*

ek 20264E7 H 2ET (55500
s 20254E12 7 UeaT (55400

BF O SRR
BHHEAR ;34

JOMJIRVT -4 7EES—

BEERA AXTSYV-—)UIEBiE
AATSY=h&10ISW)

AFATS5U=)i20/SW/

OMEPRAZOLE Tablets [SW]

2. ZR(RDFJBHICIFESLEVWI L)
2.1 KA OB U TERBEEO RO H 5 B E
2.2 VIVEE) VIERRE A G0 B8 [10. 151

3. #8R - Mk
3.1 #m

G % | AAT TV VERIOISW] [ AT 5V — LEE20[SW]
HRST HIFgA AT 5V =)

[1§Er] 10mg 20mg

I

HIFoNary 7 T U
o Fv, BbF 5 . KEE
LA, 257 7V » Mg, t
& =), Zr, REEKE
Na, v 7> 7)) a— Vg
Na, MY ETQIYFr T,
FpE, eSaxa—2, v/
OAO—A7 ¥ VBRI AT
Ny RV R— 180, K
Vo7l a— v(Ea A
L) . ~ 2 a = — L6000,
ALY ) NVEEITRY) < —
LD. T %) IVilENa

HIFoNary 7T U
VLTV, BT o KER
tMg. A7 7V Mg, &
) =), TrT ) a—
JVEENa, by EQ YT
ZAZNEER NI = e
Eilt)lao—A, 70 x
O—2Z2, 700 —A7%
WEET Z 5 )V, <7 ad—)
6000, 7 7 ) UIfEEENa

3.2 HEIDMIR
I T AT T — )VEE1I0[SW F AT T — )VEE20TSW
v @B | @ e
A BiEtET A VAT —F 1 T
(RN =R
4% (mm) 6.2 7.2
JE & (mm) 3.5 3.6
i (mg) %997 #9139
EN TN SW 4 £ 75 10 F A T7Z 20 SW

4. FHRESLIFFNR

(#&10)

OBEE. TTIERES. MEMHEE. WhRERER. IFUS
AEERIEETRE. Zollinger-EllisonfElREE
OTERICBIFRIAUINOY— - EOY DRREDHHED
BEE. T-HEBEE. BMALTU V/\E. %&E4Mm/IR
HAME. RHBEICHT HIARKRIEEES. NUaNY

H— -

(#E20)

EDURBRER

OBEE. T-EEER. MEHMEE. ¥REREXR.
Zollinger-EllisonjiEl#2¥
OTERICBIFRIAUINOY— - EOY DRREDHHED
BEE. T-HEBEE. BMALTU V/\E. %&E4Mm/IR
HAME. RHBEICHT HIARKRIEEES. NUaNY

H— -

EDURBRER

5. MEENIFHRICEHET DiFR
NY NS F— - EOY OIREOHERD

5.1 EATHIEMALTY Y /SIS T A Ny 5 — -

oy

FRBRERO AR IEIITEL L T2,
5.2 SuEMEMVIMIGRASE IS LT, 74 FI A Y220,

AN AN H— -

HIRBGHREIT) Z Lo

) BREGH A

W) & S N BIERNIZ O

BAREERDEES
872329
$E10 $£20
& R &S| 21800AMZ10106000 | 21600AMZ00397000
BR 5% A 38 20064E7 1 20044E7H

5.3 MBI 2 NHSEMGERZ Y DAMHIIE, A1) ansy
F— - ¥ BRRGERIC L 5 BB OFSEIHNI ST 2 A5
L L TR\,

5.4 N anyy— - o) EEERICHWAREIZIE, A1) an
7H— - ¥a)p B THE L RUNEEREICL YA 2
Ny H— - EO ) EREERTHL L 2RI H L,

6. AiENURE

(EE10)

BEE. UaEEE. T—8Bi&%. Zollinger-EllisonfiE{=E$
B, RAIZIEA X T T =& L TLHLRI20mg % #1145 G-
T b, B, EE. HEE. WEEE CIX8HEME T, =
TR ES CIX6HEM F TG L5 5,

WRERER
B, RAIZIEA X T T =& L TLHLRI20mg % #1145 5-
Th, B, BE, SAMFEFTCORS L4, SHICHE F
PR % A D) AR g R A R OMERFR B IS BV ik, TH1EI10~
20mg & RECHET-3 %,

FUSAEBRIEERIE
B, AIZIEA XTI = e L TLHLEN0mg % #1145 5-
T2, ek, WE. 4AME TO®RGET 5,

AU 45— - EO0U DORRE O
WHEL. AR A TSI =L E L TLE20mg. TEF T Y
Y K E Ll 750mg (Ofii) R V7 9V Aua~ A vk
L “C111200mg (J1 i) 3% % FEEIC1H 2[00, 7H MR 59
Do B, IV ATTA L L, LEIZS L CEEHEET S
ZEMTEDL, 72720, 1H400mg (i) 1H 2 % ERR &9 5,
TurryRyTA ey — TEXRID) YARAKR DY T
AU A Yy O3FEGIZL AN TNy v — - ¥u) O
BEROS AR OWAE, U bDERE LT, @HF. K
NZEFH AT 5= )k LTlE20mg,. 7EF T 2 YARMY
& LAl 750mg (JIi) KO8 A s =% — )L & L C1250mg
DO3F| & [FEZ1H 20, 7HBREOS3 %,

(&E20)

BEE. UaEEE. T—8B&%. Zollinger-EllisonfiE{=E$
B, RAIZIEA X T T =) e L TLHLR20mg % #1145 G-
T h, B, EE. HEE. WEEE CIX8HEME T, T2
TR ES CIX6HEM F TG L5 5,

WRERER
B, BAIZIEA XTI =& L TLHLRI20mg % #1145 5-
Th, B, BE, SAMFEFTCORS L4, SHICHE F
PR %A 0 AR 9 R B S OMERRR B IS BV ik, TH1EI10~
20mg & RECHET-3 %,

AU 45— - EOU DORREOREY
WHL. AR A A TSI =L E L TLE20mg. TEF T Y
V) K E Ll 750mg (Ofii) R V7 9V 2~ A vk
L C111200mg (J1 i) 3% % FEEIC1H 2[00, 7H MR %59
Do B, IV ATTA L L, LEIZS L CEHEHEET S
ZEMWTEDL, 72720, 1H400mg (i) 1H 2 % ERR &9 5,
TurrRyTA ey — TEXRID) YARAK DY T
AU ATy O3FFEGIZL AN TNy v — - ¥u) O
BEROS A OMAE, SHUCRbDERE LT, @, K
NZEFH A 75— )k LTlE20mg,. 7EF T 2 YARMY
& L C1al750mg (JIi) KO8 A s =% — )b & L C11250mg
DO3F| & [ 1H 20, 7HBR&EOS3 5,



&5

KIRE - AA 10 | #5220
(ERI-CL NI/ RS 18] -¢) N it =7
##5. Zollinger-EllisondE 5 #f
S £ g%

A A g (HERpR )

JO S AV Al T
TRIZBIF AN a7 F— -
Yo ) RO
BiEsG. T hmEg
MALTY) > 8 JE, i~ O O
WA IE. FHIERE G T H N
HEWHBRERE, N any
y— - ¥n) g E K

LA 5- 5
20mg

kS
1H1M

20mg
© © 10~20mg

10mg

1H1H
1H1A]

20mg 1H2[A]

O :%hfgdbh. — - WhEeZs L

7. BENURZICEEYT %35

GERERER)

7.1 1H10mgD MEFFRE: CHIEDN O 5 1784131 H 20mg TH
HEEAT) T & IREEDOMERRLIZB W T HIEOREHR,
EROBESEZEE L CHELERT A2 L, 27201, 1H
20mgDHEFFR P THIED RO N6, H5VIETFHTR
RERA . IR, T REEEOERD D SN AT
TSR AESE ATV ZORFRIZIED W T FY) 20 158
W2 L2 EETHI L,

GEUS AMEBRIEEEE)

7.2 HGBMm2AKE HE Y L CHIRZMER L. FEROTEE M
WRRD SN WA X, BRSRUIOER A E 2 S b 7260
MO FY) R BRNOEE L EET H L,

8. EELERNIER
GHREFE)

8.1 iMifk. FHkRE, BAREEIEET 52 Lo

#%8.2 RHIOEMIZGIZL VK~ 7 A V7 AMENH HbILd Z &

M H DT, e BMIG-9 HBHE, ez~ 7 4 v
T AR ET S 2 L [11.1. 112H]

CEFERER)

8.3 WM EE R OMEFFFEEIZOWTIE, FEE - B ER ) LT
BEIH LIGT 52 L& L, RRAMEFHREOLED 2 W EE
WCRGTHIEDRVE)BET AT L T/, MFHREDE
SEMIIIC AR 2 6 5 7% EBIE & 1401247 ) e
Lo B, ROFHIZHHEET L Lo

8.3.1 I OBARRE, JEIROIEEES 2 Z M L THEREO ez
BIRT 52 &,

8.3.2 FEMRIRGEDS RAFIZPR7C I T B &I S 725 B3 IREE XL
R T EET 52 Lo

8.3.3 IR I iFtkRe. BHkRE. MEFEORELZIT) Z L0
T Ly

GEU B AEBEREERIE)

8.4 HHIZHE L CIEMIRZIC X D 1T, Bl i SE O R e
Wt DB LA SN S Z & (LEM&H 720 2H LLE) 2R o E#
G352 8. B AR OFRGDEHE. BEHES O I
MO AR X 2 ERZ )T 2 2 DL DT, W
FIAFIZL D INODEB TRV L2 MRS 52 &o

9. BEDEREEITHIEEICHT IR

9.1 SHIE - BMEEZFDH D EE

9.1.1 EYBEBIEDEHEEDSH DEE

9.3 FFikEEEEE
FAACHEITH D . MFREIEL L2 BENWDH 5,

9.5 IT®
TR SUTIEIR L T W A W0 & 5 ks ik, B LB
ekt LIRS &R SN GEICOAREGTL T L, B
FEBR (7 4 FREI0138me/kg) TR GECIRIIEER O 3 1)
ML SN TV D,

9.6 {Z7Im

EBELEOREER IR EOGRIET ZE L, ZILOME
Ik E et 5 2 & BN (T v MEO5me/ke) T, B
HAHFABITT LI ERREINTV D,

9.7 INRE

NREE R E L RRABUIIE L Tz,

9.8 SHEE

BEHE» S ZHIGT 5 2 & —RICHTFHERE.
BEAMETFTLTCWAZ

10. #8E{EA

}_’. 753‘%‘/30

Z O P

F & L TIEEERCYP2CI9OK O —#CYP3A4TR# S %0

F 7o, HEEWIEIEINC & 0. BEHIEEHI ORI % AR

TEELIENDHDH[16.42H]
10.1 HEAEZHALEWLWI L)

ET A

WRRAEIR - HE 5 5 i

Wi - fabaR T

JIVE B VHEERE
(a5 h)
[2.2207]

NIVE Y VIRBRIEO
TER 2555 5 B2
BdHbo

AHN O F W53 W E
Hizkhypeey v
TR 5 o W AR T
L. VIVEE) Yol
TRESRT S5 2 &
BdH5b,

10.2 HEER(HAICERTHI L)

b 7H MO Y VI
T ] % A5 2 b (INR) i
S o L e [ RE O 22 B)
WToEE LN
59452k,

RN LE R RER - 18 ik W - fabRiRF
DA TAPN NS OEFOMER % | AHNILFIIFHO F +
= N O W52 LA Do |27 T — LPA50ZR WAL
TURAY % FHCYP2C19T A4 3
[16.7.1%0#] SNBizD, KENE[EL
TNT 7Y v PrEEIMEN 2 85 L, |[fUHBERcR#s s
[16.7.1%H] WIMIZE 2 BENHH| LY OB, Pl % E

ESEDBENND 5,

7)) A AR

Zrn0) A ADIER %
WlRd 52 05,

AR RLEF— b

HHEOA LML X
- b xE5T A
I, — BRI AR F o
Hamlkd sz bi®
BysZk,

A EAEH O EAH
Thbo TNEDHEH
OMAPREEDN LHT 5
ZENH D,

DS
AFNTTFR

IhSDHEH O %
BT LI END b,

ES 2NN &t/ E KR
Hizkhyraxsro
TR 53 AS N &
VIFT DI
WEATLZEDH S,

A Farv—n NS OIEHK O & |ARHK O B 85w B
FOY XS —VHER BT AZ DL, [HIZE ) IS D#EFH)
FILF=T DEFHEIMLT L, 2
jaF=7 O OIEF O I
WEFTHEDD 5,

RKyaFv—)b RHNOVEM % #5893 5 | &R #l ©Cmax Jz VAUC
b b, AL 72k o

B b, KV a S
V= v K FH o AR
f# F#(CYP2CI9K W
CYP3A4) # fHET 5 =
EMEZ NS,

7 a¥ R7 L IVEnRRYE

s7a ¥ R 7 LIV
OER %R T 52k
WH5bs

KRHHCYP2C19% FHE
FTLZLI2Lh, 71
YR 7 LIV EREE O i
AR B O I HR R FE AS
KT ¥ %,

tAfavF bFY Y
% (St. John's Wort,
Ey bk Va—v -

7 — b EA R

AFN OV %2 BE S %
DB b

43t bFY
Vow s R FH oA
% F(CYP2CI9K O
CYP3A4) # FFE L, R
F oA SR AE S i
RRESET S A2k
WEZLND,




1. BIfER
ROBWER DS LoD ENHLDT, BlEz 451247,
BEDRRD b N1 x5 2 ik A 7 S ) 2 WLE 2 1T
Tk,

1.1 EXFEIEA

N1 Yavd, 7FI45F— (TR L HEAH)
Yav o, TH747% - (EEFIE, SEESE) 1D

bbb Wb b,
11.7.2 SRMERRAME, #RFRRIERAE. AMMAEM. MV/WREIL
TS HHEEA])

11.1.3 BURERF. BFEEEREE. &E. FFR2(F N HEERH)
N4/ 5 & X K E 3 B ## fiE(Toxic Epidermal
Necrolysis : TEN). R [E %5 iR R i (R 8 (Stevens-
JohnsonfE{&E$) (29711 b JHEARET)
11.1.5 $7ABEE GHE R
11.7.6 HEMEBR. SUEEE (V3L HEAY)
BB (BUN, Z LT F = V&) |ICEET L2 L,
11.1.7 {&7F MU D LINEE GEEEAD])
11.1.8 FEEEMERHNR BHEEAH)
WMk, PFRIRINEE, ZEB S O RE (BT S50 5 Nnt
BAid, R I XM, MESCTHEomAE % £+ 5 2
& MR g EE b 2B I d S 2 ik L BIE R B R
VE VEIOP G O@ ) R MLiE A 1T T &
11.1.9 1EIBRRIRRAE (5 A HT)
A W, CK RS, MR ORI 4+ 70 FA4
VBHOEOLNDLZ EDNRH 5L,
11.1.70 $EBLIRRE BHEEAH)
AT, BETE. LR JE. R, B RS
HHEbLNDLZEDND 5,
*x11.1.11 &Y IR LIMAE BHEAW])
A OEMFEGIZL ), QTR B, LUOhEx i)k~
TAT T MIERH 5 bNALZ NS b, T2 Kx T4
AMEVSER L 72K v > AGE, K ) 7 A MUES: OB iR
HREEEILGEND D TS OEFERE LGSR
N HONTGEIIE, M~ 727 AEEOHEZITV,
BAEDRD SN EIE, 7T LA ORTEE OB Y) R AL iE
2179 L. [8.22M]
11.2 ZOftDEI{ER
(BEE. TTEREE. MAtESs. ERtRER. FUSA
MHEEREYTE. Zollinger-EllisonfiE{REE)

0. 1~5%Aii 0. 1% B AN
WHE | F8E E /R ZIALBE, AR E
AL | HRAE, [MERL. SRR, | g%, BEMEE R ORI %
R, L B, TN (collagenous colitis.

lymphocytic colitis). JE#}
Wi, H oY SR, L1

JH- i AST. ALT. Al-P.
y-GTP . LDH® Fj

Jiikicd P ER B A /N

A, Al

R % | B AL LU (o Fwv, ki, GHR, AR

GiE) . BEBE, - ORE

Zofl | FE#H BT, BRI, B BUR, WA RE, BE,

Fiie EIL R N RN

H IR B R
fE, Wit E. KO
BUN, 7L 7F =, R
B, ) ZUET 1R,
MiEA Y7L, 3L A
Fa— )NV k5

NUTONS&— - EOV DFREOHEED

5%l 1~5%i 1% A4

W BUIE 35

R (o B A QU NS /SN N o SN W o Ny it 1 S
(33.4%) . |#Ed, Tl JEL
R R OF| B, [

(10.5%)

JFF B AST LA R RE B, ALT 15
Al-P LS, BY L E ¥ |
5. LDH k5

iikicd TFRRER O & I/
WA B I ER A
%\ FAIMERSS 0 S

e B, LUK ©F

Vo TR R

Z il PR REAE. Rk 5.

WL ATE— )V ER,
QTIER, ZE#L. BRUE.

WYV EHE, BiE. B

FOP OB IXEESE LT IRBEEICB AT A TSI =)V, TEX

TV VKRR 5 An~ A vy O3FIPEG- ORI FED <,

) HEARE &,

12. [RRRERRICRIETZE

NUONoy— - EOVDRE OB
FATITI=NVEDODTO N R TA L EFY =R TEF TV
VUK, 790 A< L Y EOREYER A b =5
V= VO R G TERZ TR, BC-IRRITER AR H 2
DBEVEIC 7 DT REME DS S 2 7200, BCIRFMERERIC & 2 B
WHEZIT) HBEITIE, NS OFEF OG- T H4LEED
B CHEMT L2 EDET L,

14. BREDER

14.1 BRIRMAFOER

14.1.1 AHNEIHHEETH Y RFICH 2o T, WAZY . B
WL, BRAL 2T L) BEIRET L L,

14.1.2 PTPAEEO#FKIZPTPY — b2 50 L TR 5 &
HYgiET L L, PTPY — MDA LY, FEVHiAE A
KA L, B35l E B 2 U CHERRIA e 0 B 7 4 0F
FEXDRT LI ED DD,

15. ZDMhDFE

15.1 BRARERICES 1B

(GGhgeskiE)

15.1.1 RFOEHFEGHIZRED B RY) — 7% B L O
Wb

15.1.2 AHD#HS5-H, BRICILERZERTLIZEVDHLHD
T, BTV L 2L TG TAHZ L,

15.1.3 WAHI B 2 EEOBIEWIZE T, Yoty RKr7 1 ree
5 =2 L BEFIC B THMEBRIE ISP R EF . FREE
. BHEGITO) ZA 7 BIMAHE SN T b KR, mHRRD
IR (HELLE) oG 2 - 88T 3o A7 288 72,

15.1.4 @AM BT 2 RIZABRBEZ MR & L - HEOBE5E
T, 7B bRy TFA ey =25 L BEIIBNT O
AR TN T A T AN E D BERGED) A 7 BN
EHEENTWD,

GEU' S A EBRIEERE)

15.1.56 EEMNMAEFTOE) A2 ThbEEZLLNLhE#RE,
ZILANZT 2 E5ET A BEOCTIUIL LY L R vIEIcid
KA DEIERI DTS S S WATREMD D 5 6

15.2 FEERAREBRICE D < Bk

15.2.1 5 v MI21.7mg/kghl E & 24E R 5 L 2 sl
T, BIZAONVF /A4 FOFEERALNTZEDIMEDRDH L, 2D
HNTF ) A FOFEIET v MIEERESZO SN T b,

156.2.2 9 v MIHEHIFETHEH TV 75—V (50mg/kg/H) .
TEF TV VAR (B00mg/kg/ H) 7 5 ) A< A Y
» (160mg/kg/H) % pE &5 L -3k ©, BB coHED
WL & DRI OFEEIH OB EATED STV D,



16. EYEHRE
16.1 MEE
16.1.1 A X TSV —)VBEHESROT—5
TERERL N (661) 124 2 75 — )L 10mg e 0N20mg % 22 e |2 L Al T14%
L7k &, $ 550020 0 C e m e P i 12 L, Wiz 2
NZEN2. 8 J U1 .61 T d - 720,
TR 66, 10mg M 0N 20mgHi [ml#E 185 5- (341l = SE)

e e Crnax Tmax AUCo-10nr Tz
R (ng/mL) (hr) (ng-hr/mL) (hr)
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

HERERL A (661) 124 X 775 — v20mg % B ERTIC1H 187 H f$%5- L 72
L&, ETH B OCma O EE HiAR T AL (AUC) IV 9L d 5E1H
Ho#l af5 b 72v,
T2, BEBERZEGH)IZE AT TV —)20megx 1 H1EEHE£#I214H
M5 Lz &, 87THHOAUCIEHLH BICHAEGE 28N 5
N72H%, H7HH L 8514H H O TECuae AUCO WAL BB FED
BN 727,
16.1.2 AXTSY—=Ib, PEFY VU VKPR ISURORA VY
BEROT—4
TEHER N (1160) 124 A 75 —)v20mg. 7 EF ¥ 1) Y KHP750mg
(i) Je 087 5 ) Av~ A ¥ »400mg (J11ifi) % 1 H 2017 H # AR D%
GHioMEEh+ 2 75— Vg, #2582 5B 212 Coa® R L.
F2BE B DA THIR L 72Y 0 A A T TV — VD Crmac i FAUCIE, HE
A SR L CRAER G ) LR LA &G40 H ET7THH T
VEIEFEEET, 4HH £ CIIERIRIEIE L 720
TERERRCLLBI, 3HI6FH RAEHE S (CFI91i = SD)
Cumax (ng/mL) Tmas (hr) AUCo-(ng-hr/mL) Tuz(hr)
794+ 410 2.71.6 2940+ 1750 1.78+0.62
16.1.3 E£WFEHEIE MR
(FATSY—)ILEEI0[SW])
F AT T = VEEIOTSW &+ A 75 — V10 % R A5 T 12 F 1
ENLEE(F AT T =) & L C10mg) ZEfEHE H RS %S (7 0 A 4 —
N—FE) Ly MEER T A 75— Vg R BIE L7z 155 N7z 38 EhtE
85 X —% (AUC. Cmax) (22 TREHINT % 1T - 7245 5. #0448
R ST S Y
FRHN Ged SR O S BIE X T A — 5

Cmax Tmax AUCo-snr
(ng/mL) (hr) (ng-hr/mL)
I AT 57— VEEIO[SW | 172+ 86 1.8+0.9 229+113
I X 7T — )VEEL0 158 +78 2.0=1.1 211+112
(Mean=S.D.)

ifiL —e— F AT 5 —)LEEI0TSW)
i —-0o - AT T —)LEELD
o200 F T Mean=+S. D. (n=24)
*
)(o
7
7.
7 100f
%
b3
)3
(ng/mL) ’ Lol
0 1152253354 5 6 8

5% O (hr)

(FATSY—)LiE20[SW])
T AT 5= VEE0[SWI & F A 75— V20% M AN BT 127
FNLEECE AT T =) & L C20mg) ZEIEHE AR IS (7 0 A 4 —
N—iE) L, M+ X 75— Vi EZE L. 55 h-3ys)hE
/87 X —% (AUC. Cmax) \Z 2V THEEHFNT & 1T o 7245 5. WAl o4
N R AW

FHN Ged GOSN BIE X T A — 5

600
—e— A AT T —)L§E20ISW)
it | -- 0= A AT T —)VEE20
i 500 Mean+S. D. (n=28)
‘:F‘
400 |
)(u
7
5 300
\l/\
I 200 T .
b / SO
Eo100F 1/
(ng/nL) _ IS
== [ T N B | 1 1
0 1152253354 5 6 8

F 5% DI (hr)

MR 2 & NCAUC, Cmax®ED /85 4 — & 13, WG ORIN, 1K
W OBRILANEL - FE S O RBRGEAFIC X o> TRR TR D 5,
16.3 £
16.3.1 EEHESE

96~98%"
16.4 {4

HEAND T — % Tld, BEBEACT XTI =V EKOKS Lz s
X, MEEFOFERBWIEA AT TV =V AVK RO FaFd + 2
TI= VT, IRLOEWIE VTR D HERGWIHIE 213 A
EIRE Lo 28, Fe0 B MFI 20 Y — 412 X Bin vitroitR
DFERD2S, B FOF AR PTANK VEOERICIEFRENRTIC
CYP2C19J USCYP3A4SE G- L. e Fafx v k~of@s )75~ A
E ANV AMEOMETH D L HEE SN TV BY, CYP2CI9IC IZHEIRL R
P L. @RFEICCYP2CL9OFERE % RIBT 4 MK (PM) IZ H RN %
EHEY TVRAETIZ~20%. T — ¥ ARAFETI~4% L HiE &
TWBY, PMIZBIT A% AT T — VoEesrzAaEt, tho 7ok
ARV THEHDY P L FERETH 5. [10. 2]
16.5 HEitt

TEIADT— % Tld, "CHE#RA A 75V —Va2kG Lzt &, 5K
BIREDRIS0% AR AZ, #920%H 3 i |2 HEM S 727
16.6 JHEDERZFITDEE
16.6.1 MRE

(BB EF 2RI AT 5 — )V R LHE20mgkk [ 1#%5- L, IEd
WEE ARG L72RBBRIC BV T, MRS X ARFIZIZLEALRED LN
T ENTH R OFEENT H CIRNSEM BRI A H e Ao 7219719
16.7 EYHEEER
16.7.1 Y7EINL, DILT7UY, TI=ZNY

WEANDTF =% Tk, VT7ESL, TVT7 ) YR-TNVT71) 7).
T = b UHCYPCIANC X YR ESNE720, A ATT/ =) ED
BRI X o TV TERLOR T 2= b 0D 7 )T T2 AL, Fh
FN21% K ISUBET L. 77 7 1) »OolhiEEix12% L5 Lz &
DHEND 5. [10.251]
16.7.2 ZDfthDEX]

FATITT = VOMEREEIX, 79 ) 20~ Ayt
V. Coaxt CAUCIZRI2BEIC B L72e —TF, TEF V) VKM &
OB, F AT T — )V OIMSEREIREI R L b 721,

17. BRPRREHE

17.1 BERURESICRET DR

GERERER)

17.1.1 ERSIERER ERERIENR [HEE])
HeZ A EBUABR I 0 i e B R 2 R & L 72 BN O R R RS
BWTH AT TV —10mghk 20mgx 67 H %S L 7210 F 5
RDRD 5N TN DY VR 6161/ 34 (4.9%) ([ BIFEHE A
ROBNTWS,

x5 2438 #IE 158 (Kaplan-Meieri}:)
* A 75— ) 10mght 59.8%
A7 T — ) 20mght 87.3%

Cmax Tmax AUCo-snr
(ng/mL) (hr) (ng-hr/mL)
T X 7T = )VEE20[ SW | 402+293 2.6x1.0 770 =859
I AT T — )VEE20 413+284 2.3%0.8 748 £ 869
(Mean=S.D.)

17.1.2 ;BYMSRER GERERIENR [HHSEA])
WIMZB VT, SR EEREEZ T RIZE AT T — ) 10mgk 20mgi%
B2k 261 A2 512 A OHEFRED TR S Nz R RER I B\ TR
SO T2 HE S, EEBGR OV EEELORE, £,
B IR BRI O R IR O E DS E R ORI T TH 5 2 L
HENTWBY,

GEU'B AEBRIEIETE)

17.1.3 NS MERER
S AMEEEEMFREZ TR E L2EANOBERAERICBNT, + £
75— )10mg % 4 MG L7z & X O3 G-4BEO Ry R0 1 F e Ay gk
T U432 R0 VT e 1L 2 232, 3% (31/96H1) . 45.8% (44/9611)
THo72%,
Fe 4 VEETART R 9661 511 (5.29%) I BITEHISE20 5T W b,




(BEENETIEEEICHIFRIANU NI S— - EOUDKREOFE)
EINEE AT AR B OB N TR R (X 2 75—, TEF T T
VUKH KR 5) A A Yy OFES) OBRE G T, B
FEGIFA01 B0 192161 (47 .9%) IZ BINE R ASEESD H TV 5,

/2, AN YEYTAL v ES = TEFV V) VARAK A b
0= %= VO3FHERGIZ OV Tid, ERIZB W CHRRERS ORIEH
STV INE & 72 B 3R A R L T,

17.1.4 ERSEMEHER
AN ANy y— - En) o B3 TREBEE O BE R R
L LERNOBRHABIZBWT, £ X 75— Vv20mg. 7TEXFT T
YIRATS0me N7 5 AT~ A ¥ 2 400mg#x 1 H 2817 H B % 5
LB OBRFEEITROLEBY TH LY,

% g 55 | MEBCBUS | TR | e
ES S IDNEIEF SR 1% W BB RER ERL ORI
FRXT T =)
20mg
TEXFTY VK ol [ 75.9% 81.8% 78.8%
A 750mg (JI1if) (44/58%1) (45/55f) (89/1131)
7o) Aav Ay
> 400mg (JJ1i)

17.1.5 ENMIREEEARER
AN ANy y— - En) GO B g O3 TEREBEE O BE R R
ELEROHIEERRBICB VT, £ A 75— 120mg. T EF
) YRS 0mg . N7 ) A< A 2 2 200mg it X T T —
20mg., 7EF T YARHPTE0mg K 7 T ) A0~ A ¥ 400mg
% LH2[7H MRS L 72 OBRBERIT TERO LB THHY,

. | %G| BEBICBOS | FTEBEEC | pmie
ZIEH D15 % Wi BUF 5 Bk B OMRR
F AT T =)
20mg
TEXFVIY LK o/ 1 86.3% 75.7% 81.1%
F4750mg (F i) (63/73f1) (53/70f1) (116/143¢51)
r751)A0v4 Y
> 200mg (Ji i)

T AT T =)

20mg

TEXY Y LK o/ 77.1% 82.7% 80.0%
1 750mg (F11ih) (54/70%1) (62/75%1) (116/145%1)
7590 A0v4 Y

> 400mg (F71i)

(BEMALTU V/\[E, REEM/IVREAME. RPHSEICK T D AREE
BEE. NVIONIF— - EOURRBRICBIFEIANUINII— - E
0OY OFREO#HED

Tur R TA v ESY— TEXVV) YRR ) A0
AT IIEA M u =y = VO3FFEE IOV TR, ENIZB W
IRFRBREE O RIE I FEBUSEE SR & 70 5 BBA i L T e,

18. ERHEIE

18.1 {ERER
3 O BER L O MBI 1A AFAE T B AR, S HEER - I B
AT 521280, BEMIBAIZ S W C— O HBRGWIEH B &
5o ZORIBORFEIETIZ, BN SH Z RN L. b 1) 12K
WAL Tu bR T EMENDEEZH K -ATPases v T\
bo FATIV =ik, TOTO Ry TOBEEHET L LI
L oT, HEESwWEIGIT A5 %),
AN ANy y— - EaYBREBREICBITAF AT I VO&REIZE
WpH#% A S22 ) FHSNATEF T2 VKW, 7
FYARTA Ty OPHEEEE RO L LIH L L EZENLT,

18.2 £ RTODEA

18.2.1 BEESBINFI{ER

M &b
B R O RIS R IS BV T, 20mefk G-I X 0 JREEE ER
% ZF N 193% K UN94% Il § 5%

(2) TR FEIRBFRE
Bl EE IS AT T — 120megZ 1 H B A% ICRO#RS Lz &
&, H52~6W A X 0 B ER WG R DTS Bz,

B)F bSAHR MU
BEHER A BT, 20mgfk 512X ) 7 b I A A MY v (dug/kg, #iE)
TR 2RE 1 & © o0 8 BR 4 & 93%3HI 3§ 5%

(OESP M}
TEHER AT O e B E 2B VT, 20mgfkGlcL 4 Ay »
(0.2U/kg, ) M 20 & T o B R4 W % 70~ 88%3MH] - 53V,

(B) R
TR A BT, 20med 512 X 0 7 ISR o0 ' i 43 % 73960 5
%32>0

(6) 24RFRA 53l
B, TR EE A N ORI B W T, 20mgik 512 & v 24
BRI D72 ) HER W % ] 520 30 80

18.2.2 RT3 miNHEIER
FERER A BT, 20mgik 512 X ) 8K D= 7S & 43 ilh % 39%3)
il 52,

18.2.3 BHEHEEICRIT T HE
B, TRBEEEZICBW T, 20mef51c X ) BHHaEIC 33
EAEEEETITE R WD),

18.2.4 WKV EVICRIFTRE
BiEs, FoRBEEEEIIBW T, 20~60mgfk 512 & 1) M7 A b
) UMED EANALNDL Z ENDH LD, FGHRTH, BGHIE~ORE
18 5 I RTRE AR S 5% %),
B R O RIS R IS B VT, 20mefk G X ) Fo o g
WARIVE L NIFIEE A EHEE RITS W,

18.3 EMITOIER

18.3.1 H',K*-ATPasefB={EH
A FP LT v OO FREH K-ATPaselZxt L EET 2773,

18.3.2 BEEBMINEIVER
7 e E AR % v 72 dibutyryl cyclic AMPHIECER 25 12 x6f LT
PIIER % 7R 372,
PR % T v by BEET v b REMEUIN T v MCBIF ARV S
AN RO VN T — VHlEL, Heidenhain pouch/ X (281} 5% k& X
73 U, WA BT AR YA MY VRS L B E R
[ VR 2 B o R B

18.3.3 REREBICXT H1ER
T v MIBIFLKEMEA ML A, BPIKEKR. A v FAF 0 TA
Yy, 7L F=vyary ROz sy ) = VEHEEE®IZAEY) V=)
TS Ly SROPUESEA 2 R 0, F 7o, BEERE RO
+ARIG IR LT IR E R R A R,

18.4 NUON\U 5 — - EOVREOHEMER

18.4.1 ANUONUH— - EOVURBRREMETIVICSITDRENR
YYAN) AN Y — - EO ) ERETIVICBVC, TEFT L)V
KA EAR, id 7 9) Aa< A 2 vk 025 CIRBESRIEEL
(BHE 846%). T ATIV—=VEBRINT LI EICE)BRHERIEE
LS ERL, 7TEFT V) VKA E I AT 57— V0256 THY
50%. 7EXTIV) AKIM, 75D AuRA LY ROIF AT T =)
D3FEH TIEARIB0%TH - 721,

19. B ICRAT HIBEEMR

—f%% : + X 75— )V (Omeprazole)

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

SFI - CrrHwN30sS

DFE 1 345.42

B = 150C (i)

EE
N ,—%}cm
Ve Sy N
HiC N .
0 N (6] T O 15 Bk R

M R A~ A AOREREEOR R TH L. NN-VAFVELVLT
IFRETFRTL, T8 =L (99.5) IR R iEIT s <, KiZ
BEAEBT Ve NN-F AF VARV LT I FETE(1—25) 1
T IR E RV, KL o TR A ICHHB E 2 b,

22. |

(A RXTSJ—ILEEI0[SWI)
PTPEZEFIA D T+ 1008E (105 x 10) . 5008 (108 % 50)
N [EZIFFIA D T+ 5005

(A XTS5 J—)LEE0SWI)
PTPIEZEFIA D T+ 1008E (105 x 10) . 5008 (108 % 50)
N [EZIFFIAD T+ 5005
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