% 20254 3 AEkET (
20247 1 HekET (

BTE L BRRF
B (35

2

Eil
51

fif)
2

70 kYR TRREH
SRTFSY—=ILF MU LEE

BARERRIEES
872329

RES
BRTTRAIE

30200AMX00313000
2020 6 H

INTSV=MFrIDL s 5mg ro VK,

Sodium Rabeprazole Tablets 5mg [SANDOZ]

ooyt

2. B2 (ROBEICIFIBS LBV L)
2.1 KOS LBEEEOBERE O 5 2 B#

¥ 2.2 Ve VEREZRSFOERE [10.1 2]
3. #8R% - MEIR
3.1 #8R%
IR FRT 5 —)F b LEESmE [T K]
HIES IBEHFHRB XS5V —)LF YT L5mg
D-v>= b= “ABALYTL, EFa+y 7O
Yltro—2Z, KE(LF ) TLA, ATFTY VEET
TR A, eFaAu—A, LY, RYELZ LT
RN VA=)« 77 YIEE - X5 7 ) VX FILIEEAE.

X7 VLEIARYv—LD, BJVLR—1K80. T
YILEEEF FY I A, ZIVEENYIFIL. BLFY
V. BEETREER. AL oNay

3.2 REIDOER

HREH FNRTFJ—)F b LEESME [ K]
ESN WEEDT 4 VLT —T 1 V75 (BIAES)
# = (R
i
: =
BEfE 5.9mm
KES B 2.6mm
HE 69.5mg

4. MEEXIFRIR

OBEE. TZiEBER. EXLESE. FREREXR.
Zollinger-EllisonfEf®E. JEVDAMBREWRE. K
BE7RABU VIRSIHIICBIF2BEEN T 2EBEED
BRI

OTFERICHBIFRZAUINTI— - EOY DRREDHHEN
B85, TEEEE. BMALTU V/VEE, R4/ W
BAMERYR, RHERICHT 2NRENEERS. \U
NI I— - EOUBRER

5. BEENIFRRICEHET DFE

(GhgEE)

51 RRIOBENBERICEZERERBH I A ED0HHD T,
BHETEWIEZHEROS 2HE5352 L (EMALTY ~
ISR, RHIBEICN T A NHRBEMIAERBICBIT A N
75— -0 OREOHEZ R,

GEU'S AEBRIEE T

5.2 #EHRLEKZEHLZE L THRZHER L. EERONEE
B 6 N WIEEICIE. BYERMUNOERSEZ 515
Te DD B I BBEADEE 2 HETd 52 &,

(BEREE7 RV VIRSBICBIT3BEEX E T EEEED

EFEHNED

5.3 M#& - #MEOEFINFH D72 DIBERET A 2 ki
ELTwWaEEZHRESRE L, HEFABICELTIZ. BiE
B II+ IR BB OB 2R T 5 2 L.

(NUONTI— - EOYUDREOREED

5.4 EITHBEMALTY M /SEICN T HANY aNT v — - PO
) BRENABEOBEZIIEITHESL L T W7,

5.5 BEFEME M/ MR HEERRICH L TIE. A RSA V%%
ZIEL, AN aINT Y — - 0 ) BREGESET S HTS
BIEFNC DA PRENAEEZITD T &o

5.6 RHIERBICNT 2 AHREIAERELINCIE. AV any
& — - 0 BREREIC K S BBOFEMHIN T 2680
[EQ i AV N GRY A

5.7 N aNsyZ— ¥y BERERICHWAERIZIE, N3O
N7 — - ¥ ) pEHTHs I ERUNEEHEEICEZDA
JaNgy— - YOV BRERTHLH I EAHERTHI &,

6. AENUREE
(BEE. TEEER. WEEHER. Zollinger-EllisonfE(&
i)
BH. BAIEIANTS Y —)LF M)A & LTIEIOmg %
1H1EROHRES T 54, HRIRICK D 1E20mgZ 1 3 1EREC#%
E332LnTE5, B, BE. BEE. UETEETE
SEME T, +HEBREE CIROGEME TOREE T 5,
CERERENR)
- IBE
WHREEBEROBEICBVLTIE, BE. RAIKIZSRNTS
V—LF hY L e LTLEI0mgZ I H1EREO%RS T 2755,
RIRICK D 1E20mgx |HIEREOHR G922 ENTE S, &
B, BE. SAMEFTORS5ET S, T Tu bRV
1 ey — I X BIBBETHRAT D 2HE. 1E10mg i
1E20mg % 1 H2ME, &S 5IC8AMEO#RET 52 LN TE S,
7272 L. 1[E20mgl H2EH% S EEOKBEEEL2ET 254
IZFR %,
- MERREE
BE - BREZRV RS HREEEROMEREERICB VLTI,
BWE. BRAIIESIARTSS YV —)LF b Y74 E L TLEIOmgZ
1HIERO#®RS T %, £z, Ta bRy A ey —ic
L DBBETRHRAT DL REEEROMERFREICB VLT
. 1E10mgZ 1 H2ER OS5 T 52 &N TE 5,
GEU B AEBRETE)
BWE. RAIIESIARTSS YV =)L+ hY 74 & LTLEIOmEZ
IHIERO®RE T %, 4B, @F. dEMEToRE5Ed 5,
(BRE7 AU VERSIFICHITIEEEN T 2IEREED
BFAHHD
WH BAIEIANT SV —)LF MY a & LTIESmg#]
HIEREO® ST 25, R ATSOHEIE1EI0mgz1H]
EREOEESTHIENTE 5,
(NUIONTI— - OV DRE DB
WH. BAICIESRNTS Y —)LF kU A& LTIEIOmE.
TEFVVY KM E LTLET7S0mg () RT7 S5
2uvA & LUTIE200mg (Fffi) O3FE|% FEECIH2[E
7THRERO®E T %,
mBE. 75207, Y Uid, BEIZSUTHEEET S
EWTED, 72720, 1E400mg (Fiffi) 1H2[E% ERET 5,
Ta bRy T eI —, TEFTV) IKIMRT S
FZV 203, Y YDO3FWEEIC L AN AN Y — - O
DOBREBRBESAEIIOBEIZ, ThIIRHLEBEELT, B
B, BAIIESIART SV —)LF MY AE LTLEI0mE. 7
EF TV KHYE LTLET750mg (Jiffi) ROA bu=

~



57— )L & LT 1E250mg 0371 % RIS L H20E, 7H 0
5T 5,

7. BENUBREICEEYT 238

(B85, T Ema%. WEshER. Zollinger-EllisonfElx

B

7.1 WRPE L WA R OERE - 8 05&1C1E20mgE
IHIEH& S 5 ENTEZ 5,

GERERER)

7.2 WRDEF L WA KR OERE - BieEo5a1c1B20mg %
IHIE#R G S 22 &N TE2 (FH - BRER0ETHRE
BEROMFREE, 7O bR T A Ve By — 1Lk B0E
THEATDZHEE R, 720 Fubr Ry T
B —IZ X HIRE CHRAT T EE I L1E10mg i1
E20mg# 1 H2E. &5ICSEMRET 5551, NRSERAE
THRERERPEBEL VWAV E2HERT AL, &
B, AHNE20MgD 1 H2EH S 1%, NREHRE CEE DORE
BELZERLESICRES [17.1.1 28],

8. EEREXRNIR

(GhBEH@E)

8.1 AEIOHEHRICIE, MG EREICERL. EHMIC
AR - AL ZREEITO CEAEE L,
(BER. TTEBER. UaHEs. IEUSALBRIETR

fiE)

8.2 EHOEREEASTOTHVDT, HEEEICIZALZ L
ZENEE LW,

GETRERERN DIEFEER)

83K  -HMEZBROVEIEESL O bR FA el
F—IZ X BRBECRHERA D LRBEIH LT > EE L, K
K. EFBEEOREDLVWEZ T EDEVWESIEET
BTk, o, BEHIR, 7La— VEBEGHIRSEOAESE
DWEBSR SN, EFRRESRIICO DT 2558101
KEIIFEBEZEZET S &, &b, HEEERIIERNIC
WRSEME 2 EMT 57 CBEE2 501
GEUS AEBRIEETE

8.4 MIZICK IR, BFREFOBUTERSREOELASN
52 ¢ (LEMB-V2BL L) 2HEROS AHET ST &,
BB, REOBENEE. BEESOBEEES R OMhoHE{tb
BERBICXAERZERT 220D 50T, NHREHRES
ICEDINSDEERTHRWC E=ERT A&,

9. KENHRZHEIBEEICAHATIER
9.1 G - MEFEZEDHDEFE
9.1.1 EMERIEDEEEDH D EE
9.3 FFHkpEEERE

A BE CHEMEORSE N H 5.
9.5 Wim

TR ATIEIR L C W B ATREME D & 5 RIEICIKIGE Lo A%
WEEEE LE2 EHE SN AIGEICOARETEH L, &
PIEE (T v MEO400mg/kg. 78 FEHE0mMg/kg) TH
BEE (v bTLBBE. VYT THREOKT., (LEE
) PHESNTWD, Elon T NIRRT T =T b
UL (25mg/kg/B) TEF TV K (400mg/
kg/HL L) RO7 S5y 2a<A > (50mg/kg/HBL L)
LA SRS LB T ITRBREOELIRD 5
nNTwnas,
.6 EILIE
BELOEHREROCBIARBOEREZEE L. BALORE
XigHiE=@Etd o2 L. BMER (T ) THITHAE
TI9BIEPHESNT VS,
9.7 INR

NREZ TR E UERRREBRIZERL Tz,

*10.1 HEZER

D ZENEE L,

9.8 SHnE
HILRERFEORIERN S 5 DN HEIMRET 270 CHE
IKHBE59 52 &, RENITZE LTHBE RIS N LD, S
BTIIHREPETLTWSZENEL, BIFAPH 6 DN
HIEDDH D,

10. ¥8E1EH
KEIORBICIIFFR#BESZEF ~ 70— LAP450 2C19
(CYP2C19) K& UBA4 (CYP3A4) ORSAIERDESNT L5,
[16.4 28]

F7o. BEIOBEESWINEERIC K D, BERZES ORI 2 (2
EXIIHIT B DD B,
ALV &)

R AREIR - FEETTIE
YLEE ) VIERRIEDE

ESCIESS
YL ey IEEEE

W - falRE T
ARFAN D B B ik E A

(EDET VAN AERBITrBENANH ICLD . EApHA LR

[2.2 2] %o L. YILEEY ViEEkE
OIIRASETL, VLY
Y Yol FEESE TR
THIENDH5D,

10.2 HEFER (HAICFETSDI L)

EHIRHE AR - HBEHER WF - fERRT
= AR O M E A _E |\ AH O B B o i E R
AFNITRYY  |BITBHBIEND D, &k, BNpHY LR

L. HEFEF ORI % 2
HET 5,
A bTaAFY—) HEFEA O A EE M | RF O B B W e A
rFPI4F=T TI2BENNDH 5. I2&Y., BNpHY LR

L. 8 5H O IR % 1
R SR AR
BFIARHATH 2,

IKEEALT VI =7 A
T - KER(L~ 7 3
> LEE OFIEER

ARH BB 517 H R
AIFREIRA . HIERAIR S
1 A 4% IR C P4 M 4
FRIRE AR THEA 1
8%, 6%ETF L7 &
DEENDH B,

AN BLUFT—bOMH
BEVLRTEEND
5. BRABROA N NLF
Y-t ERET L5
3. —RICEAl OB S
EHRIET A2 ERT
BT,

AR hLFH—Fh HFIRATH %,

1. 28R
ROBUERNSH 5 bNDZENHBDT, BRE+T7IT
V. BESRD SNBEICEREERILET 5 CHE a0
B2iTO &

1.1 EXGEIERA

1111 Yavg BEEAH). PFI745FY— (BHERH)

11.1.2 JRNMEREA EEERER) . SRRAIRE (GHAEAE). M
AVREA (0.1%K1) . BIMMAEM (SEEAER)

11.1.3 BUHERFR (BEEARH) . FFHEERE (0.1~ 5%AK1) .
'E (HEAH)

11.1.4 BB (0. 1%AH)

FEBN MR, MIRREE, MEORE (IREE) EVR06MN
1EHEITIE, BPRICHHXREOREZ R L. ARIOH
5EHIETHE EbI, BIBERERLVE AIOREGEDHEY)
BRBEITS T &

11.1.5 ZEBE (BREAH)

R R BB AAE (Toxic Epidermal Necrolysis :
TEN). FZJEREIRGEERE (Stevens-JohnsonfEMERE) . %
TEARENHOoDND ENDH 5.

11.1.6 2UBEBRE GHEAH). BEMER GIEAH)
BiamaE (BUN, L7 F=0%) ICEBT AL,

11.1.7 &F MU LME (BEEAER)

11.1.8 HEfUARRGARAE (SHFEREA)

e, B, CKER, MHRURFIFT7oey BER
R E T HRBBREN H 5 bNB I ENH 5,



11.1.9 {BAEE GEEH)
11.1.10 SEELIRRE (HHEEANEA)
AR, BETH. REYH. JE. AL, #B] &2ys
MHEDONDHIEDDH D,
11.2 ZDtEDEIER
(BBE. T-EREERE. MESES. FREREX.
Zollinger-EllisonfEl&a$. JETSAMBRIEERIE. KRS
FABUVIRSEICHIT3BEEXE T ZEREE DB R
i)

0.1~5%ii 0. 1%k SEREANEA
BEE REZ. BER EKE
iiiki/3 BB B8R mRED, i
MEREIN, SFER|FERIEZ, ) >~
HEZ, Al |/SERED
JFF g AST. ALT.|BEYLEYD
Al-P. y-GTP.|EH
LDH® 57
TERE MmE LS BiE
L2 R, TR, RE|BEME. ER. A |ER. B, BEEEN
HEwE, B VY RE. B | KB (collagenous
[WPSEAS 7z, OB, #|colitis. lymphocytic
BRI, 85 |colitis)
RS | DEL. HABDHAE, B
&, OHRA. WK
BRT3. HIE SRR,
BAOET., Oo
LoNh, REY
Z D1t walLAru—|PTHE, FE N BEOLS5DE, FEETE.
- RERERT - (BRI, RELFRE, &7V EZT
BUN® E&., EHEE. LON|MME, K774
HR. MATSH|& CKO LR |MfE. ZHbE
Ein

) FEIVEE ARSI RALE 2 & T,
(NUDONTI— - EOYU OBRE OB

15. ZDMDFR

15.1 BRAREAICED < 1EFR

15.1.1 FAORBESHICREOBERY — 7%
EHH B

15.1.2 BIMC B 2EMOBEME T, 7o bR oA
LB — I K BRBICB W TCBHEREICE S RSB, F
MEET. BEETOY AZEMPSRESNTVS, &I,
EHAERURAR (1FM L) OmEEZI-E8ET. BiF
DY AT,

15.1.3 I BT 2 FEICAREE 2R E LI2BEHO BRI
BT, TRy TA Y —FBELLBEICBLT
JARARNYITL - T4 T4 VKB BEBELRDOY R 71
mrwEsnTns,

15.2 FEERFREHERICE D IEHR

15.2.1 T v bic5mg/kgbl £ 2FEMBEOHRE L7z BtERERIC
BWT, MTEICHLF ) A RORENH LN EDFRED
H5

15.2.2 B¥ER (5 v MEOHKS25mg/kgbl E) THIRIEE
BROMAY A OF 2 Y OBIIPRESNTNLEOT, [HH
27> TR MEEICIER T %o

15.2.3 v MNIEEETH BTV TS5V =)L (50mg/kg/H).
TEFT Y K (500mg/kg/H) ROV SY RAaw
A (160mg/kg/H) ZHRAKES L-HBET. BT
OBEMEOHEIRE &b ICRROFEEMHIOERARD 5N TV 5,

L ONARANE

16. FEYEpRE

16.1 M-RE

16.1.1 SNTFSVY—ILF MU LEERIRS

R ABFI20mg Z B T IIBRIREOKRES LIZRD
WEREBICEHL LI EYBR/ST X —F OTFHEZRITR

A I T, [16.2.1 BH]
Pl EN Z AR A LR ER T 0 S 5,05 2
% AR BERE, IPRED. )| (BB ORI AZS e
S OSERR ,J\‘ M~ DI‘&E . U A max max
[Elﬁ:*gg; El)ml/fg%;%;gﬂ # BSR4 (ng/mL) (hr) (ng - hr/mL)
i) ALT. AST. y-GTP® L5 |Al-P. LDHO L& Lot A 437237 3.620.9 937617
JErERE BB, [T LA B 453+138 5.3%1.4 901 +544
Wilkas TR, W(E. REEF. |08 OR%. Bod, OF ‘ (Mean:£$.D., n=12)
. EEEE. ES. (E| % . RER. RRA 7o, BERABFICSME. 10mg. 20mgx i N CRER
B B RETRE. 2 k. B SL7:# (B55HE) OEMBE T A -7 IUTOLs
) )
R | CETE DTHHY,
ZOH RIS O L5 EEEE. BRRk. E0L0 BERABFICB 5 RERSE (5mg. 10mg. 20mg) OMmiEHZ 7
TR, BUR. EAR. BRTE TV =T )T LOENERENT A -
. FREOLUNE, REED L . Cmax Tmax AUC (0 T2
LR, MR, HiEHn BSRIFRE (\om) (hr) (ng - b/mL)|  (hr)
) HIHE R F I IEBIEIC BT 5 IR T T =T R Y Y Smg |LM¥ | 146256 | 3.0 (2.04.5) | 236297 | 1.8£0.9
L. TEFYI KRS 5 ) A0V A ¥ Y DIFHEE OEEH PM* | 252%55 | 2.5 (1.55.5) | 585+137 | 4.240.5
¥ TOBRKRRBR OB SEE S &1, Jome | EM* | 383%83 [13.3 (2.0:5.0) | 539200 | 1.5+0.4
& PM* | 509+64 | 2.8 (2.04.5) | 1230£200 | 3.8%0.3
12. BEFRRERERICRIFTHE e | EM* | 654348 | 4.0 (2.58.0) | 994%477 | 2.3%1.4
(NUTANT I— - EOY OREDRED & [PM* | 822%232 | 3.3 (3.06.0) | 2331£663 | 3.7+0.3

121 AUONTI— - EOVUDREHELEDFE
TIRTTI—=LF NI TLEOTO bRy T
=R T EFTVY KM, Vo) AavA Y rEORE
MBROA MY — LORBAFRHRERTERT
X, BC-REMSREBRDOHIENSBIEMEIC 2 A REEN S 5 72
. BC-REFKRERICLABREHEXTOHEIE. s

DEF| DB GHE T RABLIEDR R TEMT 5 2 ENEE LU,

14. BRLDFR

14.1 EHIZMHFDER

14.1.1 PTPAXDOHEFIIPTPY — b2 6BV L TIRAT %
XOEET S L, PTPY— bOBEEICE D, BLHALR
DWEEREARA L, FICIXZRILZ B L THERASEDE
ELAMELZMHET LI ENH 5.

14.1.2 RENIBBESETH D IRAICH 72> TE. ALY,
W7z DETI, OALETEIOFRT A &,

(Mean=S.D., Tmaxl¥Median (Min-Max) , EM n=16, PM n=8)
MIFREEESREF b 20— 24P450 2C19 (CYP2C19) FEHAENL, TEHEGET
BEDaEsSNS,
EM (extensive metabolizer) : CYP2C19°1/°1. CYP2C19°1/2 1%
CYP2CI19°1/°3
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C192/°3X 1%
CYP2C1973/73

16.1.2 3RS
BERABTICSRNTS Y —LF b U7 420mgH, 7EF
T2 LAMMTS0mE (i) ROZ T ARTA Y
400mg (/{fi) %1H2EI7EHRE (§t12E) RERKOEES L7
DT NF T —LF kU LOENEEST X — 7 IR
DEBYTHBY,



BRBABFICB B3FHARERSHEOMBEFRTRT T —)LF Y
LOFEMEIREIST X — %

Cmax Tmax AUCO*IZ T2
(ng/mL) (hr) (ng - hr/mL) (hr)
(Ei’[g) 5784293 | 3.0 (2.0-4.0) | 934+438 | 0.72+0.19
PM* + + +
G | 9138 | 3.0 (2.03.0) | 26004474 | 1.80£0.32

o MERAFERABRIEO SR EE R ZHRICIH]
[110mg % 24RMK% 5 Lz #FpgE (CZEEMLEEER)
B HHESFIIEEFERILT.6% (33fl/426]) Ta-7'9,
BEREACHEO T b YRy 71 e €y —IaRICEH
P OB REREE 2 MR E LI RESERONRER
BICLDBWRITROEBY TH 700, [7.2 ZH]

(Mean*S.D., TmaxldMedian (Min-Max))
MFRBIEERF b7 1 —L4P450 2C19 (CYP2C19) RIAANL, TEEET
BIonEsN,
EM (extensive metabolizer) : CYP2C19°1/°1. CYP2C19°1/°231&
CYP2C19°1/'3
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C192/°3X 1%
CYP2C19°3/'3
) ZRABERCHER BE. RAICEIRT I —LF bUTLEL
CTIEI0mg. 7EF ) KM E LCLET750mg (i) XU F
J2uvA & LTIE200mg (F1ffi) O3AIZ=RKICIH2E, 7HHE
BO/ET 2, B, 79V 207/ Ui, RELCSUCCHERE
TEHIENTED, 72720, 1E400mg (Fiffi) 1H2EZ ERET S,
Thb.

16.2 ORIY
16.2.1 BEDFE
R A B F1220mg & M N AT BB ICEORE L 72K,
BHRBEETIIHAE NS U T’ TRRDEZET 5 & &
BICCEFZLIRO SN TWAY, [16.1.1 B8]
16.4 X3
RBFEEABFI210mg, 20mgZEOHS L7z mEEhoR
B, FICIERRN BT RBIC K DER Lz F AT —T
WETH 57z, ZOMICHFREEESRF N7 u—24P450 2C19
(CYP2C19) #EE5T 2B X F MALRKISIZ & 0 4R L7 i A
FIUE, 3A4 (CYP3A4) »BE5ET 5 ALK MERIBICED
R LIz VAR UEDRD SN0 99, [10. 8]
16.5 HEtt
B AS FI220mgZ B OHE L7256 S5 524
TIRAIIZIRT SV —)LF b7 LORE(RIEHEH S I
T REWTHZHVARVBEKROZDO TV 0 v Biask
DI ERBORI29~40%. A KTV — LVEEIAE{EA13~19%
PEtt s Y,
16.7 ZYHEER
HE (A X SFV ) THRHEBESRF N 70— L4P450
2C19 (CYP2CI19) ~ofR##HEIC L VHEEERAMED 5
TWABITENL, TLT77) Y (R-TLT 7)) IZxt
LTIRT SV —)LF b7 LFEIE I NS OEHF O AR
WKHEZSZ W EPMFESNTWS, o, FE (5
VIV =)L) THREESRF N7 a—L4P450 1A2
(CYPIA2) OFEBICEVHEEEAPRDODONTVWATF
T4 LTEIRT SV —)LF b7 ASEIR A ERE
ICHEAEZ W EPRESNTNEYD 9,
16.8 ZDith
IR TV —)F b TLEESmg [H2 R 3, [EEFE
75 A REOAERMA O EMZNREERBE T A N T4 > (B
244E2H29H HMATEFK02205105) | ITEDE, ST
V— U NalE$El0mg [4—/N 5| ZIEESIHEE Lz &, 5
HZEHPELL ., EMENICES AT SN,

17. BRPRANAE

17.1 BMMERUR2EICET 55

(BEE. TTIERES. MEHES. WilRER)

17.1.1 —REERIRSEE N ' S5 EG5
BiEE. +HEBEE. BREEERKROYEIRES % TR
IZIH1E10mg X iX20mg % %5 L 7- —REE KB K U —HE
MHERE (58 6~8EM) OBEIFTROEBD T
Zﬁé& 717)0

HRER HREIRRR

BiE5 94.0% (189fl/2013)
+ZiEBIES 99.4% (159fil/160f1)
W A 90.9% (50%1/55%)
W& iR S 83.3% (10f/12051)

1[8120mg 1[E10mg 1[8120mg

1H1E 152 1H2[

otk 58.8% 78.4% 77.0%
(60151/102451) (80151/102431) (77151/100%1)

grade AR T} 65.1% 87.1% 79.5%
grade B* (56l/86f1) (741511/85f1) (665il/8361)

grade CR O 25.0% 35.3% 64.7%
grade D* (4%51/1641) (651/1741) (11411/17%1)

El) SARTFY—F YT AI0mg/H. T2V FT—L30mg/H, #
X 75 —)L20mg/ H % SHEM L _E# 544 1 RIS M RETIC

X U"f‘jﬁ‘ﬁ)bxﬁiﬁ (%Z2) 1Tk HEEE
EEAENOCHEO 70 YRy T4 e By — BRI
PEED D AER R & U RS2 ER S DR
REEICK2IEFERE (FRAE) ITROEBOTH-

f:Zl)\ 22)o

FEEHR O 2
1E10mg 1H1E | 1[E10mg 1H2ME | (95%(SHEX )
Pfb)
552 % D 44.8% 73.9% 29.1 (18.9, 39.3)
JEFEIER (73/163f1) (119/16143) P<0.001

a) 10mglH2E-10mgl H1[El, b) x2%E
W2) IRTFY—)F U LAl0mg/H - 20mg/H, T¥VFTI -
30mg/H, # X 75V —L20mg/H, TV RX7FFY—)\L20mg/H%8
SERICLE 45 1SRG UL MR R I IR

GEUB AMEBREEE)

17.1.2 _E5HBER
U AEBEERREZNRICIHLEIOMg 2 %5 L=
HEMEERAE (RSHE  4E8E) 28T 500 ERD
FTRHREROEREIT. TnZ2h43.6% (4461/1014])
55.4% (56f1/10161) T&H -7z,
BIEAIX. 10mgH S50 1026H1261 (11.8%) IR 5Nz,
FBIER . 3G (2.9%) KOEIBERE2E6 (2.0%)
‘(‘\@’)7‘:23)‘ 24)0

(BERE7REVUVESKICHII2BEENETZEBEED

BEEIED

17.1.3 —E5HLBER
EHE7 2 >~ (1H81mgXi3100mg) DEHHKS % K
L, POBEENIITHREEEOBRERz AT 28E %
WHRE L “EEMEEEBROMER. Kaplan-Meieri%iC &
DHETE L 7o 524B 1% 0 BIEE 3+ Z1EBE5E O ZHEH
HRIITROEBOTH -7,
BIfERIE. IRT T —)LF b Y 7 LEEIOmgi 58 T 15761
1461 (8.9%) . Smgtt 58 TI566HIHT7H] (4.5%) 1CFR
S5hiz. EBIERIZI0mgH 58 T NH K REZEE 20
(1.3%). SmgHGEETTRI3M (1.9%). FiaEEE2H
(1.3%) TH-79,

1H1ESmg | 1H1E10mg xitfe)
(1501) (151451 (151451)
FFEBIE 4451 251 3244
% 5.2438% O RIEFF ) 2.8% 1.4% 21.7%
(95%(5 FEX ) (1.04, 7.17) | (0.35, 5.51) | (15.84, 29.27)
RERICHS 20N — NH 0.11 0.05 o
(95% 15 #E X ) (0.04, 0.31) | (0.01, 0.23)
Pfigb) P<0.001 P<0.001 -

a) Kaplan-Meier#ic & 5#7E. b) Log-rank #7E&. ¢) WEiET 7L/
> (1[E50mgl H3[E)



(%)

100 -B- 1H1H5mng
90 - 1 H 1 [10ng
o X
80
70
?’i 60
50
7%
% 40
30
20 4
10
0 S | S 8
T T T
0 12 24
At Risk $ 5Bt & ORI ()
1H1M5ng 150 150 139
1H1kEI0mg 151 151 142
*HE 151 151 114

Kaplan-Meier#% i & 2 B &5 X3+ —18E5 O REBEHRE

SH1C. HBELUEDE. TIRTT—)LF M) T LSERERR
SHEMMEHRE LB E (R THERTOGEBEKRES) .
Kaplan-Meien#ic & 0 #E L 7 BB X IE+EHEE D
SHEHEFRRIL. 1H1ESMgT3.7% (95%FHEXMA : 1.53,
8.64). 1H1ME10mMEgT2.2% (95% EH XM : 0.72, 6.75)
THholzo B HE2ELIME. WHBEI IS TV — )L
FU Y ASEIALESMg I HIEI0mgIc) D B2 T Bk
SLERREER S L 722,

(BBEEXEF+TIEBERICBIFZANVINTII— - EOVUD

FREEIDHHEBN)

17.1.4 ERERKREER
ANY)aANTy— - EaVBEOBEE NI T ZEREEOR
BEExRNRELENOBEKRR (XTI —LF U
Ly TEFDVY KK OY Z) Aa~vA 2 OLH2[E
THHEREORE) I8 2RERIITEROEBD TH S,
BIfERIZ. 9TV —LF MU LI0mg. TEFT DY
> KFI#750mg (FIfii). 75U Au <A 2> 200mg (F11f)
BEICE D, 1296194061 (31.0%) IC8@& 5N, ELEIE
FIETFIL6E (12.4%) . BUEL3MF] (10.1%) TH o7z, F
7o IRT T —=LF MU T LI0mg. TEF T KA
#750mg (Sifli). 75V 2a<A > >400mg (Siffi) #5
12K D 123615561 (44.7%) [CEITERP RO 5, £
BIERETHRI2661 (21.1%). BIEL3MF (10.6%) . REEE
1361 (10.6%) FEIE7HI (5.7%) T 72,

n PRE=R
sgAloEEEE | BJ [ T ;
=% BB P gt
FNT T —LF RY
7 410mg
TEXY D) KK ) g | 87.7% 83.3% 85.7%
750mg (F7fifi) (57451/6551) | (45431/5441) | (10241/11941)
7I)AavA Ty
200mg (A1)
IRFFTT—=NF R
7 210mg
TEXL) KK gy | 89.7% 87.8% 89.0%
750mg (1) (61151/680511) | (3661/4141) | (97f1/109%1)
ARV s B G
400mg (F7ffi)

T, Ta bRy TS — (ST =)L),
TEFTVYVKHMZROT ) 2a<vA O3S
KB AN — - ¥ OREEBES AR TH > 72N
Vanyy— - Eu ) BtoBBEXIE+ZEBEEOEE
EXRELIZERNOMEE (XTI =L M) T A TE
FIUYKHMBOA o= — Lol B2E7HBERZO

#E5) IZBBRRERIZ&% (49B1/6061) LFESN TV,

18. ZENEIE

18.1 {ER®
SR T =)L NV LI BRI O B R T IE R
(ZAVT7 27 INR) Ik, abrRy7 (H, K-

ATPase) OSHER B4 L CTREREEHZEEL., BoWx
Hlg 2, SOIWCHEESNBEREEORIEICIE. FEITEH
BRI & DEM DML D B VIETINY F I I K BIEEED
HEPEELTWRbDEEZ NS, ZOM. LY FF
NC K o CEREEPEET 2Rk L RSN Y,

18.2 BEESNHIER

18.2.1 BEMAETFICBIZHA N VHEEESWICH L, 1
H1[E10mg# 5. 1H1E20mgR G TEBHICREMHAD» 5 F
BHZ2MHER 2R L. #51HEBXO7THE OB WMEDFED
RIZ1HIEN0mgH 5 T72~76%. 90~96%. 1H1[E20mg
E188~89%. 9% TH %3030,

18.2.2 VU FRHEBEBERICBIFTEZITFIUILTA 7Y v
AMPHIEIZ & 2 BEE W% ] 5 532 (in vitro).

18.2.3 EBHEALIEREERIIBITALAY IV, RUFHTA
N RSB EESW. WONTT v MBI S EREE B
ke 2% 3 VBB BRI LA s Gl 2 R332 3,
A XHBHVIET Y MIBIT2 BB WIIEHIERAOEIEIX, fh
o7 bRy THEANCHE LELS  MFEFZA M) >0k
%Li/}\f;b)%)\ 35)0

18.3 BApHLE/EA
BERARFICB T2 BApHIC L. 1H1ESmgi S, 1H
1E10mg# 5. 1H1E20mgH5 & b IcEH L AER%
AU, #%55HH 024 MBI pHAD L2 RS R OE &1
H1ESmgH 5 DEM*T46%. PM*T63%. 1H1[E10mgf
B OEM*T58%. PM*T72%. 1HI1[E20mgHt5DEM* T
61%. PM*T76%Td 5%,

MAFR#EEERF b 7 u—2L4P450 2C19 (CYP2C19) FIEA!
3. FEREETEIVSES NS,
EM (extensive metabolizer) : CYP2C191/°1,
CYP2CI19'1/2X1xCYP2C19'1/3
PM (poor metabolizer) : CYP2C192/2, CYP2C192/3
NIZCYP2C193/3

18.4 H*. K*-ATPasefB=E{EH
Ty ERR K DEEBLL -HY. KT-ATPaselcxt L. WL EE
YERZRT 3 (in vitro).

18.5 MESIER
Ty MeEAWEEEREED S WVITERBEERE (Fs
HEA MLV A, KBEHEZA LA, WAELR, Y2573
V. EB-TY ) —LROT A V) IR L. BROIRES
ER & % VIFBREREWEER 2R 9.9,

18.6 {EFERE

NYIONTI— - EOVREDREEDD
TEFVVY KRN S 2AawA Yy, TEFVY
VKRR U A ba =& — )L EDFIFAEEICB TS
FRT T —=)F b LDRENIENpHE LRESE5
EWIZEKD, TEFT) KPR O T T AU AT D
MHEEEZEDS I EILHEHEEZILNDY,

18.7 BRENR

(NUONTI— - EOYUBREOFEED
AFFRAIZHVEAY AN Y — - PO ) BRETFTIVICE
WT, BRAEBERICHTA2T7EFI V) VKIMET S R
O A Y rOBMHRADORRIE, SRTFTV—LF hU T L
EMAAZ EITED ., HERREISERD 5N,

19. B ICEAT 2BEZNHR
—RZE R FR
SRT5J—)F hU L (Rabeprazole Sodium)
tZ24
Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylJmethyl}sulfinyl)-1H-
benzimidazolide
»FK
Cis8H2N3NaOsS
NTFE
381.42
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