20234F8 HExaT (BB 1R

H AR i ) R

872329
B sy ObRY S - A EESY—
HAR : 3 N . s
BAEFHF X TSV —ILEBEE
O mmmm g ayu
A X T Y =L s 10ngl7%n
O mmm g u
A XTS5V =)L 5:20ng7x 0]
Omeprazole Tablets [AMEL]
$£10mg $E20mg
WSS, HERES | 21700AMZ00245 | 21600AMZ00384
HEH - RS DM £ ) T 5 = WFERG | 2005474 2004471

2. BE (ROBEICEBELEVI L)

2.4 RFNOW A3 L CGREUEDBEFIED H 5 B

2.2 THYFENGEEE, VLV VERIE RS T O
HE110.1 1]

3. #EBK - R

3.1 #ml
B4, F AT T = )VEE 10mg|4 X 7T V' — )VEE 20mg
PRI v [7 AL

Hx) |1ggh HREA A TS —|1Eh B+ AT 5 —
5 |V 10mg & E T Ao V20mg * &AT Ao

FLHERFIY . 7 a0 AR | KR, 7 a0 ARE
[N a7 SV VNN VN 3 L =g/ Ny VAN
| N = S B I R N = = w R R P %
O— A, [KiERELr Fo|lo— X, KEHREEe Fo
¥y 7o rkiro—|F>Suoreio—
Wl | A, AT TV VRS T RA, ATTY VRS T
YA, eTORAU—A | YT A, BT OXAO— A,
ik >, e7uxua|ffbr4 >, e7uxu
—ATINVBRIT AT IV | — AT I IVEEL AT )V,
7)) %) VIR AT |7 ) VRS A T
o vFoNary Vo AIVvF o ary

3.2 HAEOERK

w5l
Wi | AR | sbpeoksag | BT
WiEtE 7 4
ﬁX7?7—w4y7ﬁT .
g X
fammgF7 s |IEE 0 9 6.3mm OM10
) 1~ B o
= > L) 3.6mm
B ) 98.0mg
b5 1 7 4
 vaa-—s ‘ @
iX757~w4yﬁﬁT = .
$t 20mg [ 7 A — L
al e |EEE DY 72mm
B Tn)’(%gjgé L %39
=1 = © 9 39mm
B 139.0mg

4. REERIRHER
(AT 5V —ILEE10mg [7 AIL])
OBEE. TZHEEEE. UEIEE. URMEEX. U
5 AMEBEWRA. Zollinger-Ellison fE{&EF
OTFRICHBITEIAUaNY 42— - EOOKREDHHED
HiEE. T2EBEE. B MALT U >/ \FE, $55Mm/
WA IR, RHEEICH T 2ARBHNAEEERS. N
Janyga— - oy BEpEeER
(F A 75 —ILE 20mg [7 X JL])
OB&EE. T-EBEEE. MEHEE. FRMEEER.
Zollinger-Ellison fEf& &

OTFRILHITBEAYINY 22— - EOV OREDHHEEY
BiEE. TTHEEEE. B MALT U /NI, $55Hm/
R MHRBR. RHREEICHT 2NEBNEAEERE. N
Janyg— - E0VBRERR

5. REER IR RICEET 5 E

ANYaNngg— - EOYOREORER)

5.1 HATHIE MALT ) Y SfEICx§ A1) anNy g — - ¥n
) BREHABEOGRITEIZHET L T v,

5.2 BRI MR AERBER 23 L Cld, A KT 4 V&
S L, NV anNy g — - 0 BRREHRDSHEY) & HIR S
HIEBNC D ARBHEIGIEEITH 2 &

5.3 FIIE RS B NS EREE B DAMIIE, ) a8y
& — -0 ) BREERIC L D B OFSEIHNI S 5 AR
WZHRE. L CTnZe

5.4 N)anNsy— o) EREERIAVLEIZIE, A1) T
N — - ¥a) PREMETH L L R ONHEEREICL A
Vanys g — - ¥ EgEERTHHL I EEMRTLHI L,

6. BiERUHE

(AATZI—ILEE10mg [7 XJL])

BiEE. WAEREE. +=1EB&E. Zollinger-Ellison fEZE
HEL WAZEF AT T =) e LT 1 H 1 H 20mg % &1
535, B WE. HiEE. ARSI 8 MM
T, TR B TR 6 EM Tk LT 5,

WHRMEEER
WEL. AR A 7T —LE LT 1 H 1 E 20mg % £10
%595, b, W, SHEMFEFTORGLETLH, EHIIH
38 - PR AR D R B R OMREIIC BT, 1
H 1E 10~20mg % #1353 5

U5 AMB BEWTE
FHEL BACIEF AT T = E LT 1 H 1A 10mg Z#00
w595, B, HBE., 48 FETORG ET 5,

AYanygs2— -0y oOBREOHEE

FHEL RACIE A AT T =)V E LT 1A 20mg. TEF Y
U VKA E LC 1Al 750mg (Jifil) RO ) Aaw A
2 v & LT 200mg () @ 3% % FEEC 1 H 20, 7
AMEORG T 5, B, 77) 20x4 ¥ id, LEIZL
UCHHAMET L2 EATES, 72721, 118 400mg (/1
fi) 1 H2m%ERET S,
TR YRYTA Y= TEX T VKRS
FYAARA D 3FEGIZE BN ANy —- Y1)
OBEEHRBENP AR ORE 1L, b aEEE LT, M
FH.BRANCEA AT T = e LT 1A 20mg, TEFT Y
) Uk E LC 1| 750mg (i) O A b =4 — )b
& LT 1A 250mg O 3# % FIEC 1 H 2 [[.7 H RS-
+5,

(AT —IvgE20mg [7 AIV])

BiEE. WAEREE. +=1EB&E. Zollinger-Ellison fEZE
FH L RANCIEF AT T =) E LT 1 H 1A 20mg % #F
535, B WE. HiEE. AR T 8 MM
T, TR B IR 6 EM E Tk LT 5,



WREEER
W RAZIE A AT =) v LT1 H 1 20mg =&
%595, &P, @E. SHMFEFTORG LT L, SHICH
38 - PR AR R A E R OMEREREICB W T, 1
H 1\ 10~20mg % & 0¥ 59 %,

AYanygs2— -0l OBREOHEE
WE . AR A A TT Y —)v e LT 1E 20mg, TEF Y
) kA E LT 1 Al 750mg (FIfli) ROV 5 ) Aa< A
& LT 1M 200mg (Jifii) o 3% & FEKZ 1 H 210, 7
HIERIRS-4 5. B, 79)2a0< 4 ¥ ik, LEIIG
CCHEMETLIEATE S, 72770, 118400mg (J1
fli) 1H2M% ERET S,
TUNYRYTAESY = TEXF TV VKPR
F)AUTA D IFFKGIZE LAY ANy y—-¥a))
DOBEBIERP AR OE A, S UcbaiEmE LT, i
HLRAZIEA A TS — v E LT H20mg, TEFT Y
) YRR & LC 1Al 750mg (Jufifi) KOS A b =& — )L
L LT 1A 250mg @ 3#IZRENC 1 H 2 [.7 H RS

FRAXTI
— )VEE 20
mg| 7 AV

FRATT
—V§E 10
mg| 7 AV

L E$eGa | 1

§

o S

o
N
b

o~

bR

St + 0p I8

20mg 1H 11

P

Zollinger-
Ellison i
fBdte

W
W A
7 (HEFHR
%)

20mg

10~20mg 1H 10

OB A
B fE
iLAE

10mg 1H 1M

TR BF
AHANT) AN
VA
) O
DFHBh
s, +
ZiEE
5. B
MALT V)
MPAL NS
SR IR
IR B
. HE
L )
NG
EEE. N
Va)Nyy
— . ¥ )

U H g%

20mg 1H2Mm

7. BERUVAEICEET 23R

(FRERER)

7.1 1 H 10mg O#EFFHE THIEPRO 5Nz hE1d 1 H
20mg THIHEWRZAT) C Lo MBEOMFIHEICBVTHH
EOMALE, FERORESFEZEZE L THEZERT 52 &,
72720, 1 H 20mg OHMEFHRE THIES RO SNE, &
B WVIT TR IR, ML, T EESEORERDFED 5
N7 aE, Qo THREIMES 217V, ZoRRIZED»
THEDBY GBIV HERA L L2 EEBT AT Lo

GEU 5 A B BESRAE)

7.2 %55 2 BRE HLE L CHPRE R L IEROUGEE
AT 6N WAL, BRIERDI O REAE 2 515
72 OO B 2 IEFANOE L EET HZ Lo

8. ERLERNER

(zhEEIE)
8.1 MR, JFiee. BRESICER T2 &,
(BRERELR)

8.2 M AE K DOMERHELEIC OV TIL, T35S - TR E R K
TEEIH LG58 L, RRMEFREOLED v
BEIEGTAZEDRVWIVEETDHI L, F72, Mk
B R E IS NSRS 5 7 SEIE A AT
ATENEF LV, BB, ROFIHIITHEET LI &,

8.2.1 IO, JEIRDORES 2 £ 18 | CHiFtko &
RERT L L,

8.2.2 EMRIRAEDS BT ICIR7- T B LI & L7234 12K
HYIWMEFEETHZ &
8.2.3 EMINIZHTHERE. B HAE.

FE Ly,

GEU' 5 AMEE BEW )

8.3 XGICHE L TIERIZIC X Y et ), B i it I S o BR b
SERAHED R LESNS 2 E (1TEEHA-0 2 HUL) %
BOLEGT DL L. BB, REOEG2HE., LEESED
HEPEIE S L OB O T AL 2R RS X B REIR 2 BEA T B 2 & A
HDHOT, WHHEMESEIZL) SNSOEB TR & %I
BB,

BENEE+*HT2REICHETIEE
1 BHHE - BIEESEDH 285
1.1 EVEBECREEDSH 5 EE
3 FFgeEEERE
JERHECTH D) . MHRENEL 22 BENDD 5.
5 111%
TR SRR L TV B A REME D & 5 ez, g L oA 4%
PEDSfE et % B2 & HIM SN BB AICDAETTH I L,
By FEEr (74 R 138mg/kg) THRERME GETIIUE
RO 2HE SN TV 5,
9.6 I
B OB RN ORISR EBEO A 1% ZE L 2L ok
iz E T o 2 &, B (5 v MR Smg/kg)
T, BIHABITT L EPHE SN TV,

MG ORAEZIT) 2 &N

9.
9.
9.
9.

9.

9.7 %
ANBEER G E L7 BRREBRIE IR L T

9.8 S
BHE» OS2 BBET A I Lo —iRICITEERE. Z bl
BEEEAML T LTV B 2 %W,

10. #HEER
F & LI EIEESE CYP2C19 K OV —%B CYP3A4 CTHE =
}/L;a) o
F 70 BEWHIEIWER IS & 0 . PRSI O A - H
KFEELIENDH D, [16.4 2]

10.1 HFAEE (BFALAVLI L)

FHIGE RN - fE W - fabrR 7

T T T F I COVhR R ARH] O B BRI R
VIR [ OER 2 e 35112 &0 7 & EOVEREE
(VAT 9| BBENDNHbH, |HOBHRESEKTL, 7
) 5 UL o) I E A
[2.2 ] KTFT2ZE0d 5,
IV E Y Y ) VE Y 2R O SRR w1
VIEFRE EOEHEZ R T ICL DY vE ) CIERE
(22T bBFNEH5L, |[HOWNHPMETL, Vv
) YY) oo HYE
(2.2 ] T2 e0H5b,




10.2 FRAEE BFRICERTS L)

RN LS BRARER - fE W - fak k1
TTENRL IS DK OVE|AFNETINFEOF b o
7 or = MNHZBERT LI LT — A P450 R
1 Wb f# 3 CYP2C19 Tt &
TaRAY Y o720, KHIEFE TR
— ) il AR R AW Y
[16.7.1 = O, PRl 2RI S8
] bLBENDNH 5L,

PUEEILAE FH % 8 0 | ARFNE E IS O T b 2

L. HHIMIZES B2 |10 — 2 P450 A FHE WAL 3
TV T 7NN H L, 7u bEEFE CYP2C19 TR X
1) v 0y B ERR NS 2D, KFEF AL
[16.7.1 = |iZiElt (INR) fHEF|#ER R S 536
iy O I & [E e D 22 | O, HElE % BT S &

BICTEE LR LD2BENDED 5,

BoFxGT5HIE,

& 7 a) 5 AOVEFEANEH ORF IZAH T
ra) AHEHBTLIE|HD, ZNHDOIFEH DI
2K | DB Do HFIREN LA T2 2 &8

H5o

SHEO AN MLV MHELEHORT IZAHT

FH— b ERGT| DD, INHOFEFOIM
AN NLF|DEA. B BES EH TS A
#— b AHE O G & Rk|H 5,

TAHI L REET

Z) : ko

NS O FF O R ARK O H W EHIE
VIFxy Ly HAEMBTAZEIZLID Y TFT ok
AFNT T\ND5D, SRR S, Y TF
*v 2O YEED EA S

LI ENDH D,

NS O FEH DR ARK O E R W EH
4b§j%m%W%Té:tm;b:ﬂ%@%%®@
e AL Y REHET L., Zhbo

EH| O MR T 3
LHIEND 5D,
F Oy R NS OIFEK ONEARF O E ER W EHE N
F — P HIEAZMIETAZ L) NS DHEHDE
EH| WNH5bo fRESERT L, 2o o
T4 F HEH O IR EE MK
:.7 5HZ J:z?ié;)éo
T )L a
=7

ARF O EH % 8858 | AH O Cmax K& Y AUC

THLIENDD, (DML 7L OHEND
Ky ar bHo RV aF = VIR
- #oORHESR (CYP2C19

K UFCYP3A4) %P
HIENEZLND,

VT 4 F BV O MESEH ORKF IZAHT
ANVT 4 FERZRIET 52 |Hb
EI AU END D, IOV T 4 F DI
[i/a EPRT T 52 E0H

%o

s u ¥ N7V IVEL ARK A CYP2CL9 % [HE
7DEF7M£@W%%W%?@:&QW\?UE
L VB FT2IENDL, | NI LVHREBIEOIG PR

. W O R E AT 5

5o

YA 3y A RA O & WL A P FY VTR
NF)UTTLEZERDHL, (K A o X B B R
(St. John's ( CYP2C19 K W
Wort. &~ CYP3A4) ##FHFHE L, K
FYa—u F DA LA S AL
2 - 7—1) BEMMET T 52 E3E
A B Abhb,

1. B{ER
WOENWER D H HbND I EDHDHDT, BlEr 51247
VL BEDED O N EAIIIHR S R IR B 4 Sl 2 L
BrirH) &,

1.1 EXLEER

N1 2avy, 7Fr747%7— (OFRLHEEARD])
vav o, Tr74 5%y — (EFE, KETESS)
HobNAZT ENHD,

11.1.2 MEREAAE. FEFERIIRAE .
(W HEERI)

11.1.3 BUERFFX. MRS, BE. FAe (WIndHEE
ANH)

11.1.4 hEMRRIFEFEBMAELE (Toxic Epidermal Necrolysis :
TEN). REEIRERE (Stevens-Johnson FEMREE) (W
T HEAH)

11.1.5 RAEE CHEARH)

11.1.6 HEMER. aUBEE (WIS HERH)
BB (BUN, 27 L7 F V&) IEETLI L,

1.1.7 &F MU I LME GHERH)

11.1.8 BEEMME GHEARH)

REWk, PR RIS, SEEA, i O BE (55235) SN0 6N
oA I, R E X . ES CT S oits & i
T5 2k, MEMERREPEEDNGE &S 2k L., &l
B EARNE CH OG- EOBY) RALEEZITH Z L,

11.1.9 EHBARE (HEAH)

A, B, CK &, MR ORP I+ 7ae s E&
ENHODONDLI EDVH D,

11.1.10 SEELIREE CHHEEAHH)

FAE, BRATEY, SR M. XIHE. AN, HlE, DU
BHOEOLNLEIEDRDH D,

1.2 ZOMOEIER

(BiBE. T-HEHEE. WEIEE. URHREEX. U5
AMEEEYRAE. Zollinger-Ellison FEIREE)

BIMEEm., MM

0.1~5%A5 | 0. 1% SR

ZIALBE, JGH
BBRE. £ 9

5555 i

T - WA AR
B EL

e i L 55 s T
Jeev M. H

A B
X B %
( collagenous
colitis
lymphocytic
colitis) . & &R
AN A
SHE. HE

HAta:

AST . ALT.
Al-P .y~
GTP . LDH ®
L&

e

H I ER B
AN A
=yl

JIIR(cY

R L OS50 T, RER,
AR L AN R

(iE) T2 %

BIEb
HiRiAE R

3. ) OHkeE




A~5%A | 0. 1% A0 BN

e
-%

BB, R IR, R
R Hii wLEE IR
FLE A
FEE . IR
T~ T
v A IMIE . 5
M, RhE, otk
Z O LAE. K
BUN., 7 L' 7T
F =, REE,
[N
A N gAY
AL A
7T =)o
5

(AU ANy g— - 0l OBREORE)

5%LLE 1~5% AT 1% i)

W EE #®5

T - Kk N, . 2. i, T
(33.4%) \ Wa | BB SR, Bl | IR

B (10.5%) |18 &6 8 i & .
D

=

ke

AST & fiT 1% BE 5L
ALT L H .
Jifiek Al-P bB&H. E
DBV =

LDH k&

TFRRER B 2 |
IR A |
IiRi/3 M F RS
B2, HmERs>

B S

W, LU
B, D F v JE

MR 2 5

UEUEUE R

PR AE R PR A H B TR
LA faL
AT 00— ) |
Z o H. QT L&,
e BRI,
BT Y IE B
ESN

Fh O IREEE T IRGEEICB AT XA TS
=W TEXFTV) AR ) Auv AT D 3H
BHORBHEICEED {,
E) BHEANHLT &,

12. BRRREFERICRIFTHE
(ANYanygg— .- 0l ORBEORHED)
FATII=NVEOTA N R TA L EY =T EF
DUV, 75 Aax A Y Y EOHEWE KX b
0= — VORRMPRHEGHETEZTIE, BC-IREITER
RO EDMBIENEZ 7 D REED B 5 720, BCIRFEME A
BRIZ X BRRHIEZ 1T BAEIIE, 2LS OFEFOHGHT
HABLIFEORF R TEGT 5 ENEFE LV,

14. BHEDEE

14.1 EBFZFEOXE

1411 RHNIGEETH Y IRBICH 2o TE, WA,
ez 2912, S 23 L) BEIcREd s 2k,

14.1.2 PTP W2 OHFIL PTP ¥ — FH 500 1 L CIRA &
HEHgET AL, PTP U — FOREKIZK Y, AV
TRASETEREIE A A L, E 2132 flae B 2 L TSI 50
EELAGIELZHET LI DD D,

15. ZOMOEE

15.1 EEERERICE D 153k

(FhEELLE)

15.1.1 KFORMEGHIZEEDOE R — T2 D7 &£ O
ENH D,

15.1.2 KF|O¥%G-H, BRIC L ERZEHKT LI 1H S
DT, BYETRWS L 2R TR TLZ L,

15.1.3 /MBI 2 BEEOBIZWE T, 7a Ry 714>
L ¥y —I12 & B EM B CEHERE I ) BB ET eI, T
MEEI. BHEEIT O ) 2 7 EpsHE ShTnbd, Bz,
EHELOCEME Q4HEDE) onEr 2858 T, 5
DY) A7 I 720

15.1.4 #E7M B 2 FICABRBE RS & L 72RO LT
wT,. ARy T vy —EHG L EEICBNT
JURARN)IT LT A T AV E B GRG0 A 7B
I2sEE S Twv b,

GEU 5 AR BEW TR

15.1.5 AENBBEFTOE) 27 THH EEZ SN L
Z BRI ANV T EAEIT A EREOVFIICO Y LR
ANIARHN OB RIS U S WIREED D 5 o

15.2 FEEREREAERICE D 153

15.2.1 5 v M2 1.7mg/kg D % 2 BRI G- L 7235
BT, BIZHNT /A FORENRS NI L DHEND 5,
COHANF I A FOSEEIZIET v MMIHEMESESD S
TWwh,

15.2.2 v MIHHHETH LTV 75— )b (50mg/ke/H).
TEXT VY YK (500mg/kg/H) BRU7 F1) A< A
v (160mg/kg/H) %ALY LB C. BEWTOH
Bl & &S IBIEOFEEHOIERAED b TWb,

16. ZE4EIRE

16.1 MAEE

16.1.1 FA TSI —ILERBESEDT—4

RN (6 61) 124 27— 10mg KO 20mg % 2215
BRICH BRI G L7z & & 3551000 2 B Cig e g
FEIZE L R F e 2. 8 B L ON 1.6 R T B

Of:Do

fEEER N 6 1. 10mg & OF 20mg H AR 135 CF391E = SE)

AUCo-10n

Be55 |Cmax (ng/mL) | Tmax (h) | (7

Tiz (h)

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

e N (6 41) 12F X 7TV — )b 20mg ZEIERIIZ LT H 1
|\l 7 HE#5- L7z 8 &4 7 HH O Cmax K& OVIILH i Bl
TR (AUC) 12V NG 1 HHDR 1.4 /1288 L 720,
F7-. BiEEmERE G66) ROtTZHEEBEEEE 46l 12
FX T 53— 20mg % 1 H 1 EFAHIC 14 HE¥xS L7
LEVHETHED AUCIZEE 1 HBICHAREEZEZBINA O
SNFHS, #7 HHES 14 HHORMTE Cmax, AUC DWW
FTHHHINIERD SN D o722,
16.1.2 XTSI —Ib, PEXIIULKHPRGI S X
Ov4 > B5BEOTF—4

RN (11 6) 12+ 277V =)V 20mg, TEF ) »
KA 750mg (JIil) K7 S ) Aa< A T 400mg (1)
i) % 1 H 21\ 7 HEKEROERG#ZofEmt 2 75—
JVIEREIZ, #5549 2.5 B 212 Cmax #7R L. £ 2 B o0 2
WA THL L72Y s 4+ A 75— ®D Cmax M OF AUC 13,
BSOS L ) ER L2 %5 4 HH
ETHHTIRIZIZREMT, 4 HHETIZIEERIRREICEL
726

fERESA 11 6, 3 AIBEH RS (P4 £SD)

Cmax (ng/mL) Tmax (h) Tz (h)

794410 2.7+1.6 1.78+0.62

16.1.3 E£FHRIFMHFER
FRAXTT—=)VEE1I0mg [T AN] ROF AT 5 — Vi
20mg [ 7 A)V ] & ZEEMHNZOWT, FTitnkkbhrn
A =N =1 X D RS F IS A R S LT
M R LRI R A 5 L 34 O NS EhRE /X T X — %
(AUC. Cmax)lZ 2T 90% EHEIX M3 12 CRERT#IT 2 17 -



72#E R 1og(0.80)~log(1. 25)DFFNTH b . WHI DALY
RIS HERR S 72 ho)

TR % G-t

FENENLGE (F AT T
& LT 10mg)

T AT T
10mg

F X T T — Vi
10mg [ 7 A )V ]

TAT T
20mg

F X T T — VEE FENENLEGE (A AT TS
20mg [ 7 A )] L LT 20mg)

HEWBRE/ ST A — 5 (W F IR

HENT A =% BEINT A= 5
AUC ©-10) Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
T AT T —VEE 239.0+ 166.6+ 9 9+1 9 0.7+0.2
10mg [ 7 2 )V ] 198.6 121.4 T (n=18)
T XTI 233.1+ 168.8+ 9 1%1 2 0.7+0.2
10mg 171.0 96.6 T (n=21)
(Mean*S.D., n = 22)
(ng/mL)
250
—o— F AT T —)LEElongl 7 A)L )
i -0 AT T 2 E10mg
I 200 Mean+S.D., n=22
th
%+ 150
/E
1€ 100
LS
0 ! »
0 1 2 3 4 6 8 10 (1)
e 51454

IMEEH ARZACRREE (WA R SEE)
SEWERE ST X — & (AW A EAE)

HEIST A—F BEINT A—F
AUC (012 Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
F AT T —EE 691.6+ 410.5= . .
20mg [ 7 A V] 372.9 237.8 2.2=0.8) 1.5=1.7
FRAT T 720.2+ 422 1+
20mg 435.5 2u3g |24*11]0.8%0.2
(Mean=S.D., n = 20)
(ng/mL)
600 r
—e— F AT 5 —)LgE20mgl 7 AL ]
1 500 Do A AT 5 S E20mg
3 Mean=+S.D., n=20
400
ES
2 300 |
it
& 200
e
100 F
0 ! o )
0 1 2 3 4 6 8 10 12 (58
e G

MAE AR LR (AWl S E)
MAE PRI N2 AUC, Cmax HED /85 X — & 1x, Wil
OB, REOFRIUAIEL - R ORI L > TR S
WD 5o

16.3 2%

16.3.1 ZEAKAEE
7 97%9

16.4 {3
WEIND T — & Tld, BERAIZE 2 75— )L & RS-
Liz& & MEFOERHWIEAE AT T =V 2 NER Y KO
L ROF T4 XTI —= )T, INSOREIE I E
RN ER 2 12 8 A LIRS o 7278, F72, & M
270V —AI2L 5 in vitro RO RS € FaF ok
T O ANV ER RO AR F R Z R FE 12 CYP2C19 K O
CYP3A4 H5- L.t FaF I fEk~f#z )75 v Zd A

WERAMEDARETH L EWESI N TWEY, CYP2CI9 (21
IR RDEAE L, BIE50912 CYP2C19 oBkfE % K4 $ %
Bk (PM) 3BHAAZEEHE Y TVRAFET 13~20%, 2
— W ARNANET 3~4% L HiE SN T 510, PMIZBIY
b AT T = VORI o 7o s ARV T
ERNDID L FRETH Do [10. BHE]

16.5 HEtt
WEIAND T — % Tld, UCHE#A A T/ —=VEKG Lk
=N ?g%ﬁ&zﬂfrﬁm%@ 80%ASFRHIZ ., #9 20% 75 F |2 HEME &
ﬂf:7 o

16.6 HENE=EHT 8F

16.6.1 MEET
BUEENTEEZRICH AT T —)V% 1 H 1A 20mg #&
I35 L Mg 2 et U723k 1c B v, MmfEiic
L HBRETITE A LD ST BN H K OIEENT H THERN

HWENRE BT A S N o 7213715

16.7 EMHEEIER

16.7.1 ST7EINL, TIVT 7Y, Tz=h1>
MWEINDF— % Tld, Y T7E4, TV T7 7Y (R-T7)
77U V). 7= b A YHCYP2CIO Ik ) &b 7
OV KK EDPHICE > TYTENRLO [T 2= A 11
DI)T T AL, ENEN21% K%K T L, 7)V7 7
VW omFEEEE 12% LA L7z EomEND S, [10.2
Z]

16.7.2 ZDMOEH
FATIT = VoMsEREREX, 79) 20< 4 2 v b
2L Y, Cmax MOV AUC IR 2512 LR L7z — . 7
EFT LY UK E OB X T T = VDR E)

BRI L o 7219

17. BRERELIR

17.1 B3R RESMICEE Y 258k

(BiEE. t-HRBEE. WANESE. URAMEER.
Zollinger-Ellison fE{EEE)

17.1.1 ERNERREER
716 B % xF G Eht S L7z — iR AR OB E 1Tk & B
) CTd 52020,
$7o, CEERILERSR (5. B 1SBuC
RENOHHEEIRDO BN TWD,

PBL AR RS

H iy 98.0% (388/396 fl) 92.5% (359/388 #l)
TR 98.3% (238/242 f1) 95.7% (223/233 1)
Wy & BRI 5 100% (34/34 1) 97.1% (33/34 1)

U AR TE 97.5% (39/40 1) 100% (37/37 #i)

Zollinger-Ellison

s 100% (4/4 1)

100% (3/3 #)

CHREFIL R DLE 2 SRR, (BIEsRIINSTHEIC X 5 .)

— MR R, EEbEGRRE L O eEmREARRIC BT
% @A EFlRT 5 1,333 Bd 29 61 (2.2%) 39 O REUER A
MEINTW D, EARBMERIE. TH - 8®E 94 (0.7%).
395 - KB 4t (0.3%). BEJE 4 7 (0.3%). FEL 3 1
(0.2%), Fls - R 21F (0.2%) FTHoo
17.1.2 ERSE 1 H:5 (HRMEER [MisEE])

He St BREE AU E O it R & 5 L LzENO
MR IZBWT A AT 5V — )b 10mg K ¥ 20mg % 6 #
AP Lz B O FREIHIRES RO SN Tn LB, b
PERFAEAT 5 61 BIF 3 61 (4.9%) ICRITERAREO ST\ b,

Erasnii 24 A% IEF 52 (Kaplan-Meier i)
F A 77 —)v 10mg 59.8%
F A7 =) 20mg # 87.3%

17.1.3 BHRREER (ERMERER [MITEE])
WM BT, SR EERZ W RICE AT TV =)V 10mg
KU 20mg #5128 % 6 » A5 6 12 7 J OffERE 2 % e
SNTRRIRFABRIC B\ THIEDfERE T S L, (G5
MG O FE R ORERE, AR, B, G RGO W
FERDIEEDPFHEOEBREFTHL Z Er@ESI LT
2529



GEU 5 AN B BETRAE)
17.1.4 ERSE I #5358
S AMEE A EETEZ M5 L L7 EP o R SR 12
T, ﬁx77/~wMMg%4ﬂﬁ&5Lt&§@&54
BEF O T e & EE R o ey deER I Ene
11.32.3% (31/96 %) . %8%(%&6W)T%ofwo
G ERFR G 96 Bl 5 B (5.2%) (ZEITER 2SR ST
l/)ZQ)O
(BEBEXIIt=EBEBICHTRIAUINT 2 — -
BRE DY)
[N £8 TIT AR SR M OSEIN T B B R R (4 2 775 ) — ),
TEFTU) VKR 5 20 A 0 3EIFES)
DOBERHEZ T, BAEGIEL 401 Bk 192 61 (47.9%) (ZE]
VERD RO N T W5,
I/ TObNYRYTA Y —, TEXFTIY VKW
FOX o= — o 3EFEG IOV, BENIZBWT
i PR S B S5 O BRI SE B EE SR & 70 2 5B & 920 L C
W\,
17.1.5 ERE Il H5i5
AN TNy F— ) ko B i d T o R
FHaG e LZENOBKRRRICBNT, X777 =)
20mg. 7EX T YK 750mg K7 ) Au~v A Y
> 400mg x 1 H 281 7 H & O3S L 72RO BRR=Z=IE T &
DEBNTH5DHIW,

Eayo

N R
KHFH D s g | BEOBICB| L T
v | BT e BEBUR | g
ENTRES

* AT T =)
20mg
TEXSLY VK || T5.9% | 81.8% 78.8%
14 750mg () (44/58 1) | (45/55 B1) | (89/113 A1)
25 An~A Y
> 400mg (J71ih)

17.1.6 EIRTHEREZERARER
A 3Ny g — ) B EEE T SIRBEE O R
Hraxtg e L-EAOTHREERRREICBNC T ATT
—)V 20mg. 7 EF T ) YAKA 750mg KN F) Anv
432 200mg X3+ A 7T — ) 20mg. TEFXF ) YK
W 750mg N7 ) A~ A2y 40mg & 1 H 207
HEREIHES L 2B BRBERIITEROLEBY) TH 53,

— JEHH. 5
P T T B T
1 A5 * R B
/3':»1‘
FAT T =)
20mg
TEXFLVY UK 2 E/H 86.3% 75.7% 81.1%
19 750mg  (F71ifi) (63/73191) | (53/70 1) | (116/143 1)
yo)aa<A s
> 200mg (JIA)
FATT—
20mg
TEFVY VK 9 F/H 77.1% 82.7% 80.0%
A 750mg (34 (54/70 B1) | (62/75 1) | (116/145 1)
ryo)aavAy
> 400mg (JAih)

(B MALT U >/ B8, R/ KRR, REHEEIC
T HRMEAIBEERS. AUINT 42— - FOUBREER
ICHFBAUaNT 42— - EOY OKRBEOH#EED)

Tar Ry T oY= TEXFT I KN RO Y
T 2AARA T NIFA PEZF = LD 3HFEG IO

T, BRI B TR BRSO BIE T S8 EE 2SR & 72
éﬁ%%%mbfw&w
18. ZEpEIP
18.1 fEATRF
AR o BEHI I o M A st _E L ﬁ&#% G o LONNEC S/ L3
(ﬁﬂ/.l EMVAEETAH I EICL D BEgNIC B W T—#Ho HEE

WIS BE B, SORICOEMKEMETIE, BEIPA A
SH* %ML, bYICK 2R AL7a s Ry 7
M-EN 5 R HY Kt -ATPase 23\ T\ b, X 75—
Vi, 2o7a by Ry TOBXEHET A LI2L- T,

B R 53 % B 53930
AN ANTE— - CO ) BRIBRICBIT 24 2T 57— 1o
HENTENpH # LA XEL LIy, fHHENLTES
IV, 7 ) Aax A Y VOB R SO B S
WZhbEEZLNLP,
18.2 & N TO1EH
18.2.1 BEEDRINEHER
(1) ERam
EJIEV&UH‘ EEGESEREICBVWT, 20mg %512 &
HER W E ZNZE 93%&0 949640l 3 %30
(2 ) ?ﬁ%?&ﬁﬁl’éﬂ
BIEEEFICFATTI V=) 20mg # 1 H 1 \§IERICE
D&%Ltkﬁ\&§2~6ﬁ%%lbﬁﬂﬁwmﬂ@%ﬂ
o X% (AR
(3) T HZX MU HIE
BFEBRANZBWT, 20mgHEGIZED T M T HA MY »
(Apg/kg. fiiE) R 2 Bl £ Co B E5 W % 93%
28,
4) 4> R
TR N R O RIS EE I BT, 20mg $ 51280
4VZUV(Oﬂym\%E)M@%2hﬁif®aMﬁw
% 70~88% il 3~ %39
(5) mED®
TEEER A BT, 20mg ¢ 5-12 & 0 7] 8 KR o0 W e 43k
% 73%4 9 %40,
(6) 24 EERES M
Wi, T REEERE L OREER BV T, 20mg %
Hiz kb 24 BERTLC be) T B o3 & ] 9 %37 A0 A2
18.2.2 N7 L 43ipinE{ERA
EFEB IS BT, 20mg 512 & DM 8 Ko~ T v »
3w 39% I 540,
1823ﬁﬁ$muKﬁT%§
BiEE. TREBEEEZEIIB VYT, 20mg 512 &
HEEIZIHIT & A LB Z RIT S i),
18.2.4 Wﬁ/ﬂﬂ'\)b%/(u&lij’?‘ég
i, T IR.IE%. Zollinger-Ellison fEMBEMEEZ 12 B W
T, 20~60mg %512 Ji DIEAT AN MED EFADRHR S
%:tﬁ%%ﬁ\H%%T%\ﬁﬁﬁﬁa®@@%%wdﬁ

UE-=

==}
H

UR=ECL

EAE AR S H8)0)
ﬁ(ﬁr&Uﬂ“ Eist e % BV, 0mgHEGI2Lh#
DBDOPIGFWA RNV E NIZIT & A EFEL RIT S 0o,

18.3 EMHCOIER
18.3.1 Ht Kt-ATPase BRE/EH
THFR T v b3 o ERE HT K -ATPase (2
TEH %R
18.3.2 BEZINHER
'74T3F Tl R & H v 72 dibutyryl cyclic AMP HEER 4
V2 L CHIEIE R 2 7R 3733,
lﬁ’élF'EH““7 v M HET v b KEMREYINT v M2BITS
RYZHANY ¥ O Vo33 — Vi, Heidenhain pouch
A XNZBITAHEAY I VR, BEEA BT LRI TR
MY RIS XA E R WAIIR L, s EEIEH &R
?47),48)0
1&&3§ﬁagkﬁ76ﬁm
T v MIBITAKEWREA LA, BIMEER, 1 2 Fx85
VT A t Yo, L F=vary Ry ) — )VEBEEL Y
2 A =) IR BEE SR L. R PUESE R 2R
T, F 7 FEERE K O R E o L C b iR e E
BFEE R,
18.4 AU aNy 4— - EOVREDOHEEIMER
18.4.1 ANUaN 42— - EOYBEHYMETIVICE T BE
LS
RYANY AN F— - ED)EREETVIZBWT, TEF
) YORAIEA, x s 7)) Anx A v LD 2 A
BECIIBRI I (W K4 6%), £ 277 — V&
W22 EICEDVBEREBEEFLI LA L. 7TEX DY »
KR &+ 2T F =D 2FIBEHTH 50%., 7EF )
VKW, 7o) Aa< A Ly RE AT T =)o 3FHIGE
JHCl349 80%CTd - 725,

*F LR



19. BRSICREY 2EM{LEAER

—fi%$
F+ A 75— ) (Omeprazole)

1tZ4#
(RS)-5-Methoxy-2- {[(4-methoxy-35-dimethylpyridin-2-
ylmethylsulfinyll -1/A-benzimidazole

SFR
C17H19N303S

SFE
345.42

i 7N
Mt~ O SREOR K TH 5,
NN-VXAFIVENVLT I FIZEBETFRTL, =7/ —
(99.5) IZRREITICC L, KIZIFEAEE TV,
$ﬁ®NNVX%»+»A7\F@MUa%)ikﬁﬁ%
NS\,
W2 Lo THEAICHEAME 2 5,
A A9 150T (55 o

BER
HsC 0—CHs
E o CH
\ s
HsC /©:/} S\\ N N
0 N 0] Je OV G A1
22. AL

(FAA TSI —IVEE 10mg [7 A IV])
100 ££[10 $E(PTP) x 10, EHEHIA D ]
500 $2[10 $E(PTP) x50, FZEFIAY |
500 $E[R. /NT . BEFIAD]

(FA TSI —IVEE20mg [7 A IL])
100 ££[10 $E(PTP) x 10, & HHIA D ]
500 $[10 $EPTP) x50, FZFEHIA D]
500 $E[fR. VT, EEFIAD]
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