S5FO8NC

* % 2025 6 AtiE] (354 hR)
*2025% 3 BfE] (353 hR)

*3k

fr &
BIIHARE

EIRRFF
3%

JORYIRYT -4 EET—
W BERED

BAERA F XTS5V —ILiEatkE
ARXT S )=I10merr=77
AR T5)—=Ibs20merr=77
Omeprazole Tablets 10mg+-20mg “Chemiphar”
F) ER-EMEOAKZICLVEHITSI L

HERERRDEES
872329
10mg 20mg
EERES | 22400AMX00749000 | 22400AMX00748000
AR7cRasE 20054104

2.
2.1
2.2

B2 (ROBHEICFBEULREVNT &)
KEIOE I U CEBUEDBHFERED & 2 B
YL VIERIEZHESHROBRE[10.1 2]

1 $ER%

g. % - R

fRae

N

Z X 75— )LEE 10mg
[ri77]

Z X755V —)LEE 20mg
[r:77]

BRI
(1 #&41)

(HR) AxAT5V =N
10mg

(BR) #x75J—L
20mg

NI

BRI, byEOaY T
YT TFT Ty a—-)
BrrULA e Raxy S
griltila—R, AF7Y
i ar i Sy NN = B
O—Z, Blbkv 7 %274,
v afERERBR T AT L, L
T AZIZVLEEIR) v —

FUREKFI. KER(L~ 7>
L T YT 7)) a— Vg
FhUTL B ROFTT0
vYiltla—2A, AF7Y v
[ AV NN Ayav P S|
—Z, Al FayLyoa
b B{LF& . oo
—ATHNVBIATIL, ¥

LD, AUV ILR—k 80, T
7 ILERER S RV T AL B b
F% >, <7 ud—) 6000,
IKEEAEF ™) T L

3.2 SHEIOMER
B4 I AT —)VEE 10mg

J = LT

I A F5 —)VEE 20mg

[7r377] [7r377]
E2TN BEOBBEET 4 VAa—F 1 V74
% )
W | g (:) <:>
B = =
BE 6.2 mm 7.1 mm
Ex 3.1 mm 3.2 mm
HE 96 mg 137 mg

" R 239 ($EH) 331 ($EHI)

LR ENP-10 (PTP) ENP-20 (PTP)

4. ZHEEIIFNR
(AATSY—ILEE10mg [T=T7])
OBEE. TiEREEs. Valias. UitRERN. Y
5AMBRENTE. Zollinger-Ellison fE{REE
OTEICBIFRIAUINTI— - EOUDREDHED
SEE. TTiEEES. 8 MALT UV/VEE. $35EmIvR
AR, RREEEICH I 2AREIIEERS. AU
NT9— - EOURBRER
(ARXTSY—IVEE 20mg [5=T7])
OBEE. TZEHEE. WEHESR. TRERER.
Zollinger-Ellison fE{REE
OTFRIEBIFBIANVINTI— - EOYUDIREDFEED
SEE. TTiEEES. B MALT UV/VEE. $35EIvR
RAMERVR. RHISEICH T 2AREBNEEERSE. ANUD
NTSI— - EOUREER

5. MEEXFFIRICEET HER

(NUONTI— - EOVUDREDOHED)

5.1 ¥/THIE MALT U > SHEICHT A2AY a7 ¥ —-¥ay
BEIGEO BRI ZHENL L T W20,

5.2 B/ MR EEIDRICN LTE. HA RSA V%%
SIL, ANV aNTy— - Y RERENSEY) &
NBREFNC D AREIREEZITDO C &o

5.3 RHBEICHT 2 NEEMAER B IMCIZ. ANy any
H— - ¥n ) REBRICK S BBOREENFICNT 2530
PEIHENL LT 72 W,

5.4 NYanNyy— - ¥a Y ERERICHWAERICIE, ANY T
NT&H— - a)BBEETHs & RUNREREICED
ANVIANTH— - YO YBLRERTHDLEE2HERT A
k.

6. BENURE

(FATSY—=ILEE 10mg [T7=T7])

BE5. WEEES. TIESER. Zollinger-Ellison fE(&E}
EEL. KAIKIEA ATV —)LE LT 1 H 1 E20mg %5F
O#59 5%, B, B, Bi&E. WaBEE i3 8 EME
T +TEBEE T 6 BRE TORE LT 5,

WRERER
EEL. BHAICIEA ATV —=)LE LT 1 H 1 E20mg %%
O#%59 %, 5B, BF. SEME TORELT S, 561
HH - FRER0RTHREEER ORRHRRICB VLT,
1 H1[E10~20mg #&ZFO#%59 %,

TS AEBREYTE
EEL. HAICIEA XTIV —)LE LT 1 H I E 10mg 5%
O#59 5%, 28, BE. 4 HHNETOREET %,

AUIONTI— - OV DIREDHED
EEL BAICIEA ATV —)LE LT 1| 20mg, 7EF
) VKA E LT 1 [ 750mg (i) RUZ S5V 2o
A& LT 1| 200mg (/1)) @ 3FIZFEEICTH2
|, 7 HEEO®RE T 2. B, 77V Au~vA 3, &b
BIWULTCHEHEET A2 ENTES, 2720L. 1[H
400mg (Fffi) 1 H 2 [E% ERET 5,
TubYRYTAL B = TEF TV VKRR T Y
FV2uvA O 3FHBEICEEZAY ANy -0
DOREIRBESARINDGE . b2 aEE LT, &
HAICIEA AT T =L E LT 1 [E20mg. 7EF TV
U KA E LC L E 750mg (i) RUA =& —
JLE LT 1[E250mg @ 3 FlZ[FEKIC 1 H 2 |7 HREREO
B59 %,

(ARXTSY—)LEE 20mg [5=T7])

BEE. WEEER. T—iE/E%E. Zollinger-Ellison fEf&E¥
EE. BHAIKIEA ATV —)pE LT 1 H 1 E20mg %#F
O#59 5%, 5B, B, B85, WaBEEcid 8 @M
T, TTEBEEETIE 6 ERE TOREET 5,

WRERER
EEL. BHAIIEA XSV —=)LE LT 1 H 1 [ 20mg %%
A#59 %, &b, @BF. SHABE TCORE LT S, =561
B - FRER0RTHREEER OMRHERICB VL T,
1 H 1@\ 10~20mg #&FO#%59 %,

AUIONTI— - OV DREDHED
EEL BAICIEA ATV —)LE LT 1| 20mg, 7EF
) VKA E LT 1 [ 750mg (i) RUZ S5V 2o
A& LT 1 [E200mg (/1)) @ 3FIZFEEICTH2
|, 7 HEEO®RET 2. 4B, 77V Au~vA 3, &b
B U CHEHEET A2 ENTES, 2720, 1[H
400mg (/i) 1 H2E% ERET 5.
TubYRYTA B = TEF TV VKRR TY



Y234 rD3EEEICLBZANY AN —-¥a)
ORERBYIARBINOBE L. T Rb2BEE LT, &
H.BRAICEA A TSV =L ELT 1 E20mg, TEF TV
VYK E LT 1 [E 750mg (Ffi) ROA bu=5 —
e LT 11E250mg @ 3 A ZRKEIC 1 H 20,7 BEZED
59 %,

(BE)

E )
—L$E 20mg
[r3277]

FRATFY
—ViE 10mg
[r3177]

RHE - RHR R

B, V&g
5. +IEBE
. Zollinger-
Ellison fEMERE
TG EE 2%
MR RE R (M
FHRIR)

O O 1H1H

20mg

10~20mg | L B 1H

FUSANER

TEEGE 10mg 1H1ME

TERICBFBA
Janyy—-¢
Y OREO
i)
BiEE. + 155
5. B MALT
U oK, R E
/MR 48
PR FHIEREIC
g2 IR
BERE. AN
N7 & —-¥ay

20mg 1H2MH

BRE %

O ZhEEH D —  Zhre% L

7. BERURAECEET 2R

GERMERER)

7.1 1 H 10mg OfFHRETHRE RO ONHEIE 1 H
20mg THIGRZITS C Lo IBERDOMRIREICBVTDY
BROBERE, EROBEEELEE L CTHEZ®RIRT 52
Eo 7272U. 1 H 20mg OHMEFFRIE THIENRD 5 N1z
By HAVIEITHEQEERD. M, BEREEEOER
DROSNIHEIL, WO THRBERESEEZTV. L0
RIZESOTHOBEY) GRS D BEA S L2 BEET
5T &,

GEU' S A B RIEETE)

7.2 55 2 %2 BRE L TCHREZRER L, EROEE
FDRRD 5 NZVEEIZIE, BERMNDORERPEZEZ 5N
Bl OO IBRANDEEZEET 5 L,

8. EERELRNER
(GhgEt@E)
8.1 MR, AFFERE. BHRESICEET S L,
GERERER)
8.2 WM EEROMREEIC OV TIL, B¥ - BREZBEVIR
TEZIIHLFEET S EE L. ARMERBEEODLED 2
WEEIIBRETAZEDEWEIEET LI E, -,
FEEPISERANICARSERE 2 ERT 20 CBEE 9
IAFHZENEFT LV, B, ROBEICHHEET S
Es
8.2.1 HH OB, BROEEEZZE L CHFBEEOHE
EIRT A &,

8.2.2 ERRREENBIFICEI-NT VA EHE SN BE TR
NISHERAERT H &,

8.2.3 EHARJICATHLAE., BHEEE. MKBZEOBEZITHIZEN
YEF Ly,

GEU'S AEBRIENE)

8.3 BEICHEL TIXRIBZICK DR, Bl RES O
FERPBOERLESNSZE (1 EBH-D 2HME) %
RO EHRET B &, BB, REOBRSEDVPEE. BEE
ZEOBEMEEE R OMOBELEERICL2EREZERT S
ENRBHBHOT, NREBREZICLDINSDEETRNWT
LEERT AL,

BENDERZHIDEEICAHIDER
1 GIHE - BEESE0NH2EE
1.1 ZMBEEDREEDH D EBE
3 FFREESERE
FRHEETH Y. IFREFE 22BTNNH 5.
9.5 1E®
BE SRR L T WA AT O H 5 LTI, R EOR
ittt e LE2 KT S N HEICDOAKRETH T

9.
9.
9.
9.

L. BWER (VRO 138mg/kg) CRRENE (-

MRIXIRZR D IEAN)
9.6 3w

PHESN TV,

MR EOERIR CBANBROERIEEEE L, BAOM
XL ARET A L, BMER (7 MED
Smg/kg) T BILAABETT 5 ENBESN TS,

9.7 IR

NEFE 2R E U7 BRRREBNII SR L Thzn,

9.8 SindE

BRE»H®RE52FAT 5 . —RICHTHEE. Dt
FHHSRESE R LTV A Z EAZ 0,

10. HHEER

F & U THREEESR CYP2C19 RU—# CYP3A4 THE#

ENbo

F7o. BRROWMEERICED . fAERORNZ EFY
BETSESZENDH 2, [16.4 BH]

10.1 HAZZ (HA

LBW\LT &)

il

BRARAER - $EETTE

W - fElRE T

YL RS

YLVEREY VIERIED

A D B B3 WA 1

FEBEELEE (INR)
B @ Mk E D%
B FAERELENS
‘535 L,

(Y252 h) ERZEHET2BZN| HIckD) LEEY ¥
(2.2 B] 7B 5. 1 5 0 T I (6
L. VLYo
FRESET TS &

5H B,

10.2 HEEE (HAISERTSZT L)
R4 BRI - BEAE | BT - GRAT

D IAVA N6 OEFOER % | AFNIE IO F b
Tz b WM T 52 ENH 5, |71 —L P450 REY)
DAV T AE KRR CYP2C19 T
[16.7.1 B8] KBS 5720, A7
LT PRI (F R 2 e L | S F VBB R
[16.7.1 28] HI T B 2 B2 s | S L2 FEMORE,
éefnbnyeyﬁﬁgfﬂéﬁé%%“

771 L ZIKHY)

Zruay) L ADOER%
T 5 ENDH Do

AR RLFF— R

EFR8DOANNLFY
- EHRE5T 554
3. —REAICARH O
Gxtkgdaszer®
BIaHI &,

HENEFR ORF 3R
Thod, IhbDHEH|
DMHREN EFRT S
ZENH B

e
AFNTIFT Y

Zh o DR OIEM %
HWRT A ENDH B,

A D B B oy A
Rickbyaxy oo
Ik 53 % A3 &
VIF Y OMPEE
WERTZIEND
%o

{rFarJ—)
Furr*F+—+tIH

InsDEROER%
BT HZEND 5.

A O B B 7y I 1
B2k Zhs |
DIEBEPETL,

ZENH B

EAI ;
: - no0FEF oM EE
Do
Ryary— KENOIEF % 8T 5 | K &l © Cmax K& O

AUC MLz &
WEDP DD, A aF
V= VIEARAN O R B
# (CYP2CI9 K U
CYP3A4) #MHEY 5
ZENEZON D,

7u R I7LUIVER
Ve

7 a ¥ KJ7VILRERIE
DIEFRZREFT 2 &
WH b,

A#A CYP2C19 #[H
EFHIEITED, ¥
oY R UIILVEREEED
EEREY O MR
PETT 5,

AT RFYY
7 ( St.  John's
Wort, > k- V3
=YX -TU=1F) &
HEMm

BlOER ZREE 9 %
ZEND B,

tAIAVFEFU VY
AR oK R
( CYP2CI9 XK U
CYP3A4) %=#FHE L.
ARAN DG D EE S h
MmMHREPETRT 22
ENEZO5ND,

1. 8ER

ROBWERDHSDONLZENHZDT, BEZ 7147
W, BEPRO SNIHEICERESEHIET % S %

WEZITH T &,



1.1 EXIGEWER

M1 Yavd, ZFI745FY— (WIFNLHEERH)
Yavr, TF74 %y — (MERE, RETES
&) BHobNAIENDH B,

11.1.2 SRMMERRIANE. TEEFEREE. BMMEED. f/WRiES
(W N B SAREREA)

11.1.3 %Fﬁﬁ‘ FTHEEREE. BE. FfE (WIThLEER

MN14hSHERKITERMBFEE (Toxic Epidermal
Necrolysis : TEN). KRE#RIRAEIRS# (Stevens-
Johnson JEIREE) (13N & SEEARH)

11.1.5 RAEE BHEARH)

11.1.6 HEEER, SHEERE (WINLHEERH)
BHEEMREME (BUN. 7 L7 F =V %) IKERT 5T &,

M.1.7 &F NUDLIGE (BEEAH)

11.1.8 BB (SEEAH)
Wk, IPIREREE, FEE MEORE (REE) S2%
SENIH/EITIE, FP 2 ICHE X 47, M98 CT otk
HEEHET S & MERMAPEDNIHE IR
ok U, BIBREFRLVE CAORGEDEY) 2 LE
EIT5 T &

11.1.9 1EIEARUARAE (SHEREA)
FHPE. B CK L&, MpRORHBIFTaey
LARENHSDNDZENDH S,

11.1.10 $BEIRE HEARHA)

HAE., BEETH. REYHE. OB, L. BR. ®
BHESHSDODNDEZEDDH 5B,
11.2 ZOfttDEIER
(BiEE. TTEBEE. USIREE. WRERER. FUSA
HEEEERE. Zollinger-Ellison fEIREE)
0.1~5%#i% 0. 1%
Einzs E RS

SRR

ZIALBE. Jekzid
BUE. % D Rk

AN 6 NN
( collagenous
colitis
lymphocytic
colitis) . FEERIF
W, Vs
fiE. 178

AST. ALT. Al-
P. y-GTP
LDH » L&
Shiibzes ez ZaNil
MREEA I
BHE L, REL H
R, THR (FE).
BERE. 5O

TR - BRE, (F
by D

MG, S5 AR,
L N B

JiFhE

Juikizd

FEER BHT

Z DAt FEEL SR, REEE.
g, AREE.
T FE6T. B
THE TR &~ 7%
T LIMGE. B
B VEHE, (b
A E. KU
BUN., 7L 7F
= REE RY
)t T4 R
BHAY L B
LATFTua—JLDO

=
(ANUIONTI— - EOYDREDHED
5%t 1~ 5% 1 %A )
SEBUE FZ
Hbas T R - #k E|ON%. ER. &SR OB, 2
(33.4%). BRHE|ER. B, EE 18I
FE (10.5%) |REism. (F
i AST E5H A #% e B %
ALT E&. AI-P
R EUILEY
t5. LDH E&
MK IFEREREE 2 |
IR &
. A imskEsE
%, HIMEK5E
BE
TR PR, LU

DHFE O, EIRREE

5%k 1 ~ 5% 190 )
ZDfh PR¥ERG IREEGE. REE
R BaL AT
o—LVER, QT

BiE. B

KHOHEEIIEBEEN I _EBEBICBII24XTF
V= TEF VD) VKR T ) AU AT D
A EGDOBHARICED <,

) HERREED,

12. ERARERERRICKRIFTRE

(NUONTI— - EOYDREOFED)
FRALST=VEOTa MRy A Y =T EF
IV, 75 AavA YV EOTFEME R A
o=V = LORAFRREEKTER TlE. BCRHKT
SREOHESBIEEIC G ZAHEEN D B 720, BC-RE
SR IC L ABREHEZITOHAEICE. INS0FEAD
BEKRTH 4ELEOBETERT S ENET LU,

14, BRLEDER

14.1 SEHIZASFROER

14.1.1 ARNIBEEFHTH D RAICH 2> T, MHAZD
WD RIS, RHELLETIIBEICHEET 2L,

14.1.2 PTP @R DAL PTP & — b2 SHO M L THRAT
BEHEETH &, PTP ¥ — FO#EMICED, BV
FAEOSREHEARIA L, BICIIEEL2 B2 L THER
AREDEELGIHELHHETHIENH 2.

15. ZDMDFE

15.1 BRERERICE D 1B

(CRhREE)

15.1.1 AFOEHBEHICREOE R — 2RO L OH
EhH %,

15.1.2 KE|DOE S, BIEICEDERZREBRT S EPH DD
S EBEHETLEWIEEER LRSI A L,

15.1.3 BB 2EBOBEMIET. T bRy 71k
By —IC K HIREICB W CEHERE IS RS B ET.
FEEEH. BEEITOU A7EBIIPREESN TV S,
i, BHELRCESME (1 £MLE) oREZ2ZI7-8
EHT, BIFOY R 7ML,

15.1.4 BHICB T2 FICARBE 2 0R & L EROBEH
B, TR TA ey —2BELEEICH
WCIZBRRARNYTITL T4 74 NI KBEBEGED
YR 7P HESN TN D,

GEU B AEBRIEETE)

15.1.5 BENBUROE ) A7 Th s EEZ 6N5TEE.
ANV TZEMTHEEOVTNICHEHE L
SRR ORI RPE S N WATEEENS H S,

15.2 FEERARERERICE D < EHR

15.2.1 v biC 1.7mg/kg Bl b % 2 EREOHRS L= SR

BT, BICHIVT )14 RORENHALNIZEDRENH

b COHNNF A ROREIZIZT v MCEFEED

BOLNTWS,

Fv MIEETH BTV TV —)b (50mg/kg/H).

TEFT) UK (500mg/kg/H) ROY T A

uvA <y (160mg/kg/H) =HAHKES L-HE T,

BEYTOBEEDOERE & HICHREDOFHEFIME O ER

T

15.2.2

PERHOLENT VD,
16. FEYENRE
16.1 MHRE

16.1.1 A XSSV —LEHESEDT—9
BRERA (64]) 124 X 75V —)L 10mg & U 20mg
ZEEEICHEREORE L&, BE5% 23T
BE MR R ICE L, AR ZENZN 2.8 B
Bk 1.6 BETH -7,

A 6 . 10mg % 20mg HEEOHRS (FHE+SE)

= Cmax AUCo-10nr T
BSR (ng/mL) Timax (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

ERA (66l ot X 7T —)L 20mg ZFARRNC 1
H1E7HE#HEGLzEE, 5 7 HEHD Crax X UIIH
BEMmETEE (AUC) BnwdhsdE 1 HEON 1.4
B L =Y,

7o, BEBRE Gf) RUTZHEBEEEE (4
BIZAATFY =)L 20mg % | H | E#AERZIC 14 H
x5 L7 && 8 7HED AUC I35 1 HEICHNE



BaEmrRoonzns. 87 HEEE 14 E!E(DFEJT
1% Cmaxs AUC DWW NHIEINIERD SN2 h - 722
16.1.2 AXTFSY—)b. 7=E=\'-JJ'JJﬂ@[l%?iw‘ﬂj'JJ(I:l
AV VBRSIEDT—9
BERA (11F) 1A X 7S5V =) 20mg. 7EF
2 VKA 750mg (Tififi) ROV Z) AuwA Ty
400mg (/1) % 1 H 2 [\ 7 HREREZ O 5% 0 M
BFhF XTS5 —LVEEIL, #5558 2.7 BEZIC Crax
R K. BREOERITHE LY, X TFY
— LD Cmax KX AUC 1&, BEHRSEICH U TRER
BIZED ER LN 54 HEBE 7 HETIRIZIEE
T, 4HEZXCICIZERREBIGEL,

R 11 fl, 3 APt RERS (FH9{ELSD)

AUCo-
Cmax (ng/mL) Tmax (hr) (ng - h/mL) Tz (hr)
794+410 2.7t1.6 2936+1752 1.78+0.62

16.1.3 &E4FHIESF SR

(FATFSY—ILEE10mg [5=T7])
FAT TV —=NVEEI0mE [ I7 7] EFRXT TV ¢
10mg 2. 70 A% —N—HEIC KD ZNEN | §E (F 2
7TF =)L LT 10mg) BERRAS F KA B ERZE D
#e5 U CMEERARZ(LRBE 2 EIE L. 86 N7 e
BNT X —% (AUC\ Cmax) e L‘Tﬁu‘l‘ﬁ**ﬁ‘%ﬁ‘o
TAER. HEINT X — 7 ORI BIEDFHEDZED log
(0.90) ~log (1.11) O#ENTH D, B>, BEHR
%ﬁfftﬂ%’ééﬂﬁ*ﬁw\bmxéa#Uﬁéht:a#aﬁ
Bl oL RS SR S Y

HEINT R —% BENTRA—%
AUCO’lO Cmax Tmax T
(ng-hr/mL)| (ng/mL) (hr) (hr)
FATTT
—)L§E 10mg|537.64584.5|266.9+169.6| 1.8+1.0 | 1.2+0.7
[(r277]
AT TV Joo9 14623.9(279.0+182.6| 1.8+0.8 | 1.6+1.6
> #E 10mg
(*F91E £SD,n=29)
(ng/mL)
400 r (P45{E +£SD, n=29)
i —— AT 5V —)L4EI0mg 27 7 |
%3007 ~0- F XA7F Y §E10mg
! P
200
7
7\
‘IJ 100
g
0e
B
0 1 2 3 4 5 6 7 8 9 10
|

(ARXTFSY—IVEE 20mg [5=T7])

ARSTT=EE20mg [ I 7 7] &ARXTTV VEE
20mg &, VU AF —N—3RIC KD ENETN 1 $E (F X
TIV =& LT 20mg) BERASFICEEREERFED
5 U IR RE(LARE 2 HIE L. 155 N7 M)
ﬁ.?\/fﬁx—7 (AUC\ Cmax) L:ﬁlﬂfﬁ%"%*ﬁ‘%ffﬁ
TofE Ry FIENT A =5 O BIEOFEHEDZEN log
(0.90) ~log (1.11) O#HRERNTHY. HD. BHHHA
%ﬁ'ﬁﬁuﬂ?@jﬁ‘*ﬁ{ub'cb\é&#Uméntztﬁ%\I_ﬁ
RlOEMHNESEE SRS NIZY,

HEINT R —% BENTRA—F
AUCo-10 Chmax Tmax T2
(ng-hr/mL)| (ng/mL) (hr) (hr)
FRXT5
—J)U$E 20mg |1523.4£1821.31624.8+421.6| 1.9+0.8 1.3£0.8
[(r277]
FAT T 1405 941570.7|597.6£403.8| 2.3£1.0 | 1.2%0.7

> $E 20mg

(*F45{E +SD,n=30)

(ng/mL) (*F5{E +SD, n=30)
800 -+ X 7/FJ—LEE20mgl 27 7 |

i <0 A ATV $E20mg

% 600

th

j 400

7 | o

7

‘I/ 200

)%

B0

I3

0 1 2 3 4 5 6 7 8 9 10
R
Eﬂﬁﬂlﬂoj%ﬁ;th AUC, Cmax%@/\7)( FArS %&%ﬁ
BHOZFR, AROFIEE - BEZFOHBEGICE-T
R REESH 5.
16.3 91
16.3.1 EBHESE
96~98% (FR4}2 %)
16.4 1tz
SEADT—% Tl BERAICE X 75— L 2R O#%
BL7E& MBETOERBEIA XTSI —IL ALK
RO RaFF+ A5V —)LT, _nfa@m%ﬂﬁm;tm g
NLEBOWNEIERZIZEAERES D o725 ES
7-. B MFIZ OV —LAI1C & B in vitro uﬂ%ﬁ@’ri%#
L ROFIVEEOCRAILKR MEOERICITZFNEFNEIS
CYP2C19 } U CYP3A4 S L. & RO F I fEADfR
%7UY?)ZHZ»T/%®4PT%ét$%éhT
W37, CYP2CIO ICIHEEZSHINERE L. BEFENIC
CYP2C19 m#tge# RS AMEE (PM) ZHAANZE D
EVITILRAET 13~20%, I—HT ARAFET 3~4%
LHESINTVAY, PMIZBIFAF A TS — LOESR
P RENT. o7 a bRy FREEFO EFETH
%, [10. ZHE]
16.5 HEttt
NEANDT—% Tld, WCHE#A XA TSV —L2HRE5 L1
x| %Q’—:Tnﬁﬁz%frﬁamﬁ 80%MFRAIC, ) 20% A HEH I HE
HERSF WAL
16.6 ﬁmo)“ﬂféﬁ‘g“%%%
16.6.1 MMiEEN
BEBEBRTEEZNRICAX TS Y —)LE 1 HI1E
20mg ZEOHE L. MEEHIEE 2 LRIV
T MEBNTIC & BERER ié:/uk‘ ab%h'g*“ EHTH
Bilzl)ilaal;*ﬁEITM:WE%@J% IEBRAREONEL S
7—,
16.7 ZHMEE{ER
16.7.1 IY7EINL, DILT7UY, TJI=ZRAY
NEADF—¥TlE, V78R4, TL77Y Y (R-
TILT7IUY). 7= A A CYP2CIO 12 & 0 R#
ENB=0 FRHEDHRAICE > TITENSLWRTT
IRV YT IR FNEN 27K
1I5%ERL, 7IL7 7Y vOpimAEEX 12% EF L
T EDMEN D 5, [10.2 BHE]
16.7.2 ZDthDEH|
FRATSI—VOMEEREEIZ. 75 203 &
@'G‘IHEHL:J: D N Cmax &Zf AUC Li?{‘\’g 2 %‘L:J:?-f"bfco
—H. TEFTVY KM EDHAIE, AT T —
VORI E L 5o 7217,

17. ERPRALIE
17.1 BERURSECET 2R
(BEE. T-EBEE. USHES.
Zollinger-Ellison E{REE)
17.1.1 ENERRHER
716 % WHRICEHR S e —IREERRBOME X RO
&3:3@—(26618 19),20) 21)22)23)24)25
$7o, CEERLEEE (HES. +EBRS) 105
WTERAIOBERARPRD 5N TWVD,

BERERER.

BB, R B
T 98.0% (388/396 fil) |92.5% (359/388 fil)
ToIEREE  |98.3% (238/242 fil) |95.7% (223/233 fil)
BEES 100% (34/34 1) | 97.1% (33/34 i)
T R 2% 97.5% (39/40 f4) 100% (37/37 fil)
Zomnﬁ%?hson 100% (4/4 i) 100% (3/3 1)

(ARG EELRE L B 2 EEE IDEREAREHEICL 2,)



—HZERRAAES, —EEMHEBGAR B L O EMERHERIC
B B REMFHENER 1,333 fild 29 i (2.2%) 39 #
OEWERPHE SN T WS, ELBWERIE. TH - #(F
9 (0.7%). FE - BIE 44+ (0.3%). TS 4 1F
(0.3%). FEM 34 (0.2%). FD - IBK 24 (0.2%)
EThoTz,
17.1.2 ERSIEEER (ERMERER [HIFHEE])

Ho SAMETAIESEORREAER 2 HRE Lk
NOBEERBICBWTA XTI — )L 10mg K
20mg % 6 » ARHS L BOFRMEIRSRD 5
NTV20, REWEFMNR 61 Flh 36 (4.9%) I

BWERPRO 6N T W5,
. 24 BRFERE
roH (Kaplan-Meier %)
F X 75— 10mg B 59.8%
F X 75 =) 20mg B 87.3%

17.1.3 JBSERREER (ERMRERN [HIFEE])
BIMNCB LT, BREAEEREZTFRICAE X T TV —
10mg RO 20mg #5112 k5 6 » AN 5 12 » ADi
FHEREPER SN BERRBRICB L CHR ORI T
PR SN, IBEFBE ORI EERORRE, Fik,
BLE, IR FIAR OM TR OEE NI EROEBER T T
HBHEMRESNTNEY,

GEU'S AMMEBRIEERE)

17.1.4 BN MAEEER
U5 AT BEFIRIE & 0 5R & LB O BRHE
WBWT, A X755V =)L 10mg % 4 BEHS Lz &
EOH’E 4RO ERHERR O+ 2l
BRI ZNEN 32.3% (31/96 ffil). 45.8% (44/96
Bl) TH-o7®,
TARMEFHEN SR 96 54 5 61 (5.2%) ICREIER 2D

5NT 5,
(BBEBEXE+TERERICS I ANV INTI—-EOVU Dk
EDFHED

ENE MAHRE L OCEANTHRZERRE (x5 —
IWTEFTVI VKROS5 207 A 2D 3 Al
%5) OBRBEEESTIE. BIEME 401 ld 192 F
(47.9%) ICEIERDPRED LN TS,
Fo. Tu bRy TA oY —, TEFI Y VKM
MIROX ba=J =)D 3FIEEICOVTIE BRI
WCHERRBSEORIEARIAE S HIE & 4+ 2 35E %2 E
ML TWaL,
.5 EMSE MR
AV anyy—-o) B0 BB+ ZEREE
DEEEZR/RE LI-ENOEKRRBEICEVWT. A X ST
V=)L 20mg. 7EF T VKM 750mg KO T
YAuvA400mg % 1 H 2 [F 7 HREFOHS L
TERORERIITEOEBD THHY),

17.1

axAlo | a5 |magcs| LERR s
|miEsE | mH | vakek | P 008 pEs
PRER
FRXT T =)
20mg
TEFTTY VKA 2 E/H 75.9% 81.8% 78.8%
¥ 750mg (JI1ii) (44/58 f5l) | (45/55 f) | (89/113 )
go)AavA v
400mg (1)
17.1.6 ERTRREEREER

AN aANTy—-vn ) GO BEE X+ —BEEE
DEEEMRE LIEAOTIRERFBEICBNT %
275V =)L 20mg. TEFT T LKA 750mg K
U Aa~vA Ty 200mg Xig4 XS5 =)L
20mg. TEF T 2K 750mg KO T Au
v 400mg % 1 H 2 B 7 HEZEOHS LzKOD
BRERITTEOLEBD TH B,

e s (mEgcs | LR ago
1 E 58 EI% | BkEER |7 bR
FREGER

FRTFI =)
20mg
TEFYYY KA | 86.3% 75.7% 81.1%
¥ 750mg (F11f) (63/73 1) | (53/70 fil) | (116/143 fi)
7SV AUTA TV
200mg (771fi)
FRXT5 =)
20mg
TEXSYY VKM @ g| 77.1% 82.7% 80.0%
¥ 750mg (F11fi) (54/70 1) | (62/75 fl) | (116/145 f)
79y 2uvA v
400mg (F71ifi)

(B MALT U 2/VEE, $FREEMIVREAESHR. RHBEIC

W AABREHSEERE. ANUINTI— - OV RS
RICBIFBAUINTI— - OV OREDFHED)
Fa bRy TFA ey — TEF TV VKR
75) 2894 Yy RIEA M=V — LD 3FHFREIC
DN TIE BERICB W TR R O B EHFBSEE 2
&L BRBEEEML TR,

18. ZEMEIE
18.1 {EFR
B IR O B R O MRS L ICTEAE T 2 S BIRA S ER 53U
FEMEPEET A EICED., BEENICB WL T—ED
BRSWKIESBE S, ZORSORKBRETIZ. Bl
N5 HYZHE L. RDDICKTZEDAL YT oK
VTEMIENAEEE HY K -ATPase 5\ TWb, +
XFST=NE,. ZoFa bRy TOEEEZBEET S
LIZk T, BBAMWZEIIFIT 23032,
ANYIANT =) RERBICBIT S A XTSIV —)L
DEENIENpH # ERSHHZ LICL D, fHHEN ST
EFTVY KW, 7S5 AavA Y Y OREEEERS
DBEZEILHBEEZOND,
18.2 & FTOIER
18.2.1 BEESWMINHITER
(1) Ergoub
BEELUCTZERBEBEEEREICBVLT, 20mg EE5I2XD
BRSO E T NZEN 93% KU 94%iME 3 53,
SHERFIRAERT
BEBREICA XTIV =)L 20mg % 1 H 1 BEHERIC
BOBE L& X, %5 2~6 B &0 SEEDWINHEIZ
HAERD 657239,
ol 0 7 8 I
BERBEAICBNT, 20mgHEICEIDT FIHAMY ¥
(4pg/kg. AilE) REA 2 B £ CO BB W% 93%4
#5233,
ARV VFIE
BER AR+ ZHEBEEREICB VT, 20mg #5112k
DAY (0.2U/kg, &HE) FlEE 2 B E COEM
iz 70~ 88%HH 9530,
i qpapl
REFRAICB VT, 20mg #5512 & D IR 8 KfE O BEE 5
WhE 73%INE4 537,
24 B
BEE. TEBBEERERORERAICB VT, 20mg
512 K0 24 BERICh 72 0 BB & I3 5343839,
18.2.2 RV V4 iFIER
EREALAIC BT, 20mg 512 & D 1R 8 B DR T
¥V 39%IME 4 537,
18.2.3 RiEA pH [CR(FTHE
WREBEREZFICBVLT, 20mg B5I1C XD 24 B
FRICEEN pH 28 4 DU R 2R 9 BB O &I & 1&, B 57O
32.6%ICH L. #E5%TIE0.7%ICEDT 5,
BHHEEICRIFITRE
BiEE, +EBBEEEZICB VLT, 20mg 512K
BHFHEEICIXIZE A CHER RITS 20O,
ADMIRIVEV ICRIFTRE
BiE%. +ZEBE%. Zollinger-Ellison fEERF B #E
BT, 20~60mg HEICKVIMMEH R M AMED
EREBHROENBZENDH BN, BEKRTHR, BREHIEN
DOEEH 2 WVIZEEEREPRD 550409, §iEE
RO+ ZIEBEEEEICB LT, 20mg #5ICK D Z0
MONDTWBARILE NIZFTEA EEEEZRITS R ND,
18.3 B TODIER
18.3.1 H* ,K*-ATPase FHE{EA
YR T v MO BRI H K -ATPase 12t
LPHEERZRT o

(2

(©)

4

(5)

(6

18.2.4

18.2.5



18.3.2 BERZWIIHIER

18.3.3

v 5 EAR = F W 72 dibutyryl cyclic AMP ]
BEs I3 U CHFIEA 2 R 90,

KIFSHESk o v b BT v b RKESRTIRS v MCB
FAERYEZHAN) R ILNT—)LFE
Heidenhain pouch £ X IcB1F 5 2% 3 VHl#. &
BAIIBT BRI HRA MY VRIBIC K 2 BB
IR L, BROIIEIER 2 R g 44,

RRERICXT B1ER

Ty MIBUTBKEBHEA ML R, WFTEER. 1> R X
YU TAEY Y, FURZYRYRULY ) —LE
BBL I ALYV — L+ ZHREEE I L L iiiE
BER AR, £/ BB RO+ fEEEE IO
LCHInREENRETTY,

18.4 AU INT 9— - EOVREDHEIER
18.4.1 AUINT 9—- EOYUBREEMETIVICSIT BIREZD
R

TIANY ANTH— R ) BRETFIVIZBEWVWT, 7
EF VY KHNPEM, XZT7 ) Rav ALY ED
2 BB CIERERIMELS (BREEK, &% 6%). F X
TS —LERMT A EICEVRERIZEZELL £F
LTEFTVYRIME A XTS5 =D 2 Al
THI50%. 7EFTVY VKM, 75U AL Y
yE%U“ﬁx TF =D 3FRHTIEHN 80% TH -
7240,

19. B ICEET B EEFHAR
— MBI : 4 X 75V =) (Omeprazole)
b4 : (RS ) -5-Methoxy-2- {[(4-methoxy-3,5-

FF
DFE

[ 7

feefgEst

0
A =AY 150C

dimethylpyridin-2-yl) methyl]sulfinyl} -1/~
benzimidazole

C17H19N303S

345.42

FRATTI =, AE~EEAEOBREOME
TH50 NN-VRXAFIAKILLT I RIZBETFPT L,
I =)L (99.5) IZRRBEIFIc< L KiZiF&EA
EVET 770,

FRAT T =D NN-VAFIVELLT I RIEH
(1—-25) 13heHEERS 200,

FRATIT) =, RICE > TR A ICEA®RER S,
HsC O—CHs

\—”/

H

N
s
HaCo. N% %

(53 f%)

CHs

T R E A

¥, a
(AAXAFSY—ILEE 10mg [5=T7])

100 $2 [104€ (PTP) X10. EBEAIAD]

(FATFSY—=IVEE 20mg [5=T7])

100 #& [10 #& (PTP) X10. H/EAIAD]
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