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Rabeprazole Sodium Tablets 20mg “Chemiphar”
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22 (RDEBHEICFES LBV E)

AREIDRS T UBBEE OB EED & 5 BE

7Y FUEIEEE, VLYY VEREEZESHO
BE [10.1 2]

2.
2.1
2.2

3. #ER% - R
3.1 #8m%

Wi FRTTT =N F R Y LEE0mg (737 7]

BRI

(1%8) (HE) FR75J—LF ~1) 7 420.0mg

D-vr=h—, B{tvZ %A, ERuFy oy
Ltro—z, EB#REL FoFs ol io— R,
AFF) VBT TR A, TFILELO— R, HETFEE
Tav¥l, 7O X0—2ATZLVBEIZATIL, Ut
REMIEE T X T I)L. # V7. B{bF 4% >, BE="LH.
FILF Ny

INIAl

3.2 EHFIDMIR

IR7E4 FRT TV —=)LF b LEE0mg [T 7]

R WEEDT 1V La—T 1 V8 (B158)

*

51
fFZ

e

=

[EXES 7.2mm

B 3.4mm

e 147.0mg
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4. RERITENR
BiE%E. TEREE USHES TREREXR.
Zollinger-EllisonfiE{RE}

5. MHENIIHRICEIET BiER
RAOHENBBICLZERERET S LDHZDT,
ERETHEVWIEEHRDS ABET 5 L,

6. AERURHZE

(BiER. TZIEEER. WEEES. Zollinger-EllisonfEl&E$)
BE. RAICIZTINFTV—LF kUL E LTIEIOMG
ZIHIEREO#RES T 225, BRICE D 1E20mg% 1 H 1[EHE
A5 5 ENTE 5, uB. BE. BEE. WALKE
BECRSEME ¢, +THEBEE CROGABE o5 LT
Do

ERERIER)

R EEROBBEICB LTI, B, BAICEIANTS
V—=bF MU A& LTIEIOmgE I HIEREO®R ST 255,
FIRICE D1EROMgZ 1 HIEREOHET 252 ENTE 5,
B, BE. SAMETORE LT S, £/o. THRVRY
TA ey — I X BRBTHREAT SRS E. 1E10mg
XIZ1E20mgZ1H2E, =5 IC8BEEOREG T 22 &N T
&5, 72720, 1E0mgl H2EE S S EEOMBEEE:E
THHEICRS.

7. BERUREICEET 52

(BBE. TiElmEE. WSERES. Zollinger-EllisonfE(RE$)

7.0 WRPE L WA R OB - #iEMEOEE121[E20mg %
IHIE 59 52 &N TE %,

(ERERIER)

7.2 WRPE L WIBEROHFRME - #iaMEOH&1C1E20mg %
IHIE#RE T 22N TE5 (FHH - B2V ET R
HEEROMEREE, 7o Ry FA ey —ICk
BHIRBETHERTDRIEEER). 2. Ta bRy
T4 ey =Lk BRBETHREATS 7 BE I LIE

10mg X1 [E20mg % 1 H20E. & 5 I 8BRRE T 55,
NHESEEE CHREEERADIREL TV VW &2 ERT
52 &, B, AFNE0mMgO 1 H2EHHS1E. NREHRE
TEEOMRBEE LR LIEEICRS [17.1.1 2E],

8. EELGEARNWIE

(GhgEdhE)

8.1 AFIOFEHICIE. KB FEEIER L, EHHNICm
RERIRE - MRAELERRELZITY CENEE L,

(BEB. TTEmER. UEHES)

8.2 EHOHEHAREN TS TRVWO T, MFEEICITHWEZN
ZENEF LW,

9. BEDERZHIDEEICHI IR

9.1 GHHE - BIEEEDH 2 EE

9.1.1 BYLBRBEDEEEDSH 3 EE

9.3 FFiREREEEE
JFREZEBE CHENEORE P 5 2.

9.5 17
IR SR L C WL B AR O & 5 otk iIc i3 i Lo B i
M fEEEE EE 2 EHE SN 2B EICOARET 2T
Lo BIMER (5 v MEO400mg/kg. 7Y FEEOMg/
kg) THRASEME (v N TILBELE. 7Y F THREOET,
LEBBIE) PHRESN TS,

9.6 1Z7Liw
R LOBERERUBAREOARELER/ L, ZAOM
B IEE MR T 52 & BMER (S v b)) THIH
ABITT A EAHESN TV,

9.7 INR
NREZ R E U ERHBIIE” L TWha,

9.8 EHE
HEBEREORWER A H 6 b5 EIhET 24 &E
BICHET AT L, RFNEEEL LTHETRB#S NS
BE CIEFEEESE R L TWwA Z AL, BIERD
5bNBETENH S,

HHE{EA

KAORBICIIFRB#EBEEF 70— LP450 2C19
(CYP2C19) K U3A4 (CYP3A4) DEESAERH 5N T WS,
[16.4 %]

F7o. KROBBHSWMEIERICZ D HHRZER ORI Z
BEIIMNH T2 &N D 5o

10.1 HAZZ (HALBWLI L)

10.

(2.2 ]

E

HHIEZE BRRREIR - 1B W - fEERET
7Y HFF VTR E| 7Y EILOIER A | AH 0 B B4 ki
(L1758 vY) WHETHBENTH 5. HIckD. BApHA L
(2.2 2] AL, 7¥HFFELD

BRESETL. 74
FF IO M EE S
BRI A2BENDH 5,
YL VIERRIE ) ILEE ) VIEBEIED | KA OB R Wi E E
(Y250 1) ERZREET 52BN AICkD. BApHA &

BHBo

FL. LYY VIERE
HORNAETL, Y
LYY oIt E
PERT B ENDH 5,

10.2 HEER (HACERTS L)

A% BRARRER - $EE ST W - fERET
vaxvy HHFZEA O MR A | AR O B B 7y W
AFNTIFT ERIBZZEPDHZ, |HICE D, B ANpHY

ER L. AFEH O
RZAEET %o
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1. BIfEA
ROBWERBHEbNBZ ENBHHOT. BEEZ DT
VW, BEASROSNESICRRSERIET 5% EEY %
REZITH T &

1.1 EXIGEIER

N1 vavg BEEAH), PFIT«S5F— (HEFRH)

11.1.2 RmBREA BEEARE). SEFENIRE (S ). M

IR (0.1%K0E) . BIEED (3EAH)

11.1.3 BIEERFR (BHEARE). FFEEREREE (0.1~5%K).

BE (BEARH)

11.1.4 RSN (0. 1%AKH)

FEE W EIREREE, MEORTE (IR%E) F/%
O ENZHBEITIE, EPP IR EOMRE % £
L. KEOHEESZFIETHEEHIC, BIBREALE
VEIOBESEDOEY)SMEEITO T L,

1.1.5 KEEE (JHEAH)

FREEREZIBEERARRE (Toxic Epidermal Necrolysis:
TEN). FEHEIRERRE (Stevens-JohnsonfiEfE#E) «
ZIALHENH S DNDEENDH %,

11.1.6 [IUEREE GHEAN), BEEERX GEEAH)

BT BUN. 7L 7F=0%) ICERT ST L,
1M.1.7 &F MUDLIGE (BEEREA)

11.1.8 1EIEHRIRRAE (JHEEANEH)

N, i1 CKER, mMHRORFI4FTuey
FRERHET ABEUHRBEN H S5 DNE I ENH D,

11.1.9 RAEE (FHEAH)

11.1.10 SEELIRRE (BHEARHA)

HAE, BETH. KELAH. IR AL BB I

15. ZOMDFR

15.1 BRERERICE D < 1B

15.1.1 AROEHRBESHICEEDOE R —T2RBD - L OH
Erdh 5,

15.1.2 B B 2EBOBEMET. Tu Ry T4
LBy —IC X BBEICB L TEHEEICHES BESE
. FHEEIET. BEETOY A 7EBIAHRESNT
Wb, . BHEXROERAR™ (1EML) 0ngEEs%
F7zBET, B0 A7 MU,

15.1.3 BN BT 2 FICABREBE 2R E L - EHOBIEM
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 B¥EE (T v MEOKRS25mg/kghbl k) CTHIRIRE
BRUOMFHS A aF yOEMARESNTHWADT,
FERICH 7z > TITERIRFREEICER T 5.

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]

BEI R OEYEHE/ ST X -5

Cmax tmax AUC

e

il (ng/mL) (hr) (ng - hr/mL)

MET 437+237 3.6£0.9 937£617
B 453+138 5.3f1.4 901 £544

(Mean=S.D., n=12)
F 7z, BERABTIC5Mg. 10mg. 20mgZiEa N T
REHSG LK (B 55HH) OFEMERE/ ST A —5 1%
UFRoEBYTHB?,
BERASBTICB 5 RERSE (5mg. 10mg. 20mg) DI
BHINRT TV =T )T LOFENERE T X —5

Chax tmax AUC o ti2
F]
Rog ZRE (ng/mL) (hr) (ng - hr/mL)|  (hr)
s | EM | 146256 [3.0(2.04.5) 236207 | 1.8%0.9
& [PM* | 250£55 |2.5(1.5-5.5)| 585+137 | 4.2%0.5
lomg |_EM® | 383%83 [3.3(2.0:5.0)[ 539£200 | 1.5x0.4
& PM* | 509464 [2.8(2.0-4.5)| 1230£200 | 3.8+0.3
somg | EM® | 654348 14.0(2.58.0)[ 90axdrr_| 2.3%1.4
& [ pPM* | 8221232 333060) 23312663 | 3.7£0.3

BHENHODNDZIENDH S,
1.2 Z0fDEHER
0.1~ 5% T 0. 1%k SRR
R RIZ . EER k2
I =2 ST SN = il 12 <1 AN 5
BRIGIN. FERERIE| IR 2. U~
%, &l ISERBD
JFF R AST. ALT. AI-P.|[/eEC U LE VD
v-GTP, LDH®O k| EF
Cin
BB Es ME B iz

H{L3s fEAS. T, REER|REE. k. H| &R, TE. BEMEN
R, mR. 0| OFE, Bbiz| KB% (collagenous
P . 0¥, A& Ak colitis. lymphocytic
iR, 55 colitis)

ARERRRER | T HEVSLDE | HAE. FiE
AR, PORERE T,
HIHE SRR 8
BT Oob-o
[ONESTET

(Mean=*S.D., tmaxidMedian (Min-Max) ,EM n=16,PM n=8)
MAFREEESR T 7 10— 4P450 2C19 (CYP2C19) RHANL, TEl#
FEFEIEDAEENS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1/2X 1%
CYP2C191/*3
M (poor metabolizer) :CYP2C192/*2, CYP2C19*2/*3X &
CYP2C193/73

16.1.2 EMFHIEZFEHER
TIRFSZI—=F M LEE0mE [ 17 7] &89
Iv ME0mMgZE. 7O AL —N—EICKDEFNnENI
5 (SRTFSV—LF Y LELTAmg) BERA
MR IR OE S U CmEFRE (LR E % H
E L. BoNiEMERE/ST X —4% (AUC. Cmax) I
DV TIWE X ENEIC THREH#IT 21T > 72/ R, log
(0.80) ~ %(l%)®ﬁlWT%D A DAY
RSP ER SN,

Z0fth WIALVATO—L-|\»dHE BE|BHOES5DE, HE
FREASRG - BUNO|fBRUE. & BiJE. BN, &7 >~
EH. BAHR. M|BE. LOWE | E=7IE. K7
FRTSHEE N CKo_LF v LMAE. ot

HIFENTA—% SENTA—4

AUCo12 Chmax tmax ti2

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

SNRT 5 —=)LF I 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
SVE REROME | oy | 286,17 | +1.4 | +0.47

LAE

) REHEMERTERATEE & .

14. BRALDEER

14.1 ERIZMFOER

14.1.1 PTPAXO#EFIPTPY — b 6WMOH L TIRAT %
X188 T 5 &, PTPY— bOBEKICE D, BWL#
AR EBREATIA L, FICIEEFELEZ B L THER
HAREODEEREHEEZHET LI EDDH 5,

14.1.2 RANIBERTH V. BRAICHIZ->TIE. WAL,
B0z DETIZ, OALETLOFET S &,

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



(ng/mL)
700

- (Mean=S.D.,n=46)
600 - ‘ e SRS TN FNTLEE
20mg [7377]
gsoo— ---0--- 8 Ty M 20mg
32400—
it
i 300
*?ézoo
100}
o ‘ oo
0 2 4 6 8 10 12(hr)
{5115
MEEFREY FICAUC, CoaBD /8T X =413, #iER
FHORER, MBEOREEE - BEEORHBREMRICL -
TRLZATEEEPDH S,
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
FIZ—FIWMETH 720 TOMICTFRBBESREF 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
BB FI220mg & RS Lizi5e. 51524850
FTIRFUCSART SV =)L F b U7 L DOREARIZH
Hanhd, REWTHE2HILVAVBERTZFDO L 70
VRS AR ERORN29~40%. XIVH T —IVERE
BAENP13~19% Rt s D2,
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
BEICEEREZ LW EPRESINTWS, F/io. HE
(5275 —)) CTHAHBEEF b7 o—24P450 1A2
(CYP1A2) OFEICEXDHEBEMEANROON TS T A
T4V VI LTHIRT TV —)LF b7 LI IMTEE
B 52 W EPRESNTNEYY,

17. ERPRRIE

17.1 BERUREMICRET BER

17.1.1 —MRERAREBR N U _EERLLEREER
BEE. FERES. MRERER ROV &S
ZRRICTH1E10mg X 1E20mg % #% 5 U 7o — g i FR
BN _EEMHEEE (RS0~ EM) DpiE
ETFEOEBDTHB! Y,

16.5

16.7

TR REEAEES

BiEE 94.0% (189f51/201451)
T IERES 99.4% (15951/160f1)
MR RE 90.9% (5051/5541)
V)& ERIES 83.3% (1041/12/41)

BEABKUHEO SO bRy T e ESY —i0E
ISR ORI RE R EE 2R E LR 58E%
DWRFHEIC L HBELRETROEBO TH o727,
(7.2 B8]

1[8120mg 1[E]10mg 1[8120mg

1H1[E 1H2[E 1H2[E

S0k 58.8% 78.4% 77.0%
(60f1/10241) (80f1/102431) (77f5/10041)

grade A KU° 65.1% 87.1% 79.5%
grade B* (5645/86%1) (74451/85%1) (66451/8341)

grade C KU* 25.0% 35.3% 64.7%
grade D* (4451l/161) (6%il/17151)) (11451/17451))

) IRTSIV—)LF bYTLI0mg/H, TV TSIV —
30mg/H. * X275 —)L20mg/H %#&EML L& E5#%IC
RIGESUIMEREE R ICE S

¥uy UL ZASE (BE2) LK 2EEE

F7o. BREERBICBVLWTCENpHLEREERP IR
5V —)LF kU A1H1E20mgHE 5 <1 H1E0mgik 5
ICHATHLS . BAES IO T 27 R 75V —LF b
17 41 B1E20mgik 5 OB FREATED 6T 1200,

18. EFNEIE
18.1 {ERR
SRT S5 —)VF N7 LG ER W AL o BE M EIE TV
HAR (AV7 227 32 M) 12z Ta bRy (HY
K'-ATPase) OSHEZ &4 L CEREEEZHEE L. B
FWEMET 29, SSICHESNBEREEOEEIR
3. EICEREID? 6 OEMOEERD 5 WIETIVY FF
VK AHEREDOHEENESELTNnE2bDEEZ 6N,
FOMh, TIUVYFF K> CEREENIEIET 5 AT EE
LRI SN B,
18.2 BEEDMINGHIER
18.2.1 BERABEFICB T A H A MY VHEER W L, 1
H1E10mgH 5. 1HIE20mgH S5 T &b ICBREH»
SERLZIFERZRL. %E5IHEROTHE OB
WEORFARIZIHIE0mgH 5 T72~76%. 90~96%.
1H1[E20mg#% 5 T88~89%. 9% T 522,
18.2.2 U FHHBEBRERIIBIBZR Y TFIUILTA 7Y v T
AMPHI#IC & 2 BB W ZMH T 52 (in vitro).
18.2.3 EHEBEAH>BEEEBERIIBIUSALAY IV RUFHA
M) CHRBE B W. WFIZTy MBS EEEB
TR A% I VRRE R w3t UGE 7 75 HH
}fﬁ%ﬁ'\‘@'ZZ)~24)o
AXBHBNIET Y MIBT 2 BEES WINEIER O EE
i tho 7o YR FEEANC B LE L T
AR YD ERIZDIENDD),
18.3 BEApHLE{ERA
BRBEABFICHBIT 5 EApHICR L. 1HIESmgH 5.
1H1E10mg#H 5. 1H1ER20mgH S TL b ICERZ L7
fEAZR L. #55HH D4R ICpHALL E 2 7R 9 Kef
OEEIF1HESMgH 5 DEM* T46%. PM*T63%. 1H
1E10mg# 5 DEM* T58%. PM*T72%. 1HI1[EI20mg#
BEDEM*T61%. PM*T76% T 52,
KIFREBESRF b 70 —L4P450 2C19 (CYP2C19) #HBAENI, T
BRI SHESNS,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1/*
2X1ECYP2C19°1/*3
PM (poor metabolizer) :CYP2C19°2/*2, CYP2C19"2/*3X
1ZCYP2C193/73
H'. K'-ATPasefE=1EMH
Ty BRI L DB /-H . K-ATPaselcxf L. 58\ E
ERAERTY® (n vitro).
PESIER
T v MRV EEERES D 2 WV IEERERREE (5
WHEHZ ML R, KEBWEZ ML A, WPEER. 2T
TIv,EBR-ITY ) -ILROTAEY V) IR L, RN
TEBEER S % VI BRBERE NEER 2R T2,

19. B ICEET 2 EILEIAR

—MEIR TS T —LF F YT L

(Rabeprazole Sodium)
{b2:4 : Monosodium (RS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl} sulfinyl)-1/7-
benzimidazolide
33 1 CisHoN3sNaOsS
FTE 1 381.42
MR D IRT TV —=)LF MUY AIEHE~MEHAORER
TH%o
REIZKICED THEIF LT T8 =)L (99.5)
BT L,
Af1Z0.0lmol/L/KEE L + V) 7 AR ICE T %,
AEITREETH o
REBDOIKBR (1-20) 13IEHEEZRES L0,
AEISERZTEPRD N5,

n==r S

18.4

18.5

O—CH,

HsC o)

L /) RO R

Na

N
L
N O

20. BHRWLLEDER
20.1 7L IRFARRITER B TRET S &,
22. B

1008¢ [1082 (PTP) X10. ¥ZRAIAD]
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