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INTSJ=bFruuLgg 10mgrovK,

Sodium Rabeprazole Tablets 10mg [SANDOZ]

2. R (ROFJBHEICIRESULEBEWVNT L)

2.1 FRIDO B3I LIRBHREDBHERED & 5 B

¥ 2.2 Ve JEREEKRSFOEE [10.1 2]
3. HERE - MK
3.1 #8R%
Hr7E 44 FRT 5V —)LF b7 LEEIOmg [ K]
BRI 1$EHHE IRFTJ—LF U P LAI0mE
D-w> = hr—), Bt %YL, ERuFs SO
Elitilo—2, KEfREL FuFr ot
] O—2Z, AT7V VBT L, TFILELTO—

2, RO =R THZIVBEBIAT L, ZUtY) ViE
BT ATV, YL7. BibF¥ >, BEZZEHRk.
JIVF N ay

3.2 REIDMER

AR5t % SRFFV—)LF b7 L5EI0mg [H > K]
PR WEEDT 4 VLT —T 1 > 75 (BVESE)
# LS A
L

-

BEfE 6.8mm

AEE Es 3.3mm

HE 124mg

4. WEEN TR
OBEBEE. TTEBER. UEEES. URtRERX.
Zollinger-EllisonfElREE. IFU'SAMBRIEERE. K
RE7 AU VRSRICHII 3B EEN E T ZEREED
BFEH
OTFERICBIFBIAUINTI— - EOU DRREDRED
BEE. TTEEREE. BMALTU V/NE. &t/ Wi
WAME. RHISEICNT 2MERIAEEE. NUIND
J— - EOURPEER

5. REENIFRRICEHET HFE

GheE@)

5.1 RAIOBRES P EEICLHERZEBRT 52 EFHHDT,
EUYETRWIEEZEROSZRET AL (EMALTY &~
JSHE, RHIBEICN T A NRBEMIGERBICBIT AU aN
75— -0 OREOHEZR),

GEU' S AEBRIEIETVE)

5.2 EHBLEKEEREE LTHELTERE L., EROEME
BAERD &5 NRWIEEICIE. BYERMNAOERSEZ 515
7= DD B R IRBANDEEZ BT 5 &,

(BRE7 AU VEBRESRBICHITZBEENIE T ZIEESED

EFEHNED

5.3 I - BEOEBME O OIEHE T A > & ik
ELTwarBEEZRENRE L. BEFBICELCIZ. B
B3+ IR BB T 2R T 5 2 &

(NUONTI— - EOYU DREDEED

5.4 EITHBEMALTY VISEICN T AANY aINT % — - PO
) BRENVAE OB IIRESL L T WLz,

5.5 GBI/ MUBAEICH LTIE. 71 RS54 %2508
L. ANYINTH— - 0 ) BREREAEY) & HH S 5%
Bz D HBREREZITO Z &o

5.6 RHIRNEICN T 2 NEBIEEEZE DIHTIE. AV any
Z— - 0 REREIC K 2 BIEORENHI T 5 BE
IREZ LTz,

57 N)anNyy— - CuVBRERICHVAEIZIE, AU
NI — - DG TH 32 ERUNEEBREICZDA

JanNyy— - Eu)BRERTHDL I EEHERTH L,

6. FENURE

(BEEB. TZEEES. WEEHER. Zollinger-EllisonfEl®

i)

WH BAIEIANT SV —)LF MY a & LTIEIOmg %
1H1EROHRS T 54, HIRICE D 1E20mgZ 1 3 1EREO#%
54520 TED, B, BE. BEE. UEREETIE
SHME T, +EBEE CIIGAME TOHRE LT 5,

GERMERER)

RN
WHREEERDOBBEICB L TIX. BE. RAICIESANTS
V—)LF b7 L& LTIEIOMmgZE ] HIERZRO#ES T 555,
RIRICK O 1E20mg % |HIEREOHR G922 ENTE S, %
B, BE., SAEMETCOREET S, £/, 7abhrRY T
A ey —ICLBIBETHRAT S 55E. 1E10mg it
1E20mg#% 1 H2[E], &5 IC8EMREO#REGT 22 ENTE 2,
7272 L. 1E20mgl 2B 5 I3 EEOHBEEE2HT 5154
IR %,

- HERREE

¥ - BREZR0RTEREEEROMREEICB VLTI,
BE. BRAICIESIRTSS Y =)L+ hY 7L & LTLEIOmEZ
IHIERO®ST 5, £/2. TR VRYTA By =
L BBB TR D LB REREROMEREEICB T
& 1E10mg % | H2EHEOH 59 5 2 &N TE S,

GEUS AEBRIEETE)

BWE. RAICIESIARTSS Y =)L+ hY A& LTLEIOmgZ
IHIEREO®RE T 2, b, BE. A cCoREET 5.

(BAE7RAEV VRSEBICHIF3BEEX E T 2iEREED

BN
BWE. BRAIIEIARTSS Y —)LF hU L& LTlESmg#]
HIEREO®RET 525, R A5 0OHEIE1EI0mgE1H]
EREORETHENTE S,

NUONTI— - EOVUDRREDED

BHE. BAICIESIRNTS Y —)LF kYA ELTIEIOmE.
TEFTTY KM E LTLREIT50mg (Ffi)) RO 5
A0vA ¥ »EULTIER00mg (Fiffil) D37 % Rk 1H2[E.
7THEREOREST 5.
BB, 7ROV YU BRERCSCCEEEET A2
EMWTED, 7272 L. 1E400mg (F1ffi) 1H2[EZ ERET S,
Tary Ry ey — TEFTVVY VKM Y
FY2ARA Y OIFWEEICEBZA)ANTF— - O
DOBERBEI R OB AR, TNICRDBBEE LT, &
B, BAIIESART S5V —)LF M)A e LTLEIOmE. 7
EF TV KMYE LTLET750mg (Jiffi) BROA bu=
& =) & LT LE250mg D34 % [EF 1 H 20, 7THREREO
B59 %,



7. BENURZICEET 532

(BEB. TiERmES. WEENES. Zollinger-EllisonfElz

i)

7.1 WRPE L OIBE KR OHERNE - #I8E0BE&121E20mg %
IHIE#HET A5 ENTE 5,

GERMERIENR)

7.2 WRPE L WIBE KO FERE - #I8E0BE1C1E20meg %
IHIEE T 52 LA TES (FF - BRI HRE
EEROMIFEE., T bRy Y —IC K B IBE
THEATDLHE IR 720 TubrRy 1ok
Y — I XD RBECHRAT AL BEF I LIEI0mg i1
[E20mgZ 1 H2[E. &56ICSHMEREST 2541E. NWHERE
THRERERPBRL CWAEAWI E2HRT L L, &
B ARANE20mMgO | H2EHE S 1, WHREME CEEORSE
BEZERL-HEICRS [17.1.1 B8],

8. ERLERIER

GRETLE)

8.1 ARAIDHFGHICIE, MG FHEEIER L. EHICT
WA - MR LR EZ EE L,

=t

THZEN

*%8.2 AFORMBEGICIVEY /AT LAMENPHSHNS T

EWHBHOT. KAl BIERE T 283, EHENICIF~ S
IV LBEEFRET AL, [11.1.11 B3]

(BiER. TTEEBER. UaHER. EUSALBRIETR

fiE)

8.3 EMOMEHARERLSTOTRZVO T, HIFEEICIZAVZ L
ZENEE LW,

GERMERERN DHERIEE)

8.4 H¥ - HREBVETEZELTu b AT 1rey
F—IC X BDBBETHREAT S ZBEIIHLIT > EEL. A
K. MFBEEORBED L VWEFIITO)ZEDEVWEIHET
BTk, o, BEHIR, 7La— VEBEHIRSEOAESIE
DWESR SN, EFFRESRIAICO DT 255101
KEIIFEBEZEZET S &, &b, HEEERIIERNIC
NRERE > EMET 5% CHEEZ 51 Y L,

GEU'S AEBRIEETE

8.5 ML VIR ). BEEFOBUTERSEVIELASN
H2E (A& V2HL L) 2RO ABETHT &,
BB, REOBENEE. BEESOBEEES R OMhoHEtE
BERBICXAERZERT 220D 50T, NHREHRES
ICEDINLDEBRTHEVWT E2MERTHT &,

=t

ATH &N

=

9. HENDERZE I HEEICEHIT I ER
9.1 BHIE - BIEEEDH B EE
9.1.1 EYEBBIEDEHEEDH 2 EE
9.3 FFiREEERE

JFEZEBE CHEMEDREDN H 2.
9.5 Him

TEIRSUSIEIR L C W B ATREME O & 5 I I3IAE OB #E
PfEftE EE S EH SN AEBICOARRET S L, &
PIEE (T v MEO400mg/kg. 78 FEHE0mg/kg) TH
REE (v PTUEBE, VX THREOET., LEE
) PHESNTWD, Elon T NIRRT T =T b
UL (25mg/kg/H) TEF TV KM (400mg/
kg/ALLE) RUOZ S5 2u<1 > (50mg/kg/HLLE)
ZAEAMOTRA®RS LHBE T, oRBREOEMNMDIRD S
nNTnas,
.6 1ZE.m
HELOBEREROBARBEOERE 2 ER L. FAOMKE
X IEE @52 &, BMER (T v ) THITHAFE
TIHEPRESNT VD,
9.7 INR

NREZTRE UERRRERIZER L T,

*

9.8 SnE
HILREREORIERAN S 5 b NG EIRET 270 CHE
KRBT 52 &, KANZEE LTHETR# SN LD, S
BTCIIHREPETLTWSZENEL, BIFAYH 6D
HIENDH D,

10. ¥8E1EH
KEIORBICIIFFR#BESZEF ~ 70— LAP450 2C19
(CYP2C19) K& UBA4 (CYP3A4) ORSAIERDESNT L5,
[16.4 28]

F7-. AEIOBEESWANFIERIC L V. HHRZERIO TN Z E
EXIIHIT B DD B,
10.1 HAZR HALBWLI L)
ELEE, BFOER - BEAE
JLEE Y VERE U LEE Y S ERIEDE

W - falRE T
ARFAN D B B ik E A

(ZP25 1) AERBITrBENANH ICLD . EApHA LR
[2.2 2] %o L. YILEEY ViEEkE
OIIRASETL, VLY
Y Yol FEESE TR

ITB5IENDH B,

10.2 HAEER (HAICEFRISZ L)

HAIRE BEARREIR - fEEHE WP - fElgE+
vaFvr AEFEEA O M E A | ARF o B B2 w0 1 F
AFLVITEYY BT BIEND B, kD, BAPHA LR

L. HHFEH ORI % 72
T 5.
A rTaFVy— [HEFEFOMAEE MK AE OB B i e
FI4F=T TFaBzhhids. [Ic&h. BHpHA LR

L. 8 5H O IR % 1
R SR AR
BFIARHATH 2,

IKEEALT VI =7 A
T - KER(L~ 7 3
> LEE OFIEER

ARH BB 517 H R
AIFREIRA . HIERAIR S
1 A 4% IR C P4 M 4
FRIRE AR THEA 1
8%, 6%ETF L7 &
DEENDH B,

AN BLUFT—bOMH
BEVLRTEEND
5. BRABROA N NLF
Y-t ERET L5
3. —RICEAl OB S
EHRIET A2 ERT
BT,

AR hLFH—Fh HFIRATH %,

1. 28R
ROBUERNSH 5 bNDZENHBDT, BRE+T7IT
V. BESRD SNBEICEREERILET 5 CHE a0
B2iTO &

1.1 EXGEIERA

1111 Yavg BEEAH). PFI745FY— (BHERH)

11.1.2 JRNMEREA EEERER) . SRRAIRE (GHAEAE). M
AVREA (0.1%K1) . BIMMAEM (SEEAER)

11.1.3 BUHERFR (BEEARH) . FFHEERE (0.1~ 5%AK1) .
'E (HEAH)

11.1.4 BB (0. 1%AH)

FEBN MR, MIRREE, MEORE (IREE) EVR06MN
1EHEITIE, BPRICHHXREOREZ R L. ARIOH
5EHIETHE EbI, BIBERERLVE AIOREGEDHEY)
BRBEITS T &

11.1.5 ZEBE (BREAH)

R R BB AAE (Toxic Epidermal Necrolysis :
TEN). FZJEREIRGEERE (Stevens-JohnsonfEMERE) . %
TEARENHOoDND ENDH 5.

11.1.6 2UBEBRE GHEAH). BEMER GIEAH)
BiamaE (BUN, L7 F=0%) ICEBT AL,

11.1.7 &F MU LME (BEEAER)

11.1.8 HEfUARRGARAE (SHFEREA)

e, B, CKER, MHRURFIFT7oey BER
R E T HRBBREN H 5 bNB I ENH 5,
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11.1.9 |AEE (FHEAH)

11.1.10 SEELIREE (BEEEAHR)

AR, BETE. RRYHE. O, AL, £Ig, fens
WHobhbdZENDH5,

MAN BT RY D LM BEEARH)
RAORBFZREICED, QTERE, B8, LUONEEES K
YITRTVILMENHSDNDZEPH D, o BT 1
> LIE ISR L 7AB AL 7 AIRE. KA Y 77 L MESE
DEMEEFE 2 EIGENH S, INOOBRERTEPED
NBIERD D 5 bONZBEITIE. M 75 2 LEEDH
ExITO. BEPROONLBERIE. v 727 LDOHTE
DS EEITS T Lo (8.2 ]

11.2 ZDfthDEIERA

(BBEB. T-ERESR. EMES. EREREX.

Zollinger-EllisonjElZ8f. FFU'SAMBREENE. EFRSE

PAEBY VERSEICSITZBEEX T EREEOBRN

)

0.1~5%if 0. 1% SEEANA
BEE RE, BER |BRE
MK BB B\ FRmRED . 7
MERIE AN, SFEE | PEREZ, U
KEZ. Al SERE
i AST. ALT.[BEULE YD
Al-P. v-GTP.| L&
LDH®D k57
B MmE L5 #iE
L2 fEAL. FR. BB, TR, h|ER. B, BEMEN
MR, B> Y5 E. B | KBA (collagenous
Am % 7z, OB, #&|colitis. lymphocytic
WMAIR, #85  |colitis)
BRI HEV, SALDIHAE, Bl
& ORR. K
i1, FOEESARR.
BAOET, Oo
Lon, KEY
qoli Bavzro—|»dHE. FE | BHOb 5D, BIHIE.
o RERERT - (BRI, HELFRE. &7V EZT
BUN®D L&, E|BEE. LON|ME. &A=
HR. MHTSH|E, CKo LR
i

) BHSEE MBS RREE ST,
NUIONTI— - EOU DRREDHR)

0.1~5% 0. 1%K1i
WBHCE ®E. BHZ SRR
Mg H Bk A IFRAERIEZ . IFHRERIEA . U
VOSERBAD. U VSERIEZ
MMREAD . A BRI
JF ALT. AST. y-GTP®_ER |Al-P. LDH® k&
TEBRER g%, ME LR
HkEs TR, BE. BREREYE. BB, ON%. BP0, O
. EEEEE. ER. ERX, B BEL. BERR
. R, BERNREL BB R, BR
FEE
EaEER R HFE N
Z DAt FRERERG O B HHEFE, BRE 0oL

g, B, AR, REE
. FROLUNE, RO
LR RERE. iR

) RBEEREEEXI BRSBTS TV LT Y Y
Ly TEFTV) KPR O Y T 207 A T DRSO EER
FTOBRKRBE N OISR RAEE &0,

12. EARBRERERICKRFTZE
(NUONTI— - EOYUDREDREED

12.1 AUONTI— - EOYUDREHELDZFR
IRTI—=LF b TLEDO SO N R TSA el
Y= T XTIV KW, 7o) 2avxA Y U EORE
MBROXA MOy — LOREAFRHRERTERT
X, BC-REMEAEBR DA EIMEEMEIC 2 A FTHESE N D 5 /-
O, PC-RENLHBRIC L 2REHEZTHOHEE. Inb
DERNOB G THRIBELIFEDORETERT 2 EHFEE L,

14. BRALOER

14.1 EEIZMHIFDER

14.1.1 PTPRZEOEAIPTPY — b2 oWV L TIRAT
LOET B L, PTPY— hOBEKICED . BLHAL
WEEREAFA L, FICIZZELZBI L THRBRASEOE
BLuAEEZMHT LA D5,

14.1.2 RENIBBERETH O RAICH > TE. WALZD,
WD ETIC, OALLETEIOERT S L,

15. ZD/DER

15.1 BRERERICE D < &R

15.1.1 AFOEHZEESHICREOER) —T2R0 - L0
EXd 5,

15.1.2 BT BT 2 EROBEME T, Tu bRy F1 v
LBy —IC K ABBICB W CEMEREICHES R, F
RSB, BHEETO) A7EIPRESNT WS, FiZ,
EBHERCEHBE (IFML) owEEZTEBET. B
DY ATz,

15.1.3 BT BT 2 EICAREE 2R E UIEEO B
"C, TR TA ey —2HRE5ELLZBEICBWLT
TJURANYITL - T4 T4 K BBEBERDY 271
pHEshTWnb,

15.2 FEERPREHERICE D 155

15.2.1 T v bizbmg/kgbl b2 2EMBOKRE Lz HMHERERIC
BWC, MTEITHLT ) A ROREDNHLNT EOHED
H5o

15.2.2 EyER (T v MEOKE25mg/kgbl b) THIRERE
ERUMHFY A OFs OEMARESNTVAOT, HA
IZH 72> TIXFRIEHBREICIER T 5,

15.2.3 v MR TH BTV T 5V =)L (50mg/kg/H).
TEFT) UK (500mg/kg/H) ROV S Aaw
1> (160mg/kg/H) ZHRAKEG L-RHET. BEYT
OFEEOERE & HIRROKEBIFIOERIRO 5N TV,

16. ZEYEPRE

16.1 MHNRE

16.1.1 SRFSV—)LF MU D LBRIRS
RSB TI220mg Z AR T XIIRRICEORS LIZFEOD
WEEBICHEH L EMEREN T X — 5 OFIEZRITR
3V, [16.2.1 ZH]

B RAERR QY ERE/ ST X -5

Cmax Tmax AUC
A =
BSHE (ng/mL) (hr) (ng - hr/mL)
RN 437+237 3.6+0.9 937617
B 453+138 5.3x1.4 901 +544

(Mean*S.D., n=12)
Fiz. BREEAETFI5mg. 10mg. 20mg% iR~ T MER
B UK (#55HE) OENFHRE/ST A=Y I TOES
DTHBY,

BEHEABFICB T 5 XERSE (5Smg. 10mg, 20mg) OIiEHZ <7
T =T )T LOENFHET A

U = Cmax Tmax AUC (0t Tie
e (ng/mL) (hr) (ng - hr(/m)L) (hr)
5mg EM* | 14656 | 3.0 (2.0-4.5) 236+97 1.8+0.9
PM* | 252455 | 2.5 (1.5-5.5) 585+137 4.2+0.5
10mg EM* | 383+83 | 3.3 (2.0-5.0) 539200 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) 994477 2.3+x1.4
PM* | 8224232 | 3.3 (3.0-6.0) | 2331+663 3.7+0.3

(Mean=S.D., Tmaxl&Median (Min-Max) , EM n=16, PM n=8)
MAFEEESR T ~ 7 0 —A4P450 2C19 (CYP2C19) RIAIZ, TELE(ET
BEONEEND,
EM (extensive metabolizer) : CYP2C19°1/°1. CYP2CI19°1/°231&
CYP2C19'1/°3
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C19°2/°3XiZ
CYP2C19'3/3



16.1.2 3RIHEERS
BEBRABTICIRTSY —)LF ~J 7 420mgH . 7EF
) YKMWT50mg (M) . ROV T RAavw ATy
400mg (7ffi) =1H2[E7HME (Ft120E) REZORS L7
BOSRNTS5I—)LF )7 LOEYFHREINT X — & IZLLUR
DEBYTHAY,

BFERABFICB I 23FIFARERSGROMEF I XTF ) —)LF Yy
LDOENFHENT X -5

Cmax Tmax AUCo-12 T

(ng/mL) (hr) (ng - hr/mL) (hr)
(Eiﬁ; 578293 | 3.0 (2.0-4.0) | 934+438 | 0.72+0.19

PM* 4 + +
(n=4) 948 +138 3.0 (2.0-3.0) 2600474 1.80+0.32
(Mean+S.D.)

AFRBEIEBESRF b7 1 —24P450 2C19 (CYP2C19) FIAANL, TEEET
BIOpEINS,
EM (extensive metabolizer) : CYP2C19°1/°1, CYP2C19°1/2X 1%
CYP2C19°1/'3
PM (poor metabolizer) : CYP2C19°2/°2, CYP2C19°2/"3X I
CYP2C19°3/'3
F) ARABRLUCHARIE EE. RAICRIRT IV —LFhUTLEL
TIEI0mg. 7EF T2 VKM E LTLE750mg (i) ROo 5
J2uvA e LTLE00mg (/i) 037 Z=FEICIH2E., 7THHE
BOKET S, kB, 77V AUvA Vi3, RECSCCHEHES
TEHIENTED, 12720, 1E400mg (Fiffi) 1H2E % ERET S,
THbo
16.1.3 £MZHNEF4HER
SRFZYV=ILF MU LEEIOMg [T K]
TIRTFYV—)LF U LEEIOmg [V K] &8) v b
$EI0mg% . ZUuRAF—N—JkIck D ENZTNIE (TXRTF
V=)t b U LAI0mE) BEMABTFICHEEROEORS
LT RE(CAREZRE L, BonEMEENS
A =% (AUC. Cumax) IZDWTIRFEHEXMEIEIC THETE
M &4T > 72fER, log (0.8) ~log (1.25) O#HENTH D,
WAIOEM LRI FEFESER S Y,
SRFTT—LF kU P LEEI0mg (¥ K] 550 m
FHIR B HERS
(ng/mL)

350
—o— TN TV —)FM)Y AEE10mg R

300 - —o— /%) TyMiElOmg
Mean+S.D., n=46

=

&
e

=
=3

250 r
200 -
150 ¢
100 |

RETE S — N NN QN

50 1

0 2 4

6 8 10 12
G- #iE (hr)
EYBRE/ ST A — %
AUCo-12 Cmax AUCw MRT | Tmax Tie
(ng - hr/mL) | (ng/mL) | (ng - hr/mL) | (hr) | (hr) | (hr)

503.90 305.66 509.36 | 4.06 | 3.3 | 1.29
FhU YL
10mg [#> K] +194.01 | £118.46| +192.82 | £1.18| +1.3|£0.71

8 Ly bE | 491.81 292.77 496.70 | 4.23 | 3.7 | 1.21
10mg +197.55 | £123.95| +£199.71 |£1.10) +1.2]{£0.55

(Mean*S.D., n=46)
ﬂﬂﬁﬁﬁp?%gﬁﬁfﬂiAUC\ Cmax%@/\o'_ﬁx_yli\ ?‘&5&%0)

BIR, RROFRIEL - FRFEORBSEMFIC L > TRL 2T
MDD %,

16.2 ORIN

16.2.1 REDXE
RS T1220mg 2 # & T XIS BRICEORES U7 R,
BRBESTIREAETREICH L T’ 7TRELEIES 5 & &
HICRIPUAEGED RO 5N TWBY, [16.1.1 2]

TRTFT =)

16.4 X3
EER AR TIC10mg. 20mg# & %5 L -Fo migrh o
B, FICIERBRNLBTRIDICKDER Lz F AT —T
WETH 5720 ZOMICHFREBESR T 7 10— 2LP450 2C19
(CYP2C19) #BAS T BHi X FIALRIGIZ & 0 AR L 72 i A
FIUAR, 3A4 (CYP3A4) » 5T % ALK MERIBIZED
R L7z Z LR AEDER® 570920, [10. 2]

16.5 HEtt
ERRABFI20mg % R O%E LziGe. 5524 MEE
TIZRPIZTART SV —LF b 7 AOREEIIBHEE
. REWTHANIVAVBERTZD TV 0 BEIEE
P EBDRI29~40%. A H1 TV — LVEEHAE{EH13~19%
PRt NS,

16.7 EYIHEE(ER

HE (A X TFFV ) THREEESRT M7 a—L4P450
2C19 (CYP2C19) ~ofR#@#HAIC L VHEEFRAPRD 6N
TWBIT7EINL, TLT77UY (R-TILT77U2) Ixt
LTINRTSV—)LF bU 7 LFEIE I NS OO M ERE
WCHEREZ W EPRESN TV,
7, R (507 —L) CHABESES o —L4
P450 1A2 (CYPIA2) OfFFEIC X VHEEHADRED SN T
WBTFFT 4 IR LTHIRNT SV —)LF b7 L§EIE
MHEEICEELEZ VW EPFESNTNAD T,

17. BRPRRNHE

17.1 BNUERUREMICET 258

(BiER. TERES. USHES. ERtRER)

17.1.1 —iRERAREER N U — EE R EEER
BEE. THEBES. URERERR O EEES 2R
IZ1H1[E10mgX1320mgz ¢ 5 U 7c — R IR B R O —EH
BB R (B GHR  6~8EM) O TROEBD T
%%)8) ’17)0

TR WRERER

B 94.0% (189f5il/2014)
+ZiEE RS 99.4% (159fl/160f)
G A A 90.9% (50%1/55%1)
V)& iE S 83.3% (10f5l/12151)

F 7. HoZ BAERAEIEOSERERE R 2 RICIH]L
[m10mg % 248 S U7z REE (ZEEREEGEER) (<
B2 NREIEFERERILTS.6% (3361/42(]) TH -7,
BHERAERCHEO 7O bRy 71 e By —aEICER
TR OBWREREREE 2R E LIS EE O NS
BIZEBBBRIITROEBD TH -9 0, [7.2 2]

1[8120mg 1[E]10mg 1[8]20mg

LH1[E 1 H2[E] 1H2[E]

Sk 58.8% 78.4% 77.0%
(60f51l/10251) (80f5il/102/51)) (77f51/10051)

grade AR 65.1% 87.1% 79.5%
grade B* (5641/86/51) (741511/85(51) (664511/8351)

grade CK U 25.0% 35.3% 64.7%
grade D* (451/1641) (6%1/17451) (1141/17%1)

FEl) IRTSYV—)LF bU Y LAI0mg/H. TV 75V —L30mg/H. F
A FF = )120mg/ H % 8B D% 544 1 ARIARE SIS HER A IS
B

oY UYL AGE (WE2) ICX2EEE

BEREERCHEO T bRy 71 e ey =g
D ORI RE S 2 R E U HERRIES2EHR G DN
FREIC K 2IEHFRR (PRHUE) ITROEBVTH-

7":21)‘ 22)0

FEHFEROBEE )
1[E10mg 1H1E | 1E10mg 1H2[E | (95%SHEXE)
Pfgb
BE51A% D 44.8% 73.9% 29.1 (18.9, 39.3)
JEFERE (73/163%1) (119/161%1) P<0.001

a) 10mglH2E-10mgl H1[El b) x &

F2) IRNFFV—)LF U L10mg/H - 20mg/H. TV TSIV -
30mg/H. X 75V —)L20mg/H, TV XTSFYV—)L20mg/H%S
FERLL B G 5# ICRIBE I MR E R IC R



GEU' S AEBBIEETVE)
17.1.2 Z—E5HHBER

VS AEBERETTIEZWNRICIHIEIOMg 25 L=
HEBIERRE (RS 48H) cBF 5\ ERD
FTRMERROBERERIL, Th2N43.6% (4461/10161) .
55.4% (56f5/10161) TdH -7z,

BIEAIE. 10mg#H S 010264126 (11.8%) ICBDH 5Nz,

FELBWERZ. 3G (2.9%) KROBEEEm@E26 (2.0%)
‘(v% > 7':23)\ 24)

(BERE7 AU VESRICSIT3BEEX T EHEED
FEFEHH)
17.1.3 “E5REEEER

EHE7 A > (1H81mgXIZX100mg) DEHES % KE
L. POBEEBENR+HEHESORETEL2E T 2E8Ez
W& LI —EEMEHEBEORKR,. Kaplan-Meieri#IZ &
DHETE L 7o 524 0 BIEE X3+ 185185 O ZEHE
ERITRODEBOTH- 72,
BIfERE. IXT TV —)LF Y 7 LEEIOmgH 5.8 T 15741
H1461 (8.9%). Smg#x 5B TIS66IHT7H] (4.5%) 1ZF8
Shiz. EuEMERIXI0MgH G T MR ORZ & 214
(1.3%). Smg#H S8 T TH3MF (1.9%). R0
(1.3%) TH-7%,

1H1ME5mg | 1H1[E10mg ot fige)
(15041) (15141) (15141)
RO 461 245 32431
B E5248% 0 RAEFEFR) 2.8% 1.4% 21.7%
(95%(EHEX H) (1.04, 7.17) | (0.35, 5.51) | (15.84, 29.27)
KR IZHT 5N — R 0.11 0.05 _
(95% {5 ¥EX [H) (0.04, 0.31) | (0.01, 0.23)
Pfigb) P<0.001 P<0.001 -

a)
M

Kaplan-Meieri£ic & 2 H#£7E. b) Log-rank #7E. ¢) xtfEixs 1L/

(1[E150mg1 H3[E)
(%)
R T
90 -©- 1 H 1[10mg
A 0P HE
80
70
60
i
w50
z&
= 40
=
30
20 N 4
10
0 R | 8
T T T
12 24
At Risk Fe5-BAMG > & DI GE)
1 H 11 5mg 150 150 139
1 H 1 [E10mg 151 151 142
xR 151 151 114

Kaplan-Meieri£iZ & 2 BiBE X3+ f8HEE O REHEFHER

E512, BEUEDE. STV —LF M) T LEEERRK
SEMMEHRE L-BE (REFTHEATOGEEKRES).
Kaplan-Meieri%ic & O #7E L 7z Bi&E I+ ZBBEED
SHEBEHFIL. 1HIESmMgT3.7% (95%E X HE @ 1.53,
8.64). 1H1E10mgT2.2% (95%FHXM : 0.72, 6.75)
Tholo ab. BE2UELE, WEBEIINT TV —LF
R U ASEIHIESmg X H E0mglc ) D &2 T, Bk
SLEMMRER G L7,

(BEBEBMNETIEBERICBIIZANUINTI— - EOUD
FREEICDHHEEN)
17.1.4 ENERKRER
ANJanyy— - oo BEE NI+ EEEEDR
HEENRELZENOBKRE (XTI —LF MUY
Ly TEFTVI VKRG Z) Au<A 2 OLH2E
THREREORE) BT 2RERIITERDOEBD TH S,
BIfERIE. IRTIYV =L F rU T A10mEg. TEFZ Y
VIKHIT50mg (Fiffi). 7 Z V) Za <A > >200mg (Fiii)
BEITE D 1296154061 (31.0%) IR o, EXFIE
FIETIL6M (12.4%) . BAEL3M] (10.1%) TH-o7. &
oo IRT T —=)F MU T LI0mg. TEF TV KA
W750mg (Siffi). 75U 2a<A ¥ >400mg (Fffi) %5
IZ& D, 123619556 (44.7%) ICRHERAERD 5. £
BIfERETAR266] (21.1%). BRIEL3F (10.6%). HKEEE
1361 (10.6%) . REE7HI (5.7%) TH -7,

s FRER
BEA OB G . +iEB -
[E% =R ¢ P, B
&l
IS F =)L
7 b U7 AL10mg
TEFTI) IR 2E/H 87.7% 83.3% 85.7%
750mg (J71ifi) (57151/65431) | (45451/54451) | (1024511/11941)
ryI)AuavA v
200mg (/1)
IR 5 =)
+ bU 2 L10mg
TEFT T VKA 2/ H 89.7% 87.8% 89.0%
750mg (/71ii) (611511/68(31) | (3661/4141) | (9741/10941)
7oy AuvA v
400mg (771ff)

T, ARV TS e — (SUVTTI =)L),
TEFTV) VKROS5 2071 ¥ Y D3FIHRSIC
KBANY ANy — - ) OREIREP AR TH > 72
Jansy— - o) B0 BBEXIE+ZEBEEOEE
ERRELCENOER (XTI —=)LF )T L TE
FUY KPR OA bR A — )LD H2E7HRBRED
H5) 2B ABERIZ8% (4ofl/60F]) EMESNTWAEY,

EROERIE
1&1¢mﬁr
5&75?—»%%UWA@@%%%%@@%%@TE%%
(A7 zr7 I RE) kD, FabrRr7 (HY K-
ATPase) ®OSHZE: % (&4 L’C@??(ﬁfiéﬁﬂib Es"% aRl/%
WHd 5, SSICHESN-BREEOEEICIZ. FIT/EF
%ﬁ#6@%%@%%%5m@5»9%1yu;éﬁﬁ%®
HEPSEHELTWALDEEZOLNS, ZDM. TILYFF
C Ko CEREEPEIET 2TREEL #ERI SN 2P,
18.2 BEEDMIHITER
18.2.1 EEBRABFICBIFAH A MY HEES WIS L, 1
H1E10mg# 5. 1H1E20mgi 5 TE b ICREH» 6 F
2 EER 2R L. #51HBROTHB OB WEDED
RIF1H1E10mgH 5 T72~76%. 90~96%. 1H1[E20mg#
5788~89%., 99% T %3030,
18.2.2 Y FHHEBERERICBIA P TFIULTA 7Y v T
AMPRIIC & 2 BEE W 2 10H] 9 %% (in vitro).
1823%@%59””%% BIBRLAZ IV, RVTHTA
N > HEE B 125w MBI B EBERED WM
e 2% 3 /ﬂﬁa@ Mtﬂbﬁﬁﬁmﬂﬁm%T?”M%
AXBHBNIET Y MBI 2 BB WIIEIEROEIEIX. it
o7a ARy FHEEANCHEBE LELS . MFRHTA M) oL
ﬁli/}\ﬁbﬁz)‘ 35)



18.3 BApHLE/ER
BEBEAEFICHB T AENpHICH L. 1HIESMgHkS, 1H
1E10mg# 5. 1H1ER20mgkE c&bIcERH L LRIER%
U %550 B 0248/ IcpH4LL B2 R R O E| &kl
HI1E5mg# 5 DEM* T46%. PM*T63%. 1 H1E10mg#
B DOEM*T58%. PM*T72%. 1HI1[E20mgi5 DEM* T
61%. PM*T76%TdH 5%,

MAFREEERF b 7 0 —L4P450 2C19 (CYP2C19) £IFA!
&, FREEMEFREIDSHESI NS,
EM (extensive metabolizer)
CYP2C191/2X1ZCYP2C19'1/3
PM (poor metabolizer) : CYP2C192/2. CYP2C192/73
NIxCYP2C193/73

18.4 H*. K*-ATPasefBZE{EH
T EREL VT L /-HT, K-ATPaselctt L, 5V EE
e %933 (in vitro).

18.5 WEBIER
v NERWLEEEBRBED 5 \WITEBREHERE (Fh
WA NLVA, KEBEA ML A, WK, Y2573
V. EBERE-TY ) = VRO A V) IR L. BWHIBE
e H %\ I3 BRBRE WEER 2R, 9. 0,

18.6 {ERR

(NUONTI— - EOVUBREDFEED
TEFIVYVKME TS 2AavAL vy, TEFVY
) VKR ORA b a =y — )L ED3FIFREEICBIT S
IR TV =) )T LOKENTBEHNpHE FRSE 5
EIZED, TEFTVYVKIMKR O Z) Auv AT oD
HEEEZED2EICHBEEZLNBHY,

18.7 BREMR

(NYONTI— - EOVREDORED
AFFAXIZHNAY INT Y — - YO BRETILICE
WT, BRAEEBICNT A TEFI VY VKIME TS5 A
Ov ATy OFIHAORIZ. TRTTI—LF ML
EMAZZEICKD, HEMRIFRD 51724,

:CYP2C19°1/°1.

19. B ICET SEBEFHFR
—ARBBHE
FXR7FJ—)LF b7 L (Rabeprazole Sodium)
==
Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylJmethyl}sulfinyl)-1H-
benzimidazolide
oFH
CisHaN3NaOsS
nFE
381.42
127N
HE~MERBDOHRTH 2.
KITHD TIEFR T, TH /=)L (99.5) ITEFRT L,
0.0lmol/L/KEALF + VU 7 LAFIRICTIET %
R TH %,
TKIEHR (1—20) I SHEREERS 20,
TEEmBENRDOON S,
L&
O0—CH;

HsC 0]

[::I:/>S/*H2:; OGRS

20. BURVL EDEE
20.1 PTP@E i3 7 )L I K[FAEEB. oA
BIFTRETAHI &,

EiapeRk. BEXT

22. @&
1005 [1082 (PTP) X10. ¥ZRAIAD]
10088 [NF. EBAIAD]
500%E [108E (PTP) x50, RZiRAIAD]
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