20244 1 ALET (58 1A

BTE L BRRF
B (35

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]

WH B ER D
) B ONSEI L O EAT BT s

ooyt

2. B2 (ROBEICIFRS LBV E)

2.1 BRIOB I LBEEOBERED » 5 BE

2.2 THYFUILRERE, VLYY VIERIEZESHO
BE [10.1 3R]

3. #Em% - MR

3.1 #8588
W7 & SRFZI—ILF R U5 LgEsmg [T F)
B 5ERES 575 J—LF kU A5mg

D-v> =b—=)b. ¥ABEALITL, EREFT SO
viltilu—R, KEk>Fr )T L ATTY VEY
TR A, e Faru—R, LY, KYELZ L7
La—)b - T YLER - X5 7)) VEERX FILILEAER,
X ZVIIEETR) v —LD, KUYV ILXR—=180. T
ULEREEF MY T LA, JZ VRN ZFIL, BILF ¥
V. BEETREER. Aoy

NI

3.2 REIDOMER

Bi7 s SRT 5T =T F Y LEESmg [V~ F]

N WEEDT A VLAT—TF 1 v 75 (BTEEE)

ES = Al

=
[EXES 5.9mm
AEE B 2.6mm
HE 69.5mg

4. SHEENIFRIR

OBEBE. TTEBER. UaHER. ¥RERENRN.
Zollinger-EllisonfEfRE. IFUSAMBREERE. K
BE7ABU VIRSIBICBIF2BEEX E T iEBEE0
EBFAH

OTFRIECBIFBRIAUINTI— - EOU DIREDHE)
B85, T-EEE5. BMALTU /A, 435I/ Wr
AR, RHBREICHT 2RRHGENEERS. \U
aANTI— - EOVURRRER

5. FEEXITIRICEDHET BF=

(GhBELE)

51 REIOEHEGPBEIEICKAEREEBHT S5 EHFHDDT.
BRHETRVWIELEHEROS 25T 52 (BEMALTY &~
ISR, RHIBEICN I 2 NHREMIRERBICBIT A N
& — -0 OREORBZRL) .

GEU'S AEBRIEETE

5.2 #EHALEKEHLEE L THRLHER L, EROKEE
HAFRD 5N WVIEEICIE. BYERMNOFERSEZ 5N5
T= DO R IBBADEE L2 BT 5 &,

(BAE7 AU VIRSEBICBIT2BEEX T T EEEED

EFAHD

5.3 It - EROEFIMNFHI O -DIERET A > %2 Mk
BLTwarBEEZRENRE L. BEFMBICELTCIE. B8
BXII+ IR EE OB 2R T 52 &,

(NUIONTI— - EOYUDBREDREE

5.4 ETHEMALTY YSMEICHNT AU aNT v — - ¥o
V) REIREOBRNIEIIHESL L T 7220,

5.5 BEFEME M/ MR HEEETRICH L TIE. 4 RSA V%%
ZIRL, N aINTF— - O ) BREGESET S HTS
BIEFNC DA PRENAEZITD T &o

5.6 RHAERBICN T 2 NHREIAERBLINCIE. Ay any
& — - Y0 REREICEK S BRBOFEMHIN T 2680
FRESL LT,

5.7 NUaNTH— - ¥ YBEEERICANWAEICIE. N3
N7 & — - ¥ ) pEHTh s ERUFNREHEEICEZDA

JaNgy— - YOV BRERTHDH I EA2HERTHI &,

6. AENUREE
(BEE. TEEER. WEEHER. Zollinger-EllisonfE(&

i)

BH. BAIEIANTS Y —)LF M)A & LTIEIOmg %
1H1EROHRES T 54, HRIRICK D 1E20mgZ 1 3 1EREC#%
53320 TEB, B, BE. BEE. WATEE T
SEME T, +TIEBEE CIRGERE TOREET 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

¥ - HRZE0IRTREEEROMEREEICB VLTI,
BWE. BRAIIESIARTSS YV —)LF b Y74 E L TLEIOmgZ
1HIEREO#RET 5, 72, O bRy Aoy —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

EFIED
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 %,

BB, 7TV AATA U VIE. RERLSCCGEEEET A
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

I BBBTHRA+DRBEICRHLITH >ZEEL. £

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 &,
7B, KROBREFEE. BEEEOERES R OMOEL
BERBICXAERZERT 220D 50T, NHREHRES
ICEDINSDEERTHRWC E=ERT A&,

=t

UATDH

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,

ENPEE LU,

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]

F7-. AEIOBEESWANFIERIC L V. HHRZERIO TN Z E
EXIIHIT B DD B,
10.1 HAZR HALBWLI L)

EHI2%E B PRAER - B R - fEREET
T Y HF CILERERIE| 7 & T F L ORI AE 0 B B i 0
(LAT7 % YY) BIABENDDH B, I2& 0. BHpHA EA
[2.2 ] L. 79 ¥ FEILDOIER
HAPETL, 7795 E
LOMHBEMMETS %
BENDH S

YLERE Y VIERIE LY R VERRIEOME AR O B BRI e

(a3 1) MZREFETLH2BENDPH|ICED. BRApHNP EF
(2.2 2] 2o L. VLEeey Vg

DOIRAET L, VLY
Y Y olPEENET
GTHIEND 5,

10.2 HAES HAISEEISIL)

ESCIES R ARIEIR - fEETTIE W - fElEET
vIaxTy E 2R O i o A3 b | A D 15 R o3 W D 1R
AFNIITFT Y |RTEIENDS, 2k, BENpHAP EF

L. BFEAORIZ &
73,

A B BIFER
ick 0. BRpHA LR
L. HFEEA OIRI % 0
T HBENND 5,
BEEAH TS 5.

A rFaFJ—)L
TFI4F=T

HEFZEA o i H R AME
TI2BTNNH %,

IKEBILT LI = 4
T KB~ 7 3
T LEB ORIEEA

TRA| BRI 51T AR
HIERF AR FIERAIR S
1 5 [ %% IR I C - 35 I 4%
R E R TERES 2N
Zh8%. 6%E T L7z&
DHREDH 5.

AR bMLFH—Fh A b LFH—bolf
REFPERITHIEND
%, MHEOAMMLF
v—-—r2RE5EITH5A
13 —RRICKRIO®R S
EHIET A EEEET

HFIINATH %,

52 &,

1. 8lfeR
WOBWERNH6bNEZENHHOT. BRE I
W, BESREOSNTHEICIEEESZ2H 1LY 570 ) 20
BxiT5 T &

1.1 EXZENER

N1 Yavyg BEEAH). PFIT«45FY— BEERH)

11.1.2 SAMECEA (BEEAEE). MEENIKE (JEEAE). Mm
IVRIREA (0.19%F0) . JBMMEEMm (SEERH)

11.1.3 BUIFERFR (BEEREH) . BFESBEREZE (0.1~5%K7H) .
®E (JHEEAR)

11.1.4 FEEMRER (0.1%FKH)

FHE ZH. ERERE, MEORE (1828 SrRovon
AT, B LI XREOMEEER L. RE O
Exvitg s lbic, BIBEERLE VEOBRSEDMHY)
BB EITO L,

11.1.5 HEEE (BEERH)

BN RTIERAE (Toxic Epidermal Necrolysis :
TEN). KEKEEREER (Stevens-JohnsonfElgs:) . %
A MESHSDONDENDH 5,

11.1.6 2EBEE FEEARH), BEUER BEERH)

BHEEE (BUN. ZL7F=0%) IOEBET S &,



11.1.7 &F MUD LMRE (SEFEEARHA)
11.1.8 TEREARUARIE (SHEEAREA)
PR B, CKER. MHRRORFIA oy b7
R E T HENARFEP Do DNDE I ENDH %,
11.1.9 RAEE BEEARH)
11.1.10 $EELIRAE (SEEERBH)
AR, BETH. KRYH. ¥, AL, £R wBH%
WHEDONAHIEDDH B,
1.2 ZOHtDEIER
(BBEB. TZERES. EMES. EREREX.
Zollinger-EllisonfEi&#. FUSAMBREERE. KRS
PAEBU VERSEICSITZBESEX T ZEREEOBRN
)

0.1~ 5% 0. 1% SAEAEA

BHRE HE. BERK  |ENZ
i3 HIMERED ., 3|FRLERED . 17

MmERIEH, FEEREREZ, U

ERiEZ, Am | SERiED
JFF ik AST. ALT.|[#EJILE YD

Al-P. y-GTP.| L&

LDH® k&
(G ME -5 Bz
kg EM. TH. E|REE. &R, &R, B, EREN

W, ES. > Y5 iE. B H|KB% (collagenous
AW % 7z, OB, #&|colitis. lymphocytic
MAIR, 885 |colitis)

HFEWV, SLD|HAR. B

&, HRA. A
70 RIS SRR

R (R

BHET. 0D
bonh., £RY
Z Dt WalLATu—|hdAHE. FEBObS5DE, BEEE.

Vo SR - (BRE. B FRB. 57 EZT
BUNO L&, BHEE. LUON|IE. K7 X274
B, mETSH|E. CKo LR |MiE. 2 (biE

¥

) FEUEE ISR 2 T,
(NUDONTI— - OV DOBRE DB

0.1 ~5%1if 0. 1%
WEUE HZ., BRE JEFERK
Mg H ki IFERIRIEZ . FHIREA. U
DOSEREA . U vSERIEZ
/MR BBk
FiF ik ALT. AST. y-GTP®» R |Al-P. LDH® L7
TEERER BiFE, MELR
HItER TR, BIE. BERE. B8, ON%. BP0, O
. ETE R, B, E R, FE. BERX. B8R
M ER. BERAREL S5 R. BR
TR
BRER (R HEN
Z DAt AR O LR BHEZE, R oL
R, BV&. BEAR. REL
F. FREOLUNE. REED
LF. REET. PicEn

) REHEEEIEBEN I+ EBEEICBTSIXXTIY—LF Y
Ly TEFIV VKRG Y7 5 ZAa <A 2> O3S O &
F COBFRBLUBERERATE & 5.

12. BRIRRERBRICNETHE
(NUONTS— - EOYU OREDREED

12.1 AUONTI— - EOUDRKREHIE DR
IRTII—=LF I LED SO N R TSA el
T—RT7 XXV K. 7T AL Y UEOHE
MERPA NI - LORATRPERERTERE T
X BC-REMEAEBROHEIMEEMEIC 2 A ATHENE N D 5 /-
O, BC-REFKREBRICLABREHEXTOHEIE. Ins
DOERN OB G T HRIALIFEORKETERT 5 EHFEFE L,

14. EREEDER

14.1 ERIZAFFOER

14.1.1 PTPAZEO#EFIZPTPY — F oWV HE L TIRET %
XORET S L, PTPY— bOBEEICE D, BLHAER
DEEREATIA L, BICIZZEAZB L THBRAXZEDE
ELAELMHRT AN H 5.

14.1.2 RKENXBERETH V. IRAICHZ->TIE. ALY,
BWz0RTIC, OALETEIITFET S &

15. ZDMhDER

15.1 ERERERICE DL 1B

15.1.1 AAORZSHICEEOER) —T2R0 - L 0H
EWH D,

15.1.2 BT BT 2 EROBRMFE T, Tu bRy 1o
LBy —IC K AIBBICB W CEERE IS BB, F
BAEIEYT. BMEETOY R 7EMPRESN T WS, I,
EHERUCESME (1EML) OnEL2ZI-BET. B
DY AT PEIML7,

15.1.3 MBI 2 FICAREBE 2R E LI-EROBIEN
®"C, Ta VR TA oeCy —2HE5E LZBEICBWLT
JUAN)ITL - T4 T4 YNVICKBBEBBERDOY R U1
MmyEShTWnb,

15.2 FEERPREEERICE D < IEHR

15.2.1 T v bic5mg/kgbl B 2FEMBORES Lz B EREBRIC
BOT, WTEICHILTF ) A ROREDH SN EOREN
H5Bo

15.2.2 FMERE (T v MEOHS25mg/kghl L) THIRRE
ERUMHFT A aFs COEMPRESNTVA2DOT, HA
IZH 72> TITFRIRFEREIIER T %0

15.2.3 S v MIEEETHBZ TV ST —)L (50mg/kg/H).
TEFTY VKM (500mg/kg/H) RO 5Y A0
4 » (le0mg/kg/H) =HAKELHERT. BEYWT
OEMEOERE & B IRROKFIH OE®RIRO 5N TV S,

16. ZEMIEHEE

16.1 MOuEE

16.1.1 SRFSY—)LF MU LERIRS
EFRRASFI220mg iR N IIBRICEORE L-ROD
WEREBICEE LB B8NS X — 5 OFEERITR
gV, [16.2.1 ]

BHEYRABROEYHENT A5

U Az Cmax tmax AUC
BSHHE (ng/mL) (hr) (ng - hr/mL)
AT 437+237 3.6£0.9 9374617
B 453+138 5.3x1.4 901 +544

(Mean*S.D., n=12)
F7-. BEMAETICOME. 10mg. 20mgzia |~ TRER
B L7 (55HE) OEMHR AT A—FILUTOES
DTH3Y,

ERRABTICB T 2 REXRSH (5mg. 10mg. 20mg) O MiEHS 7
TV —=LF b T LDOENEEEIST X —F

Cmax tmax AUC (01 ti2

N5 7

B (ng/mL) (hr) (ng - hr/mL) (hr)

5m EM* 146+56 3.0 (2.0-4.5) 23697 1.8+0.9
& PM* | 252£55 2.5 (1.5-5.5) 5854137 4.2+0.5

lom EM* | 383+83 3.3 (2.0-5.0) 539+200 1.5+0.4
& PM* | 509+64 2.8 (2.0-4.5) 12304200 3.8+0.3

20m EM* | 654348 | 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)
MAFRBEER T N 70 —L4P450 2C19 (CYP2C19) HRIFAEUZ., FElBfaT
BMED I NS,
EM (extensive metabolizer) : CYP2C19°1/°'1. CYP2C19°1/23 1%
CYP2CI191/73
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C19'2/°3X %
CYP2C193/°3

16.1.2 3RS
BEBRABFICIANTSTY —LF M7 A20mgH, 7EF
) YKHHTS0mg (i) . RO TV RAav ATy
400mg (i) #1H2E7HR (5f12E) REKLOHRS Lz
BDITRFFT—)LF N LOEMEEE ST X — 4 IF LR
DEBYTHBY,



BRBABFICB B3FHARERSHEOMBEFRTRT T —)LF Y
LOFEMEIREIST X — %

o MERAFERABRIEO SR EE R ZHRICIH]
[110mg % 24RMK% 5 Lz #FpgE (CZEEMLEEER)

Cmax tmax AUCO*IZ t12
(ng/mL) (hr) (ng - hr/mL) (hr) B BNRBEOIEFFRILTS.6% (3361/4261) TH o719,
% N AL FH Y NI ==E=—1 N3 ~ A AR -
WM | 578293 | 3.0 (2.0-4.0) | 9344438 | 0.7220.19 ﬁ\%ﬁﬁ%&vﬁﬁ%o?f‘j YA TA e Ey —iRRIciE
G ﬁﬁl®ﬁmﬁﬁLx$%%ﬁ%tLt&%&ﬂ&@ﬁﬁﬁ@
(n=4) 948+138 | 3.0 (2.0-3.0) | 2600+474 | 1.80+0.32 = BHERIITEDEBD Th-7-190, [7.2 BEE]
(Mean=S.D., tmaxtdMedian (Min-Max)) 1[8120mg 1[E110mg 1[8120mg
MATREIEESF b 7 0 —L4P450 2C19 (CYP2C19) FEHMIZ, TFilEET LH1E 1E2[E 1H2ME
BEDSESN, ok 58.8% 78.4% 77.0%
EM (extensive metabolizer) : CYP2C19°1/°'1. CYP2C19°1/2X 1% (60511/10241) (80511/102/51) (77151/10061)
CYP2C19'1/3 grade AR U 65.1% 87.1% 79.5%
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C192/°3X 1% grade B* (56/51/86/5) (74/51/85(51) (6661/831)
_CYP2CI93/3 \ X rade CROY 25.0% 35.3% 64.7%
E) RBRENOCHEBIE DEE. BAIRIZIRTSV—)LF )L EL grade D (4f611/16/1) (6f81/17/1) (L11/17f1)

CTIEI0mg. 7EF ) KM E LCLET750mg (i) XU F
Y AuvA e LTLER200mg (iffi) o3FI%FERHCIH2E, 7HM
BO/ET 2, B, 79V 207/ Ui, RELCSUCCHERE
THIENTE B, 72720, 1[E400mg (F1fi) 1H2E% ERET 5]
Thb.

16.2 DRUY

16.2.1 BS=DOxE
R A B F1220mg & M N AT BB ICEORE L 72K,
BREETIIHMAETHRSICH Utna?d’ ] 7TREREET 5 & &
HICRIUCFEEZENED S TWnBY, [16.1.1 2]

16.4 {5
RBFEEABFI210mg, 20mgZEOHS L7z mEEhoR
L. EICHEBRNLETRISICEDER LIz F AT —T
WAETH 57z FOMICHFRBEEER T 7 10— LP450 2C19
(CYP2C19) #BST B A FIALRIGIC & 0 AR L 72 B A
FIUE, 3A4 (CYP3A4) »BE5ET 5 ALK MERIBICED

R L 72 AR U EDRRD 5 izt [10. 2]
16.5 HEtt
BEMABTFI20mgz 5 Lo Ha. RER24RME

TIZRHIZ 7m77/—»+hUﬁA@$fmmi@mén
T KRB TH2 WA VBAEROZO 770 BiaEk
P EBDRI29~40%. A KTV — LB {EA13~19%
Putt s Y,

16.7 EYHEEER

HE (A X STV —)) THRHEBESRF N 70— L4P450
2C19 (CYP2CI19) ~ofR##HEIC L VHEEERAMPED 5
TWABITENL, TLT77) Y (R-TLT 7 r) IZxt
LT%N?%J—»%hUWA%i’h%@%ﬁ@m$ﬁﬁ
ICHEBZEZ W EPRESNTWS, /-, HE (5
VIV =)L) THREESRF N a— AP%OLM
(CYPIA2) OFEBICEVHEEEAPRDODONTVWATF
T4V LTEIRT SV —)LF b7 ASEIR A ERE
LE{/%‘%%"K&L‘; t?ﬁxiﬁﬂ:é *LTL‘%)”

16.8 ZDfth

IR TV —)F b T LgESmg [H2 R 3, [EEFE
75 A REOAERMA O EMZNREERBE T A N T4 > (B
24ELA20H HAEEHKO2EINS) ] ICEDE, IS
V— U Nal$El0mg [4—/N 5| ZIEESIHEE Lz &, 15§
HZEHPELL ., EMENICES E AT SN,

. BRPRANAE
17.1 BMMERUR2EICET 55
(BEE. TTIERES. MEHES. WilRER)
17.1.1 —REERIRESAEE N ' S5 EGLER
BiEE. +HEBEE. BREEERKROYEIRES % TR
IZIH1E10mg X iX20mg % %5 L 7- —REE KB K U —HE
MHERE (58 6~8EM) OBEIFTROEBD T
%éSNW)O

HRER HREIRRR

BiE5 94.0% (189fl/2013)
+ZiEBIES 99.4% (159fil/160f1)
W RE A 90.9% (50451/55)
W& iR S 83.3% (10f/12051)

El) SRFFV—)LF b al0mg/H. T2V STV —L30mg/H, #
A 75— )L20mg/ H % S DI_E % 545 (2 RIS HERR SIS
3
%Oy EIVAGE (WE2) CX2EEE
EEAENOCHEO 70 YRy T4 e By — BRI
D O TREEE R = TR & U7 HERERIES 2B R 5 DO NE
FREIC K DIEERR (FRFIHE) ETROEBD TH 7222,

JEEFROBE )
1[E10mg 1H1HE | 1[E10mg 1H2[E | (95%EHEX )
P{ED)
B552E% D 44.8% 73.9% 29.1 (18.9, 39.3)
FEFFEE (73/163f1) (119/1614) P<0.001
a) 10mglH2E-10mgl H1[El, b) x2%E

E2) IRFSV—LF U A10mg/H - 20mg/H. ¥ VFTI—L
0mg/H, A 7ZV—)20mg/H, TV XFFYV—)L20mg/H=%S
B DL LB G ARG SRR A IO R

GEUB AMEBREERE)

17.1.2 _E5RHEEER
VS AMEBEEMIEZSRICIHIEIOmg z &5 Lz =
EERHLERR (BRSHME  48/8) 12805/ ERD
SEAHEREREREIL, FNEN43.6% (44651/10141) .
55.4% (56%1/10161) <& -7z,
BEIERIE. 10mg#H 5D 102(1H126] (11.8%) ICBDH 5Nz,
BRI FEW36 (2.9%) KOERE w26 (2.0%)
Td o789,

(BERE7RABEVUVESKICHII2BEBN G TZEBEED

FBFEHNED)

17.1.3 —E5HLEER
EHE7 2 >~ (1H81mgXix100mg) DEHKS % KE
L, POBEENIITHREEEOREREz AT 28E %
WRE L7 —EEMEEEHBOBER,. Kaplan-Meieri£ I &
DHETE L 7o 5248 1% 0 BIEE 3+ Z1EEEE O 2HEH
HEBIITROEBO TH o7,
BIfERIZ. XTS5V —)LF b 7 L5EIOmgi 58 T1574

1441 (8.9%). SmgfSEETIS6BIFHT7H] (4.5%) 12588
5NTz. EBWERIZ1I0mgR 5B T R & NEZ 420
(1.3%). SmgfSRETTR3M (1.9%). FFHAERN 201
(1.3%) TH-7=2,
1H1E5mg | 1H1[E10mg xR
(150f1) (15141) (15141
ERHIH 4451 2651 326
B 5248% 0 BIEFEH R 2.8% 1.4% 21.7%
(95% 15 $EX [H) (1.04, 7.17) | (0.35, 5.51) | (15.84, 29.27)
SRICH T AN — RH 0.11 0.05 _
(95% (5 HEX [H) (0.04, 0.31) | (0.01, 0.23)
P{Eb) P<0.001 P<0.001 —

a) Kaplan-Meieri£lZ & 2HE, b) Log-rank &, c) MBI 7L/
> (1[E50mgl H3[a)



(%)

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) OSHEZE#i L CEBERIEEZEEL. BBOWZ
MHT 5, SSHICHESNZBEREEOREICIE. FITER
BRI & DY DIEELD B WL T IVEY F 7 I X BIEEED
HEPEELTWAHDEEZONS, TDM. LY FF
ISk - THREENPEIET A g b R s N 52,

18.2 BEEDMHITER

18.2.1 EEBRABFICBIFAH A MY VHEEES WIS L, 1
H1[E10mg# 5. 1H1E20mgR G TEBHICREMHAD» 5 F
B2 MEER 2R Uy BE51HBEOT7HB OBRSWE DR
RIZ1HIEN0mgH 5 T72~76%. 90~96%. 1H1[E20mg
E188~89%. 9% T dH %303,

18.2.2 U FHHBBERICBI A TFILTA ) v
AMPHIBIZ & 2 BEE W% ] 5 52 (in vitro).

18.2.3 BHEAIBEEERIIBIIHLAY IV, RUFTFA
) RSB EESW. NS Y MBI AEBEBR WL
e 2% 3 VHBE RS W LR 2 EI e 2R 9723,
A4 XHDVIET Y MIBUT 2 BB WNHIEROEEL. f
o7 bR THEANCHE LELS  MFEHFA M) >0k
%Li/}\@lﬂ}z'%)o

18.3 BApHLE/EA
BERABEFICB T2 BApHICx L. 1H1ESmgH S, 1H
1E10mg# 5. 1H1E20mgH 5T & b IcER L ERIERA %
AU, #55HH 024 MBI pHAL L2 RS B OE &1
H1ESmgH 5 DEM*T46%. PM*T63%. 1HI1E10mgf
B OEM*T58%. PM*T72%. 1HI1[E20mgHt5DEM* T
61%. PM*T76%Td 5%,

MAFR#EEERF b 7 u—2L4P450 2C19 (CYP2C19) FIEA!
X, FEEETFR LD AESNS,
EM (extensive metabolizer) : CYP2C19'1/°1.
CYP2C19'1/2X13CYP2C19'1/3
PM (poor metabolizer) : CYP2C192/2, CYP2C192/3
NIZCYP2C193/3

18.4 H*. K*-ATPasefHE{ERH
Ty ERR K DEEBLL -HY. KT-ATPaselcxt L. WL EE
YERZRT® (in vitro).

18.5 HUEBIER
Ty FERWEZEEREED S WIIERBEHERE (ES
HEA MLV A, KEBHEZA LA, WAELR, Y2573
vy EEE-T Y ) VR OT A V) IZx L. BWIiEE
EF @ 2 W3 BRBERASEERA 2 R9 320,

18.6 {EFRHERE

NYUIONTI— - EOVREDREEDD
TEFVVY VKRN S 2AavwA Yy, TEFVY
) VKR O A =&Y — )L & DO3FEIFRBIEICBIT
FRFF—LF b LDORENIENpHE FREE S
EWIZEKD, TEFTI) KPR O T ZT) AuT AT D
MHEEEZEDR I EICHEHEEZILNDY,

18.7 BREIR

(NUONTI— - EOVUREDHEED
AFFRAIZHVEAY AN Y — - PO ) BRETFTIVICE
W, BRABERICHTA7EFI V) VKEMETZ S Y 2
O A Y rOBMHRADORRIE, SRTFTV—LF hU T L
EMAAZ EITED ., HERREISERD 5N,

19. B ICEAT 2BEZNHR
—gEyA IR
SRT5J—)F hU L (Rabeprazole Sodium)
b4
Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylJmethyl}sulfinyl)-1H-
benzimidazolide
¥
Cis8H2N3NaOsS
DFE
381.42
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