4H20NY

* 202458 ARET (BE2hK)
2024F1 HEET (BLR)

IR © ZIRRF
AR : 34

BAGREERIEES
872329

JOMYRYTAeEY—
BAgREA S VYV S5V —IVIGaEOENRRELE

wnzense DY T =)bODi15mgro=77)
575 —=)bODs:30mgrs=77

Lansoprazole OD Tablets 15mg « 30mg "Chemiphar”

E)ER-EAFOMSRIC L VRIS L

15mg 30mg
EERES | 22400AMX00893000 | 22400AMX00894000
AR7ERRIE 20084 A 200854 H

Kﬂ@ﬂ IR d BBBUED RO H 5 B
7YY FUIFEE, VLYY VIEBREEBRESFO
BEI110.1 B8]

3. fHRE - MR

3.1 #R%
B4 SIS I—=VOD§E | VT —)L OD §E
15mg [737 7] 30mg 737 7]
Bosy | (BR) 9>V 75y —)L | (HR) vV 75V -
(1 ggh) 15mg 30mg
BRI, AT AT ILVI VBT RV L, BEE
KIrA®. L-7LVF=>, JuZARE Ry, e Foro—
A D-wr= b=, BLFH . FIT . AY T VR
aRY<w—LD. I ULEEEF NU T L RKYVILR—
80, TZVILEBELFIL « AF 7 YLBEXF IR
— RUAFTIFLY )LV Tz Z)VI—F), FITV
BrUITFIL, v7ad—)L 6000, AFT7YVEETY
Yoy ATTV VBT TR T L, T AN, BKITTY
B, 7ANLTF—L (L-7 227 5= A& . &k
FatL ) a—), TFLNZY >, NZY v

3.2 EFIOMEIR

B4 V77—V OD#E | 7>V FF7J—)LOD
e 15mg 737 7] 30mg [73I77]

eIy HE~HHAGORETHREO~BREOMEANH 5
FRBTE DR % & T O H B SE

LZ

2. = (IT\@%%‘(‘_l;h%uaug_t)
2.1
2.2

NN

baviz

U O]

BEE 9.0mm 12.0mm

Ex 4.7mm 5.4mm

HE 340mg 680mg
Al a— K LZ 15 LZ 30

4. FHREX SR
(5YYFS5Y—)ILODEE 15mg [5=T7])

OBEER. T—EBEE. USHER. UANRER.
Zollinger-Ellison fEfRE¥. FUSAMEBEREERE. KA
E7 2BV VEBRERICSIT3BEE R T _EEEE0E
FMH, JER T O4 FENERIRSIRICEI2BEEXE
T IEISEE OB RN

OTFERIEBIFBAUINTI— - EOU DREDHHED
B85, TTHEBES. 8 MALT U/, $SRMEIUIVR
AR, RHIBEICH T ZARKRIAEEE. AU
NI I— - EOVURRER

(ZYFSY—=)JLODE30mMg [r=77])

OBEE. T—EBEE. USHEER. CRURER.
Zollinger-Ellison fE{RE*

OTEIEBIFRIAVUINTI— - OV DRREDHED

BE5. TZERES. B MALT UV/NIE. 55 VR
EAMEERR. RPHEECH Y ZAERITAEEE. AU
NT9— - EOVURBRER

5. MEEXFFIRICEHET B3R

(BEHE7 AV VRSRICHIT3BEEX T IEEES
DEFINH)

5.1 [ffe - ZEROEEINFH D 7ZDIBERED T ALY ¥ %
FRELTVWHEELHR SRR EL, BERRKICELT
3. BEEXIITEBEEOMFEAHERT S &,

GERAFOA4 REMNEERSIHICHITZ2EEENIFT T
ZEE DB RN

5.2 ESE’“U'?:?%\ EREEEESICB I 2 EREEE D

ICIER T O A REEROER » REIMGERS L TWb A
%‘%?&Efﬁ%&b BERMRICE LTI, BB+
“HEBEEOMEEERET A L,

(NUIONTI— - OV DREDHED)

5.3 EITHAE MALT U VSBT3 A2ANYanNs ¥ —- Yo
U BREIRE OB RIMEIIFEL L T WL,

5.4 BRI ERBRICH LTIE. A4 RI14 0%
ZHEL, AN aONTY— - PO BREREDSEY) &
i S NAREFNC DO AREIREZITD Z &o

5.5 REABEICT 2 NHSEAER B LM IE. AYan
75— - ¥nY BREBEICK S BBOFENHICNT 2
BHRIEIIFENL L T WL,

5.6 NUIaONTy— - OV BEEERICAHWAEIZIE. AN
aIN7— - ¥ ) BEETH BT ERUNREREIC
FOANYaANTH— - O BRERTH D L E2HEDR
T5ZE,

6. FERURHE
<%Z§§S TEBES. WEENES. Zollinger-Ellison fi
|
EE. BAICIET Y /7"7 /‘—)1/& LC1MmE30mg#%1H
| [EROFET 5. &8, @E. B&5. WEHEETds
HEET, += ?aﬂ»z(*f“fci 6EETOREET %,
(ERERIER)
HE. RAKKET Y TIy—)eL Tl E30mg %1 H
1 EfEO#ET 5, o5, BBF 8EME TCORELET 5.
1\ FF - FR A AR DR T R BB R ORI IC B
Wik, 18 15mg 2 1 H 1 BEEO®ET 205, 2ERAF
FOHEE. 1 H1E30mg 2EOK59T 52 ENTE 5,
GEUS AEBRIEMRAE (OD 2 15mg Dd))

BE. AT Y TSV —LeLT1E15mg %2 1H
| ERORET 5, 58, BFE 4 BEETCOREET S,
(BERE7 AU VIRSRICHIT2BEBXR E+ZEBES

DOBEFINE (OD £ 15mg 0FH))
EE. BAKKIET YTy —peLTlE15mg %1 H
1 [EREO#5T 5,
GEXFOA RERREZRSHICSIT3BEEIE+=1&
ISEBOESMG (OD £ 15mg D))
EE, BAICIRS Y 75— LELT 1 E15mg % 1 H
1 BEO#%ET %,
(NUIONTI— - OV ORREORERD
EELBAICIZT YTV —1 e LT 1 E30mg. 7EF
DIV VKA E LT 1 | 750mg (i) KOV ZU 2w
74> &LT1[E200mg (Fffi) @ 3El=EERC ] H 2
[\, 7 HEEO®RET %,
BB 77V RUTA T E BEICSCCHEERET S
ENTED, 72720, 1[E400mg (Hiffi) 1 H 2 \% LR
E9 %,
TabryRYTA ey = TEF TV VKRS



Y234 rO3EEEICLBZANY AN -0
DORERBDIABINOEE X, ZNITRb2IBEE LT, &
H.RAICIES Y75V —)LE LT 1E30mg. 7EF Y
DY vk E LT L[| 750mg (Siffi) ROA ho=4Y
—) &L T 1E250mg @ 3 A ZERIC 1 H 2 E.7 HE#E
O%59 %,

7. FiERUHEICRET %FR

(ERERER)

7.1 MERPEEICBWTC, 1 H 1B 30mg o513, 1 H 1
15mg HEHICHEFE L 7261/ £ 15mg TRRP A+
B EICR 5,

GEUS MIEBRIBERAE)

7.2 BE5RE 2 BEEERE UCHREMR L, EEROSE
{BAASERD 5N E VIFEICIE. BEHRMIORR % 2
SN2 OMOBE L IGRANDREZERT H o
[15.1.5 2]

8. EERELRNER

(BEE. TERES. WELEER)

8.1 RHAOMHEAZRIITOTHRWO T, HFEEICIIAVE
W ENEFE L,

GERERER)

8.2 MFFEEICBWLWTIX, BH - BREZBVERTEFIONL
BE5T2HILE L, RRMPFFEOLED L WEFICHR
54520 0WEHIBETSHI L, £/ 1 H1ME
30mg Xi& 15mg o5 & D BEFFREPRICDZD
Wit d HERIT. BENIIREFIICIVERT HBZ
N EHfiE N 5541 1 H 1 E 15mg ICEEX
BHIET A2 &, b, MRFEIEFRILERNIC AR
BEEBT S EEEEZTSITOTENPEE LU,

GEU' S AEBRIENRE)

8.3 MRZICK VIR, BFHEEFOBFETERISEDIEL A5
na2& (1EBHZD 2 HU L) 2RO 2#%57
BT L,
7B, KEOBENEE., BEEEOEREE KM
HILERERICKDERZRERTHZEVHHDT. AR
BHREFICIDINOGDBEETEWI LAERT ST

Es
9. BENEREZFIDIEEICHT IR

9.1 GIHIE - IEEZDHZEE

9.1.1 ZBREDEEEDS 3 EE

9.3 FHikeEEEEE
AR ORH FHIELET 2 ENH 5.

9.5 iFim
TR SIS IR L C WL A TR O & 2 Ltk i3 iBE LB
IEDEREEE L0 2 L H SN D BEICOARET S
&, BYEE (Sy b)) KBLWTHRENETEZIG
HMOMPEPBEEIVENIEFRBOLATVAY, &
oo THE (RO 30mg/ke/H) TRIBEC RO
RBHENTNWEY, B, Iy MITYYTII—L
(50mg/kg/H). 7EF ¥V 2K (500mg/kg/
H) RO'7 ) 2u~<4 > (160mg/kg/H) A
B LU7-3ET. BB TOBHOEREEBIREDOR
B OHEBRIRD 5N TV 5D,

9.6 1ZA.IF
R EOAERERUBARBEOREREELZER L., FHO
M xhiE 2B 2 & BMERER (Sv ) °F
HHFABITT L EPRESN TS,

9.7 INR
NREFEEINR E U BRREBRIEERL TLa,

9.8 SimE
BRED»RE2HBRT AR EERICRETHZE, —
B iR E TIEBYMEEIMER L TB 0. ZO e
HEOETbLH 5,

10. tHE{EA
AENGEE U THEYAFHESE CYP2C19 Xid CYP3A4
TR#E NS,

2. AEOBBRSWANFEIERICE D R OIRNZ
EIMHT B DD 5,
10.1 HAZZ (HALLBWI L)

B BRARAEIR - SEETTE W - fElRE T
TEFFENEGEBEE |7 YT CVREEE O | A O B B 5 W
LATE Y ERZRE T 2B8TN HICKD 7 FEL
[2.2 2] Rk SR HERIE DAL ET
L. 7Y Lol
FREMET 9% AR
WA H 2,

HHIZ % BRRAEIR - TEE R e - fErERT
YLKy VIERIE UL VIERRIEO | AH O 8BS W E
IVaIvh EREZEBET2BZn|HIckD) LEEY ¥
[2.2 2] BH5, HEIE ORI AET
L. YL¥EY ol
FIBENET I 5 ATRE
WD 5.

10.2 HEER HACEFRISRIL)

A% BRAIER - $EETT % W - falRET
THET4U Y T AT 4 ) > O | AR AR SR
EPERITZIENH | 2HFEL. 7471
%o COREERET S

ENBEILENT VA,

7)) L ZKFY

Zru) LAOMAFE

ARF 2 RF R R B R

BN LERTAHAEFH|IIBIFERY 70 LA
%o DORHZFREMIIHE
THHEZEZOLNT
W5,
VaFxv v TERCEER| DR % 3858 | ANF O B B3 WA I /E
AFLITFRY Y | THAEEND S, Hizckoyax> oo
H7Kk 53 g D3 & s
VIFTrOIMmTEE
P ERTHERENENDH
=y
A bTaFV =) | EERREAOMER &S | A O B B WS
FuyrFF—YH|TAAEEDH S, R & 0 EREER o1
EA RRAF =T E D |FEEDPER T 5 ATHE
TI4F=T PEFEFTRE 2 BR U 8 1 [ dp 26
RAFZTKF | B &,
—nF o TS
itk
I)luaF=7iE
[ize)
FTHITNF=T
tyF=7
& F = 7K
¥a3IF=TK
ity
FNF=T b
ERIE/KFNY)
NT<F =TGR
EKFN
Bt~ 27> L [ Al SAVINGE IV N=IT0)=N o gk 3
TP EFET 5 B% | AICL2BENpH L&
nndb s, (MEON Al S

LDEREMETT S
e EEZH5ND,

NLEAILA YL
iR

NIVEARAIILAVIVEE
O A E RS
DR B B

ARHN O E B W
MHIcL28WpH LA
ICEDRLEZI LR
OV EEYE O WX A1
ENBBENDD B

AR RLFF— R

A M MLFY— ol
FREFERTLIE
BHb. mARDOX b
FLEY— L EHREY
2FEE. —RICR
Aloszdikd s
LEEEITLIL,

WFIEAHTH 5,

T hA Y
P FAVA

AERLEAIDIFR & H5R
THAREENDH 2,

N5 DA O RE
PRl BT 5 &
HEE (A ASFV—)
THESN TV S,

1. 8ER

ROBWERDHSDONLZENDHZDT, B2 T7I14T
W, BEPROSNIHEICEREEHIET 5% S %

WEZITH T Eo
1.1 EXGEIER

(HMEELLE)

N1 7F745%y— (2BFE. EEZE. FIREH
%) (0.1%KMEEY), ¥Y3awvg (0.1%FKiEED)

11.1.2 AMEREA . SMEBRIRAE. BMMEED (0.1%Fk
WED) BERBEGEA (0.14%% D). m/VRREA
(0.15%%1), &I (0.14%%D)

11.1.3 FFESREREZE (0. 1%RHHED)
#YH. AST. ALT O LR %> BE L MRS
BHEONDEZENH D,



MN4PEERKRERMABE (Toxic Epidermal

Necrolysis : TEN) .
Johnson fEI&E) (0. 1%KmE"D)
11.1.5 RIEEMEAHR (0. 1%KiHED)

FEEN WG, PRIREREE, HEORE (%
5HLNTFEIC
ML BRIOREG %1k L.

3. EHPHIZ

REGIRIRTEIREY (Stevens-

EEO@EYZAEZTH T Lo

11.1.6 FRIBEREMNS
SHEBERERFICELSZELELHDHDT,
(BUN, 7L 7F=r L73%E) I0FER

11.1.7 $878E GREAH)

NUINTI—-

X (BREAH)

EOU ORE O

H) EndH

HaER X S ot 2%
B RERILE VHIOH

B R (E
THIE,

11.1.8 %ﬁ;t%kﬂaﬁ%@ﬂﬂﬁ’é#aé%hkhA (0.1%*%
i+
ANYVIANTH—- ) OBREICAWAT7EFT T

YK 7V AavA Ty TR, IBEERE RS

DME2H>BEELCRBRATPHODONDI LD
DT, R, HEO TR H 5 b IBEIcITES I
BEehkd 5% CHEYLNEZIT L.
1) FIRBEEZI3RERG £ T ORI B Te%
HABOMRICE D,
11. 2 Z DfthDEIER

(BiER. T-EBEE. VS

BiEE. ¥RMREN.

Zolllnger -Ellison fEIREE. 3El)‘b/u'&%§i§i§5;ﬁﬁ\
ERAE7 AU VBRSHICHIT35EEX =ik
EBROBRMG. JERT 04 RERNERIZSIICSITF
2 EEEX T EREEOBRINE)

0.1~5%Kii 0. 1% SEEEANEH
IEBE RE. TOFE ZIEALBE
K8 matERETY
TYh—TA
JHF R AST. ALT. Al-
P. LDH. vy-
GTP »_ L&
Jiiki;3 FERERIEZ
HLER ERL. TR, OO, B, 28k &%
8. MR, | AR R,
( collagenous|#. A%
colitis % #3) %
=Xa))
TERRER EEVN 5 DIREE, NHR.
DHFE LV, IR
Z DAt REGRI VAT | AL E . F|\PITAHE. A
o—)b, REO|E, BR% & & EEE. K
k& OEO LU, | b Y 7 AIE. (K
WD LU |~ 7 4 > A
HPE. E  EVEAY Y AM
FEARA LT L
e
¥ 2) FEBUBEE I IAGERE & T ORI 3 BLERTE
HEDORERICED <,
¥ 3) TR 588 collagenous colitis &A%
BLUTWAHEEMRES D B0, PP ICRF ORE % F
B9 22 &, BERBEICHERS. OU5A. FHIMFD
3%%‘ OB ENHAHDOT, N, MEFED5ND
e W MBZITH T &o
<«U:A99— E'0U OE O
5%LL = 1 ~5%K1ifs 1% K15
HLER WE (13.7%) . |HRERE . EHE| B0, B, 8
T (9.1%) |k . ER. OR
N NN
Mgy, B EEm
Ui BEANR
R AST. ALT. Al-
P. LDH. y-
GTP. EVY L E
COLER
Jiiikis3 GFHRERIEA | FER | MM
BRI BIMERE
%, &l
JBBUE 3% ZOFE
TR R EEN NN O R
W, AR, LU
N ROR N 2

S5%LLE 1 ~ 5% 1%t

M) ZTUETA
. IREED b5
BalLA57u—
Lo bR - AERTR,
PREEE R PRI
[£1:3

Z DAl BRI

T 4) HEFRRIEEEX BB EEICB TS v
VTSI =) TEF VY VKROS5 2Aa<
1D 3FFREORBEAEICEDL

B HETTONRBTREO SN TWAEIER (B

B 1%DIE) FJROEBY TH S,
5%LLE 1 ~ 5%
kR T (13.2%) BRERE | BD. R, OWN%.
H (8.7%) B, HEEREEEM

FF ik AST. ALT » b5
EHOE #Z
FERAER E. OF 0

ES) SHERTIIBBEENI T EBEEICBIS T

VTS5 =), Y%fr//‘} /7J<$D%&U77 JzZ2uaw
Ao RUFA Pa=F V=)D 3 HHREOREREIC

o<,
12. BEFRREERICKRIBFTRE
(ANUONTI— . EOVDORE DM

FUITII=VEOTO N RYTA L EY =T E

XV VK., 75 ) 2AuvA Y U EOREME R

A O =Y - VORAFRPHESRTER TIX. BC-RA

MRABOHELERPBREEIC L2 RBENH 2 7

O, BC-REMZHERIC X ABREHEZITOHEEICE.

§6®¥%®ﬁ5%7%4ﬁu%@ﬁﬁﬁiﬁﬁé:tﬁ
FLW

14. BALOZEFR

14.1 FRIZGEOER

14.1.1 PTP "ZE O AN PTP ¥ — b2 5HD H L THRA
TAHEOEEITSHI &, PTP Y — FORRAUIT KD,
LS AR RERREARIA L B3 ZBI L
THRARFEDEE L AMEZHAET LI ENDH S,

14.1.2 RN FO LICOE TR ZRBE S5 EHET 2
=&, K UCIRAFRETH 2. £7o. KTRAT S
ZELTE S,

15. ZOMDFR

15.1 BRIRERICE D B

(GhEEHE)

15.1.1 AR OEMZRETICBEOE R — T %25

WEND 5,

15.1.2 AFNOHBREVPEEICLAEREZERT A ENH S
DT, Eﬁf&m_t%%;@ﬁihﬁﬁé o
S AN fé@&@ﬁﬁmnf FarrvRY AV
LBy —IC X BEEICH W B ICE S IR
B, FEESET. BEETO Y A 7BIIrHE s
TWwWb, i, BHERCERM (1 F£LLE) oBE
%’b‘t*%’( FBITOVU A7 HEML 7z,
BINCBI A2 FICAREEEZNRE LIEROBE
FRET,. FTabrR Ry FA ey — %25 L-EE
ICBWTZOA NI DL T4 T4 NI L BB
D) A TIPS RE SN T W5,

GEU'S AEBRIENE)

15.1.5 BENBEYROEY A7 ThHHERHE. BiE.,
HALZTFHREDDOVTNICHFEHE L WIGEIC
EARFOBRBEHRPE S NI WS EPEE RIS

OlzED

15.1.3

15.1.4

LORENTWV D, [7.2 BH]
(BERE7 AU VIRSKICBIF2BEEX S+ ZELES
DEFENE])

15.1.6 EAE7 A VHERICB T 2 BBEXIE+ 1
FREBOBFE) A7E, ANV INT Y — - oy G
PR O IC & D EE B REE O & 5 2 & AR
AERICE DIRREN TV S,
15.2 FEERARELERICE D < 1B
15.2.1 v bz 52 HEBmEZEO®RES LA ER T,
S50mg/kg/HEE (ERARAED 100 1) I2BWT 1
ﬁUl:E‘ﬁ@%%Fﬂ%ﬂiﬂ’ﬂﬂEﬁéﬁ&)B*L'Cbxé”o 5
12, 24 » AfsREREO#RE L2 BT, 15mg/kg/
EIL)\J:GDﬁ B TR ORI E o S AN
. 7. Smg/kg/HU EOBICBWTBEDOA LT
/’f FEEPREOONTED, MAT, HZy bo
15mg/kg/HEL LR OHEZ v b @ 50mg/kg/HEL E



DRICB W THBERRBOREHEOEMNPRD 5h
TW3,

TR E X CREZEREIC DL TR, YT ADNA
JREREE, A X, PLoBEERBRTEIRDNT, T
v MR RELEEZ N,

Ty MITYYTFY =)L (15mg/kg/HEL L) 7
EET Y VKA (2,000mg/kg/H) % 4 ERIHE
AROKE LicHBE, RUOA XTI TITI -
(100mg/kg/ BH). 7 EF ¥ ¥ kAW
(500mg/kg/H). 751) Aua<wA > (25mg/kg/
H) = 4 BEEMFRAEO®REG LR BT 7EF 2
VKM & B B 2 VI PR S L #c i s
MEOOLNTWVADFERIITEF T KM
BRBICHH LI BOTH D EATHELEZ DT
BN ENHERSN TV S,

16. EYEhEE

16.1 MduEE

16.1.1 BERS
EERA 126icy 7 7a > OD$E 15 H 50y
rrarh T 15 %, £, BIOBERA 12 6]
i 7ay OD$E30 HHWVIEYr Fur i It
V30 ZFNFNTOAFT—/N—EICT, R RIC
BEEO#KS Lz, MERICET >y 77 —Lo
REMEDPEE L TRHE SN, RELAED MEEH
BEHEB R OENBEZIST A -5 I TOES
DTHY,ODsEE N T INIZEMFNCEETH S
CEDFEREINT WY,

15.2.2

®58 AUCo-24 Cmax

(mg) (ng - h/mL) (ng/mL)
OD #& 15 15 1,105.3£1,101.4 | 474.1£254.0
A7 15 15 1,136.2+1,186.2 | 442.7+231.7
OD #E 30 30 2,216.5+1,270.1 992.8+384.3
717%L 30 30 2,223.6%+1,203.0| 949.2+361.6

(PifELERERZE. n=12)

T2 TV TITI =V EKBILT LI Z I L)L -
KEEb~w 7 2o L RABICIRAT 2. 50V TS
VL OMEFBEENMERT 52 EPNETHRE S
nTnasd,

RiEHRS

A (6 41) 12 1H 30mg Xi& 15mg (Wend
A7EILE) %1 167 BEEEE T ICRERD
5 L-BoMiEEE 0K, RbgEER ) 5 4R
EREMHIIZVHDEEZSNBY,
SUVFSY=IL. PEFI VU VKPR ISV
20O A Y V{HEIFOZEMENRE

BEBA (66) IS5V —)LELTLH
30mg (B 7ELED). TEFT VU KMME LT
1| 1,000mg (Fff)) BROZ I 2avwAvr&l
T 1[8400mg (/11fi) @ 3 FlZFEEICEORS L
BT 5 2 TS5 — LORELE DY B REEHY
NIRXA=FEFERDODEBY TH 5,

MET
1.7£0.5
1,104+481
1.9£1.9
5,218+6,284
(P19fE + RS, n=6)

B 3FIGHHEEO 3 FIE 2 O Mk EE IS EERS
B MBETEE & IZITREOHER 2R LT,
F7-. B (76) 12 32 FEORE TRIEIC
1 B2 7 BERERO®RS LI BOEYEED S|
EEMETVwWEEZSNBD,
W) AN ANy y— - vn ) BRERICHT B AR - B
BLEL 5, [6. B8]
16.1.4 EMZHIREFHEHER
(3YYF5Y—)LOD$ 15mg 52771
T2V FIYV—=)VOD§E1Smg [7r3I77] &%
77Uy OD$E15 %, JURF—N—FEICXDFNZ
N1 (5VFF5U—=)LE LT 15mg) BEKRAS
FITHEER, KD D RU7KZ LBEEREORS L TIE
FREMABELZRE L. §o N/ ERYFHE/IT A —
% (AUC. Cmax) IZ2W\WT 90%EMXEEICTHR
EHARAT &2 4T o 7 4ER. log (0.80) ~log (1.25) @
HENTH D A OENEREESER S N2,

16.1.2

16.1.3

Tmax (h)
Cmax (ng/mL)
Tz (h)
AUC (ng - h/mL)

(1) OD £ 15mg. KTHRF

BT A= BEISTA—F
AUCo-24 Cmax Tmax Tin
(ng - h/mL) | (ng/mL) (h) (h)
SyV75
YV OD 1130 64452.1(490.9+138.7| 1.8+1.1 | 1.3%0.3
# 15mg
[r277]
yhrTay
OD gt 15 |1272.1£418.6(529.8+140.6| 1.7+0.7 | 1.3£0.3
(EEEEEFEZ. n = 20)
(ng/mL)
700 (FHfE £ EEEFZE . n=20)
—— 5>V 75— )LOD§EL5mg 7 27 7]
600 - O+ &4 70~ OD4E15
M 500 +
LE
# 400 r
m‘&\
it L
§§ 300 }
B 200
100
0d o
0 3 6 9 12 15 18 21 24(h)
FREfiEl
(2) OD#% 15mg. K% U THRA
HEINTRA—% BENGRA—%
AUCo-24 Cmax Tmax T
(ng-h/mL)| (ng/mL) (h) (h)
ER
VM OD 339 64579.3|453.8£132.7| 2.1£0.9 | 1.3+0.4
#t 15mg
[r3:77]
Y rar
OD g% 15 [1294.7£529.0/460.4£193.5 2.1£1.2 | 1.4%0.4
(EEEEERZE. n = 20)
(ng/mL)
600 (44 + B, n=20)
s00 b —— 5>V 75— )LOD$ELSmgl 7 37 7]
" 3 O %470 v OD$ELS
% 400
th
x
% 300
it
1%
¥ 200
i
100
0 e

—0
I I I |

0 3 6 9 12 15 18 21
g f

miEFEEL N AUC, Cmax E0/85 X —4 13, #

B OZEIR, (AR OEEE - RHEORBESIC L -

TRZAHREDND 5,

(ZVYFSY—=)LOD#30mg [=77])

ST IYV =)L ODE30mE [73I77] &7
7ur OD# 30 %, 7U A+ —N—EIc kD ENZ
N1 (5V TS5V —)LE LT 30mg) BERAS
FICHaRR, Kb 0 RU7KE UBERO®RS LTI
FARZLRIRE ZRIE L, G5 N7 EYHE/ ST X —
% (AUC. Cmax) 22T 90%EHEXREIC TH
EHRIT 24T o 7o/ log (0.80) ~log (1.25) @
HENTH D HAOENZHESFHEIEZ S N,
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(3) OD #& 30mg. KTHRA

MRS A— 4 BENTA— Y
AUCo-24 Cmax Tmax T
(ng - h/mL) | (ng/mL) (h) (h)
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ég;grggD 2520.7+1130.9/893.6%276.6| 2.0+0.7 | 1.1+0.3
[r3i77]
%’6;;333 2409.2+1327.7|948.9%371.6| 2.1+1.2 | 1.1+0.3
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(4) OD #& 30mg. K7L THRA
HENRT A~ BENTA—H
AUCo-24 Cmax Tmax T
(ng - h/mL) | (ng/mL) (h) (h)
52V T7
‘;g;'érg; 2641.9£1155.0(897.3£248.1| 2.1£0.8 | 1.4+0.5
(r377]
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TR fiE]
MRS TI AUC, Cmax H0/55 X — 1%, #
BEORIR, AHORIEH - IS ORI X >

TEL LMD D 5,

16.5 Hkitt
fEEERA (6 61) 12 1 [ 30mg (H7E LA ZiERT
RidaBIc, 72, 1H 15mg (77w )LVE) 2ERT
ICREO"RE LA, Rz RE & Lt s .,
FUITITI=VOREEEIRE S NG o7, &
5% )24 B & CTORPBEMRIT 13.1~23.0%TH
57260,

17. BRPRRREE
17.1 BERUZ2EICRT SR

(BEB. T-EBEE. UESHES. EitRER.

17

Zollinger-Ellison fE{RE%)

.1 ERE T/ MAEHER (—ARERREEBR N U —E5RHER)
RN BE ZHgIC, 1 H 1 [ 30mg % — R
TIEEE LT 2~8HEM, —EERLEEHAER T
SR (BEE) XU 6l (+EBEE) SO
5 U7z BERRERIC B LT BN REHENS TN
52 TT =V ERE 1,109 OB AR
TEOLBYTHH)Y,

REZ (kS WEGIE (RER)
ERt 575 505 (87.8)
+IEBEE 445 418 (93.9)
ViksggiEe 19 17 (89.5)
W R R 67 61 (91.0)
Zolhnge{lgg]ilhsonﬁ 3 3 (100)
it 1,109 1,004 (90.5)
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GEU'S A IEBRIETETRE)

17.1.2 ERNENERER (CESRER)
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f= 1 OER B0 EIE (FRE) &>V 7SI
— VAR EBET 67.9% (69 6l). 7T REET 42.9%
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BEERXBREEIRXS VY TV —LIBEET 8.6%
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(EAE7 AU VRSEBICHIT3BEEXIT+_IEREE
DEFGE) =1
17.1.3 %%W% MEAER (CEEREER) MURBRMGERSH

EHE7 A > (1 H81~324mg) ORHKS %
REE L, pOBEBXIEFIEBEEOMERE 2 E
THEBRABEZNRE LTV TS —LIRER
(1 H 1M 15mg ZFO#E) Exti@iln —EEMT
BB O SR, PREMITE 31 % Kaplan-
Meier £ X O H#EE U 721078 FR 361 HEEEOBIE
BYIE+EBEBEOZRBBERIZ. 5V STV —
VG EE9.5% (95%EFEXM © 0.00~23.96), *t
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0. HHEEEICNT AN — FHiZ 0.0793 (95%54H
X [ @ 0.0239 ~ 0.2631 ) (logrank # 7& :
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Kaplan-Meier ¥£12 & O #E7E U 7= 105 R4A 361 HE
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T VEERE3.7% (95%EHEXM : 0.69 ~
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#5E 1 p<0.0001) T 70
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#z2T.1H1ME15mg % 24 BAEEO®RS L-EH
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(55/339) ThHVV. ERBIFAIE. F/#4.1%
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H 1) AT O REFRASERREIRSREOREBEE X
EFENTWVIZ,
GERFO4 FERRNEERRSEBICSII2EEENIE T8
ISEE DB FINGE)
17.1.4 %%IN% miEEER (CESHRER) RURBMGRRSH
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BBEXI+ BB EEOREFRE2ET 5 HAERE
ENGELES YV TSSV—-LERESRE (1H1 M
15mg RO 5) &xtIgRE & 0 —E 5 M B EE B
DOFER. Kaplan-Meier %12 & D H#EE L 727168 A
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trifluoroethoxy)pyridin-2-
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