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Rabeprazole Sodium Tablets

2. B2 (ROBEHICIIERELEWVWI E)
21 REN ORI LBBUEOBEFEIEO H % BE
¥ 22 YV VEBEERRSGFoBEE [101 S
3. HHE - MR
3.1
Wi5e % FNRTF =) b)Y LEbmg [HETL]
15EH
BRI SNRT G = )VF b T L
5mg
IF )b a—A, HlvFoNay, SV AT —
AANT T N TR CEBET ATV, BB
F &, Bt~ Ay A, W= TR A
INF] TTV YR T AT A, FV s e RaxFy T
oLt —A, [KE#EEFEr Fady ol
tIVHEH—A, 7O AT — AT FI)VEEZ AT )V,
HETER7OEL, DYy b—)b
3.2 WHIOMEIR
W7e4, FNRTF )= )vF b AgEdbmg [HET
A TANLT—T 4 v (BiEsE)
(E WD
EX] @g
A )
18 i —
A (mm) 54
E& (mm) 27
2 (mg) #68
FXRT T =)
ENE SN 5
HET
wEEa—F @307

4. FHEEXIIzHE

OBFEB. t-HEBEE. WARES. FRMHEER.
Zollinger-EllisonfEf&E. JEU S AMERELRIE. BAET
ZEY CEREEICE T 3 BEBEX T ZHEBEZEOBERME

OTFRICETFEIAUaINT 42— - EO DOBREDHHEED
SiEE. t=iEBEE. EMALTU >/ ., SR m/ MR
HRWR. PHBEICHT 2REHENEEEZS. NVaNy
4— - FOURBEER

5. MBEXISHIRICEIET 2B

(hBEE)

51 RENOKGPERICEDEREZRRT L EDHLOT, Bk
THRWI 2RO ) 253528 (EMALTY v /3fE, H
MBI 2 AHSEINIRERBICBIT AN anNs ¥ — - Yo
) OBEH ORI % F <)o

GEU b A B BB TRIE)

52 BGBInA%GE Ha b L TR ZME L. SEIROUGEM DS
SN WA, BRSO RREAE 2 S b zoMho
B R IGENOE R 2 B §5 2 &0

<TE:FH;§7Z EVUCHEEICET28EE T RBEEOER

il

5.3 [t - SEROTERINFI O 20 BT A ) v &k S L
TV BHEZFGHR L L, BGMEICE LT, BEgast
ARG ES O R WA T A Z &

(AYanyg— . Ol OREOFHEE)

54 HETHEMALTY Y SBEIC 5N anNs 7 — - o)k
BRI AR EIRET L T,

5.5 [ESSPEIM/ IR A SRR 0 L Cld, HA K94 v %% 5
Lo ANYanyy— - o) REERASEY &S LD 5N
DARERIRIEEIT) 2 Lo

56 FHIE I T 2NEEWHEEEE DAMNCIE, ) any
& — - Y0 BRERRIC & 2 BREOFEIN A 2 A S 3
LTV,

57 N any g — - ¥ua ) EEERIAGLIEIZIE. N any
F— - o) B TH D 2L RONRSEREIC L DAY 3Ny
F— 0 EREEETHL I EEHRTLI L,

6. AERVHAE

(BigE. +=iEBEE. WAaEEE. Zollinger-EllisonfE{ZEE)
WE, AR IART TS =) YAk LClEI0mgz1H1
EREH 59 555, FRIRIC & D 1EI20meg % 1 H1EREO# 535 2
ETEDL, b, W, BiEE. WEHKE TIE8HEME T,
T TIRBEE CIE6GEM EF oL L T4,

FERERER)

< G
WFEEROE BRI BT, B, BAIIETRT T — )L
F M) 74 e LTlE10mgx 1 H1EFELRS5-3 425, Wk LD
1M20mg# 1 H1MFR OG- 356 2 N T& 5, b, i, SH
MEFToOHEGET A, F/2. 7a by EyTFL1 ey —12k5
R CRIEART 5 284, 1M10mg X 1Z1M20mg%& 1H2M, &5
ARG T A5 ENRNTE 5, 72720, 1M20mgl H 2A1#%
S EEOMBEGEL AT L5515,

- MEFERE
FIE - FR AR D RS MRS AE ROMFEEEICB W TE., 8@
. OBRANEIART T = F M)Ak LCl10mg% 1H 1
G-+ 5, /20 7O bRy TA €y —2XBRET
RRAT 53 i B E R OMFHE I B W TE, 1a10mg# 1
H2[E %545 2 8 TE b,

GEV 5 AME BETRIE)
W BACIETIANTT =)+ F) sk LClEl0mgZz1H1
EEEOHGT 5. B, @F., M EF oL LT 5,

<ﬁ§§7zeu>&5ﬁu3wa%%ﬁ&u+:ﬁﬁ%ﬁ@ﬁ%

i
WHE. RACIEINT TS = F YAk LCl5mgz1H1
RO 59 525, FEAT 5 OB4A131010mg % 1 H 1RFE %
5552 EMTE5,

(ANYanyg 22— 00U OBREDHHE)
WHL BAIIETIANT ST =+ b)) sk LClE10mg,. 7 E
XU YY) KM E LTUAT750mg (i) RkUT7 ) Aa<A
& LCLH200mg (Ffili) o3%] % FEEC1IH2[E, 7H B
%545,
B, rI7VAUYA T U, BES L CGEEBET LI LN
T&5b, 72720, 1H400mg (Ofli) 1H2ME % FRET 5,
TONYRITA Y=, TERI VY VKR T
20%A Y Y DIFHEGAZ L BN TNy y— - ¥ ORRIE
RO OB AL, S b B ERE LT, lE., A
FXRTF )= )vF M)Ak LTCLIRI0mg. 7EF T ) v kHl
e LC1m750mg (Jffi) KMOA ba=%v— )& LTlH
250mg M 3#) % [AlHE (21 H 200, 7H BREO#%S-3 %,



7. BERUOHAEICEET 2FE

(hEELLE)

7.1 SmgfEld10mgsE & AWFEWFEEEI RSN TR w0, K
HE7 A ) YPGB 5 HEE O IR E S O I
FzB T, 1A10mglc B3 2541213, Smedt 7 283k 57
HZle T, MORHE - WRICBWTHEETTK T L5E
12, SmgdE & 10mefE D HHEH 2 Th R &

(BiEE. t=BiaE. WAEiEE. Zollinger-EllisonfEZEE)

7.2 FRIRDE L WA L O - #EEEORA 1211 20mgx 1H 1
%5952 EDTE 5B,

(HEFRHERER)

7.3 FIRDE L WA L OFESENE - #EE0%A121020mgx 1H 1
M3 59 52 LR TEL (H5 - FREEREY B3 mit B RO
HMEFRIEE, 7O b RS TA Y EY — 2 X BB THREAT
AR L). T, Fu Y RYTIL ey =X BIRE
TRHREAF5 7 B T L1EN10mg X AZ1 M 20mg = 1 H 2, & 5
(Z8HE M P59 A M aid . PWHLEMAR Tl it i A 2 A%E L C
WHRWZ EERMERT LT L, B, AHI1E20mgd 1 H 2% 5-
X, PBLEERAS CE R ORI E 2 iR L 7255 2R %,

8. EELREANIEE

(hBEEE)

8.1 AFIOFeH 1L, M SRR L. i ks
RORRAS - A LR 24T 2 EEE L,

(BiEE. +t=EE5. WASHEE. U5 AMBRETRIE

8.2 EMOMHARERA T TR VOT, MHEEEIIIAVEWT &
HEE L,

EFRMRE R OMRESE)

8.3 Tt - FMAZ MV ETHEZEL IO YR T4 ey —I2k
DIEECHEART G BEI AT 22 & L. Ak, HERpE:
DVBEDZVEEIATI DR WEIBETHI L, 720 &
HFIBR, 7V 3 — VBRI BREE o AR E O SEES K S, EiE
RESEIICO D REET A HA I IIRELIREE BT 5 2
Lo B, MEERRETIZEM ISR SR T N 5 7 S
BHSIAT) S ENEE L,

GEU 5 AME BEWRAE)

8.4 ML Vel HEESFOBEMFHAERITRYBELALND Z
L (LEMBZV2HUE) 2RO 2FE5T52 8, b, K
HIOFEG NG R BRSO BT K oW bR L 2
JERZIE# T 5 2 DD HDT, WHEREZSICE) NS DHE
BTV EZERTH I L,

9. FENEREEIH2BEFHICEHTIEE

9.1 AHHE - IEEEDH 58H

9.1.1 EMBBIEDEEEREDH % BE

9.3 FFigEEERE
JFI 2 B CRFERE O 25 5 o

9.5 113
W0 SUXAEIR L C W BT REE O & % LI IE R L O H A s
[t a B S &R SN EGEIC0ORKGTLH L, BHER
(9 v MEH400mg/kg, 7 FHHE30me/kg) THIEHME (5 v
N CALEELE, 7Y FTHREOKT, {bFEE) 2SHEShTn
Do Fizw T MIFNRTFIV—F Y s (25mg/kg/H).
TEFTUY VKM (400mg/kg/HELLE) ROZ 5 2aa<A
v v (50mg/kg/H L L) ZABEBEHRES L7238 T. MECaess
REOEALDPFED LN T 5,

9.6 ®ILB
G P OFRER OBIAREOG mMEE ZRE L. ZALOM T
PIEA B35 2 8o BIFEER (7 v &) THHHABITTL 2
ENFEENT VD,

9.7 NRFE
NREE R E LBRABIIER L Tz,
9.8 =&

THILAHEIREE OBIE A S & b 7oy B 3 RIET 5 7 CEE I
5952 o RANIEE LTI THM SN 5725, Eiled T
BRPETL TS 2 D4, BFAPSH LML 2 WD
ZQ)O

10. HHE{EH
KENI OB BEEZE T b2 10— 4P450 2C19 (CYP2C19)
K U3A4 (CYP3A4) OIS BEHHLNTWS, [164 2]
T 720 AR O BB WIIHRIER I X0 . §F SR oW E E
IS5 2 B D,

*10.1 HFAZRE BALAZWIE)

A2

FRARAEIR - FE 5 i

W - fabrA T

VYY)
(y=25 v h)
[22 ZHE]

VY Yy CiEERE
DIEM % W55 5 B
ENDD b,

ARFH) O R WA
fEHIZ & Y. BApH
WEHL, VLVEYE
) > SRR O W)
EFL. YVELY
> DI EE LT
TLZEDH D,

102 HRZEE HRKEETS L)

AFNTTERT ¥

PWEARTLEEDVDH
Z)O

A2 BARREIR - 35ET T | BT - el
IRy 38 3 o it r i | AN 0 T R o3 s B )

ERZ X Y. HNpH
ALhA L MFEA

H5bo

DRI S % .
A bZaFy—=)v | FHTFEERH O A b | AH O 8 1R 53
rI4F=T PITF S 2820 ERICEYD . HApH

LA L, HFHEA
DI % P52 B
LD DH b,

KBALT VI = A
v KEEE~ 7 A
2 NEH O

A A 12 B
il P 1 [+ B Al L )
FRF 4 - LI ] R
T3 IMLAE v ik JEE
MTHBEA TN TN
8% 6%MLT L7z&
DEED D 5o

Y

AMMLFEL— D
M EEDs L83+ 5
CENDHL, EmIHE
DAL FYF—T
G4 DAL
— BRI IS AR H O G-
el | S R SN 2
95T &,

WF T TH %,

1. BMEA

ROFWEHDH Sb D I EWdbDT, BEET5I2ITV,
WA S NGE %S % Pk 2 7 &Y 2 ILE A 4T

fl:o
11.1 EXLEEA
11.1.1

Lo
I
-
Z

vavy BERY)., 7F747%2— (BERY)

11.1.2 SRMERED CGHEARH) . |FERMIKE (HETY). M/IMR
WD (0.1%A) . RMERE D (GHEEARY])
11.1.3 BUERFR CHETH). FFREEEE (0.1~5%Ki) . BE

CHEEAH)

11.1.4 BEEMRRE (0.1%F0)
FEE UK. DPURREE, BiEoRE (8% SRR LN
FliE, LI XEE O Z L L. AF OG- % ik
F5E BT, BIEERERIVE Y ORGSO 7 L 2179

Z&,

11.1.5 BREREE GHEEARH)
g F AR % iE (Toxic Epidermal Necrolysis : TEN),
F G REIENR SRR (Stevens-JohnsonJEBERE) . ZIEALIEEED D &

bbb ENHb,

11.1.6 SMBEERE BUEAY). HEMER HEAN)

BHretRd (BUN,

7 LT F=UE) ITE

11.1.7 &7 b U LM GHEARH)

11.1.8 1ERUERARAE

(HEEARR)

WA, B, CKER., MhRORT I+ rae s LAz
& T BRRUGRMERED S S bIND Z DD b,
11.1.9 RABEE HEAH)
11.1.10 $EELIREE (HIEEAH)
WA, BETE, RN K. A, B BRSNS
SEbNdIENH b,

11.2 ZOMOEER

(BigB. +=BEaE. WAIEE. SRERER. Zollinger-
EllisonfEfEE. FFU'S AMBRENRE. BAE7XEU k5
IZH T 2 BEBXIE+ 1B EE OB HIME)

0.1~5% A1 0.1%Ais HHIEANH]

U 5. IRERK | ERE
iR HIMERF A B | ARIMER A i

MERBG N, F ik | Pk L, VU v

KWL, Al |2 $EkRA
e AST. ALT. By LVE D

Al-P. »-GTP.|L#H

LDH® 5.
B I b5 EjjES




0.1~5% A 0.19% A i BN
HALE FERS. TR I\ M. R 7 |E AL MR,

EOME R . M| VS E. BB Rk
S HN %% 724, 1. &|(collagenous
WARE, 85 |colitis.
lymphocytic
colitis)

LIEE R e b BHFEV, S5O |\TAE, FiE
&L RA. MK
Be 77 HIE S

VNI /s K 2 AN

Ood-oh, %
T
Z DAt BalLzro—|THH. FHOLLDE,
Vo ARG - (BE. PR, EIME . A

BUN® L5, &|#., BEE. L. &7 v €=
HIR. MATSHINE, CKO|T7IiE, K~ 7

T, WECTHICHIVF 2 4 ROFEDRA LN OFEDDH 5,

15.2.2 @M FEER (T v MEOES-25mg/kgbl ) CTHURPRE R K
OIIHH A T > O#INsHiE SN Tu 50T, HHIZHZ-
TIEHIRIAS AR I IR T 5,

1523 T v MIEHETHLT V7TV =) (50mg/kg/H). T
XV VKM (500mg/kg/H) K7 ) 20w ALy
(160mg/kg/H) ZPFH¥ES L2stbiT, BB TOFRMEOBEE
EE L ICRIBORFIR ORI RO SN TWwWh,

16. EYEHE

16.1 MAiRE

16.1.1 SART TV —ILF b LEHIRE
HERE R T1220mg % M BT U B ISR RS- L 72 B OB BRI 2 B L 7 3 E)
887 A =5 OFHMEEFITIRTV, (1621 BH]

AFRAHBE O HE/ T X —%

. Cmax tmax AUC
b 2 frl
B3 ot (ng/mL) (hr) (ng * hr/mL)
AT 437+237 36+09 937+617
% 453+138 53+14 901 +544

(Mean+SD., n=12)
F 72, R T125mg. 10mg. 20mg# #ft £ F C ARG L2k (550 H) ©
EYBRE T A= FIZUTOLEBY) TH BV,

RHGE A T2 BT 5 ARG E (5mg, 10mg. 20mg) DII4EH T X7 7 =)L) Y
U L DIEWENEIST X — 5

U Chnax tmax AUC o ti2
T i :
B | SRS (ng/mL) (hr) (ng * hr/mL) (hr)
5 EM* 146 =56 30 (20-45) 236 +97 1.8+09
1M,
¢ PM* 252 +55 25 (1555) 585+137 42+05
Lom EM* 383+83 33 (20-50) 539 =200 15+04
€ PM* 509 + 64 28 (2045) 1230+ 200 38*03
2% EM* 654 + 348 40 (25-80) 994 477 2314
1,
e PM* 822+232 3.3 (3.0-6.0) 2331 =663 37+03

B k5 ¥y AL
AL
) SEBUHE TSR ENEY &
(ANYany g— -0l OBREORHE)
0.1~5% A 0.1% A1
S EAE B, HERE PRI
liikiia F IRk IFERER B & . T P BRI
o) voREkigA, ) v
JNERME S /NI
ERIES I
JH e ALT. AST. y-GTP®|AlP. LDH® k5
F&
s BiE. MT F5
THALZR T R, REEE. (OB, ONE. e,

MR MR R, MR VS g, L Rl
SRR, TAE. BEOR [ EEOMER. Yk
P b e

RS B HFEW
Z DAt TR O b5 B EIE, PREE. o

LUk, Bk, &0
BRLIRE ESA. RO L
DU, RO LA IR
HERCH . EhiR IR

(Mean=SD., tmaldMedian (Min-Max) , EM n=16, PM n=8)

SITREWESE T ~ 2 70— 4P450 2C19 (CYP2C19) #BUIL, TrlfZT R L ofsh

%o

EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*23ixCYP2C19*1/*3

PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3XiZCYP2C19*3/*3
16.1.2 3FIGAIRS

WM AB TFIZF XTIV =) b7 A20mgH) . 7EF L) 2ARHMTS0mg ()

fili). ®OZ 5 Au~ A »400mg (i) Z1H2M7HE (GH2m) RAEROHRS- L

TeRED T RT G =S M) 7 AOFEYBRE T A —FIZUTOLEBY) THDBY,

BN T2 B 5 3FI0F I I SR O e 5 X7 5 — )V 5 b ) 7 2 DS B RE
NG RAX—=%

Crnax tmax AUCo12 tiz

(ng/mL) (hr) (ng * hr/mL) (hr)
EM* (n=15) 578 +293 30 (204.0) 934 +438 0.72+0.19
PM* (n=4) 948 +138 30 (20-30) 2600 =474 1.80+0.32

) SR RS T IRIBREICB U5 I RS TV =T
M)A, TEFVV) VKRG 7)) A0 AT D3
FH 5 OAGER; T T OMRER N O REBTE i & & o

12, BERBRERRICRIEFTHE

ANYanya— - ol OBREOREED)

121 AYaNns 42— - EO0YORBREHELDEE

TINRT TS =NV F M) T LEOTUON R T, T =T
EXFTV) VKA, 75 A0 A Y VEOHUEWE LN A b
O =4 — VO PR 58 TE % Tl BCIREBIFE RO
HIEDBIEVEC 72 B ATREMED D B 720, BCRFEMERBKEIZL B
BREHEZIT) HEd. IS OFHOFKGAL T tha:H LI O
HTERTLIZENET L,

14, BHEDXE

141 EFIZFEFOZE

1411 PTPEEOHFNIIPTPY — b2 bMWY L TIRAT5 &9
/i8S 252 L, PTPY — PORRARIZ L ) . B S0 A B A
AHIA L, FICIEZILE B 2 L CHERBIR 248 0 Tk 7 & BHE % BF
RTBHTENDH L,

14.1.2 RHENIIGESETH D . IRAICH 2o TEL WWAZY . Bew
720ETI, OALETIHOEETLI L,

15. ZO/DEE

15.1 FERR{ERICE D 155K

15.1.1 AHORHFHGPICBEMEOE R — 72 B0 72 L O#HED
&)%}o

15.1.2 WM BT 2 EBOBENE T, 7a by Ry 71 e
F =12 LB WHEICB WV CEMBEICHE D R E. FHEE
Y. BHEEIO) 2 7 BIN2HE S Twb, 8o, SHELY
FHIE (MELLL) ot 72 E8E T B0 27 58
L7z

15.1.3 MAMIBIT 5 FICABREZ RS L L 72O BIE7E T,
TONYRYTA ey —%2FHG LBEFIIBYCZ7OA N
VL T AT A4 YIS B BEBEGED ) A 7 NS ST
W5,

15.2 FEERPRFABR ICHE D 1§

15.2.1 7 v MIbmg/kghl % 2 M#R OG- L 72 H MR IC B »

Mean=SD, tmaxldMedian (Min-Max)
MIFCHEER 7 b 7 0 — 4P450 2C19 (CYP2C19) FHIElIZ, Tit#fz TR & h s
5o
EM (extensive metabolizer) : CYP2C19*1/*1, CYP2C19*1/*231ZCYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*331ZCYP2C19*3/*3
) AREHER O R, AT XTI = )b b))y AL LTLE10mg. 7
EFXFT LY VKA E LCLAEIT50mg (i) KU 5 Au~v A rE LTl
200mg (FIl) o331 % FEEIC1IH2ME, 7HEEO%S T2, B, 27)AuvL Y
Vid, BEICS L GEEMET 22 A TE S, 72720, 1H400mg (J1fili) 1H2[E
% ERET5.] Thb,
16.1.3 £HFHEEEHER
FNT T =) M)y adiEsmg [HEL] RU/8) Ly MEbmgk . 7 0 AF —/3—
HIcky zhEnlsE (577 V=) b7 AL L Tomg) MHEBABE i A i
BTG L CMSE R 9T 5 — Vil 2 R L, BNz EYEE T 2 — 5
(AUC. Cmax) Z2>T0%1EFEIX M 12 THEHENT 2 1T - 72458, log (0.80) ~log
(125) O#EBANTED Y . WHI O AR RSN TER SN0,
AR ECYP2CL9DEE T-HIASEM  (Extensive Metabolizer) (24 HS 7z%

SEBE T A =%

HENTA=S BHENTA=Y
AUCo-10 Cmax Tmax tiz
(ng - hr/mL) | (ng/mL) (hr) (hr)
FGNRT T = b LG
Smg [HET) 200+78 117+42 28+10 16+05
281 v b §ESmg 203+76 113+36 27+08 1504
(1845, Mean=S.D,, n=50)
(ng/mL)
120 1
—@—SNTFJ—IF b LGESMg TAHET]
-/ Ty RESME
100
1§E#%5, Mean+S.D., n=50
a
£ a0 |
7 | ~
~ ) ¥
7 T Y i
Z 60 A ol U
g | Tx
& a0 y
= [
20 A
0 2 4 6 8 10
B (hr)
MR PEHERS



MAEREENE OIZAUC, Cmax350 /85 A — & 13, WEEBRE ORIR ., iH OFRI % - 1
D BRERGMN L > TR B RENA D 5o

16.2 IRAR

16.21 BEOXE
HEBER A T-1220mg % AT UL BRI G L 72, BBREG CHME TS
U tmax S L7RE BB IE S 5 & & & ISR AE RSB ST A, (1611 2]

16.4 K3
RS T-1210mg. 20mg % 4 G- L 2B o Ak o 3 E . FICIEmRm 2%
JERUBIZ K W AER L 72 F 4 =T WK TH > 720 2 OMIZFRE#EEEF + 7 10— AP450
2C19 (CYP2C19) »BI5F 2B A F MALRIGIC & O B L7z 2 F vk, 3A4
(CYP3A4) A5 % 2V A LRSI & O AR L7z A )Lk 2 ARATRE®D 6720 5. 6),
[10. 8]

16.5 Hiitt
HEHEB TS F1220mg & R 1 G- L 7235y 45512405 & CICRHIC IR T TV — )
F MU AORELFISH S T, ﬂ%%f&éﬁwi/%¢&0%®7w7uzﬁ
FAEIRAHE G R DF29~40%. A V71 77 — VEEHLE R AT13~19%HEilk & 720 5)

16.7 EMHEE/ER
I (KA 7TV —)v) THAA#EESR T b 7 10— 24P450 2C19 (CYP2C19) ~oft#H
SIZXVHEERADSEO SN T WA Y TENRA, TV T 7)Y (RTIVT 7Y ¥) 12k
LCINT TV =) F b)) 7 2E TS OIEF O MRS HEE 5 2 v 2 L sl
ENTVD, T, B (70 V77V =) THABEESRT b7 o—24P450 1A2
(CYP1A2) OFFEIC L W MEEHAPBROSNTVWETFH 74 ) VITHLTHINT S
V=l b DGR E A SR 2 S LG SN TR0 D,

. ERPRRGIR

17.1 ARERURSMEICEY 2 BBk

(BifE. T-iEBRE. WAihimE, SRERER)

1711 —fERRHBRR U - EE R BHR
FHREE . T IRR R, W A SR O A RIS 2 6 RS 1 H 1A 10me X i$20mg &
Bel5 L 7o — iR O B MG (SR - 6~8HM) ORI TRD &

BYTHHY 11,
JOE LS IR
Hil 94.0% (1891%1/20141)
IR 99.4% (159%1/160f1)
P AL 5% 90.9% (50%1/55%1)
Wy & 83.3% (10%1/12f1)
F 70, HeeBRH A Wmtwumiﬁiﬁ%%ﬁ%u:l H1E10mg % 2438 4 5 L 724

ik (2
7218),

CEEBRILEGUER) 1B 2 WIHBIR IS EI3T8.6% (3361/4261) T -

(%)

100 -8~ 1 H 1\ 5mng
90 -©- 1 H 1[\10mg
o
80
70
f,!; 60
5 50
§ 40
30
20 4
10
0 B————————————————————— F======————==--—oo 8
T T T
0 12 24
At Risk RS EA D 5> DA GB)
1 H 1 5mg 150 150 139
1 H 1 [H10mg 151 151 142
i 151 151 114

Kaplan-Meieri#: (2 & 2 B85 &+ 3800055 0 RETT 385

EHI2, G4BT T T =V F 8 Y A RSBk S L 2 (B
FHCRORT6 MRS . Kaplan-Meieri#E 12 & 0 #fEwE L 72 F 3085 U+ 180 o SR
FEF#E, TH1E5mgT3.7% (95% =X ] : 153864). 1H1I010mgT22% (95%{54#
X[ :072675) Thorzo B, 524 MM, JBEHIXTNTF—LF b)) v al
F1Ia5mg X ix1 H1E10mgl2 8] ) 2 T\ feR5208 ki 5 L 7220,

BBREXE T BB CB T B3AY Ny 82— - EOY OREOHEE)

17.1.4 EXEEFRHEBR

AN aNY F— - Eu ) Bpho B s d RIS O BE A R & L2 ENOBK
R (FANTFV—VF P YT A, TEFVO) VRHPRO Y ) 201 Y YDl
H2m7 H S 2B 2BRERETEDEB) Th b,

BRI, X9 —)vF M) o A10mg. 7EF T T YKRWT50me (). ~
TN AaYA Y »200mg (I %512 &0 1296144061 (31.0%) 2o b, T2
EIVEANE THIL166] (124%) . #1361 (101%) THotzo 720 INT TV =)L F b
Y A10mg. 7 EX Y 2 YANT0meg (). 7 5 An< A Y 2 400mg ()

SRR OO 70 b > R T4 > e 5 — BRI o3t fot 4 82 ) #5122 0. 123605500 (44.7%) \ZEIERAE0 Sav, % BIE I T #1266
ERRE L2 S SE RO NHEIRAE X AR FEO LB Tho 29, (21.19%) . HRAEL36] (10.6%) . PKEEH136] (106%). BHHTHI (5.7%) ToHo 72 »
1[A]20mg 1A 10mg 1[A20mg .
LA LH20 LA20 AEAOIEE SR | R BULES .
Lotk 58.8% 784% 77.0% H T IR E Els
- (60f51/102161) (80f1/102151) (7711/100%1) SRTT T F b1 P b10mg
A KO grade B | 1% 1% 795% TR ) KRSImg OO |26/ | (i | ssapn | (o2 lom
grade A JU' grade B (561/361) (741913531 (6611/8311) 77 ) AuvA Y2 200mg (i)
< " 25.0% 35.3% 64.7% FNT T =T )7 Al0mg
grade C RO grade D* | (i) (661/1751) (A1p1/176) TEES ) KT 0 | 26/8 | (o E o 0
450 Aa<A4 Y 2 400mg ) (61191/6861) | (3661/41%1) | (9761/109%1)
1) INRNTITV—=)F M)y A10mg/H. TV 7TV —=V30mg/H. + A7F =) 7 v 72img i

20mg/ H % 8 DL EFe 55 RGO AERBIE D P IS5
MO BV A (A2) 12X B EIEE

WERELOHEO 7O b Ry T4 v e ¥y — i

WP i Al gt %
H-OWNBSFERAEIC & 5 IEFHRSE

Kb L 7o HERERI52:8 4% (FolsE) FTEOL B b)r
& o 7=, 2D,
ey a
1/8/10mg 1/8/10mg ﬂ:gs%{ %ﬂél?ﬁf
LH1E 1H2m] Pl
o 14.8% 739% 291 (189, 39.3)
FOLBROTIRR | 3)163p0) (119/1614) P <0001

a) 10mgl H2[-10mgl H 1, b) y 2#5E
#2) INT =) b)Y A10mg/H - 20mg/H, 5V 75 —V30mg/H. F £
75— V20mg/H. TV X7 —)V20mg/H %8I L 4% 51412 kA A
LTS
GEV' S AN B BEWTAE)
17.1.2 ZEERIEBRR
3Fzﬁ‘b/»[tt.;ﬁa_u.w%ﬁ%% 1A LA10mg% #45 L 7z B ML EGRER (B 504
JAR) (2B AR AR DS A SR T ORI IE . F N2 N43.6% (4461/10161)
55.4% <561§J/10WJ) THo72
EIVERE. 10mgPeG- 0102611261 (11.8%) I b7z, &
(29%) R OMEEBIZ26] (20%) Tdh-o 7222 2),
(BERE7AEY VR5EICET3FREERIT+= ? BiEB OB RIDH)
17.1.3 —EERIEEHER
7 AEY) » (1H81mgXi+100mg) DML 2 e L, »oBiEs i+
TR OMAEE 2 A4 5 B LR L L2 ZEERLEGBROM L, Kaplan-Meierik:
2 & D HESE L 728 52408 B o0 T B0 3L+ TR O BRI BRI T RO L BY T

Hotzs
FIEIE, 775 —=)VF b )2 A10meik G- RECL576 1460 (89%) . Smgfk 55
TL56BIFH 76 (4.5%) 12388 SN 7z, £ BIVERIE10mett 58 C T ORE %4260

SR BEIERE. ERR3HI

(13%)+ SmgfkG-BETTH3GI (19%). FFHERERE260 (1.3%) THh o720 ),
1H1[E5mg 1H1[E10mg K} e
(150%1) (15141) (15141)
FEIEBIL 441 2151 32851
PG 2438 5 D RAE SR 2.8% 1.4% 21.7%
(95% 15 HEIX 1) (1.04, 717) (035, 551) (15.84, 29.27)
SIS B N — I 011 0.05
(95915 HEIX 1) (004, 0.31) (001, 0.23)
P v P <0001 P <0001

a) Kaplan-Meier#:|Z & 252, b) Logrank#5E. ¢) xtEix7 7L 7 » (IIHISOmglEIS
Jal)

¥/ JU bRV TA Y= (VY TITV=N) TEXFT D) VKB
79 A0YA Y v OIFFEGIZE BN TN 5 — - 0 OBREE R AR T
otz any y— - ¥ O EEE T RSO BE AR L LcEAN
D (7/\77‘/‘\*)1/-)- P DA, TEFSVY VKRR A Pu=F =)Dl
H2[\7H B OHS) 2B 5 BRI E1E82% (4961/6061) &GS Tw52),

18. FERhEIE
18.1 1EFAHRE
FNRT = b)Y ARG ORRPEFI TR (V7 = 27 3 MEK) 12
b, FubkryRyT (HY. K-ATPase) OSHHE#X 56 L CRERIGMES HE L. B
WERIIIS %0 &S ICHE S NABERIT O EBIIE. EIVEHEED S O3 D%k
HHVIET )L&"fvr X BIEHEROWIAEG L TR 0L EZHNL, TOfh,
TN F A K o TRERIG DS S 2 W REME S M S 4530 30,
18.2 BEBINHIER
18.21 BHEMAB TIZBI %A A ) R G Ly 1TH 1A 10mgHe 5. 1H 1
20mg# 5T L I GHH 2> HEWLIEIEH AR L, &51H B R OTH B OB
EOMAHIZLH 1A 10megfk 5 T72~76%. 90~96%. 1H1[20mgt%5-T88~89%. 99%
(&7032> 337
18.2.2 ﬁ%ﬂe%ﬁa‘ﬂj%ﬂﬂ”?ﬁ
P4 %30 (in vitro ) o
1823 BIEE S ) FEERICB T DAY 20, RUZT AN CRIEE B, B0
29y MIBIT AR W RO A Y 3 S MW LR 2 I 2R
1;-34‘/ 736)0
ARBHDHNET v MIBU 2 BERSWIHIERA ORI, o 7o b 2R s THERIC
WL <, M A M) 0 ESHEA %8s, 30,
18.3 BMpHLRER
HEHER AN T2 31T 2 HNpHISH Ly 1H 1ESmgft - 1H1E10mg#k5-. 1H1[020mg
G CEbICEN AR EAERZR L, #5550 B 024K v pH4LLE % 7R3 KR o0 6
AlZ1H 1EI5mgt 5 OEM*T46%. PM*T63%. 1H11I10mgfk5-OEM* T58%., PM*
T72%. 1H1A20mgf% 5 DEM* T61%. PM*T76%Tdh 52,
AFBIEEE T b 7 0 — 4P450 2C19 (CYP2C19) HIMIL, TRIsETH L )5S
oo
EM (extensive metabolizer)
/%3
PM (poor metabolizer)

BIFLYTFINTA Y v 7 AMPRIBEIC X % BERSL %

1 CYP2C19*1/*1, CYP2C19*1/*2313CYP2C19*1

1 CYP2C19*2/*2, CYP2C19*2/*3X12CYP2C19*3/*3

18.4 H*. K*-ATPasefHE{ERA
75 HHRIE L @B L 2H . K-ATPasel2ah L. SV BLEMEH 277 330 38 (in
vitro) o

18.5 HEBIER
7 bR EHEREE S 5\ IXEEBRERIBIEE GEHIRA P LA, KA
FLA, MRS VAT T IV M RIS =V ROT AE ) V) ISR L. BRVLH
W & B\ I3 B R BR U & R 3789 9. 10,

18.6 1EFIHE

(AYanyg a2— - EOYRKREORHE)
TEXFVI)VKAMRO Y S ATNA T TEFT V) VAR A b=
V=V EDSFPERIC BT B I NT T —uF b AORENTENpHE LA sS4
HTEIWED, TEXFVI) VKA Y 5) A0YA Yy OWEEEZ S 2 &
2D EHEZLNLN. 2,

18.7 BREMHR

(ANYaANy &— - EOVREOHE)
AFARXIFHGZANY TNy 5 — - E0 ) EGETVIZBNT
TEXY V) VA E 2 5 20 Ay ORI ORF
VY AEMRZDZEICEY AHRERESED Sz,

. HNERBICNT 2
i, IRT IV =)t b



19. BRI ICRET 2IEERIFR
— M %FR 0 9T 5 =)V F b)) 4 (Rabeprazole Sodium)
1b%:4 - Monosodium(RS )-2-({[4-(3-methoxypropoxy)-3-methylpyridin-2-ylJmethyl}
sulfinyl)-1 A -benzimidazolide
. CisH20N3NaOsS
Sy 1 38142
R AE~HEEEORKTH L,
KO THETR T T8/ — )b (995) IZHETFRT V.,
0.01mol/LAKEEAL T M) 7 A IE T 50
B Td % o
K (1-20) BFOEHEZ RS v,
(%= Siea vl
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