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77— 0OD#30mg [DK| &% 770> 0D§#30 %, 7 1A
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M5 L ONZ AUC, Crmax 5500785 4 — 7 1%, Bl oI, (Ko
PRI - RS O BRSMC X > TRAR 2T HEMED D 5.

16.5 HEitt
e AL (6 61) 121181 30mg (7 7R IVE) ZMAT ITAE®RIC, Tz,
11 156mg (7 7 VA A T IREO%RS L6 Ry
ELTHEIE S, T2 ST = VD RBAURIIIE SN o 2. G
24 B F TORAPIEIERIE 13.1~23.0%TH > 729,

16.7 EYHEEIER
TGV T T =V EKEBALT VI = A5 KBRIL~ R Y A F [l
RS2 8.7 >V 77— VO MBERREIMUT T 5 2 & 235HE TH
HEERTWAD,

17. BRPRREIE

17.1 BUERUREMICET 555

(BEE. TTIEREE. WEEHES. WRMERER. Zollinger-Ellison fi
1&E%)

17.1.1 ERFEI/MERE (—RRRERN U _E5%RER)
BABEZRSRIC, 1 H 10 30mg % — kiR cldd & LT 2~8
. ZHE SRR R T A () U6l (iebE
) BROHEG L - BRRER IS BV T sl E T b5 v v T
T =V 5EE 1109 BIORBFIAEFRIITROLBY TH 292,

P Bil% B QR
i 575 505 (87.8)
+IRE 445 418 (93.9)
Wy & 3 19 17 (89.5)
WP RE A 67 61 (91.0)
Zollinger-Ellison i # 3 3 (100)
Eil 1,109 1,004 (90.5)

Fedpisg, () Miz%

B BEE LT TIRBEERE 2R L L T EERILE RO
FERS TV T T VOFERENRO LN TS,
F720 1 H 110 30mg % SBEREIHEG§4 2 L2 X DBl EHES N
WM EEROBE Z RIS, SHIIHERREL LT H 1A 15mg %
24 ARG L7 “EEREESTIRRABROER, 70V T IV —vo
HRYEAHEE ST B2, 830,

GEU'S A B BIEETE)

17.1.2 ERENIERER (CESRHER)
BNEE 2 RIZ, 1 H 110 15mg % # L% 5- L 72 ZH S s sk
DGR, e 5-BtETR 4 W ToORR T o EER A Bos e (hafl) 135
YVTT— VST E7.9% (69 0)). 7T L KEET42.9% (72 )
Thhbo
BIEMZEBMERE XS vV 79 V= VEG#ET8.6% (6/70) TH o723,

(BEREB7AEY VERERICBIIZ2BEEXE+2EEEEDBRN
%U) END

17.1.3 EREIERER CESRER RUORPHRERSHER
CHE7 A¥ ) » (1 H81~324mg) OIS 2 LEE L, 7o HiEs
RO MEREE AT 2RABELENRLE LT YT T
— VG (1 H 1l 15mg fE 5 L HaRE L o BB ILEoe iR
BROKEH. W BT 81T 5 Kaplan-Meier 12 & 0 HE5E L 726 B 4G
361 HIREpi o0 B E T el o B SIERIE, 90V T IV =
He 58 9.5% (95%EHEIX I - 0.00~23.96) . AHHEHEE 57.7% (95%15 HEIX

[ :29.33~85.98) TH V. MIEEEIZK I 2 W — FIEix 0.0793 (95%f5
HEIXIH 0 0.0239~0.2631) (logrank #%E : p<0.00001) TH-o7z. 72,
TR FRENTIRF 12 3B 1F % Kaplan-Meier 212 & 0 52 L 721675 B 4G 361 H
OB A RGBT O RESHERIL, T2V 7T Ik EE
3.7% (95%ISHEIX ] © 0.69~6.65) . A HAHE 31.7% (95%f5HAX M : 23.86
~39.57) TV, MEBHIIHT 21— FHIZ0.0989 (95% X :
0.0425~0.2300) (logrank #52 : p<0.0001) T&H -7z,
E51, FARRBBIIFERTTI VY TI VL2 #RL T, H50Iid.
ML T oV 7T )z T, 1 H 1A 15mg % 24 JAE#E
PG L 72 BRIk G- 8012 B O B U IR O A 1L
5(5 D)htﬁﬁ") f_—32>\ 33)0
BIVEMSEBEE LT » v 79 V= V58T 16.2% (55/339) THH . &
ZEIWEN . fEFL 4.1% (14/339). TH#i13.2% (11/339) TH 723,
W) FEATOA FEBSERERYE G HOHBEMIIGE TN TRy,

GERFOA REMNERBRSIHICHIT2BEEX T ZEEEa80BERIN
i)

17.1.4 BRELIEAR (CEERHER) NORBIGERSHR
BT v~ T BREMEIESEOKBERO O, FFAT U A PP
FESED RIS A LS E L, 220 B U+ RIS O R A3
LRNEEERWRE L2 T I — V58 (1 H 118 15mg &%
) LxtERE L o ZEE RIS RO R, Kaplan-Meier 12 & )
HesE L 7= ih A6 361 H RS i o> 57 3+ s o BAE SR
TV T T = VG 12.7% (95% S HHIX [ 0 5.85~19.59), xfHEH:
36.9% (95%15HEIXH] - 27.51~46.35) TdH ). AT L= F
i 0.2510 (95%1EHEIX [ - 0.1400~0.4499) (logrank #7E : p<0.0001)
ThHo,
BWERSBIBE LT v 77V — V58T 15.3% (28/183) TH ) . &
ZEIWERNE T 4.4% (8/183), wA A MY Y IMIE 2.7% (5/183) TaHh -
7239

(BBENFTTEEBERICHIFDIAUINTI— - EOURRER)

17.1.5 BENEIHEHER (CESREHR)
RV ERVEEERA=DI 1108 bt b e gt 73 =¢) AN DN e AP
ELZBHEOBERRE (50 75—, TEF YU VR R U2
TN 2034 D 3FEG) 1B ABRRHEDRIITENDEBY) TH A,

HHEFIZ B0 BBEE (7 H RS

KIEHI O 1 B G-5 5 m% B ES
7 vV 77— 30mg
7EF L) KA 750mg
(i) 2 [ml/H 87.5% (84/96 1)
759 Au~<A4 Ty 200mg (]
i)

7 vV 77— 30mg
TEF T V) KA 750mg
(J7fifi) 2 [ml/H
7 9)Au<A Yy 400mg (J1
fiff)

89.2% (83/93 f3ll)

TR S BT A BREE (7 H MRS

FHANO 1 %G e IEq ECES

7 V77— 30mg
TEX T D) KA 750mg
(J7fifi) 2m/H
7)) AuxA Yy 200mg (1
i)

91.1% (82/90 #1)

7 V77— 30mg

TEF T V) VKA 750mg
(J7fifi) 2E/H
770 Aax ATy 400mg (1

83.7% (82/98 f4l)

fiff)

PRI IART N R 2R R L L7z

EIVE S BUHE 13 50.5% (217/430) Td Y . F 2 EIVEHIZIAE 13.7%
(59/430) . T 8.8% (38/430) T - 72%),

nB. KEROEECTITbIAY) 287 7 — - va ) Ehko+ ek
BT R OBRREREY 1BV T, AR ORE R 5
“CL\Z)36)~ 37)O

11 2) BRARE R OSHRRRZ WHk ofE AT 3 b Btk

3 FHAORG . HSHEIETROLEBY THY ., EHNOKEH
W HEEREL D, (6. 2]

KE TV T e LTLH30mg. 7TEFI V) VAR E LT
118 1,000mg (i) K57 51 Aa<A 3~ & LT 1 500mg (Fif)
®3F#1% 1 H 20, 10 HEZ 14 H RO
W77 e LT 30mg. TEFTI) YA E LT
110 1,000mg (JIi) K751 2u~<A v L1 250mg (FIh)
D 3FI% 1 H 20, 7 HEELES
17.3 Z0fth
17.3.1 MBEHAR NI VICRIFTHE

1H 110 30mg . Bl s o S ML L a, sy A b
) MEDEE S EAAEEO SN LA, FGKT 4 BBRICEET 59,
17.3.2 RIHEREIC R 3T &

B KO+ RS ESEE S 1 B 11 30mg % 8 BRI G- Lz
&, 7ugsF v, a)vF =), GH, TSH. Tz. Ts. LH. FSH.



DHEA-S. 7 A MATH Y, ZA T IF — VG EHE
27)

17.3.3 BHEORDRHREEICRIFYRE
B R O RIS AE I 1 H 1M 30mg % 8 AT L3

ERIFS 20

G HRIEONGBAEEE ISR E RIT S 2 0nD,
18. FERpEEE
18.1 1At

T VT T =it BRI O BR A B AT L 72 1R BRI & B
R BUE % A8 TG TR L 28 S 0, & OBBEERE 2R i 25k A i 12
BELTFa MRy 7L LTo&EE%#H-> T 5b H K*-ATPase @
SHHELHEA L, MG EZIHT 22 812X ), BOWZIHETH L%
;‘(_ (:J néSS)Al)O
18.2 BB IHIER
18.2.1 RYIHR MU VRSB

TEFEMAAND 1 H 1 [ 30mg HIEE NN 7 HIFRR DR G1C L ) EWHaE
BRI E R 25380 v, 2 OTERIZTES- 24 W2 b Fifid 29,
18.2.2 4 VAV VHIE W

TEHERCAA~D 1 H 1 30mg7 HBEIES-12 & ) 258 7 B B -l 1
FAED 5N 512,
18.2.3 WD

TR AANO 1 H 118 30mg7 HERIIES- 12X ) HERG WO S A 24
HlDERD SN BB,
18.2.4 24 BRI

TR BT % 24 IR ARIGRER T, 1 0 119l 30mg7 H B L% S
12& 0 1 HZ8E L CEEBRSMOZEHZIHIAED SN,
18.2.5 24 BEBA pH E=9 UV T

e A K O RIS EBRE I 0 B~ 1 H 1 [0 30mg7 H HRE %
HAZE Y, 1 H %8 L CEH L EEEWNHIERAED 55947,
18.2.6 24 B THREN pH EZIU VT
MBS~ 1 H 1 [ 30mg7~9 H M L%512 &)
TG OFH IR AR 5152,
18.3 AUIONTI— - EOVUREDREIER
18.3.1 7EF VLY VKRR O 7 ) Au~x Ay ebicTg vy 7o
—VEDPHIC L Y BRORGHOBHMEHRED LA OND (T
v F) /18)0
18.3.2 N any & — - YO BRHIHERICBIT LT vV 77— )votkd]
EEMpH % EH SR L1CE) . EHENETEXF T ) VKR,
7)) AUYA Y VOVEIEEY S0 2 LIlhH b EEZLNLHY 0,

19. B CAT ZEEENR

—#¢% : 7~V 77— (Lansoprazole)

L% (RY-2-([3-Methyl-4-(2,2, 2-trifluoroethoxy)pyridin—2-
yllmethylisulfinyl)-1/~benzimidazole

Ci6H14F3N302S

369.36

H~H O EOR K TH Do NN-FAFIVARIVAT
IRIHETR T, AT = VIZRRBEITIRTL, =8/ —
(99.5) IZRREITIZ L KRIZIFEA LB T RV NNV AT
VARMAT I FER (1-10) 1 3HeEERE v, #RETED
BOHISL,

Tt

=5]

ERESIE Pl

Gk
S

Pk

N \ ) F
QS
N O R ORI

AR 166T (1)

22. G

(5vVYFS5Y—)L OD#t 15mg [DK])
100 $& [10 4% (PTP) x 10, HZEFIAD ]
500 $E [10 $8 (PTP) x50, #RHIAD ]

(5vYF5Y—)L OD # 30mg [DK])
100 $ [10$E (PTP) x10. SZM&AIAD ]
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