20244E 1 H YT (55 1 )

O R>THEHEH

B - Eim AT
FRHEAE - 34

T

) EE—EMEOMTEICL VAT L &

TRAZ10-A24

BFEEmRTEES
872329

INTZT=IvF MU Lk

FNTFYV-WF I Qe w5,

Rabeprazole Sodium Tablets [KAKEN ]

AES | 22200AMX00815
BR5chEiA 20104F11)

2. B2 (ROBEICEBELEWI L)

21 KR ORI UBBOE O RO H 5 BH

22 7 ¥ WF EIHEEE., VLYY VEEE G
D FEF[101 1]

3. #RK - MR
3.1 #Rk
L%y 15Eh HES X755V —)vF 1) 7 4 10mg
D~xry=bF—, Bibtx7 AT, vFu¥x 7o
Elrtruo—2, KE#EEr Fasy 7o rtn
A O—2A, AFT7YV VB4 5, ZFvEero—
" A, 7O A0 —A7 ¥ VBEBIATFIV, FYxY) VIE
gz A7V, Fvr, BibF s v, #a =T
B ANVF Ty
3.2 BHFDOHEIR
54 TANKT—TF 4 v 75E (Binse)
ty WA
#* 4 il
R 6.7mm
JE X 3.3mm
B 124mg
il 2 — F KC80 (WEFR)

4. SHEELIZH R

OBEE. t-KBEE. YEKEE. UHEMEER.
Zollinger-EllisonfEf& 2. JEV S AMEBEXRIE. KA
B7AEY UHBERICETEEBEXZT2IREEED
BEmE
OTFRZIcBTBAUANT 42— - EOY OREO#HE
SiBE. T21RBEE. BMALTY > /NEE, $55Mm/
R MER. RS EICH T 2RNREMNEERS.
AYanygg— .oy BEER

5. IBEX I RICEET 2 FE

(GhEELLE)

51 AFN ORGP EIIC XL DIERZERTLZENH LD
T, BHEThRVWI L EHEROY 2 G THZE (F
MALTY /8, P30 B ISR 2 WRSER GRS
BT AANY Ny F— - ) OBRBEOHBIZER ).

GEV 5 AN E BEWRIE)

5.2 52 A% E He L TRHIREZMRAL, FERO%E
BAIDSERD & N W EAIZIE, TR DAL O R K A3 %
Z N5 OO WY REFRANOEEEKRAFTT L L,

BHET7AEY U B5EICE T 2BEER I TG ES

DB FIME)

5.3 i - EROEHEMH D7D IR T A &k
G LTWwABEERGRRE L, B5RSHICEL
TiE BEEXI T HBBEEOME LRI L2 L,

ANYany g2— . ol oOREOMHED)

5.4 AT EMALTY) Y 8fEICHT AN I Ny ¥ — - ¢
0 ) BRRE RO A RIVE I L T e,

5.5 S/ IMIGER A PESE BRI LTk, A4 K94 >
AR, AN)aANTF— - YOy BREIHEEISEY
LMW SN BRI DO ARREEREITH 2 &,

5.6 S BRI HT T B NBEENHEERE DAMIE, ~Y 3
N F— ¥ a ) BRIREEIC X S E I OSSERIHENI
T AR L TRy,

57~V anyy— - o) EEERICHWLIEIZE, ~
Vanygy— - ¥a pElEcd bl R OTNEER

koA anrsy— - - ¥o) EgEERTHLI L
BREERS H 2 &,

6. BERUHA=E

(E‘}%Eﬁ +=¥EEE. WASEE. Zollinger-EllisoniE
1%5%

B, BRAICIETIRTI = M)A LTl10mg
Z1HIBEEITR G- 525, RIS X D 1H20meg% 1 H 1%
MRGTAHIENTESL, B, &%, BiEE. WEHEE
TIRSHEME T, +HBEHEE TR E Tokb 35,

(FRERER)
RIS

W EERDOBFICB VT, WHE, WAZIEIRS
I —=NF hY) Al LTIH10mg% 1 HIMFIHEG-$
A5, HIRICE D 1AI20me % 1 H 1M %545 2 L 28
TX 5%, B, @%. SHAMFEFTCoORG L35, /2. 7
OrYyRYTA VO EY —IC X BEBETHRAT DY
A, 1E10mg X 13 1E20mgZ 1 H20E], X & 1288 [ 14%
5552 ENTEDL, 72720, 1HI20mgl H2M %513 H
EOREGEE HT AR5,
- HERRRETE
5 - AR B S & B KoM IC BV T
. HE, RAICREIRTIY = F P Ak LTLE
10mgZ1H1mRE %595, /2, 7abryRy74 >
L Uy —IC X D HEECTRHEAR T 5 % bt M & OMEFE
FREICBWTIZ, 1A10mg#% 1 H2M#E 3% 545 2 L 28
‘Gg 50
GEU' 5 A B BEWRIE)
R RAICIETRT TV —F P Ak LClEl0me%
TH1EREI 59 5, B, @, 4HBF ToRG &35,
RAE7AEY UIB5EICH T 2BEEII T EE
OEFIME)
WHE, BACIEIARTIV— )b F M) AL LClEbme?
THIMREO3 59 525, #IREA 50545131 10mg% 1H
1ER%E5$5Z ENTE S,
NYanygg— -0l OBREORED
WE., RACRERIARNTS Y=L F by ae LTl
10mg. 7EF ) AW E LTLHT750mg (Oifili) K
W7 51)2ua~xA4 e LTLE200mg (Jifli) o371 % [H
Briz1H 20, 7H BRO%S-$ 5,
B, 7V Au~vf I UE, LECDUTCHEEEET S
ZEMNWTE D, 72720, 1H400mg (Jifli) 1H2M % FFR &
T 5
TRV TAL e EY—, TEFT VY VAP RY
7)) AuxA4 T ryOFBGITL LAY anNs y— - ¥n
Y OBWIHEESAEDOGEIE, ShibriEEE L
T, #WHE, BAILCEIRTSIY =V F rY sk LTl
10mg. 7EF U YARMPE LCIR750mg (Jifli) K
A PMB=ZFY—=) L& LTIR250mg?D3#) % FEIZ1IH2
[\, 7HMRRO%S3 5,



7. BERUVAZEICEET R

(ZhEEH@E)

7.1 5mgdtiE10mgde & WA FIEEAIR ENTW w2
¥, bmgHE & I0mgt D HIMH 2 TbRnwZ &,

(E‘}%Es +=iBI5EE. WAEREE. Zollinger-EllisonfiE

33

72K F L WA R OERENE - #ntoda121m
20mgx1H1IMS5 3252 LN TEX 5,

EREEER)

73R E LA R OEREYE - #ntodaic1nm
20mgZ1HINMZE T A EHNTE S (% - Hhz
DRI WREREROMEREE, TRy TA Y
LYY =LK BEBETHEAT RS IR £
72, TO bR TA e E Y =L BEETRHER
T BEICK L1E10mg X id1 M 20mg#% 1 H2[H, X
SICSHMBHEE T a3, WS T AE %
PHEBL TRV L ZERT A2 L, B, ARAI1N
20mgD1 H2b #5143, PRSI CHE ORFG =%
LA ICR A, [17.11 ]

8. EELREAMIE

(ZhEEHE)

8.1 RHNOFG I IE, MG IFRERE IR L. B
WIS - ML PR EEIT) 2L F
Llf\o

(BiEE. 1B EE. YaHiEE. VS AMBEREY

FRAE)

8.2 EM M HRERN 145 Thvwo T, MEREIZIIHV
BTNV ENEF L,

GEFRMERE X DM IFEE)

83 ¥ - Mk EZ MY RIEERLTu bRy 7{ e
=L BHEBTHREAT S RBR I LIT)Z L L
L. Ak, #MIFFREOLEDOLVWEEFIITTHIZ LDk
WEIRET AL, 72 BEEHRE, 7Tra— L iE
ISR BR & o A TE B oW 25X S, TEFIRE DS R
W72 ) kbt T A ICIIREE TRt 2 Z BT 5 2
Lo B, MRS NSRS 2 Y
L EBIEE TG 2 ENET L,

GEV 5 AMEE BEERIE)

8.4 MIFZIC X Y e, MRS DOERSEFAEIRAHR D 3B L &
S5haZ e (LAM®»7-028MLE) 2HED S 2 %5
THIE, B, KAOHELIENE, EEESOEN
T35 Je OB D AL S AZ X B RER B 5 2 & A8
HHDT, NHEMBESICLYINSDHEBTENS
LT H T L,

QL. BENEREZEIHBEICHAT IR
9.1 AHHE - BMEEEDH 5 EE
9.1.1 EMESENRITEDH 5 BE
9.3 fTHpEEEERE
I 25 o C IR IGIE D S 25D % o
9.5 1Tz
IR LA IR L C W 2 W HEE O H 5 Lt i ikt #H Lo
AR EHRYEZEZ EE S 2SN GEIC0AES
THIE, BWER (5 v MERLO400me/ kg, 7 i
#30mg/kg) THRIBHME (5 v P TILEREE, w3 ¥
THREOKT., {bHEE) PHESNTVE, T/
Fv MZIRTIY—F bYwA (25mg/kg/H).
TEFXFT VY VAN (400mg/kg/HU L) RO 5
y2u~x4 vy (50mg/kg/HUL) %4 GRS
L72RET, MECTHRBREDELHD 5N T W5,
9.6 BILIF
BELOFEEEROBAREOAZMEEZZE L. &7
DB FZ I ERE T, BIWER (59 M)
THITHTABIT T A2 2 MEEN TV,
9.7 MNR%E
INREE IR E LB S L T,

9.8 EHpE
HALEHERSEORBIEH 23H b b 7&K 5 %
RIS 5 S Lo RAIEE S LTI TRE S
N5H, A CTIEFEREIET LTS 2 2%
Sy EMERDS S5bNDZ LD 5,

10. tBE1EH
AFN O IEIFAHEEEZ T b7 v — 24P450 2C19
(CYP2C19) K U3A4 (CYP3A4) DL D SN T
W5, [164 1]
F 7. ARHOBESWIIEITERIC L 0. BF R O WL
EAHESII T 2 & 03B S,

10.1 BFHZE (AL BV &)

E kR HRAEAR - $ET R | BRE - faBRiE T

T I F NG | 7 7R IV OER | ARHK) O E 85
(VA7 % v) DIRGGT B BENA P HE IS &
(22 ] H5bo . BHNpH» L
AL, 7%
YOV O R A
KTFL, 7%
F ¥V o I
EXRETT 5B
ENHDH D,

YL SRR U LVE YY) CIEEEE | AR 0 H RS W
(Zya25v 1) OVER %2 593 5 B |30 #4812 X
(22 ZH] ENDD 5, . BANpHA L
HL, ynrrEye
Y VR oW
WHAETL, VY
LVE B voll
R R DMK R 9
LT ENDH D,

102 HAZERE (BFRICERTS L)

H 2455 EEARIEIR - $5 1 8: | BT - fERIR T
VIFRT v AT A o A P BE | AR H) o H R 5
AFNITFT Y | BERTLZEDD | HI I X

5o . BHNpH» L
L. HFHEH
DO % e §
5o

A bZaFy—)v | TR OMPIREE | A H O F 55

rFI4F=T MWETFT B2 W01 IC &
55 . BApHD L

L. HFEH

D WAL % P 3

LBENDH 5D,

KREEALT V3 = | KRN HPE G AR [T IEAHTH
L0V - KERAL < | TR A )RR . | B

T NERO | BRI G 1R R
A JH G- e v i
M TS ZNE
8%, 6%ILTF L 72
LOMEND S

APMLEHF—F [ APFLEYF—F | BFREIATTH
MmrEErs EA 5| 5,
ZENHDH, BHE
DAL FH—
5358513,
— BRI AR H D 5-
kT RE
BTazk,

11. BIEA

KOBHWERBH Sb b ENHDLDOT, Bz 512

1o, BREFEOLNEA I3RS 2hIET 5% &

YRE2ITH) 2 &o

1.1 EX&EMER

1111 a3y BERH), 7F717%>— (BUEARH)

A2 AMmEES (BEAH), EENMEKRE (JER
). MRS (0.1%K6) . SMEEm (GHE
ANH)

1113 BIEERFR (HEARH). FREEE (0.1~5%K
). BE GHEEAH)



11.1.4 BEMRR (01%KiH)
FEE NGMK, DR IREE, B o RBe (a8 &
DR BN AITIE, e I ERXHR S DAy
EEGL. KFlOHRG2HIETLE L DI, FIE
BRIV E YR OB GEOBY) R UEEITH 2 L,

11.1.5 REBE (JHEARH)
vk R AL R IE (Toxic Epidermal
Necrolysis : TEN)., J%ZJ&EfEEIRAE@RE (Stevens-
JohnsonfEfE#E) . ZHALHEELDH SbIL D Z &
H5bo

11.1.6 AMBEE (WEAY). BEMER GHEAWN)
BHfeA (BUN, 2 L7 F= %) IC3ET A
Z k.

MA7ZEF MUY LIME CGHEARD)

11.1.8 ERUHBRE (HEAH)
. BiJii&, CKLA. MR ORE I 4271
Y AR E T DMMGBEDD bbb
ZERDH b,

11.1.9 RAEE FEARH)

11.1.10 $5ELIREE (BHEAH)
AR BEATE), KRN, IR, AL, #
T WBREEDLRHSDLNDLZENDH D,

11.2 ZDOEMER

(BiEE. T-HBEE. YASHEE. URMEEX.

Zollinger-EllisonfEf&#. JFEU' S AMBEREYERE. ERAE

7ZEU>E$ﬁcawéﬁﬁﬁiu+:ﬁﬁﬁgwﬁ%

il

0.1~5%A i 0.1% A BUEAW]

i BEUHE 5 FRIERK | SR

JlIRT(3 FLMER KA
SRIIEZ S )/IN
I IRERIE 2 |

i

7R ML ER A
b BRI %
V) Y NERE A

1 AST. ALT. |# ¥
Al-P. y | OLkH
-GTP., LDH

nEH

(R I b5 B

HAL S FERA, FHL M. YRR, | EE MR, B

0.1~5%A i 0.19% A

HALS T B, BRER ITE. DMK, R
Wy OBE. BEEEGE . DER, B &
& MRS, AL, S, BEHRR. Bk
7%, HERATRE. B
s e

Rt AR | B HF W

Z DAt W BRI O b5 HIEE, BRE Ho

L O, 2R, &1H
B MRE RS, FREOL
O, KIRO ESAL IR
HEFLE, EhREY iR

L TR il
WS, I g

VA A TN
Hb7h, O
. BEHA
R, e

€ PN
(collagenous
colitis.
lymphocytic
colitis)

e | B

DIV, 5HbD
&, R&. PUBE
Wi Ja. e ét
Ry BT,
Oodoh, 2
e

TAZ, BE

Z ot walL AT
a—) - J
gl - BUN
O LS. EH
WK IfFPTSH

B

"y AH. F
B, R
B, BE
EL. L O
&, CKo b5

Hob 6o,
PO, Wi A
W BT TS
7 IME, K~
Z‘\:\/@‘L\Jﬁlﬁ\
ZHALILES

i) FEHUHEE I RER R 2 &,
ANJany g— - el OBREO#HE)

0.1~5%A i

0.1% A

B BB

595, BRSS

FoR Ik

I

[SNIESRT A

IR ER B % . i BR R
M) USERE A, )
CONERIN %, ML/NRIR
A, A IEREE N

JFF ek

ALT, AST. y-GTP
nEH

Al-P, LDH® k5

(R

BiF, M A

) BHBEEZEEE X RBEBECBITLESNTS
V=V F MU LA, TEXFIIY VKRR 5 A
T A ¥ v O3FIP G- OARFERE F T O R IR R K OV
etz &t

12. BFRBRERRICRIFTHE

ANyanygg2— .- ol OBEORHED)

121 A)anyg— - a0y OBREHTELDEE
IRTFGT=VF I )T EOTO N Ry T e
F—RTEXFTVY KN, 75) A0 A YU ED
PAEWEROTX =8 — VORMAh K5 T EE
Tld, PCIRFMLGRER O W E MBIl % 2 HEMEDS D
5728, BCIRFENERIRIC X 2 BEHEZ1T ) Y413,
NS DR OP 5T B EOR N TE_T 5 2
LT Ly,

14, BRLEDEE
14.1 EHZAEFOZE
1411 PTPAEO#HAZPTPY — M2 50U B L <IRA
THEIIBETHLI L, PTPY — P DEKIC X
0. S ERAEE R A A L. IS ZRSL
B LCHBHASORE L SHEZ TS
ZENDH 5D,
14.1.2 AFNIGESETH Y. RHICH 2o T, WAL
D, 728312, OARL T LIFEETLI &,

15. ZOMDER

15.1 BRRR{ERICE D 1§58

15.1.1 AH ORGP ICRTEOE R ) — 72wz &
DHEDD 5

15.1.2 HAMI BT 2 EEOBENIE T, e by KT
4V =2 X DHEBICBVTERRIEICHES
e BRI S 3T, TRIEEI. BHeF IO 2 7 8
PHEEINTWD, i, SHERCRESEM (14
PE) oz 2858 T, 5oy 27 b
L7z,

1513 #HAMI BT 5 FICABRRBE LG L L-EEORH
$EWfgeC. TN YRV T4 ey —HBE5 L
RHEICBWTIZOAN) YT L - F4 T4V
WX B BHEGD ) 2 7 BMsHE S Twb,

15.2 FERRREABRICE D < 15%k

15.2.1 5 v MZbmg/kgbl b % 24E MR 1H% 5 L -3 5t
BRICBWT, MTHICAHILF 7 £ FOFRERLDS
Nz DOHREPD 5.

1522 W3k (7 v MREOHK525mg/kgbl ) TH
IRIRERE K OMLrh Y 4 a2 v oBEmsds S
TWABDT, HHIZH 7o TIEHIRE RIS
T 5

15.23 9 v MIHEHETHL T VT TV — ) (50mg/kg/
H). 7EFZ 3D YA (500mg/kg/H) KO
ysyz2ua<A ¥y (160mg/kg/H) %PHHES
L7ziBEC, BEWcomtEoshe & I12BE
DOFBEIHF OBEEDFED 5N TV 5,




16. ZE4ENRE
16.1 MAEE
16.1.1 INTZYV—JILF MU LBEHBE
TR AT T-1220mg % #i & T AR ISR O S
L7z HE OB BB g 2B L 723 Bh e XS X — ¥
OFHE%EFRITRTY, [1621 ]
HRRRRBRIF O Y FRENF 2 — %

C T AUC
U k max max
#GRM (ng/mL) (hr) (ng * hr/mL)
T 437 =237 3.6=09 937 +617
&% 453+ 138 53+14 901 =544

(Mean+S.D,, n=12)
F72, EERAE FI125me. 10mg. 20mg% Hifr
TORERG LR (38550 H) o3y T
A—=FIUTDEBYTHDHY,
fERER A T2 B 5 ) ER S (bmg, 10mg. 20mg) @
MER T RT =) )7 LAOFEYEE T XA —F

- Coms T | AUC o | Tos
e ]
Helydt | 3HU (ng/mL) (hr) | (ng+hr/mL)| (hr)
. 30
EM® | 14656 | 00 | 236597 | 1809
dmg . 25
PM | 252255 | (22| 585137 4205
EM* | 383+83 | .59 | 539=200 |15+04
(2.0-50)
10mg 28
PM | 500264 | 4011230200 | 38203
EM* | 654+348 | .0 | 994477 [23+14
(25-8.0)
20mg - 33
PMF | 8225232 | 09 | 23315663 | 3703

(Mean =SD, Tuxl¥Median (Min-Max), EM n=16, PM n=8)
M RHEEEF F 7 o — 24P450 2C19 (CYP2C19) FEBIAM
X, TRlEME TR L) INS,
EM (extensive metabolizer) : CYP2C19*1/*1. CYP2C19
*1/*2313CYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3
NIZCYP2C19*3/*3
16.1.2 3EIBFRAKRE
AR TIZTRT T =) F b 7 420mg™,
TEFT Y VAKMPTS0me i), K7 5
Aux A ¥ »400mg (i) Z1H2E7HE (FF12
[\) MAERIRS LS XTS ) —)vF M)
LDIYBIRENNTG A —F I TFDOEBY TH B,
e N3 T2 BT A 3K P R AE S G- R o gk 5 X7 5
V=)V M) A ORYBHREINT A —F

Conax Tonax AUCoq Tz
(ng/mL) (hr) (ng * hr/mL) (hr)
EM* 3.0
(n=15) 578 £ 293 (2.04.0) 934 +438 0.72+0.19
PM* 3.0
(n=4) 948 + 138 (20-30) 2600+474 | 1.80+0.32
(Mean=S.D.)

MBI Z 7 » 7 10— AP450 2C19 (CYP2C19) FHBIM

X, TRiEME TR DI NS,

EM (extensive metabolizer) : CYP2C19*1/*1. CYP2C19

*1/*2313CYP2C19%1/*3

PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3

X1xCYP2C19*3/*3

W) ARBHEROCHEZ [EE. A IRXT I =
FhU AL LTINI0mg, TEFT I YARMY L
L C1H750mg (Jifii) B2 59 2a<f &L
T1m200mg (Jifii) ©3#)% FEC1H2M0, 7H
#5535, B, 75)2a0<A ¥ i, LB
CCHEMETAIENTEX S, 72721, 1H400mg
(i) 1H2M % FRE$5.] TH 5D,

16.1.3 £ FHIE S MR
B ABHIZ T XTS5 — v F ) 7 A%5E10mg
[BHF] &80 = v FEIOmgD ZNZFN1sE (FX
T —=)NF M) AELTI0mg) %, HifHRH
A3 LT h 5 X7 5 ) — Vil &l &
L. 55N FEWERE/ XS A —% (AUC. Cuu)
12D\ TI0%1E HEH X 1 1212 THRERTRAT % 47 o 724
£, log (0.80) ~log (1.25) DHPAINTH Y. M
HlOEYARSEI R INZ (F0 AT —

R=if)"
(ng/mL)
300
i
4 200 —&—5RF5 = b Y LS Omg TR
H ——%Y Ty ME1Omg
2] Ve B (7 (n=46)
100 ‘
0O : i 2
0 2 4 6 8 10 12
IR¢IH] (hr)
HEnNgA—% BEING A=
AUC Conax T Tus
(ng+hr/mL) | (ng/mL) | (hr) (hr)
FGRTZ=)IF M) | 50390 |305.66=*
% L5 10mg BHF)| 19401 | 11846 |S3*13]13%07
. ) 2 49181+ | 29277+
%) v bEEIOmg 19755 12395 37+12|12+06

¥ = R (n=46)
MAEFEEIL FICAUC, Coni5D/87 X —F 1%,
BB O FRAR, IR OFRERI B - B2 o R4
HIC ko TR DWRENED D 5,
16.2 TRIN
16.21 BEDHE
TR B T 1220mg % #E A AT AR ISR OH%S
L7z, ABES Tl A TR L Twdt7
FERRBIES % & & D ISR D SN T
Wb, [16.1.1 ]
16.4 fXE
R AN B F-1210mg. 20mg % fEI1#% 5 L 7z BE oo i 4
hOMREHIE, FICIEREEN R B ICRICIZ L D AERL
IFF T —=F IR TH o720 ZOMWIIFHEEE T b
71— AP450 2C19 (CYP2C19) A5BH45-9 B i 2 F v
LR & 0 A L 7= A F VK, Z Vs AR IS
IER L2 A VKR AP S0, [10. B
HEtt
fEHEE AN B 7 1220mg & RE13% 5 L2354, 51424
BERH F TR T RT T — v F b Y 7 A DREAL
Riam s n s, KW THLHINVEVBIEKLTZED
TN a Y BIEAEERIRGEOR29~40%. A VAT
YV — VIRFIA R DT13~19% R & L7zt
EMEEER
HIE (FATTV =) TIHREREELEF N7 0—24
P450 2C19 (CYP2C19) ~o A & W HEAEH
BHDLENTVWBEITENRA, TV T771) v (R-T
VT 70 Y) WCHLTIRTSI = F )7 L§E
FINSOEAOIMAPIRIEIHEREE25 2w L8
MEEINTVD, T/, HE (Y TF—)
THFRE#EEEF 7 u— 4P450 1A2 (CYPLA2) @
FEIZXVMEEHDPROONTWETFF 74~
WKHLTHIRTT S —)uF b Y v Al e
B R 5.2 W L HE SN TV B,

16.5

16.7



17. ERPRRR IR
171 B R LS ICEET 2588
(BiBE. +t-HEIFEE. YEHEE. URAMEEER.
Zollinger-EllisonfE{&E)
1711 — iR SBR R O —ES5 R IR
HiES . T EBE. Wit EE R L YA
B2 RICIH1R10mg Xid20mg % #45- L 72—

BITERE, X772V —=F b o A10mef 54
T157H1H11445) (8.9%) . Smg#x 5-Hif T1565]H1 74
(4.5%) 1R8O 5Nz EARENEMIZ10meH 57
TR OB &2 (1.3%). Smg# -7 T FH3
Bl (1.9%). HFHkRERE26 (1.3%) TH o7z,

e g PR S B O U AR LGB (B G-I - 6~
QM) DWHIITHRDOLEBY TH A,

R R R
Hiiss 94.0% (189%i,/20141)
+ AR 99.4% (159%1/160f1)
WP FLE 4 90.9% (50%1/55%1)
W& iR 83.3% (10%1/1241)

T 72, HoZ AR HUAI R PUYE O a0 i 1 o5l 28 2 5
FUZTH1F10mg % 2450 [ #5- L 72 ffefimeik (2l
BERILEEER) 1281 5 NBLEER IR HIERIL78.6%

1H1F5mg | 1H1R10mg X e
(150%1) (15141) (15141)
3B 441 21 32451
Y 5-24:8% 0
2.8% 14% 21.7%
PRI
(95% {2 1) (1.04,7.17) | (0.35,551) | (1584, 29.27)
*f Hif: ﬁf}f’ 011 0.05
N — K . .
(950 (= HAX ) (004, 0.31) | (0.01,0.23)
PfiY P<0.001 P<0.001 -

a) Kaplan-Meier##:12 X 235, b) LogrankxE. c) *F
Bix77v 7 » (1RH50mgl H3[m)

(33fl/4261) TH - 7%,

WEHELCHEOTO N Ry L T —
HRICEPI™ oMmtEEREE 2R L
BESHBEONHEMEIC L 2EBRIITEDO LB

51T, 5228, TXRXTF—=VF N
2 % RG22 ket 5 L 7254 (REFCHRKT76
HEPxS), Kaplan-Meieri: 2 X ) e L7 B g5
XF+ =38 WiE % o R EERIE. 1H1E5mg T

N CTholz"e [7.3 ZH]

11920mg 11910mg 11120mg
1H 1 1H 20 1H 20
Stk 58.8% 78.4% 77.0%
- (60%1,/10261) | (80%1,/10261) | (7741,/100%1)
grade AROY|  651% 87.1% 79.5%
grade B* | (56f/86%1) | (74%1/85%1) | (66%1/8341)
grade CHL Y 25.0% 35.3% 64.7%
grade D* | (4fi/1661) | (6Bl/1761) | (1141/1761)

3.7% (95%SHEIX [ : 153, 8.64). 1H1A10mgT
2.2% (95%EMWIX M : 0.72, 6.75) THhol2o &
B, TH524HDE, JHEEIEIIANXTITV =V F b
U A1H1E5me X &1 H 1 10mgl2 8] b &2 T,
K523 Bk e 5- L 7229,
(BBEXEFT+HEBEEICBTZAUIN4— - FO
1) DRRE DH#ED)
17.1.4 EREERFER
ANy anyy—-vay ko8 EE X+ iE

Hl) SRXFF— v+ b)Yy A10mg/H. 5V 75
V'—130mg/H, * X 75— ) 20mg/H % 8:E R
VLB 512 RIBR U MERRE I 5

XU BV RGHE (LE2) \JX L EER

BERHABELOCHREOZ7O N YRy TL e EY —
BRI oM BT R e LM
PEEL2A B G- DN EMATIC L B IEFSEHE (o
HE) I TERDEBY THo 720,

1E10mg | 1H10mg | FEFFEORER
1819 1H 20 P
552015 44.8% 73.9% 29.1
DOIEFIEE | (73/16361) | (119/161641) P<0.001

a) 10mgl H2[E-10mgl H1Ml, b) x*RE

#2) IXTF—=)vF b+ 7 A10meg/H - 20mg/H. I
VT I7V—=N30mg/H. X7 TV —)20mg/
H, TV X735V —V20mg/H %8P iG55
RGOSR 5

GEV 5 AME BEYIRIE)

GiEEOREENRE LZENOBERE (5N
TIV=NVF M )T A, TEFTI) VKK
oy 2aa<xA4 ol H207HBROEYS) 12
BULBHERIITREROEBY) TH S,

EIEMIZ, 975 —F M) 7 A10mg. 7 E
F 30 YAKMWT0mg (Jiffi). 75V Aa<A
2 »200mg (Ffli) #%512X 0. 1296144041
(31.0%) DL, F I THRiL16H
(124%) . 1360 (10.1%) THolzo T2 T
RF5—=VF b)) 7 210mg. 7TEFT Y UK
MPW750mg (fli). 759V Aa<4 ¥ »400mg
(i) $x5-12X . 12360556 (44.7%) (ZEIME
FADFRD S, EREWERIE THRI266] (21.1%) .
HRAE13H] (10.6%). WREFF13H (106%). W7
B (57%) T o757,

17.1.2 —E5HRHEEHR

VS AN EEMIE 2 W BT H 1M 10mg % 4%
G L HERIEGEER (50 ) 128
VT % R0 VT REIR D e A R R L OSRRERIE, T h

TEFY YY) VART0mg i)

21al/

5 Gl ks

55 g —3] .
%%%‘J@l@*l%‘i @j;ﬁ Eﬁﬂzﬁ.}% %%g E_f
FNRT T =N+ )7 A10mg 9fiil/ 87.7% | 83.3% | 8.7%
TEXYY) KAT0mg OOl 5761/ | (4581, | (1021/
750 A0%4 Y 7200mg (1) 65%1) | 54%1) | 11981
IRT TV =+ b A10mg 89.7% | 87.8% | 89.0%

ZFN43.6% (44%51/101%1). 55.4% (56%1/101%1) T
Hotz
BIVEAIZ. 10megfk 50102691260 (11.8%) 1272
OoNTz, FREWEHIZ, HR3HE (29%) KO
BIg2E (2.0%) T o727,
(BRE7AFUCHBERICET2BEENII+_iEEBE
BEOBEFIE)
17.1.3 —ESRHEEGRER
HEHE7AEY) ¥ (1H8ImgXiZ100mg) DEH
BhOELEE L, 2o BRE I T ZERBERED
BAREEZETLEFENRE L HEERILER
BrofEH, Kaplan-MeieriE 2 & 0 Hfg L7-#5-24
O B S OE+ IR O BREEIEEI
TEROEBY)THo72,

291 28%4 Y /400mg (i)

H (61%1/ | (36%1/ | (97%1/
68%1) | 41%1) | 109%1)

HB. W TITbAY any y— - o) Bk
OF - T TIRBEES T 5 B o R R
ZBWTH, FAREOREIE SN TWSEY,

1) AR5 E, RUOHERSHMETiEoEBY
THY. EHNOKEHELOHREE 13RS,
SNXF 5 —)F F) o ak LTlH20mg.
TEFT ) VKM E LTLRILI000meg (J1
fi) KRU7 59 2u~<A4 e LTl500mg
(Ffti) o3#IZ1H2MH, 7H BEEL%S-



I/, TR URYTIAL Y — (ST
=), TEFTIVY VKNMRZ S A<
4T 3R HICL AN ANy y— - ¥ay o
BRIBEIARI TH 7o) Ny ¥ — - ¥
Vo BEE T ZRBEEOBRE TR &
L7zENOKE (SXTS—VFrYwa, 7
EEF TV VKPR OA MO ZF S —VD1IH2
H7 H BRI S) (2B 5 BRHEERIE82% (49%41/
60%1) LHE XN TWAEY,

18. ZExhEEIE

18.1 fEA#F
SRTG)—)F b aiz7Ta bRy SHERT
HBo WML OB CIHAR AV 7207
I MK 12, 7u kv ARY 7 (H. K-ATPase)
DOSHIE % 156 L CRERIGMEZE L. Bow %
T ho SHICHESNABREEORBIZIE, T2k
JHERAE 2 & DM DOWHERH L VI TNV T FF Ik 5
RO ENHES L TWwbEbDLtEZONE, 20O
fli, 7N & FF L o THEETEEDSE T 5 w] fe Pk
D HEH S B0,

18.2 BB INEHI1ER

18.2.1 AL FI2BT 5 H A b U > Rl B4R 556 12 )
L. 1H1M10mgH5. 1H1H20mgix5-TE B I
BSOH»HFERZIHERZRL, 5 1HER
O7H H O W0 A 3E1TH 1R 10mgfk 5- T
72~76%. 90~96%. 1H1E20mgHk 5 T8~
89%. 99%TdH %5,

1822 v H FRHIHEHMEARIZBIT LY 7TF YN A
v 7 AMPHIBIC & % B EE - Z2 W5 5% (in
Vitro) o

1823 BHHE A ) BHEERNIIBILILRAY IV, RV ¥
HANY VHIEE B G W. BTy MzBIT 5
JEEHBR WL 28 3 il E B WA L
) 2 P 2 R g0
4 XHDHVIET Y MBS BEEGWEIHEEN O
mEIZ, o 7a bRy FHERICILE L#E
{y A AR O EFIES RN,

18.3 BWpH L F1EH

fERE AT 1281 5 HWNpHIZH L. 1H1R5mg
5., 1H1ME10mg¥ 5. 1H1E20mg#x 5 T& HIZHE
EAERERL. %550 H o245 s i2pHALL E
AT OEAIZIHIRSmgH 5 ODEM*T46%.
PM*T63%. 1H1E10mgH5-DEM*T58%. PM*T
72%. 1H1\20mg#5-OEM*T61%, PM*T76% T
Z)Z)O
sIFfCEEE T b 2 1 — AP450 2C19 (CYP2C19) 3=
HANE, TilEE RIS INS,
EM (extensive metabolizer) : CYP2C19*1/*1.
CYP2C19*1/*21%CYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2.
CYP2C19*2/*3X13%CYP2C19*3/*3
18.4 H'. K*-ATPasefH=/EH
77 BRI L DR 2H . K-ATPaselZ%f L. 5w
FHEVEH 2 R~ 3% (in vitro) o
18.5 MiBE/ER
T b7 B AEEBREE B B\ IT R B R
(FEHMEA ML A, KA LA, BIPREZR.
VAFT IV, B - ) —VREOTAEY V) I
XL BOPLEEEH 5 VI HRBRE L E R %
7"_‘—\‘-3—-35. 39, 40) o

18.6 fEFAHEF

(AYanya— - ¥l REOHED)

TEXFIV) VAR ) 2Aax Ay, TE
FIIY VKR A PO =& — L& O3FIGEH
LB AITRTITV—LF Mo AOREITEN
pHZ EH XL EICL), TEFT VY VKW
RO Z7 Sy 2R Y OREEEZED5 2 E1H
LHEEZLNLMY,

18.7 REDE

ANYanya— - eolUBREOHHE
AFARXIBHVANY aNT F— - ¥ 0 ) JEYeE T
WIZBWT, BRAERBICHTLT7TEF T ) VKA
M rsyaa~<Ay yORPEHORRIZ. TS
FG=IVF M) T LAEMZSLZ LD, TR
O BN,

19. BB ICB T 2IEEZMFR

— RIS SRT IV —NF b4
(Rabeprazole Sodium)

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

'ﬁ\%ﬁ : ClstoNSNaOSS

it 38142

IR A~ BB R TH b,
KICHDTHEIFRT ., T8 7= (995) 1
IR,
0.01mol/L/AKERALF bV 7 AFEIZIET 50
K IWBETH %,
AMOKEBR (1—20) T ZRE v,
ENTIES e B VN T o YR (98

bR

O—CHs

HsC O—/_/

Na I
N
S \ B BHRTAE i
// N
N

A\Y

20. RV EDEE

20.1 PTPUZE 7V I SSBHHE %, N T aE IR E. R
B TRET S L,

22. A%k

23.

(PTP) x10. HZIEHIAD ]
[145¢ (PTP) x10. ®ZHHIAD ]
500%¢ (1058 (PTP) x50, ¥ZHFHIAD ]
1008E [AVTF L VK, NT, FRAAD ]
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