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Rabeprazole Sodium Tablets 20mg “Chemiphar’

22 (ROEBHEICIFBELEVT &)
KAEID B I UBBOEDOBHERED & 5 B
)

2.
2.1
2.2 VLY VERIEERSHOEE [10.1 B3]

3. #8n% - MR
3.1 #88k

Wi 4 SRTSJT—F RV L5e0mg (737 7]

BRIy

(L&) (HRE) 975V =)+ k17 2420.0mg

D-vv=h—), BBt %A, e RuFy ol
Ltia—2, KE#EEL Fory7oblvila— 2R,
AFTY VBT TR YT A, TFLELO— R, BETE
Favl, 7O X0—2ATYVBEIZATIL, Ut
EMBET AT I)L. ¥ VT, BbF ¥ v, EEZTEILEE.
HIF Ty

INIA

3.2 BEIOMERK

HR7E4 FIRT TV =)LF M) I LEE0mg 737 7]

[ESTN WEED T 4 VLT —F 1 78 (BIEEE)

E = Al

Sz

® | ® | =

EfE 7.2mm

Es 3.4mm

HE 147.0mg

AAla— R FIRTFTI—=) 20 F3I77

4. MEEXIFFHR

BEE T-EHREE YWEWES. TRERENR.

Zollinger-EllisonfiEf&E#

HMRER I3 HRICEHET BiEE

FEDOBESHEEICLHERZRWMT L2 EHFHLDT,

BUTRVC L 2HROS AR5 5T s

6. FiERUHE

(BiEE. TZiERER. WSEES. Zollinger-EllisonfElRE$)

BHE. BAICIETIRT SV —)LF b4 & LTlEI0mE
ZIBIEZEOHRES T 22, HRICEK D 1E20mg%1H 16
A5 52ENTE2, 2B, BE., BES. WANE
BTREME T, +TEBEE CROEME oS LT
Do

(ERERER)

HHHEREROBEBEICB LTI, BE. AR IRTS
V=)L FY LA E LTLEN0mg % H1EREO# S 9 245,
PRI E V1EROMgZ 1 HIERZEOHET 2 2 ENTE %,
nH, AE, SAME TCORE LT S, £/o. SE MRy
TA ey — Il L BRBETHREAT S 25E. 1EI0mg
XAF1E20mg 1 H2E], & 5IC8BEEROKREGT 2 LN T
x5, 7272 U, 1E20mgl 2% 53 EEOREEESE
T HHEICRS.

7. RERUHEEICEET 3R

(BBE. TiEmEE. WSERES. Zollinger-EllisonfiEREE)

7.1 FRIRAE L WA R OERYE - BIaE05&IC1E20mg%
1HIE#RES T 52 ENTE S,

(ERIERIER)

7.2 IR E L WA K OERYE - BIRE05&1C1E20mg %
IHIE#E T 22 e TE5 (HH - BRERVIETHR
HEBROMEREE To Ry A ey —ick
BHIRBTHREATDLIGEER), £z, TabrRY
T REY LK BIRECTHRAT D BE I LLE
10mg X i1[E20mg% 1 H2ME. & &I 8ERR ST 5541k,
WERSHRE CHTREAERIER L TV AW L 2R
5T &, B, AANE20mMgD] A2EHR 51, NESERE
TEEOKMBEEZER LIEEICRS [17.1.1 B8],

8. EEREANIER

GhEEHE)

8.1 FAIOHESHUT X, MARBCRREAEICER L. EHEIC I

TR - MEAE(LENRE 2

THOTENEE L,

*8.2 AR ORMAKEICKVEY 7A T Y AMEFHS5DNS
EDHBHOT, KAZ RIS T B3, BRI+~
AT LBERAET S L. [11.1.11 Z#)

(BEH. TiEREE. WSEs)

8.3 RHIOHEAESH/+2 TR VDT, MFEFRICIAVLZL

ZEDPEF L,

HEDEREZBIHEBEICHTIER
1 GIE - BIiEESD&H5E5E

1.1 ZLBEUEDEHEEDH 5 BE

3

9.
9.
9.
9.3 FrikaElEERE

A BE CIFMERMEDRE N H 2.

9.5 im

TR SASIESR L C WL B ATREE O & 5 et I I3 IBE Lo H i
WA EEEE LA S EHHSNA5EICOARET S
Lo BER (5 v MEOM0mg/kg, 7T FEE3Omg/
kg) THRIESEME (T v N TILEEE, VY FTHREOET.
LERIE) PHESN TS,

9.6 #EIIF

WELOERERVCBIARBEOEREZEZE L. FAOMK
FiZhIE 2 BEt A &, BMER (S v ) cHitH
ABITT AR ENRESN TN,

9.7 INR

NREEENRE U7z BRRFHERIIER L T,

9.8 HnE

HILSRERZFORER P H 5 bN I HEIIRET 5745 E1E
HIRETBHI &, RANZEE LTHBTREIS NS,
ERETIIFREPERNLTWSZENEL, BIFAY S
bbb ENH 5.

10. HHEER

REN OB ICITHFRBERF b7 o — AP450 2C19
(CYP2C19) % U3A4 (CYP3A4) ODBEENRDH 5N T B,

[16.4 &H]

F 7z, FAIOBERBIMFEIERIC LD FRZEAI ORI Z
(REXIMFHIS B ENH B,
10.1 HAZEZ HALBWLWI L)

HHI4% BRRREIR - HEE AR HF - fERRET
YL VIEBIE VLYY ERRIED | A OB B W E
(Zyasoh) TERZREET 5B N HICED, EApHA L
(2.2 28] BdH Do =AUNRIDIAAZRING =13

HWOMRAET L,V
LYY v o E
WERT B ENH 5,

10.2 HHAEES (HAICERTSI L)

A BRARIEIR - TEE T % 7 - fEIERT
D= = AHTFEEA 0 I R B A% | A O B B 3 IR N 1
AFNITFT Y ERT2ZENDHBH, [HICE D, B ApHN

LR U, HFHEA O
RZAEET %o,

A4 r5aFrv—L
FI4F=7

HFZEA O MHBED
ETI2BZNNH %,

A B Ee 5 I
FIC& D, B ApHA
ERL. HEEAOR
IXz=MEls 28200
5%,

IKEBILT LI =7 L
V- KB 7T
LEHBOHIEBA]

AF B 51 H ]
BRAIE AR A AR A
R G 1R ARA 15
I r R B B T T A
M ENZN8%. 6%K
FLEEDRED BB,

BFIAHATH 5o




e
FENINVES N

BRRAER - IEE A%
AR RLFH— Lol
FRES ERTSE
BhHs, BHED A K
FUFT— R EHET
DAL, —BICAR
AloszdhiEd s
LEERITHILE,

WP - fElRE T
HFIRHTH %,

1. 8HeA
ROBWERAH5bNHZENHHD T, BEZ I
W, BENPREOONIGEICIIEREZFRIET 5740 @)%
WMEEITH T &,

EAREER

A vavg BEEAH). PFIT45FY— BEEARH)

2 RmEREA (BEERH). SEEERIEREE (BEEREH). M
IR (0.19%K7) . BMEED (SEEARE)

3 BUERFR BEEAH). FFEEEZE (0.1~5%F%H).
BE (HEARH)

.4 FEEEMERER (0. 1%KH)

FE. EHL IR, BEORY (88E) /R

O HNTEAITIE, ERDPICHERXREEDRE % £

L. RElOBRES2HIET 5L 010, BIBRERILE

CHEIOFBEEOEY S MBEEITO Z &,

FREEE ($8ERE)

FRE R EIERIAFE (Toxic Epidermal Necrolysis:

TEN). FEHARERAERRE (Stevens-JohnsonfiEfEEf) |

ZIAMENDHSDONDHEND S,

.6 SMEBEE JHERH), MEMBR GEERE)
THREME (BUN, Z L7 F=0%) IEET ST &

7 BF MUY LINE (BEEARHE)

.8 IERENRIARAE (SHEEAER)

AR, RO CKER. mMPRORFIAZaE s
LREREE T HEUHRBES HS5DNEH DS,

9 |AOEE BEEAH)

10 SEELIRRE (BHEERER)

AR, BEITEH. KEEH. IE. A%, BB K
BHEESHSDODNDZEDDH D,

NABER IRV LM BEEAREH)
KEIOEHHREICEY, QTEE., &#, LUohZEs
PESES TR VT LAMIER D SDONBEZENDH B, F
o B~ 7 AMEEICHE R U 72 AR 7 L & 7 A ME
EAHY Y LMEFOEMREREEZESHENH 5, &
N6OEMEREVREDODNDIERYH S bONIHEEIC
. M~ 7327 ABEORIERITV. BEFRD
SNBER. YRV LAORHTHEOEY) 5 B %
152 &, 8.2 2]

1.2 ZOtDEHER

1.1
1.1
1.1
1.1

11.1.5

1.1

1.1
11.1

1.1
1.1

*11.1

0.1~5%K 0.1%K1 SN

BHE RE . SEFER FHE

M B M EREAD, B
EREEIN. AFBRERIE

%, Al

M EREAD iF
RIREZ, Y
ISEBRIEAD

i AST. ALT. Al-P,
v-GTP, LDH® t

Cas

weEvILE YD
atos

TEB AR I E B iz

HLE fERL. T, BEER
fig i i TR

PN

MER. EH IR A
YUSRE. Bbi
. HiB. &K
MR 55

HE, B, BEMERRY
K% (collagenous
colitis. lymphocytic
colitis)

=

DENSEDE,
AR, PR T,
MEFRK. B
ET Ao
NP STET:

TR | B AR, HiE

Z DAt

WAL AFa—)-.
AR - BUNOD
LR BEHR. M

9 HE. FHE.
BRE. FE R
EE. LN

BEoboo&, BAET
T FARE. &7~
=T IME. (L

FRTSHIEMN CKo_EF AE

E) HBUHEIRERTERREZ T,

14. BALDER

14.1 ERIZHFOER

14.1.1 PTPEEOEFIIPTPY — b 65O L TIRFAT %
EOEET AL, PTPY— bOREICEL D, BEWLE
A EBEREARA L, FICWEEFELE2 B L THER
HAREOEELREMHEEZHETHIENDH 5,

14.1.2 RANIBERTH V. RAICHIZ->TIE. ALY,
W72 0ETIC, OALETEOERT A &,

15. ZOMDFR

15.1 BRERERICE D < 1B

15.1.1 AROEHRBESHICEEDOE R —T2RBD - L OH

ENH 5,

BIMCBUI AEBOBEMET, Tu bRy T 1

LBy —IC X BBEICB L TEHEEICHES BESE

. FHEEIET. BEETOY A 7EBIAHRESNT

Wb, . BHEXROERAR™ (1EML) 0ngEEs%

F7zBET, B0 A7 MU,

BB A EICAREBEE 2R E LIEROBEM

BT, TN YR TS ey —2BELIBEIC

BWTZOARNYITL - To T4 VKD BB

Bep ) A7 EMPHESN TN S,

15.2 FEERAREHERICE D < 1BHR

15.2.1 T v MiZ5mg/kghl L2 2EMBEORE L - BRI
BWT, BTHICHILF /A RORESHLNIZED
WEND B,

15.2.2 BWER (7 v MEOKS25mg/kgbl |) THIRARE
BRUOMFHS A aF yOEMARESNTHWADT,
FRICH Tz > TIXHRIBEAEICERT %,

16. FEMENRE

16.1 MHGRE

16.1.1 A B FI220mg z B N IFBERICEORE Lz
REOWERE BICH L L EMBE/ N5 X —5 OF1a(E
ZRIORTY, [16.2.1 BH]

15.1.2

15.1.3

BREDRARBOEMB NS X —5

4z Cmax tmax AUC
RS (ng/mL) (hr) (ng * hr/mL)
HEET 4374237 3.6%£0.9 937+617
B 453+138 5.3x1.4 901 £544

(Mean=S.D., n=12)
F 7o, BEMAEFIC5mg, 10mg. 20mg%fEE T
RIEWHRSG LK (55HH) OEMEEL/ ST A —F1F
UFoEBnTHBY,
BERASTFICB T 5 RERSK (5mg. 10mg. 20mg) DI
BRSRT I =T MU LOEYEHRE ST X —%

= Crax tmax AUC @0 ti
B58 RRE (ng/mL) (hr) (ng - hr/mL) (hr)
5mg EM* 14656 [3.0(2.0-4.5)| 236+97 1.840.9
PM* | 252455 ]2.5(1.5-5.5)| 5854137 | 4.2+0.5
10mg EM* | 383+83 ]3.3(2.0-5.0)| 5394200 | 1.5+0.4
PM* 50964 [2.8(2.0-4.5)| 12304200 | 3.8*0.3
20mg EM* | 654+348 14.0(2.5-8.0)| 9944477 | 2.3+1.4
PM* | 8224232 |3.3(3.0-6.0)| 23314663 | 3.7+0.3

(Mean*S.D., tmaxidMedian (Min-Max) ,EM n=16,PM n=8)
MAFREEERF b 70— L4P450 2C19 (CYP2C19) FIFAEIZ, FEl&E
FEFEEDSEENS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2CI19*1/2X %
CYP2C19°1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X 1%
CYP2C19'3/*3

16.1.2 EMFHRZS LR
SRFFY—)LF b LEE0mg [ 37 7] L%y
Ty MNEOMgE. FOAF—N—HEIC kD FRZN
5 (SRTSV—LF FUDLELTOmG) EERA
BRI ARERE RS L MEERRE (LR % B
E L. 35N HEYBREST A —5 (AUC. Cma) I
S TIWEHR LI THREHENT 217 - 758, log
(0.80) ~log (1.25) PEENTH V. FAIDENE

MEZSESrEZR s hizY,

HEINT A =% BEITA—4

AUCo12 Chmax tmax ti2

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

ST 5 —=)LF L 1038.65 589.67 3.6 1.48
$E20mg [r377] +381.37 +219.85 +1.0 +0.49

o . 1131.67 679.82 4.0 1.32
SVEREROME | o) g | 286,17 | +1.4 | +0.47

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



(ng/mL)
700 ‘7
600 —e— ST FI—LF FITLGE
20mg [7377]
il 500 -0+ )XY Ty M 20mg
32400 L (Mean=S.D., n=46)
it
k 300
2 200
100 |
0 L TR
0 2 4 6 8 10 12(hr)
)
MARFRELFICAUC, CrnalED/8T A — &%, #iER
H OB, (RROREEE - FEEORBEMFICE >
TEL DT EENH 5,
16.2 ORUN

16.2.1 BREDOXE
BFEMAETI1220mg & B N X IIBRBICRORS Lz
. BREETIIHEAETRESICH UtnadS] . 7R EHEE
T5EELITTUMEEZEAITRD N TS, [16.1
28]
16.4 {5
{RFERL A B F1210mg. 20mg % &% 5 L - o Mg
OREIE, FEICIERZENBITRITICE D ER L F
FIL=FNVETH >z TOMIHFREBBESREF F 70—
LP450 2C19 (CYP2C19) #5559 % B X F VL RIS
IC & DAER LA F VIR, 3A4 (CYP3A4) AR5
B AR MU KV ER L7z RV S EPED 5N
72049, 110, 28]
Bttt
%%mk%% 220mg & iR OB G L2354, B 51424150
IR 7«77/—»%%U7A®%Wm%1@
ﬁéﬂ? R#ITHA VR VBEERTZD )L 70
VRS AR ERORN29~40%. XIVH T —IVERE
BEN 13~ 19% Rt = iz 2,
ZEYIRE{ER
HE (A X TV —) THREESRF N7 a—LP450
2C19 (CYP2C19) ~oR#EFHEEIC L VHEER»R
ENTVBEITENRL, TLT7UY (R-ILT 7 Y)
IR LTIRT IV —LF R U7 LIE IS DR o fH
BEICHELZEZ W EPRESNTWS, £, FHH
(5275 —)) CTHAHBEEF b7 o—24P450 1A2
(CYPIA2) OFEICLVHBEANROLNTVWS T
T4 IR LTHIRTS Y —)LF M7 Al EE
B 52 W EPRESNTNEYY,

17. ERPRRIE

17.1 BERUREMICRET BER

17.1.1 —MRERAREBR N U _EERLLEREER
BiBE. +HEBEE. MiEEERR UV AIEE
ZRRICTH1E10mg X 1E20mg % #% 5 U 7o — g i FR
BN _EEMHEEE (RS0~ EM) DpiE
ETFEOEBDTHB! Y,

16.5

16.7

R NRSTATER

BiE5 94.0% (189f511/20141)
+IEBEE 99.4% (159f51/160%1)
W A 2 90.9% (50fl/554)

aEES 83.3% (1061/1241)

WERERCHEBO O N R A vy —BIE
WY O MR AEREE 2R E LR ESERK
ONRBEHREIC L ABERITEOEBY TH- 727,

[7.2 28]

1[E120mg 1[E]10mg 1[E120mg

1H1[E 1H2ME] 1H2[E]

Sk 58.8% 78.4% 77.0%
(60f511/102431) (80f1/102431) (7751/10041)

grade A KU° 65.1% 87.1% 79.5%
grade B* (56151/86%1) (74151/8541) (66%51/83f5)

grade C KU 25.0% 35.3% 64.7%
grade D* (4%51/1651) (6f51/17f31) (1141/17f1)

F) SRTSV—)LF hY T LI0mg/H, 5>V TS5V —)L30mg/H.
I A T5 =)L 20mg/H % &AM DL #5455 10 RIGHE S ik

HPICESE

XUYUENAGHE (RE2) CKHEREE

Fio. BREHEHEICBVLCENpH ERERAS IS
7Y =)~ ALHIEROMgH 5 ¢1H1E10mgi 5
ICHARTHRLS . SHAETEBICHT 2 I IV — L)k

U7 L1H1ER0mgHE 5 0FAEDSED 5T 5910,

18. ZEMEIE
18.1 {ERER
SRTFV —)LF b U LI EES WL O B S T
(R (ZAV7 207 3 RE) 120 7a bR F (HY
K'-ATPase) OSHEZ &4 L CEREEEZEEL. B
FWEMET 29, SSICHESNBEREEOEEIC
IAEFERAL D & DEY DR D D WL T VY FF
VLK BEEEOHEHEPEEL TS D EEZ SN,
FOM., TINEFF K> CEREESOET 58
HHHERENh 2,
18.2 BEEDMNGHIER
18.2.1 BEMABFICBITAH A MY VHEBHERSWICK L, 1
H1E10mg# 5. 1HIE20mgH 5 T &bICEEH»
SEHZIMFIER %2R L. #EIHEXOTHEOB Y
WEORFARIZTHE0mg 5 T72~76%. 90~96%.
1EIllEI20mg?%5’(“88~89%\ 99% T d 522,
18.2.2 VU FHHBEBRERIIBIAR Y TFIUILTA 7Y v T
AMPHIEIC & 5 BEEH (JA"E?[I]%'J@FZ;:” (in vitro) .
1&13@@a59%§%k iétx& . RUFFHA
N > B 2Ty MBI AERE
SWRVE X% 3 /%&a@ﬁmuﬂbﬁﬁQMﬁW

Eﬁj%ﬁ'\"@‘ZZ)~24)o

A XHBHNET Y MBS BEESIWINENEHE O EE
i, o7 bRy FIHEFNCHE LELS , M S
AR D ERIZDIE N,

18.3 BWpHLE1ER

BERMASBFICHBIT 5 BEWpHICH L, 1H1ESmg 5.

IH1E0mg# 5. 1HIE20mgik 5 cE b IcEHLZ LF

{EA %R L. %55HH O24F I pHAL k2 7R 9 i

OEEIF1H1ESMgH 5 DEM* T46%, PM*T63%. 1H

1E10mg# 5 DEM* T58%. PM*T72%. 1HI1[EI20mg#%

BEDEM*T61%. PM*T76% T 52,

KAFREBERF b 70 —L4P450 2C19 (CYP2C19) FBRAENI, T
EEEFRIDSES NS,
EM (extensive metabolizer)
XiZCYP2C191/73
PM (poor metabolizer) :CYP2C19°2/*2. CYP2C19"2/*3%X
1ZCYP2C193/73

H'. K'-ATPasefA={EH

Ty BRI L DB /-H . K-ATPaselzxf L. 5\ E

EZERZRT® (n vitro).

ERER

T MEROWASEERESED 5 VI EERERERE (%

B A R LA, KB A B LA, MFIRES. R T

TIv, EBBE-TY ) LEOT A V) L, L

BB ERA S 2 VI ERERENEER 2 Rg2 2%,

19. BRI CEET 3 ELFHNAR

—fRESEIR : TRT T YT A

(Rabeprazole Sodium)

{b2:4 © Monosodium (RS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl} sulfinyl)-1/7-
benzimidazolide

33 1 CisHoN3sNaOsS

o7& 381.42

MR D IR TV —)LF MU T AIFHE~HEABOHEK
TH%o
AREIIKITHE D TE
TR T 0,
Adhld0.0lmol/LKER LT b U 7 AFIRIC
K3t TH 2,

:CYP2C19°1/°1. CYP2C19°1/2

18.4

18.5 #i

g <, =¥ =) (99.5)

BT %,

AREOKIER (1-20) F3FEEEERS 20,
AmIERZEPRDENS,
{bmEE=
O—CH,

H;C

N

L /) RO R

Na

N
o
N (@]

20. B4RV EDER
20.1 7L IRARRITER BRI TRET S L.



22. 8%

24,

1008% [1088 (PTP) X10. ¥z/2AIA D]
23. FEH

1)

Yasuda, S., et al.: Int. J. Clin. Pharmacol.
Ther., 1994 ; 32 (9) : 466-473
EIZIK)\%%EJU\%ﬁ%ﬂ%& L 72E38100 i FREEFE
B (2011) (%U T w bEE : 201451226 H &R, HiE
BRMEE2.7.6.1)

HA T 27 7 R &tt - EMFENESEEICET 28R
(HERH

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

Ishizaki, T., et al. : Aliment. Pharmacol.
Ther., 1999 ; 13 (Suppl.3) : 27-36
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FE=ERS @ Modern Physician, 1994 14 (S.) : 38-68
AFBHS : Modern Physician, 1994 ; 14 (S.) : 23-37
BEMESAS : Modern Physician, 1994514 (S.) : 69-84
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26.1 SHERRFETT
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