*% 2026417 J1 &GET (555h) D51
* 2025412 H 8T GR4M)
Bk SRRAE 7°|:| I~>7j‘i"/7°°'f‘/l:t'57—
BERhHEAR : 10mg 5 34F,
20mg ; 44

OmepraZOI’l@TABLETS

H AR HERG i 0 3R
872329

AxERS A X T 57— VG ATt
H3I SV s

10m
HAISY' =20 mgg

$£10mg $£20mg
JRABTES |21200AMZ00642|21300AMZ00055
GRiGLE 200142 199144 H

2. BR(ROBEICEEESLEVI L)
2.1 KAIDOES R U CORIBUEDRERED & % %
2.2 VYR VIR & P 5 h O R [10. 12 ]

3. #ER - MK

3.1 #mk
W7t * AT 7V EE1O0mg * AT TV EE20mg
ARGy | HE A Ax77V - HiE Ax75v =L
(1Eh) 10mg 20mg

WA, T Ty ) a— BT b L,
v redyrailviiu—2, 7))Lk
FU WA, Kb 2L, AFTY VY
XA, bTaxa—A, B Fa gLt A b,
ip{bF 4y, b7 AT — 2T XL AT,
Y& =, ZIT, HIFNarn

3.2 EHADOMRK

DA

R4 * X275 $E10mg * A7 5V $E20mg
H - H -
PR - B | 74N T—=T 4 VTGE| T4 N LT—T 4 VI§E
(Wvisse) (Wsse)
iy O S O S
il 2 — F Y-OM10 Y-OM20
R NS Ha | EE R HiE
P A X (mm) (mm) (mg) (mm)  (mm) (mg)
6.2 2.8 96.5 7.2 3.2 143

4. RHEERIZRHE
(F X752 810mg)

OBF&E. +t-EEaE. WaisE. URMeEER.
FEV S AMBEBEYHRAE. Zollinger-EllisonfE{&Ef

OTFRICHEITBIAU AN 42— - EOVOREDHED
BigE. THEEEE. BMALTU > /NE, fiEim
IMRRAE. REIBEICHT 2 RMRBHAEERE. N
Janysg— .- EOUBEER

(X TFJ > 820mg)

OBEE. T-HEFEE. USIHEE. WRAMEEXR.
Zollinger-EllisonfEf& &

OTFEICBETFBIAUANY 42— - O QBREDHEE)
BigE. T-HEEEE. BMALTU > /NE, sEm
MR EE. REAREICN T 2 NRENEERE. N
Janysz— -0y BEEL

5. REERIZHRICEDET 2=

(NYanygg2— -0l OREORHE

5.1 ETHIEMALT Y VSEIZx$ 5 AN) 237 4 — -
Yo ) BRIEIEEOA IR L Ty,

5.2 GEEMEM/IRIEAEIZ R LT, 4 Fo4 v &Ee S
WL, NV anyx— - ) REBE Y] & X
NBREHN DO AGRFEEE 1T Z &,

5.3 FHIEMEITRT 2 NS RERE M Ay 3
N A — - ¥a ) BRIFEEEIC X B O IERE N
T AENMETHE. LT,

5.4 ANJ N & — - Eo ) BPEEHRICHOWBEIZIE. ~
VanNsg a4 — - Ea) BEETH B & ROCNHEER
Tk~ anNs g —- o) @PEHRTHE I L
iR 5 2 L,

6. BERUHAE
(F X 75V 8E10mg)
BiEE. YEERiEE. +=#EBEE. Zollinger-EllisonfiE
33
WHL. RAIZIEA AT 7 — e LTI 20mg % %
O#%54 2, Kk, d@H. HE5E. WAEEE TIE8HE
M, FofEEEcIReEE E Tolth LT 5,
WHEMEER
B, BRAIZIEA AT 5 =k UCLHLEI20mg %
545, ok, @, SHME ToORELT3, &
SUCTHFE - FHR AW 0 R4 05 Al e O MER RIS
BT, 1H1EI10~20mg A #5435,
FEV S AME BE LR
WH, RAIZIEA AT 5 =)L e LC1H1A10mg % #&%
O%54 5%, kb, B8F., CAMETORS5 L35,
AYanya— .ol oREOHE
WL, RAIZIZA A TS —)L e LT1HE20mg, 7T+
) VAR E LTl 750mg i) XY 5 2 v
<A > v & LTC1n200mg (JIfli) 37 % [Al k21 H 2[9],
THERORS 45, k., 770 2avAf v 23, &
BN CHENETSZENTE S, =721, 1
400mg (Sl 1H2M % FRRE 33,
Ja bRy TA v eELE—, TEFTVUY VAKNY
KO 59204 v YD3FHEGIZEDEZAN) TNy
4 — - ¥nY) OBREEESARIOLE&E. Zhizfb
DI E LT, WH., RAIZEA AT 5=kl Tl
[20mg. 7 EF T 0 VAR E L T1E750mg (JI1H)
BOX sa=x— )Lk L T1E250mg? 374 % [ HF 121
Halbl, 7HBROKS53 5,
(A TSV 8E20mg)
BiEE. WEEiEE. T=1#EBEE. Zollinger-EllisonfiE
3
B, BRAIZIEA AT 5 =k UCLHLEI20mg % %
%542, ki, @, i, WATEE TIX8HE
ME<., FofgbimscideEM E cofs 435,
WRMEER
WH, RAIZIEA AT 5 =)L e LT1H1AI20mg % 7%
A543, ok, @, SAMETORELETS, &
HATTFE - PR AR 0 R 3 Wi & 25 O R k1
BT, 1H1E10~20mg % 1533,
AYanya— .ol oREOHE
WL, RAIZIEA XTS5 — e LTC1020mg. 7 EF
v ) VKRN E L C1mI750mg i) XUV 5 2 v
<4 ¥ v & LT1H200mg (Jffh) D374 [6#¢ 21 H 2[H],



THRRORG 5, &k, 77V 2034 v Vi, &
WD U CHAMETSA I ENTE S, 72770, 11
400mg (JIfifi) 1H2M % FFREF 5,

Ta bRy TA v E— TEFT VY VKRN
K750 2043 YD3FEEIZXBANY) 2Ny
#— - va ) OBREHERAANENOL AT, ZHhiib
LIEEE LT, WHE, RAICBRA A TS —L kLTl
[A120mg. 7 EF T ¥ YAHME L C1RI750mg (J11ifh)
B A ba=x— )& L T1E250mg? 374 % [EHF 21
Halbl, 7HME&EORS-$ 5,

(B%&)

AATTI VR AT Y

~hak L N
whee - AhR 1ing ng

1| Ik

HiES. WA, + 45
955, Zollinger-EllisonSit (5 HF © O 20mg | 1H11

WM FEE 2%

20mg
M SE 3R (HEFSELR) °1°

10~20mg THIME

FEfid5Z L H50T. NHBRAEZICELDINSD
PREBTHRWZ L AMERT 5 L,

9. HENEREFHIHRBEICHEHTIERE

9.1 AHHE - BIEEFDH 3 BE

9.1.1 EMBREDCRTEDH 5 EE

9.3 ke ERE
TG TS O, MPRENE 2B Zhrd 5,

9.5 114w
IEtm SUSAENR LT 2 ATREMED & 2 KIEICIE, 1 o
AaErfEbREz L5 &Pl X h 3355812045
52k @I (7 Y FRE0138me/kg) THA Y
GECWIARR OB 2 S h T s,

9.6 BILW
R EORRME R ORFLREOAIRIEEZZE L. i
Ok SUI IR & RRE $ 2 2 Lo B (F » MR
5mg/kg) T, BFFLHAREIT§ 2 Z LA BEE ST 5,

FEV 5 ANEH BE T O — 10mg |1H1M

FRCicBiF 2\ a,xs 4 — -
v'a ) OFRE OB
His, + o WEnEs. o
MALTVY v S8iE, Etemh O O
RIkAE. FHEEIIST 5
WRRGEREEEZE. ~Y an
28— ¥n ) EgeE &

20mg | 1H2[

O: WeEd b,

7. BERUVHEICEET 23R

(BRERER)

7.1 1H10mgD#EFEEE THIELED SN2 1E1H
20mg TRHAIE AT D T &, WRIEROMERFRIZE W T
RO, EIRORES+HFE L THE# IR
T52 L, 72720, 1H20mgDHMERHREE THIEARD 5
N=BG. 5V THIERREMND, T, TR
HOTERD R 6N BAE, WD TSR ES 41T
VL ORERIZEED W T Y] AR IEEAICYI D B A B
ZLEEBEETDHI L,

GEV 5 A B BETTREE)

7.2 BeERME%E HRE L TRRERER L. SEIRDH
FEAAFRD 5N WA, BRSO K %
A 6N D 7-DMOET K ERNDEHE2EET 5 L,

8. EELEFNEE
(zhREE)
8.1 IMiifkf%. NFHERE. BRERES ISR 52 &

— b L

* %8.2 AFDORMEGIZL DK~ 2> AMUER S &b

L5ZENDHDHDOT, KilEEIARS 4 0%, I
M~ xoy AREEHETSZ &, [11.1.1120]

ERERER)

8.3 Wi A DMEFEEEIZ OV T, ¥ - HIRE S
DRFHEFITF LIS T2 28 & L, AREHHREED 2
TEOEWEBFZIIREGET3ZL05WE /BT L,
F 72, HERpREET X R AR SN ST & i B A
B e ZEPEE LW, Ak, kOFHEIZ|
NERTBHZ L,

8.3.1 HIEDIEERE, JERDIE S 2 Z ) U CHEF A
FHEEBEIRT S &,

8.3.2 EIHREEN BIFICIR7-N T3 L Hif X =54
IR FI R A EET R 2 &,

8.3.3 EHIMNCITRAE. BHRE. MIRIEHOMEETS Z
ERYEFE L,

GEV 5 AME BEWRE)

8.4 BHICEBELCIEMZIZL IR T, HiRV RS
FRWTFIEIR P DB LR 6N S Z & (LAEM S =0 2H L
) 2RO L5322 &, ki, KEIOREG- 2 HE.
BMIE S O TR N O O (L iR RS & BER &

9.

9.

10

7 MER

INREE R & U 7B I L Ty,

8 EEmE

KHEA» S22 2 & —ICATERE. < Ofth
EBIRBEMIK T LT 5 Z A%,

. HHEEA

T & U TR CYP2C19 L O —ERCYP3A4 THUH

Ehd,

7. BB WIEIERIC XD, DEHSEA ORI % 5
NIHEF X332 E0b 5, [16.45H]
10.1 FEZR@GALAV L)

SAIH

BRAREIR - HETT 14

W - fakRiAl T

VLYY IR

Ve VR

AF O T 1 oy i)

(Y25 1h) OTEMZWH5 T 5B fEHICK DY LY
[2.22H] TN D 5, 1) VIR IRIE O WA
KFL., yrrey
v DI HRE 2K
THEZEND S,
10.2 HRAEE (BFRICEET B &)
4, 55 BRATER - & k| BT - il
DT EISL 26 OEEANDER A A 31 I o
TJrz= MV EWBT LI H|F by — LP450
SUAR =) 5, ENE R
[16.7.1%H] CYP2C19 T3
IILT 7YY PUEIMLE & B as| B 720, KA
[16.7.1%MH] L. M= % 35 7 | CREER TG
Wbz, 7ok a|hsFEmorRHE. Bk
VU R s ke | A R AE S B B B
e (INR) il 5 0 L% | 1123 d 5 o
AN AR ) I S
WELaroRES
52 &,
gruan) L2 KM 2 2 a ) s 2O K HAEHOBTEIER
WM AN IHTHE, ZThHD
5, HHIO IR 2 -
AMPLFEY - |SHEOX N FLFIRTIIELH S,
¥ — b ERGT B
Brid. —RER IS AAL
DG EIET5Z
LEEETHI L,
vaFv Y 2o OIEFNOE | A AN D H 155 W
AFANTTRL Y | EHERTHZIENH MEAIICLD Y TFY
%, ¥ OIS A
Ih, vafvrvo
My » L3+ 5%
ZEenbH B,
A F7aFr =) | ThbOIERIOIER | AA D H e Il
FuLyFF— Y| EWREHTAZENH | EFHICEDZNh6D
A ¥ SEHNDOVERVEAMCT
BT 4 F=T L. Zh6DHAID
TruaF=7 MAYREAMET 5 2

Wb b,




FAIH %

FRACREIR - H T

B - fabRiA 1

AVaF -

AFN O & g
2ZLNHD,

A Al O Cmax & O
AUCHEIL 722 D

WERHB, KV
F = EAKFI DR
% R (CYP2C19 &
U'CYP3A4) ZFHE4
LIENEIOLND,

s a ¥ F 7 UL 2 a ¥ R 2 LILEE | 7 A CYP2C19 %
I EOEM %2854 % (BHET 5 Z &i12kD,
ZEnbH B, s a ¥ F oL
HROWEEHE O
FIRIEME T 5,

A aod b XY AKAOEHEZRE T A4 3 o4 b FY
Y 7 (St. John's|3Z &ndH B, Vo A Ao R

Wort, £ ¥ b - B (CYP2CI9 L O
Va—-vx. 7- CYP3A4) &AL,
b EH AFN O IEHE
UL EE 2K T S
BTENEALRD,

1. 8fEA

WROEWER R H 6 bNDB T EhddDT, BEE 451
T, BEIRD SN GEIEEG2hiEd 25 & &
YRAEETH Z &,

1.1 EX&EMER

M1 2avy, PF745%2— (T HERH)
Yavw s, THT 4 T7F Y — (MEMHRIE K&
EVNRHOEDNBEIENDH B,

11.1.2 SAMERR A EE. EFERIRAE. BMMEMm. m/lik
WA (T S R)

11.1.3 BIEERF L. FF#gEEES. §EH. FA2 WO Th i
JEASHH)

11.1.4 b & M * K 1% %€ Bt #8 /£ (Toxic Epidermal
Necrolysis : TEN). R /& ¥4 IE IR fE & 3% (Stevens-
JohnsonfEf&EEE) (W94 & SIS AHH)

11.1.5 RABEE C5HE ARH)

11.1.6 FEMELX. SMHBES (O 3h &S ARH)
EREREM AN (BUN, Z L 7 F = VE) ISR T B 2 L,

11.1.7 &7 b U 7 LMEE GHEE ARHH)

11.1.8 BIE MR R (SIS AH)

WG, RN RIE, REL, S OB (1255 HARY 5
N7=GATE, R TP X . ERCTEH DM % 5=
g5 Z &, MEMMEPSEDNZEA 3G Zdk
L. BB R E Y AIORS SO 5 AUE AT 2 &,

11.1.9 HEREHEARAE (FHE AH)

. B, CKES. 1MhRCRMh I A2 av Yy
FAERHEEDNBEZ LMD B,

11.1.10 $EELIREE (B AIH)

VAT, BETE, RN N, AN, MR R
MERHODNDEZ DD 5B,

k11111 BV T 227 LM (B AH)

AHO RIS LD, QTIER, FigE, LUhEEES
KAV LIERHEbNE I ENnD D, £z, K~
53w AMUEISERE U 2K Lo AE. KH ) & 4
MEEOBBMRERTEE#ES5LAVBH 5. ThoDEMRE
BENEEDNDIEIRD S &b =85A1&, Mirh~ 2 %
U AREOWEEIT, BEIED NG, <
T3 AOMAREOWEY) HAE A1 Z &, [8.25H]

*%11.2 ZTOMROEMER

(BiEE. t-EBaE. USHEE. ERMeEX. J
U5 AMEEEYRIE. Zollinger-EllisonfEZE)

0.1~5%Ami | 0. 1%Ai B
WEGE | L IS ZIGAIBE, SERGHEOE,
Z O HE&

0.1~5%A | 0. 1%A HHE A
WAbEs | N - REE, [MERE, SRR S, SERERR K %
L, Boo . M. ] (collagenous colitis.
M2 lymphocytic colitis) .
Wi, Y&

JE, 178

FiF ik AST. ALT. Al-P.
v-GTP . LDH®D -5
11374 FHALER B A i/

Bk, 2

Fepfplk | e M. LUV e o, RNk, fEiR,
ED J& PN CTINE 310N
9 DIKRE
k k| Zfth | FEEL BB, 18R BR, WIEEE, B1E.
&, B | HRREEE. A, %8

W BIIMET. A
AT, LR, K
UBUN, 7L 7F =V,
REE. V) kT4
F. MEA Y o4,
aLZ2Fu—Lo 5

(AYanya— . oy oREORHEE

5% L 1~5% A 1%A 3
MIER (o =2 I < IO 7 1 s S~ o/ SN I 7 N e =112 /3
(33.4%) . [JA. Bk,
kR 2 OE RO, BT
(10.5%) ik, R
JiT ik AST 5 HFRERESE . ALT L5

Al-PER,. vy
5. LDHFES

1% IFRRER BN 2, I/
B, i, R
W%, IRy S

K i S, LOHUE, ©F
H VAR

Z DA PR PRE AR, IREE L5
Bavr x5a—i F5
QTHER, FEk. (BIRUK,
BV YL, BIE. TR

Zh OIS ITHEE S HEREECB A E AT T —
N, TEFRVVY VAR O 5 204 v v O3PS
DIKSEIZHD L,

) SE R % &,

12. BRRERBRICRIFTEE
(ANYaNys— - EOYOKREDHEED)
FATSI—=NLFEOTa b VRV T, e d =T
EFTV) VKA, 2T 2ua~vA L VEOHEY
BROA a= &2 — L ORHTR058 TE % TR,
BC-RZWE GG O & AN R 2 0T HEMEA & 5 72
¥, BCIRFEWSGAERIC & 5 BREHIE %17 5 LA,
N5 OIHDPEGAE T % OELIEO R T4 5 Z
ENEE L,

14. BRAEDEE

14.1 EFZMAEOEE

1411 AFNRBAETH D, RAIZH 72> T, WA=
D, DI, IRAL BT kS BFIcieEy 32 L,

14.1.2 PTPREEDHANIPTP Y — b A 5HLD Y L CHRH
TAHEHiET B L, PTPY — FO#EAKIZX D, T
WA AR ATIA U, S35 flE B 2 LTt
b S OEELAIHEEIIR T2 I LN H 5,

15. ZOMOEE

15.1 BRERICE D 5%

(GhEELE)

15.1.1 AFORHREEGHIZBEEOHE R ) -T2 2D &
DWERD 5,



15.1.2 AFOFE520, HIE I Xk 3IER RT3 2 &n
HBDT, BTN LAHERLTRETEZ L.
15.1.3 MM B 2 OB T., T bRV T
4 v —ICkB3EBIC W TEHBIEICRE S IEB
fiEdr. FREE. FHEEITO Y 2 2 s < h
TWb, iz, SHEROCERM (ML) on#EEs 2

F7BE T, B0 2 AL 7,

15.1.4 7M1 2 EICABRBE 2R & L2 EKO®R
W, TubvEY T4 v a — 2L -EE
IZBEWTCoZ A N) VYL Ty 74 NIk B 5
&N ) 2 2 BNAHRE EhTn 5,

GEV 5 AME BEWRIE)

15.1.5 BB OEY 22 Th b L# i 65 Ek
He BN =T EADFTAREBEONTRIZEFEY LA
WA IZIZARBIOEESIENMG S U WA EEED B 5,

15.2 FEERPREBRICE D < 15%k

15.2.1 7 v MIZ1.7mg/kgd b % 24RO G- L 72 73k
RERT, HIZHANLF )4 FOREDRAL N L DOWEN
HBD, ZOHNF ) A ROREIZIET » MISHEEERMED
mH 5N TS,

15.2.2 v MZHEHETH B TV 75— )L (50mg/kg/
H). 7&F> ) VAR (500mg/kg/ H) RS2 T
Zu~v4 ¥V (160mg/kg/ H) Z DS L 725l T. £
P TOFEORBE & L IR OBEIH OB R
R ERTW3,

16. ZEHEHRE

16.1 MAIRE

16.1.1 A XTS5V —IVEMIFERDT — &

TERERA (651) 124 4 75 " — )L 10mg B U'20mg % 225 I

ICHORR OG- L7z & & 5500250 ¢ i g v

PREIZE U, AP 2 2 2, S ) U . 6IRE(H]

Tho7Y,

TAFER A6, 10mg & U 20mg Hi IR 1§ 5- (CF-¥4E + SE)
%54 |Cmax (ng/mL) | Tmax (h) | AUCo-101 (ng * h/mL) | T1/2 (h)
10mg | 184.1£31.5 | 2.3+0.6 480.7+£160.2 2.8
20mg | 406.2+152.0 | 2.3+£0.2 | 1160.4%646.3 1.6

(ng/mL)
1000 4

—e— : 10mg FEOHRS
—— : 20mg FO/S

1

0051152 5 & 5 6 7 8 10 oo
HERER A (615]) 124 X 7°5 ) — )L 20mg % FAHiT 21 H 1[5
THRIES L2 L &, B7H H O Cmax L ONLH IEE dh#
TR (AUC) I3 & 551 H H oML 4528 L 722,
¥ 72, Hits e G) KO- iannos B () (o4
AT 5 =) 20mgw 1AM EHZRICI4AMES Lz
X, BTHHODOAUCIESIH HIZHAREE B2
7=, BTHHEHE14HH O TiECmax. AUCD
WENEHINIED bk 5727,

16.1.2 AX TS5V =, FEXI DU KPRV T S

JZ2O%4 Y UBEBEOT—4

TR A (L) 124 £ 75— )L 20mg, 7 EF T

v IKMPT50mg (JIfli) KO 2 5V 2a~< A4 ¥ v 400mg

(Jifti) % 1H2E7 H B RO S #% O MEh A+ 2 7

V= ILIREE, 5892 52 IS Cmax &R L. FY20RE

MO THEL 72, AT 5 =L DCmax KV

AUCIHE, HPBPLGRICI L CIERGICXD ER L

M, KE54HH ETHHTIIZIZERMET, 4HH T2

ERREIZEL 72,

TR ALLB, 3AIDFH [ AE G- CF¥fii£SD)

Cmax (ng/mL) | Tmax (h) | AUCo-~ (ng * h/mL) T2 (h)
7941410 2.7+1.6 29361752 1.78+0.62

16.2 TRIR
16.2.1 £YEHEEM

F 275 =L D20mgi X 18E & 10mgde X 2813 E W2y
KRS TH %Y,
16.3 9%
16.3.1 EAEAE

96~98% (KR4t A i 1%)
16.4 {34

NHEIAD T — & Tid, EFERAICA X T 5 =L &R
BELEzEX, EhOERBDIA XTS5 —L 2L
AU KT FuFo A 275 —= LT, Zhs o
Wid I BB HEER A2 ZEAERS b5
7298 F7 b MFIs Y —212&k %in vitroi RO
FERP S, b FaF U EREO 2K VIROEKIZIEE R
FNFIZCYP2CI9 K ' CYP3A4A - L, v Fufy
HRADRE V)T TV ZIF ALK VEKDOMETH D &
L£XNTNWAB?, CYP2CIOI I EEZ S M AFIE L.,
(B IIZCYP2C19D B RE & K483 A (A (PM) (& H AN
EHEDEVINRAMTIZ~20%. I—HH+ARAFT
3~4% L WEXNTNBY, PMICEIF3A AT 5 — )L
OFER R MRBNL, o7 a ¥Ry FRHEAD 10 & FH
TH 5, [10.5H]
16.5 HEtt

NEAD T — 2 Tid, “CEEEA £ 75 =L &5 L
-l %, ESREDKIS0% AR, $920% A E
Pett x 7=,
16.6 FENEEL2E T 28E
16.6.1 MMEER

1SMEEMEE E W RITA 475 — L% 1H 1B 20mgikk
C%5- U, MUAEhIReE 2 et U223\ T, kS
Mok BRFIXIEE A LR 5N, B H R OIEEN
H CIRNEEIRE B A S N s h 721012019
16.7 EMMHEIER
16.7.1 SF7EINL, TIVT7Y, T b2
HEADT —2TliE, D784, L7 7))V (R-Y
L7 57UV)., 7= b4 VHCYP2CI9IZ X D REEh
5728, KFIEOFHIZE->TY T7TENSLYWEDRT 2 =
A YBD YT 5V AR, TRETN27% K VI5%E T
L. 9077 ) YODIMHiEEIX12% R L7 &0t
Nd b, [10.25H]
16.7.2 Z DDA

AT I = LOMIERREZ, 25 2uv, vk
OPFHIZE D, Cmax X AUCIER2f5IC FR L2, —
Ji. TEFTVV) VKA E OPFHIZ. A AT T -
DIiAEHEIREIZEE L & h 57217,

17. ERIRRIE

171 B3ERURELMICET 5548

(BigB. t-HEBEEE. Y&EREE. SHRMEEX.
Zollinger-EllisonfE{EEE)

17.1.1 EREEREER

7160 A xS 2 F ki & M 72— AR B RERER O BEEIZ R D &
5 @ VC& 6 18),19),20) ,21) ,22) ,23) ,24) ,25)0




7o, CEHEREGAS (TG, - EEEE) ICk v
TARADHHEDP RO 5N TS,

Ve HRH —
] 98.0% (388/39615) | 92.5% (359/388f51)

| AR 98.3% (238/242f5) | 95.7% (223/233f)

Wy 5 100% (34/34151) 97.1% (33/3414)
WG 2% 97.5% (39/4041) 100% (37/3731)
Zollinger-EllisonfE 100% (4/4f5) 100% (3/3fl)

(ﬁ@%ww%gﬁgur%%ﬁ‘m@%uwm%wiui
%,
— AR AR, CEE R E L OV BRI R
I E5 1) B AR 5 1, 333150 2914 (2. 2%) 39D il
TEH A IRE XN TV B, TagMERIZ. F# - iRk
(0.7%) . 395 - FoyBaft(0.3%) . BEAALE (0.3%) . {FFE
31(0.2%) . L - MEX2MH(0.2%) HTH - 7=,
17.1.2 ERSIFERER GERERER [(MIFEE])
HeZ HAREAEHIEO MR EE R A2 R L Lz
NOEERREIZHBNTA A 75V — )L 10mg K U 20mg
67 ARG U 7200 FER I R 23588 5 hTn
320 gL VEREM T 56 15 3181 (4.9%) (Z EIEFH 25528
5 T3,

P51 2438 IEF R (Kaplan-Meieris:)
* A 75 =)L 10mght 59.8%
* A 75 =)L 20mght 87.3%

17.1.3 BSEEREER IR RE R [(MEHEE])
WIMCBWT, MR EERENRICA AT T -
10mg 2 U 20mgi% 512 &k 56 » A A 512 » A OMERHEE D
Fzhite X M7= FEPRRER 12 35 W TR O fERR K 2SR ET X
N, REBRAGRF O WM R OFERE . Fhin, YU, A
WEBAIG IS O W PRREIR DTS B R DGR T Td % Z
ERREINTWBY,

GEV 5 AME BEERIE)

17.1.4 ERSHIIFEFER
JEO S AL WL 4 W5 & U 72 E R O IR G ER 12
BPWT, A AT 5V =) 10mgu GAMPES- Lz L 20
B4 R DN R0 F SE A R K O 7 i R0 b g #03
ZNZFN32.3% (31/96M5) . 45.8% (44/96f5) T & - 722,
AR 5 9645511 (5. 2%) 12 BIE I AS#88 6T
W3,

(BBEXR+BEEICETZAUaNI4— - ¥O

1) OB OB
[l A S TIIAH Ak 5 R OF N A T IR AR B R ERR (A X 775 v —
L, TEFRLVY VKRR O 7)) 2a0~v4 2 VD
7% 5) OBREREET TR, FRE BB 401 b 192451
(47.9%) \ZEHER AR SN T\ B,
F7-. Jub vy Ry TAveEE—, TEFIVY UK
P/ A +a=4 T — LD3FIE 5 Iz 0TI, B
12 30\ TR PR AR 5 o HI AR FH S BRUBEE AS U & 75 % AR
BR & EhiE L T,

17.1.5 EIRSEIIFERER

AN any a2 — - Eu ) Eto s SE+ iR

EOREENR L L-ENOEIKRBIZEWT, 27

=) 20mg. 7TEFT Y VAT 0mg L7 5

Z2u~vA4 v 400mgZ1H2M7HBROES U220k

HWHRIITEDEBDTH BY,

e | 5 | HEEIC B | RS AR

ERAOWIETR | iy |0y 2 bt oy s | b

* X7 5 =)L 20mg

TEFY V) VAT

75.9% 81.8% 78.8%
750mg (J11ii) 2081/ H ) ) )
P Y (44/5801) | (45/55(4) | (89/113f)
400mg (J11i)

17.1.6 EIRNTIRZERARER
A ANy & — - va ) BrEo H s s+ T iahn
BOBEE R L L 2-ENOHIREERAREIZ W\,

* AT 5= 20mg. TEFT V) VAT 0mg K&
U759 2av4 ¥ r200mg izt A 75— )L 20mg.
TEFY V) VAKHNTS0mg Y 5 ) 2avw A VY
400mgZ 1 H2[017 H IR 135 L 22 B O BRI TR D
EBDTHBY,

BAEA D151

* A7 5 =)L 20mg
TEFY V) VAR
750mg (J1fili) 2[l/H
73N 2Aav4 vV
200mg (J11iti)

AT T = 20mg
TEFY V) VAN

#5 \FES IS B | O REERIC | A50
W% | BRI | B ABEE | BREE

86.3% 75.7% 81.1%
(63/73M) | (53/70ff) | (116/143f)

77.1% 82.7% 80.0%
750mg (Sl 20/ H
P (54/70fl) | (62/75Hl) | (116/145)
400mg (J i)

(BEMALTYU > /BB, SeiEtEim/vdRis A iE. REASE IS
THIRRENEERS. AUINY4— - ¥OY BES
RIZBFBRAY AN 42— - EOVUQKREOHHED)
TabvRy AL e s — TEFVU) VKA K
Cr o) 2094 Yy RUI A ba=2 ) — LD3FESE
1IZDoWTE, EIIC 3o CHRR AR ER S5 o BIlE F e B 1
APAME & 7 2 aRER A L Ty,

18. EERhEEIE

18.1 "EF#F
H IR OREMI ORI EIZFFAET 5 2R, S FEER
B S EE T 5 2 22k, Bl wT—
HOBFB WG B X 5, ZORIBDREHTE T,
BRI 2 o H 2 ki L. b DICKM 2 EUD AL 7' o
YRV T EEN S EERH,K-ATPase 2 iy T
L, AATFZT—)E, ZoTa b vEY TOEE A
T B EIZL ST, HRWE PR 5052,
AN)aANTE - u ) RERFEICKET A AT T
VL OREIZENpHE ER X R Z 12k, HFH
ENBTEFTVY) VAR, 25 2u~v AL VD
HiEMAEDIZLIihbbdeELIOND,

18.2 £ N TOER

18.2.1 BB B IMFHER

(1) EwED
B RO RS RE T BT, 20mgiE 5T &
0 LT MR oyl & 7 L F 4 93% M VN4 %I 59,

(2) 3h R FIRBFE
HWEREIZA 2T 5 — L 20mg4 1 H 108 & #1258
C%5 L7z & &, &52~6M M & 0 HER - i
MR 5=,

@B FRFHX MY R
R AIZI N T, 20mgf GAC KD T I H ANV (dpg/
kg, AITE) BN R 20 ] & C 0D IR oy ik A& 93% BT -4 %%,

OEPFOMT I}

R AR O —f8iGts R o b\ T, 20mgf 512
K0 A Y2 v(0.2U/kg, HFE) Kl 20 £ TOY
W 3 ik % 70~ 88% I -3 530

(5) TE D
(R AIZ W T, 20mgf% 5-12 & D 72 RIS HER oD H ik 43
WA T3% I %%,

(6) 24B5 R 33
s, T IR R RO RIS BT
2W0mg 512 & 0 242 b 7= 0 H 4w & W+
6 34) ,38),39) o

18.2.2 X7 i ER
R AIZ TN T, 20mgi 512 & D 72 8HEfl D~ 7° v
¥y itk 39% N4 557,



18.2.3 BERPHICRIFT &
WimMEEEAREZEICT B W T, 20mgft 512 & 0 241
FRIZ BB NpHA 4L 2R T O &%, & 5-a10
32.6%I2H L. 5% TI20.7%1I208D 3 5.

18.2.4 BHEHEEICRIT T HE
B, + iERE s R ORI BV T, 20mg
PHIZE D FHHEREICIIE L A E B A RIFTX 0,

18.2.5 A BRIV E L ICRIFT &

Hiss, i8S, Zollinger-Ellison iR B4 12
BT, 20~60mgf 512X O MyEH 2 M) VED _L5F
BAONDEZ END BN, FHHTH, RGHifEDE
5 VIR EIEIE A2 FED 5 5404042

Bt KO RS R FICB W T, 20mgfk 512k D
ZF OO AN T VIIIFE A E WL RIFX 50D,

18.3 M TOIEA

18.3.1 H',K'-ATPasefA=/EHA
VRS oy b2 O FRIEH, K-ATPase (25t LBH
HER AT,

18.3.2 BESBINEIIER

7 4 3 Bk R A T 72 dibutyryl cyelic AMPH#I# %
S U IR A R0,
HIMAEER S o b, BIET v b, XKEMRUIW S v b
IZBTABAXRYAHFALY VRO AT — )Ll
Heidenhain pouch4{ X275 24 I Vi, H#EA
RIZBTF ARV A HZ MY VR X B E WIS
U, SO E R 233409

18.3.3 EEREEICX Y 31EH
Ty MIBTAREZMEZ ML 2, WP, A2 N X
Ay, TAEY Y, Fri=vuasRUoxrg ) —)LH
WS NZ A ¥ U — b+ RS ISR L. P
B 2R3, 720 FEBRE RO+ R
U Ty EEEES R AR,

18.4 ANYaNny 42— - EOVUREDOHENMER

18.4.1 AYaNy 42— - EOVURBEHYETIVICE TS
FREZIR
TYANY AN A — - PO Y BREETFILIZBNT, T
TRV V) VAKNER, gy 5 2uvf v ED
2AIDF FHTE TIEBRE I BRI 5 K 46%). A AT
I LERMTAZ Ik 0BRERIFFELL EHL.
TEFVV) VARHE A AT T — L D2EIEH TR
50%. TEFUY VAR, 25 Aav4 Ly K
I X 75— L DIFEIPEH TIEZFIB0% T H - 727,

19. BR P ICEET BIBILFRIZIR
—f%% 1 A X 75— )L (Omeprazole) (JAN)
L% : (RS)-5-Methoxy—2-{[(4-methoxy-3,5-
dimethylpyridin—2-yl)methyl]sulfinyl}-1/-benzimidazole
A+ 0 CirHiN303S
1 ¢ 345.42
IR - AR~ E OSSO R TS 5,
N,N-V XAFILFLLT I FIZIETFRTL, =8 /-
(99.5) IZRRHFEFIZ< KL KRIZIFL A LTI W,
NN-DVAFUFRI LT I PR (125 13 FEE AR E A,
Filo k> THhRAICEAGE £ 5,
Mg
HsC O—CHs
q —

HsC /©: %S\ N
L N 0O B O GREMEAR

Al K9150°C (2 f) .

2. AE

(FA TS5 810mg)
1008£[108E (PTP) X 10, #ZHEFIA D]
5008 [ L (ONT) . HZKEEFIAD]

(F X T E20mg)
1008 (1082 (PTP) X 10, $ZMEHIA D]

23. EEXk
1) WRIEEhF b FRPRSERE. 1988, 19(4), 667-679
2) 5 R fh o BRELL VA, 1988, 16 (Suppl.3),
671-678
MM T 7 —~ (¥k) : F 275 v EEDIFIGEH K ER
BREDSEYBYREIZ B b 2 BORF (RENRORE
HEAT7 7=~ Kk) : A X T 5V VEEIOmg & $E20mgD
AR TR SRR (kLR
5)Regardh, C.G. : Scand. J. Gastroenterol. 1986,
21 (Suppl.118), 99-104
6) Cederberg, C., et al. : Scand. J. Gastroenterol.
1989, 24 (Suppl.166), 33-40
7) Andersson, T., et al. : Br. J. Clin. Pharmacol.
1993, 36, 521-530
Q) VTS, fth: RIS M+ v Y — | MV,
1996, 33-33
9)Katsuki, H., et al. : Eur. J. Clin. Pharmacol.
1997, 52, 391-396
10) Yasuda, S., et al. : Clin. Pharmacol. Ther. 1995,
58, 143-154
Bt AR fth B &@EMT. 1993, 35, 819-823
MAA L fth : F29E & B, 1993, 30, 1394-1398
SMAMECC At BATREE. 1996, 29(9), 1275-1279
Andersson, T., et al. : Eur. J. Clin. Pharmacol.
1990, 39(1), 51-54
15) Gugler, R., et al. : Gastroenterology. 1985, 89,
1235-1241
16) Sutfin, T., et al. : Ther. Drug Monit. 1989, 11,
176-184
177 77—~ (Bk) : & 475V VEED2HIBEE 50
DOIRNERERER 2B 5 OB (fERORD
18) ARMAA /K fth + B & VA%, 1988, 16(Suppl.3),

11
12
13
14

= = = =

593-608

19)¥A 5% At - SEPEE G, 1988, 16 (Suppl.3),
583-592

20) FPE R fth c SEPE LAY, 1988, 16 (Suppl.d),
679-690

21) 0P ft : SEPEEAFE. 1988, 16 (Suppl.3),
691-700

22) M52 4E - SEPE &y, 1988, 16 (Suppl.3), 711-718

23) FHZEA Al - SEBE SR, 1988, 16 (Suppl.3),
727-733

24) % WH—HP At SREE LAY, 1988, 16 (Suppl.3),
757-765

25) BYCIRRT  fih - SEPHE & vA%E. 1988, 16 (Suppl.3),
745-756

26) BAIIRIRD  fth : BRIRESE. 2000, 16(9), 1387-1404

27) Carlsson, R., et al. : Aliment. Pharmacol. Ther.
1997, 11, 473-482

28) Uemura, N., et al. : J. Gastroenterol. 2008, 43,
670-678

29) Kuwayama, H., et al. : Clin. Drug Invest. 2005,
25(5), 293-305

30) Higuchi, K., et al. : Clin. Drug Invest. 2006, 26
(7), 403-414

31) KHFIEM  fth - HSEREEE. 1988, 92, 105-111

32) Wallmark, B., et al. : J. Biological Chemistry.
1985, 260, 13681-13684

33) VIl Bz « P & yRE. 1988, 16 (Suppl.3), 643-659

34) LR b SERE & RIE . 1988, 16 (Suppl.3),
493-503

35)ehtkE i BRIRIESEE. 1989, 5(1), 13-28

36) k21 B Ath : 2T & IAEE. 1988, 76, 1732-1740



37) ZhFRKES At c BRPE LA, 1988, 16 (Suppl.3d),
479-492

38) KIFRF5— il - HAUH LA 2 MERE. 1988, 85,
1353-1359

39) ZHIESA At : ERPRECAMS. 1988, 18, 1349-1355

40) R K fth o SEPH VAR, 1988, 16 (Suppl.3d),
767-773

41) MSETSEE At W LEsFE. 1989, 10(5), 583-590

42) /NbRESE At SRPE E A9, 1988, 16 (Suppl.3),
719-726

43) =3 IE At P EIRHEE. 1988, 16 (Suppl.3d),
621-632

44) FEEEES fth 0 HSEPERE. 1988, 92, 39-47

45) Larsson, H., et al. : Gastroenterology. 1983, 85,
900-907

46) Yamamoto, O., et al. : Dig. Dis. Sci. 1984, 29,
394-401

AN T 7 =< (BK) : A X T 7V VgD~ 22k
B a0y 4 — - vu ) BREEHRENCB D % %
B RENER

*24. NEREERERVBEOVEDLESL
HA7 7 — v A2t < $ 0Ly 2 —
T541-8505 KPR i HJL X E BT 3-2-10
ki 0120-753-280

26. RERTEES
*26.1 BUEHRIETT
M7 7 — < kA=
KB gL X T 3-2-10



