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ObVRYT A EET—
W BEEED

B4ERs 7 >< 7S5V — VGBSt
A XTS5 =)b10mgro=77
A XTS5 =)bi20mgro=77

Omeprazole Tablets 10mg-20mg “Chemiphar”
F) FE—EMEOMFZEICLIVFEHT S &

BFEERRN BES
872329
10mg 20mg
EGES | 22400AMX00749000 | 22400AMX00748000
ARFCRAIE 2005££10H

2. 22 (ROFBECIFRS LBV L)

2.1 AAIOBS I U CBEREOBHERED 5 B

22 7HYFEUERBE, VL) VIEBIEERSHOR
% [10.128]

3. #ARk - MK
3.1 #8m%
oy FRATFT—)LEE1I0mg | + X TF Y —)LEE20mg
(ri77] (ri77]
RS | (AR) AAFFV—L | (HRE) AA 75—
(188+) | 10mg 20mg
FUEKAY. N Eoa | UK. KBt S
SFETLU T LU ZIIL, TS
JYaA—=LVEBF MUY | I-)EEFN)TL &
L, eRaFy 7ol FaFyFairtib
tLa—R, ZFFYY | O—R, AFTY VBT
.38 Sy NN <A = BB/ Sy VNN </l w It
AXu—2R, Bt 3y |u—&, &k Fayi
WA | Vo, v aRENEET R |01 b BtFY . b
Ty ZIT AF 7)) | Taru—2A7 7 )LET
LRy v —LD. K| AT, ¥ /)=, ¥
UV IILAXR—Hr80. 77 |IL7T
VILEREE S U T AL B
ftF% >, v z7ud—)
6000, 7KEg{t+ bVU ™
N
3.2 SFIDMHR
s | 777V VERLOmg | AT T —L4E20mg
(ri77] (ri77]
ERVN HEOBIBET VL a—T 1 V75
® =)
| = O Q
lilfi = =
BE 6.2 mm 7.1 mm
Ex 3.1 mm 3.2 mm
HE 96 mg 137 mg
" . 239 ($A!) 331 (5EAl)
BHZ=F L pp10(PTR) ENP-20(PTP)

4. HEE IR
(AAXFSY—=ILEEI0ME [T=ZT7])
OBEE. TTEEEE. WEEE. WRtRER. JEUS
AEBREETAE. Zollinger-EllisonfElREE

OTFRIEBIFBIAUINTI— - EOU DREDHED
SEE. TTEIBEE. BMALTU /&, $FRMEMmIRiE
DEEERHR. RHBEICH T IARBIEEEZS. AUIN
79—« EOURBRSR
(FAFSV—)LE20mg [5=T7])
OBEBE. TEBER YaMESR. TRHERER,
Zollinger-EllisonfiE{RE%
OTFRIEBIFBIAUINTI— - EOU DREDHED
SEE. TTEIBEE. SBMALTU /&, 155 vRiE
DEEENR. RHBEICH T IARSBIEELZS. AUIN
79—« EOURBRSR
5. FEEX FRICBIET B:FR
(ANUINTI— - 2OV DRREDFED

5.1 E/THEMALTY Y SEICH T AN a5 — - oy
BRENABEOAZNME XL L TV,

5.2 BFEE M/ MR EERIDR IS L TIE. 1 RT4 0 F%
ZBL. ANV INTY— - 0V RERES B &
NBREFNC O HPREEREITD &

5.3 BHIBEICN T 2 WHRERIBEEZEIIMNTIE, AV any
Z— oY REBEICE S BEORENEINT 2E%
HIIHEL L T,

54~ ANy y— - ¥ YBRERCHNSEICIE. AYan
75— - UnEETHB I ERUVARBEHREICLDA
VanNyy— - Ya)ERERTHAH I EEERTHI Lo

6. RENUHAE
(FAFSY—=IEEI0mg [T 7))

BiE%. WEERER. TiEEER. Zollinger-EllisonfE(&Ra¥
EEL BRAICIEA R TSV —)LE LTIHLRER20mg 2/ 0%
59%, nh, B@BFE. BEE. WEHES TIISHERMZ T,
T HEBEE CROEME TORE LT B,

PiRERER
EEL BRAICIEA R TSV —)LE LTIHLRE20mg 2/ 0%
595, 28, BE. SBRETORE LTS, SHICHH-
R R0RTERERBEROMERBEEICBLTIE. 181
m10~20mgZREO#%E5T 5,

VB AIEBREEE
EEL BRAICIEA R TSV —)LE LTIHLE10mg 2/ 0%
595, 28, @%. MERETORE LT 5,

AUINT I — - EOYDFREDFHEE
BHE. BAICIEA AT IV =)L E LT1E20mg, 7EF ¥
U VKM & LT LE750mg (Fiffi) ROV 5D Aa<A
¥ &L T1E200mg (Fiffi) O3AI%EEEICIH2[E, 7H
BHEORET 5. &B. 7o) 2av1 Vi3, BREITSU
THEHEET A ENTE S, 12720, 1[E400mg (FI1ii)
1H2[E% BB ET 2,

Tu bR TA eI = TEFT VY VKRR T Y
FYVAUYA Y VOIFEEICLEZANY AN — - O



DRERBENABINOEHAIZ. ChIcRbaiREE LT, &
. BAICIEA ATV =)L e LTIE20mg. 7EF TV
Y kI E LCLEI750mg (Affi) ROA bo=Fy—)L
& L C1E250mgD 34 %= [ I 1 H2[E, 7THR&EO®R S
%

(FAFS5Y—L§E20mg =T 7))

BE5. WEEES. TiEBES. Zollinger-EllisonfEl&E$
EEL BRAICIET X 7TV —)LE LTI 1E20mg 2 O #%
532, b, @%. BEE. WAKEE CTISERE T,
+ZHEBBE CIIoERE ToRE LT 5,

ERERER
EEL BRAICIET X 7TV —)LE LTI H1E20mg 2 O #%
5952, 5B, B, SEMETOREET S, SHICHRE:
BRE2ROETEREREROMERBERICBLTIE, 18]
E10~20mg % EO#53 %,

AUINTI— - EOYDRREDHED
BHE. BAICIEA XTS5V =L E LTIE20mg. 7EF
) AKFIME L T1E750mg (Jiffi) KOV ZY Aa~vA
2> & LTLE200mg (F1fi) ©3#1% EEICIH2E, 7H
BEOREST 5. 2B, 752031 Yo, BREICEL
THEEBTAIENTE S, 2720, 1[E400mg (F11f)
1H2[E% ERET B,

TubhyRY T ey — TEFTV) VKRR O Y
FYRAUTA Y YDIFFBEGICEBANY AN I — - Oy
DRERBEIABINOHAIZ. ChIcRbaREE LT, &
. BAICIEA ATV =)L E LTIE20mg. 7EF TV
Y kI E LCLE750mg (Affi) ROA bo=Fy—)u
& L C1E250mgD 34 %= [ I 1 H2ME, 7THR&EO®R S
%
(8E&)

AT T
Vv — L §E
20mg

[r377]

* XTI
V=L §E
10mg

[r3177]

A L[] 3
il ERIES 5 A%

RS, WA HE
5.+ IR,
Zollinger-Ellison
REMGERE

LR/ NS
W REES (i
FHRE)
FUBLAMERE
WEAE
TERIZBITFBHEAY
anNr&— - ¥u
V) OBRE OB
BEE. +2HB
& 5. BMALT
U oRHE, RS
/Bt 2R B
R FHE R
9 NRSERIAE
®"E. NJany
H— o) By

B

O O 20mg |1H1[H

20mg

10~20mg LELE

10mg |1H1[E

20mg | 1H2M[E]

O:

7. BiENUHAEICEAET %R

GERERER)

7.1 1H1OmgDMEREE THFEPRO 5 N25E1X1H20mgT
BIERZITO & IBEROMFEERICBLTLHEFEOR
FREEROBEZLZZE L CHELZERT L &, 27201,
1H20mgDMFFEE CHAENRD SNFHE, H50IET
e nfEERD, L, BIEEFEOERIED 55

&

HEHD. — 2L L

HlE. WO THRBEBRES 2TV, TOBRICEIVL T
OHYIREEITTI O BEZ AL E2ERTHI L,

GEU' S AEBRIENTRE)

7.2 B 5B 2E% 2 ERE LTRHREZER L. EROWEMER
DRDENEVEEICE. BERMNOBERAEZL NS
7o OO ZIBEANDEELEET 5T &

8. EEREANER

GhEEHE)

8.1 mMikfs. AFHHE.

GERERIER)

8.2 WM BB ROMIFEEIC OV T, FH - BRE®E
TEEIINLBET S &L, ARERBEEOLED K
WEBEHICERET A EDREVWEHIEET L L, T/, #E
FERRIERNICARBERESZERT 242 CBRE 25
IATO T ENEFE L BB IROFIEICHTERT S &,

8.2.1 HEOMAR., MEROBES*EE L CHEHEEOHEY

EIRTHT L,
8.2.2 ERFREENS BIFICE-NT V5 EHR S N5 &1 RE
FHEEERET S &,
8.2.3 TEHIHICATHERE. EXHEE.
F L,

GEU' S AMEBRIERE)

83 KEICHEL TIEMBZICXDIC T, BlREmBREOR LR
ERPEORLEGNS 2 & (LHEMHV2HN L) %
ROLEEBET B &, BB, REOKRESBEE. REES
OEMEEE R OCMOELSRERICL2EREZRERT 52 &
BHHDOT, NEERBEZEICIDINSDERTRN &
EHERTAHT &,

. HEDERZEIBIEZFICHATIER

9.1 GIHE - BIEREEDH B EE

9.1.1 EYLBRBREDO B ERED H 5 BE

9.3 FFikpElREEE
JFREETH D, MHBREPELL2BEZNDIH 5,

9.5 #im
TR SASIENR L C W B ATREME O B 5 ZctkIcid, IBE EOF R
MG S EE 2 EHESNEEEICORBEETHI L,
BYEE (V9 FEO138mg/kg) THRIESHE GLTmINAE
ROHEM) PHRESNTWD,

9.6 F3Iw
R EOFRERUOBIAFRBEORREZER L. BALOMS
XIEHEE RS 2 2 & BER(T v MEOSmg/kg) Ty
BAFABITT A EPMES N TV S,

9.7 INR
NREZ R E LIBRRBIEER L T,

9.8 SHE
BRE» BG5BT 52 & —MRICHHKEE. ZOMa4rE
BEEPMET L TWA I EAZ L,

10. t8E{EA
FELUCHFR#BERECYP2CIOKRU—HCYP3A4TR# &N
%
Tz, BESWAIHIERIC KD SAREAIOMRINE EFXIE
BREEHZENB5, [1645H]

10.1 HARR BHRALBLTIL)

BRAEEEICERT S &,

MRGEOHEZITH ZENE

ES R HRARER - HEEHE | BF - ERET
7YY FELEREEE | 7Y VRS | KF O B 8 i
(LAT75wY) OIERZRFT 5B | HERICEOD TS
[2.2Z1] TNDH %, Y+ EILREEE D

BRESET L.
7LD
HFRESETT 2
ZENDH B,




A%

BEAER - 1B

P - fERE T

JILEE Y VIEEE
(ZYa25>1h)
[2.2%08]

VILER) VIERRIE
DIERZREEY 25
TN H %,

ARFN O E B U
FEAICKD UL
vy IEmRIED
MIXAET L. Y
LEEYY »ollh
BEFPKRTT S
ENDH B,

10.2 fAER (HAICERI BRI L)

A% BRI - IEEHE | WF - EERT
DA JAVA IS OEROMER | AFNTEICHFEO
Tz hAY RS BT ENDH | F b7 a—LP450
PAs CAVEDY %, RN H R
[16.7.1208] CYP2C19T X #t
TLT 7Y HEmER 2G| SN0 KA

[16.7.12H]

L. HICESBZ
nrdHs, Foru
> U R E R A e
I (INR) EZ o1
WEERE D Z B+
PEERLEP SRS
THIE,

EECARHERT
R#SN2E DO
R PRl 2 B 5T
SEDLZBENND
Do

& 7 a) L AKF

Foray) hADIER
BRI B DD
Bo

AN bMLFHF—h

BHEDOX N FLF
V- L 2ERE5T 5
Ak, —EERICARA
OFEEFIET BT
LEEBEERTLHIL,

HEEROKF I
AHTH B, Th
5 OFEAF O I H iR
ErERILIE
Db

vaxv v
AFNITXRT

s DR OIEA
PHE®RT S END
%,

ARFN D E B
FEAICKD YT
* Ok R
M s, o
¥ roImdEE
BERTHEN
H5o

A hFaF—

FuayrFr—riE
EHA
FI4F=T
ITiaFr=7

N DA DOIEM
ZHEEY S END
%o

KA D B By i
FITEAICE D N
5 O HAF D IE f#
PETL. Zhs
D | o I H R
PERT L LN
H%o

RVarvy—i

RAIDOIEH 2 5
HIENDH B

zk ﬁu @Cmax& U
AUCH # fn L 7z
EDOH/EN D B
RARUyarv—
& AR A O R R
# (CYP2CI9K U
CYP3A4) #[HET
HIENEZLN
%,

IIIVT 4 FENLRAY
UERLE

IIT 4 FENLDIE
AZETGETH LN
Hbo

HEERAOEF X
ANEHTH 5,
2T 4 FELD
MR E KT
BHIENDD

EH 2% BRARGER - IS | WF - EERT
7ab R7 VKR | 70 K7 VIVER | A& &l #CYP2C19
1 EOERZEET 5 | #HET 52 &1

ZEDDH B, v, ruov¥ry
L IVELERIE OV
R B o I R E

PETT 5.
A IATA NI Y | REOERZREHEY |t I3 V4 FFY
(St. John's Wort. | 52 &EWd %, V7 SAHE| O ARG
b YVa—-rx- i #(CYP2CI9K
J—1) EEEM U'CYP3A4) % 3
L. RAIORH D
R s i E
BETTHZEN

EZZo6N5%,

11. BIYEA

WORBWERANH 5DONBZ ERHBHDT, BIEETDITITV,

BEENPRD SNIGEICIIREZFRIET 574 Y] 2 0E %

THT &,

11.1 EXIGENER

M11Yavd. 7FIT45FY— (WTNHEEEARH)
vavr,. 7F7 4% — (NERE. [REEES)

WHOLONDZENDH S,
11.1.2 NMEREAME. SEFRMERAE. BIAEEM. f/IWRES (W
T HEARH)

11.1.3 BIERTR. FFHSEEIRE. 88, FT2 (W I h S SHEARH)

11.1.4 PEMHRIEFEFIAFAE (Toxic Epidermal Necrolysis :
TEN) . BZE¥5ARERAEIREE (Stevens-JohnsonfiElRE#) (1>
TN HEAH)

11.1.5 RAEE GEETEH)

11.1.6 EMER. SUBBE (WIhLEERH)
BHEERAEE BUN LT F=U%) KEBTAHI L,

11.1.7 &> NUD LI (BEEEREA)

11.1.8 FAE MR (SEEAH)
WK, IPIREEE, FEE. MEORE (REF) /7
SENH/BAEITIE, EP P ICHEXER. WERCTEOME %
LT 5 &, MEEMAPEDNIZGEICIIRE %
LU, BIBEREHRILVEVAORESEOBY) 2 0MEB 21T
Z&,

11.1.9 HEIARRYARAE (SHFERNER)
A, A CKER. mARUORHP I 7oLy
EREPHODNLZZENH S,

11.1.10 SBEIREE (SHEERER)
AR, BETEH. RERHH. UE. TL. BB W
BUHENHODNLZIENH D,

11.2 ZOthDEIER

(BiBE. TTHEIRES. MEmEs. WRERER. FUSA

HBERESRAE. Zollinger-EllisonfEIREE)

0.1~5%i | 0.1%K SHEEANEA
HEBUE Eiaz E R ZIEALBE. SLARE B
fE. £ O FERK
HILER TR - B MR, B | SR BEMEER KRB A
fER. D | HUE. B85, | (collagenous colitis.
OW % lymphocytic colitis).
MR R, Ty
fE. 8
JFF i AST. ALT. Al-P.
v-GTP. LDH® k&
MK SR8z RN AN
HEEA . &l
TR | B R%. LU | oF 0, RE. HEE,
HUR AR (E) . BEEH,
2 DIRKE




0.1~5%AK | 0.1%AK7 SR
Z Dfth FEH BiE. R R KEEE. g
& BEE (B AREE. N

. FITF. BHIET.
e/ SR N ik =N
BE. FHE. 2t
#LE. X UBUN, 7
L7 F = REB
MU T UET AR,
MmigHY 7L, #3
LAFO—LO &

(ANUIONTI— - EOUDORREDFEED)

S%LL L | 1~5%KE 1964 )
WBBE R}z
et T BROE | OWs. 8| ER. OB +2IEB
(33.4%). Bk | . BER. | %
HEE(10.5%) | B, B
g T . {F
il
JFFfi AST LR | FFHEEREE ALT B5A.
AI-PEF., CULE Y
&, LDHLER
Mg FEREREE 2. 1/
WHEE . &ll. H
MmEREHE 2, [k
SEEE
TR R HE. LONhE ®
F o, HEREE
Z DAt REERE | REABE. KRB L

. BaLv2A5u0—
LV ER. QTEE. %
SHRE. BiE. BE

KPOHEEIBBEEX I+ HBBEEICB IS AT TV -,
TEFTV) KL T Y 5) 2a<4 22 O3FEE DS
ICED <,

) HEAHEED,

12. [RRRERZRICRIFTRE

(NUONTI— - EOVDREDHEDD
FRXTTIT=NVEDTO VR T e By =T EFY
YUVIKIM. ) AuvA Y UEOREMERUR b
=5 = VORAFLEESEKRTER TIE. BC-REFF AR
DHEDPBEEIC R DTREEN H 5720, BC-REAEL R
ICEBREHEZITOHEAICIE. INEDOEA DGR TR
LEDIEDOR R TERT 2 ENLEE LU,

14. @R LOFER

14.1 ZHIRMEOER

1411 ARIEBESECTH D RAICH > T WAL, B
WD EFI, KA LT LS BFICHEET 5 L,

14.1.2 PTPREOEAIZPTPY — b2 5B H L TIRAT 5 &
SIEET B L. PTPY— POBRKICK D BOLHAL
PWEERFEARIA L, EICIELE B I L CHERIR S
DEELAMEZHHET 2N H 5,

15. ZDMDFE

15.1 ERARBERICE D < &3k

CHhREHE)

15.1.1 ARIORHBESHICREOER) — T 2R 7 L OHE
WH %

15.1.2 KA OHED, BEBICLAERZERT S EPHZD
T BYETHEVWIERZERLTHRET S &,

15.1.3 MBI 2EBOBEWE T, Tu by Ry 1 e
EH — 2 & BIRBICB W BRI IS BT E T,

_4_

FHEEER. BHEETOV R 7EINPRESN TV S,
o, BHEROEHB™ (I1FDE) omExZ -8
EHT B0 R SEMLZ,

15.1.4 MBI 2 EICAREE 20 R & LI BRI O BRI
T, 7o bR T ey —2HE5 LBEICBL
TIUANITITL - T4 714 NICK2BEBRERDOY
R IEMPHE SN TN 5,

GEU' B AEBRIEYTE)

15.1.5 BEANBEROFT Y AT THHEEZOLNLHFERHE.
HIAANN=ZT 2 EHTH2BEOVTNICHLEE LW
BT AFDORBENRIE LN WATREED ® 5.

15.2 FEERFAREER ICE D < 155R

15.21 5 v Micl.7mg/kgbl E#2FEMBOHRS L - B HEHER

T BICHLVF ) A ROREDRAONT-EDREDNH S,

CDOHILVF ) A FOREIZIZT Y MCEBEEIZO S

nTtnbs,

v MIEETHET Y STV =)L (50mg/kg/H).

7EFT Y VKR (500mg/kg/H) KUY T A

o~ A ¥y (160mg/kg/H) =HFHKS Lzl T.

B#HYTOBHOHERE & HICRITOFKFIMH QR

RN TWVA,

16. E4EhHE

16.1 MGEE

16.1.1 AX TSV —LEIESIKDT—5
@A (6fl) 124 275 =)L 10mgk 20mg% %
PEREICBERORS Lz & &, #E5R23B[TRSMm
BEREEIGEL, HEFEIZZNZN2.8MHMKUL.6
BRTh -7z,

TEEERLAGMI. 10mgMKk U20mgHE#E S5 (P58 +SE)

15.2.2

. AUCo-10nr T2
&5% Cmdx (ng/mL) Tmax (hr) (Hg . 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+x646.3| 1.6

R (6f]) 104 XTS5V —)L20mgZEHERIICIH
1EI7HRE#ESG L7z & &, B7HB O Crnax X O IR
BMEERE (AUC) IZWINnbEIHBORN].ABICHEM
L=l
7z, BEBERE Ofl) RUC+ZEBRBEEERE (44))
1A X 75 —)20mg# 1 H1EEHE%ZICI4HEES L
& &, B7THHOAUCIKEIHEBICHNER 2 E D
BooNN. E7THHEEI4HE OB TIECrax AUC
DNWITNLEIMIFED 5N h - 727,

16.1.2 A XSV =)L, PEFIYIVU VKPR ISU RO
YA VESEHOT—9
BERA (11F]) 1o+ X7 5V —=120mg. 7EF
2V YAKMT750mg (i) ROV F) RavA T
400mg (/i) #1H2[E7HERER O S5% O MmEEH
ARSI VBEIL BER2.7REZICCnaxc® R L,
1.8 DR BHITIHE L 72Y. 4 A 75— )LD Cmax
KUOAUCIE, BOHERICHL TRERGICED ER
Lizh, #5488 E7THECRIZIEEMET. 4HEE T
IIXEFERRBIZE LT,

REFRRBALLE. 3FINFHRERS (F9E+SD)

Cmax (ng/mL)|Tmax (hr) [AUCo- (ng - hr/mL)

794+410 | 2.7x1.6 2936+1752

16.1.3 EMZHEZEHHER

(AAFSY—=ILERI0ME [T=ZT7])
FATLTI=UEEIOmg [ I 7 7] EFA XTI U8
10mg#. 7 aAF—N—HICE D ZNZNIEE (F RS
TV =& LT10mg) RSB FICHaE R ERE O
L CmEFRECABEZHIE L. Fon-EyEtk
8T X =% (AUC. Cmax) IZDWTHEHENTZITH> 72
R HEINT A — 5 OREEDFHEEDZEHog (0.90)
~log (1.11) OFEEANTHO. HO. BHHABETEHEH

Ti2 (hr)
1.78£0.62




EHSFELL TR EHESNI-C &S, TAIDOEY
ZHRSEESHER S Y,
HENI A=Y SENIT A=Y
AUCo-10 Chmax Tmax T2
(ng - hr/mL) | (ng/mL) | (hr) (hr)
FRAT T —)V§E 537.6 266.9

1.8+1.0| 1.2+£0.7

10mg [7377]| +£584.5 +169.6
FRXT T 5E 559.1 279.0
+ +
10mg +623.9 +182.6 18+08)1.6£1.6
(*F151E +SD,n=29)

(ng/mL)

400 r (4918 +SD, n=29)
1 - A 75— LEEIOmE 37 7]
%g 300 <O~ F ATV VEEIOmE
j— H
A 200
7
A
‘I/ 100
)%

B 0
4

9 16 (hr)

(FATFSYV—=ILEE20mg [T=T7])
FRAT T —VEE20mg [ I 7 7] A RAXATTY U8
20mg#., ZuRF—N—3EICLD ENZTNIEE (AT
FV—=)LbE L T20mg) RRMABFICHEAREROR
5L TmiEhRE(LFREZRE L, Fon-YEk
18T A =% (AUC, Cmax) 12D\ THEHR#IT AT 72
FERVHITEI VT A — & OFEED FEDZEHog (0.90)
~log (1.11) oA THL. HD. BHABRCHEH
ZHAPELUL TW A EHESN-ZEN S, WAIOEY
2RSSR S NI,

HENTRA =% BEINT A=
AUCo~10 Crax Tmax T2
(ng - hr/mL) | (ng/mL) | (hr) (hr)
1523.4 624.8
+1821.3 +421.6

FRAT 5 —)LEE

+ +
20mg [4377] 1.9+0.8|1.3£0.8

FRXT T8 1405.2 597.6
2.3+1.0] 1.2=*0.
20mg +1570.7 | +£403.8 3=10 0-7
(F94E £ SD,n=30)
(ng/mL) (EH5{E +SD, n=30)
800 r -~ X 75— )LEE20mgr 17 7 |
I ~0- F A F5V U 4E20mg
# 600
EF‘
% 400
7 || &0
A i
Ij 200
v P
B 0 i
0 1 2 3 4

5 6 7 8 9 16(hr)
FRE

MmEEFEEY FICAUC, CoaD /ST X — %13, #HER
FHOZEN, AR OFIEL - BEEORBEMFICL->T
B 5% D S,
16.3 21h
16.3.1 ZEEEE
96~98% (fR4} 2 #i%)
16.4 X
NEANDT—% Tld, BEBRAICA XS TV —)LE2RO#RS
Lz &, MEFOERBMIA X T TV =L ZNA VKR
L REFTFRATITI=)LT. INSOREIIVTNEE
BRI ER 2 13 E A ETRE D 57250, £z, B MF3I

70y — LI & Ain VitoREBEOREEREL 5. & FaF I ERY
VA ARDAERKIZIZFNZNEICCYP2C19K UCYP3A4H
M5 L. & RaFMEAORBE T )75 2 AL ALK ARD4
ETHBERESNTVSY, CYP2CINIBIEZRINTEE
L. BEZENICCYP2CIOD#EE R RIBT A K (PM) 1XH
KANZETE Y INVRANETIZ~20%. I—HPARAET
3~4%EHESNTNEY, PMICBUIBF XTS5V —LDFE
A RENL, o 7T b 2Ry THERD LRETHS.
[10.208]
16.5 Bttt

NEADT =% TlE, “CE#A XTI —L2EHE5 LT
& &, BERETHEDRIS0% S IRFIC, KI20% A H I HEi
anr,

16.6 WEDHRZFIHEE

16.6.1 Mi&ENT
EBHBERTEE ZNRICH A TSV —)LE]1H1E20mgE
%5 L, MEEFEE et Lo BRICB LT, s
FICEBBRERZIZEAERDSNT ., B A RUIEENT
HCHENEFRRICHEBIIA SN o 721071,

16.7 ZYMEEER

16.7.1 IY7ENL, DIVT7PUY, TIZhAY
NEADF—%Tld, I7ENRAL, TLT77Y > (R-7
L7 7UV). 7= UHCYP2CIOICE D RE SN
B2, KEIEDOHFHHAICE>TIT7ENLY RUT 2 =
VB D7YT S5y FNEN27TRRTIS%ET
Le TL7 7029 OfFEEIRI2% ER L EOHE
Mdd. [10.2201]

16.7.2 ZDithDZEE
FARXTITI-VOMBEFRBEEE. 7520w A vy
EDOHAIZE D, Cnack CAUCIERI2MEIC LR L 7=,
—H. TEFIV) VKM EDHFHAIZ, A RXTTY —
LV OIMBERBREICEE L7217,

17. BRRRE
17.1 BMERULZ LM T 555
(BBB. T-EHEER YEMER. THRHERENR
Zollinger-EllisonfiEREE)
17.1.1 ERERREAER
7166l % pt g ICERH S Wiz —RERABROBE RO &
BOTHBH D),
o, “EEMEERR (BEE. +°HEBEE) Kb
WTAEIOBEREDPRD 5N T 5,
EBA EEEURS BEER
BiES 98.0%(388/396f) | 92.5%(359/38843l)
+ZIEIBIEE | 98.3%(238/242f) | 95.7%(223/2334)

EEES 100% (34/344) 97.1%(33/344)
MRERER | 97.5%(39/4041) 100%(37/371)
Zollinger-Ellison o | o |
E(RRE 100% (4/441) 100% (3/3f1)

(BRI PEEED L 2E5HIRERIINRESHEICL D)
—HZER RSB, —EEMLEGAR S L ORI
B B R 51,3336 2961 (2.2%) 39D
B HE SN TV D, EREIERIE. TH - #5{F9
 (0.7%) . % - BEA (0.3%). BE4H (0.3%).
fER3ME (0.2%). B - BR2MH (0.2%) ETh o7z,

17.1.2 ENEMHERER (ERERER [HFEE])
Ho S AR AIET O EE R 2 R & Lz E A
DOEERBRICBVWTA X T TV —)L10mgk '20mg#
61 AMIHRE LB O BREMEIRIBD 5N TW B2,
TANMEFHENROLGIH3G] (4.9%) ICRIERAMERO 5N

TWa,
EptaeR s 24B%IEEFE (Kaplan-Meieri:)
F X7 —)L10mght 59.8%
I AF5 T —1L20mghk 87.3%




17.1.3 /BSERREER (ERMRIER [HEFEE])
WBHICBWT, BREREREWRICA XTI -
10mg R U20mg# 51 & 565 A 512 7 B OHEREE
PEMES N ERRERICHB W THERORBRETFHSEE S
N, RERMGBROMREEEROREE, Tk, BUE, A
BERBROMTEROEENEROERR T TH S &
BREShTNBY,

GEU' B AMEBRIEERE)

17.1.4 B MAE5ER
JEU S AEBEEHIEE MR & LB O BRRAEIC
BWT, AXT IV =L 10mgz4AMESE L& &0
BAEFE O T FERERER O+ 2 g% B RIE
Zneh32.3% (31/96f). 45.8% (44/96f) TH -
7:28)0
TRV R 66IH56] (5.2%) ICEITERAERD 51
TWb,

(BEENEFTEBERICBIFEIANUINTI— - OV DR

ED#ED

EWNEMERBERCENTREERRE (A X 75V —
e TEFZDY VKK ) 20 A2 2D
RN S) OREEE T, BEM 4016519241
(47.9%) ICEIERPRH SN TWVS,
/-, FubhrBEY TSI ey — TEFIIVY UK
M ROR v =V —LO3FHESICOVWTIE, BR
2BV TR OREIEFR RIS E DA & 75 2 3Bk
EEL TV,

17.1.5 EA%E MAB5ER
AN ANy y— - ¥a Y BEO 5EE I+ ZERES
DEREZWMRE LENOBRREBEICBVWT, £ X7
V' —20mg. 7EF Y VAKHMHT50mgK T T Y
2uvA4 2 400mgx 1 H2[E7 HREEOES LD
HRITEOEBD TH B2,

aEAlo | B |EEECS ;Ei’f’j‘f &8O
\Eig5E | B | FakER T P0R e
PREE R
FXTS I —
20mg
TEFIIY KM 2E/E 75.9% 81.8% 78.8%
w750mg (711f) (44/581) | (45/5581) | (89/113()
JI)AAIA TV
400mg (1)

17.1.6 EATMEREERARIER
ANYIaINTy— - En ) BEoBEEE+ EBES
DEEEZRMRE LI-ENOTRBERREICBVW T, F
ATFV—=L20mg. TEF TV VAKHP750mg R
751) 20 <A ¥ >200mgXiE A A 75 —)L20mg.
TEFXFT Y VIKHMTS0mgKh T ) AuvA T
400mg# 1 H2[E7 HEEO® S L - OREERIZ RO

EBDTHBY,
&EAD | 05 |EEEHCH ;Eiﬁf &8O
158 E% |5 RER o PREEHR
PREGHR

FRXATFTI =
20mg
TEFT I IKA 2E/E 86.3% 75.7% 81.1%
#W750mg (F11ff) (63/73%1) | (53/70f1) | (116/143f)
ZI)AUTAT Y
200mg (F1fff)
FRATFTYI =
20mg
TEFT KA 2E/E 77.1% 82.7% 80.0%
#W750mg (F11f) (54/7081) | (62/7541) | (116/145f)
759y 2av ATV
400mg (F3fff)

(BMALTU V/\EE, $SRMEIIVMREA ERBR. FHSEICH
ITRIAMBRIGAEES. NUINTI— - EOURBRBRICH
[323AUINTI— - EOV DRREDHED
TabrvRy T4 ey —, TEFY DY VKAMZRD
750209, Yy XIEX b= = )LO3FHREICD
W, BNICB W CHERREERS O BIEH R BEE A Ik
L AHEBEERL TV,

18. ERHEE

18.1 {EFREERF
BRROEMOMIE RICFEET 22 AR SEER W
FIEMESREET A LIk D, BEfifaicB L T—ED
EBRAMRIGHBES. CORISOBRBETIZ. Eflla
ARSHT ZHHE L. RbDICKTZEYAL 7O bRy
TERIINABEHEHTK-ATPaseM iV TWwWb, X7
FV=E, ZOTR MR TOEEEIAET S LI
FoT. BEAWEIFEIT 2332,
AN)IANTH— - R RERBICBT S XTIV -
DFENIEWNpHZ EREEA22&I1CKD, fftHEh AT
EFTVV KM, 75 AuvA Yy OREEEYS
DEHZEILHBEEZOND,

18.2 £ NTOER

18.2.1 BEESWINFITER

(1) Efgoib

BEELROCTZIERBEEEICB LT, 20mgREIckDE

BEBWE FNZNO3%K 94%iME 3 53,

MREITIFR

BEBEZFICA AT TV —)L20mg#E 1 H1EFE%KISED

BE Lz &, B52~6RHE% L 0 BB IIHII R

» 5N,

FRSHZA MU VR

BREACBNT, 20mgREIcEDTF I IHA MY >~ (4

ne/kg, BE) RIBR2EERIE T O BER S I Z 93%INH

%)35)0

A VAV VFIE

BERARU+IEBEBEEREICB VT, 20mgk5ic kb

A > AV (0.2U/kg. #iE) FAE2EEHE & T O BEET W

%70~ 88%IHIT %%,

&

BREAICBWT, 20mgi51c & O R B8R E o B Bk 53 i

Z73%HH13 537,

248553

BiEE. +EBEBREROBERAICB LT, 20mgk

52 X0 24BERIIC 7 0 BEE DU & ] 3 5343939,

18.2.2 RV V53 HFIVER
RBERAICBNT, 20mgiH 5 i & D ERE8RM DT~
>3 39%MEI$ %37,

18.2.3 BEMpPHICRKIF 3 BE
WHREREABEICE VT, 20mgk 51 & V245 R
FICEEANPpHA4LL T2 R B OBl &3, 5RO
32.6%ICtt Ly #5% TIE0.7%I2EA T %,

18.2.4 BHHHEEICRIF T RE
BEE., FTEREEEREEICB VT, 20mgik5Ic kY
BHEHEEICIZIZ E A EHEE TS 200,

18.2.5 D MRIVEV ICRIFTHE
BiEB. +1EREE. Zollinger-EllisonfE R EH 1
BT, 20~60mgiESIc L VIMEH A M) UMED LR
WHROENDZENH AN, BEKRTHR, BEREND
EEH 5 W IZEEERA RO 5150792, §EERY
+IHEBEEREICBVLT. 20mgk5Ic kD Z oMo
WAL ETIRIFEAEREZRITS 0D,

18.3 EMACTOIER

18.3.1 H*,K*-ATPasefB={EH
TH D FUT v 82 O FREHT KT-ATPaselZ &t L
PHEERAZTRT .

(2)

(3)

(4)

(5)

(6)



18.3.2 BE&5IHIER
Y ¥ 5 EES KRR % A W /- dibutyryl cyclic AMPHIE
AWK U THEIER 2R3,
AFAEZE T > b BET v b KEHETE S v b
WBFE2RUZHFANY VFETHILN T — )L FIE
Heidenhain pouch/ X285k 24 3 VH#. §&E
A XUIBFBRUZHANY VR &2 BBt
Ly BROIHIER 7R 394949

18.3.3 REREBICW T B1EA
Ty MIBUBKEBWEA LA, WPER. 2 R X
yyv, TAEY Y, T R=vVarRUIy ) —LE
BEACICAE) V=) L+ZIEBEEICR L, BWHiE
BEF 2R, Fi-, BiAE RO+ IEBES I
LT b IRBIEER R E R T,

18.4 AU NI 9 — - EOVRREDHEIER

18.4.1 ANUINTI— - EOURZEEHMETIVICBIFZREIR
TIANYIANT Y — - O BEREFIIZBVWT, T
EBF VY IKHMMEMS, XIZT7 TV AuvL T ED
2EIDFHBECIIRERIIMES (REER £46%). F A
TIIT=LERMTAIEICIVBRERIIEZELLL LR
L. 7EFT V) VKM E A XTS5V — L D25
THI50%. TEFTT) K. 7 F ) AavA T
FOF AT 5 =L O3FMFHTIEKIB0% T d - 7247,

19. B IR T BEEZHR

—AZHIRFE : A X 75— )L (Omeprazole)

{E%¥4% : (RS)-5-Methoxy-2-{[ (4-methoxy-3,5-
dimethylpyridin-2-yl) methyl] sulfinyl} -
1H-benzimidazole
Ci17H19N303S
345.42
FRAT T —VIE, HE~HEABOKEEOHE
THbD. N, N-FAFILARIVLT I RIZBETFPI L.
IH =)L (99.5) IZRREIFIC< L, KiZiFEA
EWET 20,

F AT T —=IVDON, N-VAFILARILLT I RER
(1-25) BhetEeRsa0,

FRXT T =E, RIC K-> ThRAICEEBE R 5,
{EFEER

aF:
ATE:
% R

HsC O—CHs

s
N \ / CHs
~o N o RUBRERE S

B = 150C (Df#)

22. g%
(FAXTSY—=ILEE10Mg =T 7])
100%% [108E (PTP) x10. ¥RHIAD]
1408% [148% (PTP) x10. ¥RHIAD]
5008% [10%E (PTP) x50, ¥EHIAD]
(FRATFSY—=IVEE20mg =T 7])
100%% [108E (PTP) x10. ¥EHIAD]
1408% [148% (PTP) x10. ¥RHIAD]
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