20244E 1 H YT (55 1 )

O R>THEHEH

B - Eim AT
FRHEAE - 34

TRAZ5-A24

BFEEmRTEES
872329

INTZT=IvF MU Lk

FANT FYVI=IVF I I 225 R,

T

) EE—EMEOMTEICL VAT L2 &

Rabeprazole Sodium Tablets [KAKEN ]

ARES
ARcBaiA

30200AMX00319
202048 H

2. 82 (ROBEICII/EL LW &)

2.1 KRN O R LB BOE O RO H 5 BH
22 7Y FENMREEE, ULV YY) LB A2 S
DBEHE[101 K]

3. #ERk - MR
3.1 fHm
L% 15t HES X735V —)VF 1) A Smg
D-vY= b=, FABHI VYL, KEHREEL Fo
Fy7urtruo—2A, e FodFy 7otk
T—A, KBEILF b T L, AFTY VBT AT Y
A LA, 7B AO—A, FILV7, KUY )VTIVI—
' VT ZYIVEE - AT 7Y VA FVIEELSE, 25
)NV RY)<—LD., IV NVEES M) YA R
Y NR—=180, 7T UM ZFN, BILFF
g L o N D) %l PAN = i
3.2 BHFDOHIR
HIE T4 NV T—F 4 ¥ TEE ()
t e
# % il
452 ":fg\; @ =
[ERE 59mm
JE X 2.6mm
B 69.5mg

4. SHEEX IR

OBEE. T-EBEE. WANES. YRAMEEXR.
Zollinger-EllisonfEf&2. FEV S AMBREVRE. KA
E7AEV CBREBRICETIEEEXIET=EBBEED
BEME

OTFEICHEFBIAUIANY 42— - OV QREDHED
BiEE. T=#HEBEE. BMALTU >/ BE, 455 Mm/).
R MENR,. RHEEICHTIAEENLEERS.
ANy E—--EOVREER

5. SIBEN I RICEHET 5F =

(GhEELLE)

51 KHOREFBWICI 2ERZERTLIZEDRDH LD
T, BT LEEREO) A5 TAILE (B
MALTY /8B, B USRI 2 NS HEREE
ZBAsAN)anyy— - ¥a) oBREHOHZRKR L),

GEU 5 AN B BEYHRIE)

5.2 ¥ 5B M EE Hie & LTI Z AL, EROWwH
A58 & N WA, BRI o J5 K Ay E
Z N5 OO REFRANOE R EKRETH 2 L,

BERET7AEY U BE5RICH T3 EEE I+ EEE

DB FIMH)

5.3 Iifs: - ORI D7z D ITKHE T A ¥ ) ¥ % #if
G LTWwABEEHGRRE L, B5RSAICEL
TiE BEEXE T HBBEEOMAE LRSI L L,

(ANyany s2— - QY OREOHEED)

5.4 HEATHIEMALTY Y 8T AN aNy 5 — - ¢
0 ) BB O A RPEIZHEL L T vy,

5.5 FFF MM/ IMGER A PSRRI LTk, A o4 >
SEABHL, ANYaANy y— - ¥ BREIGEIEY)
EHIWT SN AEOICOABREIEEEZT 2 L,

5.6 5 B R ICHT 9 B NEEENRERE DAMIE, A 3
N7 H— - ¥ a ) BRI X D E RO FEREH
T B AENEIHET. LTV,

57~V anyy— - o) EEERIHCLIEIZE, ~
Vanzy— - Ea pElEcd b b R TNEHER
FIZXy~Ayanysy— o) EEEETHL L
FHERTH I L,

6. BERUVHAE

(E“}%i%s +=3ch5EE. WEEREE. Zollinger-EllisonfE
3

WHE, BMAETIARTF V=L b)) v ad LTClHI0mg%
THIEE #3594 %A%, #IRIC X Y 1E120me % 1 H 1Al
BE5THZENTE L, B, WE., B, Wailiks
TIISEM T T, +8GEE CII6GEM F TokS LT 5,
FRERER)

- G
WP EERDOBRICB VT, @E. RAIZIEZIRT
IV =+ b AL LTIMIOmg% 1 H1RFEOR 53
LA, FRIRICE D 1IM20megZ 1 H 1M1 5-3 56 2 &A%
T&5%, B, @Y., SEMFTORLG LT L, F/2o 7
OrNYRYTAL Y — 2L B ERBECHRAT Y
&, 1E10mg X iE1m20mg# 1 H 2, & 5128 HREI1#
B35 ENTE%, 72721, 1H20mgl H2M$ 513 &
FEORBEEZ AT L8RS,

- HERREEE
TS - TR AR D R3Sl R O MR IC B W T
i, BE, RAIIEIARTS Y —F FY Ak LTl
10mgZ 1H1MBROR 555, /2. 7a by Ry 74>
LUy —IZ LB TRAD T dmttE Bl R OMER:
PEIZBWTIX, 1M10mgZ 1 H 2B OH% G534 Z &2
T& 5,

GEU' 5 AN B BEYHRIE)

HHL. WACIETIRT TV —uF FY AL LClAEl0me%
THIERROR 59 %, b, @, 4AMFE o5 L35,
ERE7 A UHBE5HCHIT2EEEITIBEE
DOEHIH)
FE, A TINRTI =+ MY AL LTlH5mg
Z1IHIEREORS-3 555 RS T 5 OW4131010mg
Z1HIEREOR G535 2 L2 TE %,

NYanya— .- enl OREOHEED)
WHE. BMAIEIRTI =+ Y ae LTl
10mg. 7EF T YA E LC1H750mg (JIili)
KOz 5y 2ua~<A e LTll200mg (Jifli) »3#]
ZERFICIH2M, 7HEEORG-$ 5,
B, sy AuxA Yo, LEIS L CGETH R
LHIZENTE D, 72721, 1M400mg (Jiffi) 1H2M % L
RE$ 5,
TR hNYRYTALA Y ESY—, TEFT V) VKNP R
7 5) A0, ¥ yO3FHRGICE BN TNy & — .
Yoy oBREHEBESAEITONE . D 5 EE
LT, lH,. BRAICRIRTI V= F ) ak L
T1lH10mg, 7EF T3 ykMPE LTlH750me (/)
fili) ROA Pr=Fv— & LTlE250mg? 3#] % [k
WZ1H20, 7HER%S-9 5,



7. BERUCHEICEEY 58

(ZhEEHE)

71 5mgHtid10mgde & EWFMRE SR I NTV W
7o, KHET7T A VRGBT A BiEE T
ZHRBEEOBEHHIICB VT, 1R10mglliEd 5
WAIZIE, bmaSe 2859528, 72, M%)
HE - AR ICBWTHRGEZREIT 254612, bmgft &
10mggE D AR 2 1Thb v &,

(BiBE. T-HEBEE%E. WMAa3E%E. Zollinger-EllisoniE

&)

T2HRRBF LA R OHEYE - BREoSEE&I1C10
20mgZx 1H1AHEET 52 LD TE %,

(FRHERER)

T3HRMBZE L WA R OHENE - HinEod&121m
20mgZ1HINMIFES T 52 R TEL (5% - Hhz
DR EEROMEREE, T bR TS
B =X BB TR T A1),
T2, TUNURYTA Y EY —IZX BEETHR
ARA43 7 BEITK L1H10mg Xix1R20mg % 1 H 2[H,
EOHIC8HEMEG T A, WHERAE TR R
BREPERL TV WIS ERERT LI L, B, A
FI1IEI20mg D1 H 2 $% 513, PR SRS C & ok K
BELZHRLIZEAICES [171.1 ],

8. EELEARRIE

(GhEELLE)

8.1 ARFN OG- PIIE, MR AR IR L. &
IR RS - MR A LR EIT) S L0 F
[/‘/\o

(BiEE. T-EBEE. USEiEE. UL AMBEEEY

FREE)

8.2 EMOMHRERA 0 Thwo T, MBI
BTWZ ENEF Ly,

EFRMERE R O IFEE)

83 115t - MR ZM Y ERTHEERL IO N Ry T L e
=12 X BEETHREAT G RBBICH LTI L E
L. Ak, MEFBRBEOLEDOLRVEFIIT) 0k
WEIRET LI L, T2 AHEIR, 7ra— g
IR BR & o AT oW 25X S, BIFIREDS R
W72 ) kBT DA IR IR 2 EE T 5 2
Eo B, MRS EM RIS 2 Y
L EBISRETHIAT) TENEFT L,

GEU' 5 AMEB BB R

8.4 MZIZ X VW), HERSE OB AEIR AT ) K L &
Stz e MEMBZZV2HUE) 2RO 2H&K5
T5ZL, BB, KAOEEGHHE., AERSOEN
T35 Je OB D W LB I Xk A REIRZ B3 5 2 & A8
HHOT, WHEMESEIZLI) INSOERTRVT
EERMRTHI L,

Q. B ENEEREEITHBEICHT IR
9.1 At - BREEEDH 2HBE
9.1.1 EMESENRETEDH 5EE

9.3 fi#pelE=RE
RS B CIFEINAE DS A 5 o

9.5 1¥4%
IR SO IER LT W B R 0 B 2 i iZih# Eo
BN E Eal % &R S A58 IC0RES
THZ L, BFEE (5 v FEII400me kg, v Y FHEE
#30mg/kg) CTHRREHNE (7 v N TIUEEBE, vH¥
THREOK T, LEEIE) PHESNTnE, T/
Ty MIIRTFIV—)VF Y7L (25mg/kg/H).
TEXFT Y YARMYW (400mg/kg/HU L) RO T
yau~<A vy (50mg/kg/HEE) Z4BEFGEHBES
L7-3REC, METRBIREOE/HED SN TW5S,

9.6 RELIF
ERLLOFEEROCBIAREOR L ZEE L, #H
OB IPIEE2RFT L L. B FERE (5o )
THHPABITT L Z P HE SN TV 5,

9.7 NR%E
NRIEE G E L BRABIE IR L T v,

9.8 i
HALEHERSFORIER 2 S b b 7283 K% 5 5 7%
CHEIIHRSGTAHZ L AANIEE L LTHFBETREHS
M50, HlmE TRFEEFET LTS 2 Eh%
<, BIEHZHH5DbNBEZENH B,

10. HHEEA
AE ORI IAHBEE T b7 o —24P450 2C19
(CYP2C19) K Uf3A4 (CYP3A4) 0BG TADH ST
W5, (164 28]
F 720 RHOHBSWIIHIENC X 0. BEHEER] ORI
EAEESIIIT A 2 2 5D B,
10.1 SFHZE (FFALEWVW &)

SR ERAEIR - EE T | T - BRI

T I F NI | 7 7T Ve | R A O H 5w
(LATHvY) ARG S B B | P H E 2 X
[22 1] H5bo D, HAWpHA I
AL, 7%+
YOV O RS
F E Lo I
EXETT 5B
ENDD 5,

YAV SRR UL ) R AR W S
(Y252 h) DVEH ZWE53 58 W0 # 7EH 12 X
[22 1] FNHd b, D, HWpHA I
HL. vy
DIVEAL 3 40) i3
WAETL, Y
VYY) ol
AV T T
LT ENH D,

10.2 FFHEE (FFRISEET B2 &)

AN A FRASEIR - EET | B - fEBRIE T

D= HFFEA O A AR | AR A O H B 5w
AFNITXRY Y | BERTHEIEND | BHAEH I X
55 0. HWpHM L
AL, #HTHEH
D WL % e
5o

A MFary—)v [MFEFOIMApRE | A H O F 15w

TI74F=T PEF3 2 B2t |8 AEH I X
b5 h. WWpHA L

A L. MHTEHA

D WX & P 5

2BENDDH %

KEBALT VI = | RAHME 5N IR TdH
LV - KERAL | WA R AR T, ) %o

TRy NEA O | A x5 1 R R
i 1 A HIC -3 MAE v 2
M T AR Y e
8%, 6% T L7z
EDHEN D 5o

AMPLFH—F [ XAPPFLEFF—FD BFEIAHTDH
M REN BT 2 | %0
VDB, HHE
DAL FH—|
25 H0E R,
— IS ARH D% -
rHIET AL EE
B3aZL,

11. BIEA

WROEWEHH S5bNDE I EDHLHDT, BlEr 4012
T, BESBEOOSNIAIZES 2T 5% &
YE #4179 2 &,



11.1 EXEEEAR
1111 23y y EERR), 7F7147%2— (HEAR)
11.1.2 AMERKS GHEEARH) . |FEENIRME (FHEAH).
/MRS (01%Am) . SAIMEEMmM GHEEAE)
A3 BIERFR CHEARH), FFEEREZE (01~5%F
i) . BE GHEAW)
11.1.4 BEIE MR (0.1%A:0m)
SEEG KUK, RN EE, B o R (REE) %
DR BN A T, R W ERXHR A DA
EHEBL. KElORG2HFIETLE L DI, FIE
BB A IVE VAIOPGLSOMY R LB EIT) 2 L,
11.1.5 EEEE HEAH)
Rk R ESE R AE (Toxic Epidermal
Necrolysis : TEN). K8 RiBEAE R (Stevens-
JohnsonJEfE#E) . ZHALEELH SHbILDL Z &N
%Z)O
11.1.6 AMBEE WEAY). BEMER GHEARWN)
BHfemA (BUN, 2L 7F= %) IHET 5
Z k.
MA7EF MUY LIME CGHEAD)
11.1.8 HERUGRMEE CHEAN])
e, B CKERA. mh Mk ORp I 4270
Yy R ZEME T ARBRBREDS D Sbh b
ZENDH b,
11.1.9 $RAEE FEARH)
11.1.10 $5ELIREE (BHEAHH)
AR BEITEH.. KRS, KR, AR K
B, BRSNS S b DL Z DD D,
11.2 ZDMOEMER
(BiEE. T-EBEE. WAHEE. URAMEER.
Zollinger-EllisonfEf&#. FJEU' S AMBREYRIE. EAZ
77()1:" JoRERICHIT2BEEXIET BB EEDER
£k

0.1~5% A:Jii 0.1% it B A
JiiIRY3 HILERIEA | AR BRI
BRI, | 45 b 2k £ .
IR EREE 2, | ) v osEREA
2yl
JHF-Fisk AST, ALT., |y e v
AP, yGTP. | ®_LH
LDH® 5
PR % IE -5 BF
HALE TERL, T, |BEd. R, | E R, M,
B, | h v Y IR | e R
A N% | E b 721, 11| %5 (collagenous
. E Alcolitis,
IR, s lymphocytic
colitis)
FEAPFIRE R | B DIV, &S| FAR B
2 &, RA.
DU BB T,
HHR. BN
KT, Hod
DN, SRR
Z DAt walL A5 | hdTAHEH, B HOL SO
o—)v - Pk E. BRI | X, BETE.
Jeli - BUN |3 2. Bl B WiRWW. &7
OFH. BAE. LU Nh|¥ £ = 7 0L
K. IMPTSH| &, CKo LA [6E. K~ 7 %
4 ¥ A LEE
ZHALILE

E) BB RERERME L 54,

ANJanyz2— - 00U OKREOHED

0.1~5% AJii 0.1% AT
38 TCRE 595, G PRI IR
M3 H I ERIR A IFER BRI 2 . UF i BRI
Ao voRERE A, )
VONERYEZ | IR
A B EREE N
T ALT. AST. y-GTP|Al-P, LDH® |5
D5
WEBRE BiE, E F5A-
WAL T, BRME, BREE LI, TR &, WX
wo IR, BB . S, E. &
B, MEA. ERE. E | ESS. BERRIR. Bt
P BHIEAPER, ¥
Ji e
TSRS | B HFE W
Z DA RGO F 5 BHMFIE, R 5o
L OV, Bk, &
SR IRELFA. FEOL
g, RO LA, R
PEALE, FhitcHn

W) REHEIIERELI T BB REICBIILIRT T
V=V FFIT A, TEFTYIY VKW KRTY S A
O~ A ¥ O3FN PG OKGER F TORRRER L O E
gttt &t

12. BFRBRERRICRIFTHE

(ANYanyg— . oy oREO#EE))

121 AYany 42— - EO0UORBREHELEDES
SRTFV— ) F MY L EDTO N R TL e
F—=RTEFTIY KN, 7Y 2Au~A T ED
PVUEWE RO A b= — VORI R R ESK T HEE
Tld, “CIRFEMAGAER O W E 2B 2 2 HEMEDS D
5729, BCIRFITR R L 2 BHHE 21T HBEad.
NS DOER OB G T HAEDEORE N CTERT 5 2
EREFE L,

14. BRALDZEE
14.1 EHFZFEOZEE
1411 PTPUZEOFAIIPTPY — M2 50 Y 1 L THRH
THEHIBHETLHILE, PTPY— FOEMKIZ X
D WS A AT BRI A L, Izl
B L CHEBIAASOERE 2 AHEZ 38T 5
ZEvhb,
14.1.2 AFNZBESETH Y. RHICH 2o Tid, WAL
D, BRI, ORLEZTEIEETHI L,

15. ZOMOER
15.1 BRRR{ERICE D C1EHR

1511 AH ORGP IZRTEOERY) =72z &
DHEDRD 5

15.1.2 {EHMI BT 2 B OBIZENE T, e bRy 74
YLV =X BEEICBWCTEREREICRE D R
gy, PRSI, BRI o A 7 8mhsHt
ENTW5D, J#i, SHEROCEMNE (14FE2L)
DR EZ T2 BB T, B0 A7 L7z

15.1.3 HAMC BT A FICABRRBEEZN R L LEHEOB
BT, 7 bRV TA ey —%HE L
EEBEIIBWTIZUOAMN)IT L - T4 T4V
W& B HBEGD ) 2 7 BINAHE ST wb,

15.2 FEERPREABRICE D < 1%k

15.2.1 5 v MiZ5mg/kgbh b % 24E MR 5- L 7- 3k
BlecBWT, MTHIZHANVF 7 4 ROFEDLAD
N oWEnrd 5,

15.2.2 B FEE: (5 v MREOHKS525mg/kgbl k) THUIR
PR E R NI A4 B %Y L OBINSRE ShT
WBDT, MHICH o TR IEET
ZQ)O




1523 v MR TH L5V 75V =) (50mg/kg/
H). 7TEFT 20 VKA (500mg/kg/H) KU
rgyz2a<A4 ¥y (160mg/keg/H) % BEHES
L7k, BEimcomtotEime & H IR
DOIBEIH OB FED BN T Wb,

16. ZE4ENRE
16.1 MAEE
16.1.1 INTZYV—JLF MU LBEHBE
TR AT T 1220mg % #i & T AT &R ISR O S
L7 OB BRI L7 SEM /ST A — %
OFHE%EFRITRTY, [1621 ]
HRRRREBRIF O Y FRE/NF 2 — %

A e Cmax Tmax AUC
PG AT (ng/mL) (hr) (ng*hr/mL)
AT 437 =237 36=09 937 617
&% 453+138 53*14 901 =544

(Mean+S.D, n=12)
F 72, R ASF125mg. 10mg. 20mg % #i £
TORIERG LR (3550 H) oEYERE ST
A—=FIFZUTOELEBYTH DY,
fERER NS T2 B 5 ) ER 5 (bmg, 10mg. 20mg) @
MRS XTS5 —)vF M) 7 LOEYFRENT X — %

= Cmax T AUC (0-0) Tz
YV = =N If ¢
Feh-at | RPN (ng/mL) (hr) | (nghr/mL)| (hr)
EM* | 14656 | (00 | 236497 | 18209
5Smg o5
PMY | 25255 | (22| 585137 | 42205
EM* | 383583 | (o001 539200 | 1504
10mg 98
PM* | 50964 | ,&% 12304200 | 38+03
EM* | 654348 | 20 | 994477 | 2314
20mg 33
PM* | 8224232 | o031 2331663 | 3703

(Mean=SD, Tauxt¥Median (Min-Max), EM n=16, PM n=8)
MIFRHEEEZ T M7 o — 24 P450 2C19 (CYP2C19) FBIAL
X, TitEETRI SIS,
EM (extensive metabolizer) : CYP2C19*1/*1. CYP2C19
*1/*2313CYP2C19%1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3
NIXCYP2C19*3/*3
16.1.2 3EIGFAKRE
FEFERAB T2 XT 5 —)VF + ) 7 520mg™
TEFT Y VARMPTS0me Jifli). K7 5
20<A ¥ 400mg (Jifili) #1H2M7HRE (FH12
) SAERORS LI RXTIT)—)F b)Y
LDOEPENSG A—FIUTOEBY TH B,
fEERE N T 12 BT 5 3FIE AR SR o i 4 7 X7 F
V=)V F R U ADOEYERENS A — 5

Cmax Tmax AUCO-]Z Tl/2
(ng/mL) (hr) (ng+hr/mL) (hr)
EM* 3.0
(n=15) 578 +293 (2.0-4.0) 934 +438 0.72=0.19
PM* 3.0
(n=4) 948 + 138 (2.0-30) 2600+474 | 1.80+0.32

Mean=SD.. Taxld¥Median (Min-Max)
XIFCHEEEZ T b 7 0 — 24 P450 2C19 (CYP2C19) ZHIM
X, Tit#EETRI YIS,
EM (extensive metabolizer) : CYP2C19*1/*1, CYP2C19
*1/*231XCYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3
X1xCYP2C19*3/*3

) RBEMER ORI B, BACRIRNT S =)
FhU YA ELTLAEAIOME, 7TEFT VY VKA &
L C1l750mg (i) K759 2a<wf kL
T1W200mg (Jifili) o3%] % FEZ1H 208, 7 H B
0542, B, 799 28<4 ¥ i, LEIS
CCHEEMETLIENTE D, 72721, 1H400mg
(i) 1H2H% ERET .1 TH B,
16.2 TRJR
16.21 BEDOHE
TR A T 1220mg % #li & N T BRI O8RS
L7zWE, BB T A FTHRGICH LT 17
RERLBIE S 5 & & D ISR ZE SR 51T
WY, [16.1.1 1]
16.4 X35
fRE e N8 T-1210mg. 20mg % #1145 L 72 oo 1l
ROACHEE. BRI A e RS C £ D AR L
I2FF T —F WK TH o 720 FDOMWIIFRHEERE T b
7 1 —2xaP450 2C19 (CYP2C19) 75BA5-$ B A F )L
LB & 0 4B L 72 A F VR, RV ok SABRUEIS
I DER L2 ZANER RS b, [10. 2]
16.5 HEitt
T AN B F1220mg 2 B35 L2354, 54524
B TR TIRT TV = F b Y 7 A DRZEAL
R Esns, REWTHL I VRV BEKLTZED
TNV 7 a Y BIEEERIRG B DOR29~40%, ANVH T
Y — VEERIA R A313~19%HE S L7z,
16.7 EMMHEEIEAH
I (A ATV — V) CTHRABEEZEF 70— A4
P450 2C19 (CYP2C19) ~ofL#Ea Iz & v AN
BAEDENTWELIYTENNL, IVT77) >y (R-TV
T7)Y) W LTINS IV —F )7 A5Eld S
NOOHEFNOMPIREISEEZ 5 2 2w LS
nNCTwb, $72, HIE (575 =) THAH
[##F b7 o — 4P450 1A2 (CYP1A2) OFFEIZX Y
MEEHBED SN TWAETF 74 ) VI LT T
RTFGV—=)F M) AFEI M RE ISR S5 2 4
WZ EHRE I TV 5,
16.8 Z D1tk
16.8.1 £ MFHIEEMAER
FNRT TG —)F M) AEE5me [FF]) &, (&
BV 7 B R [ A o A My S0 [R) S5 3Rk A
A FIA4 2] 12EDE, IXT TV —)UNagtl0mg
[F =T | ZrEdefi L Lok &, ImINRE)IcI
DEEWFIICRFEEE Al STz,

17. BRERACIE
171 AR RESMICEEY 255
(BiEE. t-EBEE. YAHBEE. YHAMEER.
Zollinger-EllisonfE{&EE)
1711 —fERARERBR R U E 5 R LB R
HiESr. T iBmEL. Wt EE R LY AR
B AN SIC1H 1 10mg X 13 20mg & ¢ 5- L 7-—
WP B B " Mk (B S5-I - 6~
SHM) DI TERDOEBY TH B,

R WHLFETE R
Hiiss 94.0% (189%1,/20141)
TS 99.4% (159%1,/16041)
WP FLE A 90.9% (50%1/55%1)
W) & iR s 83.3% (10%1/1241)

F 7o, HoZ BAKEEPUAIER UM 0 3 5t P £ 38 2% % *F
LICIH 1M 10mg % 248 32 5- L 7z (ZE
B RILEGERER) 12 B B NS IE TS 1178.6%
(33f/42651) TH - 7%,

BEHABELOCHEO 7O MRy TAL v & —
HRCEPI oMmt B REE 2R e L
BHSHEBOWHBIMEIL X A HRERIITEDOLE S
N THo72, [7.3 2]



119120mg 119110mg 119120mg (BBEXI+=HEBEEICBTEAUINY 22— O
1H 10 1 H 20 1H2[H 1) OREE DB
P 58.8% 784% 77.0% 17.1.4 ENERAR R ] ‘

(6051,/102%1) | (80%1/102%1) | (7741,/100%1) AN any y— ¥ Biko §EEE 1
grade AR TS| 651% 87.1% 79.5% WO B 2R L L ENOBEKRE (5
grade B* | (561/86f) | (7411/85f1) | (66f1/83%51) TG F MUY A TEFY VY VRN
grade CRUY|  250% 35.3% 64.7% 0799 2a<4 ¥y olH207HBREO%S) (2

grade D* | (4f/1651) | (6f61/1761) | (1141/17%1) BUBBRERIITEDEBN TH S,

EWEHIZ., 975V =+ FY > A10meg. 7 E
F ) vAKAWTS0mg i), 75 2Aa< A
2 »200mg (Jiffi) #2512 & . 129604041
(31.0%) WC#ED 5N, EREIEH I THR166
(124%). WAE1360 (10.1%) THo720 T2 T
RFF—=F ) A10mg. TEFTIY K
MPW750mg (). 759 2Aa<x4 ¥ 400mg
i) 512X 0. 1236095561 (44.7%) ZFEIE
DD S, EREWERIETHI266] (21.1%) .

1) SXNTFF5—F b)) A1l0mg/H, SV 75
V= 30mg/H, * X7 5V —)20mg/H % 8 [
YL EPe 513 R IE RO g

oo A5 (A2) I2X HEERE
EEHELCHEO SO N VR TAL vy —
EHCHEPIE™ oM RE R T R e LM
PRS2 B G- O NS AIC X 2 IEFSEE (ho
HE) RTFROEBY Tho72",

JE : H .Jia) » 1
He0me | LELOme | SRR DT BAEL300 (106%). PRALE1360 (106%). 17
Rehoop: | 448% | 739% 291 I (57%) THo7mT, _
OIEWIE | (73/16361) | (119/16161) | P <0001 s FiES

a)10mgl H 2[H-10mgl H 18, b) x %R %E FHANOLIalEe 4t e

H2) SXF5 =)+ b7 A10mg/H - 20mg/H. 5
VT IV —=N30mg/H. A7 FV—)20mg/
H, TV X735V —)V20mg/H #8HAM L k5%
R ST HERRR 5

GEV' 5 AM B BETRIE)

17.1.2 —EG5HRILEEER
FEOTS AN A FRE 2 6521 B 1R 10mg % %
Bl mEmibids (B5Mm4aEm) b
2 IR HEIR DR ETH LR K ORFRIX, Th
ZN436% (44%1/10141). 554% (56%1/101%1) T
HoTo
BIVERIZ, 10mgtt5- 10261261 (11.8%) 1232
oMz, EaEIVERIE, RS (29%) KO
B2 (2.0%) TH o727,

(BEAE7AEY U HBERICE T EERI+2EEE

EDF D

17.1.3 —EESHRHEEHR

e | TR 2
%(EJ;/‘; H%(E% ET
FNRT T =VF )7 A10mg 91 87.7% | 83.3% | 85.7%
TEXY YY) AHMT0mg () JH G761 | (4561 | (10261
759 20v4 Y 7200mg (Fi) /6581) | /54%1) | /119%1)
FNRT G =N+ )7 A10mg ol 89.7% | 87.8% | 89.0%
TEFY YY) AAT0mg (i) JH 6161 | (3661 | (9761/
759 20v4 ¥ 7400mg (JIAl) /68%1) | /41%1) | 109%1)

LGB, W TIThhzA) anNy y— - ¥a ) Gk

DOF - T TIRIGEE ST S BRE o R R

ZBWTYH, FBEEOREIEHONTWDEY,

E) ZFEAOFKGR, ROBRSHMIETREOEEBD
THOH. BNOKERELOCHZ 132 % 5,
INRTF—=)vF M) AE L TlH20mg.
TEFTVY A E LT1RI1000mg (J)
fli) ¥z 59y 2a<4 e LTlH500mg
(i) o3F &21H2M, 7HBERIIHRS

I/, FTRrb RV v EY— (SUVTT

THET7AEY ~ (1H81mgXi3100mg) DEW
RO 2BEEE L, »POBEEXI T ZHEEED
B2 ETLHEHEEZNSRE L ZEERILEG
Bk $. Kaplan-Meieri: I & Y i€ L 72% 5-24
WO EEE O+ BB o BREEERE
TROEBY)TH o7

BIEHIZ. 975V —F U 7 A 10mghk 5B
T157FIH14%) (8.9%). Smgfk5-#:T156%) H1 74

V=), TEXFTYY VANMBE Y SY Aa<
4 v03FBGICE LAY anNsy— - Eayo
BRRIEEIARI TH oo aNNr ¥ — - ¥
U Btk i g+ IR o BB w5 e
LENOKE (SRXTFV—VF b )T L, T
EFXFTIU) AP RIRXA PR ZF =V DIH2
7 H B O5RE) 2B 5 BREFRIZ82% (49%1/
60%1) LHE IR TWwAEY,

(45%) 1R8O SNz EARENWEMIZ10meH 5 #
TR OB &2 (1.3%). Smg# G- T FH3
Bl (1.9%). HFHRAERE2H (1.3%) TH o720

18. ZEhERIE
18.1 1EA#F
FGNRT I —)F M) alidTa Ry FHERET

1H1M5mg | 1H1M10mg xf A 5o BRI OERMEE CEEER (AVT v T

(15041) (15141) (15141) I FK) 1), FuakrRy7 (H. K-ATPase)

FRGIE 441 2f1 32651 DSHIE % W8 L CREZIEYE % BLE L, 85 % B

BO2RO [0 L% o17% T 5o 85 IHE S N REREIEO I, A

REIEE | (104 717) | (035.551) | (1584, 2927) W2 5 DI OW KD G TN 5 T4 2128 5

(95f1aﬂfﬁlzraﬂ> FEPEONEAEE LTV bDEELBND, 20

HIRIZH T % 011 005 fl, 7V FF 212 & o CREEIGHA WA 5 W etk
Rty | (00403 | (001,023) b HEN S LB,
S 18.2 BEMBIEIER

P P<0001 P<0.001 - 18.2.1 HEHERE AR TS BT 2 H & N Y Bl 40 L2

a) Kaplan-Meier{%Z X 2¥fE%E. b) Log-rankisE.c) *f
ix7~71v 7~ (1H50mgl H3H)

L. 1H1FM10mg# 5. 1H1m20mg#5-T& b 12
G H 2 HF W2 MEE 27/ L, 510 H K&

EHIC, HEG24ALKE, SRTFTV =N F YT
X & e KO2 A kBt 5 L 7236 (REFCT® K76
JRPS-). Kaplan-Meieri:2 X 0 #iE L 72 B iks
xRS o REFFEEIE, 1H1H5mg T
3.7% (95%SHEIX [ : 153, 8.64). 1H1HE10mgT
2.2% (95%EMEX M : 0.72, 6.75) THhHolzo %
B, &G0V, BT T T V=)L F b
Uy A1H1ESmg i1 A 1E10mglc ) ) %2 T,
T K528 Ik fE 4 5 L 722

-5-

O7H H OB & oA 5131 H 1 10mg% 5T
72~76%. 90~96%. 1H1ME20mg+x 5 T8~
89%. 99%TdH 5™,

1822 v H FHMEHMERIIBI LY 7F I VT A7

oy 7 AMPRIBUC & % B % JIH] 3 % (in
Vitfo)o



18.2.3 1B1EH » 9 BHEH KNI
AN RS R
LA e 5 M&kayxzﬂ&%@
S 2 BIHIE T & 2R 3B
42%ZW\i7/buijéﬁ@ AR o [al
B, o 7o bRy FRHEANCE L#E L, i
HARA R D FEFIZA RN,
18.3 EMpH L R1EA
AT T2 B 5 B ApHICH Ly 1HI1R5mgf*
5., 1H1M10mg#5-. 1H1R20me#5-TE Hi2HFMH
HEHAERHZRL, %550 HO24K: ¥ i pH4LL E
ZRTEMOEEAIZIHLESmg S5 DEM*T46%.
PM*C63%. 1HI1M10mgHt5-OEM*CT58%., PM*T
72%. 1H1H20mg5-DEM*T61%. PM*T76%T &
Z’”O
MRS T + 7 g — 4 P450 2C19(CYP2C19) #81
A, TRERTRI ) SMHIND,
EM (extensive metabolizer) : CYP2C19*1/*1,
CYP2C19*1/*2313xCYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2,
CYP2C19*2/*3X13CYP2C19*3/*3
18.4 H*. K*-ATPasefB={EH
77 BRI X D L 2H. K'-ATPaselZx} L. if
WRHESEH %2R 3% (in vitro) o
18.5 MiEE/ER
T v b & W7 SRS B D T IR R A
(JEHMEA P LA, KBHHRA LA BRI,
VATFTIV, B - Y ) —VRITAEY V)IZ
U BOHUEEEH 3 5 WIE B RIBERE S E R %
%?—3& 39, 40) 5
18.6 1EHE
ANYany g2— - EOVKREO®EED
TEFTV) VKNP RYZ S A<y, TE
Fry ’) VKAWL X b=y —)v & o3HBEH
BHICBIFDLTRT I =+ M) AOREITE N
pHE LA XEZ 2 L2X), TEFT Y VARNY
BROZ S5y 20<A vy ORBEETEZEDLZE12H
HEEZZLNLLY,
18.7 REIIR
(ANYanyg— . EOVREO#E)
AFAAXI WA anNs y— - ¥a ) B s
WZBWT, HNARBIZHTAT7EXF T VY VKA
Wersyzaa<A yrO2FPHOERZ. TS
FTV—=NF M)A EMAB T EIZED, MHFERED
BN,

19. B2 ICEE T B IB(LFRIFIR
—WHFS  TRT TV = F MY T4
(Rabeprazole Sodium)
: Monosodium (RS) -2- ( {{4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl} sulfinyl)-1H-
benzimidazolide
ﬁ\%iﬁ : CisHaoN3NaOsS
= 38142
% R A~ EAMORERTH S,
KITHD THEITFR T, ¥ 7 =)L (995) 12
RV,
0.01mol/L/AKEE L F bV 7 23K
AR TH 5
AmOKER (1-20) EhESEMEER S v,
AREITHERZTENED BN D,
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