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Rabeprazole Na Tablets

VUYSE 58-S
E)EE-EHEOLSZICIVERT S L

2. B2 (ROBEICEFBZESLEWVWI L)

2.1 RAIO R0 UBBHEDBHERE D & % BE

2.2 THVFULREE. VLYY VERESRESTORE
[10.1 =]

3. #HR% - MR

3.1 #Emk
Wi v A

D-vr= b=, BltzZ72>7 L, &L
lu—Z, eRaFrSoiltilo—2,
FNAT—=RAFN T L, EEBREE NoF
SRTSV—V|HE IRNTSY—=)|vFaltia—2, AF7Y VEv TR
Na#20mg[JGI|F FU ™A 20.0mg |¥ VA, TFLELO—RA, EFOAo—2
THYNVBRIATIV, 7Vt Va2 T
U, B bF Y v BEZTEIEE hLTFY
nNaw

3.2 EFEIOMEIRK

Wi7EH & - Al %ﬁ/ 7(% & - E% Al —F

TRT T = V| RERDIGIET 1 VL Q @
Najt20mglJGl| 3 —7 1 > 75t JG E43

[=XES

7.2mm 3. 7mm l42mg

4. ZHEENIIZHER
BEE. TTEBEE. USHES. WikRENR. Zollinger-
EllisonfiE(=E¥

5. MHENIFHMRICEHET R
FAOREPEEIC L SERZRER TS ENHLDT, Bt
TRV EZERDI ARETHI Lo

6. FERUR=E

(BE%. TTiERER. WSE&ER. Zollinger-EllisonfE(REH)
EH. RAEIXRTTY =L+ M) 7L E LTI EI0mg%
lHI1EREO®REG T 2H, HWRICED 1E20mgz 1 H 1 EFF
A5 352 &N TES, 7B, BF. BiEE. WEHEET
X 8EME T, FEBEECIIoEME TOREET B,

GETRERIER)
PR EEROBBICB LTI, B, BAIKEIRT SV —
LF U AE LT LEIOMgZ | H 1 EREOKS T 55, HK
IZ&D 1E20mgz 1 H 1 EREO®REG T2 ENTE S, b,
EH SLFEEJiTmQE&a“é /-, FabrRyF1ovE
5 —I2 & BB CHER+S745E, 1 E10mgXid 1 [E20mg
=1 H 2@ SHIC8AMBEOREGT S <‘:75§Té°%: AR UN
1 [E20mg 1 A 2 E#%53EEOHBEBELET 555ICR5.

7. BERUREICEET %R

(BiEE. TZiElmES. WEEKES. Zollinger-EllisonfiE{RE$)

7.1 FWRPE L WBEROERYE - #BiatoBEaIic 1 E20mgE
I1H1E#%ET5ZENTE S,

(ERERER)

7.2 FIRAE L WIBEROERME - #ia%E 0510 1 E20mg%
IHIE®ET 220 TE5 (BH - BREZB DRI HE
BEAOHEREE, 70N Ry TA VY —ICEBBET

xiJS'ET+ FRFERRL) . £y T bRy ey —

ICE BB CHRATDZEEITH L 1 [E10mgXid 1 [E20mg
Z1H2[0O, 512 8BRS T 25813, NHSME TRk
BERMBBL TRV ERHERT A&, By AFI O
20mgn 1 H 2 [E# 513, WRERE CEEOMRES € R
L7-5&ICRS [17.1.1 28],

8. EELREARNERE

(GheEHE)

8.1 AFNOFEFITIE, MBEEPLIFHEEICERL., EHMICmK
FHRE - MBECERIREZITY ZEPEE L,

(BEE. TTIERmEE. WESHER)

8.2 EHOMARKREA O TR LD T, #MEEEICIZAVWEZ NS
ENEE L,

9. HENERZHIZHEBICEHTIER

9.1 G - BHEEEZEDH 2 EE

9.1.1 EMBBUEDEIEEDH 5 EH

9.3 FFHEERE SRS

A RS CHEMEDREN H 5.

9.5 1%

TR ASIEIR L C WL A ETRERE O & 5 LI IZIAE OB RS
falttz kA2 SHEENAEEICOARET S &, BPE
B (v MEO400mg/kg. ¥ FEE30mg/kg) THRIEEME
(7 P TILBEBIE, VY FTHREORT., (LEEBE) P#E
SNTW5,

9.6 1E3Im

PR LOARERUBARBOEREEZER L., HILOMKREX
IR EMETS 2 2 & BMER (T v ) TRAHTFARITT
LT ENHESIN TN D,

9.7 IMNE
NREZNRE LZEBRFHERIIER L T,
9.8 SEE

HILEEREORIERD H 6 b B EIIMRET 272 LEEIC
B59HI L, KAlREEL LTHETRBE SN, aRET
IFHEREPETR LTS 2 EnZ L, BIffFfY B b T &
BHo.

10. HE{EA
RAENIORFITISHFRHEEZR T - 7 0 —L4P450 2C19 (CYP2C19)
KU3BA4 (CYP3A4) OBENREHON TV S, [16.4 5]
F7o. RAIOBETWIIFIERICE D HFRAZEAIOTRIN Z /2
XIZMHE T2 ENH %

10.1 HEAZER HALBWI L)

ESiER BRREER - BT IE W - falEEF
THHFCEERIE | 7 5 EVOERAEEE T | AR OB BRI WMIHIERIC LD

(L1757 vY) BEBENDH D, BEWpHA ER L. 74T

[2.2 5] LVOVEBEPETR L, 759
CLOMHAEEMETS 25 %
b 5.

VILEE) VIERRIE| LYY VERRIEOER 2 | KA O B R WAIEIERIC KD

(L¥27 1) HET2BENNDH 5. BMWpHM» EF L. VLKLY

[2.228] VIRBIROWIAME TR Ly VL
e Y OMPRESETS %
ZENDH %




10.2 HHAER (HRAICERT S L)

HAILE BRPRAEIR - HEE75 % W - falRET
vaxvy HHFEEAI O M ERE D L7 | AR OBBRSWIFIERIC LD,
AFNTIFT Y | BIENDHD, BApHA LA L. #HFEHI O

WE{REHET B0
A r7ary—L HEFEFOMAPRESETS | AHOBBRPBINEIERICED,
FI4F=7 2BEINNH B HWpHA L7 L. HFEA O

REMFT2BZNHH 5.

KBIET LI =L
I KB~ 7%
¥ LEAE DK

AR B 5T Ho I BR A
AR BIRRAIB S | Ref
JRF ¢ P M A e i g T
HEPZNZN 8%, 6BE
TLELDREDH 5.

BFIARATH 5.

AR FLFT— b

AR PLFY— bOmpEE

WFERHTH 5.

BERTHIEN DD, EH
EDOA L MLFY - ERE
T RHHEE. —REICEA D
BE52HIETHIEE2E@T
52 &,

11. BWER
ROBIERNHSbNBEZENHZHDT, BEEZTFITITV,
BENPROSNIBEICIEIREEHIT 274 EHE) 2 0B 21T
5T &,
1.1 EXIGEHER
11.1.1 Yavg BEEARH), PFIT«4S5FY— (BHERH)
11.1.2 JRMMERIEA BEEEANEE), SEEREREE (SHEREA). ml
MRS (0.1%K) . BIMEEMM (SEHEAER)
11.1.3 BUERFR (BEEANEA). FFEEEEREE (0.1~ 5%KiH). &
B (HEAH)
11.1.4 FAEMERR (0. 19%KH)
FeEL, MK, IFIREEE, HEORE (18EF) FrRvonik
BEcid, EP P ICHBXREORELEML, AROKRE%
b e b, BIBRERILE VHIOBRSED M) 2 LE
15 T Lo
11.1.5 REBE (SHEARH)
MR EIERAE (Toxic Epidermal Necrolysis:TEN).
Bz e R FEHRAE (2 FE (Stevens-JohnsonfiEMEEE) . ZALBEE A
HobNAHZZENDH B,
11.1.6 [IUEREE GEEAH). BEEERX GEEAH)
BHaemE (BUN, L7 F=%) KEETHT &,
11.1.7 &F MU LIE (BEEAREA)
11.1.8 EMERRIARE (S REA)
FisE, BAE CKER. mMPXRUORFIA 7oy EE%
BT AEUTMAEESH 5N LD H 5,
11.1.9 RABE FHEAH)
11.1.10 $EELIARE (BHEAHA)
AR, BETH. KRYH. OB, AL, BR gEEEy
HobNAHIENDH B,
11.2 Z0ftiD=EIER

0.1~ 5 %Ki 0. 1%k SEEEAE
BEE FE . RER HFRZ
i BARE D SR R R AF R
P, EFEEERIEZ. B2, Y 2 SEED
e AST. ALT. Al-P. [V LE D LR
v-GTP. LDH®D k57
[ MEEF iz
B, TR, BEERRE |, Bk, 7> D VE, | &K, B, BEMETN
{5 B MRS, O %E Bbzh, 08, &A% (collagenous
& 55 colitis. lymphocytic
colitis)
B HEV, S50, BR. | TAR., B
, - VOGRS ] HIBESERR, 48
TR HET. DL, %
e
WALVATO—)L - BT HE FE B (HOb55 D%, B,
2o HERER - BUND L& |24, BRERE, LONE. |HiE, &7 v E=7
FEAR. M TSHIEN| CKD LR MAE, &< %7 L
MiE, ZHEALAE

F) FRBHEIRERETRAT T & .

14. BRALDER

14.1 EFIZMHROES

14.1.1 PTPRZOZEAIIPTPY — F 26D H L TIRAT 2 &
IIETLHI L, PTPY— FORKICE D BLHATARE
REARIA L, BICIREEALZB I L THRIERZEOERE 2 &0
TEZHRTHIENDH B,

14.1.2 RRNIBAESETH O RAKCH > TIE BWAZD., B
Wz DETIZ, DAL LT EIHOFEET ST &,

15. ZOMDFER

15.1 BRERERICE D 1B

15.1.1 AFAOEHKREFRICEEOER) =728 L 0ME
BdH 5,

15.1.2 BB 2 EHMOBEMIE T, U by RS e
Y —IC K BIRBICB W CEMEREICHE S IR BT, TR
B, BEETO) X 7EBIARES N TV S, K. SHE
ROESHME (1FMLE) OREE2ZT-BET. BITOY XY
ML 7z,

1513 BHICBIT2EICAREBEZ R E LI-ERHOBERE
T, bRy TA ey —2BE5ELBHEIIBLNT/H
ARNYDIL T T4 VNI EAHEBREGEO Y A7 EINDHR
EHEXENTW5,

15.2 FERRIREERICE D < B

15.2.1 5 v M2 5mg/kgbl E% 2 FERRO®RSE Lz FERERIC
BOWT, MTHICHLF ) A ROREDNHSNIZEDRED H
5o

15.2.2 g¥EE (5 v MEO®KE525mg/kgbl k) THRBREES
ROMAS A aFy rOEMPHEESNTVWEOT, #HRHICH
7o o CITHRIRFEREICIER T %,

16. ZEMENRE

16.1 MARE

16.1.1 B0 - REKRS
BEEKASTI220mgz iR T XIFBRICEORS LICRKOH
BEBIIEHLILENHENNT XA -5 DFEERITRT,
[16.2.1 4]

BERBEBROENHE/ T A -5

Cmax tmax AUC
22
BSRf (ng/mL) (hr) (ng-hr/mL)
FMERT 4374237 3.6+0.9 9374617
B 453%138 5.3t1.4 901544

(Mean+S.D., n=12)
F7z. BEBABTICS5mg. 10mg. 20mg# #i& T TRIER
ELU7-K (%855HE) OFEMBHENTA—FILTOLEBD
TH 5,

ERABTICB Y 5 RE#RSE (5mg. 10mg. 20mg) DIiiEHI TS5 —)LF
FU Y LOEYFHELINT A -

Cax timax AUC (9 ti
n 1
il Rk (ng/mL) (hr) (ng-hr/mL) (hr)
5m EM* 146256 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
10m EM* 383+83 3.3 (2.0-5.0) 539£200 1.5%0.4
& PM* 509+64 2.8 (2.0-4.5) 12304200 3.8%0.3
20m EM* 654348 4.0 (2.5-8.0) 994+477 2.3x1.4
& PM* 822+232 3.3 (3.0-6.0) 2331+663 3.7+0.3

(Mean%S.D., tmatdMedian (Min-Max), EM n=16, PM n=28)

AFR#HEESR T b7 0 —4P450 2C19 (CYP2C19) FHANL, FEEMCETR IO HHES
N5,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1/*2313CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3Xi3CYP2C19*3/*3

16.1.2 E£YZHIEF 4R

I RTF =)V NagE20mg [JG] &%) T v F§E20mgz, 7
O2F—N—FEIlEDZhZN]1E (FXTTY—LF YUY
L ELT20mg) BEMEABFICHERBRREORS L Cimih
KENKBEZRE L. Bon-EMEE/ST X —¥ (AUC,
Crnax) 12D W TIOWEHEXEIEIC TRETEIT 21T - - /EH. log
(0.80) ~log (1.25) DEFENTH . WA DL FHIFEEHE
MRSV,



i 600
4%
+ 500
Z
~N
_7; 400 —0— SRSV — )L NaE20mg ]G]
v o N
7 300 | —o— )XYy ME20mg
4 Mean+S.D., n=29
r 200
)
7 100}
b3
E 1] : o
0 1 2 3 4 5 6 7 8 9 10
5% O/ (hr)
EYIBIEIST A — 5
HEINT A —% BEINTX—F
AUCo-10 Cinax Trmax Tin
(ng-hr/mL) (ng/mL) (hr) (hr)
TRTF =)
Nabidomg /G| 361952648 | 501.6+162.5 2.840.7 1.0£0.2
;(‘]‘JI" PR g53.3+310.6 | 545.6+220.9 3.5£0.7 0.940.1
mg
(Mean+S.D., n=29)

MEEFEEN FICAUC, CuaFED /8T X — 71X, #EaE ORIR,
RO E - FEEORBEMFIC K > TR SRR
Bo
16.2 DRIX
16.2.1 BEDRE
RERAEFI20mgE R T YIEERICEORSG LK &
BTG TR TESICH Utna)’ ] 7TEBREIET 5 & & BIZTR
PUZEGEZSRD SN TWVASY, [16.1.1 ]
16.4 {35

R A B FIC10mg, 20mg# &5 L 7- ko Mt O R#EY

ICIEBERM BT RISIC K VER L2 F 4 T — T IUET

Holz. FTOMICHRBEEESRT 71 —2L4P450 2C19 (CYP2C19)
HEET BHAFIALRIGICE AR L7722 F UK, 3A4
(CYP3A4) »EA59 2 ZANA MERIICE DER L7 A LA
KDERS 57099, [10. HR]
16.5 HEit

RS FI220mgEFORE L2 5. %E5%4FEEE T
IIRFAIZTI RSV —LF b7 LOREBLEKITEHS AT,
R TH B NNVAKVBRERTZO 770 Y BIaGEIES
BOH29~40%. XI5 T — VEEYA & 1A AT 13~ 19% ki &
729,
16.7 EYIHE{ER

HE (A XTFV—)) THREERF N7 a—L4P450 2C19
(CYP2C19) ~oR#HBEICKXVHEEERANEDLONT NS Y
TENRL, LTIy R-TLT7I V) IIRLTIRTSS
V=L F M) T LE NS OFEROMPEEICEEEZS 220
CEPRESNTWD, Tz, B (S TFV =)L) TH
R#EBERF F 70 —L4P450 1A2 (CYPIA2) OFEICLVHE
TERDREDENT VWA TE 74U VI LTHIRT T =)L
FRUTARMABEICEELSEZ VW EPRESNTWL
%)5), 6)0

17. ERPRRR#E

17.1 BERUREEICRIT B55R

17.1.1 —REGREER R USSR LLEGER

BiEE. +TEBEE. MREAERROYEHREE 2RI
1 H 1 E10mgXid20mg%#5 L —RERAB R _EEH
e (5 HR: 6 ~ 83AR) OBEIETEOELBY TH
%)7)715)0

HREE WRSGIRRR

BiE% 93.6% (16251/17351)
AR RS 99.3% (136fl/13741)
W EE R 90.9% (50f3il/55%1)

B 83.3% (10f/12431)

EEAELCHBO 7O bRy A e By —BEICIRR
M OWFHEEERBEEEZ MR E LIRS 8 BEONRERE
WKEBBERIITEDEB D TH o727, [7.258]

1 [E120mg 1 [E10mg 1 [E120mg
1HI1[E LH2[E LH2[H
2k 58.8% 78.4% 77.0%
(60£51/102451) (80f5il,/102451) (77451/10041)
grade A KU 65.1% 87.1% 79.5%
grade B* (5651/8641) (74151/85%1) (6651l/83(31)
grade C RU® 25.0% 35.3% 64.7%
grade D* (4 151/16%) (6 1/1741) (11451/17451)

E) IRT TV —LF YT LImg/H. T2V T TV —L30mg/H. A AT TV -
20mg/H % 8 BRI #5851 RIGH SRR T I3

¥y LA () ICL2EEE
Fio, BRREEHBICB VW TCENPH ERERAY IR T 7V — )L
FhUTALHILE20mgH 5T 1 H 1 E10mgHt 51 T

<\ EnMEE ﬁ?év«77/—»%b07A151@
2%@&5@ﬁﬁﬁﬁn®6hfua
18. EEFNEIE
18.1 {ERER

FRTFYV = )VF N U7 LEEE WAL O R A TR K
(ANVT7 2273 RIK) Iz, Fu by R27 (HL K-
ATPase) OSHEZ B L TEREEEIAE L. B5 % IH
@—617)0
18.2 BEESWHINFIVER
18.2.1 BEERABEFICBI AT A MY VREB MWL, 1 H
1 E10mgi 5. 1 H1ER0mgGTEbIcHEHMHD 5EH
ZMEERZR L. %5 1 HERO 7 HEOBSWEDFED R
31 H 1 E10mgit 5 T72~76%. 90~9%%. 1 H 1 [E20mg#t5
T88~89%. 9% TH 5919
18.2.2 VU FHHEBEMRERICBIA Y TFIULYTA 7Y v
AMPHIEIC & 5 BEE W2 IH9 52 (in vitro) .
1823Fﬁa50m“%ﬁ BUIAHLZAY IV, RYFHA b
U CRIEEB W, LTy MIBU2ERBE®BSMWN UL
A% 3 ‘/ﬁ'J?%f(%ﬁ’E%UZ\ ’ﬂbﬂﬁﬁttﬂﬂ%ﬂﬁ?ﬁﬁ EIRG 02,
AXHBHVIET Y MBS BB WINEERORIE] i fhd
Za bR THERNCHE LEL, MFHFRA MY >0 EFIE
/}\7‘;1{)20),23)0
18.3 BApHLE{EA
BEMABFICB I 28ApHICH L. 1 H1ESmgi5. 1 H
1 [E10mg# 5. 1 H 1 E20mg#k 5T bIcER L EAERZ
AU 85 5 HEOARREFICpHAL, B2 R g R OEI&1E 1 H
1 [\ 5 mg# 5 DEM* T46%. PM*T63%. 1 H 1 [E10mgH 5
DEM*T58%. PM*T72%. 1 H 1 [E20mgt 5 DEM* T61%.
PM*T76% T 5%,
KAFRBESRF N7 o —L4P450 2C19 (CYP2C19) FIRANZ
TREEFHIOSESNS,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2
XIZCYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3
NIZCYP2C19*3/*3
18.4 H'. K'-ATPasefB=E{EH
75 BREE L VRS L 7 HY
E2RTX.D (in vitro)
18.5 HEEIER
Fv MEHAWLEEERESED 2 WITERBRBERE (Zish
WA LA, KEBHEA LA, BIFTES. SAF7 32, ﬁ
-1 )= LROT7AEY V) IR L. BBOWIBEER»
VI E RSB R 2R T,

19. BRI ICRT SIEEEHR

— g% 1 TR FJ—)LF hU L (Rabeprazole Sodium)
{bZ4 : Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-yllmethyl}sulfinyl)-1/7-
benzimidazolide

C1sH20N3NaOsS

381.42

HE~MEBEEHEDOMERTH 5.

KIHH THEFRT . T —)L (99.5) ITHET
CHRW

0.01lmol/L/KE& b7 b VU 7 LR ICIB T 5,
B TH 5,

IKIBTR (1 —20) I3FettEz2mRE iz,
EESESPROONDS,

K-ATPaselcxf L. W HEEH

HFH
DT
H®



X O—CHs

HsC O//_/

Na
N
\ / mosigmis
oot

20. BBV EDER
20.1 7L IIRFABRIER[ BT TREFET S &

22. g8
1005 [1082 (PTP) X10. E2BAFIAD]

23. FEX

1)

2)

27)

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

HARNBER A B M 2305 & L 72E38100 i K 37 3 B
(2011) (%Y T v NE 2 201441226 H &R, EEFE B RHE
5 27.6.1)

FEPNER} @ YRR A SR

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

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

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

FRE=FRR  fth : Modern Physician. 1994 ; 14 (S.) : 38-68
AAFEH th @ Modern Physician. 1994 ; 14 (S.) @ 23-37
RIS Ath @ Modern Physician. 1994 ; 14 (S.) @ 69-84
J\EIER fih : Modern Physician. 1994 ; 14 (S.) : 85-99
FJII7EX  fth : Modern Physician. 1994 ; 14 (S.) : 100-107
EFHE fih : Modern Physician. 1994 ; 14 (S.) : 108-115
FREFET i : Modern Physician. 1994 5 14 (S.) : 116-123
AR fth : Modern Physician. 1994 ; 14 (S.) : 124-136
HHE fth : Modern Physician. 1994 ; 14 (S.) @ 137-147
Kinoshita, Y. et al. : Am. J. Gastroenterol. 2012 ; 107
(4) : 522-530

B+ /A\WE BHARERFSHEHE EIFE 2021 5 C5955-C6001
HiFAR fth B E IR 1999 5 27 (4) 1 705-712
FEEHR  fh: ARIEE 1994 5 41 (7) : 143-150
Fujisaki, H. et al. : Biochem. Pharmacol. 1991 ; 42
(2) :321-328

Fujisaki, H. et al. : Drug Invest. 1991 ; 3 (5) : 328-332
FE2 fth: G. L Research. 1993 ;1 (5) : 493

&k Mt G. L Research. 1993 ;1 (3) : 274-280
BEIGFSHH  fih @ HARZEEESMEEE 1993 5 102 (6) : 389-397
Morii, M. et al. : Biochem. Pharmacol. 1990 ; 39 (4) :
661-667

FE2 fth: G. L Research. 1993 ; 1 (5) : 497-500
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24, WEERERTELEDEL
HAYz ) v 7klatt BES THRE
T100-6739 HEETREAXAOA—THIE 1S
TEL 0120-893-170 FAX 0120-893-172

26. HERTCERESE
26.1 BHEARETT

@ BAYIRUvOKASH

RRBLFRABRAOA—-—TBEOE1S

000499000-009



