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FARZLRIBEZRIE L. §o N7 EYHE/ ST X —
% (AUC, Cmax) 22T 90%FHEXMIEIZTH
EHRIT 24T o 7R, log (0.80) ~log (1.25) @
HENTH D T OENFHREEPSHET S 7,



(3) XTHRA

HERT A—H BENTA— Y
AUCo-24 Cmax Tmax T
(ng - h/mL) | (ng/mL) (h) (h)
5277
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
(FHYE £ EEFZE,. n = 29)
(ng/mL)
1200 (P9 + BEREE, n=29)
1000 | —e— 575/ —)LOD§#30mg[ 7 37 7|
; O %71 > OD#E30
it
i 800
EP
*
Z 600
it
&
400
I
200
0e —o
0o 3 6 9 12 15 18 21 24(h)
e
(4) K% U HRAE
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]
iﬁ;;;ég/ 2925.7+£1323.4|1021.5%318.7| 1.7+£0.8 | 1.4%0.5
(FHE £ E#FZE. n = 20)
(ng/mL)
1200 r 7 (PigfE+1E#REE . n=20)
00 k11 [T 7YY T IV LODsEOmg 73 7 7 ]
N - |ro-#r7ar0Ds30
W 800 i g
?; ‘, d
Z 600
it H
% :
B 400
& i
200 Z
o0& 4 o

0 :‘5 5; é 1‘2 1‘5 1‘8 2‘1 24 (h)

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. USHES. EHitRER.

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)

BEIIFE. () NIE%

nB. BEBERVOT_EBEEREANRELZZE
EMHENBRBORER, 5>V 75— LoBERE
DROSNT VA,

F72. 1 H1E30mg # 8 BEREARST A &I
K OB EHESNIERERERDEE ZRRIC,
SHICHEREELS LT 1 B 1 E 15mg 2 24 B
A5 L ZEEREENERBOKE. 5>V 75
V= ILOERENFER SN T 503D,

GEU'S A IEBRIETETRE)

17.1.2 ERNENERER (CESRER)
AEZEZNRIC, 1 H1E 15mg 2&0O%5 Lk
CEEREENBRBOSE R, HE5HG% 4 BETO
f= 1 OER B0 EIE (FRE) &>V 7SI
— AR EBET 67.9% (69 6l). 7T REET 42.9%
(7261) TH5,

BEERXBREEIRXS VY TV —LIBEET 8.6%
(6/70) TadH-7=3,
(EAE7 AU VRSEBICHIT3BEEXIT+_IEREE
DBEFGE) =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 I X O H#EE U 72108 FR 361 HEEEOBIE
B I+ EBEEOZBBERIZ. 5V STV —
VG EE9.5% (95%EFEXM © 0.00~23.96), *t
HEBE 57.7% (95%(EHEX M : 29.33~85.98) TH
0. HHEEEICNT AN — FHiZ 0.0793 (95%(54H
X [ : 0.0239 ~ 0.2631 ) ( logrank # 7 :
p<0.00001) THo7z. F/z. BALBEITHREICBIT S
Kaplan-Meier ¥£12 & O #E7E U 7= 105 R4A 361 HE
HMOBEE I+ EBEEOREBERIL. TV
T VEERE3.7% (95%EHEXM : 0.69 ~
6.65). MHEEEE 31.7% (95% EHEXME : 23.86 ~
39.57) THO. MEEICHTAZNT - FHIX
0.0989 (95% EHEXH :0.0425~0.2300) (logrank
#7E 1 p<0.0001) T#H -7
E51C, LEHBBRIFEER N T VY T T — IRk
BLT, A0V, BEE2 T YTV —LIc]n
#z2T.1H1ME15mg % 24 BAEEO®RS L-EH
R ERBICB VLT, BEEN I+ ZEBEEDOR
SEIXRRO 5Nz - 72339,
BWERHEBAEEILS VTS5V —VIRE58 T 16.2%
(55/339) ThHVV. ERBIFAIE. F/#4.1%
(14/339). T#13.2% (11/339) TH -7z,
H 1) AT O REFRASERREISREORBEE X
EFENTWVIZ,
GERFO4 FERRNEERRSEBICSII2EEENIE T8
ISEE DB FINGE)
17.1.4 %%IN% miEEER (CESHRER) RURBMGRRSH
Mg v, BEREESESORREEDI-DIC,
AT OA FERMEEORIHRS 2 BEE L, »O
BBEXI+ BB EEORFRE2ET 5 A RS
ENRELES YV TSSV—-LERESRE (1H1 M
15mg RO 5S) & xtIgRE & 0 —E 5 M B EE B
DOFER. Kaplan-Meier %12 & D #E5E U 72768 A
361 HEE O BEBE I+ 2IEBES D ZREFEER
E T VT I NIERE 12.7% (95%(FHEXE -
5.85~19.59). xtHEEE 36.9% (95%fEHEX M :
27.51~46.35) THO. MEEIIHT 2N — R
13 0.2510 (95% 5 X : 0.1400 ~ 0.4499)
(logrank 7€ : p<0.0001) Ta& -7z,
BIEARBRERE IS VY S5V — VBESRET 15.3%
(28/183) TH L. 2B IEHIETH 4.4%



(8/)183)\ EHANY VA 2.7% (5/183) TH -

7235,

(BEBENFTTIEEERICHIFRIANVUINTI—-EOVR
)

17.1.5 ENEMEHR (CESHHR)
ANYaANTy—-a ) B BEE I+ ZERE
EORANBEEEZNRE L-REOBEKREE (S5>V 7
ST = TEFTVY VKRS S5 Aa~v A
U0 3FHRE) ICBIAREEYD RIFFEROEEBD
THbo

BEBICB T 2RER (7 HEEOHRS)

HEA D 1 A5 E 5 (a1 PREGR
>V 75— 30mg
TEFT V) IKHY)
750mg (7Jfff)
759y 2AavA T
200mg (771ifi)
5V 75— 30mg
TEF YY) KA
750mg (771ff)
yoyzravA v
400mg (771fi)

+HEBESICB T 2RER (7 HREEO®RS)

HEH D 1 BlH5E 5 E% PREGR
75— 30mg
TEF DY) K
750mg (771ff)
7o) 2avA v
200mg (771fi)
V75— 30mg
TEFX T K
750mg (771ff)
ryZyzRavA v
400mg (771f)

2 [E/H 87.5% (84/96 i)

2 [E/H 89.2% (83/93 i)

2 [El/H 91.1% (82/90 #)

2 [El/H 83.7% (82/98 fil)

PRERGERBIT N RERZHRE L,

BIWEFAFIRSEE X 50.5% (217/430) THO. £z
Bl /E I8 (E 13.7% (59/430). R H#l 8.8%
(38/430) TH - 7%,
B, KERUEETTONIZANYINT Y — - O
VBBHEO+ZIEBEESZ T 2 REOEKR
BRES 12BW T, FAREORERSEDLNTL
%)37)38)0
I 2) HEEEROHSZINEORRS VTN BN,
*3) SFEAOBREE., HEHBIETEOLEBDTH
D, BNOARAE - HEL Rk 5, [6. ]
KE:S VS5V —)Le LT 1 E30mg. TEFTY
) AR E LT 1 E 1,000mg () KO 50 R
uv4 &L 1E500mg (F1ffi) ®3%%1H?2
[, 10 HEIXIZ 14 HERO®RS
HE: IV SI5Y—-LeELT]E30mE TEFTY
Y kA& L 1| 1,000mg (Siffi) ZO7 5 A
ovA > LT 1 E250mg (Fffi) o 3#FZ1H2
|, 7 HREEO®RS
17.3 ZDfth
17.3.1 MBEAA MY VICRIFTHE
1 H1[E30mg %, BEEEEFICIE S AMEORS
L7zige, MEHA M) MEOEE R EAFRD 6N
B, HEKT 4 BBICEET 527,
AR IC (T T R
BEBELRC+IEBESEZIC 1 H 1 E30mg % 8
ARRORSE LGS, TussFy, aVF I —
)by GH., TSH. Ts. T4, LH. FSH. DHEA-S. T
ARATAY AT VA= VIFREEE R KITS
7’;(]328)0
BSEOASRIREEICRIFTRE
BEEEC+IEBEEEAIC]L H 1 [E30mg # 8
ERREORS L5, BREO AW EE 25
B2 RIFE 7N,

18. FESHEEIE
18.1 {EF#RF
T VT T =S BB e o B A AR LA FEAT
L7ct, BRIC K BB RS & /2 TN G A S
M. COBEBERNABRERBUICHEL T b
Ry TELTORE %#H > TWA H KT-ATPase ®
SHELHEE L, BREEZINGI T2 &ICLD, By
WEEIT 5 &2 51294,

17.3.2

17.3.3

18.2 BEESWBINFEIVER

18.2.1 RVYIHR MY VRIE S
BEBAAND 1 B 1 [\ 30mg BEIE 0 7 HEEOD
B51C K DFHLZ BB WINHIERPZO 5., 20
TEFIEIR S 24 BRI B 7T 50,

18.2.2 4 VAU VR
BRI AND 1 H 18 30mg7 HERZEO®RSICELD
EH7z BEE W EIER PR 5 h b9,

18.2.3 RS
R AAND 1 B 16 30mg7 AEEOHRSICLD
BHEA MWD & 2 2 HI R 5 B4,

18.2.4 24 B§RE W
RERAICEB 5 24 B BWREGRER T, 1 H 1[H
30mg7 HEEO#HSICED 1 HZE L CEBRS D
DFEIRAIHFIAERD 55D,

18.2.5 24 BN pH EZ9VU VT
BFERAKR O+ B EEREHOBEE~D 1 H 1
[ 30mg7 BEEOHEGICELD. 1 HEBL TERZ
B R WME (B AS5RD 5 5909,

18.2.6 24 BRI TEPREAR pH E=ZI U VT
W AEEREEA~O 1 H 1 [ 30mg7~9 HERZEO
512k 0 BREYRAROZHZINE R AR
538,

18.3 AUINTI— - EOVREDFHBIER

18.3.1 7EF TV VKRR ) AuxAL T Ed
T ITITI =L EDHRAICK D ROBSHDOE
fATEED EEFRO6NE (5v k) Y9,

18.3.2 NV aNnNI ¥ —-¥u  BREREICB IS VTS
Vo LOREIZEANPH 2 ERSEH T EICKD, B
HASNA7EFI2) KM, 7F) AuvwA
OHEEEZEOA I EICH B EEZ NS0,

19. B ICEET 2 ELFHR
—MHEFE >V 75V =)L (Lansoprazole)

{45+ (RS)-2-({[3-Methyl-4-(2,2,2-
trifluoroethoxy)pyridin-2-
yllmethyl}sulfinyl)-1 A-benzimidazole

7373 1 CleH14F3N3028

7FE :369.36

% R BAE~HBOEOHEEOMRTH S, NN-UX
FIUFRILVLT I FIZBETFRT L AY ) —LIZPR
BIFLTL, T =)L (99.5) IZRRBEITFICL
VKICIBEA LB TR Ve NN-YVAFILKRIVLT
I B (1-10) BB zRS %0, HREF
RO HND,

(b

N F
gesd
o ROSHGEEA

Bl N9 166T (FF)

22. @&
(ZVVYTFSY—=ILODEE15mg [5=T 7))
100 % [10%E (PTP) x10. #EHIAD]
(5vYF5Y—)LOD§30mg [T 7])
100 % [104E (PTP) x10. EEHIAD]
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