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HERBE NG L L7358 BONEHGERAIC X 2HERIT TR L
BN THo72¥, [725M]

111120mg 11810mg 111120mg
1H 10 1H 20 1H 20
ol 588% 784% 77.0%
* (60%1/10261) | (80%/1026) | (77110061
) 5 65.1% 871% 795%
grade AlkUtgrade BY | ouygom) | (7api/ssm) | (660/8360)
: N 25.0% 35.3% 64.7%
grade ChUtgrade D | (4 /) 5p5) 6f/A7H) | (Q1HI17H)

MO YOV AR (B ZE2) 12 X B EAESE

HD XTIV =+ M) A10mg/H. Y75V —=N30mg/H. +
AT 5= W20mg/ H % S M LA P51 12 R i M Fpeihic
T3

SEEAE - AEO7E b EY T4 Ve €y —REICIRBUEED o

HHERE NG L U7 MEFRRE5 288 5 O WBLEIM A1 & % JEMFs =R (b ik

HE) I TERDEBY Th 7219,

RO BEM 50
1/ 10mg 1610mg —
1H 1 1F 20 (95%12 HHIX [#])
i)
o e | 48% 739% 201(189, 393)
BeTS2MBOIFIH | 7316360 | (119/16161) p<0.001

a)10mgl A 2[E-10mgl H 16, b) x 2KE
WH2) I XTIV —=)VvF +) 7 A10mg/H - 20mg/H, V75—
30mg/H. X 77V —=V20mg/H, =V 277 —)20mg/H %8
DL P 5B R I S AE R o I
GEU S A LB RIESTE)
17.1.2 ZE5RHEGIER
JO S AEE ﬁlﬁiﬁi)ﬁﬁi%ﬁ%a:l H1E10mg% #%5- L 7 H H M
B (B 51 4GB 2B B R0 U E IR O SE T R R L ORI IE, #
N2Z143.6% (44%1/10161) . 55.4% (56%51/10161) TH - 720
EIERIE. 10mge 501026041260 (11.8%) I2#8& H iz, EREIER I
FERR3H (2.9%) B TR IR #2151 (2.0%) T - 7220,
UEAZ7RAEY VESEICHITDBEREX G T ZEmEE OB FEING)D
17.1.3 ZEE5RLEHER
BHET A ¥ (1H81mgXiX100mg) D RS # LE L L, 2> Hig
BT IR EB OMAAE A A3 2 BB AR L L S E MG
DOFER. Kaplan-Meieri#: 2 & 0 #fE5g L 7285 5-248 [ £ o0 B 355 X+ 4%
Wi D BRHEEREITROEBY Th o720
EIERI, 7«’»‘%’ 10mgf% 5-#ET15781H1 1461 (8.9%) . Smgdt 5-HE T1566IH7
B (4.5%) W78 BTz R BIVEMIZ10m g 5- 8 C T 9 J2 OSf95 4261

(1.3%) 5mg 51T THI3H (1.9%) . AR 261 (1.3%) Th - 7220,
1H1H5mg 1H1[10mg )
(150%1) (15141) (15141)
I B 461 261 321
ﬁ%ﬁ’i@f 2.8% 14% 21.7%
(@500 ) (104, 717) (0.35, 5.51) (1584, 29.27)
*ff;‘_ﬂgf’ 011 005
(959 R ) (0.04, 0.31) (0.01, 0.23)
pfiE? p<0.001 p<0.001
a)Kaplan-Meieri#:12 X % ift5%€. b)Log-rank#izE. o) T 7L /2 &~ (1M
50mgl H 3ul)
(%)
1004 o 1 g 15
90 -©- 1 H 1[10mg
A SR
80
70
fi 60
50
7%
% 40
30
20 4
10
0 R | T 8
0 12 24
At Risk 1&5’5‘5&{?7&“‘9 @;iﬂﬁiﬁ (5@)
1H15ng 150 150 139
1H1EImg 151 151 142
*Hm 151 151 114

B Kaplan-Meieri#: (2 & 2 Hi# x50 o BREHIEE
S 5T, FH 24 PR, ARHF) 2 e K52 kBt 5 L 72856 (REF Tk
7638 $£5) . Kaplan-Meieri#: & 0 2 U 72 B #5503 T BB EE O
BRI, TH15mgT3.7% (95% X [ © 1.53,8.64). 1H1[010mg
T2.2% (BWIEMEIXH : 0.72675) Th o720 b, BG4I, STIREEIL
AFNTH1IES5mg XTI H1M10mgi ) ) £ 2 T, RS2 M ks 5- L
7222),
(BEBEXE+EEERICBIFRdNU NGy — -
17.1.4 EREERIER

E0U OBREDHED)

AN any y— - ¥n) BEo  HEE U T THEBREOBEE LR E L
TEHNOEBIRREE (XTI —VF )y A, TEFY Y VAR KL

U7 5) A~ A Y yOLH2MT7H BRI G) ICBIT 2 REEIITRO L
BYTH5%,
EIVERNE, 9TV —VF MY A10mg. TEF T V) VAAPW50mg



(i), 779 2a<x4 ¥ >200mg (Jifii) %512 & 0« 12960404
(31.0%) (2B H AL, EAEIERIZTHILI6H] (12, 4%) L1351 (10.1%) T
Holze £y INRT TV —=F P AI0mg. TEF TV VKW

750mg (Jiffi). 2 5 2@~ A ¥ > 400mg (i) #5112 & V. 1236015561
(44.7%) \CEIWERI 2580 S, EREIERIE THI2660 (21.1%) . #RkAE13%51
(10.6%) . BREEFH 1360 (10.6%) . BHT7H1(5.7%) Td - 722,
yois B
BN HEF LR < -
[l #5 B gty —1H =
=Ry B At
FRT T —VF Y A10mg o | 877% 83.3% 85.7%
7 EF YT VIAKRHPT50mg (FIi) H (5761 (451 (10251
751 2a< 4 ¥ »200mg (1) /65%1) /54%1) | /119%1)
SNRT 5 —F F )Y A10mg o | 897% 87.8% 89.0%
7EX YY) VAKMMTS0meg Ofi) | T p (6141 (3661 (9711
59 2avA Y 400me (JIi) /6861) | /41%) | /109%1)

LB, WS TIbh AN any y— - Ea ) BEoY - IR S
3 AR O BEFRRBRENIC BV TH . AREOKEIH SN TW 2,
W3 FHA O Gm, KOESHMIE TROEBY) TH Y, ENOKEA
W HRE RS,
FRTFY—)bF b Ak LTLE20mg, 7EFY V) YAMYE
L C1E1000mg (i) K U¥2 59 2Au~<4 ¥ v & LTLE500mg (11
fili) D31 % 1 H 208, 7H R85
/2, TRMNUYRYTA Y EY = (S TTT=)), TEFT VY ¥
KA K7 5) 2= 4 ¥y O3FIFEGIT LAY aNs 5 — - Eay
DRHIERHEDS TR TH o 7oAy TNy & — - ¥ o) ko Hidg d -+
ZHRBEEOBFEEMNRE LIZENOBRE (TRXT IV =V F M) oA,
TEFYIY VAR A bu =Y — v o1H2M7H R O#%5) 125
VF B BRTE ER13.82% (49611 /6081) & i ShTw 320,

18. FEEIE
18.1 {EFAKERE
ARANZEE WAL O FIR CTHEEER (AN T 2 07 3 FIR) &), 7
bR YT (HY. K-ATPase) DSHEE % 54 L CHEFZIGMEZ BE L. B
WEIHT 2, 2 5ICHESNEREEEO BB, FI/EHETML» S
DIPOWIed B VIE TNV Y FF I L BIEEAROHENEG LTS
DEEZOBNDL, ZTOM, FVFFF VI X o TEERIGEAHES 2 ] fE
MWLM SN,
18.2 BEEDMINEITER
18.2.1 R AR FI2BUT 24 A M) VRIEER WIS Ly TH1EI10mgd
5o TH1WM20mg#z 5-CTE IG5 H 2 5 FEM AR IEWEH 2R L, %51
HH % O7H H om0 3131 01 10mgi 5 T72~76%. 90~
96%. 1H1M20mg#'5-T88~89%. 99% T 52520),
18.2.2 7 H ¥ EBEARICB I LY TF VYA 2 v 7 AMPHIFIIC &
% 15 Mﬂ%l ¥ 220 (in vitro)
1823 BIEHA I FEHRKIIBITFLILRAY IV, Ry FH MY VHlEE
Worih, ST T v MBI 2 EBEH WL O e A7 3 R 1 55
VZF L3R e I T % 7R 27290,
A XBHDVIET v MIBUY 2 BEBawitEHonEE, ho7a r R
Y THEFNCHB L, A A B Yo LR 72780,
18.3 BWpH LF{EA
R A T2 B % HpHICH Ly 1H1E5mef 5. 1H1110mgfk 5-\
TH1H20mgiz 5-TL ICFEW L LAEHZ/R L, #55H H D24k
pHAYL b %2 7R 5 I 0 #4131 H 1 l5mg#t 5 D EM* T46%. PM*T63%.
1H110mgf5- DEM* T58%. PM*T72%. 1H1[20mg# 5 OEM* T
61%. PM*T76% T 531,
KHNHCHRESE 7 b 7 10— 4P450 2C19(CYP2C19) &HANZ, itz
Ly oINS,
EM (extensive metabolizer)
CYP2C19*1/*3
PM (poor metabolizer)
CYP2C19*3/%3
18.4 H*, K*-ATPasefEZ{ER
Ty HKMBE LD HE L 2HT. KT-ATPaselZxf L.
33233) (in vitro ).
18.5 JEB{ER
5y b &7 B REILERE S B B IS IR TR 2 (R R N LR

: CYP2C19*1/*1, CYP2C19*1/*2X i

: CYP2C19*2/%2, CYP2C19*2/*3X ik

i B 1R 2 R

KEHA P LA, B Y AT T 3 Y, WLy ) -V ROT R
D UNSH Ly BRCTLIE IR & 5 I3 ORI S S % k9283435
18.6 1EFAERF
NUONU5H— - EOVRREDRHEL

TEFTV)VARHPKROZ F) 204 Ty, TEFY I VAR
CA M=y =)V ED3FPHIRLEICBIT LI RXTFTYV =V F )T A
OEENIHHNPHZ LA SELZLI10ED, TEFT V) VKRS 5
VAT A Y Y ORBEEEE DL EIH D EEZ 5N,

18.7 BREIR

(NYONGH— - EOVREDRED

AFARIFBMIzAY ANy F— - ) BREEFVIIBNT, BHE
WEICHT 27 ERF T2 vk E 759 2u<A 2 v 0255 HO%)
Bk, IXRTIV—=VF MN)TLAEMZLZ LD HEDEIRZD S
nz=80,

19. BRI ICET EEFHAR
— MR T T 5V =) F b Y 7 A (Rabeprazole Sodium)

144 © Monosodium(RS )-2-({[4-(3-methoxypropoxy)-3-methylpyridin-2-y1]
methylisulfinyl)-1 4 -benzimidazolide
553 ¢ C18H20N3Na03S
53 fi 38142
W R IR = F M) AFHB~ A RORKTH S,
RIS THEIFR T T8 7 = (995) ITHETR TV,
Ai130.01mol/LAKMEAL T I U 7 A ZRIMBUSTET o
AT ETH %0
ARG DIRIEML (1—20) 1L HEHE 2 R S v,
ENTIES e 5 VN T o N R (38
ez 3t v
O—CHs
HaC o]
Na 7
@:N ’—gi/ﬁ ROBHERIS
/%s\\ N
N [o]
20. BRWL EDFER
20.1 PTPWEEIZ 7V I BB H. N U dmkt. BR2EG TRET
Tk,
22, B
(STZY—)UNatgsesmglBE/A1D
PTPa# (EHAIA)  1008E (108E x 10)
(SRTS5Y—)UNatEsE10mgBE:a1)
PTPEE A A) - 1005€ (1058 x 10)  5008€ (108 x 50)
NTAEECR MVAL FEBFIA) 10088
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2, CTD276.1)
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9 % & xR
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1994 ; 14(S.)

. 38-68
1 23-37
1 69-84
: 85-99
- 100-107
:108-115
116123
: 124-136
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36) MBS (%) = Mg : 2007451 H 26 H&K#E. CTD26.2.6)
STBRWRF (3 = v Mg : 200741 H 26 H &2, CTD26.2.2)
24. XEREEKRERUBEVEDESE
Meiji Seika 7 7 Wttt <30 M=
(Me7 7 VR EALHH 54 Y L)
T104-8002  HHIHR YL [X 304G 2-4-16
71) =% 4 ¥ ) (0120)261-158 FAX(03)3272-2438
26. BLHSRTTEES
26.1 BHEARFETT

Meiji Seika JPIL 2kt &t
ERRBEPRRXIAEBE 2-4-16

26.2 BR7ETT

Me JPILY k=1t
SRRHRRERIE2-4-16

D-RPE



