20244 1 ALET (58 1A

BTE L BRRF
B (35

70 kYR TREH
SRTFSY—=ILF MUY LEE

BARERRIEES
872329

RES
BRTTRAIE

22200AMX00817000
2010#E11H

INTSJ=bFruuLgg 10mgrovK,

Sodium Rabeprazole Tablets 10mg [SANDOZ]

ALT5 RS T
F) FE—EMSEOMSBICLVERT LI L

2. BB (ROFJBEICEFHERSLREVI L)
2.1 KRIORIIIN UBBEIEOBHEE D & 2 B
2.2 7YY FULRBE, VLYY VEREERSHO

BE [10.1 2E]

3. #ERY - IR

3.1 $HAE
B FRTFJ—=IF b7 LEEIOmg [ F]
B SY §EHHB 9~"75J—LF LYY Al0mg

D-v>=bt—, Bt~ % ¥4, b RauFv 7o
Eiltro—2, KE#EEL Fu:>FauiltiL
H—Z, AT7V VBT L, TFILELO—
2, 7O A0 -7 VBIZATL, 7))t VHE
BT X7, ZLr., BibFs . BE="Fk.
FILFroNary

RINA

3.2 BHEIDMER

Hr7e 44 FRT 5V —)LF b7 LEEIOmg [ K]

PR WEEDT A VAT —TF 1 v 75E (BTEE)

ES = (B

" =
B 6.8mm
KEE B 3.3mm
HE 124mg

4. MEEXIFRIR

OBEBEE. TTERBEER. UEHER. ¥RERENRN.
Zollinger-EllisonfEf®E. JEVDAMBREWRE. K
BE7ABU VIRSIHICBIF2BEEX E T EBEE0
BRI

OTFRICBIFBRZAUINTI— - EOYU DRE DB
B85, TEEE5. BMALTYU V/VEE, S5/ W
FAERDER, RHIBREICHT 2ARHRNEEEZSE. \U
aANTI— - EOVURREER

5. BEENIFRRICEHET DFE

(GhBEH&E)

51 REIOHGWEIEICKDEREBHT S5 ENFHHDT.
ERETrWIErHROI AHTET AL (EMALTY &~
NI, BEBRIONT 2NESEMIEEZREICBIT 2N aN
75— -0 OBREOmBIZR<) .

GEU'S AEBRIEETE

5.2 %E5MLE% 2 HEE U THREZHE L., EERONEE
HAFRD 5N VWBEICIE. BERMUNDORRPEZ 515
To DD B 2 BBEADEE 2 BT 52 &,

(BRE7 AV VEBERBICBITBEENIET2IEREED

EFEHNED

5.3 It - EBROEFIMFI O DIERET A > 2 Mk
ELTwWaEEZHRESRE L, HEFABICELTIZ. BiE
BXII+IRBEE OB 2R T 5 2 L.

(NUIONTI— - EOYUDREDREE

5.4 ETHEMALTY VBT HAY a7 ¥ — - PO
V) BREIREOBRNIEIIHESL L T 720,

5.5 #EFEME M/ MBI EEIDRICH LTI, 1 RSA V%%
ZE L, AN aNT Y — - o) BREIRESTEY) &R s h
BHIEFNC O HREBEEITY T &o

5.6 FHIEEICNT 2 NESIRERBLIMCIE. ANy any
& — - 0 REIREICK S BEOFEMHIN T 26800
IEHESL LT W72\,

5.7 NYIANTH— - O BRERICHWAEIZIE. N O
NZH— - ¥nUrBETH D EROHNEEREICE DA
ANy y— - ) BERERTHDH L EHERTH L,

6. FENURE
(BEE. TZERES. WEEHER. Zollinger-EllisonfiEl&
i)
BE. BACIZSINTS Y=L MU a e LTIEIOmgE
1HIEREO#HST 575 RIRICE 0 1E20mg 2 1 H 1ERE %
53520 TE5, B, BE. BEE. UATEETIE
QEMET. +IEBEE CIIGERE TO®RE LT 5,
GERMERIENR)
- B
WREEEROBBEICBVLTIE, BE. BRAIKIEZTIRTS
V—)LF b A& LTIEIOmgZ 1 BIEREO#RE T 555,
FRICE D 1IER0Mg % 1 HIEREORET 52 LD TE 5, &
B, BE. SEEECOREET S, £z, Tu by RUTS
1 2By =l X BHBBETHREATF25E. 1E10mgiE
1E20mg % 1 H2[El, & 5IC8AMRORET S5 ENTE S,
7272 L. 1E20mgl B2 5 I3 EE ORBIEE 2 HT 5154
IR,
< HEERETE
¥ - BRERDETUEREREROMREERICB L TIL.
BE. RAICIEIARTSSY—)LF b UL E LTIEIOmg%
1HIERO%RSET %, £/2. O bRy FA ey —Ic
K BRBETHRAT D 2 REEEROMFEEICBVT
&, 1EI0mg % | H2EREORE T 5 2 &0 TE 5,
GEU B AEBRIEWTE)
BE. RAICIIIARTSSY—)LF b UYL E LTIEIOmg%
IHIEREO®RSET %, 48, BF. SERF TOREET 5,
(BAEE7 RV VRSEBICHIT3BEEX E T EBEED
BRI
B BAIEIANTS Y —)LF MY a & LTIESmg# ]
HIEMREO#H ST 25, RA+505EE1E1I0mgx1H]
#5552 ENTE S,
ANUONTI— - EOYDREDFE)
BE. BRAICIETIART S —)LF b4 & LTLEIOmE,
TEFVVY KM E LTLET750mg () RTE7 S5
20 w4 & LTIE200mg (FIfi) O3A% FEFIC]H2ME,
THRRO®SET %,
nB. 7702074 v UId, BEBEIZSUTHEEET 52
EDTES, 272U, 1[E400mg (Fffi) 1H2EZ ERET 5,
TarNVERY TSR EY = TEFTVY VIKAMIRO Y
ZV 23, T YOFWEICL BN AN Y — - ¥OY)
DORERBENIRRINOB AL, ChcRb2EEELT, &
¥, BAIIEIART SV —LF MY AE LTLEI0mE. 7
EF V) AR E LTLIETS0mg (Hffi) ROA =



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
BELZERLUEAICRES, [17.1.1 2E]

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 T2

N5 7

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

5m EM* 14656 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* | 38383 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&dMedian (Min-Max) , EM n=16, PM n=8)
MAFRBEER T N7 0 —L4P450 2C19 (CYP2C19) HRIAUZ., FElEfa T
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 A20mge, 7EF
) YKHTS0mg (Sffi) . ROV TV RAav ATy
400mg (i) #1H2E7HR (5t12[E) REKLOHRS L
BDITRFT—)LF N LOEYEEE ST X — & IF LR
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
(Mean+S.D.)

MFRBIEER T b/ 1 —L4P450 2C19 (CYP2C19) RIAENL, TEEET
BIonEshs,
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
BOBET 2, 8B, 77V AUA U3, RBEIEC CEERE
TEHIENTED, 72720, 1E400mg (Fiffi) 1H2EZ ERET S,

TH5B.

16.1.3 E£YFHREIEESER

SRTPSYV—ILF NUDLEEIOME [ K]
FSRTS—)F YT LHEIOmg (¥ R &8) Ty b
$I0mg#z. Z7aRxF—N—iEic kD FNENIE (ST
V—)LF b7 A10mg) BRI RRERIORS
LR REMABELZRE L. BoN/T-EMEHRE/ ST
A —% (AUC, Cumax) IZDWTIREHEXEEIC THETF
W &4T - 72458, log (0.8) ~log (1.25) O#HENTH Y,
WA DD ZH RS E SR S h iz,
SNT5—)F M7 LEEIOmg [ R #E58OMmEE
BB

(ng/mL)

350 N e S
—o— FNTF =) NI LEE10mg R

300 - —o— /N TyMElOmg

950 Mean£S.D., n=46

FERET — NN, D NEREE
— = Do
S o o
S S S

w1
>
T

o

4

0 2 6 8 10 12
P55 (hr)
EYIBIEE/S T X — %
AUCO*IZ Cmax AUCw MRT Tmax T1/2
(ng - hr/mL) | (ng/mL) | (ng - hr/mL)| (hr) | (hr) | (hr)
;’;j;i;;b 503.90 | 305.66 | 509.36 | 4.06 | 3.3 | 1.29
lomg [ o p) | F194.01 | £118.46| £192.82 |+1.18| £1.3|£0.71
JSUT v RgE | 491.81 | 292.77 | 496.70 | 4.23 | 3.7 | 1.21
10mg +197.55 | £123.95| +£199.71 | +1.10| £1.2|+0.55

(Mean=£S.D., n=46)
Jfllﬁﬁq:'(%fgiﬁ(ﬁKAUC‘ Cmax%@j\oﬁx“—yzi\ *&’5%%0)

BN, (RROFEEIE - BRESORBRERIC L > TRRZ ST
MDD 5
16.2 ORI
16.2.1 BEOFE
RERRR A B F1220mg & & T AT BRICROKR S L 72K,
BEREBETIREETREICH LU T’ 7TREEIET 2 & &
HICRIUCEAEZAERD 5TV SY, [16.1.1 B8]
16.4 X3
BRI ABFIZ10mg. 20mgzEO#H%ES LzRomEEFRoR
B, FICHEBRNLBTURBICEVER LFA T —T
WETH 5720 ZDOMICHREEESEF b7 0 —24P450 2C19
(CYP2C19) AR5 Bk X FIALRIGIC & 0 A42R% U 72 i A
FILE, 3A4 (CYP3A4) »BEET 5 ALK AERIBICED
R LTz RV MEDERD S50, [10. &H8]

16.5 HEtt
RSB T1220mg 2 R OHK S Lzi5A . 552480 &
TIZRFIZTRT T —)LF M) T L ORBIUEIIHBHEE N
T, REWITHDHIVRVBRIEROZ DTV 70 s Biaeik
PIEEDR29~40%. A ) H 7Y — VBRI EEH13~19%
BEiftt s 72,
16.7 EYHEEIER
HE (A XA ST7V ) THREEEEF M7 a—LP450
2C19 (CYP2C19) ~oR##HEEIC L VHEEERAPRD SN
TWBIYTEA, TLT 7YY (R-TLT 7)) I3t
LTIRT IV —)LF b Y7 LSEEL NS OEEH| O IR E
B 52 W EPFEEN TV S,
F- BE (S VTITV—L) THARBEBESETF N 7u—L4
P450 1A2 (CYPIA2) OFEIC X VHEEHADSREDSNT
WATAT 4 ) VI LTHIRSTY—)LF b LRI
MAEEICEEL2EZ W EPRESNTNESD,

17. ERIRAHE

17.1 BMERUR2EICET 5 HER

(BEE. TTERES. MEEES. WhRkRER)

17.1.1 —RERARSBR N U S 5R LB R

Bi&E. +HEBEE. UREEERAK OV EIREE %05
IC1H1E0mg X I320mg # #3457 — R R R B R O —EE
MRIEGEE (5 6~8EM) OBMEIETROEB DT
% %)SN 17) o

RHRER R

BiES 94.0% (189¢f3il/201 1)
+iEnEE 99.4% (159fl/160f)
R B R 90.9% (50f11/5541)
V& EES 83.3% (10%1/1241)

T/, MRAFERABRTEOBRERER 2 HRICIH]
[l10mg % 24:BHH% G L MERE (CEERIEHEER) (I
B 2NEREIEFFREILT8.6% (3361/42(5]) TdH -7,
BEREERCHEO T b YRy 71 e €y —iaBICiii
PEE) OB REREE 2R E LR E8RRDONHSIE
BICLDIBWRIITROEBY TH 7020, [7.2 ZH]

1[8120mg 1[E10mg 1[8120mg

1H1[E 1H2[E 1H2[E

Sk 58.8% 78.4% 77.0%
(60f51,/102451) (80f5il,/102/51)) (77{51,/1001)

grade AU 65.1% 87.1% 79.5%
grade B¥* (56l/86f51) (741511/85(51) (66/83151)

grade CK U 25.0% 35.3% 64.7%
grade D (451/1661) (6f1/1751) (111/1741)

El) SARTTY—F YT AI0mg/H. TV ST —L30mg/H, #
R F5—)L20mg/ B % ST LL_E % 5% 1 RIS MR RE R
xufjﬁt“»x%iﬁ (Z2) 1Tk HEREE
BEEAEROCHEO 7O YR T4 e By —IBRICHET
HEE) DR RAER TR E U ERERES2ER S DR
FREIC K AIEFERE (FIHE) F RO EBD TH o722,

JERFE DR ZED
1E10mg 1H1E | 1E10mg 1H2E | (95%(5 X )
PfgD
B552 %O 44.8% 73.9% 29.1 (18.9, 39.3)
JERFE (73/1634) (119/1614) P<0.001

a) 10mglH2[E-10mgl H1E, b) x2fE
F2) IS5V —=)LF b7 L10mg/H - 20mg/H. SV TFFV =)L
0mg/H. *AFFV—=120mg/H. TV AFFV—)L20mg/H%S
ABREIDLESCG8 1 RGO MERRRIE R ICF 38
GEU'S AMEBRIEETAE)
17.1.2 _E5HEEER
UL AMBRETTEZNRICIBIEIOMgZi% 5 L=
HEMLERE (B5HE  4E/H) 2832800 ERD
FTRHREROEMBRIL, ehZ2h43.6% (4461/1014]) .
55.4% (56f/10161) TH 7o
EIfeAE. 10mg# 50102611261 (11.8%) &8O 5N,
FEEIERE. FEW36 (2.9%) KOESRE R (2.0%)
TH o 1B,



(RRAE7 AU VEBESRICHITZBEENIE T ZIEESED BEER

FISEHIAD) SEAOIERSR | Gp gy | TEE | g
17.1.3 “EERLEHER

et
EHE7 2 >~ (1H81mgXix100mg) DEHES % K
L. POBEENET_HRBEBOMIREET 2EESL
WRE L “EHEMEBEBOME. Kaplan-Meierikic &
O HERE U7 B 524 ER% 0 BEE X3+ HEBRE O REE
HERITEDEBY THoT
BIfEAIE. SRT TV —)LF MU 7 L8E10mgH 58 T15741
1461 (8.9%). Smgik 5B TIS6GIHRTHl (4.5%) 123D
57z, EZBWERIZI0mMgIR SR T TH &K EZ K20
(1.3%) . Smg#x 58 < TH3G] (1.9%). FFHHEEE 264
(1.3%) TH-o7>

TEF T VKA

FRT 5 =)L
F+ bYU T AL10mg
87.7% 83.3% 85.7%

288 (s7451/6501) | (4501/5481) | (1026/11961)

750mg (/1)
o) AuvA v
200mg (F71i)

TEFTT VKW E/H 89.7% 87.8% 89.0%
750mg (/1) (61151/68431) | (3641/41451) | (97411/1094)
AN Su b G
400mg (/1)

TRT =)
7 b7 410mg

1H1E5mg | 1H1E10mg xof )
(150%) (15141) (15141)
BRI Afl 201 3261
1 52458% O RIEFHH R 2.8% 1.4% 21.7%
(95%fE X ) (1.04, 7.17) | (0.35, 5.51) | (15.84, 29.27)
RRRICR g 25— RH 0.11 0.05 o
(95% {5 X ) (0.04, 0.31) | (0.01, 0.23)
P{ED) P<0.001 P<0.001 —

a) Kaplan-Meieri%lZ & 2. b) Log-rank BE. c) MEBiZT 7L/
> (1E50mg! H3m)

(%)

100 -8~ 1 H 1A 5mg
90 -o- 1 H 1[110ng
A X
80
70
ff:_ 60
i 50
7%%
o 40
30
20 4
10
0 5 Mmoo &
T T T
0 12 24
At Risk 5 B S ORI GE)
ITH1ME5ng 150 150 139
1H 1E10ng 151 151 142
i i 151 151 114

Kaplan-Meieri%IC & 2 &5 I3+ "IEHES5 O RIEERR

S5, HBE2ELE. ST T =) b T LSEERRK
S2EMMEHRE L-HE (REFTHRATOGEBE®RS).
Kaplan-Meieri%ic & O #7E U 7z B85 U E+ ZEBES O
REEHFERIL. 1HIESMET3.7% (95%E XM @ 1.53,
8.64). 1H1MEI0mMET2.2% (95%EHEXMH : 0.72, 6.75)
Tholze 2B, HE2ELIE, WHEFHIEITT TV —LF
MUY LASEIHIESMgIZIHIEIOMgICI V&2 Ty &k
S2EMRERR G L 722,

F/-, Fur Ry TA ey — (SUUTITI—)),
TEFTVYVKNMKROZ S ) 207 A Y D3FIFEEIC
KBANYVANT Y — - 0 ) OREIREPREINTH > 7o
Janyy— - vnUBtoBEE T+ ZEBEEORE
ERRELEENORE (SRXTFSY—LF UYL, TE
FIV)UAKMIROA Fu =Y — L] H2[E7HRBREO
#5) 1B ABRERIZ&Y (A61/60F]) HMESNTNED

18. E3pEIE
18.1 {ER#RF

TRTZ YV —)LF b7 LATER S WA O Bt E IS TUE R
(ANT7 27 IFNE) 12z, FTarrR 27 (HY, K-
ATPase) OSHEZEHi L CTRAFEZEEL. Bow%
WHEIT 5., SSICHESNBREEOREICIE. FICEA
BRI & DM DML D HVIE T IVY FF 1 & BIEEED
HEPEELTW2bDEEZOND, ZOM, TV FF
SR - TRREEPSEET 2 REL IS NS,

18.2 BEESNEITER
18.2.1 BERBMABFICB T 2T A MY VRREE T L, 1

H1E10mgi 5, 1H1E20mgk5TEbICRESHHN 5E
B MEIER 2R L, %518 BRO7HE OB RE DM
I3 H1E10mgiE 5 T72~76%. 90~96%. 1H1E20mg#k
5788~89%. 99%TH 50,

18.2.2 7 FHHBERIERICB T AV TFILT A7) v

AMPRIBUC & 2 BEEW 2 1% 9 2% (in vitro).

18.2.3 BHEAH>EBEERICBIA LAY IV, RUIAR

U CHEEEESW. XNCT Y MBI 2 EREBR DWW
e 2% 3 VRIEE BRI LR 2 M e 2 7R 973230,
A XBHBNVIET Y MBI 2 EEESMWINEIEROEEIX.
OFa N VRY FHEFNCHE LEL . MFHA M) >0k
ﬁci/}\f;“sz,as)o

18.3 BApHLEZF{ER

BEFEBRABTFICB T 2BANpHICH L. 1H1[ESmgi S, 1H
1E10mg# 5. 1H1E20mgHkS5 &b ICERH L FRER%
AU B55HE 024 ICpHAL L2 R 3 R O A 131

(BBBENETHEBERICBIFBDZANUINTII— - EOUD
FRE DR
17.1.4 ERERREER
AV ANy — - Eu ) BEOBEEN I+ ERBEDR
BEWNRE LENOBKRRE (IXTF7V—LF )Y
Ly TEFVVY KR F) 20<A 2> O1H2[ME
THRERO®RE) ICBI2BRERITROEBY TH S,
BIEAIZ. SRSV —LF b AI0mg. 7TEFT Y
> AKH#750mg (Fff). 750 2w A 2 >200mg (FI1)
512K 0. 12961704061 (31.0%) IC@RD SN, ExEIE
FIETRHIL66F] (12.4%). EKIEI3F] (10.1%) THo7z. F
72w SRTSV—)LF by L10mg. TEF TV VKA
#750mg (Sffi). 75 2a<A ¥ >400mg (Hffi) &5
12 &0 12305561 (44.7%) ([CBIERD D 5N, £
BITEFIETRI2660 (21.1%) #R(EL36] (10.6%). HKERE
1361 (10.6%) . BERETHI (5.7%) TdH 727,

H1ESmgH 5 DEM* T46%. PM*T63%. 1HI1E10mg
B DOEM*T58%. PM*T72%. 1HI1E20mg#5 DEM*T
61%. PM*T76%Td 5%,
MAFREEESRF v 70 —L4P450 2C19 (CYP2C19) FIRAI
3. FEEETFRIOSEE NS,
EM (extensive metabolizer) : CYP2C19'1/°1.
CYP2CI19'1/2XixCYP2C19'1/3
PM (poor metabolizer) : CYP2C192/2, CYP2C192/3
XIECYP2C193/3
18.4 H*. K*-ATPasefBZE{ER
Ty ERE L TR -HT. K-ATPaselcxf L, WL EE
ER %R (in vitro).
18.5 PUEBIER
Ty bEAW-BSEEREEDH S WITERBABERE (Fs
WRA ML X, KRWERA b LR, WPHEER. AT 7 3
Y EB-IY ) —LVROT AEY V) 1T L, mLHiEE
TER® 2 W3 BRI ESEER 2R g 3990,



18.6 ERR

(NUONTI— - EOVURED#HED
FTEFVVYVKHMBERST S A0y, TEFVY
U VKR O A a4 — )L ED3FIFRBEICE T
TIRTFTY—)LF M) LOEENEEHNpHZE LRSS A
LIZED, TEFIV) KPR ZY AUu AT D
HEEEEZEDDEICHDHEEZHNDY,

18.7 BREIZIR

(NUONTI— - EOVREORED
AFARIZHANAYINT I — - YO BEREFILICE
W, BRAEBERICHTA7EXI VY VKIEZ 5 2
Ov A Y OBIHRAOEIE. TRTFT—=)LF MY T A
EIAAZ &K HEDRITZD 5174,

19. BIE T IEEZHFR
— YR
FXRFFYJ—)LF b)) 7L (Rabeprazole Sodium)
I =
Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylJmethyl}sulfinyl)-1H-
benzimidazolide
AFR
CisHaN3NaOsS
nTE
381.42
HE~HMERBDHMRTH 2,
KIHEDTEFR I TH /=L (99.5) 1EFPT L.
0.0lmol/L/KE&Mt.F b ) 7 AFIKICIET 5.
g TH %,
KB (1-20) I3RS 50,
TEmBENERD 5N 5,
{bEE =
0—CH;s

HsC 0]

Na T
N -
[::I:ﬁ; S/ﬁﬂzjé ROBHRRALE

N
\
‘0

20. BURL EDFR
20.1 PTPREIZ 7L ISR, N T AR IIFRE. BKZ
BT TRET B &

22. @&
1008% [108% (PTP) Xx10.
1005 [NF. FEAIAD]
1408% [148% (PTP) x10.
500%% [108E (PTP) x50,
7008% [148¢ (PTP) %50,

FIRAIAD ]

FIFAIAD]
FIFAIAD]
FEIRAIAD ]
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