k202657 HUET (584hR)
* 20264 G (33hK)

7u b Ry FIHEH
SRS —)ILF MY T LEE

B REERI RS
872329

SN\ TS5YV=JUNaz20m:zn

B BERF
BHHA - 35

RABEPRAZOLE Na TABLETS

RRES
HR7E B %A

22200AMX00664
20104114

2. B2 (ROEBEICFBESULENCE)
2.1 RADREST I LiBEEO IR D & 5 BE
22 YLy ViEEERREROBE [10.158E]

3. #8m - IR

3.1 #8mk
e 44 SRF5 YV —)LNafE20mg [YD]
BRI 18, ST 5 —)LF Y7 420mg

D-v»=bt—, B{tMg. Elu—R, kKo
FyFuitilu—R, #HlLAa—ACa. AT
7Y YEBMg, TFILELO—A, SO AT—2R
TINVBIZATIL, Ut VIEHFBI AT,
BitF v >, ZZEEsk. AvFonNay

INA]

3.2 BEI DMK

fR7e# 5~ 75— NaE20mg [YD]

AR - A WHEEOBE7 A VAI—T 1 VT §E

St Skl
IS (Fpe) (Rgt) =

B #97.2mm
B #3.8mm
HE 142mg

4. FNEEN ISR
BEE. T-EBREE. UEHER. ERtREN.
Zollinger-EllisonfiE{®8$

5. BEERIIRRICEBIET BFR
AHOBEVERICLIEREBRT S ENFHLHDT.
BHETRVWCEEERDS A/RETH L,

6. iERUHE
(BiEE. TTEBES. WEEES. Zollinger-EllisonfiE
=85
EHE. BRACWEIRTIY =L+ Yo LELT1E10mg
Z1H1EREO®RET 525, WRICE D 1[E20mg % 1 H 1[EFE
O%59452EDTE5, 28, BF. HEE. WaKE
BTI8EME T, +THEBBEE TROERME TORE LT
2o
(ETRMERIER)
WHREEEAOBEICBL TR, BF., RAICRSATS
V—=)LF bUULELTIEIOMgE I HIBEOKRS T 5
A RRICE D 1EI20mg % 1 HIEREOKE T 52 &N TE
%, 2B, BY. SEMEFTCO®RE LT B, £z, Fa v
Ry TA ey — I X B BETHRATS2HE, 10
10mgXix1[E20mg# 1 H2[E., &5 IC8HAMBEOHRET 5
ZENTED, 272U, 1EI20mgl H2[E#: 51X ERE DMK
BE2ETHHEICRS.

7. BERUAZICEET %8
(BER. T-ERmEE. WEEER. Zollinger-EllisonfiE
8%
7.1 FIRAE L WA R OB - B o0B&1C1E20mg
ZIHIEHE TS5 ENTE S,
GETRMERER)
7.2 P E L WIBAROERE - BEEOHEIC1E20mg
ZIHIERET 52N TES (FFR - BRERVET

WREREROMEFEE, Yubr Ry ey —
I BEBETHRAT I HHBEERL ). /s T by
Ry AL ey =L KBRBETHRAT 2 EBEH I
U1E10mg¥id1E20mg#% 1 H2E, & 5I1C8iER%ET
LA, NHRSERECTHREEERMGEL TV L
CERMRT AT &, B AHINE20mgd 1 H2[E#E S
. IRERETEEOKEEE LR LIHEICRS
[17.1.128].

8. EELREFWIR
(GhEELLE)
8.1 AAIOHEHITIE, MHEBEPCFERICER L. BRI
MEARARE - MRECERREZITO CENEE L,

*+x8.2 AAORMBEGICL VB TR VT LMENHSDND

ZENHBHOT, KEl=ERBREGT I, EHICIM
YR LARBEEZRIET S &, [11.1.115H]
(BER. TTiEBEE. WSTER)
8.3 BB+ THEVWD T, MFEEICIIHWR
WZENEFE L,

9. BEDHRZHTIBEICHI IR
9.1 GHHE - BIFEEDSH S EE
9.1.1 EYBRECKEENSH 3 HE

9.3 FFEEIESRE
FFEZE S CHHMERE DS H % .
9.5 #1i%

FEIRSURIEIR LTV B ATHEHE O 3 B R IC AR L0
WA LE S SIS N2 BEICOBBET
Cr. BMER (5 MEO400mg/kg, VY FEE
30mg/kg) THREHEE (5 v b TIREBE. ¥ FTH
HOET. (LEHEBIE) AREIN TV,

9.6 1E3LiF
WEEOEREROBIEBOEREEZE L. B
W ERET S 28, BMER (S5 F) T
HHPABITT A EPHESN TS,

9.7 INR
NREZEWNRE UBRREBRITER L TLan,

9.8 EEE
MEBEREORERN S 5 b N B RKET 528
BEICRETHZ L. ARREE LCFBTORBE SN S
B, ERETEIFRESIETLTLAZ &S, BIfE
Fitid &b o END 5,

10. tBE{ER
AR ORBIITAFRBEBEREF b7 0 —2LP450 2C19
(CYP2C19) K U'3A4 (CYP3A4) oEE D SN
TWw3, [16.4%HH]
Tz AHOBBESWINEIERICE D FHRER DRI
ZEEIIMETHEHDH 5,

10.1 HAER HALBWLI L)

HHI2% ERAEIR - ' A W - fEmRET
VLYY VIEBRIE | VLYY VIERRE | AH o8B oW
(2250 1) OERZREET 28 |[EHICED. BApH
[2.22H] ENDH 5. HERL., VLY

U IR IE O IR A
HERL. yLrELEY
oM BE KT
THZENDH S,
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10.2 HEEE (HAICEETSIE)

SEHI 2 F BRI - $EE ST W - fElRE T
vaxvy HHFEEH O i PR EE | AR O B B 53 WA
AFNIITFRT BERTEHZEND | ERICKD. BApH

% ALEF L. HFEEA
DR Z{EET %o
A FarJ—J HHFFH O iR A | A H O B il
FI45=7 PERTI2BENH | ERICKD. BApH
H%o ALEF L. HFEEA
DRIz WE 9 2 B
TN H 5.
KBAET N I =7 b | KRB G ICHA | EFREARTH 2.

I - Kb~ 7 3
> LAEROHIEEA

R A I R AR AR .
BRI 5 1 R R AR A
T4 I 55 P i R
WMTHBEPZLZL
8%, 6%BETRLz&
D|ENDH 5.

A BB LFF— b

AMMLFEF—-FOD
MmHRED» ERT 2
ENHBH. mHE
DAMMLFH—L
e HREITHHBEI.
—RRICAR OHRS
Elky s Ez®E
BIsI L,

B IRHTH %,

11. BWER
WROBWERAH6bNBIERHHDT, BELE2THIC
T, BEFRDONTHEHICEBEEZPIET 54 88
P MEBEEITH T &

11.1 EXIGEIER

M1 Yavg BHEEARH), PFI7453Fy— (HER

B)

11.1.2 AMERRES GEERE)., BENINE (HEAH). M
MRS (0.1%:K1) ., BIEEm ($EEAH)
11.1.3 BIRERFR (BHEEREA) . BTEEEEREZE (0.1~5%HKH) .

BE (HEARH)
11.1.4 EEMAR (0.1%KH)
FEEL, M. IPIREEE, EORE (BEE) Er/F
B 5 NZHEITIE. ER I XS ORE 2 £
L. AFlO%EEFIET AL b, BIBRERLE
CRIOBEEDOHE R NBEITS &,
11.1.5 REREE (BEEAH)
HEERKEIFEMMAE (Toxic Epidermal
Necrolysis:TEN) . REHBEBREMRE (Stevens-
JohnsonfEMRRE) . ZHRAMESHODLND I END
%o

11.1.6 SEBEE (HERH), HEEER (EERH)
BHEEME (BUN, ZL7F=0%) ITREET A
&,

11.1.7{8F U S LMAE (BEEAH)

11.1.8 1&REARIRRAE (BHEAHA)

. B CKER. MPRTRRIAZuE
v ERERHE T HEBHMBES D 5bhd I &N
H%o

11.1.9 \{HEE GHEAH)

11.1. 108 4RRE (S REA)

TAR. BEGH. REYNHE. U, AL, SR K
BREENFHLDNEZEDDH D,

11TV HEY T2 YD LIE (BEEARE)

AEOEHHREGICED, QTERE., &E, LUOh%Ez
ESESTX VI LMENH SDLNEZIENH B, &
7oy B 7R AMAEICER LR AL Al
E. BAHV T LAMEEOBRERE 2O BENH
o INSOBEMERENREDLNIIERTS D SbNT
BEIE, P72 A BEORIEZTV., BE
BEDONTBEIE. Y TRV T LOMIEEDEY %
WBZT> &, [8.28MH]

*%

11.2 Z0HDEHER

0.1~ 5% 0.1%A SEREANER
BEE 5. BRERK E. 752
iiiki.3 HIMEREAD . B | FmERED . 47
MERBEA ., FEE | REREZ, V>
WL, Hif ISERIFA
JFF I AST. ALT.|®REYLE D
Al-P, v-GTP. | bE&
LDH® L&
fErReR I E_E5 BiE
LR fEf. TR, 8| ER. Bk, 7 | &R, B, B
W, BR. | YV YE. B [ MERN KB X
W% 7zh. 0. &| (collagenous
AR, i colitis.
lymphocytic
colitis)
RrER | R DEWV, S5O | AR, B
&, BRA. UK
WA, FIESRR.
BHET. OO
Hoh, KREY
Z At Wavzxaro—|»9HE, ZE ( HOL5D%,
U RPERRRE - | BRI, A | BIETE. AR,
BUNO LR, B |HEE. LUOL | B7YE=TM
HR, MHTSH| & CKOER |, RHLIE
Hh

F) FBUHEZMERTRREZ & T,

14. BALOIER

14.1 FFIZMIFDER

14.1.1 PTPEEOEAIZPTPY — F oMY H L TRAT %
LOEET L L, PTPY— MOERMKICE D, O
AP RIERBEATIA L, EITIZEELZ2 B U THER
MREOEBLAIELHRET S5 EFH 5.

1412 RAIBERETH D RAICH 72> T BAZD,
B8, O ETEOEFERT S &,

15. ZDthDEER

15.1 BRRERICE D B

15.1.1 RKFORHBESFICEREOER) -7 2Rz & OR
E05H 5,

15.1.2 BN B 2 EROBEMIET. Tu bRy T1 >
Ly —IC X BIBEICBWTEHEREICHES IREEE
. FREEERT. BHESHOY X 7EMPRESNT
W5, [, BHEROEHE (1FDL) onEx
RI7-BET, BITOU R HEML7,

15.1.3 BB B FICAREE 2R E LIEROBEN
®CT, TUbRVRYTA Y — 25 L-EBEIC
BOWTIZOAMNIITL - T4 74 VINILKBEBR
L) A7 EMARES N T WS,

15.2 JEERAREBRICE D < fEER

15.2.1 v bic5Smg/kghl L2 2FEMBORSE L - BB
IZBWT, MTEHIZALF ) A4 FORESAONIZE
DOWEDTH 5.

15.2.2 #WERK (T v MEOKE25mg/kgll k) THIRF
EERVCOFY A Oy D OEINIPRESNTWED
T [HRICH 72 > TIEHFRIFEEEICER T 5,

16. ZYENE

16.1 MARE

16.1.1 SAFSY—ILF MU D LBEIES
RSB TI1220mg 2 R T XITBRRICEOKRS L
TR OWERE B ICHH LB T X — 5 O
BEERITRIT D, [16.2.1%8]
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BRENERBEOMBHR ST SV —)LF b 7 LDEY
RBINT A —%

Cmax TmaX AUC
2z
eiall (ng/mL) (hr) (ng - hr/mL)
HET 437+237 3.6%£0.9 937+617
B’k 453+138 53*x1.4 901544

(PiofE + EHERZE, n=12)

F7z. BEBRABTIC5mg. 10mg. 20mgz AT
TREHRSG LIz (55HE) OEMBEL/IT X —
FRIHUROEBYTH B2,

BEBRABFICBT 2 RERSER (Smg. 10mg. 20mg) ®
MEEH S5 RFF =) F b T LAOFENEENT A —5

T A g
RS R R <n(g:?‘$u S s |
Smg EM* | 146+56 [3.0 (2.0-4.5) 236+97 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 |2.3xt14
PM* | 822+232 (3.3 (3.0-6.0) 2331+663 |3.7£0.3

(Pl £ R TnaxldHRME (B/ME-RAME) . EM n=16.
PM n=8)

KAFRBEIEERF b7 u—L4P450 2C19 (CYP2C19) E£IHAIZ, T
BEFHEIOFHESNS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1
/*2XAECYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/%*3X
1ZCYP2C19%*3/*3

16.1.2 EYMFHIEEF IR

IRF 5 —)LNagE20mg [YD] &/8U T v M
20mgx 7 U AL —N—HICE D ENENIE (TR
TS5V —=LF MU T LELT20mg). BEBRAET
20Z MR BEERR OIS LTl S XTS5 — )L+
FU Y LREMFREZRIE LTz, B5h/-EMBE
NFA—=% (AUC, Cmax) DV THEHENT 21T -
TAER WAIOEMZENREESHR S,

HENT A= BEINSGA—F
AUCO—IO Cmax Tmax t12
(ng + hr/mL) (ng/mL) (hr) (hr)
FRTFY =N 861.9 501.6
Naji20mg [YD) |  +264.8 +1625 | 28%07 ] 1.0£02
NAUESURN 853.3 545.6
20mg 3106 o500 | 3507 | 0.9%0.1
(Pl 1R 2, n=29)
(ng/mL)
600
—— FRT5 Y — )LNajt
500 20mg[YD]
i 400 + 78U T v ME20mg
1 300 (CFHE EHFEZE. n=29)
b
g 200
100
O¢ °

#E5&ER (hr)

MEEFREN KICAUC, CraxFD/XT X =513, HREORR. RO
FREXEIE - R ORBRSRMEIC K > TR RN D 5.

16.2 TRIX

16.2.1 BEOE
BEBEABFIC20mgZ iR T XIFRRISEOKES L
7ol BRES TR THREICH UTnaxh 1.7 1
BIEY 5 & & B ICRPUCEEEZEPRDOSR TS,

[16.1.128]

16.4 X
BERERABETICI0mg. 20mg2F %5 Lok
OB, EICIEBENRITKIGICE D AER L
FAI—FNMETH 7. ZOMICHFRBBERF N
T —2.P450 2C19 (CYP2C19) AE5 T B A F L
{ERIBIC & 0 AR L7 X F Uik, 3A4 (CYP3A4)
HEET 5 AN K AMCRIGIT L D AER LT ZILA gD
TN, [10.28]

16.5 HEtt
BERABTI220mg 2 ROHBS Lziga. B51%240
% TICRPICSRTT =L F ) 7 LA DORELEIZ
WmHENT, REWTHE2HINVRVBIERTZDO T LY
OV BAAKSRESEDN29~40%. ALHTY—)L
BHaaENR 13~ 19%HRt S =D,

16.7 EIHEER
HE (A XSS5V—)) THREBERF 70— 2L4
P450 2C19 (CYP2C19) ~oR##mEIC L D HENE
HAZRDSNTWARIYTENRL, TLT77Y Y (R-7
L7 7)) IR LTIRTSSTV—LF NI TAhlEIn
SOHEHOMAEEICHEEZSI LW EFRESNT
Wb, £z, HE (S5 V—L) CHREEERT
F 7 a—24P450 1A2 (CYP1A2) OFHICXVHEE
TERDPROONTVNETF T4 ) VI LTINS
V—ILF MU LM REICHERS X 2T LR
EEINTWVBEI0),

17. ERPRRE

17.1 BHMERUREEICREET BHER

17.1.1 —RRERREEBR R U —E5 R R
BEE. + HEEEE. MRt EER RO EHREE
ZHRICIH1E10mgXid20mg % %5 L 7= — % R
AKXV _EEMLEAE (RE5HH:6~8EE) o
BHEIE TEOEBY THBN10),

FGRPR R W EAIR

=R v 94.0% (18941/20141)
+ZiRRES 99.4% (15943/16041)
MR RE % 90.9% (5043/5541)
W& R 83.3% (10fi/124)

EERAERCHBO O MR By —iGE
ICERED OMHERBEREE 2R E L KE58HE
BONEBEBREBEICEZBERITREOEBDTH-
7217, [7.2208]

1[E20mg 1[810mg 1[8120mg

1H1ME 1H2[EH 1H2[E

24k 58.8% 78.4% 77.0%
(60f1/10261) | (80%1/102%1) | (77{5/100%1)

grade AKUD 65.1% 87.1% 79.5%
grade B* (56/1/86/) (74151/8541) (66£41/8311)

grade CKU® 25.0% 35.3% 64.7%
grade D* (4%1/1641) (661/1741) (1141171 7%1)

F) SRFSYV—LF )T A10mg/H. 5>V 75V —L30mg/
H. X755V —)20mg/H % 8BEMLL L% 54212 RIARE I3
FrEERICER

oY B ARG (WE2) ICLHEERE

F 7o, BAREERABICBOWTCERApH ERERPIAN
TV —F )T ALIHIE20mgHRETLHLE
10mg#HGICHRTHELS . EAEEBIINT 55T
FY =)+ U7 LLHLE20mgH 5 OF AR
5N TN5310),
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18. EMEIE
18.1 {ERHER
SRFF —=)F b7 LGB IR O B SE TR
Mk (AVT7 227 INE) Kb, TabrRyS
(H*. K*-ATPase) MOSHEZ &M L CBRIEE2H
EL. BowENGET 5, SHICHESNBEREED
EIEIIE. FEIERRALY 5 OEYOER D 5 0TIV
Y FF IR BTEEEOHERPEEL TV EbDEEX
bNb, ZDfh. TV FF Ik > TEEREESEIE
TAHAREM D HERIS N 518~20,
18.2 BEESWINEIVER
18.2.1 BERABFICB T2 H A MY U HBEEE S W U
1H1E10mg# 5. 1H1E20mgk5 T b IcR59
Ha o ZERLIMHEEREZR L. #51HEKU7THED
BrWEORARIZIBELIEOMgEE T72~76%.
90~96%. 1H1[EI20mg#5 T88~89%. 99%TH
221),22),
18.2.2 VY FHHEERERICBI AV TFIULYA 7Yy T
AMPRIEIC & 2 B3I 2H9 519 (in vitro).
18.23 BEEAHIBEHEERICBU LAY IV, RUIHR
MU VHEBERESW. XITT Y MBI SERERE
FWRTERY I 2RI B W LR 22 iiiilfe
%%%119),23),24)0
A XHBHVIET Y MBI 2 BB WIHIER O EE
. fho 7o bR FHERNCHE LEL . H s
AN DI R N29,
18.3 BWpHLE1ER
BFEBRABFICBIT2EApHICN L. 1HI1ESmgH
5. 1H1E10mg#H5., 1H1E20mgk5 TE b ICEH
7 ERERZTR L. #%55HEO248/FIcpH4AL %
AYTREOBEIZIHIBESmgESEDEM*T46%.
PM*T63%. 1H1[E10mgH5DEM* T58%. PM*
T72%. 1H1[E20mgH 5 DEM*T61%. PM*T76%
TH 52,
MAFREIBESR F b 7 u—2L4P450 2C19 (CYP2C19) H£HANZ., T
BEFRIOSEHEENS,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1
/*¥2X1ECYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X
1ZCYP2C19%*3/*3

18.4 H*, K*-ATPasePB=Z{ER
Ty EREL DT -HY, KH-ATPaselc®t L. 3w
FHEMERH 278 9720:200 (in vitro).

18.5 MEEER
Ty MEAWEBEREED S VITERBMERE

(B WRA LA, IKBWRA LA, WMER. ¥

AFT7 IV, HBRE-IY ) —LRUOT7T ALY V) IZHRL.
BOWREBEFR» 2 VWIEMEREREER 2R
423).27)29),

19. BT ICEY 2IE(LZHIFR
— BT TRT T —LF P T L
(Rabeprazole Sodium)

b % 4 : Monosodium (RS)-2-({[4-(3-
methoxypropoxy)-3-methylpyridin-2-
yllmethyl}sulfinyl)-1 4 -benzimidazolide

: C18H20N3NaO3S

1 381.42

CHE~MEOBROMRTH 5,
KICED THEIFR T 28 —)L (99.5)
IZHEF R,
0.01mol/L/KE{tF bV 7 LAFKICIE T %o
gt TH %,
KB (1—20) BhettEzmszun,

%
?.

EDP
SE L B

fesEE=

Na

N g \N /o i
/> \
N 0

20. iRV EDER
20.1 7V I WHEZIIESE BT TRET S &,

22, @R
100%¢ [10%E (PTP) x10. #/RAIAV]

23. FEHL

1) Yasuda, S. et al. : Int. J. Clin. Pharmacol. Ther.
1994 ; 32(9) : 466-473

2) HARNBREBRABMEZ R E LZE38100 iR R
(VYT MEE: 2014FE12A26H AR, HiFERMIE
2.7.6.1)

3) HWNER W E SRR

4) Yasuda, S. et al. : Clin. Pharmacol. Ther. 1995 ;
58(2) : 143-154

5) Ishizaki, T. et al.: Aliment. Pharmacol. Ther.
1999 ; 13(Suppl.3) : 27-36

6) Ishizaki, T. et al.: Clin. Pharmacol. Ther. 1995 ;
58(2) : 155-164

7) HiE=HE fit : Modern Physician. 1994 ; 14(S.) :
38-68

8) AFHH fth : Modern Physician. 1994 ; 14(S.) : 23-
37

9) MERARA M : Modern Physician. 1994 ; 14(S.) :
69-84

10) \BIER fih : Modern Physician. 1994 ; 14(S.) :
85-99

11) #JIIF8X fth : Modern Physician. 1994 ; 14(S.) :
100-107

12) HMHE fih : Modern Physician. 1994 ; 14(S.) : 108-
115

13) #¥#E fih : Modern Physician. 1994 ; 14(S.) : 116-
123

14) AWEE fih : Modern Physician. 1994 ; 14(S.) : 124-
136

15) HHE fih : Modern Physician. 1994 ; 14(S.) : 137-
147

16) FiZ=FK {th : Modern Physician. 1994 ; 14(S.) : 1-

22

17) Kinoshita, Y. et al. : Am. J. Gastroenterol. 2012 ;
107(4) : 522-530

18) E+N\NEHAERTHEHE ENIIEE. 2021 ;
C5995-6001

19) Fujisaki, H. et al. : Biochem. Pharmacol. 1991 ;
42(2) : 321-328

20) BEIRFSEE  fih - HASERZMEEE. 19935 102(6) - 389-

397
21) BHER  fih BHEEEE. 1999 ; 27(4) 1 705-712
22) HEER M ABIEK. 1994 ; 41(7) : 143-150
23) Fujisaki, H. et al. : Drug Invest. 1991 ; 3(5) : 328-
332
24) ¥t EZ filh: G. 1. Research. 1993 ; 1(5) : 493-496
25) W&k fth: G. 1. Research. 1993 ; 1(3) : 274-280
26) Morii, M. et al. : Biochem. Pharmacol. 1990 ; 39
(4) : 661-667
it E%  fth : G. 1. Research. 1993 ; 1(5) : 497-500
Sy MIBIBTACY Y EEBICKRT 2/EHA (%Y
Iy ME 201441226 H AR HREEREE2.6.2.2)
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*24. XHEERERUBEVEDER
BB LT ¢ o 7 ABREH  BE R
LR ETHIR TS 3697 B HI08
8. 0120-647-734

26. BHERTCHRES

*26.1 SHEIRZETT

% BELi-\ ahsak

LR ZELHiEREIE 3697 HHNDS
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