOVURREDOHED
AFFRIEAVIAY AN — - oY BRETILICBV
T, BRAEBERICHT AT EF VY VKM ET ) 2a~
A YO2RIPAOHMBIEE. TRT TV =T MU T LEMZ
IZED ., HEDRPRD 5N,

:CYP2C19*1/*1. CYP2C19*

K*-ATPase (Zxf L. #BWHEE

19. B ICET SEBEFNAR

—fRi%H : XS5V =)L L (Rabeprazole Sodium)

{t % % : Monosodium(RS) -2-({[4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl}sulfinyl)-1H-
benzimidazolide

: Ci1sH20N3NaOsS

1381.42

3P
N

D B



H
fi

%

FAV
O-CH:
HC O
Na T
N \ Nt ¥
@:)—s\ \_/ s
N \O
1 HE~HEEEORETH S,

IO TEHETRT LI ) —IL(99.5)IIBEITRT U,
0.01mol/L 7KE&{kF b U =7 LEWRICIET 5.
B TH 5.

B (1 —20) IZFBEHEE RS 20,
ERZBESRDO6N D,

20. BRWL EDZFE
20.1 7 IEHERIIBREZBIITCTRET A L.

22. G

(SR
100
(5
100

FSY—ILF FUDLEE S5mg [TCKI)
$& (108€ (PTP) X 10, #RAIAD)
FSY—ILF MUD LG 10mg [TCK])
$t (10 %€ (PTP) X 10. #RAIAD)

500 #& (10 $E (PTP) X 50. BZIEHIA D)
23. FEXWL
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4) #HAER  EWENRESEREE (5 Smg)
5) #HWNER : AR ERE (88 10mg)
6) Yasuda, S. et al.:Clin. Pharmacol. Ther. 1995;58 (2):
143-154
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12) /\RIER ff : Modern Physician. 1994 ; 14 (S.) : 85-99
13) 11783 i : Modern Physician. 1994 ; 14 (S.) : 100-107
14) FHE fth : Modern Physician. 1994 ; 14 (S.) : 108-115
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