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2. 22 (ROBEICIFRSLBENTE)
2.1 REIOR I UBBHEDBHERED & 2 BE
2.2 VLY VIERIEZRSHROEE [10.1 2ME]

3. #AR - MK
3.1 #HR%
fR7e 4% FRF T —=)LF b LEE0mg [73I7 7]
ﬁ%ﬁ? (HB) 575V —)F 17 2420.0mg
D-v>=h—), B{twZ %YL, ERuxy oy
Ltro—2A, EE#REL FoFs ol io— 2,
R 2AFTI VBT TR T L, TFILELO—R, HAETE
WAL Fopl, e SuAT—RA TS LBIATL, S
BN T A7)V, Y7, BbF% >, EE="BEk.
HIIVFNay
3.2 HFIDOMIK
HR7E4 TR 5V =)LF b LEE0mg [ 37 7]
PR WEBEDT VLA I—T 1 > 75 (BVE4E)
Al
=
BEE 7.2mm
Es 3.4mm
R 147.0mg
HAla— R FRTFZV—)L 20 F3IT77

4. RERITENR
BiE%E. TEREE USHES TREREXR.
Zollinger-EllisonfiE{RE}

5. MMHEXIIHRICBIET BiER
REOBEHBEREICLSERERMT 22 EMH2DT,
ERETHEVWIEERREDS ARET 5 L,

6. FAERURAE

(BiER. TZIEEER. WEEES. Zollinger-EllisonfEl&E$)
BE. RAICIZTIRFTV—LF h UL E LTIEIOMG
ZIHIEREO®R ST 225, HIRICE D1E20mgz 1 H 1 [EHRE
A5 52ENTE 5, aB. BE. BEE. WALNE
BECRSEME ¢, +THEBEE CROGABE o5 LT
Do

ERERIER)

WREAERORBICBL T, B@E. BAICEINTS
V—=bF MU A& LTIEIOmgE I HIEREO®R ST 255
FIRICE DIEROMgZ 1 HIEREOHRET 252 &N TE 5,
B, BE. SEMETORE LT S, £/o. THRVRY
T4 ey — Il kB IBETHREAT S LIEE. 1E10mg
XIZ1E20mgZ1H2E, &5 IC8ABREAOREG T 22 &N T
&5, 7272 L. 1[E20mgl H2[E1#% 513 E E O MRS E % H
T HIGEICRS.

7. RERURECEET 8

(BBE. TiEmEE. WSERES. Zollinger-EllisonfE(RE$)

7.1 IR E L WA K OERYE - BIRE0B&IC1E20mg%
IHIEEE T 52 &N TE %,

(ERERIER)

7.2 IR E L WA K OERE - BInE05&I1C1[E20mg %
IHIEE T2 LA TES (FH - FRERDET R
HEEROMEREE, 7o Ry A Y —ICk
BIRECTHEATDLGEIIRL ). 2. TabrRY
T4 ey =Lk BRBETHRATS 7 BE I LIE
10mgix1E20mg % 1 H2[E], & 5IZ8REHRE T HHEid.
NRERE CHREABRAMER L TV AN EA2ERT
BT &, B, AANE20mMgD] H2EH S 1L, NHRESHE
THEOKEEGEZHIE LEAICRS [17.1.1 ZE].

8. EERBEANIER

GhgeE)

8.1 AAIOBSHICIE, MEEPFMAEIER L, EHAICM
EHARIRE - MEE(CERREZITO CENEE L,

8.2 AR ORHKEICLVEY XY LAMENFHSHNSC

EWHHOT, Rz BREARE T 2BEE,. EHHNICMAF~
TR LBERRET A&, [11.1.11 2ME]
(BEE. TTEEmES. UESHES)
8.3 EHOMHRABRBRS+O TR VDT, MFEEICIIAWEW,
ZENEFE LW,

9. HENERZEIDEEICHIT I IR
9.1 GHHE - BIFEEDH D EE
9.1.1 BYLBBEDEEEDSH 3 EE
9.3 FHiRERREERE
JFREZ B H CIHENEORE VP 2.
9.5 Hiw
TR SASIER L C WL A AR O & 5 At I I3 iBE L OB
MW EREE FE S K SN AEHRICOREET ST
Lo BIER (5 v MEO400mg/kg. 7 FEEOMg/
kg) THlRIEEME (v P TILBELE. VY FTHEEOET,
LERBIE) PHRESN TS,
9.6 ZELiw
R LOBERERUCBAREOARELZERB L., ZAOM
B IEE AT 5 2 & BMER (S v b)) THIF
ANBATT B ENHESN TV S,
IR
NREZ R E U7 BRRABIIER L TWhau,
S
HILBERSOBWERNS H 6 b NI B E IR ET 242 8E
BICHET AT L, AFIEEEL LTHFETRB#S NS5
EE CIIFRESERLTWAZ AL, BIERD
5bNBZENDH 5,

HHE{EA

AR ORBICIFRBFERF b2 0 — LP450 2C19
(CYP2C19) % U3A4 (CYP3A4) DS RO HNT WS,
[16.4 8]

T/, KEO BB WNEIERIC R D SRR ORI Z
{EESIIIFIT A EDH 5.

10.1 HAZEZ (HALLBWLWI L)

9.7
9.8
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W - fERET

LY ViEEE
(Y25 h)
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Fic& 0. BWpHA L
L, VLY ViR
WOWRASETRL, V)
LYY oIt g
PERTEZENDH 5,

10.2 HAES HRAICERTRCL)

A% BRATER - $EE 7% W - falREF
vaxvy HHFZEA o MR R A | AR 0 B B 73 W e
AFNTITFT Y ERT2ZENDHDH, [HICE D, B ApHY
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LR U, HFEA O
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H%o
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1. 8HeA

ROBWERBH 6O D ENHEHDT. BEE I

W, BEPRDOSNIHEEIC iﬁ%%*ﬂ:?’é&&:@tﬂ&

WMEEITH T &,

EAREER

A vavg BEEAH). 7FIT45FY— (BEEARH)

11.1.2 JAMERRIA (BEERPH) . SEENERE (BHEAMH). M
IR (0.19%K7) . BMEED (SEEARE)

3 BUERFR BEEAH). FFEEEZE (0.1~5%F%H).
BE (HEARH)

.4 FEEEMERER (0. 1%KH)

FE. EHL IR, BEORY (88E) /R

O HNTEAITIE, ERDPICHERXREEDRE % £

L. KEIOHEG2FIETHEEBHIC, BIBRERLE

CHEIOFBEEOEY S MBEEITO Z &,

RERE (5EAH)

FRE R EIERIAFE (Toxic Epidermal Necrolysis:

TEN). FEHARERAERRE (Stevens-JohnsonfiEfEEf) |

ZIAMENDHSDONDHEND S,

.6 SMEBEE (HEARH), MEEER (bFEfEFTEH)
BHEERE (BUN. 7L 7F=0%) ICFERT S &,

7 BF MUY LINE (BEEARHE)

.8 IERENRIARAE (SHEEAER)
FANE. AR CKER, M RURPIA oy
LREREE T HEUHRBES HS5DNEH DS,

9 |AOEE BEEAH)

1.1

1.1
1.1

11.1.5

1.1

1.1
11.1

1.1

15. ZOMDFR

15.1 BRERERICE D < 1B

15.1.1 AROEHRBESHICEEDOE R —T2RBD - L OH

Erdh 5,

BIMCBUI AEBOBEMET, Tu bRy T 1

LBy —IC X BBEICB L TEHEEICHES BESE

. FEESER. BEETOY A 7EMPHRESINT

Wb, . BHEXROERAR™ (1EML) 0ngEEs%

F7zBET, B0 A7 MU,

BN BT 2 EICARBE 2 MR E LU EROBEM

BT, TN YR TS ey —2BELIBEIC

BWTZOARNYITL - To T4 VKD BB

Bep ) A7 EMPHESN TN S,

15.2 FEERAREHERICE D < 1BHR

15.2.1 T v MiZ5mg/kghl L2 2EMBEORE L - BRI
BWT, BTHICHILF /A RORESHLNIZED
WEND B,

15.2.2 B¥EE (T v MEOKRS25mg/kghbl k) CTHIRIRE
BRUOMFHS A aF yOEMARESNTHWADT,
FERICH 7z > TITERIRFREEICER T 5.

16. FEMENRE

16.1 MHGRE

16.1.1 A B FI220mg z B N IFBERICEORE Lz
REOWERE BICH L L EMBE/ N5 X —5 OF1a(E

15.1.2

15.1.3

ERIRTY, [16.2.1 ]
BHEYRABROENF /ST A -2
Cmax tmax AUC
B (ng/mL) (hr) (ng - hr/mL)
HETR 4374237 3.6+0.9 937+617
&% 453+138 5.3*+1.4 901 =544

(Mean=S.D., n=12)
F 7o, BEMAEFIC5mg, 10mg. 20mg%fEE T

EOEET AL, PTPY— bOREICEL D, BEWLE
A EBEREARA L, FICWEEFELE2 B L THER
HAREOEELREMHEEZHETHIENDH 5,

14.1.2 RANIBERTH V. RAICHIZ->TIE. ALY,
W72 0ETIC, OALETEOERT A &,

11.1.10 $2ELIREE (SRS RHR) i L (5 AR S A —
AR, REFE. KRME, OH, FE. . K B sty oHE) ORMMR7 X T
BHEESHSDODNDZEDDH D,

#1111 B RYD LM (BEEARE)

AEIORBZESICED, QTEER. B, LUnE% BERASBTICBT 5 RERSH (5mg. 10mg. 20mg) DI
PEIET TRV LMES D SDOND I ENDH B, F RS RT I —)LF MY T LOEYERE/ ST X —%
Te &R~ 72T AMEEICER U 72K A )L > 7 L MEE. = 1 Crnax tmax AUC @ ti
EH )Y LMEEDBRERE 2 BEN DD, O BSR FRE (O () |g-hvmL)| )
ﬂ%@%%gi%#ﬁbﬂérﬁﬁﬁgbnt%éu EM* | 146+56 [3.0(2.0-4.5)| 236+97 1.8+0.9
E, M~ 732 ABEOREIEZ TV, BHEIHED SME [pNF | 252+55 [2.5(1.5.5.5)| 585£137 | 4.2%0.5
SNTGEE. 72 VT LORTEOEY) 2 AE % EM* | 383+83 [3.3(2.0-5.0)| 539+200 | 1.5+0.4
FrE. [8.2 BHE] 10Mg o\ T 500x64 [2.8(2.0.4.5)| 1230£200 | 3.8%0.3
11.2 Z0fthDEIfER 0 EM* | 654+348 [4.0(2.5-8.0)| 994+477 | 2.3+1.4
1~ 5%k 1 0. 1% SEH ME "PMF | 822+232 333060) 23314663 | 3.7+0.3
HEBE RIZ. B SRR (Mean+S.D., tmaxi¥Median (Min-Max) ,EM n=16,PM n=8)
ik B IMmEREA, E IR i ER A, 4 KAFREEERF b 7 u—2L4P450 2C19 (CYP2C19) FIEANL, NEl&
BRI, HFERERIE k2. ) v EFEIXDBESI NS,
%, &l ISEREAD EM (extensive metabolizer) :CYP2C19*1/*1. CYP2CI19*1/2X %
fitdicd AST. ALT. AI-P.|[8 €V LE > D CYP2C19'1/73
¥-GTP. LDH® t| 8 M (poor metabolizer) :CYP2C19'2/*2, CYP2C19°2/"3%1%
52 CYP2C19'3/3
RS |MUE B5 _| B 16.1.2 £YMFHEIZF R
HILE [E80, MRl REES| B AR, EOR.h S, RN, BAMERNY SRTSV—)LF N LEE20mg [ 37 7] &%)
W\, W, 0. ovE Bh *’}7 (collagenous Ty MEOMgE, 7T AL —N—HEl & ZhZhl
- = = N L:/\ /\:I:El T 7 /&\ ‘Z‘X \\I
e . | . EL., BoN-EMHET A —4 (AUC, Crw) I
AR SRR, 1B ’)L\'C9O%G§?EI:FBEJ(£ THREHRIT 21T - 1266 RS 10g
ER. O0Obo (0.80) ~log (1.25) @%’IP\]T:‘%V) [jzlRkR S
N STET MRS ESEE S Y,
Z0fh ﬁék%?u—w~%?$ﬁkfﬁéﬁwégﬁﬁ\%ﬁ
HERERG - BUNO |[BRRE. FEh, i), S, &7 > T =
LR, BAR. M| EE. LOAEK | Eo 7 mE. KL HE) T A=Y SENTA—Y
TSHIE CRO LR A7 on-toaw| cany | 6 |
- A o7 S o ng -
) RREEEHERARREL ET. SRTTU—FRUTL| 1038.65 | 589.67 | 3.6 | 1.48
14, BRALOES $820mg [7377) +381.37 | +219.85 | *1.0 | +0.49
14.1 ERIZATEOTE YTy +EE0mg 1131.67 | 679.82 4.0 1.32
14.1.1 PTPAEOEFIPTPY — b2 SELD HH L CIRFT £501.10 | +280.17 | £1.4 | +0.47

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



(ng/mL)
700 ‘7
600 —e— ST FI—LF FITLGE
20mg [7377]
il 500 -0+ )XY Ty M 20mg
32400 L (Mean=S.D., n=46)
it
k 300
2 200
100 |
0 L TR
0 2 4 6 8 10 12(hr)
)
MARFRELFICAUC, CrnalED/8T A — &%, #iER
H OB, (RROREEE - FEEORBEMFICE >
TEL DT EENH 5,
16.2 ORUN

16.2.1 BREDOXE
BFEMAETI1220mg & B N X IIBRBICRORS Lz
. BREETIIHEAETRESICH UtnadS] . 7R EHEE
T5EELITTUMEEZEAITRD N TS, [16.1
28]
16.4 {5
{RFERL A B F1210mg. 20mg % &% 5 L - o Mg
OREIE, FEICIERZENBITRITICE D ER L F
FIL=FNVETH >z TOMIHFREBBESREF F 70—
LP450 2C19 (CYP2C19) #5559 % B X F VL RIS
IC & DAER LA F VIR, 3A4 (CYP3A4) AR5
B AR MU KV ER L7z RV S EPED 5N
72049, 110, 28]
Bttt
%%mk%% 220mg & iR OB G L2354, B 51424150
IR 7«77/—»%%U7A®%Wm%1@
ﬁéﬂ? R#ITHA VR VBEERTZD )L 70
VRS AR ERORN29~40%. XIVH T —IVERE
BEN 13~ 19% Rt = iz 2,
ZEYIRE{ER
HE (A X TV —) THREESRF N7 a—LP450
2C19 (CYP2C19) ~oR#EFHEEIC L VHEER»R
ENTVBEITENRL, TLT7UY (R-ILT 7 Y)
IR LTIRT IV —LF R U7 LIE IS DR o fH
BEICHELZEZ W EPRESNTWS, £, FHH
(5275 —)) CTHAHBEEF b7 o—24P450 1A2
(CYPIA2) OFEICLVHBEANROLNTVWS T
T4 IR LTHIRTS Y —)LF M7 Al EE
B 52 W EPRESNTNEYY,

17. ERPRRIE

17.1 BERUREMICRET BER

17.1.1 —MRERAREBR N U _EERLLEREER
BiBE. +HEBEE. MiEEERR UV AIEE
ZRRICTH1E10mg X 1E20mg % #% 5 U 7o — g i FR
BN _EEMHEEE (RS0~ EM) DpiE
ETFEOEBDTHB! Y,

16.5

16.7

R NRSTATER

BiE5 94.0% (189f511/20141)
+IEBEE 99.4% (159f51/160%1)
W A 2 90.9% (50fl/554)

aEES 83.3% (1061/1241)

WERERCHEBO O N R A vy —BIE
WY O MR AEREE 2R E LR ESERK
ONRBEHREIC L ABERITEOEBY TH- 727,

[7.2 28]

1[E120mg 1[E]10mg 1[E120mg

1H1[E 1H2ME] 1H2[E]

Sk 58.8% 78.4% 77.0%
(60f511/102431) (80f1/102431) (7751/10041)

grade A KU° 65.1% 87.1% 79.5%
grade B* (56151/86%1) (74151/8541) (66%51/83f5)

grade C KU 25.0% 35.3% 64.7%
grade D* (4%51/1651) (6f51/17f31) (1141/17f1)

F) SRTSV—)LF hY T LI0mg/H, 5>V TS5V —)L30mg/H.
I A T5 =)L 20mg/H % &AM DL #5455 10 RIGHE S ik

HPICESE

XUYUENAGHE (RE2) CKHEREE

Fio. BREHEHEICBVLCENpH ERERAS IS
7Y =)~ ALHIEROMgH 5 ¢1H1E10mgi 5
ICHARTHRLS . SHAETEBICHT 2 I IV — L)k

U7 L1H1ER0mgHE 5 0FAEDSED 5T 5910,

18. ZEMEIE
18.1 {ERER
SRTFV —)LF b U LI EES WL O B S T
(R (ZAV7 207 3 RE) 120 7a bR F (HY
K'-ATPase) OSHEZ &4 L CEREEEZEEL. B
FWEMET 29, SSICHESNBEREEOEEIC
IAEFERAL D & DEY DR D D WL T VY FF
VLK BEEEOHEHEPEEL TS D EEZ SN,
FOM., TINEFF K> CEREESOET 58
HHHERENh 2,
18.2 BEEDMNGHIER
18.2.1 BEMABFICBITAH A MY VHEBHERSWICK L, 1
H1E10mg# 5. 1HIE20mgH 5 T &bICEEH»
SEHZIMFIER %2R L. #EIHEXOTHEOB Y
WEORFARIZTHE0mg 5 T72~76%. 90~96%.
1EIllEI20mg?%5’(“88~89%\ 99% T d 522,
18.2.2 VU FHHBEBRERIIBIAR Y TFIUILTA 7Y v T
AMPHIEIC & 5 BEEH (JA"E?[I]%'J@FZ;:” (in vitro) .
1&13@@a59%§%k iétx& . RUFFHA
N > B 2Ty MBI AERE
SWRVE X% 3 /%&a@ﬁmuﬂbﬁﬁQMﬁW

Eﬁj%ﬁ'\"@‘ZZ)~24)o

A XHHWVIET Y MBI 2 B WINEEF O [E1E
i, o7 bRy FIHEFNCHE LELS , M S
AR D ERIZDIE N,

18.3 BWpHLE1ER

BEBEABFICHBIT 5 EApHICR L. 1HI[ESmgH 5.

IH1E0mg# 5. 1HIE20mgik 5 cE b IcEHLZ LF

{EA %R L. %55HH O24F I pHAL k2 7R 9 i

OEEIF1H1ESMgH 5 DEM* T46%, PM*T63%. 1H

1E10mg# 5 DEM* T58%. PM*T72%. 1HI1[EI20mg#%

BEDEM*T61%. PM*T76% T 52,

KAFREBERF b 70 —L4P450 2C19 (CYP2C19) FBRAENI, T
EEEFRIDSES NS,
EM (extensive metabolizer)
XIZCYP2C191/73
PM (poor metabolizer) :CYP2C19°2/*2. CYP2C19"2/*3%X
1ZCYP2C193/73

H'. K'-ATPasefA={EH

Ty BRI L DB /-H . K-ATPaselcxf L. 58\ [E

EZERZRTD® (n vitro).

ERER

T MEROWASEERESED 5 VI EERERERE (%

WIEA ML X, 7J<?i§"]§ﬁ7\ ML AL WPRETR. VAT

TIv, EBBE-TY ) LEOT A V) L, L

EBER 2 WIEBRERENEEH 2 RT2 229,

19. BRI CEET 3 ELFHNAR

—fRESERR : TRT T =T YT A

(Rabeprazole Sodium)

{b2:4 © Monosodium (RS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl} sulfinyl)-1/7-
benzimidazolide

330 1 CisHoN3NaOsS

o7& 381.42

MR D IR TV —)LF MU T AIFHE~HEABOHEK
TH%o
AREIIKITHE D TE
TR T 0,
Adhld0.0lmol/LKER LT b U 7 AFIRIC
K3t TH 2,

:CYP2C19°1/°1. CYP2C191/°2

18.4

18.5 #i

g <, =¥ =) (99.5)

BT %,

AREOKIER (1-20) F3FEEEERS 20,
AmIERZEPRDENS,
{bmEE=
O—CH,

H;C

N

L /) RO R

Na

N
o
N (@]

20. B4RV EDER
20.1 7L IRARRITER BRI TRET S L.
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