S5FI5NC

2025F7RE] (5E3HR) OAELERE R EES
* 2025 AH%ET (852 = =
FABHE] (BE2hR) 872329
,ﬂ\?¢ Py EIRRF 5mg 10mg
HAMHEE - 3% KRB | 30200AMX00315000 | 22200AMX00577000
O bRy PBEEH BR5EREMA 202046 A 20104E118
SRTSY—=ILF MUDLEE
— Q) O mmm ‘j\ —_
IANIDSY=IbFMUD Ls:Smgior=77
— « O mmm ‘j\ _
INI SV =IbFPUD Ls10mgir=77]
= [ " L1]
Rabeprazole Sodium Tablets 5mg * 10mg “Chemiphar
ERE7 AU VIESEIICBIF 2B EEX T T IEBEaED
). %E% (;ﬁ@%%:m%;uw:t) e qggﬁﬁ}ﬂj) UVIRSEHICSIFIBEEEX G T ZEEES
2.1 AFI ORI LBBUEDEUEED 5 2 & 5.3 [k - EROHRINHIO 70 I EFRT 2 Y ¥ % ke
| 22 Ve CEmE R ERORE [10.] BE] Lt lE S LR L. GBIl g, B
3. 48R - MR BB I+ EREEORME AR T 52 &
3'1',@& NUIONTI— - EOYDRREDHELD
i R R 5.4 EITHEMALTY Y NEISH 2AY INTy— - ¥y

W74 7“%77;@; Jra 7}?5’;;’{;” i BEAROEDIIHIL LY,

- $tSmg [ 37 7 $tlomg [737 7 5.5 HFHILIMRRA EEEDR I LTIk, 1 Ro( %%
ARG | (BR) FRT7IV-L | (HR) IRTTY L BEL, AN 5 — - 0 RETARASEY) &
(18E) 7+~ U7 45.0mg F + YU 2410.0mg NAFEBIC O BREAE ST > = &

Do F{;Eg}ﬁ;g %g P ;ﬁ;ﬁ{g bt 5.6 SHIEMEICHT A NRSIAEREDINIIE, AY aNY
IR -3 N N . o N/ - =P \ -

Fy7uvrtilu—2 oo —2, EE#] éciﬁgéﬁgﬁ?ﬁ'%h;éﬁkg@%ﬁm%m“ﬁ@héﬁ%

tRoFy 7ol l|EeRaFy7ubileil ° R

o—2, ﬁfmfwru\ o— 2z, 1;7') N 5.7 ANVIANT Y — - lchU!EX%%ﬂét:ﬁFJLiéﬁ%‘ftili\ AYJa

2FFY VBT AY YR Y I A IFILEILT— N7 — - ) BBl TH s ERUCHRREREICED

LA, BT AT—R, YA, BEAFHBSUL, b ANYIANTH— - Ea Y EREERTH DI L EERT S

I 7. RYEZLF7ZLI—)L | FOXa—2A 7 ¥ )L P

. TUUNE AT 7 YLVE| T, 7)) VAR T 6. RERUME
AFVHEEE X T IV|ATFLFLT BT 5 > - Hi =
LB A ’?—LD\ S | EEETRR%. HLT Y (BiEE. TIEIGEE. WSENES. Zollinger-EllisonfiElREE)
VEREET UL, Ry vinay BHE. BAICIE IR TV —)LF YL & LTIEIOMG
L AR— 180, ZTUEENY ZIHIEREO®RS 9 25, WRICK D 1E20mg# 1 H1ERE
T, BET >, &E Of5952ENTE 5, 2B, BE. BEE. WALE
;—Mﬁ% ANF TR BTRSEME T, +EBBE AN E CORS5ET

B
3.2 HEIDOMIR GERERIENR)

s | 7N7TV—AFRUTL [ IRTTI—LF R UL BRED

i $tSmg [ 377 #10mg [ 37 7| WHREREROBBRICBVLTI, BFE. BAIKIEIRTS

LESN WEED T+ VLAT—T 1 v 75 (BRTESE) TV —=)F by AELTIEI0mgEIHIEREO®RE T

‘ 505, WRICK D IER0MgZ I HIEEOHRET 52 &0
® @ TED. oB, BE. SERETOREET D, T, 7
" — OhYRYTFA Y —IC X BBETCHEATD 25
£ m &, 1E10mg 1 E20mg# 1 B2 & 5 lcSHEED
= 552N TED, 72720, 1E20mgl H2[E# 5 13 &#

I — = EORIEELHT BIBEICR5.

EE 5.9mm 6.7mm - MEEREE

Es 2.6mm 3.3mm ¥ - ARERD RS EREREROMRREICE T

HE 69.5mg 124.0mg i, EBE. BRAICIEIRTTY =)L MYy A e LTl
BAO—F | IRTFSV— 5 ri77 |[IRFTI-L 10 377 10mg# 1 HIEFEO#ET %, £z, SO bRy TF1 v

4. HREXITENR
OBEE. TEBESR. WEHMESR. YRERENR.
Zollinger-EllisonfE{&E$. IEVSAMEBREERIE. &
AE7 AV VERSRICS T 3BEENE T EHES
DEFENH
OTERICHBIFRIAVUINTI— - EOUDREDHED
BiEE. TTEBES. BMALTU V/VE. $55MEm/
A EERR,. RHBEICH T ZNREIEEES.
AUINTI— - EOURBRER

5. MEENIFHRICEHET BiFR

(HEELLE)

51 RAIOBRENVBEEICL2ERZRRT 22 E0HLDT,
BRHTEWI EZHROS 25352 & (BEMALTY »
JSHE, REIEREICN T 5NERNBEREICBIT AN 3
N7y — ¥ OREOMBIZR<) .

GEU' 5 A BRIEETE)

5.2 & 5hm2EZRx BR E L CHIRZHER L, EROGEME
HDFRD 5 NEWEEIZIE, BERUADRERPEZ 5N
272 DMOBEY R IRBEANDEE 2T 5 2 &o

LBy —IC X 2B CRIRAT 5 TR E R DR
BEICB L TIE, 1E10mg% 1 H2EEOHRET 5 2 &
TZ 5,
GEU'S hEBRIEETAE)
WE. RAICIETIRT TV —LF b UL & LTIEIOmg
ZIHIEREO®RE T %, 2B 8% 4R ToOREET %,
(BRE7 AV VIRSHICHIT2BEEX I T EEBEED
BFEHH)
EE. BAICIEIART TV =L b4 s LTEb5mg%
IHIEREORE T 25, DRAT7 OB EIF1EIOmgZE1H
IEfEO 5T 52 ENTE S,
(NUIONTI— - EOUDREDTHEED
BEL. BAICIEIART SV =)L MU L E LTLEIOmE.
TEFT V) VKHPE LTIET0mg (Sfi) RO 5
AW A ¥ & LTLE00mg (F11ii) O 37 % 21 H2ME,
THRERO®RST %,
BB, VIV AUTA U BECSECCHEEET S
ZENWTED, 72720, 1[E400mg (i) 1H2[E% ER&
ERCH
TabrRyFA ey — TEFTV) VKRS
770 2uvA Y YOFHREITEBEA) ANy — - Er
) OBRENEEPAEINOB AR, ChcRb2eEE LT,
WE. RAICIETRTSTY—)LF U 74 LTIEIOmE.



TEFT V) AR E LTIETS0mg (1) ROA o
=&Y =)L & LTLE250mg D3| % [ IC 1 H2ME, 7H 4%
#5795,

7. REMUHEICEEY 3R
(hEEHLE)

7.1 Smg#Eld10mgsE & EMENRFEE PR SN TR N0,
BHE7 AU VEICHE T2 BEE s+ E5Es
OBEFEMENB VT, 1EI10mgIEET 21541013, Smg
SERBERE T BT L. F7o. MOEE - FRITBVTHE
58%#ET 55410, Smght & 10mght o B ifE A %17
blianwZ &,

(BiER. TiEmEER. WSERER. Zollinger-EllisonfE(RE$)

7.2 WRPE L WA R OHEFRME - #iatOBE1C1E20mg %
1HIEE ST 522 ENTES,

(ERERER)

7.3 WRDE L WA R OB - #iat 0B &1 1E20mg %
1H1IE%ST 52 EATES (B - BRZEDETHR
HEEROMEREE, T Ey A ey —ICk
DIRECTHRAT D IFEEIRL ) oy Tu Ry
T4 Ve —IC K BRBETHREAT S BE IR LIE
10mg3iF1E20mg = 1 H2[E]., & 5IC8EMEE T 215 A 1%,
WERSHRE CHERERERPIBEL TV AN L2 ER
5T &, BB AAINE2OMgD 1 H2EE S 1E, AHEFERE
TEEOHBEELHE LSRR (17.1.1 2E].

8. EERELXRNER

(hgediE)

8.1 RF|OFEHITIE, MEHECHEEICER L. Ericm
AR - MRAE(LERBREZITO CENEE L,
(BiEE. TZiEEES. WSIESR. VS AMBSRIENTE)
8.2 EMDOFRZBRS 0 TR VWO T, HFEEICIIHAW AR,

ZEDEF L,

GERERERDHIFEL)

8.3 H¥ - HRZBUETEESL O bRy 1 ey —
IZRBIEETHRAT D ZBHEICH LT 2 & & LAk,
MERBEEODED L VWEEITOIZEDBVWEHIBEET S
&, . BEHE, 7L — LBREIRSEOEIEEE
OWENR SN, BRREPRIAICO DR T 2551
WBREXIIHEBZZET S5 &, kB, MEEERIZED
MICHNEEREZERT 24 CBEEZTDITH T ENE
F LUy,

GEU S AEBRIEISTVE)

8.4 MiZICX VR, FREOMMTERIEVRLASN
5L (LHEMSH-V2BLE) 2RO ABRETHI &,
B, REIOHREGPERE., BEEEOEEES KOO
(LERBICKLBERZEHRIT 2 EPH 20T, NEER
BHEIIIDINODEBR TRV E2MERT S &,

9. HENDERZTI HEHICAT IR

9.1 GHHE - BIEEEDH B EE

9.1.1 EYBHAEDBEEDSH 2 EE

9.3 FFHREEEEE
A B E CHERMEORE N H 2.

9.5 Him
TR SUSIEIR L C W B ATREE O & 5 2otk I 3B Eo B i
Mtz LE 2 EHIT SN2 HEICORBET ST
Lo BMERR (5 v MEO400mg/kg. 7Y FEE3OmMg/
kg) TRRBEME (T v P TILEERE, VY FTHREORK
T ALERE) SHESNATWS, £y TY MIIRTS
SV F FUL (25mg/kg/H). TEFY Y AR
¥ (400mg/kg/HELE) RO IV 2a<w4 > (50mg/
kg/HELE) Z4ERGHASRS LiziRBT. oXERED
BArRoosNnTWna,

9.6 ZELim
BE FOBERERUCBAREOERELER L. FAOM
FXdFIlE 2 e T A &, BWER (S ) THHF
ANEITT A ENRESN TV 5,

9.7 IR
NREE R E U7 BRHBRIIERE L TLhan,

9.8 SEE
HILBERZEORIERN & 6 b /G & IINET 242 &E
BICRET AT L, AFNEFEE LTHETCRB#SN S5
EE CIIIFRESMERTLTWAZEAEL., BIFRD S
5bhbdZENDH5,

10. #HE{EA

AHIORBNITFREEER T 70 —L4P450 2C19(CYP2CI9)
RKU3A4 (CYP3A4) DRASHEDEN TS, [16.4 BHE]
Tz, AEOBEESWANEIERIC XD SHRAEFORIN %
BEIIMH T2 DD 5o

*10.1 HAXS HRALBEWLIL)

A%

HEARIEIR - FEESTE

P - fERRE T

ULy ViIEERE
(Y252 h)
[2.2 ]

YLy VIERRIED
fER %=/ 2821
WH5.

AEN D BRI (F
Aic&D. BWpHA L
L. VLB ViEER
BORPRAETL, Y
LEE ) o E

BEFTHZEND 5.
10.2 HAER HAICERTS L)

B e BRRER - HEHE Wy - fabERETF
VaFTy HEF A o I H R R A | A o B B o3 W 1
AFALYIFTY | ERTHENBE, FICED. HPAPHA

LU, HEEF O
WA (RS 5.
Ar5aFI—L  [EFERAO M RE S |[AH 0O BB Wi
rI45=7 EFT 252NN BB, AIc & 0. B WpHA
EFRL. HFEEA O
& T B 52 A
b5,

KEALT LI = L4
o KEEE< T T
LEHEOHIEBA]

ARNF B A5 50 He ]
ERAIE e AR A IR A
HE R ARA 79
I & rh R R AR N E AR
B ENZE N8%. 6%
TFLEDHED D %o

BFEEIRHATH 2,

ARFLEFS—F

AR FLF9— Fom
RS ERT AT &
BHB. BEROA N
FLFH— b ERET
BIHEIE, —HIICE
AR % HIET 5 2
CERERTHIL,

HFEEIRHTH 2,

1. 8ER

WROBWERANHSONB ENBHHDT, BEELDITIT
W, BEAEO SN-BEICIERE2HIET 50 Ot

WBZ1TH T Eo

1.1 EXGEIER

1.1

A vavg BEEARH). PFI745F0— (BHERH)
2 RMmEREA (REEABA) . MEFRMIIRE (BEEEAEY). M

IVRIRIAS (0. 19%R7)  FBMEEM (SEEARH)

11.1.3

&|E (BEAH)

11.1.4 BB RN (

0. 19%K )

BUERFR (BEERE). FTHEEERE (0.1~5%K1H).

FEE WM. PRREEE. HEORE (REE) FrR
O ENTHEITIE. B2 IR EOME = EiE
L. RElOHBEZHIETHEEHIT, BIERERLE
VRO GEDE R NEZITD &

1.1,

BREEE (SHEEAA)

a2 R AL RLARIE (Toxic Epidermal Necrolysis:
TEN). REHEEAEBREE (Stevens-JohnsonfEEEE) |
ZAIREN HS5DNDZ ENDH S,

.6

SEBREE GHEAY). BENER GREARHR)

BT (BUN, 7 L7 FZ05%) [CEETAHIE,

JARF MUY LMAE (BEEEAE)
.8 IEREARERE (SHEEAER)

HAE, BB CKER, MHAKRORFIA oy
LRZRBET HHEUTMABENHSDND I END

%o
1.1

9 \BABRE (BEEAH)

11.1.10 $EEVIRRE (SHEEAHR)
TAR., BETE. RELH. IR, FL. B &
BHENHODONLZIENH S,

11.2 ZDfthDEIHER

BEE TEBES YEMES YRERER.
Zollinger-EllisonfiEl®EE, IEV'SAMBRIEEE. (ERE7
AU VSIS 2BBEEX IS+ BB SR 0BT

0.1~ 5%

0. 1%k

SEEENEA

TEBE

FE, BER

iR

Juikizy
MEREE 0.
HRIEZ

HimEkEd, B
Al

MR A, i
REREZ. U
ISR

IF ik

JiF B AST. A

Al-P. y-GTP.
LDH® k5

LT. (Y LE YD

etos

TEREE ME L5

1%

HILEE

M %

fER. TR 2
ERRZ RN B

M. #k. A
VYUFE BB
loh, OB, &
MR, 55

Ho, EH. FEMEN
K5 4% (collagenous
colitis. lymphocytic
colitis)




0.1~5%1i 0. 1% SHEARNER
FERkER (B DEVALDE | HAE, B
AR PR,
HIESR, BE
™ dod o,
KR
Z DAt wWavAru— |9 LHEH. FE|BOb 5D, HEE.
U RERRRA - |1 BB X R BRE. STV EST
BUN® LR, B ERE. L FN|ME K774
HR. MATSH|E&. CKo LR  |MiE. 2t E
i

) BRI IALERERAE L &,
(ANUONTI— - EOVDORREDMED)

0.1~5%1i 0. 1%
W BUE HE. BRE SRFERK
MK A ek I EEERIE 2. R ERE A,
U VSEREA. U v SERE
;’7\ M/NRE A A I ERE
i
I ALT. AST. y-GTP® k& |Al-P. LDH® E&H
TEER A gE, MELA
bk TR, BRE. BRERE. B|OB. OR% Bed. O
T BRI IR (FM. B 2%, . RER. BN
HR. BEAREE SER AR BR
JE
R | BHEL
ZDAfth FERERS D B BHEFE BB F0oL
O 2% EAKR. R
ELEH. FRO LU
REO LR, RIERE. &
R

) REHEEIEEEE T ZEBEBICBUSIXTSIT Y —LF MY
Th TEFTVY VKHHKRO T T ZAuvA Ty O3FERSD
REE TOBKRBROBERTAATE &0,

12. EEFREERBRICKRIFTHE
(AU NI I— - OV OREDMED)
12.1 AUONTI— - EOVYDREHELDEE
GRSV =LF NI LEOTa Ry T el
=T XV K. VT AuvA T ED
FAEMEROA b=y — LORRAHR B EK TEE
TlE. BCIRFBMZ RO HIE P BIEME I 22 2 R[S
HAHIH. BC-RENSRBEICLA2BRENEZITH>EA
&, Ih e 0RO SKTHRLBLEDR S TERT %
ZENEF LW,
14. BRLOFE
14.1 ERIZMHMFOER
14.1.1 PTPAIZEDOFHFIZPTPY — A SWMOH L TR %
kAfgMd s L, PTPY— FOBEMKICE D, WL
AERABEEREARA L, BICIEEL2 B LTHERE
AREOEELAIEEZHFET A ENH 5,

14.1.2 KANIBAEFETH O RAICH-->TIE. BALD.
B2 08TIC, DALETLOEERT S &,

15. ZODMDER

15.1 BRERERICE D 1B

15.1.1 AFOEHBEGHICREOE R — 2ROz & OH
EWH %,

15.1.2 BN B 2 EROBREMIEL T, Tu bRy T4V
LYy —IC X BIBEICEB W TEERIE IS IREHE
. FESIER. BESTOY R 7EBMSAHESNT
W2, Fio. BHEROESM (IEDLE) OnEL%
FBET, BITOY AT ML,

15.1.3 BIHC BT 2 EICAREE 2R & L EHOBEH
®"C, Tu bRy TS ey —2HELEBEIC
BOTTZOANITIIL - T g 74 VNI K B BB
e ) AT E SN T WS,

15.2 FEERIREER ICE D < &R

15.2.1 5 v MiZ5mg/kghl L2 2R O#KS Lz BRI
BWT, MTEHICHLF ) A ROREDPHALNT-ED
MEND B,

15.2.2 B¥EE (5 v MEOHKS25mg/kgbl ) CTHIRIRE

BEROMFY A aF OB RESNTVREDT,

HERIZH - > TISHIRIREREICERE T 5,

v MIEETHAHT VT TV - (50mg/kg/H)

TEFT T VKR (500mg/kg/H) KT T T A

u~v A (160mg/kg/H) = FA®SE LT,

BEYTOBMEOERE & B IZRIBOREIMH 1R

MROLENTW5,

15.2.3

16. FEMENRE

16.1 MRE

16.1.1 SRTFSY—ILF MUY LBRIZS
RS F1220mg 2 /i B N XIS BRICKE RS L7z
R D ERE BICHH L7 B/ ST X — % OF19fE
ZRIORTY. [16.2.1 BH]

BEI R OEMEHE/ ST X —5

Cmax tmax AUC
AN
Bt (ng/mL) (hr) (ng - hr/mL)
FMEET 437237 3.6%£0.9 937+617
B 453+138 5.3t1.4 901 £544

(Mean=S.D., n=12)

F7z. BEMABTIC5mg. 10mg. 20mgziEAB R T
REHE UI-K (55HH) OEMBRE/NT A —513
DFRoEBY ThHBY,

BRMASTFICBT 5 ERSR (Smg. 10mg. 20mg) DI
FHIRT T —)LF M) T LOEYEEIST X —4

U L Chmax tmax AUC tin2
B58E | RRE (ng/mL) (hr) (ng - hr/mL) | (hr)
5mg EM* 146+56 3.0 (2.0-4.5) 23697 1.8+0.9
PM* 252+55 [2.5(1.5-5.5)| 585*137 [4.2%0.5
10mg EM* 383+83 |3.3(2.0-5.0)| 539£200 1.5+0.4
PM* 509+64 2.8 (2.0-4.5)| 1230%£200 |3.8%0.3
20mg EM* | 654+348 4.0 (2.5-8.0)| 994+477 |2.3+1.4
PM* | 822+232 |3.3(3.0-6.0)| 2331663 |3.7+0.3

(Mean=*S.D., tmaxldMedian (Min-Max) ,EM n=16,PM n=8)
MAFR#EEESR 7 b 70— A4P450 2C19 (CYP2C19) FIANZ, Fi#E
BFEEDFESND,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1/23 1%
CYP2C191/3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X &
CYP2C193/3

16.1.2 3RIHA”RS
BEBRABTICINTSY—)LF Y7 420megH . 7
EF TV AKHMMTS0mg (Fffi) . KOV Z ) A<
A 2 >400mg (J7ffi) Z1H2E7HRE (§F12[]) RERZ
D5 LIBOSRTS Y —)LF h) o LD E)#E
ISTA=HFLUTROEBDTH B,

BEMABEFICB U 23FIMARERSHOMBEF IS S
V—)LF b LOEYEREIST X —F

Crax tmax AUCo-12 ti

(ng/mL) (hr) (ng - hr/mL) (hr)
EM* (n=15)| 578+293 3.0 (2.0-4.0) | 934%438 | 0.72%0.19
PM* (n=4) | 948+138 |3.0 (2.0-3.0) | 2600+474 | 1.80+0.32

(Mean=S.D., tmaxi¥Median (Min-Max))
MAFRHEEESR T b 70— 4P450 2C19 (CYP2C19) F#IANZ, Fil#E
EFREIE DRSNS,
EM (extensive metabolizer) :CYP2C19*1/1. CYP2C19*1/*23ix
CYP2C191/3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X &
CYP2C193/3
F) AZAERCHRE BE. RACEIRT IV =L YT LE
LU CIEI0mg. 7EF ) KMYE L CIETS0mg (F1fi) &K
U F) AuvA > e LTIER00mE (F11fi) D37 ERFIC1H2
[\, 7THEBEOHEST %, 28, 77 ) 20~ > 2id, BEIZL
CCHEEET S ENTE S, 12720, 1E400mg (F11fi) 1H2
[|% FRET 2] TH D,
16.1.3 EMFHIEFEHER
IR ZI—F M LEEIOmE [ 37 7] &89
Iy MEIOmgZ, 7a x4 —N—FEIXDFnEhl
§ (575 LF U LE LTI0mg) BERA
BAICEERERFEO®RS U TSR R 2 LAREE % 8l
ﬁb\ BonNiEYEEIST X —% (AUC\ Cmax) Iz
DUV TI%E X ENE I TREH#IT 21T > 72/ R, log
(0.80) ~log (1.25) O#EHENTH V. WHDEDF

RIS PTER S h iz,

HENT A= SENRTA—F

AUC(HZ Cmax tmax ti2

(ng - hr/mL)| (ng/mL) (hr) (hr)

SRT SV —=)LF h) 7L 503.90 305.66 3.3 1.29
#El0mg [ 37 7] +194.01 +118.46 | +1.3 | £0.71

o . 491.81 292.77 3.7 1.21
ULy REEIOME | 19755 | £123.95 | £1.2 | +0.55

(Mean=*S.D., n=46)



(Mean*S.D., n=46)
250 —— IRT TV —)LF M T LEE
- 10mg [r377]
ik ---0-- %) Ty bELOS
9 200 b
T
x A
% 150
(4
&
i 100
3
50
0 4 . . . — :
0 2 4 6 8 10 12(hr)

i

MEFFEES NICAUC, CoaED/85 X —& 13, #hE
FH OB, B ORIEL - BEEORBRSEMFICEL -
THEZ DAL D 5,
16.2 ORUX
16.2.1 BEDORE
BRI AEFI220mgZ B N L BBICEORS Lz
. BRES TIEEETRSICH UtnadS] . 7R ELE
T5EEBIMITEFEEDIZEDSNTWAY[16.1.1
]
16.4 {5
TR A B T1210mg. 20mg# FO#E 5 L/’ o miEHh
OR#WE. FICFERENLRITRKIBICEDER LT
FI—-FNETH > TOMITHFREERZF 70—
2P450 2C19 (CYP2C19) »E5 3 % Bt X F V1L KIS
1K VER U7X F LK, 3A4 (CYP3A4) HREET
B ANAMERIBIC K VER L7z ZVAR MEDRD 51
72098, 110, 28]
16.5 HEtt
BB T1220mg 2 RO E L5, H54%2480
ETICRFIITIRT SV —LF )7 LDORE(EIZHE
HENT, REMTHE I LR VEBERTZDO )L 70O
VEEAA AR EEDN29~40%. AV H TV — LVEEE
ERD 13~ 19% R S 7))
16.7 EMEEIER
HE (A ATV —)) CHR#MEEEF b o—LP450
2C19 (CYP2C19) ~oR#FEEICL VEEEHIRD
ENTVWABIYTENL, TLT77UY (R-TLT 7Y
V)R LTIRTTI—)LF MY LT NS DEH]
OMHABEICHELEZ W ENRESNTWVWS, &
-y BE (52U TS5U—)) CHARBEESEF Mo —
LP450 1A2 (CYPLIA2) OFHEICXVHEERANRD
LNATVWAETF T4 I LTHIRT T —)LF b
U?f@ﬂ*%ﬁt%géﬁi@w:tﬁﬁ%éﬂfw
%)6 7 o
Z it
FRTFU—LF b LESMg [F3I77] & [&8
R HFOEFMA O EMFENRSERBE T A T4
V] KEDE, IRT T —)LNatEsElOmg [+ —/\F ]
RIEERIAIE U L&, BHEEHSREF LS N, &
IR RS L B S NY,
17. BRRRLE
17.1 BMERUREMICET 25 ER
(BiEE. TTEEEE. USHER. URMERER)
17.1.1 —RRERRABR N U EERLLEEER
BEE. TEBEE. SREEER R OYETEE
2R RICIAEI0mg X 1220mg % &5 U 7o — % il B it
BREROCZEE MR (RSHR:60~8EM) DRE
BTREOEBYTHBHY T,

16.8

RRER kAR S

BiES 94.0% (189f51/20111)
+_IEBES 99.4% (159%11/160/1)
IR EE A 90.9% (50f1l/5541)
W& ERIE S 83.3% (10f1/12451)

F 7z HoR BARETAIERGUE O T E BB R 2 /R
1H1[E10mg % 24 B 5 U - R EE (ZEERH
RER) 0B B NHRBEMIEEFRRILTS.6% (33641/424)
‘(“% D 7;:18)0
BEEAERCHBOTO N VRV FA v ey —iRE
ICERET MR AEEREEENRE L RE58H
BORRBHREICEISBHRIITROEBOTH-
7219, (7.3 8]

1[8120mg 1[8]10mg 1[E20mg

L1H1[E 1H2[E 1 H2[E]

Sk 58.8% 78.4% 77.0%
(60f51/102431) (805il/102451]) (7751/10041)

grade A KU 65.1% 87.1% 79.5%
grade B* (56f5/86%) (74151/85/41) (66f5il/8341)

grade C KU 25.0% 35.3% 64.7%
grade D* (451/1651) (6%1/1741) (11451/1741)

1) SRFFY—LF b LI0mg/H. T2V 75V —L30mg/H.
F A 75—V 20mg/H % SRR L% 544 12 RGBSR E
IR

MO BV ANE (HE2) ICK2EEE

BEABROHEO O S v RY 7oA e By —ink
ICHRHUIE™D DM BB 28 & MR & U e MERpRIE52E
BEONRSREIC K2 IEFFER (PREGE) ITE
DEBYTH12,

FEEFEROREEY
1[10mg 1[8]10mg o /=
IR 1M 1A 2 (OB LR
B 552 8% D 44.8% 73.9% 29.1 (18.9, 39.3)
FEFFHR (73/163f) (119/1614) £<0.001

a) 10mgl H2E-10mgl H1[El, b) x*5E

E2) SRT 5V =T b7 410mg/H - 20mg/H. TV T 57—
L30mg/H. & A7 5V —=L20mg/H. TV X T 5 —)120mg/
H & 8EMLL L3551 RIS IS MERRIE R ICHR

GEU'S A EBRIERAE)

17.1.2 _ES5RHEEAER

VS AEE EEMTE 2 NRICIH1E0mg Z %5 L
E_EEBRLEREE (RSHRAER) CBT 20
IREIRDFERHAER K EMARIL, Th2n43.6% (44
Bil/10141) . 55.4% (56%1/10141) TdH -7z,
EIEA X, 10mgt 5 D 10261 #1261 (11.8%) 1258
5N7c. ERBIERIZ. EM3B (2.9%) KUOEEE
w26 (2.0%) TH-72?,

(ERE7 AU VESKICBIT2BEEX I+ ZEEBEED
EBFEHED
17.1.3 Z—ESRHEEEER

BERE7 AU >~ (1H81mgX1x100mg) DRSS
EREE L, POBBENE T EBEEORERE
PETHEELZNRE L ZEEHHERB O R,
Kaplan-MeieriE 12 & D #E7E L 7= H 524E R % O B iE
fxﬁ+:%%§%®$EE%$uF§@aﬁoﬁ
D70

BIMERIE. SARTSYV—LF b)Y L10mgik 58T
157fFR 1441 (8.9%) 5mgt% 58T 1566176 (4.5%)
RO 5Nz, FEHBIWERIX10mgH 58T N & g
EE20 (1.3%). SmgH BT TRI3A (1.9%). FFF
BERHE 261 (1.3%) THo7?2,

1H1E5mg | 1H1E10mg it B
(150f1) (1514) (1514)
F R 4451 2451 32451
e 52451% O RREFHRY 2.8% 1.4% 21.7%
(95%(E#E X ) (1.04, 7.17) |(0.35, 5.51)|(15.84, 29.27)
SRR BN — R 0.11 0.05 _
(95% (5 HE < fHl) (0.04, 0.31)(0.01, 0.23)
PIEY P<0.001 P<0.001 -

a) Kaplan-Meieriic & 2#E, b) Log-ranki&E., c) Iz T 7L
J > (1[E50mgl H3[E)
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At Risk Fe5-BaG 2> & O ()

1H 1M 5mng 150 150 139

1 H 1 [10mg 151 151 142

pogie 151 151 114

Kaplan-Meier# iz & % BiEE X3+ 5 E5 O REHHE




S50, BEELE. SRTITV—LF M) T LE
BARS2ERMMG RS Lz 5a (RETTRATOEM %
5). Kaplan-MeieriFIc K O #E L BEEXIE+Z
EHEEOREERRIL. 1H1ESMgT3.7% (95%(F
#8 X [:1.53,8.64). 1HI1EIIOMET2.2% (95%f8 & X
B1:0.72,6.75) TdH o7z 2B, HE2BELIE,. xHE
BlEoRTIY =) MU 7 ALHIESmg X 1 H1[E
10mgict) V& 2 ¢, JASLAMMERS LY,

(BBEXRTZEBERICSIIZANUINTII— - EOVD

FREDFEERD)

17.1.4 EINERRHER
ANYanyy— - vy Bto 8B5S+ ZEBE
BORBEEWNRE LZENOBEKRE (XTF7Y—
LFRUTL TEFTD) VKROS5 A0
<4 Y OIH2E7THEREORS) KB 2RERIZT
ROEBOTH B,
BMERIZ. SRFSV—LF MU AI0mg. 7EF
) KT 0mg (Sifi). 7 F ) AavA vy
200mg (F1ffi) #5112 & 0. 1296154041 (31.0%) I
Boon, EugERIETAIL6N (12.4%). #IE13M4]
(10.1%) Tholco £low IRTTV—=)LF MY T L
10mg. 7EF> >0 RKMM750mg (F1f). 75
AT A ¥ 400mg (FIMf) %512 &0 123615564
(44.7%) CEIWERD R 6. E2EIVER X TH264
(21.1%) #ME1361 (10.6%) BRREEFE136] (10.6%)
JEE7H1 (5.7%) Td 727,
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575 J=LF b7 Llmg

/7 §.0% | 8B3% | 85.7%
TEFY VY VKAT0mg (1) | 2/ H
3 med 5 e ) (STOV/H) | (4551/5401) | 10281/ 1199
5R75 =) F } )% 4l0mg

/7 89.7% | 81.8% | 89.0%
TERF YY) KET0mg (Fff) | 26/ H
552074 ¥ > 40mg (i) (61151/681) | (3661/414) | (9741/109()
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+IEREES I T AREOBRRBETY ICBWVLT D,
FREEOBENR SN TNEY,

*) FEAOHBESE, ROESHEIEITRHOEBOTHD.
NOARAERCHE S 3R 5,
FRFFY—=)LF U LELTIENME, 7EFTIY
>OKFIP & UCLE1000mg (i) KO Z9 20v A ¥
> & LCIES00mg (F1fi) 03F%1H2E. 7H & O#%
5
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3+ ZHEBEEEORELNRE LENOMKE (F

XTSI =)LF NI TL, TEFTID) VKRS

A ME=FY = Lol H2E7THBRO®RS) 28055k
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18. ENEIE

18.1 {ERER
SR —)F b U AIZERS WO B AR TIE
B (27207 I RE) 2. Fa kR (HY
K'-ATPase) OSHEAZEA L CBEREEZHEEL., B
FWEMET ZY, SSHICEESNBEREEOEEI
3. EIEREAMD 6 OEYOHEED 5 WVIET VY F 4
VK BEEEROHEESEEL TWEEDEEZ SN,
ZOM, TLVYFF Ik o CTEEEENSEE T S EE
HHIERE B,

18.2 BEESWHINHITER

18.2.1 EEMABEFICBIFAH A MY VHBEEB WL, 1

H1E10mg# 5. 1H1E20mg 5 T & b ICR 58 H»

SEHLMEERAZR L, #E51IHERUTHEOB S

WEOREARIZIALEI0MgHE S T72~76%. 90~96%.

1H1[E20mg#% 5 T88~89%. 99% T %3 ¥),

U REHERERICBIAYTFIILTAL 7Y v

AMPHIBIC & 2 BEEDWZIEIT 2% (in vitro).
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U UHBEBEEBOW. XNICT Y MICB I AERER Y

WO A% I VRS B w5t Uss ) s Hi e A

;{&%—9’—34)~36)0
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18.2.2
18.2.3

18.3 BApHLE{EA
BRI ABFICB T 5 BEWNpHICH Ly 1H1ESmgH 5.
1HIEIOmgH 5. 1H1E20mgk 5 TE b IcEHZ LR
ER %R L. #55H B 0248 H I pHALL b % 7R 9 I
OEIEIFTHIESMgH 5 DEM* T46%. PM*T63%. 1H
1[E110mg# 5 DEM* T58%. PM*T72%. 1HI1EI20mgi%
SDOEM*T61%. PM*T76%Td %,
MFR#EEEF b 70— LP450 2C19 (CYP2C19) EHENZ, T
EECETFHEIDSEEI NS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1/*2
WIxCYP2C191/*3
PM (poor metabolizer) :CYP2C19°2/°2. CYP2C19°2/*3%
1ZCYP2C193/3
H', K'-ATPasefB={EFR
7y BRI L DB -H K-ATPaselcxf L, 58 FE
EZERZRT® (n vitro).
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Fv AW EEREED 2 WVIZERBRERL (%
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TEBER ® % W IZ BRSNS 2R T30,
18.6 {EFIER
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L OREEE RSO LI EICHBHEEZLENDND,
18.7 FREZIR
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M) LRIADZ KD, HEDESBDSNZY,

19. B ICEET L FHFR
—MBRIIETR D TRT T —LF R YT L
(Rabeprazole Sodium)
: Monosodium (RS)-2-({[4-(3~
methoxypropoxy)-3-methylpyridin-2-yl]
methyl}sulfinyl)-17/-benzimidazolide
7373 CisHoNsNaOsS
& 1 381.42
MR 1 SRT T =L F MUY LIZHE~BEREOREKT
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VBT T 0
AfmiZ0.0lmol/LIKER L F U 7 LFIKICIE T %0
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20. BURVL EDER
20.1 PTPEEIZ 7 L IWFER. NTEREIMARR. BR2
BT TREFET S &

22. G

(SRTFSY—=ILF FUDLEESME [F=T7])
1005€ [1082 (PTP) X10. ¥EAIAD]

(SRTFSY—=ILF FUDLEEIOME [T=ZT 7))
1005 [1082 (PTP) X10. #EAIAD]
10088 [RUTFLrEY NT, BZEFIAD]
14082 [148% (PTP) X10. EZ/EAIAD]
5005 [108% (PTP) X50. EZEAIAD]
7005E [1488 (PTP) x50, ¥ZiBAIAD]
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