2022411 HET BB 1) D46

B Sk SR JAMKRT ’f‘/[:E'S’—
HhHEAR : 10mg 5 34,

HAEEH A X
20mg ; 44

HRRIK 5 TR ﬂ’j

HAREHERG i 53 S

872329

7V —IVEGraiE

V' J=10mg

AFTS5Y Jx20mg

Omeprazon TABLETS

) EE-EMEONSRCLHNTS L

$£10mg $£20mg
JKRBTE S [21200AMZ00642|21300AMZ00055
WREhHH A 20014F-2H 199144 H

2. BR(RDBEICIZBELEV L)

2.1 RBIDB IR U ORBOEDERIED & 5 B

2.2 7TAYFECIREBE., VL) IR E RS
PO [10.15H#]

3. HER - MR

3.1 #mk
W7t * AT 5V EE10mg * AT 5V EE20mg
BRIy HE #4735V —-) OfF Ax75v =
(18eH) 10mg 20mg

ANEARFY, Ty Ty )T =g F Y T L,
b rFofy7oviltia—2x, 7% ILEES
FU YA, Kb XA, AFTY VY

R s s B .
AL ETO AT -, B R ALY A b
fEftF4 v, eFUAU—2A T LB AT,
YR =, BT, HLFsay
3.2 RE DMK
GEA * X275 $E10mg * A7 5V $E20mg
H - M -
PER - A | 74 a—F 4 VG| T4 LT —F 4 VI EE
(Wvase) (W se)
o O Sy O S
kAl — F Y-OM10 Y-OM20
mE O JEX RO OEfE X HE
A X (mm) (mm) (mg) (mm) (mm) (mg)
6.2 2.8 96.5 7.2 3.2 143

4. wHEEXIIhE
(F X 7ZJ 2 #£10mg)
OBEE. T-HBEE. WEIEE. YRMEER.
FEV S AMBREYRAE. Zollinger-EllisonfE{&REE
OTFRICHBTBEIAUaNY 42— - EOYDBREDHHEED
BiEE. TTHEEE. BMALTYU 2/ fE, %M
IR DR, RFEIBEICK T 2 NMREREER
B. AUaNy 42— . EOUREER
(F X 75 §20mg)
OB&EE. T=-ElBEE. W&
Zollinger-EllisonfE{&EF
OTFRIcBFd3AUIANT 42— - FOU QOREDFEE
BEE. TZHEEEE. BMALTY 2/ &, $55MMm
I DR, RHBEICK T 2 NMRERNEER
B. ANUaNs 44— - O BEER

5. MEERXIIHNRICEET %FE

NJanya— -0l OBREOHEED

5.1 EITHEMALTY VSRS 5N 232 &4 — -
v ) BREEVAFED A M. L Tuvsuy,

s, ERERER.

5.2 FERVEM/ IR PESEPERIC L TiE, 4 K4 v
HESBL, AN aNT A — - ¥ a ) RERE N EY] &
T X B REFNZ D AREIERE1TH T &,

5.3 BB 2 NSRRGSR H DISHCIE, ~) 3
N R — - ¥ a ) BREEERIC X B H O RIEIHN G
T BAERMEEHET LT,

5.4 N) )Ny & — - ¥a Y EREEKICHWSEIZIE,. ~
Vansya— - va) REETH 52 & KON
TliokDAY)VansNs g — - ¥Yu)EpERERTHEZ L
AR HZ L,

6. ERUVHAE
(FXF5YV > 8E10mg)
BiEE. WEEE. T =1 EBES. Zollinger-EllisonfiE
fREE
W, RAIZIEA 279 — e LTLHLE20mg % #%
53 %, k., WHE., §ivE. WABEES CIE8HE
M, FofEEEcIEeEE E Toflth LT 5,
1_IIIL I"i"ﬁl_k
B, BRAIZIEA 275U =k UCLHLEI20mg % %
545, ok, @, SHME TORELTS, &
IZFFE - TR 2 5 0 OB 3 i £ 38 25 D MERRR LIS
BT, 1H1EI10~20mg A 1543,
FEV S AME BE R
WH, RAIZIEA A TS5 =)L e L T1H1AI10mg % #&%
A543, kb, B8F., SAMETOERS5 L3,
AYanya— .ol oREOHE
W, RAICIEA XTS5 — e LTC1020mg. 7 EF
vy ) VAR E LTl 750mg i) XUV 5 ) 2 v
~ A4 ¥ v & LT1E200mg (JIMMi) O 37| % [RIREIZ1 H 2],
THEROES 35, k., 770 2avAf 23, &
BN U CHENETSZENTE S, =21, 1
400mg (Jifi) 1H 201 %4 FRRE T3,
Ja bRV TA v eELE—, TEFTVU) VAKRNY
RO ) 20~vA4 Y VvO3HEEIZEEA~N) anNy
4 — - ¥nY) OBREEBESARIOLE&E. Zhizfb
DI E LT, WH., RAIZEA AT 5 =L Tl
[A120mg, 7 EF ¥ ) VKM E L T1E750mg (JI1H)
B sa=x— )Lk L T1E250mg? 374 % [EHF 121
H2ll, 7HEEORS3 5,
(A TSV 8E20mg)
BiEE. WEEEE. T=1#BEE. Zollinger-EllisonfiE
3
B BRAIZIEA AT 5 =k UCLHLEI20mg % %
%542, ki, @, 5. WATEE TIX8H
ME<., Fofgbims kel cofs L 435,
ﬁmﬁﬁﬁ%
W, KA AT T =k LT1H1E20mg % #%
Of5-43, ok, @, SAMETORELTS, &
ISFRFE - TR A0 0 R 3 W £ T8 2k D MERRIRETA IS
BT, 1H1E10~20mg % 1533,



Aanyg— -0l OREOHEE

WH. RAICIEA AT F =k LT1020mg. 7 EF
U VA E LT 1R750mg If) Oy 5 20
74 ¥ v & UT1RE200mg (i) D351 % FlREZ1 H 2],
THERRO®RES 45, nk, 770204 v, &
FWINCCHENETSZENTE S, =71, 1A
400mg (J7fif) LA 2[A % LR &4 5,

JabvRY T e a - TEFT VY VKRHAY
ko) z2a~v4 L VO3FKRGIZEEAY) TNy
S — - ¥ OBREEREP AR OL AR, Zhicib
LiRgEE LT, M, RAIZIEA AT T =L e LTL
[20mg. 7 EF 2 VAR E L T10750mg (JI1ih)
BROA ba=xy —uk LT1E250mgD 35 % RIHZ1
H2l, 7HMBRORE$ 5,

(&%)

AATTI VR AT T VB

Shieg « 7
KU S g | g

JIEEESSATA I EReS

T, WA, - da o o
1955, Zollinger-Ellisonfit (5 HF

20mg |1H1H

20mg
U frati e (HERE) © |0

10~20mg 1H1H

TS AR REMHYE O - 10mg |1H1H

TReliCBIF BN any 2 — -
v ) OFRE O

His, T fEhEs 9
MALTY ¥/ 5, Fesgthiivig | O O
WAYERIER, TS
2 NEREERRREE. ~NY 3N

78— ) EYLE g

20mg | 1H2[H

O:%heEd . — : ZhAEA L

7. BERUVAEICEET 3FE

ERHERER)

7.1 TH10mgD MEFFEEE THIEL RO S 2513 1H
20mg CHHAK A 1T S 2 &, IBEBOMERIEZRIZE N T
L MR OMARE, EROMEZE2FE L THEZER
FT5Z &, 72720, 1H20mgDMEFHFLE THENRD &
NSA. B30T RRERA, i, W R
EDORER D FED S NI BA T, D TSR A S 21T
V. ZOFERITIED W THIOWEY) AU D B A 5
ZLrHBETHI L,

GEV 5 AME BEWFRIE)

7.2 BREBRMGEKE HRRE UTHIREME L. SEROW
FHAIA D & A WIEAIZIE, BSEHEUNORIK %
A2 6N D72 DMDEY) IGRNDEHEEZET 5 Z L,

8. EELAEANIE

(GhBEFHE)

8.1 IMiEl%. NFHRE. BIHRES ISR TA 2 L,

ERERER)

8.2 WM A M A DOMREREIZOWTIE, F¥E - HRAR
DWTEEITF LG T BT L L, AkMEERED %
TOEWEFIRETEZLEDEVWLIPFET LI L,
% 72, HERpREET X E R ISR A i B A
BRAET NS 2L LW, Ak, ROFHIZT
HERTBHZ L,

8.2.1 FXOMEIEE, JEROFEE S % FE U CHERIED
MEE®IRNTEZ &,

8.2.2 EIRAEN BIFIC7-N T3 L X =548
IR TR A EET R 2 &,

8.2.3 EHIMNCITRAE. BHRE. MIEIEHOMEEZTS Z
ENYEF L,

GEV 5 AME BB

8.3 HEICEEL CIEMBZIZ LT, HRVREED
FEWTFIEIR DB LR 6T S Z & (LAEM S =0 2H
) 2RO F 532 2 &, ki, KEIOREG- R HE.
BEIE S O LIRS N O O (L R RS & BER &

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
TS O, MPREN S S 8Zhrd 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,

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)

A7 % REIRAEIR - #5E1k| T - faklid
T A CILIRIRYG | 7 & F COURREEREL | A A 0 14 ]
(L4748 9Y) OEM 2594 2 B 1ERIC& b 7 2 ¥
[2.2%:HH] TN D 5, YOL IR R IE D i R E
MMEFL., 729
EOL DI H RIS 2K
T$3Z&0H5,
VLB VB L) Ve | A A0 B 5 ]

(ZYa5v 1) DIERZWEST 5 B|MEAICED Y LY
[2.22M] ThHH 5, V) VSRR O WIS
KFL., yrErey
v O MR AR T

TEZENB D,

10.2 BrREE (BHRICEE TS &)

A7 % BEARREIR - 15w H1E| B - fakik 7
DT YIS L I OFEANOIER | A AT T2 Ik D
A= N AWRRT B Z L hH|F b o 0 — 4 P450
TUAAT - %, EE Rl S
[16.7. 1] CYP2C19 T E &
ILT 7YY B ILAE FH % B8R B 7280, AL [H

[16.7.1%H]

L. HImic®5 5%
Wb b, Fultu
V¥ VIR R B
6 (INR) il % D 1L
FEEREDZE 143
HERLAEN KRGS
5Z &,

U AU R TR &
N3 HEMORH, B
WA RIE S 5 5%
hhd s,

g un) L ZKRNY

220 LD
BT DI LA D
%

A b MUFEHF—T

EHEO X N L F
N A PR
Ald, —EEICAH
OG- ERIET 52
LEBETBHI L,

MHAEH OBFIEAR
HTH5, ThH6D
S O i RS A3
AT Eehndb,

vaFL v
AFNTFT Y

b DFEF DM
AT LN D
%,

AHND T 853
ERICkh Ty
¥ DA i 2 P
Sh, oaFv 0
M RE A ER 2
ZEenb b,




FAIH %

FRACREIR - H T

I - fabRiA 1

A rFaFI -0

N5 OFEFOIEH

AF D H 5y vl

FuLyFEF Y| EFRIFTEZERnH fERICEDZhE0

A 5, SEH OIS IFIEAME T

FIA4F=T L. Zhs0FEHD

IruF=7 M RE K N3 5
ZEeNH b,

AY)arv-—n AANOEH % 8583 | A Al O Cmax & O

BZENDH D, AUCHEIL 72& D

WENH B, KV
F =L ARFI DR
% % (CYP2C19 &
U'CYP3A4) #FHF$
LIENEZIOLND,

FIT 4 FER R
L PRIE

2T 4 F IO
HAEWS T2 Z &
bHb,

AR ORI IEA
HHTH 5,
LT 4 FEILDIL
FIRENMET 52
Ehd B,

7 ¥ N7 VIV

s a ¥ R 7L

A Fill A CYP2C19 %

15 HOEM 2RSS 5 |fEF5ZL12kD,
ZEnbH B, 2 a ¥ Ry LIV

WO BRI

FFIRE MK T 5,

A4 I YF N FY(ARFOEHEZRIT 24 I oA+ FFY
YV % (St. John's|3Z &hbH 3, v AR O RGH
Wort, + v b - %3 (CYP2C19 e U
Vag—VvZx- J— CYP3A4) %38 L .
b AR KA DAL X
AL PRI MK R 3

BN ELBNS,

1. BMER

ROBERY B 5 bbb DT, BEE+7IC
Ty BHEPRY 6N IC 35 ik % & &
Pl uEZ1T S T &

1.1 EXAEEA
11.1.1

Yavy. TF74 7% — (O FhEHEA)

Yavw s, TFT7 4 7%y — (MERE, KU SOREE)
BHobhEILNndb,
11.1.2 MR RE. MFBRRIRAE. JMMEEM. MR
W (D L A])
11.1.3 BIERFR. FRERE. BE. A OFh i

JEAH)

11.1.4 th & 4 * K 1% 5t Bt #8 /E (Toxic Epidermal
. K8 ¥ K R fE {% # (Stevens-

Necrolysis : TEN)
JohnsonfEf&EE) (1

VPG BHIEARI)

11.1.5 fRAHEE (GHE RH)
11.1.6 BEHERX. SHBEE (WIS HERH)
BOERERM A (BUN, Z L 7 F = V) IS T4 &,
11.1.7 1K b U 7 LINAE GRS ARI)
11.1.8 FEIEMER X GBS ARHH)

WK, DT IRIEE, RN MO R (1852 E) FAN0 5
NZZHEEITE, ER 2 IR, MBC T DR dr & 5

52 &, MEMMEPEDN5AICI3ES 2Pk
L. BB E AN E VAIOP G EHEDO@EY) & 2175 2 &,
11.1.9 HEIERRERAE (S AH)
P, B, CK B, M R OIRP I A s ae v
FRERHSDNDII LMD D,
11.1.10 SEELIREE GBS AHH)
HAE, BETE, KRMER. SR, R, g g
MERHODDNDEZ DD 5,

0.1~5%Am5 | 0.1%A HHE A
IR S T IR 7 N 113 331 I SN =/ & IS PN P
L, Boo . M. ] (collagenous colitis.
WP lymphocytic colitis) .
R AT N AV
SiE. Vg
FiF ik AST. ALT. Al-P.
v-GTP . LDH®D |5
11374 FAILER B A 1L/
s, Al
FERprike| SEN IR&. LU D v, Rk, faiR,
B & AR CE) . B R
5 DIKRE
Z DAl bl WEE. &SR, WEER. )1F.
& BHEE | FRREE. AiPPR. R
OB, Ky
v AE. AL

EIE, L. K
UBUN, 7L 7F =,
JRlE, MUY ETA
P, MEH) UL, B
ILZ2Fu—LD 5

(NYaNys— - EOYOKREOHEEL
5% L 1~5% A 1% A
S AEOIE b1
IR S TR/ AU 70 7 SN - A i SN 2 N R =117 27
(33.4%) . . @k,
1 AL Y
(10.5%) i, M
JT ek AST 5 JFRERESE R . ALT E5-
AI-P LS, ¥yre
15, LDHL%
11374 IFREEREE 2. /MR
Bokd, A, FfiERE
W%, AER
Kt ot U, LUORE, »F
B Wy, MEHRRRE
Z Ofth PRYER JREABGE, REE 5

Wwar zyua—) 5.
QTZER., FEA, (BISRE,
N VY ARE, BIE. T

FZHR OB X HES X3+ B IC B A A AT T Y —
L, TEFVVY VKRR O 5 ) 2av 4 vy DO3FIES

DRI L,
) HEAHZ &,

12. BERBREERICRIFTHE
(ANYanya— - ¥V OREOHER)

FIRXAT TN EOTa bRy TA /R =T
EFXFVUY VAR, 25V 2uv4 Y VEOHEY
BRU A ba=g ) — L ORI GH T R T,
BC-PRFE SRR D HE 2MA PRI 2 B 0T REMEA & 5 7=
8., BC-IRFEMXERERIZ & 2 BriE e 2175 8121
IS OFEAFOPLGH T HRAALIFEOR N THEIE T 5 Z

ENRYEFE L,

14, BREOEE
141 HHZNEHFOITE

14110 KENIBAESEETH D, IRAZH 72> T, A Z
D, 2D, (AL ATyt sz L,
14.1.2 PTPAEOMANIPTPY — b2 H5HUD H L CTHRH
T5E548T 5L, PTPY— FOBKICED, il
WEFAR A EREATIA U, SIS ZE LA 55 2 L THit

1.2 ZO/OEER
(BiEE. t-EBaE. USHEE. ERMeEEX. J
U5 AMEEEYRIE. Zollinger-EllisonfE{ZE)

0.1~5%Ai | 0. 1%Aii BB
MEIE | B2 IS LIALBE, JCAE AL,
Z ¥

bRl 2 SO EB LA IHEL T 22 L2 b 5.

15. ZDMHOEE

15.1 ERRR{ERICE D C1EHR

(ZhEELLE)

15.1.1 KFOERGHIZBREOE R ) -T2k
DHERD 5,



15.1.2 AFNOFEE52», HIEIZ K 3IER RT3 2 &n
HHDT, BYETENWZ LR L TR T L&,
15.1.3 /M B 2 EROBSIE T, Ju by Ry T
4 v F —ICkB3EBIC W TR HBIEICRES B
i, FREIEY. BHEEITO ) 2 o 8inadt X h
TWwW3, Rz, SHELOERBIE Q4L E) oRgEs 2

F7BE T, B0 2 AL 7,

15.1.4 7M1 2 FICABRBE 2R & L2 EKO®
e T, SubvEY T4 v a — 2L -EE
IZBEWTCIZ A N) YL Ty 74 Mk B G
D) 2 o BIAEE X T 5,

GEV 5 AME BEYIRIE)

15.1.5 EEANBIROEY 22 Th b L# i 65 Ekh
H, BN =T EAPFT 2 EREFEONTIIZEE S Lk
WA IZIIARBIOERSI RS S AU W HTBEMEL & B,

15.2 FERRPREABRICE D < 1%k

15.2.1 Z v PIZ1.7mg/kgbl b4 24ERIR O 5 L 7= 351k
REET, HIZHLF 2 A FORERARS NI & DG
H%, TOHNLF I A FOREICIZT v MCFEFFREMED
mHHENTNWS,

15.2.2 v MZHHETH B TV 75— )L (50mg/kg/
H). 7&F> ) VAR (500mg/kg/ H) RS2 T
Z2u~v A4 (160mg/kg/ H) & DG L 72ilBR T, Bt
Y TOFEEORBE & IR OBEIH OB R
5N TW3,

16. ZEHEHRE

16.1 MARE

16.1.1 A XTS5V —IVEMFEROT -4

TERERCA (651) 124 % 75 " — )L 10mg B 1'20mg % 225

ICHIOR OG- L7z & & P 5500250 C i M g

PREITE U, PN 2 2 2, S )R U . 6IRE[H]

Tho7Y,

AR A6HI. 10mg M U 20mg HilnlER 1§ 5- (CF-¥4iE + 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

—e— : 10mg FOHRS
—— : 20mg FEO’S5

]
1

100

104

=
(23
L1111l

1

0051152 5 4 5 6 7 8 10 oo
fatRERR A (615) 12+ % 75— )L 20mg % FHERTIZ1IH 1[0
THEES L7z &, $B7HHOCmax & O ML H IEE dh#
TR (AUC) I3 & 551 H H o1 45z L 722,
X 72, Hitvs g ) RO iaaRes B ) (o4
AT 5 =) 20mgw 1AM EHRICI4AMES Lz
. BTHHODAUCIZSELH BIZ ARG A8 32

7=, BTHHEHE14HH O TiECmax. AUCD
WENREHINIED bk 5727,

16.1.2 XTSI —Ib, FEXIVU KRV Y S
JyzOvA 2 BREEFOTF—4

RN (L) 12 X 75— N20mg. 7TEF Y
Y ARFT50mg (Jifili) U2 5V 21 <4 ¥ »400mg
(J1fith) A1 H 21007 H B ISR 5% o lidEh + x 75
U —IUIRIE I, B 5892 5HFRI 12 Cmax &R L, KY20F
BIOYWI I L7, 27T =L DCmax LT}
AUCIE, HERGRHICH L TRERSICLD EHL -
2, 540 HE7THH TRIEIERM T, 4AHH X TI2iX
EHRAEIZE L 72,

et R AL, 3AIDFH R E 5 CF¥afE+SD)

Cmax (ng/mL) | Tmax (h) | AUCo- (ng * h/mL) T2 (h)
794+410 2.7t1.6 29361752 1.784+0.62
16.2 BRIR

16.2.1 E£FHRZEM
F AT 5 — L D20mghi X 1§ & 10mgde X 28 12 E P2
HIZE%Th %Y,
16.3 2%
16.3.1 EAKEAE
96~98% (KR4t A3t i)
16.4 a4
NEAD T — &2 Tl fEFERAIZA X 75— L &R
BELEEE, MEhOERBWEIA AT 5 - 2L
AR PaFRo A 2753 — LT, ZThboRHE
Paoneh s BB WHER 22 A E RS h >
7299 F7- B MFIZ Y —24I12KBin vitroahBRD
FERNS, B FaFf kRO 2L K /RO RKIZIZTHh
FNFIZCYP2CI9 K ' CYP3A4A - L, v Fuafy
HWADRH 2V T TV 2 AR VIKRDOMETH B &
EINTVWAB?, CYP2CIOICIZEEZ S RIAFIE L.,
{ZFINZCYP2C19D M RE & KB T B A (PM) & H AN
EEHEUEYTLRAAETIZ~20%,. T —HH ZRAMET
3I~4%EWEXNTVBY, PMIZETS 4 X275 =)L
OFER N, o7 a v E Y FRHEKY 0 L H
HTh s, [10.5H]
16.5 HEtt
HNEIAND T — 2 Tid, “CHEEEA A 75 =L &5 L
- %, BERREDRIS0% AR I, ¥920% A E I
Pet X 729,
16.6 FENE=2EJ2BE
16.6.1 MEENR
1SPEBENEE 2 W RICA * 75— )L %A 1H1[H120mghk
C¥5 U, MUERIRE 2 et L 22RBRic b ¢, ks
Mz Xk BFIIF LA LD 5N, B H ROIEEN
H CIRNZEDEIRE I B A S N h o 721012019
16.7 EYHEIEH
16.7.1 SF7EINL, TNV T 7Y, T
HEADTF— 2 TlE, V7¥84, LT 7)) v (R-7
L7570 V). 7= b4 UHCYP2CINZ L& & h
5720, KFEOHHIZE>TYTESLWEDT 2 =
YYD )T 5y 2, TNRFN2T% K UVIS%IE T
L. 707 7)) YOOI hiEEIZ12% EA L7z & O
Nd 5, [10.25H]
16.7.2 ZDDEH
AT T =LOMIERREZ, 75 2avf vk
OBHIZE D, Cmax XL TAUCIER2f5 1 ER L7, —
Fi. TEFVV) VKA E ORI, A X T T -
DOIAEHEIREIZ B L & h 5 72170,

17. BRERRIE

17.1 B3R URLMICET 5558

(BBE. t-HEBEE. YAIEE. URANEEX.
Zollinger-EllisonfE & EE)
17.1.1 EREERZER

71651 A x¢ 812 F ki & M7z —AREERERER O BEEIZ R D &
41;5 y) Tfﬁ 6 18),19) ,20) ,21) ,22) ,23) ,24) ,25)0



7o, HEMREGAR (5 E5
TARANDA HITES b%h“(b\é

v AR IS0

R CEES EES
5 98.0% (388/396f31) | 92.5% (359/38814)

| AR 98.3% (238/242f5) | 95.7% (223/23315))

WA B 5 100% (34/34131) 97.1% (33/34131)
WA 2% 97.5% (39/4031) 100% (37/3714)
Zollinger-EllisondE | 100% (4/4451) 100% (3/3f4l)

(ﬁ))dﬂ? RS SGE L, B & A RGN SETHE

%
— MR EEIRAAE,  EE MG Fo K O AR R AR
IZH6 0 B R AR 521, 33315 29151 (2. 2%) 39¢F D El
TEHZME ST b, EaifERIE. MH - eI
(0.7%) . F&9% - BeB4fF(0.3%) . BEM4ME(0.3%) . R
31 (0.2%) . O - MES21F (0.2%) FTh - 72,

17.1.2 EREINEEER SRR R (HiFEE])
HeZ AR TARPE O WM E K 2 R & LH
A DRI B NTA X T 5 U — )L 10mg & UF20mg
6 » QMG L 20 BREAGHRIR 2 H#O 5 hTn

%%, A VLRl 561151 311 (4.9%) (2 BIEFH A1 320

5N Tna,

P58 2438 1%IEF 6 (Kaplan-Meierik)
* A 75— )L 10mght 59.8%
* A 75— )L 20mght 87.3%

17.1.3 BSHERERER (TR RE R [(MiFEE])
WHAIZEWT, WREEERENRICA X T T — L
10mg & U 20mg#% 512 &k 56 % A» 512 % A OMERRETED
Gz X - FEIRERER 12 B W CHR O BRI T 2 i EF X
N, IR O WM E B R OFE, P, B, R
JRBHIA I O FIER O E SR OG- Th 5 Z
ERHE IR TWBY,

GEV' 5 A B BETRIE)

17.1.4 EREINFEER
JEV S AL BEWFE & /PR & U 2z [EN O R AR ER
BT, A A7 5V =)L 10mgh GAMRES L- L 20
G4 DN R0 1 58 A IR I O 43 75 g 0 1 B =R 1S
ZNF132.3% (31/961) . 45.8% (44/96%) T - 7-2,
LA VERTAM 5 96/ Fh 511 (5. 2%) (ZEITEH 23388 6 T
w3,
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] PN 28 TLURH G55 B O N T R 7% B OR G ( ¢ 775 ' —
N, TEFVVY) VARRPRO 2 7)) 20342 /D
3HIFES) OBREREN TIE,  FRRESI 40161 Fr 192441
(47.9%) IZEMER e 5T 5,

F7-. FubtvRVyTIA e a—, TEFIVY UK
MO 2 Fa=2 T — L3Iz >, BN
12 35 W THEIR ARER S5 o BIlE T R BUBUE ARG & 72 2 R
Bia Iz LT,

17.1.5 EASHINFERER

ANy ang a— . ¥a ) BEo HEs d -+ T iRbiE

BEOREANRE L-ENOBERRBFEIZ BT, 27

) =)20mg. TEFT TV VAT 0mg T 5

20w A4 v 400mgAx 1 H2M7 HEREO#RSG L 72 oK

HRIITEDOEBD ThBY,

- b e | PG BRI ERRS ) RO

ERAOWIE R | gy |1y 2ok o | Brigs

F AT T = 20mg

TEFVV) VAR

75.9% 81.8% 78.8%
750mg (J1fili) 2[8l/H ! ! !
P (44/585l) | (45/55() | (89/113f4l)
400mg (J11f)

17.1.6 EINTERZERARER
AV ang g — - vu) B0 ST+ EEE

BORE &R & U BN O MR ERRER I 5T

* AT 5= 20mg. TEFT U VAHMTE0me K&
U9 2av4 ¥ r200mgXidst A 75— )L 20mg.
TEFRY V) VAKHITOMg MY T ) 2av 4 Yy
400mg % 1 H 2[07 H AR 5- L 228§ DR R I T £ D
LBEDTHBY,

o | RS | BESIC B | Ao

BRADTIETR | gy |15 2 b sy ol | Bresise
* A7 5 =)L 20mg
'?f)?)sm:‘;‘(/j;l/fﬂ]}})/ AR iy | 53 75.7% 81.1%
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200mg (J71lf)
AT T =)L 20mg
ZBE’FE/;{&%’M”% i | 7% 82.7% 80.0%
750mg i ; . :
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400mg (J11iff)
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T bRy T4 ER— TEFVVY VAN
Cr o) 2094 Yy UT A ba= & — LD3FIRYS
12DV TiE, B 360 THERRERER & O RIE F FE B S
T & 7 2 EBR A F2hE L T ey,

18. ZEghEEIE
18.1 1EH#E
H RO BB O MBERE FIZTEE$ 5 AR, SRR
WHRE P EET 5 2 2ok, BT —
HOFB P IWIEA B X 5, ZORIBOR&EFETIZ
EEMlaN 2 S H 2t L. b i w%mbﬁ@7n
F YRy T EMEN S EERH, K-ATPase 2 #j Y Ty
L, AATIT=E, ZoOTa b vEY FTOEE A
B L2k TC. T WAEIH$ 55 %),
«Ujﬂﬁﬁ—-EUUViﬁgdhféﬁxfﬁ
V=L OREZENpHAE FREX¥ B2 EI2kD. A
ENBTEFVVY VAR, 25 2u~v4 L YO
WiEMEEDEZLIlbdeELIbNS,
18.2 & F CD1EH
18.2.1 BB B FIER
(1) EERED
HIEE KO RIS RE IV T, 20mgid 51 &
0 LT E R il & 7 I F N 93% M VN4 %I 559
(2) Zh R FIRBEFE
HWEREIZA AT 5 — L 20mg% 1 H 1O #1288
CI% 5 U7z & &, #%52~6H5 % & 0 & 182 i sh s
MR 5=,
BT FFHX MY B
{HEERAIZ N T, 20mgfR512&D T I H A MYV (dug/
kg, AIE) HIRE R 20 & C 0D Ry ik A& 93% Pk -4 %%,
@)1 2 R
R A O iR EE R IS B W T 20mgik 51
X421 v(0.20/kg. B K2 M E TOH
Ji8 5y ik % 70~ 88 %Mk 529,
(5) wE D
fH#ERR IS 3T, 20mgPe 512 & 0 1 ISR o 5 1k 45
WA T3%MHI4 557,
(6) 24B5 833
Huos, T i R R ORI BT
20mg %512 & D 242 b2 0 Hilk & WEl 4
5 34) ,38),39) o
18.2.2 RT3 3 inE{ER
R AIZ BT, 20mgh 512 & D 1Z RIS DR T &
¥y itk 39% k4 557,



18.2.3 BERNpHICRIFTHE
WmMEEERBEIZTE VT, 20mgf¥ 512 & D 2415
I EXENpHA LI T 2R T O #BA X, 500
32.6%I2Hb L., 5 TIZ0.7%I20Ad 5,

18.2.4 BHEHEEICRIF I &
=R R +4§faﬁma%$%‘&fﬂ%%5‘€}u:m>‘f\ 20mg
PHIZ R0 HHHREICIIE L A S B A RIFT X 0,

18.2.5 Wﬁdé?k)l«%/kﬂ(i?‘i’ﬁ
Hiss, i8S, Zollinger-Ellison iR R4 12
BT, 20~60mgfE G & DIMFE A A b UMD B
BAONDLZ END B0, FHHTH, HGHifE~DE
b 5 W EEEIAAFED 5 5104042
HIEE RO R R % BV, 20mgit s &b
F OO WAL T NIRTE A E L RIT 509,

18.3 EMHTOIERA

18.3.1 H',K'-ATPasefH=E1EH
TN RUT O EREEHY, K'-ATPaselZ X} LFH
HER AT,

18.3.2 BEBINEIIER
7 4 43 Bk R A T 72 dibutyryl eyelic AMPH#I# %
SR U R AR
HAMAEER S » . BT v b REMRUINR S » b
WCBTABAXRYAHFALY VRO AT — )Ll
Heidenhain pouch/{ X275k 24 3 V[, H#EA

2B A XY 242 M) UHEIC & 2 H RSkt

L. BROIIHIER &R 47449
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U Ty EEE SR AR,
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TEF YU VAR, xiaauxuv4y/a@
2AIDFFHTE TIEBRE RIS BRI 5 K 46%). A AT
T =LERNT ST L0 V)F%-+ IFELL EHL,
TEFVV) VARRE A 2T T — L D2EIEH TR
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I AT 5 =L DO3FIEH TIERI0% TH - 7247,

19. AR ICREY 2 EIEZRIFA

—f%% 1 A X 75— )L (Omeprazole) (JAN)

L% : (RS)-5-Methoxy—2-{[(4-methoxy-3,5-
dimethylpyridin—2-yl)methyl]sulfinyl}-1/-benzimidazole

712 ¢ CivHioN303S

Syt 345.42

PR B~ AR EOBATSH 5,
NN-V AFILANLLT I FIZETRTL, =4/ -
(99.5) IZRRIFFIZ< <L KITIFEA BT B\,
NN-VAF)UARI LT I PR (12513 EE AR & A,
FKizk > ThRrIcHAtE 55,
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1 o / CHs
HsC., /©: /% N2 fee 1L
O PROTREEJUREN

Al K9150°C (D) .
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(FATZJ 2 810mg)
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