**20264F7 AET (840 [ BAE%EmAEES [ 872329 |

*2025F8HHET (BE3MR) FORYRYT - A VEET—

S 1 gazRs 7 XTS5V —)VIGSiE
# % FS5Y—)LR10mg [TSU) S

$£10mg 5£20mg
°= }__ iy

ARXT S —)bEE20mg [TSU [s s zmnznons
Omeprazole Tablets 10mg/20mg [TSUIl [m#m | 2011468 | 200567H

223 (ROEBEFICFESULBEWVWTE)
2.1 BEIORF IR U TOBBIEDBERD H 5 BE
22 U)LY ViEREAREROEE [10.1 E]

3. 4ERE - MR
3.1 8%
— FRATTI—=)LEEIOmg | F X TF Y —)LEE20mg
B [TSUJ [TSU]J
188 188+
BHRS |ARAT T —=) FRXT T =)
10mg 20mg
D-v>v=bFr—=), KEF |D-vov=h—JL, KEFR
Ty a— Vg v, TSy 7)) a—)VER
FHRITL, RATTIV VB FNITL, ATTY VR
TR A e Tara— |/ Ry A e Ta Ao —
A Z, bRy Fobilt | X, e ruxyFubit
w La—2Z, Zur, BT | va—x, ¥L7., BLF
AN D)% ly VAN = Ry NED S E AV N vV kv VAN = By AP
7 YNEEaR) v —LD, |¥Z7 VIR <v—LD.
JIVBBNIIFIL, ZO(JIZVBN)IFIL. ZO
2555y 2555
3.2 HEIDMIK
= FRATZI—)EEI0mg | X TT Y —I)LEE20mg
A [TSUJ [TSU]J
17 TANLA=T 4 Y TG | T4 NVLT—T 4 VT8
7 (BBiASE) (B35 5E)
e HE&~MEA®E H&~MEE®E
w OO0 OO0
EfE 6. 7.
JoE s [EKES #6.2mm $7.1lmm
Ex #2.7mm #93.1lmm
B #88mg #9128.5mg

4. FHEE (TR

(FATFSY—)LEE10mg [TSU] )

O BEE. TTiEEES. UESHES. WRERER. IEUSA
MBERIEWTAE. Zollinger-EllisonsE{RE#
* 0 FRICBIFBAUINTI— - EOU DIREDHED
BSa88. TTEREE. SMALTU V/NE. eEdim e
fE. RHIBEICH T ZARBHEEES. NVINTI—-E
OURREER

(F*F5Y—)L§E20mg [TSU] )

o BEE. TTIEEES. WALSEE. WRMAENR. Zollinger-
EllisonfE{=E¥
* 0 FRICHBIFBAUINTI— - EOU DREDRE
SEE. TTiEEEE. SMALTU VNE. Bttt vwWRiEs
E. RPHSECHTZARSIGAEEE. A\UINII—-E

OVURRE

ﬁ

5. MEEN FRICBHET B:F=
(ANUIONTI— - OV DBREDORED)

51 #THBEMALTY Y REICHT A2AYaNT & — - o) g

EREOEEIIHETL L TV,

* 5.2 G M/IMEANEICR LTIk, 1 R4V %EBBL, A

YaNT & — - 0y RERBEDEL] & H S N2 RERIC D&

BREGEZITY 2 &,

53 RHIEEICHNT 2 NEBAIRBERBLIIMCIZ. ANV any
F— - ¥n Y REREICK S BEORENHNII NI 2 E2E
FEZ LT W72,

54~ anNsy— o) BRERICHWAERIZIE, AY aNT
Z— - EnVUrBETH S ERUOAREREICEDAY N
75— PO)BEERTHHIEXHERTHI L,

6. HiERUHE
(FATFSY—)LEE10mg [TSU] )

BiEE. USSR, T—iEBER. Zollinger-EllisonfElxE¥
WH. RAICIEA X STV =)L LTIHLE20mg 2 & OS5
T2, &b, BE. BEE. WEKBETISERE T, +248
[REE ClRoEME TOREET %,

EERERN
WH. BAICIEARA TS Y —)LE LTIALER0mg Z R OH%RS
5, B, BE. SEHEFTOHE LTS, SHICHEH - BR
20T MR EE R OMFEEICB LTI, 1H1E10~
20mg & EOHRET 5.

U B AVEBEREEE
HWHE. RAICEA AT I =& LTIHLEIOmg % FO%5
T 5, 2B, BE., AAME TCOREET S,

AYINTI— - EOY DREDFHE
WE. BRAICEA AT TV =)L & LTIE20mE. 7EFT Y
YR E L TLETS0mg (Affi) ROV FVRavA v
LC1E200mg (i) O3FI%FERIC1H2E, 7HMEEO®KRS
T3, B, 7o) 209 YU, BB TCHEEET
BT ENTES, 71272L. 1EI400mg (F1fi) 1H2[E% ERE T
%o
Ta YRy T ey — TEFTI) VKNIMKRO T S
Y207 A Y YO3FEREGILAEZANYIANTH — - 0 ORHE
BEPRENOBEE. ZUCRb2EES LT, BFE. A
IZIEA AT S =L ELTIE20mg. 7EFT Y VKR &
LC1E750mg () HOA hr=4V—)L& LT1E250mg
DO3F = FEFICIH2E, 7THREEO®RET 2.
(FATFS5Y—ILEE20mg [TSU] )

BiEE. USSR, T—i8BER. Zollinger-EllisonfE®e¥
WE. BKACIEA ATV =)L & LTIHIEROMg 2 EO#%E
T2, 2B, BE. BEE. WEKBETISERE T, +248
EE CII6EME TORE LT 5,

WERMERIER
WH. RAICIEA X STV =)L E LTIHLE0mg 2 & OS5
5, B, BE. SEMFTOHE LT 2, S5ICHEH - B R
ZHE ORI MR EEROMFEEICB LTI, 1H1E10~
20mgzREOH 59 %,

AUINTI— - EOY DFREDHEEY
WHE. BEAIEA ATV —)LE LT1E20mg. 7EFT
YKFIM E LCLRE750mg (i) ROZ S AavA &
L C1E200mg (i) ©3F=FEEICIH2[E, 7HERO’RS
T5, BB, 75U RATTA T UIE, BBEIZSCCHEHET
BT ENTED, 7272 L. 1[E400mg (F1ffi) 1H2[E% ERE T
%o
Tu bRy TL ey — FTEFTIY VKPR T T
VAT A Y YDO3FHEEICE DAY ANTH— - 0 Y ORE
WESRENOBEE. b siaEs LT, BHE, A
IWEA XTS5V =) e LT1E20mg. 7EF ) KM &
LCIE750mg (Hffi) ROA bu=4—)L& LT1E250mg
DO3FxEFICIH2E, 7THEEO®RET 2.



t (B8E)

XhEE - BR $210mg | #E20mg | 158 | F

BiEE. MeihEs. +=
&8, Zollinger-
EllisonfEf##E

20mg LH1M[E

BRI RE
W RER (ERRE)

20mg

10~20mg 1H1E

RV S AMEE BETAE 10mg | 1H1[E

TERIZBFAZANYaNY
& — - ¥'a Y OBRE O
BiEE. T-EBEE. B
MALT Y > /SHE, Szt
IIMRIAME . BRI
I AHNHEEEERE . N
VanNyy— . o) g
BR

20mg | 1H2[H]

O : %L L. — ZhEER L

7. BiENUHAZICHET %R
(ERERER)

7.1 1H1OmgO#MEFREETHHEN RO 5 N72HE1E1 H20mg TH
BEZITD 2 & IRlEZROMRREICB WL TOBROBERE,
TEROIEEEZEZER L CHEZERT 52 &, 272U, 1H20mg
DIEFRFBELETHEIRO 5NTHE. 5 VIETHERRER
AL, BRNEEEOERIRD 5 NzFE13, o THR
FREZ 2TV, TORBBICEDN OB 2B I D
B2AHZEAREBRTHI L,

GEU' B M B RIEEE)

7.2 B 5Rm2E%E HRE UTHIREHRE L. EBRONEER A
R 5N WIFEICIE. BERMANORERNEZ 5N 5 ot
DHEDEIRBRANOEE 2 ERT 5 &

8. EEREANIE
GhaesE)

8.1 IMiEf5. FFHEAE. BHAESICHET AT &,

** 8.2 AKIOEHREIC L VET Z R T AMENH SIS &N
HBHOT, KEEERHRST T, ERHMIChv 72
LBEEZEETAZE, [11.1.11 E]

GERMERIENR)

8.3 UHAEADOMIEEICOVLTIL. B - BREERETE
FIHLBET S EE L, ARMERBEEORED L VWEEIC
BETAEDRVWEIBETH &, /2. WHEERILE
BRI NRERE S ERT 52 CBEA D ITFI N EE
LW, B, ROFHEICHHEET S &,

8.3.1 BROBEE. EROEES2ZE L CEEEoREs R
Renrz e,

8.3.2 ERREN BIFIR- N TV 2 L HF S M-S &R
HEEZEZETHI L,

8.3.3 EHAMICHFHERE. BHEAE. MIRIESOMEERITD T
L\,

GEU' S A B BB TE)

8.4 HEICKE L TIZMZIC L VIR, BIERERE OBSE IR
PRORLRESNS & (1EMB-V2BL L) 2RO EH
5452k, 5B, AHOBREHNERE. BEESOEEES R
DO LERBIC L 2R E BT 522 LA H2DT. W
ERESICLDINODEBTEVWI E2HERETAHI L,

. BENEREEIZIEHEICHTZEE

9.1 BRI - BIEEZEDHHEH

9.1.1 ZMBHBEDEHIEN & B EE

9.3 FrirEEEEE
FREHTH Y, MABENS 22BENNH 5,

9.5 Eim
TR SUTIER LT WA ARSI O B 2 KIS, BB E OB
PfEltE & FE2 SRS N BEICORBET AL, B
£ (V¥ XREO138me/kg) THRESEME GEEMINEROHE
i) PHESNTVS,

9.6 1271w

EEF

BELOBRERUBARBEOEREEZEE L. BALOMKREX
I EEETT 5 &, BMER (7 v MEOSmg/kg) T
HHPABITT A ENRESN T B,

9.7 INE

NREZ DR E U7 BRRABRIEER L TWa,

9.8 S E

BRAE»6BE5%2MGRT 52 & —MRICHHEEE. ZOMAETER

BEPSERLTWAZ

10. HE{EHA

ENZ 0,

FE& L TFRBFERCYP2CIORU—ECYP3A4TRE SN,
7o, BROWBIFIERICLY . fRAER ORIz EFIIME

TEEBZENPDH 5,

[16.4 2]

10.1 HEZR HALBEWLWI L)

R E

BEARIER - B ITE

W - falRE T

VLR IERRE
(a5 1h)
[2.2 ]

JLeey) VIEBRE
ERZRETHBLN
BHo,

AN O B e i E
Hickvbyreey v
HEEIE O I AE R
L. V)LD oIl
FEESERTSZ &
WH 5.

102 HAERE (HRAICERISI L)

e BREREEME - BB A | BT - mRET
D JAUN NS OB OIEHZ | AFNIEICHEOF b
EEAY Y, BT 52 EAH B, |7 0— LPASOREY
SaAyI—) R#BEECYP2CI9T
[16.7.1 ZHE] REEN D70, KAl
TLT U FoRMIER 2L, | <A CIRMmER oM
[16.7.1 8] HIMICESBENTH ;n@%%@{taﬁ\ o
3. 7o toy ey BEBESESBTN
BIEREE R (INR) | PP 2o
B0 MEREREDE
BICHAEELENS
w5952 &,
Zoay L2k |Z 780 LA AOERZ [HEEEROKFIZARA
T DT ENH D, | THH. TNHDEH|
ARNRLFH— L |BABO XL R LF | OMTRES LRSS
J— b ERET BIA|CEVDD.
I3, —BREICRH DR
5xIEd 5L 5E
A&,
e 2N 6 OEROIER % | AAID BB W
XFLTTELY |ERTHIENDB. [HICEDVTEI LD
IS ERASNE] S AL,
TTF L OMbEE
BERT B END
%
LrSaFy— | TNheOEROER% | AAID BB WINEHE

FuryrFF—+Hl
Al

BT ENDH 5,

RIC& D Th s DA
DIEFEPETRL, Z
NS OFEAF| O M HEE

rIaF=7 s -y
TraF-T gﬂ_ﬂﬁié;&yﬁ%
A aFJ—) AEIOERA%ZIE®T % | K &l © Cmax & O
ZEDHB, AUCHH#EML7zED

HEPDHB, RS
V= VAR OREEE

# (CYP2CI9 R U

CYP3A4) %#fHET %

ZEDPEZOHN S,
sa ¥ R ULKREE| 70 R 7 VIVERRE | AFI ACYP2C19% IH

DIERZHEET 52 &
BdHB,

EFBHIEICED, ¥
oY R UILERERIED
TEHERE O I PR
METRT %,

AT FUYY

(St. John's Wort,
YheYa—rvxX-
J—b) EEEMR

KAIDIER BT 5
ZEDDH B,

tAITFRFI VY
NN B
( CYP2C19 K U
CYP3A4) ZFHEL.
FAElORBPRES N
MAREMERY 5
EPEZOND,




11. BIfEA
ROBUERNH 5bNZENHBEDT, BIEEFTITITV,
BENPROSNIGHICEHRE 2 HIET 574 E@EY) L L& 21T
HT &,

1.1 EXBGEIER

M1 Yavd, 7FI7453FY— (WThBEHERH)
Yav s, TF74 7%y — (NEWEE, SEEESE) »
HODONBEZENH S,

11.1.2 A MERRIAME. SEFRRIERAE. /BMMEAEMm, /)RR

(W h G HEARRA)

11.1.3 BIERFR. FHEEEERRE. EE. T2 (WINBHER
B9)

M4 hSHERRIZFEBMHBE (Toxic Epidermal
Necrolysis : TEN) . RZFE#SARERAEIREF (Stevens-Johnson
FEIREE) (LI NHFHEARH)

11.1.5/NEBE BEEARE)

11.1.6 HEMER. SHBEE (WINLHEEAH)
BEaEmAE (BUN. 7L 7F=0%) [LEERT ST &

1117 &F NUDLIGE BEEARH)

11.1.8 FAEMANR (BHEAHA)

WEME. MEIREEE, RE EORY (1EF) SrRvoni:
ZEIE HRPITHERXAR, MECTEOMEE LT 2 L.
MEEMEPEONIZHEICEBREEZHIEL., BIERERLE
CHIOBREEDHEY) L MERITO &,

11.1.0 1EIUEFREARAE (SHEAHA)

AR, B CKLERA, MPKRURHPIF7ae y EFRED
HOONBZENH S,

11.1.10 8ELIKRE (BEFEEAREA)

YAZ, BETH. KELH. IR, A%, BB WBESEDY
HODONBEZENH %,

TNMANBEIITRYDLME (BAEARH)

ARNOERHBEICED, QTER., B, LUhELZAESIEYT
IV LMENHODONDE I EDNDH B, iz BT XTI A
MAEICEER U7 ARV AIEE, (KA 7 A MEE O ERE
BELZMEIEEDPHDH. INOOBRERENPEDLONSERD
HoONIZHEICE, MFT TR T LBEOHIE 2TV, &2
EHOROONIHEE. v 7YY LAORTEOHEY) 5 NE %
152 &, [8.2 5]

11.2 Z0fttDEIERA
(BBE. TTEBES. WEHESR. TRlRER. U5

AMBEBIEERAE. Zollinger-EllisonsEIREE)

5%LL I 1 ~ 5% 1935 %)
o - im0 B
WL | (33.4%) « HRE | oo er o e e | E S 1B, 488 %
- ) R 1 3 R
HE (10.5%) !
()
FFHAEE R . ALT E5.
i AST F& Al-PEH. YL~
tH. LDHER
IFERBREIE 2 . /MR
ik BoRA . Eln. Bk
B, QMR ERE
s i BEE. LONE,. O F
e V. BERREE
FRE S, RE L5
WwalLA5yu—)Ek
ZOH RS . QTEE. R, 5
BE. BV UV, B
%, BE

0.1~5%kiE | 0.1%kiH 8 FEE R B
N ZIALBE. FEAEECE.
BHEE | FE EdiiRES g
. EMBRARE K
. - . (collagenous colitis.
EMl = %?ﬁﬁik\@‘ ® E%ﬁ{;ﬁf&%\]ﬁz lymphocytic colitis) «
o R ER e i, o VY
fE. I8
AST. ALT. Al-P, -
i GTP . LDH® &
. FEREORA . /MRS
1% W, &
- HEV, B, EER, R
" TEE R%. LONE (R (F) . BEEE., 5
TR hae
DIRAE
- SR, DRERE. BIE.
AREE. HRB. 3
. BOETR. BR. 7
BE. AR, (B, fBIAE. RO
TOfh | R R BUN. 7L 7F=>. %
B, N ZUEIA R,
MEHY 7L, BIL R
FO—)LOL&E
(NUIONTI— - EOYU DRREDFEED)
5% 1 ~ 5%K3 1% 1)
BEEE 5

RHOMHEELEEE I+ ZEBBREBICBII24 ATV -,
TEFXFIV) UAKHMERO Y S 20~ A Yy DO3FNIBEDRIEIC
B,

) SHEAHE &,

12. RARRBEBRICKREFTHE
N ONTI— - EOYU DORREOHED)
FRATIIT=NVEOTO MRy A EY =T EF Y
UYVKHMWI. 75D AuvA Y UEOHENMERTX fu=¥
V= LORAFPEEKRTERTIE. BCIREBNSRKBEOHE
DIBREMEIC 2 BEREE S B B 720, BC-REMTHEBIC L 5%
EHEERTIERIIE. TN 5 OFEFOHRSK T HRAELEDR
HTERT A ENEE L,

14. BRAEDFEE

14.1 EBEIZZGEDFER

1411 RANIBBESECH O BRAICH Tz o T BATZD . B
T2DETIC, AL BT EIHOBEFIHEET S &,

14.1.2 PTPAX OHEHFZPTPY — b2 6BV L TIRAT 2 &5
fFET 2L, PTPY— FOEAICED . BEOLSAERA EERS
EAFIA L, BICIZBEA 2B L THIBIRASEOEE & A0HE
EHETHIEND 5B,

15. ZDDFEE

15.1 BRAR{ERICE D K 1B
(GhaEIE)

15.1.1 KAIOEHHRESFICREOB R — 2R/ L OMEN
H5o

15.1.2 KEIOHED, BEIC X BDEREZRKT 2 EPHBD T,
BEMETEWCEZER L TRET S &,

15.1.3 BB 2EROBERFE T, by RS 1 oee
H—IZ X DEBITB W CEHEREICHES IREFET. FEE
. BEETO) AZ7EMPRES N TS, B, GHEX
R (1£DLE) OREBEZILEET. B0 A7 75
iz,

15.1.4 5B 2 FICARBEEEZNRE LIEROBEME T,
Ta YR TA ey —E BB LIZEBEICBW T OA R
VDT T a4 74 KD BIBEEO ) R T EINPHE S
ncTns,

GEU' S A BRIEYTE)

15.1.5 REAEEHROBY A7 ThdHEEZONIFERE. H
ANV =T7Z2EHTHEEOVTNICHHEHE LR VWEEICIEAR
BlOWBESI RIS E S NI WAl H 5,

15.2 JEERARAEBRICE D 1B

15.2.1 5 v bMZl.7mg/kgbl L% 2FEREO#KRES Lz EMHEHREBR T,
BIZHLF ) A ROREDSHAONTEOHENH B, ZDHIL
F )4 ROREICITT v MMCEBEEDSZD 5N TV 5,

15.22 5 v McFEETH BT >V IV —) (50mg/kg/H)
TEFVY KM (500mg/kg/H) ROV TV ATTA Y
> (160mg/kg/H) %HtAKE L2 T. BEMTOBED
gL L IRREORBIHIOEEPRDOEN TV S,




16. MBS
16.1 Mo
16.1.1 # X 75V — L BEESEOF—5
IR (6B1) 1o A 75/ — L 10mgK 0'20mg % 228 2 AT
BELRE S, REAGMSE CREMEHRE R L, MERIEEZ
NZEN2 8K UL.6EETH -7z &

PRI AGH], 10mgk 020mg ERELIRS (F49/8 +SE)

Tmax AUCq.10nr

#%5%& | Cmax (ng/mL) (hr) (ng - h/mL) Ty (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

B (661) 124 X 7S5V —)L20mgZanicl H1IE7HE#RES L
7zl &, B7THBEOCmax kUM EEME NEE (AUC) dwihnd
E1IHEORNLAMZICEMLEZY
F7-. BEBREE Of) A X 75V —N20mgz | A1 EEHAE%IC14H
BifE L& &, E7THEHOAUCIKEIHBICHNERZEMPRD 5N
727, B7HBE EEI4HEOMTldCmax. AUCO W NS EENILER
Shizh-7-2

16.1.2 A XSV =)b. ZEFY YU VKIIWPRVISURORA Y VR
5B07F—9
R (1161) 124 X 75 —120mg. 7EF ) »KF750mg
(Afli) U759 2a<A > >400mg (Fff) #1H20E7HERER
OFE5#HOMERA X 75— )VIBEIL, #5425 /M%1CCmax %R
L. K2BROBFHICINE L3 o A X TF Y —LDCmaxkTAUC
&, BEHGEICH L CRERSICED FRE LS, B548EHE7HE
TIHIZITERET. 4HEE TICITERIRBIE L 72,

A LG, 3FI0THRERS (F9E £SD)

Cmax AUC(.0
(ng/mL) Tmax (hr) (pg - hr/mL) Tz (hr)
794 £410 27x1.6 2.94+1.75 1.78 £0.62

16.1.3 EYFHIEIF AR
(FXTFS5Y—)LEE10mg [TSU] )
F AT T —VEEIOmg [TSU] & AT 5V U 8E10mga. 7 uAF —
N=BICE D ENZNIEE (K AT T —N10mg) ZEEMKASTFIHE
BREOEORS U CMERFRE(LEREZHE L, 55 h7-E)a)k
8T A =% (AUC. Cmax) 122\ T 90%EHHEXBIE I THETRIT %
To724E%, log (0.8) ~log (1.25) OHENTH . MAIOENFH
FEZErHERSNY
240
—— A ATS5J—)LiE10mgITSUJ
O A ATSY U EE10mg

180 r

120

60 r

IMEF A AT S5 —)JLRE (ng/mL)

0 O ‘ ‘ o
0 6 12 18 24
B A (hr)
AUCq.24 Cmax Tmax ti
(ng - hr/mL) (ng/mL) (hr) (hr)
F AT —)VEE 277.4 212.5 2.2 0.7
10mg [TSUJ +209.5 +119.2 +0.88 e
F AT T §E 252.7 217.1 2.1 £0.6
10mg +149.5 +122.4 +0.88 K

(Mean £S.D.. n=36)

(AAFSY—ILEE20mg [TSU] )

F AT T —VgE20mg [TSUJ &4 275 U $820mg# ., 7 1 A4 —
N=EFEILE D ENZNIEE (F A5V —L20mg) ZEFRMABTFICHE
BREEREOES U TMERRE(MEBEZHE L. 5o n- sk
)85 X —% (AUC. Cmax) IZ2W\WT 90%(EHEX %I CHREHENT 2
fTo 7485, log (0.8) ~log (1.25) O#HENTH V. WHIOAEMZK
FESHEAsHRS NS |

—— AT S — L EE20mg TSU
O A AT S EE20me

200 -

100 -

Mg eh A AT 5V — ViR E (ng/mL)

0 < - O
0 12 18 24
B Chr)
AUC.24 Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)
FRAT 5T — LA 709.8 475.1
20mg [TSUJ +447.6 +2680 |19F08| #07
TATT T EE 662.6 439.9
20mg £3796 | +2359 |l8E0T| #907

(Mean +S.D.. n=19)

MEEFEEY T AUC, Cmax 0755 X —4# 1%, #EE OEIR, £
ROREEE - B ORBERMFIC L > TR AT H 5,
16.3 93'1h
16.3.1 ZERESE

96~98%©)
16.4 {5

HWEADF—% Tld. BEBRACF X TS — L2 O%5 L e &,
MEEFOERBFMIA X TSV =L ZLA L KRPE RaF T F XRS5 —
LT IS ORBEINI VT NL BBRTIIFIERZIZ LA SRS B>
7208, F, B MFIZOY—LAIZEBin vittoREBOBEL S, b
REF AR RIKA AROERICIEZNZNFEIZCYP2CIO KR
CYP3A4H S L. & R F I EAORB 7 )T T2 RF ALK AED
MYETHDHERESNTWVSY , CYP2CICIZBEEZRMNSTEIE L. B
FHIZCYP2C190#EE % KIBT A ik (PM) IZHARAZELEY T
RAANETI3~20%. I—HYPARAET3I~4%ERESNTNB 10
PMIZBIF B4 AT 5= LOERhrRREIZ. o7 o bRy TIHE
A 12 CEgTH B, [10. 2E]
16.5 HEttt

NEADF—% Tk, UCE#HA XA SV —L2RE LzE &, HE5
SHEEDRISOU M RN, FI20% A HE RIS =T o
166 HENEREEIHESE
16.6.1 MREN
BEBHEELZNRICA XA TSV — L&A 1E20mgEOHRE L, [
FRBE 2 BE LREBRICB LT, MEBTICK2BEIZIFZEAERDS
gfbEWE&U%EWETMW$%%%K%§u$En&@ot
16.7 E¥EE{ER
16.7.1 I7EBINL, DIVT7UY, TIZRAY
SEADTFT—=FTld, I7E/8L, TLT77UY (R-ILTFUYV) |
T = M UHCYP2CIOIC K DREENZ 12D, AT TV —)LEDH
FICE>TITENRLIE) RUOUT b 21D 07 )75, Fh
ZN27T%RISBET L, TIL7 7Y 018 ofAEEZ12%EF L7
LORENH B, [10.2 BHE]
16.7.2 ZDfthDEH

FATSV = )LOMEFEEIL, 75201 Y EDOHFRICED.
Cmax & CAUCIEFI2IEIC ER Lize —. 7EF TV VKR ED
BHRIE. AR TSV - LOMFFFHEICHE L ah-7219

17. ERERAUA _

17.1 BHERUREMCET 3HR

(ETRER)

17.1.1 ERE AR (EREREN (ML )

M, 2 AR A ORI R4 7 0 R & L BN OBRREIC 5
VT A TS — L 10mg R U20mg &6 # BRI S =B WS

BEHFBOOENTWAH) . REHEFHERO1FIFIF (4.9%) (EIEM
MROLEN TV,
B 5.8 243A% JEEFR (Kaplan-Meieri)
% A 75— L 10mgEE 59.8%
F X 75— 20mght 87.3%

17.1.2 SEOMRREREER (SRMRER IFRA] )

WA BT, BT EE A% MRS E X 75 U — L 10mgk U20mgh
512k 560 AR5 120 AOMERENEHE S N7 BRRRICH L TH
FORBETFHE N, AEMBBOREEERORE, £, 1
B, REMAROERER ORI ROBRET €5 6 - LARES
nctwns2

GEUS A B EIEBTIE)

17.1.3 EIEE MAREH5R

DS AT E EE W R R E L EN OB RREICE LT, A A7
S UL 10mgx ABRIRES U & & OR5ARRBOR ST =M ERY,




O+ 7zl 1 eiERIZF 2 Nn32.3% (31/964)
) TH-o7222
BTN RIOFIF5F (5.2%) ICEWERARD SN T W5,
(BBEFTTEESEICBIFTEIAUINTI— - EOU DREOFED)
EWE MHABR R CEANTRGERRE (I XTS5V -, 7EFV
U VIKFIIR O 59 AT~ A 2y O3FNIERE) OREBEER TR, BE
BIEEA0LBIFR 1926 (47.9%) ICEERAZRD SN T W5,
it\TDB>ﬁ>74>EE7—\7%#&9U>*ﬂ%&ﬁ%ku
=&V —LO3FNEEIT DN T BAICB W CTHERRBZEORIERRIA
SHEE SRR & 70 B RREBR A SEHE L Tz,
17.1.4 ERSE IEEER

. 45.8% (44/96

ANYIANTE— - En ) BEOBRE I EREEOBE 2R E
L7-ENOBRRBEICB N T, AT TV —)L20mg, 7EFT I VK

M#750mgK V7 7 1) Za~A > »400mgx | H2[E7HEGEO#S L7z
ROBREEETROLEBYTHB

ne e e | BEEICH |+ TIEBEEIC s
HEA OB 58 Ef | GaBER | 5 sRER AHEORER
* A 75 —)L20mg
75.9% 81.8% 78.8%
7EFY T VAKRMT750mg (Hffi) | 2E/H
259 20vA ¥ 400mg (HI) (44/58f1) | (45/5561) | (89/113f1)

*17.1.5 EATHERZERREER

ANYANRT T — - I:DUF@—E@E(*‘%R It HEBEEOEE ERE
L7-ENOTREZERREBEICBVWT, 275V —L20mg. 7EFT

) VK 750mg R T 5 ) Au A 2 200mgXiEF A TS5 — )b
20mg. 7EF T AKHPT7S0mgR VT T Au v A T 400mgE
1H2[E7 HEREOHS L2 BORERIETEO LB TH 5 2

w5 | BEEICH |+ TEBEEIC

S nEe o B
ERAO 1 EREE E3 | GakER | suskms | OROREE

F AT —)L20mg

86.3% 75.7% 81.1%
TEFY V) KHWITS0mg (fff) | 2[E/H
259204 > > 200mg (1) (63/73f) | (53/70f1) | (116/143f)
F X T —)L20mg

77.1% 82.7% 80.0%
TEEY V) LKAMT50mg (Hifi) | 2E/H
25 243 2 400mg (1) (54/7081) | (62/75f1) | (116/145f)

(BMALTU V/VEE, Sl WREANE. REIBEICH T 5 RSN aE
®B., ANUINTI— - EOUYRBRBRICBIFIZIANUINTI— - EOV
DIRE DB
Ta bRy T oY —, TEFTVY VKRS 20w
AT YEA ME =S —LO3FFEIC DN T BRSSO TEERR
BEOBWERFEIREE SIS 2 2R B2 EHL Tk,

18. EMEIE
18.1 {EFHER
BB O MBI L ICHFE T 2 SRR SEEE WS E 2S4S
BTHI LK., BEHANICBWT—EDOBROMWMRIGH BE S, &
DRIEDEFBIETIE. BEffaN,»oH T 2H L. RbVICKT ZED
At a vy R T EREINABEREH T KT -ATPase BT W5, F
X5 —=)E, ZH7ua ]~ VRYTOEEEBET S LICES T,
BB & N9 5 25) » 20)
ANYIANTH— - Y REIGBEICBIT 24 XA TT - LOKENLERN
pHZ EREERZEICKD, Wﬁéﬂé?%:‘w/u VIKFM. 7 F Y
20vA Y yOREEEEED A EIChBHEEZSNS2D
18.2 £ NTODEA
18(12)1 ﬁﬂéﬁﬁm{uﬁufﬁm
BB RO+ IEEEEREICB LT, 20mgi5ic & D £ EES
W% ZF N2 N93% K U04%IH T 528
(2) ZHERFIRIFA
BEEEEICA A TSV —L20mg# | HIEFARICREORG Lz &
. 8152~ 6RRE & D BEROWMMEIIRSRO SN2
(3) T RSHR MU VR
BEFERAICBWT, 20mgiRSIck DT NI HA MY >~ (dug/kg. 5
)RR & T O BRI & 3% IMEI T 530
(4) 1A VFIE
BERARU+ZHEBEBEREICB VT, 20mgik5Ic&D A > 2
‘/35)0.2U/kg\ EE) RS2 E TO BRI E 70~ 88%HH] 9
%30,
(5) w7
BFEAICB VT, 20mgi 512 & D IERH 8K O B B 731 % 73% 1
#9532
(6) 24B5RG b
BiEE. +EBEERE RORRRAIC :BL\’(\ 20mgH &Iz &

4RI D72 D BRI EIIHIT 529+ 33) . 30
18.2.2 RFY /ﬁ,m}mﬁ{’ﬁﬁﬁ
R AICB N T, 20mgft51c & D RS DT> > 43l % 39%1
#9232

18.2.3 BHHHEEICRIFTRE

BiEE. +EBEEEEICBVL T, 20mgi51c & 0 §HEHEEICIX
EHERPRITE BN,

18.2.4 AZMRIVEV ICRIFTHE
BiEE. TTEBEBBICBVLT. 20~60mgSIc kD MiETA MY >~
BEOERDPHONDZENH BN, BEHKTHR, BEREANDEIED S
WIZEHEEE AR 5B 35) -~ 30)
BEBLRO+EBEEREICBWV T, 20mgl5ic & D Zotho NSl
RIEVNIZIEEAEFER TSRV

18.3 B TDIER

18.3.1 H* Kt -ATPasefB={ER

Ik

THFB) ROT v 20 OEREH Y K -ATPaselZx LBE/ERA %R

ER

18.3.2 BB WMNHI{ER
7 o3 HEE EAR & B W 7z dibutyryl cyclic AMPRIEES 53 W20 LTl
FIEFRZRT 2
HIF#EZR T > b BB v b KESRUIE T v MBI SRV H A
Y ‘/&Uﬁ)b/\:l—ﬂ/ﬁéljz%ﬁ( Heidenhain pouch'f XIBIFBHERY
IR, BEA XICBYARYYHA N VR LB B WITH
L. sOIIEIER 2R 38) -~ 39

18.3.3 EERERICX T B{EA
Ty MIBUIAKEWEA ML A, WPREER. 1 KXy 0 72K
Yo, FLR=varRULIY ) - LVEBBECICALY V—)L+2f8
BRIt Ly BOWHIEEER 289 %)~ 40 |, F7-, BBERO+Z
RSB LT b IRR EE R 2 RT 3®)

184 AUINTI— - EOVUREOFHEIER

18.4.1 ANUIONT I — - EOVURBREMETIVICHIT ZREZR
TIANY AN — - O UBRETLICBVWT, TEFT VU UK
B, E7 59 2a~A ¥y EOFIFFHBTIRBERIMELS (B
BE,BE46%) « TRXATITV—ILERNT A EICEDRERIIEFLL
ERL. TEFTVU KIMEF X TS — LD 2EIFATRS0%. 7
XTI K. 75U 20T U ROF A TS —I)LO3FIHEH
TIHI80%TH - 724D

19. B3H S ICB T 3 IE{EZHHR

—hRMIRHN . + X 75V —)L (Omeprazole)

{E24&: (R9-5-Methoxy-2-{[(4-methoxy-3,5-dimethylpyridin-2-

ylmethyl]sulfinyl}-1 A-benzimidazole

AFR: Ci7H9N3058

DFE: 345.42

H R ATV -LE AE~FEHEOEREON KR TH S,
NN-DXF RV LT I FIETRF <, Ly =) (99.5)
IZRRBFIT L KIZIBEA BT L0,
FRATTIT=VDONN-YAFLARILT I RIEHE (1-25) 13
RS2 IR S 750,
AT T =V, HICE o TR ICEREE LS,

{EEER

B M A150C (o)
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(FAFSY—)LEE10mg [TSU] )

PTP [#Z@AIAD] : 1008 (108Ex10)
NT R, BEAIAD] 5008
(FAFSYV—ILEE20mg [TSU] )

PTP [#Z/&FIA D] : 1008 (108Ex10)
NT AP, BZEAIAD] 1 5008
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