sk 20234E8 F I 2T (45400)
#20204E7 H e 5T

B R
AR« 34
W5 SRR )

70 bR TREEA]
SNTSY—)bF bUD LR

H ARG i B o
872329
KRBT WFEBA IR
*| 5mg |30200AMX00314000|  20204F 6]
10mg | 22200AMX00805000)  20104F11H

'SNS5 Y'—)UNais FEDmg i
SN D5 =]UNais FE10mg B4,

RABEPRAZOLE Na Tablets meu,

1) IR - RASF ORI X DR 52 &

A=

2. ZER(ROEBZEICFEEULEVNT E)

2.1 RFNOWAHR LB BEOMERIED H 5 B H

22 THWFUNGREIE., YLV VIEBE ARG h ok
[10.1Z:H4]

3. A - Mk
3.1 #RL
554

AR (15Er) EIlIE]

DX Y= b=, FAEEHILY
T A, KEILF R T AL B
oFyryo¥ilkro—x, K
EfEr Fof sy 7airen
O—A, ATT7YV VB~ A
A, BT AT—RA, FI)7,
RYE=Z V7 nLva—)v- 72
VI - A5 7 ) VR X F VR
Gk, XFZ 7Y VIR v —
LD. 79 VEEESF M) o A,
AUV R— 10, 7 T Vb
VIFV, LTS v H=
T sk, AvF o ay

FNT G =)
* | Nadfi$e5mgl B4

i)

HigI~XT TV —
VF M) 7 A5mg

FRT 5 — )
Na¥fi$t10mg[
il

HRI X795V —
Vo bV A10mg

3.2 REIDMIR

biSi2
Wiotss FilbiA i)
. * 3 i
_ . o . 7 ){ )l/‘L\ SRFS SRFS @
FNRTF =) _ i i
* | Natibesmgrwy |77 1 | I
o M AR i) B (mm) | JEE (mm) | Ei(mg)
il ke prtz
(Britssie) 59 26 695
SRFS SRFS
FRT TS = 7“31* 19 10 =
. a—F 1 | 8 &8
Nadi$elomg W | . .
#l A ) B (mm) | JEE (mm) | i (mg)
i e it
(B 552) 69 36 130

4. e - R

OCBEB. T-HEBEE. WEMER. ERMBENX.
Zollinger-EllisonfEfRE. IFUSAMEBREERE. KHE
7 AEY VRSEICHI SBEBNIE T IEREB DB

OTFRICBIFBIAY NI Y— - EOU DFREDFE)
B85S, TTERESE. BMALTUV/E, FRMI W
MR, RHBECHT 2ARKRIEEREES. AU\
&— - EOUREBR

5. ME - BRICEHET DR

GheEthE)

51 AHOEGAHMI L BERZ RS 52 L 03HH DT, ik
THRWIZ EZHERD ) 25552 & (HMALTY v o8)E, L4
RS9 2 WS REHICB T A ) any sy — - Yoy
DR OB & B <)o

GEU B VB REETAE)

52 5 hm2Ethz H L LT MR L JEROSE G A
RO LN ZWIEEITE, IS ORNHE 2 S5 b 7200
W) RGN DL TR 52 Lo

(fﬁﬁﬂ;%?l EUVERSHICHIT2BEEN I+ —EHEE0BEHR

L]

5.3 IMife « ZERDOEBIIHR D7z D IR =T A Y & & {5 L
TWaBAEZHRGIGE L, #E5RIAICEL Tk, BEEUIT
ZHRBEG OB MR A 2 Lo

NY NG5 — - EOY DFREDFHED

5.4 #EATMEMALTY Y 8JEICHTH2ANY anNy y— - Eal) bk
RHGEROATNENIHET L TR,

5.5 JEFEVEM/IMIGRATESE B ICR LTl 4 F o4 V525
L. ANY I Ny g — - ¥oY BREGEHEISEY) &S 12 iEfc
DABERIGEREITH T &0

56 FHIEWEICH T A2 NBENHHREEE DI, Ay ans
F— - ¥ ) BRRGRIC X 2 B OISEIHN 9 2 A B
VLTV,

57 ~"N)anyy— ¥ EEERICHVZERIZIE. AYany
y— - ¥a ) BEETH L ERPHBRBERAEICL DAY a2
F— ¥ BEFRTHLILEMRTHI L,

6. & - BE

(BEE. T-EBEE. Wakas. Zollinger-EllisonfElZEE)
WHEL RAZIEIART T = F P YA e LTlHl0mg#z1H1
[ERE T3 597 5 2%, FRIRIC & D 1EI20meg % 1 H1EEE 595 &
ENTE D, b, WE. HBEE. WHTEE CIESHEM F T,
T iREEE ClE6EM F ToRbG LT 5,

GERMERER)

- WG
WFEABEROEBEBRICB W TIL, BH, RAIIEIRT TV —
FhU AL LTIMIOmg% 1 HIEFEERS-9 525, kI LD
1M20mgZ 1 HIMBRR G 3T 52 N TE 5, B, dE., 88
MECcoOEE5 L35, $/20 TRV RY T4 ey —I2k 5
BIETHEA T Y4, 1H10mg X3 1m20mgZ 1 H2M, X5
WCSHEBERRE G T A LN TE S, 727250, 1H20mgl A2 #
GREEOMBGEZ AT 551K %,

- MEFFRES
5 - FRAEM D B9 Al ROMREICB Y TE, M
ey ORAIZWE IS =) b ak LClM10mg% 1 H 1M
BIOG$5, £/20 7u bRy T ey —IZ L BHRET
B 7 et B R OMEFEE ICB W T, 110mg#%1
H2m#E 3% 5352 L5 TE 5,

GEUS A KB RIEWRAE)
WEHL RAZIEIARNT T — v F FY Ak LTIE10mgZ1H1
PRG35, 2B, WE, WA ETO&RG LT 5,

;12;?;]%72 EUVIESRICBIT2BEEN T ZEBEEDER

%
WHE. RAICIETIRTFT Y= F YA s LClhbmg®1H1
RT3 59 505, BEA TG OYA1E 1R 10mg % 1 H 1RFETH5
5452 ENTE D,

NYONGF— - EOY OBREDRED)
WH, A IRTIY—)vF bY Ak LTlEl0mg. 7 E
¥y kMY E LCLET750mg (i) R OF2 59 20~ A ¥
v & L C1H200mg (JI1ii) 37 % M EH 21 H 20, 7H B35
T bo
BB, 7V AuRA Tk, LECS L CHERET LI LN
T& 5, 72721, 11400mg (Fifli) 1H2m % LRRE § %,
TaArYRYTAL e EY—, TEFT V) VANPROTZ 5
20v A Y YO3FFEGIZE o AN) any Fy— - ¥ ) ORRIGR
WEARRIOLEE, b aE#E e LT, @, WA
FSRTFY—F b)) Ak LTlE10mg, 7EF T ) YK
W& L Cl750mg (i) K O° A ba =% —)L & L T1H250mg
DO3F) & FFCIH 208, 7HBERRO% 53 %,

7. % - AEICAET R

(BEB. THEBES. WaiEE. Zollinger-EllisonfExE)

7.1 FRDHE LG R ORI - BHATEO A1 20me 2 1H 1
42595 2 ENRTE 5L,

CETRMERER)

7.2 FRDE Lo a KOS - BHATEO A1 20me 2 1H 1
W53 2 2 EHVTE 2 (HFE - PR #E 0 Rl sk fil 9 D



MR, 7 bR YT Y Y =X BIEETHERTS
AR L), £ Fub v Ry SAL vy =12k BRH
TRHEAT 57 BF T L1F10mg X1 m20mg = 1 H2l, &5
W8 59 A id. PIBLEEMA Tl itk Al 2 A% EH L C
WEWIERERT AT L, BB, ARALF20mgD1 H2M %5
1. IBLEEMAY THEE OB S 2 MR LG IS (17112

HiTo

8. EEEARIER

GhaeE@)

8.1 AFIOFHHFITIE, ML IFREREICIEE L. 2 i s
PORRAS - ML E 1T S e T L,

(BiEE. TZEREE. WAtES. IFUSAMBRIEERIE)

8.2 ENOMHRERA T4 T VWO T, MEEEICEHVEW &
EFE Ly,

GERMEBER DHEHFREE)

8.3 W - FZM Y KTHEERL TR bRy TL ey —ITk
DB THIREAT O RBE I LIT) 2 & & L. Ak, HEEwE
DUED R CBEIATI I EDRVWEIRETHI L, /2 &
BRI, 7V 3 — VR BRSO AR oS E K S, i
REDSEHNT D72 0 kS 2 55 IR SE I Em 2 BT 5 2
Lo B, MEFRRETIZEM IS NS 2 g2 B 7 sk
EAICAT S L E Ly,

GEUBAMBREERA)

8.4 MIZIZX 0 ey, FMEDMMFIERIFR Y ELASNS Z
E(LEMS 72020 L) 2D ) 2HE5TH 2 L. b, AH
OPE-HE R BN E O EVENEE K Mo LRI X 5%
WERKT 22 LA HLOT, WHERESICEI) INS0BRE
THRWI EEMRETHI &,

9. REDERZH I IEEICHT IR

9.1 BHIE - IEEEZED D 5 EH

9.1.1 EYIBHEAEDEIEEDS DEE

0.3 FFiseEE=EEE
RIS 3 TR IE DA D 5 o

9.5 1%
TR I IR LT Al etk 0 & 5 i i3 i Lo A3 e
BatE% Bl s B SN ABEFICOREG T 5, BiER
(9 v FFEI1400mg/kg, 7 ¥ FEE30me/ kg) THRIEHEN (5 v
b CALERIE, 7 FTREOT ., LRI A s hTw
o T2 T MIFIARTFIV—F bYW A (25meg/kg/H).
TEFXT VY VKNP (400mg/kg/ HUL L) ROF 7 5) 2a~< A ¥
v (50mg/kg/ H UL L) % AEBPEH$E S L7238k M CaeasiRig
DIEALAFED SN T W5,

9.6 FHm
HHEOGREROBAREOALEMEZ B L, ZILOMH L
Pk MR T A2 Lo BIIEER(T v M) THIHH~BIT T2 L
PG ESNTW5,

9.7 INR
INREE R G L2 BRI L Ty v,
0.8 SHhE

THALEHEIRESE ORIWER 258 & b7z & I3 REET % 7 LRI
59528, KAlFEE LTHBETRHI SN LA, s Tl
BREPET LTS 2 WL L, RERBH 5 DND I LD
;Q)O

10. 1HE{EA
REN OB HEEE T b2 10— AP450 2C19(CYP2C19) %
U3A4(CYP3A4) DEHAFED HNTW5D, [164%1]
F 720 KA O HEESWIIRENC X Y. PR SR oW A {LiE X
EEIT 52 E0H S

101 HAZRWHALEWT &)

10.2 HAFERHRICERT DI L)

S 44 5% W PRAEAR - R B - fabrin T
= AHF A O MR BEAS L5 | AR K] o 1R - W E A LS
AFNIITFR|THEIEDRD S, . HHApHB EH L.
2 HI T2 7 0 WL % 123 5

%
A b T 3 F | TR O M AR EMET | ARH o B B E
= THLBENDEDH 5, L. HHApHB LA L.
rFI4F=T AT IEH O W % i 5 %
BENDH 5,
REEAL 7 v 3 | AH B 502 e~ R A | B IR CTH S o
= N - | AR R R £ - 1
KA~ 7 A | WA C 34T i
T AEHO | M TR 25 Z L E 8%,
il e 1) 6% T L7z OMENDH
%o
AR R L FE| AN UEF— ol | BEEAHTH B,
#— b BEAERT 2 EdiD Do
FHEO X N L FH— b
BV 850 Y
AR OEG Zfik§5 2
LEEETLI L,
11. BIfER

ROGERRH 5 bNAEZ LDHBEDOT, BlEE 51 v,
WHRD L NIE TG 2 PIET 5 2 EEY R EA T 2
& o

1.1 EXISEIEA

1111 Yav I HEERH), 7FT4S5FT—BEARH)

11.1.2 JLMEREA CHEEAW) . SRFERIERAE (BUEAH]) . M/ iRE
D 0.1%A:b0) « FAMMMEE T FHEA)

11.1.3 BIERFR CHEEARH]) . BTHRSREREE (0.1~5%AK0) . B8 (M
JEAH)

11.1.4 BB MR (0.1%A)
SEE WMk, FPRREE, B ORE (R8T S50 sz Bh
121, RIS OMEZ E L. AR OG- 2 kg
HeEBHiT, BIFBRERNVE VAIORGEDBY) RN E T 2
k o

11.1.5 RSEE (HEARH)
P 3% iz 30 il RE (Toxic Epidermal Necrolysis:TEN). K
JiE G AR R E B 2 (Stevens-JohnsonfEE#E) . ZIEALBESE DS &b
nNaZeddhsb,

11.1.6 2UBREE FEA) . BEEMHEER HEAN)
ERHERAE (BUN, Z L7 F o V) ICHEETH I &,

11.1.7 &7 bU D LIFE GHEEARE)

11.1.8 HEEARIARAE (HEEANH)
WiWR. B, CKES. M RCRPIAFZ7ae v BA %25
BE T DR RRIEDS D D bNDL I LD b,

11.1.9 1RAEE HEEAH)

11.1.10 SEELIREE (B W)
AR, BT, RRME. KR, RE, B BURESEN D
SEbNLIENH b,

11.2 ZOMOEIER

(BEE. TZTEBER. MAHES. WRERER. Zollinger-

EllisonfEl®Ef. IEUSAMBREERE. BRAE7 AU VES

BFICBIT DB EBXIE T ZIEEmEREDBEFRI)D

ES P FRPRAEIR - 51 ik B - fabRR T

T EHFEN| T FHFF VOGS | AH O T 8w

Mg (LA | T56BF0W0d 5, X0, WHpHP EH L.

T YY) 7 & I C O EIREDME

[22ZH] TL., 7ZH¥FFELDILH
WEMETT2BENW0H
%o

YNVEEY Y UNEE ) YEREBIEOER | ARH o H EE- b EIE -

W (28T 28EW0d5b, | 0. BHpHAF EH L.

VEL DAY VIVEEY R O WL

[22%#] PMMETFL, YLEEY Yo
M REEAMT 25 2 &8
Hbo

Tl R 0.1~5% A5 0.1% A BHEEAH]
A . BRI IS
FHER KA P | AR ER KA, 4
ki3 BRI, UFERERIY | EREEZ . U LoNEk
%, #liiL w
AST., ALT. Al-|#Evirerok
JH- sk P. y-GTP. LDH | #
D L5t
B %t IV _E - By
AL T, BEEE | . TR, 0 v | AR, MR, BEf
Wik, WA, 0| Yy, bz |8 M K B %
o P % . g, %A | (collagenous
iHes IR B colitis.
lymphocytic
colitis)




IEETN 1 0.1~5% A i 0.1%Aii BHEEAH]
BE HE WV, 5L TAE FiE
&L OMRAL U
IR EUESE JIv ML, 8
HIKTF, Oob-o
(NS T
IV AT — | HTAHAH, FE. | Hoboo%, B
Vo EIR NG - | BRI, FEEN B EE. WA, &
Z oA BUN® L5, & | BiE. LONEK, | 7 ¥ €= 7 IfE.
JR. IR TSHE | CKo LA [N AN ]
IE. AL

1) FEHUEE I Z RS e R 2 5.
(NUONNTH— - EOY DREDFE)

A\ 0.1~5% A 0.1% A
W RECRE 5. HIRE ESER
1 1 BRI GFEERBEZ . G  ERAN, )
iikiid VOSERA . ) v oNERIE S
MR IEREE N
— ALT. AST. y-GTP®.E |ALP. LDH® |5
,ﬁ,
s BE, IE A
THI. AR, BREEE. M| L. DN e, HE
oy WL B, AL | . L. Bk, BN
Ly Wge, HEAPUE. B R B
J e
it Re R | BiiE HIn
rhYERRRE O b5 B FE, R, Fo LY
U, BUk. &R, T L
ot A FROLUONE, REED
b JRBESCE ., FhikBinh

) FEBUBRE T B L3 T R EEICBI A IR T TV =L
FRIT LA, TEFVV) VKRR YZ S) Au< S v
D3FIHe G- DA GRE F T ORI RE N O BLERGE A E o
(238

12. RS EERICRIFTRE

NUTONT5— - EOYU ORE DD

121 ANUONI5— - EOVUDREHIE LDER
TNRTFI=VF M) LEOTU R TS Y EEY =T
EF TV KAWL, 7TV AURA T EOHAEWE KT A b
0=V = VOIRMAHREG# THE TR, BCIRENRBD
HEABETEN 2 B W RN D B 720, BCIRFIFERABRIC L 5
BRI E 2479 i id. S 0K OFG#% T 438 LIk o Ik
RUCHERT 2 EAEE L,

14. BRALODFR

14.1 BRI IFDER

14.1.1 PTPEEOHEFIZPTPY — b 2SR ML TIRT S L9
B3 2 2k, PTPY — FOFREKIC X D AR AT R
~HIA L. BIZId5edL%E B 2 U CHERRT 95 o 1 2 A 0fhE % OF
BTHLIENDH D,

1412 RENIEHEETH O, RBICH 2o T BAZD ., Frw
DRTIC, OALETEIIEETALI L,

15. ZDMDER

15.1 BRRERICE D 1BEHR

1511 AFOEHFEGHICATEOHRY) — 7% B2 L oy
Hbo

15.1.2 AMI BT 2 RO BN % T, Yu by Koy 74 ree
Z =X BEHIC B CEHBRE IS D BB S, TS
Pi. BHEEH O 27 B S Tws, FRIS, BHERD
EUE (ED L) ofRE2 272 EBH T BFo) 22738l
720

15.1.3 #IMI BT 5 FITABEEZ x5 & L -8B BIEHZE T,
TR T ey =G L2 BHIIBW IO A bY
VUL T4 T AYNVICEDEBEEO) X 7 #InsHE Sh T
‘I‘Z.)o

15.2 FEERIRABRICE D 1B

15.2.1 5 v MiZbmg/kgbh % 24E MR I 5- L 2RI B W
T, METHIZANTF /4 FOREDRA LN DOREDND S,

15.2.2 B EE (T v MEO#EG-25mg/kgbh ) T HURBR & & K& O
MR A v F > Y OBMBSHRE SN TWAEDT, ifICH/zoT
W HARPRASRE I TETE T S,

1523 5 v MIHEETHL TV 75V =V (50mg/kg/H). TE
FT Yy kAW (500me/kg/H) RUTZ S Aa< Ay

(160mg/kg/ H) & BEH$E G- L 7238088C. BB T OO B &
&b IRBOIEFMH OREAED 5N T W5,

16. EYEhiEE

16.1 MFEE

16.1.1 SNTSY—ILF MU D LERIRS
fERE RS T-1220mg 2 i fE T S ISR IO G L 72 B o B B 4o 12 55
LSe35 2 — & DTl ZUTRTY, [1621208]
#1 EFRERBREORYEIE T 2 — 5

Cmax Tmax AUC
s s
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o 62443 32345
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Mean£S.D.
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17.1.1 —REBRABNO —S5RHLEHE R
HEE. T TWBIE. S EE R O AR 2 e RIS H 1

20mg’£’?xfrl/t~ﬂxﬁ.7 B (B8 %) DEBIE T RO LB Y TH
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JIET/S [SE 5 RGeS
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F 72 HeZ AR PUAIISHUME o W gk ol 2 2 1 4 1T H 1 10mg % 2458
M5 L 7z e (I E BRI ER) (1281 2 B IE I3 %1
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* (60%1/10261) | (80%/1026) | (77110061
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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%). 5Smgix 58T T HI3H(1.9%) . IFHERES 261 (1.3%) Td - 7221,

1H1H5mg 1H1EH10mg )
(150%1) (15141) (15141)
I B 461 251 321
ﬁ%ﬁiﬁf 2.8% 149% 21.7%
(@56 R X 1) (104, 7.17) (035, 551) (1584, 29.27)
*ff;‘_ﬂzf’ 011 005
(959% B ) (0.04, 0.31) (001, 0.23)
i) 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
- SR
80
70
agi 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@)
1A 1M 5mg 150 150 139
10 1M 151 151 142
kg 151 151 114

B Kaplan-Meieri#: (2 & 2 Hi# x50 o BREHIEE
5T, 52408, AH % I K520 ke 5 L 724 (REFTliek
7638 $£5) . Kaplan-Meieri#: & 0 2 U 72 B #5503 T BB EE O
REHEFE, THLE5mgT3.7% (95%F X 1 : 1.53,8.64). 1H1[M10mg
T2.2% (95%EHEAXH : 0.726.75) Th o720 7B, $524UIRE, FFEEIX
ARHNTH1ESmg X1 H1F10mgla ) ) 2 T, IRAS2M Rk Hife 5 L
7»:22>o
(BEBEXFTTiEREEICBIF AU NS — - EOUDREDEEDD
17.1.4 EREERIER
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



(D). 7259 2% 4 ¥ »200mg (Jl) #5112 & 0. 1296140
(31.0%) ICBD SN, E2HE 1’F)ﬂliTﬁ"161§H(124%) HRAE1360 (10.1%) T
Hotze Flw IRTITV—VF MUY A10mg. TEFX T V) VKA

750mg (Jiffi). 2 5 2@~ A ¥ > 400mg (i) #5112 & V. 1236015561
(44.7%) ZEIVEA%80 i, EREIVENIE T #2660 (21.1%) . k136
(10.6%) . BREEFH 1360 (10.6%) . BHT7H1(5.7%) Td - 722,
yois B
BN HEF LR < -
[ml %4 EE S i —J8 =
=Ry B At
FRT T —VF Y A10mg o | 877% 83.3% 85.7%
7EX YY) YAKRITS0mg Ofi) | (5761 (4561 (102859
751 2a< 4 ¥ »200mg (1) /65%1) /54%1) | /119%1)
5NTFF—LF kY A10mg o | 897% 87.8% 89.0%
TEFY VY LARMTO0mg I | T (6141 (361 (9711
59 2avA Y 400me (JIi) /6861) | /41%) | /109%1)

LB, WAL T bR any y— - Ea) BN - T TIRB RS
T B R OBR R 2B W TH, ABREOREIE LN TV 5,
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
/o, TUHLMNYRYTA Y ESY— (S YV TTV=N), TEFYIY
KB 7 5) 2a< A4 2 vO3FIEGICE A anNs y— - ¥ay
DRHIERHEDS TR TH o 7oAy TNy & — - ¥ o) ko Hidg d -+
ZHRBEEOBFEEMNRE LIZENOBRE (TRXT IV =V F M) oA,
TEFYIY VKRR A ba =gy — Vol H2M07HREII3%ES) 128
UF % BT E1382% (4951 /6061 & Hik ST w520,

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”ﬂ ¥ 220 (in vitro)
1823 BIEEA I FEERIIBIFAILAY IV, RUFHFA MY VHIEE
F s, BONCT v OB 2B M WL A Y 3 o
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 BAIpH LE/EH
R A T2 B % HpHICH Ly 1H1E5mef 5. 1H1110mgfk 5-\
TH1H20mgiz 5-TL ICFEW L LAEHZ/R L, #55H H D24k
pHALL b %R 3 e #4131 H 1 BI5meit 5 DEM*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 HUEE{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. B ICET DIEELENMNE
— W FR © ST 5V —)vF 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
B R IRTIV— I M) T AHE~HMEABORETH S,
RIS THEIFR T T8 7 = (995) ITHETR TV,
Ai130.01mol/LAKMEAL T I U 7 A ZRIMBUSTET o
AEEWRETH %o
ARG DIRIEML (1—20) 1L HEHE 2 R S v,
ENTIES AT S /R o XS0 (VN
ez 3t v
O—CHs
HaC o]
Na 7
@:N ’—gi/ﬁ ROSRRIL (5
/%s\\ N
N [o]
20. BRWL EDFER
20.1 PTPWEEIZ 7V I BB H. N U dmkt. BR2EG TRET
Tk,
22, B
#*(SNTSY—)UNaigiesmelBEA D
PTPE# GEHIA)  1008E (108E x 10)
** (SNTSY—)UNalgsE10meBEa LD
PTPEE (Bl A) - 1005€ (1058 x 10)  5008€ (10§ x 50)
NTAEECR PVAL FRFIA) 10088
23. &Yt
1)Yasuda, S, et al : Int. J. Clin. Pharmacol. Ther. 1994 : 32(9) : 466-
473

2) ‘?"“7‘7 V=l b AHFIPS-(08) oy bE : 20144E12H 26 H K
2, CTD276.1)
DFNERL 1 T XT T — )V Nalhigit10mgl Wit |0 2 W2 1 R S5 3R 1S
9 % & xR
4)3FIGERFR G- (%) = » M EE : 200741 H 26 H KRR, CTD2.76.1)
5)Yasuda, S. et al. : Clin. Pharmacol. Ther. 1995 ; 58(2) : 143-154
6)Ishizaki, T. et al. : Aliment. Pharmacol. Ther. 1999 : 13(Suppl.3) :
27-36
DAHER © 5T 5V — )V Natigesmgl B G |0 7 I (2200 [ 5544
BRI B B
8) HhiE# = [BIZ A : Modern
9 AN BIFA © Modern
10) fER 28 AUE A © Modern
1) VRMERIZA © Modern
12) FIFELIE A © Modern
13) %M #2132 : Modern
14) 1% 45137 : Modern
15) 4 W3iEA : Modern Physician. 1994 ; 14(S.) : 124-136
16) % H #1374 : Modern Physician. 1994 ; 14(S.) : 137-147
17) — R B R S O H AR EAER (2% ) = v Mg 20034E7 A 17H K
A HEEEREZE -~ 1.(5)-1.3))
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1994 : 14(S.)
1994 : 14(S.)
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- 85-99
- 100-107
1108115
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18)Kinoshita, Y., et al. : 1 522530
19) — AR AR BR S O HE MR EGEER (%) = v Mg 20174E9 22 H K
A AR )
20) ZHEMILBGAER (V8) = v M
21) “HEEMILERE () =y M 20144E12H 26 H KGR, CTD2.7.6.2)
22) —HEMILEGRER (08 =y MEE : 20144E12H 26 H KRR, CTD2.76.3)
23) EIN GRS (%) = v b : 20074E1 H26 HKqE, CTD2.7.6.3)
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25) AWEA BT A - SEPL &R R 1999 ;27 (4) : 705712
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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, NEsERERUOBEVEDE L
Meiji Seika 7 7 V< #RA &4 <30 AHKE
(Me7 7 V< HRXSHEH 54 Y v)
T104-8002  HHTHR UL X 304G 2-4-16
71) =% 4 %) (0120)261-158 FAX(03)3272-2438
26. BLUSRTTEES
26.1 BHEARFETT

Meiji Seika J»IL 2kt &t
ERRBEPRRXIAEBE 2-4-16

#%26.2 ARFEIT

Me JPILY k=1t
SRRHRRERIE2-4-16
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