ke 20264 7 HERET (58 3 i) B EEmRDEES
% 20254 3 AdkET (58 2 hR) 872329
B 1 SIRRAE - _
RS ¢ 3 Ok VR BREH RES 30200AMX00313000
SNFSV—=LF FUDLEE Tohite | 200%6 A

INTSV=MFrIDL s 5mg ro VK,

Sodium Rabeprazole Tablets 5mg [SANDOZ]

2. BB (ROJBEICEFRS LBV L)
2.1 RAIOBRS N LBHIEDBEERED & 2 BE

*| 2.2 VLK) VEBIERREHOEE [10.1 ZE]

3. #ERK - IR

3.1 #8588
[ SRF5T—LF N LEESmg [V > K]
HIES IBEHFHRB XS5V —)LF YT L5mg

D-v>= b= “ABALYTL, EFa+y 7O
viltilu—2, Kk )T L ATTY VEY
TR A, AR —A, LT, RYEZ)LT
ARhOFE] VA=)« 77 YIEE - X5 7 ) VX FILIEEAE.
X7 IVEBEIR)v—LD, KUV ILXR—1r80. T
VILEREEF MY L, JZVEEN)ZFI, B(LF¥Y
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. FEEX (TR

OBBE. TZERER. YEMES. YRMERER.
Zollinger-EllisonfEf®E. JEVDAMBREWRE. K
RAE7 AU VESRKICHIT2BEEX S+ EREED
BFHNE

OTEICBIFBIANUINTI— - EOU DRREDFEED
BiEE. TTERSEER. BMALTU V/NE. &R
WAME. REIBEICHY 2ARFRIGERES. NUINT

g— - EOURBEBR

5. BEENIFRRICEHET DFE

(GhEEILE)

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

GEU' S AEBRIEETVE)

5.2 % 5HBLABZHEZE L THREEZHEE 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— - EOYU DREDHED

5.4 BITHEMALTY YNMEICHT AANY a7y — - ¥
) BRENABEOBEZIIEITHESL L T W7,

5.5 EMEIM/IMRBANEICR L TIiZ. A RS54 %258
L. ANYaNTy— - Cu ) REREDEY) &k S 2%
BN DA PRENREZITD Z &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|% FEEECTH2[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. BEEREFHIER

GREH®)

8.1 AHlOHEHITIE, MBEBCAKEITER L. EHAICI
RFRRE - MRAECERREZITO CENEZ L,

¥%8.2 AADOEHHRESICEVET TR VI LAMELSD S5HNB T

ENHBOT, KElx RIS T 2BE. EHENICIF~ S
IV LBERRET AT L. [11.1.11 8]

(BBE. TTEERER. WaER. IFUSALBRIEYR

fiE)

8.3 EHOFEHZELS D THZVO T, MREEICIZALZ W,
CENEFE L,

GETRMERBR DTS

8.4 ¥ - BREZBRVEITEZLTubb RS er
Y —IC X BIRBETHREAR+ S HBEIIH LT >ZEE L. A
K. HERFBEOBREDO R VWVEEIITOI I EDBVWESIEET
BT &, Fio BEHERR, 7La— VEBIGHIRS 04 ESE
DWEHSR S N, EFRREARAICOZ DR 258101
RERIZBEZEZET 5 &, 2B, HREERIERNIC
WRBEMEZ EMT 240 SR 22T CEPEE L,

GEU' S AEBRIEETVE)

8.5 MBZICL R, FREOBMYTERSEVELASN
5C& (1AMH-V2BLE) #HROS> 2H/ET L &,
BB, RRIOBRENEE. BEESEOBEEEE R MhoHEtL
BEBICKAERZERT 22D HHDT. NRERES
ICEDINSDBERBTREWC EZHERT AT &

9. FENEREZAIDEEICHIIER

9.1 G - IIFEEZEDHDEFE

9.1.1 EVERIEDEEDH B EE

9.3 FFkaEEERE
JFREZS A CHERMEOREDN 5 5.

9.5 Him
TR ASIEIR L C W B AT REM D & 5 R IEICIHIGE Lo B RS
DEENE LE S S M SN ABAICORRET HT &, B
WIEE (T v MEO400mg/kg. 75 FEE30mg/kg) TH
BEE (v bTLBBE. VO FTHREOKET. [LEE
) BHESNTWD, £y T MIIRT T =)L) b
UL (25mg/kg/H) . TEF T D) KM (400mg/
kg/ALE) RU'7 S5V 2a<A1 ¥y (50mg/kg/HBLE)
LRSS LB T MTRBRBOENMIRED S
nTtwnas,

9.6 ZHIF
BELOEREROBARBOEREZZE L. BAOME
XiFHiEEBET 5 2 Lo BMER (T ) THITHARE
TIaIENHESNT VD,

9.7 INB
NREE G E UZZBERAEBRIIER L Tk,
9.8 St

HILSERZEORWER D & 5 b5 & I13RETS 572 EHE
IHBET 5 &, RANIEE LTHETCRH SN LD, &
BCTEFHREPERLTWD 2 ZENEL, BWERPH 6D
HIENDH S,

10. MHE{FH

KEIORBFICIHFRBERF M7 0 —2LP450 2C19

(CYP2C19) K U3A4 (CYP3A4) OEGHEDSNT W5,

[16.4 =08]

F 7o AEO BB INEERIC X D HRZER ORI % /&

EUIHT B Z &N D5,

*10.1 HEZER HALBWLWI L)

HHZE BRARER - fE % WF - fabEE T
LB VIERRIE| VLYY VIERREOE | RA O B B EE
(a5 h) AEmEBETsBENADH ICLD. BApHA LR
[2.2 8] %o L. UL Vgt
DOMIRAET L, VLY
Y U oIMmARESMETR
THIEND %,

10.2 HAES (HAICEEISZL)

A2 E R RIEIR - FEETTIE W - fElEET
Vaxvy E T 2R O M i FEE A3 b | A D 18 R o3 S 1R
AFNYITXRT Y |RTEIENDS, 2k Y. BNpHP EF

L. HFEZEH O RN % 2
ET 5.
AEFFA O M AR E MK | A H O B B o il HE
FeaB2hhids. [Ic&h. BHpHA LR
U MHEFEFEH O 2z 5
HT2BZNAH 5.
IKEEAL T IV 2 =7 L | RH BT 5 AR 7 I SARBHTH 2.

7V - IKER L~ 7 2 |BIFEEAR A HIER A S
T LEBOHIEEA] |1 EER& R T ImsE
FIBE R NHEES N
ZN8%. 6%ETR L7z &
DHENH 5.

X R RLFY— h oM [ BFEAHETH 5.
BENERT S ENH
%o BHABOX N ML F
G- b ERETHEE
13, —BRICAR 0% 5
RIS AL EEET
HTE,

A rFaFJ—)L
TI4F=T

AR RLFT— b

1. 8lfER
WOBWERNHobNEZEDNHEHDT, BIEE+IIT
V., BENEDSNIGEIIIREZHIET 5% Sl A
B2ITH I &

1.1 EXZENER

MN1.1 Yavyg GEERH). 7FIT45FY— BEERH)

11.1.2 SAMECEA (BEEAEE). MEENIKE (EEAE). M
IVRREA (0.19%FK0) . BMMEEMm (S5ERH)

11.1.3 BIFERFR (BEEREH) . BFESEEREZE (0.1~5%KH) .
=E (BEEREH)

11.1.4 FEEMRER (0. 1%FK:H)
FE M, FERREE. HEORE (1RE2E) SrRno6n
AT, BRP IR XREOMEEZER L. KA O
Bxdikg sl edic, BIBERERLVE VRIOBREEDEY)
BMBEEITO L,

11.1.5 HEEE (BEEARH)
BN RLIEERAE (Toxic Epidermal Necrolysis :
TEN). FEEHEIRGEMERE (Stevens-JohnsonfE&EE) . £
A ESHSDNDEENDH 5,

11.1.6 2EEBEE FHERH), BEUBER EEAR)
BHEEMRE (BUN. 7L 7F=0%) IEBET A&,

11.1.7 &EF MU D LI BEEAH)

11.1.8 HEERIERE (BAEAHA)
AR, AR CKER., M CRbI47aey ER/
PR E T HBATRABES D 5 bNBE LD 5,



Kk

3k

11.1.9 |AEE (FHEAH)

11.1.10 SEELIREE (BEEEAHR)

AR, BETE. RRYHE. O, AL, £Ig, fens
WHobhbdZENDH5,

MAN BT RY D LM BEEARH)
RAORBFZREICED, QTERE, B8, LUONEEES K
YITRTVILMENHSDNDZEPH D, o BT 1
> LIE ISR L 7AB AL 7 AIRE. KA Y 77 L MESE
DEMEEFE 2 EIGENH S, INOOBRERTEPED
NBIERD D 5 bONZBEITIE. M 75 2 LEEDH
ExITO. BEPROONLBERIE. v 727 LDOHTE
DS EEITS T Lo (8.2 ]

11.2 ZDfthDEIERA

(BBEB. T-ERESR. EMES. EREREX.

Zollinger-EllisonjElZ8f. FFU'SAMBREENE. EFRSE

PAEBY VERSEICSITZBEEX T EREEOBRN

)

0.1~5%if 0. 1% SEEANA
BEE RE, BER |BRE
MK BB B\ FRmRED . 7
MERIE AN, SFEE | PEREZ, U
KEZ. Al SERE
i AST. ALT.[BEULE YD
Al-P. v-GTP.| L&
LDH®D k57
B MmE L5 #iE
L2 fEAL. FR. BB, TR, h|ER. B, BEMEN
MR, B> Y5 E. B | KBA (collagenous
Am % 7z, OB, #&|colitis. lymphocytic
WMAIR, #85  |colitis)
BRI HEV, SALDIHAE, Bl
& ORR. K
i1, FOEESARR.
BAOET, Oo
Lon, KEY
qoli Bavzro—|»dHE. FE | BHOb 5D, BIHIE.
o RERERT - (BRI, HELFRE. &7V EZT
BUN®D L&, E|BEE. LON|ME. &A=
HR. MHTSH|E, CKo LR
i

) BHSEE MBS RREE ST,
NUIONTI— - EOU DRREDHR)

0.1~5% 0. 1%K1i
WBHCE ®E. BHZ SRR
Mg H Bk A IFRAERIEZ . IFHRERIEA . U
VOSERBAD. U VSERIEZ
MMREAD . A BRI
JF ALT. AST. y-GTP®_ER |Al-P. LDH® k&
TEBRER g%, ME LR
HkEs TR, BE. BREREYE. BB, ON%. BP0, O
. EEEEE. ER. ERX, B BEL. BERR
. R, BERNREL BB R, BR
FEE
EaEER R HFE N
Z DAt FRERERG O B HHEFE, BRE 0oL

g, B, AR, REE
. FROLUNE, RO
LR RERE. iR

) RBEEREEEXI BRSBTS TV LT Y Y
Ly TEFTV) KPR O Y T 207 A T DRSO EER
FTOBRKRBE N OISR RAEE &0,

12. EARBRERERICKRFTZE
(NUONTI— - EOYUDREDREED

12.1 AUONTI— - EOYUDREHELDZFR
IRTI—=LF b TLEDO SO N R TSA el
Y= T XTIV KW, 7o) 2avxA Y U EORE
MBROXA MOy — LOREAFRHRERTERT
X, BC-REMEAEBR DA EIMEEMEIC 2 A FTHESE N D 5 /-
O, PC-RENLHBRIC L 2REHEZTHOHEE. Inb
DERNOB G THRIBELIFEDORETERT 2 EHFEE L,

14. BRALOER

14.1 EEIZMHIFDER

14.1.1 PTPRZEOEAIPTPY — b2 oWV L TIRAT
LOET B L, PTPY— hOBEKICED . BLHAL
WEEREAFA L, FICIZZELZBI L THRBRASEOE
BLuAEEZMHT LA D5,

14.1.2 RENIBBERETH O RAICH > TE. WALZD,
WD ETIC, OALLETEIOERT S L,

15. ZD/DER

15.1 BRERERICE D < &R

15.1.1 AFOEHZEESHICREOER) —T2R0 - L0
EXd 5,

15.1.2 BT BT 2 EROBEME T, Tu bRy F1 v
LBy —IC K ABBICB W CEMEREICHES R, F
RSB, BHEETO) A7EIPRESNT WS, FiZ,
EBHERCEHBE (IFML) owEEZTEBET. B
DY ATz,

15.1.3 BT BT 2 EICAREE 2R E UIEEO B
"C, TR TA ey —2HRE5ELLZBEICBWLT
TJURANYITL - T4 T4 K BBEBERDY 271
pHEshTWnb,

15.2 FEERPREHERICE D 155

15.2.1 T v bizbmg/kgbl b2 2EMBOKRE Lz HMHERERIC
BWC, MTEITHLT ) A ROREDNHLNT EOHED
H5o

15.2.2 EyER (T v MEOKE25mg/kgbl b) THIRERE
ERUMHFY A OFs OEMARESNTVAOT, HA
IZH 72> TIXFRIEHBREICIER T 5,

15.2.3 v MR TH BTV T 5V =)L (50mg/kg/H).
TEFT) UK (500mg/kg/H) ROV S Aaw
1> (160mg/kg/H) ZHRAKEG L-RHET. BEYT
OFEEOERE & HIRROKEBIFIOERIRO 5N TV,

16. ZEYEPRE

16.1 MHNRE

16.1.1 SRFSV—)LF MU D LBRIRS
RSB TI220mg Z AR T XIIRRICEORS LIZFEOD
WEEBICHEH L EMEREN T X — 5 OFIEZRITR
3V, [16.2.1 ZH]

B RAERR QY ERE/ ST X -5

Cmax Tmax AUC
A =
BSHE (ng/mL) (hr) (ng - hr/mL)
RN 437+237 3.6+0.9 937617
B 453+138 5.3x1.4 901 +544

(Mean*S.D., n=12)
Fiz. BREEAETFI5mg. 10mg. 20mg% iR~ T MER
B UK (#55HE) OENFHRE/ST A=Y I TOES
DTHBY,

BEHEABFICB T 5 XERSE (5Smg. 10mg, 20mg) OIiEHZ <7
T =T )T LOENFHET A

U = Cmax Tmax AUC (0t Tie
e (ng/mL) (hr) (ng - hr(/m)L) (hr)
5mg EM* | 14656 | 3.0 (2.0-4.5) 236+97 1.8+0.9
PM* | 252455 | 2.5 (1.5-5.5) 585+137 4.2+0.5
10mg EM* | 383+83 | 3.3 (2.0-5.0) 539200 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) 994477 2.3+x1.4
PM* | 8224232 | 3.3 (3.0-6.0) | 2331+663 3.7+0.3

(Mean=S.D., Tmaxl&Median (Min-Max) , EM n=16, PM n=8)
MAFEEESR T ~ 7 0 —A4P450 2C19 (CYP2C19) RIAIZ, TELE(ET
BEONEEND,
EM (extensive metabolizer) : CYP2C19°1/°1. CYP2CI19°1/°231&
CYP2C19'1/°3
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C19°2/°3XiZ
CYP2C19'3/3



16.1.2 3RIHEERS
BEBABTFICTINTSSY —)LF b7 420mgH. 7EF
22 ZIKHT50mg (i) . KOV TV RAav A Ty
400mg (A1) =1H2E7HE (Bt12E) REROKRS L7
BOIRT TV —)LF M) LOEYFRE/ ST X —F IZDR
DEBYTHAY,

BFERABFICB I 23FIFARERSGROMEF I XTF ) —)LF Yy
LDOENFHENT X -5

Crmax Tmax AUCo-12 T2
(ng/mL) (hr) (ng - hr/mL) (hr)
(Eiﬁ; 5784293 | 3.0 (2.0-4.0) | 934438 | 0.72%0.19
PM + + +
Gy | 9138 | 3.0 (2.03.0) | 26004474 | 1.80£0.32

(Mean=S.D., Tmaxl&dMedian (Min-Max))
MIFREEES T N 2 0 —4P450 2C19 (CYP2C19) £, i@zt
MEOHEENS,
EM (extensive metabolizer)
CYP2C19°1/3
PM (poor metabolizer)
CYP2C19'3/3
) AEABEROHRE EE. RAICRIRTTV—LF b vaEL
TIEI0mg. 7EF T2 VKM E LTLE750mg (i) ROo 5
Y 2mwA & UTIE200mg (F1ii) o3FI% FECIH2E, 7HR
BOWET B, B, 75U A0YA Uit BEICSC CEEEE
iggtﬁﬁééotﬁuIE%Mg(ﬁm)Mﬂ@%t@&?éd
16.2 ORUN
16.2.1 BE=D&E
BERMASFIC20mgZ R TN ITBZRIEORS LK,
BHREESTIIEETRESICH L Tnad’ ] 7TREREIES 5 & &
LI Z RO 5N TWASY, [16.1.1 2]
16.4 X5
BEHRABFICI0mg. 20mgZEO#E L 7RO MR R
B FIHEBRENLETRISICEDER L F AT —F
IETH 5720 ZDOMITHFAEEERF b7 o —2LP450 2C19
(CYP2C19) #BAE5T B A F NALKISIC & O AR L 7z fid X
FIUE, 3A4 (CYP3A4) »BEET 5 ALK MERIBICED
BB LTz RV AR RD S0 95, [10. &HE]
16.5 HEtt
BRBEABFI20mg 2 EO#REG L2 5a. 5524/ E
TITIRHIC 7«77/—»%%07A@$Wm%1ﬁﬁéﬂ
T REWTHLHNVRVBERCZOT IV 0 v BiaEE
PGB DH29~40%. XA 7Y — VBT E&1EA13~19%
Pt s 7Y,
16.7 EYHEE{ER
HE (A ATV —)) THRBESRF 70— L4P450
2C19 (CYP2C19) ~oRR##mAICL VIEEERAPRD N
TWBI7EIL, TLT77Y Y (R-TIUVT7Ur) Ixt
LT%Nfif—»%FUWA%i’hewﬁU®m¢%ﬁ
WKHBREZ W EPRESNTWS, /2. EHE (5
VIV =) THREERZRF MV o— AP%OLM
(CYP1A2) OFZICXVMEEEANREOONTVSTF
T4 )R LTH IR STV —)LF b ASEm i
ICHE L G2 RV EPRESNTNEY 9,
16.8 ZDfth
FINRT TV —)LF MU LEESME (S R ik [EENE
72 2 FEOBETEBA O ML ESFERE T B T4 > (P
24E2H29H HMAEEEFK02295105)] IKEIE, SRS
V= UNat&$El0mg [+ =T | ZfEERHE Lz X, 5
HEFPE L EVENICESE Az S T,

:CYP2CI9°1/°1. CYP2C19°1/72X1%

1 CYP2C19°2/2, CYP2C19°2/°3X X

. ERPRALHE
17.1 BMERUREMHECET D5
(BEE. TTERER. UEHNEE. WRERER)
17.1.1 —REGRIEBRNR U _E SRR ER
BiES. +EBEE. SR EE R R OV &S & iR
IC1H1E10mg X 1320mg % %5 U /- — iR R B A O —EE
MbERER (SR 6~8iAR) OBIEIE TEOEBD T
&%)8) -17)

e WREIAER
BiE5 94.0% (189¢f3l/2014)
+ I EE 99.4% (159fl/16011)
iﬁiﬁﬁﬁﬁ% 90.9% (505l/55f1)
EERES 83.3% (10f5l/12451)

it\m BAEBIAREOMREEER 2 TRICIH]L
[\10mg % 24;EMI% 5 L 72 MBS (ZEEMEEGAER) (1
B2 NREIEFEFRERILTS.6% (3361/4251) TdH -7,
EEAENOCHEO 7O h YRy T4 e By —IBRRICHET
HEED OB REREE 2R E L 58 %O NE SR
BIZEBBERIITROEBD TH -9 0, [7.2 BH]

1[a120mg 1[E10mg 1[8120mg

1H1E 1H2[g] 1H2[H

a4k 58.8% 78.4% 77.0%
(60f51l/10251) (80f5il/102/51)) (77{51/10041)

grade AR 65.1% 87.1% 79.5%
grade B¥* (56511/86/51) (741511/85(51) (66/834)

grade CK U 25.0% 35.3% 64.7%
grade D* (4%511/16%1) (6f5/17451) (11451/1741)

ED) SARTSV—LF b AI0mg/H, 52V 75V —L30mg/H. *
AT —)L20mg/ H % 8B DL _E# 554 1 RIGTH XS HERE IS
%Uﬂﬁjﬁt“)lxx”ﬁiﬁ (E&2) IC X HEERE
FEERERVCRHEO SO b By 1 e By —RBICER
D OEFHIERE A2 MR E Ui EE RS LER SO NE
BEREIC L ZIEERR (FRAE) ITROEBVTH-

#2200 22)
FEEFEROBE )
1[E10mg 1H1HE | 1[E10mg 1H2[E | (95%SHEX )
PfgD
552 %D 44.8% 73.9% 29.1 (18.9, 39.3)
JERFE (73/1634) (119/1614) P<0.001
a) 10mglH2ME-10mgl H1E, b) x2fE

B2) IANFSY—LF kYT LAL0mg/H - 20mg/H. ¥V TV -
30mg/H. * X755V —)L20mg/H. TV X 75 —)L20mg/H%8
JE DL 45 545 1 RIB R SRR LIS

GEU S ABRIEWTE)

17.1.2 —E5%HEEEHR

VS AEBEEMREZSRICIHIEIOMgZ &5 Lz =
EERHLERR (RS 48/E) 12805/ ERD
FERHREROBMEIL, TNZN43.6% (4441/10141)
55.4% (56f/10161) TdH>7z.

HIfEFIIE. 10mg 5O 102611261 (11.8%) 1388 5417,
FoBWER . ER3F (2.9%) KOEIEmE2E (2.0%)
'(\\% > 71::23)\ 24)
(BERE7RAEVUVESKICHIT2BEBNETZEBEED
FBFEHNED)
17.1.3 “E5RHEEHER

EHE7 A >~ (1H8ImgXix100mg) DOEHES % K
L. POBEENE+HEREEORTELE I 2EEL
MR E L —EEMEEEBOMER,. Kaplan-Meieri£ I &
DHERE U 7B 5248 % 0 B S X 3+ —15BEE5 0 2EH
HRIITROEBY TH-7,

BlIfERIZ. IXT TV —)LF MY 7 LSEI0mgi% 5.8 T 157/
H1441 (8.9%). Smgit 58 TIS6HIHRTH] (4.5%) ICFED
S5hic. ERBIERIZI0mgH 58 T NFI K RIZEHE 20

(1.3%) . Smg# S8R RF3MF (1.9%). FFHEEEE 24
(1.3%) TH-o72,
1H1E5mg | 1H1[E10mg xR
(150%51) (15141) (15141)
EiE A 2451 321
B 52481% O RIEFFHED 2.8% 1.4% 21.7%
(95% 15 #HIX ) (1.04, 7.17) | (0.35, 5.51) | (15.84, 29.27)
SEBIZR g 20N — R 0.11 0.05 _
(95% (5 A X [H) (0.04, 0.31) | (0.01, 0.23)
PfEp) P<0.001 P<0.001 -

a) Kaplan-Meieri£IiZ & 2HE, b) Log-rank #E. c) MBI 71L
> (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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0.0lmol/L/KEAt T b 1) 7 AFKIKIC
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KB (1-20) I3RS 50,
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