6G1INC

% % 2026£F 7 AXET (57 1) EES
% 20264F 2 AXET (36 IR 872329
Bk =R
I I0mg 20mg
ERES | 22400AMX00749000 | 22400AMX00748000
) ARFSRAA 20054 10A
FOMYKRY T - A VEEST—
S = °C=\) e =]
BAERA F XTS5V —IVIGBEHE

FA TS5 =z 10mgro=77
A XTS5 =)bi20mgro=77

Omeprazole Tablets 10mg+-20mg “Chemiphar”

2. 2 (ROBHEICEFZRS ULV E)
2.1 K%‘Jd)ﬁkﬁ XU CERBIEOBMFRED & 2 BE
2.2 VLY VIEREZ R EHROBRE[10.1 2E]
3. AR - MR
3.1 #8R%
B4 F X 7F Y —)LEE 10mg F X 75— )LEE 20mg
- [r377] [r377]
BES |(BR) AxX75—)L (HR) # X755V -1
(1 $89) [10mg 20mg
HMEARFAY . Ny 'O T LT | MK, KER b~ 7R
VLTS A=)\ L, TS ) a—)VEE
B rULA B ROFT S| FRUTL B ROF T T O
orlLtilu—2, AF7Y | ELtla—R, AFT7 Y~
M7 S Ay NN A Bl =78 Sy NNNE <y Au b Sl
A O—R, Bt 7 2T A | —A, &t FayiLyA
» Y aMEER T AT L. V| b, BLF Y 2. e Fuxn
A TZI)ILEBEIAR) T —|—RATYNVEBIAT I, £%
LD. KU YVILAR—=hk 80, F|/—). LT
) IUEREES MU 7 L BR{E
F% . <27uad—) 6000,
KE{EF MU L
3.2 EHEIDMIK
Wi g F X7 5 —)UEE 10mg F X7 F Y —)VEE 20mg
.- [r377] [r377]
ERTN BEOBIBET 4 VAa—F 1 V74
» O
"« 0 | O
I = =
BE 6.2 mm 7.1 mm
Ex 3.1 mm 3.2 mm
HE 96 mg 137 mg
s s 239 ($EHl) 331 (#E#)
A= ENP-10 (PTP) ENP-20 (PTP)

4. FHHENITFNR
(AATFSY—=ILEE10mg [T=T7])

OBEE. T-EEEE. NSEhES.

ERE RN, U

5 AEBREETAE. Zollinger-Ellison fEIRE}
OTERICBIFRIAUINTI— -

5iEE.

+=

— - EOURRER
(ARXTFSY—IVEE 20mg [5=T7])

OBBE. T=EBEE. NSl

Zollinger-Ellison JE{RE#
OTRICBIFRIAVUINTI— -

Bia5.

+=

— - EOURRBR
5. FHEXFHRICEET BER

NUIONTI— -

E0Y OIRE O

1EIEER. B MALT U V/VIE. SRk
BAME. RHIBEICK T ZARERMNEEERS.

AUINT S

/E% L/}IL Eﬁ]ﬁﬁ .

E0U OIRE O

SEIBEE. BMALT U>/\HE, EhmvR
WOE, SHEEICHT 3RRRIAREE.

AUINT S

E'0U ORREOHEED)

5.1 ETHIE MALT V) VSEICHT B2ANY aNT ¥ —- )
MEIRE DA R EIIFEN L T WL,

5.2 GBI/ IMRBADREICN LTI A RS54 V25 L,
,\]):”\757_ ©r Y BREVRE AT L) & HI S S REG
ICDOHBREREEITS &,
5.3 BB I T 5 AREMAEREDSMTIE. ANy any
& — - o) BREREICEK 2 BEOFREMFICNT 2682
PEIZREN LT W 7e L,

54 ANYaNTy— - ¥ ) BEERICHWAEICTIE, /\U:z
NT&H— - ¥al PEETH 3 & ROWEEREIC

AN)INTEZ— - 0 ERERTH D I &R ’é‘%u_

o

6. FiERURZ

(ARXTSY—=ILEE10mg [T=T7])

BiE%. WEENER. +—1EBER. Zollinger-Ellison JEIRE#
EEL KAIIEA A TSIV —)pE LT 1 H 1 E20mg %#F
O#%59 5%, B, B, Bi&E. WaBEE il 8 EME
T, TTHEBEETCIE 6 AR E ToRE LT 5,

WRERER
EEL. HAIIEA XTIV —)LE LT 1 H 1 E20mg 5%
#5795, 2B, BE., SEMETORE LTS, 561
3 - B0 E T HREAEE R OMRFRIEICB LTI,
1 H 1@\ 10~20mg #&FO#%59 %,

V'S A B RIEYE
EEL. BHAICIEA XTIV —)LE LT 1 H 1 E 10mg 5%
%59 %, 45, #@E., 4 EMETOREET %,

AUINT I — - OV ORREDHED

EEL BAICIZA ATV —)LE LT 1 [\ 20mg, 7EF
) VKR E LT 1 |l 750mg (i) ROV Z U Ruw
A4 >»& LT 1E200mg (Fiffi) @ 3F=FEIC1H?2
., 7 HEREO®RS T 5, 2B, 75U 20312 Uid b
BB UTHEHEEBTAZIENTE S, 250, 11
400mg (Hffi) 1 H 2 [@% FRET 5.
TubYRYTA B = TEF TV VKRR TY
F)AUvA YYD 3HEEICEBZANY AN —-EOY
DORERBEIABINOHEIZ. ZIRb2IBEE LT, &
HBRAICEA R TV —)LE LT 1 E 20mg. 7EF Y
U KA E LT LA 750mg (i) RUA ba=F —
JLE LT 1[E250mg @ 3 FlZ[FEKIC 1 H 2 [BL7 HREREO
B59 5,

(FXFS5V—ILgE 20mg [T=T 7))

BE5. WEEES. TZ1EHER. Zollinger-Ellison fE(RE#

BE. BAICIEA ATV —)LE LT 1 H 1 E20mg %%
Q59 5, 2B, BE. BiEE. WEiEE T 8 EME
T, TTEBEECIE 6 HAME ToRE LT 5,
;lu’ﬁgﬁj&
WE. BAIKIEA ATV —LELT 1 H I [E20mg 2%
O#59 5%, 5B, BE. SEME TORE LTS, 61C
¥ - FBRER0RTVEREEEROMEREEICBL T
1 B 1@ 10~20mg #&E0#57 5.

AUINT I — - EOU ORREDHED

EEL BAICIEA ATV —)LE LT 1| 20mg, 7EF
V) VKR E LT 1 |l 750mg (i) ROV Z U Ruw
A4 >»& LT 1E200mg (Fiffi) @ 3F=FEIC1H2
. 7 HERO®RS T %, 2B, 75U 2031 ¥ Uid b
BICIWUCHEHEET A ENTES, 2720, 11H
400mg (Hffi) 1 H 2 [@% FRET 5.
TubYRYTA B = TEFT VY VKRR TY
F)AuvA YYD 3HEEICEBZANY AN —- 1Y
DOREREIABINOEHE X, TR b2IBEE LT, &
B RAICIEA XTS5V —)Le LT 1 [ 20mg. 7EF ¥
U KR E LT L [E 750mg (i) RUA =& —
L& LT 1[E250mg @ 3 AlZ[FEKIC 1 H 2 [EL7 HREREO
B59 5,



(BE)

FATFY
—V#E 20mg
377

FATFY
—JL$E 10mg
(7377

. 1 .
ot - 29 wog | AE

HIEE. WaihE
%, +EBR
%. Zollinger-
Ellison fEf###

@) O 20mg 1H1[E

W R ¢ (E
FrEE)

20mg

10~20mg 1B1HE

FULAMER

JE 10mg 1H1I[E

TEHICBIFBA
YaANyy—-
oY) ORRED
B

HEE. +=E%
B, B MALT
V) 2SI,
M/ MREDEE B
HE®BICNT 5
NIRSEIIBER
B.AJanNsy
- o) Rk

20mg 1H2ME

g |

»*

O 2hEEH D — %hEe%a L

7. FERUHEICEET 3E5

(ERERER)

7.1 1 H 10mg 0#EFFEETHRIPROONEGEEIT 1 H
20mg TEIRE 1T T &o RRBOMIPEEICBLTY
HEOBARE., EROBEELEE L CHELZBERT S
o 7272L. 1 H 20mg OHMEFRFEE CHHENRO 5Nz
By HEVFTHEREERD, i, BREESOER
DRO SN HEE, WO THRBRESE LTV, 204
RIZESOTHOBEY ZIGEEICTI D BERA S L2 BMT
5T &,

GEU' S AMEBRIBIERE)

7.2 #5052 BBEERE LTHRZHREL. BRONEME
AT 6 N2 WIHEICIE, BERMNOFRNSEZ 6N
37 OO 2 IBENDOEEE2EERT 5 Lo

8. EERBEARNIES
(HRELLE)
8.1 MR, JFmtae.

BEHESFIIEET S L,

*%8.2 RAORAKRGICEIDEY T XTI AMBENHSHND

ERHBHDOT, KEIZRAKRSG T 2B, EEICmF~
TRV LABEEZRET S &, [11.1.11 ]

GERMEERER)

8.3 MM AEERDMEREIEIC OV TIE, B3 - BRZR0E
TREIHLKRETHIEE L, ARMERREDMBED 2
WEEIIHETA2ZEDTVWEOIEET LI L, £z, #
FRERIIERNICNHSERE 2 EM T 574 B2 +0
IATH ZENEFE LWV, 2B, ROFHEIITDEET S
Eo

8.3.1 BXOBEE. EROREFZERE L CERREOHE

ZRINT 5 &,
8.3.2 BB RIFICRIN TV B SR S N75E I3 ARE
XIFpEeERT D Lo
8.3.3 g,ﬂ;ﬁﬂ’\]llﬂ?ﬁﬁﬁﬁ\ B, MBGEFOMEZITH> LN
F LW,

GEU'S A B RIERERAE)

8.4 HEIZIEL CIIMZICK VT, BOHHUERSE OB
FERPEOBRLESNS L (1HEMHA0 2HME) %
RO LG5 &, 5B, AEORGPERE, REE
EOBWEE R MM OHELEHRRIC L 2ERZREMT 5
ERHBHDT, NHEBREZFEICLD INSDERETHENT
ERTERT AT L,

9. HEDERZHI ZEEICAHT IR

9.1 GHHE - BIMEEEDH 5 EE

9.1.1 M BRUEDEHEENSH 5 BE

9.3 FFikaElE=ERE
FRHEETH Y. IFRENE 22BTWNH 5.

9.5 1w
R ASER L T WA AT OH 2 KT, nE EOR
A EREEE ER 2 CH S NS HEICOARET ST
Lo BYER (VYO 138mg/kg) TRIEEE (FLT
MR D) W#RES N TS,

9.6 #3IE

R EOARERUBIARBOERELZE L., FAOH
Xk zmaddsc e, HYMER (Jv MO
Smg/kg) T\ BAHBABITILHIEAMESN TN,

9.7 INR

NREZNRE U BERHBIIER L Tz,

9.8 SinE

BFRE»BE52HAT 5. —BICHTHEE. ZDfidE
FHHSRESE R L TV A Z EAZ 0,

10. HHE{ER

F & U THRHEESE CYP2C19 RU—E CYP3A4 THH#

ENbo

F7o. BROWMEERICED . fRAZEROMINZ EFX
BETSESZENH 2. [16.4 B

10.1 HAZER (#A

LBW\LWT &)

2%

BRARAER - FEETT R

W - fERRE T

VL EEY VIERE

VLY VIEEEED

AA O B BRI

HEEZEERL (INR)
B O I8 158 [ BE D 22
BICHAERLENS
595 L,

EET AN FERZEBTA2BZN AICEDYLEEY »
(2.2 2] T 15 % 4 0 TR N A
L. YLEEY oIl
FBEAETRY 5T &
B 5.
10.2 HEEE HAICEETS L)

A% BRI - BESE | B - RRET
U7 L NS OEAID R % | AR E RO F -
Jr=hAy WS 5 BB, |2 0— L PASO REH
LAY fR#EESE CYP2CIO T
[16.7.1 B¥] R#E Nz, K
AT 7 TR 2 i L | & DICHEER O
[16.7.1 B8] HIICE 2 B2 s | S L2 FRMORE,

éofnbmye>ﬁﬁ§§@éﬁé%%“

&y 7a) L AR

yru) LAOER %
BT H5ZENH 5.

AR R LFF— b

ERAEOA N LFY
—LERETL5H
& — R ISRl O
Sxkdaler®
BIBHT L,

HENER ORF 3R
THbH. hoDHHA
DMHPREN LRI S
lENBB,

e
e

Zh o OEA O %
HWRT A2 ENDH B,

ARFN O B WA
Hickbyaxs oo
T i@ s il &
VXY U OIMPEE
MWERTHEND
%

A FarJy—
Furr*F+—+tH

IS DA OIER %
BT B ENH S,

A D B BRI
FIc& b Zh s 0EH|
DIEBEPET L. Z

ZENDH B

=

L N5 OO Mmef
2o

RUaFT—L  |KAOFFEEET 5|4 Al © Cmax & O

AUC w#EML7zED
WENH B, AU T
V= VIEARA O R EEE
% (CYP2CI9 K O
CYP3A4) #MHET S
ZENEZOND,

Ju¥R7VIE
i3

JUu¥ R VIVEEEE
DIERzRET AL
Wb,

AKHIH CYP2C19 #[H
EF L EICED, T
oY R UILEBRED
TEHEREY O MR E
METRT %,

A IATEFEFY Y
7 ( St.  John's
Wort, > b -3
VX -T=8) &
HEMm

KAIOIER 2 #5592
ZEND B

tAI3VFEFUVY
AR o N R
( CYP2CI9 X U
CYP3A4) Z#E L.
AREN DG R S h
MHREPETT S
ENEZOND,

1. 8ER

ROBWERDHSDONLZENHZHDT, B2 T7I4T
W, BEPROSNIHEICEHREEHIET 5% S %

WBEZITH T Eo



*

kg

kk

1.1 EXIGEWER

M1 Yavd, ZFI745FY— (WIFNBHEERH)
vavr, 774 7%y — (NEhFE, SETRE
&) PHobNAIENDH 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)
TAk. BETE. KRYHE. IR, AL BB K
BUHEEFHLDNLIENDH S,

MNAN BT RYD LM EEARH)

KHEIOERKRSICLD, QT EE., &H®, LUhE%
PESEST TRV T LMEN DS DONDEZENDH B T
TR~ 77 LMEEISEE R U 72K 7 )L > 7 A IMEE.
BA) Y AMEEDBRERE 2 EOGEVH S, T
NoDOEMERENDVPEDONSIERNH 5 bNIIGEIC
. M~ 73y LBEORIEZTV, BESRD
SNTBEIEX. 72 YT LORMTEDEY 2 B %
1752 &, [8.2 ]

11.2 ZOfthDEIEA

(BiBE. TEBEE. USINEE. WRERER. FUSA

HEEEYRE. Zollinger-Ellison fEIREE)

0.1~5%#K 0. 1% SHEEANA

FE E iR ZICALIE. SeARiR

BUE. % D Rk

TR - BR{E, (E

Mg, SIS | T4, BRI A
b Bl 2 %

M. oWz B %
( collagenous
colitis
lymphocytic
colitis) . M ERHE
Wk, HrYy
YE. 15

g4 AST. ALT. Al-
P. y-GTP

LDH ® L&

M B M ERE A I

NREUEA | B

FEHER SR R%. LU |0, R,

R, NHER (RE)
BEEREE. 50

Z Ot FEEL BiE. B,

HiiE

¢l
¥

SRR, BRHEEH.
BiE, ARERE.
AR, FTF.
THET B F
. ZHE(LALE.

KO BUN, 7 L
TFZ. REE.
MU TUETA
Ky MEHY Y
LIV ATO
—LDER
NV IANTI— - EOU DORREDHED
5%LLE 1 ~ 5% 1% E)
B BORE 5z
k3 ™ W - EROFE|OR% R, &% 0B+ 2
(33.4%) . BRE[ER B, | BHL
2HE (10.5%) (B, ([Ei
JF i AST L& i AN
ALT k5. Al-P
ER.EULE Y
&, LDH k&

5%k 1 ~ 5% 1%

iiikisd TFERBREUE 2 | I
IMRBED . B
. B ERE
%, HIERSE
BE

iR EEU Ny 0N

B FE N, HEIREE

Z DAt PRAERGE PREE R FRER
R BT
u—ER. QT
B h Y Y YEE.
BHiE, BR

EHOHEIIBBEY I+ _HEBEEEICBTA2F A TS
V=l TEF TV VKPR Y 2a<A D
3FIBEDOBIEICED L,

) HERHEE &,

12. BEFRRERBRICKRIFTHE

(NUONTI— - EOYDREOFED)
FRALSIT=VEOTa MRy T Y =T EF
VYUK, 7T AUV A YU EOFEYE R O A
o=V —LORAFRREEGK TERZ TIE. BCRHKT
SRBEOHESBIEEIC G BRSNS D B 720, BC-R%E
SR EEIC L ABREHEEITOHAICIE. IN60FEAD
BEHKRTH 4ELEORETERT S ENEF LU,

14. BRALOFER

14.1 ZEFIZHEOER

14.1.1 RENIGBEHETH D IRAICH 2> TIXL BAZZD.,
WD ETIC, AT LIOBEICIHET 2 L,

14.1.2 PTP AR OFEAIZ PTP ¥ — F 2 S5WMO H U TRAT
HEHEHEHTSHI L, PTP Y — FOEMKICED ., W
AR BERBEARIA L, EITIZEEfLZ B 2 L CHER
MREFEOEERAEZHRET LI EFH .

15. ZDMDER

15.1 ERFRERAICE D < 1Bk

(FhEEHE)

15.1.1 FAIORMHBESHICREOE R — 728807z L O
EDH B

15.1.2 KA D& S, BIEIC X DERZEBRT S EPHHD
T, BHETHEVWI EABRLTRET S L,

15.1.3 BB 2EROBRMFE T, Tu bRy 1o
Ey —IC K BIRRICE W CEHBRRE IS 0E S IRBEET BT
FHEEHBF. BHEEFOV Z7#IIPHRESNh TN 5,
BFio, BRAERCESM (1 £ E) omEEzZ I8
EHT. BIOY AT HBHEMLT.

15.1.4 AT BT 2 FICARESE 2 0R & U7 EROBIEN
T TU bR TS ey =BG LI BEICS
WCIZHRARMNI VT LT 1 74 VIS EDBEBERD
2B IRE SN TV S,

GEU'S hEBRIETAE)

15.1.5 BEANBYROE) A7 Th 5 EEZ6N5hEkEE.
HIANL=TE2ANTZEEOVTICHEL LW
BE I IARA OB RPF S MU WATREEN H 5o

15.2 FFERAREABRICE D < 153k

15.2.1 T v M2 1.7mg/kg DL k% 2 EREO®RE L7z HER

BC.BICHLF ) A RORENHLNT-EOREDNH

o COHNFJ A FOREIZIZT v MCHERGEED

BOSNT VD,

Ty MIERTHBT YT T =) (50mg/kg/H).

TEFTTY VAKHY (500mg/kg/H) KOT T R

o~ (160mg/kg/H) %PtRAKE LT,

REMTOBREOERE & ICRBOFEEMH O

T

15.2.2

DROHOENT VD,
16. ZEYIENRE
16.1 MRE

16.1.1 A XTS5V —LEMBSEDT—
BEEELA (6 f) 124 2 75— )L 10mg KU 20mg
HZERERFICHEROKRSG Lz &, BE5% 2.3 KT
MR ICE L, JHARRHIZ TN 2.8 B
RO 1.6 BRCaH 572D,

EEERA 6 . 10mg 0 20mg BEREOHRS (FHELSE)

U o L Cmax AUCO’IOhr T
g5 (ng/mL) Tz (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




16.1.2

R (66l) 124 X 75V =)L 20mg % AR 1
H1E7HHE#EESL-EE.8 7 HEO Cnax XUMAH
BEEHSTER (AUC) XWwindE 1l HEORH 1.4
EZIZHEMmL 7Y,

F7o. BEEEREE GfF) RUO+ZEBEEERE (4
B A XTS5V —) 20mg = 1 H 1 HEHER%KIC 14 H
M5 L& Z2 3B 7HED AUC I35 1 HEICHNE
BEaEmARoonizs, 57 HBEE 14 E!E@F‘Eﬁ’(
1% Cmaxs AUC OWTNHEIMIIRD sz 5722,
AXTFSV=I. PEFI VU VKIIMROISURO
A VEBRSHEOT—9

A (11 fl) oA X T FY—) 20mg, 7EF
) VKR 750mg (Hfi) KT Z) 2avA Ty
400mg (/i) % 1 H 2 [81 7 HEREZO®RGHZ O
G X5 — VIBEIE, BE58 2.7 BREEIC Cnax
AR U 9 1.8 B D BBIACIHR LY, A X T T
— )LD Cmax KO AUC 13, BEHESRICH L TRER
BIZEKD ER LN, 54 HEBE 7 HETIXIZIEE
T, AHBETICIZERREBISE L,

R 11 fl, 3 APt RERS (F9{ELSD)

AUCo-
Cmax (ng/mL) Tmax (hr) (ng - h/mL) Tz (hr)
7941410 2.7t1.6 2936+1752 1.78+0.62
16.1.3 &E4ZHEEF4EER

(AAXFSY=ILEE 10mg 5T 7))

FAT TV —=NEEI0mME [ I 7 7] EFRXT TV UEE
10mg &, 70 A+ —N—1EIC XD ENZN | §E (F A
75 =)L LT 10mg) BERRAS I A B ERE D
5 L TR RE(LAREZHEIE L. G5 N2
88T X —% (AUC. Cmax) IZDWTHEHEIT 21T >
TAERL HENT A — 5 OXNFEOFHEEDED log
(0.90) ~log (1.11) o#FENTHD ., HD, BEHH
BCERBEHSEMUL TV S &#Uﬁéht:t#%\ﬁ
Bl DALY N RIEE PSR S Nz

HEIST A =% BERFTA—4
AUCO’IO Cmax Tmax T]/2
(ng-hr/mL)| (ng/mL) (hr) (hr)
FRXT5
—JL$iE 10mg|537.6£584.5/266.9+169.6| 1.8+1.0 1.2£0.7
[(r277]
AT TV Joe9 14623.9(279.0+182.6| 1.8+0.8 | 1.6%1.6
> #E 10mg
(*F51E+SD,n=29)
(ng/mL)
400 r (P45{E £SD, n=29)
i A7 T —VEEI0mE[ 37 7]
% 300 =0~ A AT5Y V4E10mg
+
P
7
7\
Y
|
L
B
i3
0 1 2 3 4 5 6 7 8 9 10
|

(FRXFSY—ILEE 20mg [F=T7])

FAT TV —=NVEE20mg [ I7 7] EFRXT TV ¢
20mg &, VU AF —N—3RIC KD ENFN 1 $E (F X
7F—)L& LT 20mg) RS FICH A AR O
#5 L TR RELAREZRIE L. G5 N/ EWE)
BN T X —% (AUC\ Cmax) L:Ob3fﬁ§+%*ﬁ‘ffff0
TAER. HEINT A= ORBEOFHEDZEHN log
(0.90) ~log (1.11) D#EEANTHH ., HD. BEHR
BOBREHSELUL TV &#Uﬁéﬂf:itﬁ“’o\lﬁ
B OEMFENREE SR S Y

HEINT A =% BENTA—4
AUCo-10 Chmax Tmax T2
(ng-hr/mL)| (ng/mL) (hr) (hr)
FRXT5
—JL§E 20mg |1523.4£1821.31624.8+421.6| 1.9+0.8 1.3£0.8
[(r277]
AT TV 405.0+1570.7|597.6+403.8| 2.3£1.0 | 1.2+0.7
> §E 20mg

(*F9{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 9 100

e[
MmAFFEEN NN AUC, Crax EONT A =513, #iEE
B OZFER, BROREEE - REZEORBIEGICE ST
R DAHREED D B

16.3 370
16.3.1 EEHEE

96~98% (BRA}% %)

16.4 X3

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 HEitt

NEANDT —& TIiE, MCIE#HA X T T — L E2RE LT
Eé\ }Q"—?ﬁﬂlﬂffﬁﬁ@%’\] 80%M IR #9 20% I HE
Snizy

16.6 !ﬁmo)“gféﬁ‘g“%%%
16.6.1 MMiEEN

BEBTEEEZNRICA XTI —L%E 1 HILMO
20mg #EO#5 U, MEEFRE 2 ME LRI B0»
T\ MBENTIC L HFRER ié:/u‘:’ &)E,*L’é“‘ BiTH
BOEENH CHENENBHBICHEIASN LD -

7“»11 12) 13)

16.7 EYABEER
16.7.1 IPEINL, DIWT7UY. TIZhAY

AEADF—4 Tk, I7EL, TLT77) > (R-
TLTFYI V), T A UH CYP2C19 12 & 0 AR
ENB=0 FRHEDHRAICE > TITENSLWRTT
IZ A VBT T IR FNEFN 27RO
1I5%ERL, 7IL7 7Y vOpimAEEX 12% EF L
72 EDWENDH B, [10.2 SHE]

16.7.2 ZDHOZEH|

ARSI =)VOMFFEEL, 7F) A~ P&
@'G‘IHEHL:J: D\ Cmax &Zf AUC Li?{‘\’g 2 %‘L:J:?-f"bfco
—FH. TEFVV) K EDHRIZ AT TV —

LD MEEREIRICHE L s 57217,

17. ERPRALIE
17.1 BERURSECET 2R
(BEE. T-EBEE. USHES.
Zollinger-Ellison E{REE)
17.1.1 ENERRHER
716 ffl 2 R ICEHE S i
&3:3@—(26618 19),20) 21)22)23)24)25

BERERER.

— R ERREBR DB IR D

F/o. ZEEHRHEGR (EYEF\ TIEREE) 2B

WTHBIOFREPRO SN TV,

REHS BRR BHER

BiE5 98.0% (388/396 fil) |92.5% (359/388 i)
+ZHRBEE 98.3% (238/242 i) |95.7% (223/233 i)

GRS 100% (34/3441) | 97.1% (33/34 #l)
W EE R 97.5% (39/40 ) | 100% (37/37 i)

Zollinger-Ellison
Py 100% (4/4 fi1) 100% (3/3 #1)

(BapRIZhEEED B2 R5H IWERIINREEEEIC

%)



—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 BARAKREER (ERERERN [HMFEE])
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 V/ViE, SEEMIVREAME. RHBEICHTS
PIREBIGEEES. ANUINTI— - EOUREBRICH
[F73AUINTI— - EOYU OREDHED)
FabhyRyTFA ey — TEF TV VKR
75) 2894 Yy RIEA =¥V — LD 3 FHFEREIC
DNTIE ERICB W TR R O B EHFRBSEE 2
&L HRBEEEML T,

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,
BEA pH [CRIFTHE
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

18.2.3

18.2.4

18.2.5



18.3.2 BEDWHIHIER

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 ANUINT I — - EOVURREDHBIER

18.4.1 %U INT9—-EOVURREMETIVICSIT BERER

18.3.3

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. BRI ICRAT 2EBEZHHR

— B« + X7 F V=)L (Omeprazole)

b4 : (RS ) -5-Methoxy-2- {[(4-methoxy-3,5-
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 20,
FRAT T =D NN-VAFIVELLT I RIEH
(1—-25) 13heHEERS 200,
FATTT—=VE I L > TR ICER®REE 5,
{bmEE HsC O—CHa

FF
DFE

[ 7

\—”/

H

N
s
HaCo. N% %

o
A=A 150C (Df#)

22. @&

(FAFSY—ILEE 10mg [5=T7])
100 $& [10 & (PTP) X10. E/EHIAD]

(AATFSY—ILEE 20mg [T=T7])
100 $& [10%E (PTP) x10. E/EHIAD]
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