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*k 2025657 AR (B3R
* 20244F8 HEkiT (3520

ZALRYT - A EES—
OEEES o
S5V —-IVgBahIEIb

I ) S5 =)L o 15mg -9,
T ) T3 =IL 7t I0mg -9,

LANSOPRAZOLE CAPSULES 15mg “TOWA”/ CAPSULES 30mg “TOWA”

B ik IR
AR : 345

BAEERRNEES
872329
71 7+ )l 15mg J1 7)1 30mg
HKend 5 | 22000AMX00734 | 22000AMX00735
WK 7E B G 20054E7H

2. B2 (ROEZBICIIRELARNWI L)
2.1 AHIDRRSM KT 2 BERE DB D H 2 2%

2.2 J)VER Y VfRE RS R ORE [10. 1Z3R]

3. MR - MK

3.1 #BRk

Wi % oI = NVATRIV | F TV TV

7t 15mg [h—"7) 30mg b—"7 |

h7elh|\HE 5>V 77 =) HRE 9>V 75—

DEDNFSY | ovvrrrrereeseeneennns 15HE|  worveereneeneenneeneenns 30mg
FERIPBEERIR R, A, oA AO0—ZXF KU
Ly RUVIR—=K80, L-7)IVF=>, e RoFo 7
OE)IO—X, e7OoA0—2, ¥V, Kk

S)lipal| MDA, AZZUNVEEIRY X —LD. 7Y )LEiEE
FRUTAL VIZUEN)IFIL, BEFY
HTRNVEE BT S >0 SUVIVEEERT BU T LA,
57>

3.2 EHAIDMIR

WA % )T T=NVATRIV | F T TRV

7L 15mg 'h—17) 30mg [h—"]
PRI - BB Ha~bHT K’.%@E%U?‘C E@@H%%‘Iﬁ%ﬁ*ﬁ%ﬁﬂ\
Aol 7L A]

Wl a— R Tw4l4 Tw415

.

%i .‘f-’{l14.me %{]17_gmm

7 (45HhTEIL) (28HT1I)

H & (mg) RILT7 #1338

4. SHEEX (%R
(SoITSI=IATEZI)15mg Tk—71)

OFEBEE. TZHEKRES. MEMEES. FRAMERER.
Zollinger—EllisonfE(&EE. FEVSAMBERETRE. EAET
AEBYVEERICEIT2BEBXIEIT2EBEREO BRI,
ERTOA PERREREREBICEIT3B8EEX(E+2E5RE
BB

OTFRICBIFBEAYUINSY— - EOVDREDHE
BEB. T1ERER. BVMALTY UNNEE. SR MEm/MRED T
LHR. PHBEICHTIARENAERE. NUINY
g— - EOVUREER

(SoIYTSY—=IAhTE)N30mg =T 1)

OBEE. THEBAEE. MEREES.
Zollinger—EI | isonfiE{%Ef

OTFRICEIFBEAYINSF— - OV DOREDHED
BiEE. TTIEBES. BMALTY »/NEE. $FRMm/MRIED 4
WK, PHBEICHTIARENAEERE. NUIaNYg
F— - EO0VURREER

5. FMREX(IZNRICEHET 5:FE
(ERE7 RAEY VRERICBEIIZ2EEBEX B+ _EHESEOBR
D
5.1 M2 - ZROBRIFN O/=DITURHED T ZEY > &k b
LThwaEFEeHGEHdRE L, REHMBITEL T HIEEUZ
TGS OB R R T S 2 &

EREREXR.

GERT O REMREERERCB I8 EEXI+T2ERES
DEFAEH)

5.2 BAETY U F. BREBEEESICBI 2EREESDO LI
A7 040 RMEFIREREE Bk R G L ThW2BEE2REG0%E
;\&5%%t%bfm‘%@%XM+:%%EE®%E%%%

5T &,

(NYansg— - ol oREOHE)

5.3 EFIEMALTY > )NICHT 2AD INT & — - EOURRER
BOANMEIIHEL L Ty,

5.4 ERFEMEIM/NRBUDHEEIR ISR LTI, T Ro1 > %251
L. ANUINT&Z— - EOVBREEEHEY) & B WS 2 5E#C
DHBREEREITD T &

5.5 R E T2 NESBERNBRERE AICIE. N anNy
& — - E0UREHBEICK S HEOREMHITNT 2820 I
ML TR,

56 NUINI&— - EOVERBEFERICHWSERIZIE. AUanNy
H— - EOUNBETH D Z & RCNBREREICEDAY INT
H— - EOVURRERTHD I E2MRTHI &,

6. MERVHE
(BiEB. T2iERER. YMIAERERS. Zollinger—El|isonfE(&EE)
E? BAICWET > F5—)b &L T1E30mgZ 1 H 1R O #%
Do
BB, B, BiEE WEMEE TII8EMET. +HEBEET
IZ6EMETO®REET 5,
GERMERER)
WmH. RAIES > 75 =)L E L TLE30mg 21 H 1[E# 0%
59%, Iap, @FSHMETOHREGET S,
I 51T, B - HREBORTHERERBEROMERFRIEICBNT
W, 1E15megZ L H1ERE D59 50, #RA o081, 17
1[A30mgZ R OH% 5T 2 Z &N TE 5,
GEV S AMBRIEHERE (h7 )L 15meD))
WE. RAIET >V 75 —)V &L TlE15mgZ 1 H 1R O #%
59 %, 2B, @HGEAMETOREGET S,
(BERE7 AU VRERICEIT38BEXE T B EEDER
1% (A7 &IV 15mgDH))
ﬁj?:’ BAIZWE S > 75 =)V & L TLE15mgZ 1 H 1[E# 0 #%
59 %,
GERTOA REMRERERSRCBIEEEEXI+T2IERESE
DOBERENE (A7) 15meDH))
E? BAIZWE T >V 75 =)V &L TLE15mg % 1 H 1[E#E %
%,
NYansy—-E0UREDOREER
WE. RANCWE T >V TIY =) ELTLEOmE, 7EF Y
SRR E L TLREITS0mg (i) O 7 5 ) 2031 2> &L TL
[E1200mg (JI4l) D 3% % [k 1 H2E, 7HRIR O 53 5,
BH, 77RO A U, BN CHEEHEET S I &N
T&%, 72721, 1[[400mg (J1fi) 1H2E 2 LR &3 5,
JarYRITA P EY—, TEFIU DK ER AT S Y
AOXA Y 2D3FNIREICE LAY AN F— - O OBRERRE
MARDOEEEE, ZHITROZEFEEL T, @B, RAIKIES
>TSS =)V ELTIE30mE. 7EFI U KM EL TLE
750mg (Fil) LA kO =4/ —)L & L T1E250mg D 37| 2 [FIHF 1T
1H2[E, THMREOEST 5,
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7. RiERUVCAZICEET 5
(ERERER)

7.1 MEFEREEICB W T, 1H1E30mgD# 543, 1H1[E15mgis 5H1ic
FEFEL 7275 E15mg TR RBA T/ 1TR S,
(GRS A B RIEBFRIE)

7.2 REMmA%E B E U THRZMAEL. EROWEMEMAHEE
O 5NRWHEITIE. BRSO RREDE X 512 72D D
YISIBRNDOETEEEET D & [16. 1. 52/

8. EELEAMEE
(BiBE. +ZiERER. MAMESR

8.1 EMoMARERIZ T2 THRVWD T, #EEEICiIHnwEn &
MEE LW,

(ERMERIBER)

8.2 MERFFRIEICB W TR, B¥ - BRERVRTERFICHLRGT
5T EEL. RKMFEEOVLEDRRNWEFIIHKEG T LD
WEHIEET B E, £/, 1H1E30Mg X iT1omgD#E 5L D E
fRAREEDS R HIC D72 D kG T 2 AERI T, WEIIH G R IEICED
BT D2BTNNBNEHE TN EE5131H 1E15mgIZHE T
Pikd 2 2 &, aB, MHEREETIEMNMICNESERE 2 LGS
LI EHRETDITTI ZENEE L,

GEU S A B BB TE)

8.3 MZITL VD). BESEOBYERERNEVRLASNSZ
E (LHEMBZV2EUE) ZHEEDD 2552 &,

BB, AR OGN EE, AEESOEEEE &k OO ELE R
BICELDERZEMT2ZENHDDT, NHEREZICEDZ
NODEBRTRNWI E2RTH &,

9. BEDEREZFTHEEICHTIER

9.1 AHHE - BEFESOHDEE

9.1.1 EYBHEDEEDH DEE

9.3 FFigREEESRSE
KAEIORH, PEMANEIES D Z &0 5,

9.5 1%

IEBR SUTIEIRE L TV B THENE D & 2 i M I3 iE % L OB kD E
Btz L2 EHB SN BEICOABET LI E, BB
(T ) BNTHREMSEFREEINEYOMFEHREL D&
WZ ENREHLENTWSBY, £/, I9F (#®%HO30mg/kg/H) T
RRETROBEMAED SN TNDEY, B, Iy  MIIT>V TS
J—)b (50mg/kg/H). 7EFI VU kY (500mg/kg/H)
KOZ5yzaxA > (160mg/kg/H) ZPEHAE L -#BRT.
REM TOHFEEOHERE & HITHIBEOIHFHH OHERNED 5N
T3,

9.6 1B7LIR
BELOBERERCBIAEEDAERMEZEZE L, ZA O T
hikERET D2 &, BRBR (Sv b)) TRATABITTSZ
EDHEIN TS,

9.7 NRE
INBE RIS E L BERRBIIEHEL TWRn,
9.8 =&

BRSNS HEGZMAT 2R EEEICEST 22 L. —fRICHE
FHTREEMLERIETLTBD., TOMAEMBROE TS 5.

10. #HE%EHA

AFNEE E U TIFSECHEEZCYP2C19 I CYP3AA TR E S N B,
F/m. AFIOBEBESWINHIERICEZ O, BEFH A ORI 2 2 U
WK 2 2 &0 5,

10.1 HARE BtALZWZ &)
HHH % WA - HEE 1% W - fERET
JIVER Y g VIVEE Y SR | K0 B 0wk
TY253 Rk DIEMERTET 25 | 1ICEDUILEE Y iR
FNH 5, WORNAET L. UL

2. 225) EEV > Okl A5

T BHREMD B .
10.2 HAZFE BHRICEETS L)
X% HRPRAEIR - B Ak W - faRE T
TEFT7140 > THT 4 DM | AFIDFEY TS %
BEMITTAZE |FEL, 7474020
N5, R 2T 5 2 & s
A6NTWS,

& 70y LAKFY) &0 LA | RFIDF SR EE R I
BENERTLHZE | BFZ2F 70U AZDR
Ndh 5, #EFOICHET 272
HEEZLNTVD,

S 2% BRARAEIR - 58 14 BT - BN T
vaFy LERUSER DR & 1 | A8 O B B S W I A
AFNTdFT WY AR D | ITRD Y dF T ok

%, SRBMHEH, YdF
2 OMmARED EFY
LR D B,
Fois —vE | BT D REEND | I AL HEA O 1
JRyoRToERE \ HEDSE 9 MTREHE At
P RAF =T KR L | 5.
. - D Hf A ATREZRBR D
RAF = TKF) BFD &,
— o7 = Tk
e
ToF TR
THIITNF=T
UF=T
F9F = F 7Kk

YA FZT K
IINFZT NUIVEE

EKFI
NI F =TI
TKF)
[ A SATEN B~ 27 % 2 O | AFID B B 5 b I HIE
ETERAMEIET S | 1IC&DHNpHERICED
BENND 5, [ | A AVINY
ENMETT5-0EEZ
5N 5,
RIVER DIV A DIV | NIVER DIV X D)V | K0 S e 2 Wb i 1 A
# R D if PR EE M | 12 & B HpH EFIC LD
T B EEEND | NIVEZADIV AV IVEE
%, DORIAHIH N2 %
nnd s,
ANBMLFY—K AMKLFY— b0 | EFIEIARHTH D,
MmrpEERs LRI 5
ZENDBDH, EHE
DANMLFH—F
25T 5EA1Z.
—FFIZAF D5
EHIETHIEEE
ISR =
JrZ b FEREFIOERZE | 25 OHEAOMRH, B
DA JAVA WY DA RN B | HANEIET D Z & AVESER
%, (AT FJ—))) TH
HEINTV5,
11. ElER

ROBWERAND 50ND T ENHDHDT, BgZE+nicirn, B
WD BN BA IR G 2P IET 5 A EFEYRAEZTO T &,

1.1 EXAEHER
(ShEELE)

N1 7F745F>— (28RS, BRZE.
(0. LKD) a3y o (0. LAAHED)

1. 1.2 AMmERGEA. EERBRAE. FMEEM 0. 1%5RMED), FEHL
B (0. 14%ED) . MR (0. 15%ED) . &I (0. 14%%ED)

11.1. 3 BFSEEREE (0. 1%AR5HED)
EE&MH‘MI@L%%%%ﬁE%Eﬁ%%@%ﬁ@Bbhé:
EMD 5B,

1M.1.4 hEMRKIEFERMMIE (Toxic Epidermal Necrolysis :
TEﬁN)))\ BREHERAER (Stevens-JohnsonfEMEEE) (0. 1%4
JEL

11.1.5 BB (0. 1%ARHED)

FEEL, nuk. MPORIREE HFORE (REE) Shdbsbh
BT, FoNKREXHREOREZERL. AFOHLZ2Hh Ik
L. BIERERIVE > HOBRESDMEYBANEZITD T &,

11.1.6 FRIDEMEMLB R BEEARH)
ANBEEICIELZEOHDHDOT. BHEEEMREME (BUN, 717
FZUERSE) TEETAHIE,

1M.1.7 RABE GEERH)
NUaNS s — - EOYDREOREE)

1.1.8 BEMKBREOMEZED EELAKBR (0. LEARMED)
ANYIANIZ— - EOUDREICHWS Y EF U 2 KMY.
75U ZA0XA YT, BEERBRASEOMEZEES BEELK
BRBDSONDZENDDHDT, . HEEO NN SHin
FHAICREB IR Z2PIET 2R EHEYBNERZTY 2 &,

D) FEBUBEEI3KEEIR £ T OERR B U S IR e AE DR RICE D <,

n: IR, R # 55)



1.2 ZODEIER

(BiEH. +ZEES. MAEES. FHiMERER. Zollinger-
EllisonfEf&EE. JEUSAMBREMLRE. BAE7 AEU VikE
BICBIT28EEXIT2IERESOBRING. JEXTOA R4
MREERRER(CEIT2BEBX I T 2B EEOBRIG)

0. 1~5%AiH 0. L%A BAEAH]
IEBUE 5. O 2 IGALBE
HEtEEETY
K TR b—T A
AST. ALT,
JFF ik Al-P. LDH,
7-GTPD L5
IR7:3 bR BRI 2

R L O EL, . Ak | EHL
B, ME | AR, B, >
B, KB & OYE. REEE.
(collagenous | [IN%
colitisZF ) % &
)

HILE

i R HEJE. RS 5 DR, AR,

BEW, R

FEEL, OV A | AL E. BE. T AH. A
FO—)b. R |BEK. & OF | K. FEEK. K
DEF DL ORI, M| Y D AE,
Z DAt DLUNE, BRI T XD L
. BiE MiE. AU
LfE. KA

207 AIfSE

1£2) FEBUEEIZRGRIG £ T OBRRBR TSR TEZRE O RITE D <,
7E3) THIDHESE S 284, collagenous colitisZE AN HH L TW B a et S %
0, HONTAFDERGEPIET S 2 &, BEMBICHEEEE. 05
e BHNEOREZRBDODIENHZHOT, Fiil. MENEDSND
WA, EysLEETO 2 &,
(NYansggy— - EnloREOHED

5%k 1~ 5%k Ty

B (18, 7%) . | BRIESE, MK | EO, w8

TR (9. 1% R . OHEM. DN

HiEs B s B,

R
Mg, HRE
WA, AR

AST. ALT. AI-P,

I ik LDH. 7-GTP, £

e o L5

U BRI D, | LIV
1 e BRI, Bk

£, @l
B #55 TOR

T

e o W, AR,
FEPHIHAE R Uk, 52K

M ZUESA R, | B
R0 ESH, #3
Z DAt L Z257O0—=)L® k
KT REA

Bk, REERIE

H4) BERRBEEE I HBEEEICBIS T >y IIY =), TEF
I KRR O 5 20X A 22 D3FIE G OB ED <.

B, SETITONZHBRTHED SN TWHEIER (BEELELL
) iEROEBDTH S,

12. BBERRERERICRIZTHE
(NYanggy— - ol oREOREE)
ST —NEDTO R RS TA OB ES =T EF T
UK, 75 A0RA T EOHENEKRVUANO=Y
=)L DR FDEEKTEZTIE, BC-REMNZGER DN ERE
EAVBIEMEIC I B VTREME A B B 0, BC-REBMTZABRIC L D5
BHE 2T O HEICIE. 25 OB O 5487 HBAELIE O F
TEETDZ ENEE LW,
14. BRALOFE
14.1 ERIRAAFEOEE
PTPEZEDHEFNIPTP — b SHD HU TIRAT 5L DT 5 2
&o PTPL — h ORI LD, FEOSIAERAEEREARI AL, HIZ
35EAEB I L THRRASEDRERSIEE T D 2 05 5,

15. ZDM/DFE

15.1 BRER{ERAICE D < 1B
(Sheetti@)

15. 1.1 AFOEMHKGHFICEHOE R — T 278D & OMEND 5,

15.1.2 AFNOHEGNBERICEDERZR®ET S ENHZOT, Bk
TRWIEEHRDI ARG BT &,

15.1.3 #EAMC B D EBOBRMKET, JOh R T 2 bEEY —
ICE BRI BV THHBIEICHE S IR R B T, FRIRTEIT, THeH
FOUZAZBEMAMEINTWS, B, SARROENM Q4£
b)) OBEEZI-EET BIROU A ML,

15.1.4 #AMCBI B EICARRBE ZHRE LEROBRNET, 7
OhHRTA O EEY—2HELEBREICBVWTZOAN) DY
L T4 714 VXD EBEEO ) X7 ENRE TN TW S,
GEV S AT B BIEHTAE)

15.1.5 RENEEMROEY XS Th 5 hEieE, i, Zi)=
FHRD D DOVWTIUT DY LIEWIEEITIIAK OBES RIS SN
W< W EDERABICE D RINTNS, [7.28H]
(ﬁﬁi?ll’: U AREBEBCBIT5BEBXIET ZiEREBD BRI
|

15.1.6 (CARY ZAE Y AR GRIC B 3 B U3+ iRm0
FUZZE. ANYINTY— - EOUERBIER ORI LD EES
AIHEED B 2 T ENEERABRICK D RBIN TN S,

15. 2 JEEGRRALER [CE D < B3R

15.2.1 T Mo O35 U 7=idBr T, 50mg/kg/ H#E (K
FEOKIL00%) 12BN\ TIFNIZ B O EEHIENED 5T
29, 51T, 240 AREHIFEIE G U 28T, 15mg/kg/HLA LD
FICPBWTRMEOR BEMMIEOF A mAY, £7-. 5mg/kg/HE L
DEIZBNTHEOHIVF /A RIEEAGED 5N THED, AT, i
Z v hD15mg/kg/ HEL LR UMD v b D50mg/kg/ HEL EDOFEIZHB N
THIEZE G O F B OHIDRD TV S,

FEBRHIRRAE B OISR IS D W T, Y AOH BB, 1 X,
HIVOEFEEABRTIIFTD H6NT. Ty MIUFAERELEEZ 5N,
15.2.2 Iy MZF Y75V —)b (bmg/kg/HEAE), TEFI U >
AKFH (2, 000mg/kg/H) Z4EMBAROHRSG Ui, ROT R
F>2 75 —=) (100mg/kg/H). 7EF T 2kFY (500mg/
kg/H). 75V z2Aa<A > (25mg/ke/H) Z4ERIBEHKOZEL
BT, TEF DU DKW E BB D WIS L 2B
FERRNED SN TNDH, FERIZTEF U KN HERZIC
HHLZHDOTHO, KNTHH LSO TIRABNI ENHEINT

W5,

16. EMENEE

16.1 MAEE

16.1.1 BHEZE
TV TITIT=IDNAFT XA FTEY T 1 ITIIMERE T EDRD
5N5, f@EMRA 66 121E30mgZ 7 O AF—/N\N—iEICTHET
X3 ERIC, £, BIORFERA (661]) 1C1E16mgZ iR T ICHE L
BE LR, mMEPITET Y T =V ORBIARNEE L TH
Hahn, mic@#ydbmInsd, 1EB0mgZROKRG LEEED
RZACAR D L3 PR B )S S A —F B U TFOEBOTH O,
AR TENA SN TSP

5%LA 1~5% A1
W TR (13.2%) . BRE R Bob, TR, Ol I8
(8.7% Jid. HE(EEEE
JHF ik AST. ALT® L5
R EE F5
FErhReR BERE. BHE N

ehE 30mg (7 O AF—/N—ik) 15mg
e = Sid kT B s
Tmax (h) 2.2£0.4 3.5+0.8 2.2+0.8

Cmax (ng/mL) 1, 038+323 679359 530267

Tiz () 1.4440. 94 1. 6040. 90 1.37+1.09

AUC (ng - h/mL) 3,890+2, 484 3,319+2, 651 2,183+2,195

5 HEFRRIBEE I T HRIBEE B TSI >V TV, TEF
TIY KR SY 201 T O XIEA MO =)L DK E
OB DL,

CEff + (R, n=6)
Fie. TV TII=IVEKBIET IV ZT LTI - KEELY T *
POULERBICRATSE. 52V 75— )L DI EEET
T2 EMETHRESNTNDS,Y



16.1.2 R{E#&RE
fERER A (6f1]) 121[E30mgXi315mg 21 H1[E7H i E FICKE
RO G Uzko mighiEE o, Ry JEER) S RNEBRER
BhbDEEZLENDY

16.1.3 SVYT7SV—=)b, TEFI DU KMYMRLSSY 2O A
o R OEYENEE
R A 6fF) 5> F5—)LELTLE30mE. 7EF U
>KFn & L ClEll, 000mg (i) RO 7 '}X ov1>&LT1
[E]400mg (1) D3FN % R IR O G LD, 5S>y TS5y —))
DREACARD KW ENFEFZH)INT A—F T TEDERBD TH 3,

HET
Tmax (h) 1.7£0.5
Cmax (ng/mL) 1,104+481

Tiz (h) 1.9+1.9

AUC (ng - h/mL) 5,218+6, 284

CE# i + BEfR %, n=6)
7B, 3FIOFHIRE D 3F1E & O i H i VX B AR 5 D I 37 P i
LIFFFRKEOHES E R L T2,
F7=. HERERRA (TH) 123 % [FEED H & TRFICLH2E7 B R RIE
RO L zR MBI, S, BT RNEZZ5N5S,9
) ANUINTE— - EOURRICHT DRRME - ARERAS, [6. 20
16. 1. 4 EMZRISHHER
(ST —=IhT&IV15mel k=7 1)
29T =)V hT)lmg [h—7) %702 h TIN5
., JOAF—N—jEickoznznlh 7w (5> 75 -)b
ELTIomg) 7 U7 T2 ADKE IR B FITHe R B AR 4%
HLUTHEPREMAREZNEL., S5 N/-HEYERENT XA —F
(AUC, Cmax) IZDWTHERHRNT 217> 2558, HIE/NT A —% Dkt
oAl D Ll D 2= Ailog (0. 90) ~log (1. 11) T, 2D, IR TH
ETDHTRTOLEGTHEHEENFRETHD LN, WHIDEY
FRISMED R I Nz, D

(ng/mL)
—— 152V T T A T mg [h—17)
600 ——  Hr O TEILs
SEIME + BRER S, n=39
500
i 400
L3
EF‘
# 300
J
200
100
0& I
0 12

5% OKEH (h)

mg/ml) Sy g5 T s0me [h—1)

—— a2l 7rIL30
1600 A + B E, n=39
1400

aﬂ% 1200

F}é 1000

b/

i 800
600

400

5% ORE (h)

HEINT A—H BEINT A—F
AUCo-12 Cmax Tmax Tie
(ng + h/mL) (ng/mL) (h) (h)

9T 7=V ATl

30mg —17 | 3,238+1, 942 1,194+471 2.45+0.99 | 1.36%0. 46

&7 7uhTEIV30| 3,324+2, 201 1,254+610 | 1.94%1.08 | 1.40+0.55

CEEiE +AEHE(R . n=39)
IMAEFPREENETNCAUC, Cmax D)8 T A—F 13, #iE ORI, (RIER O BREEE -

IREE S DR G AEIC K > TRIR D WHEMA B 5

16.5 HEft

TEREREA  (661) 1C1E30mgZ iR F U &%IC, £z, 1[E15mg%
BETICRIBELZBE, Riucid/atm e L Titah, 5>
VTSV ORERER S N5 7. 12 5%24ME TO
R R R1313. 1~23. 0% CTd > 72,9

17. BRPRRRIE
17.1 BHERCRSMEICHT 3R

(BiEB. TZERAR. MAMER. BRMERER. Zollinger-
E Il isonfiEf%EE)

17.1.1 BRNEL/IHHEER (—RERREABRRO _EERER)

FRANBF 2G0T, 1H1F30mg 2 —ARERRALER TI3E & L T2~8ifH,
“HEMLECT BT8R (B R UGHER (+f55EE)
LS L BRI B W T s NEBHIED M TO NS >V 75
V= VRGHEL 109 OBERIRIERII TRO EBD TH S, 9~

REA Hil% RIEFIER GRIEZHE)
B 575 505 (87.8)
ti=) gy 445 418 (93.9)
Wy BRI 19 17 (89.5)
W R 2% 67 61 (91.0)
Zollinger-Ellisonfi 5 1 3 3 (100)
At 1,109 1,004 (90.5)

HEINT A—H BENTA—H
AUCo-12 Cmax Tmax T2
(ng + h/mL) (ng/mL) (h) (h)

I T 7=V ATl

- 1, 332888 472.24+187.3 | 2.53+£1.08 | 1.34+0. 64
15mgl h—")

70> TIN5 1,273+903 | 521.4+248.3 | 2.124+1.23 | 1.78+2.38

CE1f + BEYE(R . n=39)
M5 PP IEN TNZAUC, CmaxZ5 D/ 5 A— 4 1E, Wl OFIR, AR o HREE % -
WS DR BRI & > THRIZ D WTREE N5 B,
(VTS =IVhTEI30mel k—71)
2T I =IIHhTEI)30mg [b—7) &¥ 7o 730
Z, 7OxF—N—jEickoEnEnih I (52 T57-)b
ELT30mg) Z7VU7 T ADKRESITEERAB TICHABERE 3%
LU TIEPREMABEZITEL., HoN/-EYBENS XA—F
(AUC, Cmax) IZ DWW THEHRNT 21T o 72558, HIE/NS XA —& DXt
oAl O Sl D 2 A3log (0. 90) ~log (1. 11) T, 7D, BB TH
ETLHITXRTOFRMETHEHEENFAETHL I ENS, WAIOEY
I E SRS Nz, D

Bridsigk. () Pk

7B, BEBELOT RBRE RS 2R & Ul “EHER LT R
DFER. T2V T 7T —=)VOFRAMNED 5N TN D,
X7z, 1H1R30mgZ SR N# 53 5 2 LITX Vil & HE SNz
W EE R DEF T RIT, S SICHEREE & LU TLH1E15mg % 241
IR 8¢5 U7z “E BRI IR ORISR, 52V 75—V OEH
AR EIN TN S, 230

GO S A B RIEEREE

17.1.2 BRELIEER CETRHR)

B NEE 24T, 1H1EISmgZ#E N5 U 7= — B E M Lhiod il
DR, B 5HIBHAEM T O OIER BB OEIE (PovE) 1
Z 20 T3 =)VEGHETOT. 9% (6961, 7T aREET42. 9% (7261
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&) =
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361 HIF R D BIEE I T ZHRIFER O RERERIL. 5>V TSIV —
JVEED. 5% (95%SHEIXH 1 0. 00~23. 96), KTHABEST. 7% (95USHEIXH
29.33~85.98) TdH . MHEHTHT B\ — KEIX0. 0793 (95%(EFE
[X[H : 0.0239~0.2631) (logrankfRiE : p<0.00001) TH-7e. Fiz. &
FRAGATERIZ 31 B Kaplan-Meierik iz & O #E5E U 72 16 9E B 14361 H B oD



BB X T IEBEEO REBERIX. 7V T I —)VE3. 7%
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D 2T 04 REFIAERREN G ORBRAITIS TN THARN,
GERTOA RERRERBRSRCBITIEBEX I+ EREEDER
D)
17.1.4 BRELIERR CEERER) RURHH#HGERSHER
BT U F. BRMAEREEES OREEM OO, JERXT O RER
RIEEDOER 52 0EE L, MO EE I+ ks MR
BTDRAEREEZRLELEZS Y TS5 —)VEE (LH1E15mghé 4%
5) R E O HE MR B OfEH,  Kaplan-Meierik iz & 0
HERE U 7= R B AA361 H RF a8 O B X3 T+ a5 TES O R ERIL.
T2 T —)VEEL2. 7% (95%EHEX R 5. 85~19.59), XtHEKE36. 9%
(95%ZHEK R : 27. 51~46.35) TH . MIEHIHT 2 N\TF— R
0.2510 (95%(Z#E X[ : 0. 1400~0. 4499) (logrank#7E : p<0. 0001) T
Holz.
BIVER BB S > 75— VIR 5 ET15. 3% (28/183) TH D,
FEEWERT R4 4% (8/183). & A A MY “IffiE2. 7% (5/183). {FFk
1.6% (3/183) THo/=.®
(BEBNIITIIEREBICHEIEAY NSy — - EO VR
17.1.5 EBRELIERR CESFRHR)
AU NI H— - EO GO B X3+ i85 O B 2 %t
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V751 2071 3> D3FHEE) ITBIFBREPDRIZFEDEBD T
H 5,
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Ee N EES IR e 515k FREg#
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7> 75 =)l 30mg

7 EF U KR 750mg (F1if) 2[81/H 83. 7% (82/98)
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18.2 BEgm I HIER
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R AN D1H 1A 30mgH EN NI 7 B O 5ic X D EHE
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T E 369. 36
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I% /7—)b (99.5) IZRRBETIZ< L., KiZIZFEAERT
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