% ok 20264E2 H W ET (35500
% 20254E9 H e aT (454h0)

Bk ¢ ST
FREAM - 34

TabrrRYT L ey —
HASER 4 X7 7 — Ve

AR TS5 Y = |bmam 10meramsi

BFEERRIEES

872329

ARES

22800AMX00442
22800AMX00443

10mg

200447 1

20mg

FARDTS5Y = |bisan20merams

Omeprazole Enteric Coated Tablets “TAKEDA TEVA”

2. BR(RODBEICEBELEVWIE)
2.1 RA O L CRECEDBEREIE O H % B E
2.2 Y WVEY) VR A SR o BE[10.1 2]

3. #ERk - MR
3.1 #R%
Wi, F AT T V= VEESELIOmg | 4 AT TV — VIESE20mg
” (R 73 (R 73
ks | 1§ - A ATV = 10mg | 158 : #2757 =)L 20mg
FLBEARAY. by Ew Y | FREAKRHY. KEE < 7 A
FrT. TFrTyr)aA— |\ v oA, TSy a—
VEEF P YA, e FaFxFy | VEEF MY YA, B RaF
TREVELVE—A, AFTT | YUk ra—A, A7
VU IZATYIA, T | TV VBRI AT IA, T
— TAT—A, bt~ Ay | maxo—Z, Ak Faviv
o L. v a IR ATV, | A b, BMLF ¥ . e 7u
SNV, AY 7Y NVEIAR| AT—=AT I VBT ATV,
V~<—LD., 97V VEi#ES |y /=N, FLo
FUD A RYVIXR—=F
80, MfLF% >, ~rua—
V6000, ZKEEMLTF B 1) 7 A
3.2 BFEI DMK
Wi F AT T —=VIEESEIOmg | A T T — IV ESE20mg
. [ 773 ] [ 775
& - FE OB 7 4 Vv a3 =714 ¥ 7§
O = O =
& IR
[ERE JE= ok [ERES JE & i
62mm  3Ilmm #96mg | 71lmm  32mm #9137mg
Ak — t 422 t 423

4. FhEEXII#FR
(F A 75V —IViBREI0mg[RET/\])
OBEE. T=kBEaE. WatkaE. UhdeEX. U5
AMBEEWRIE. Zollinger-EllisonfEf& 3%
OFRIcBF AU N7 42— - EOVUDORKREDOHED
BiEE. T=iEBEE. BMALTY >/ FE. i/ R
fE. RHABEICHT 2ARFHEEERE. NVaANTH— -
EOUBEE R
(F A 75V —IViBRiE20mg[RET/\])

OF#EE. T-HBEE.

Zollinger-EllisonfEf& &
OTRICHBITFBIAUINT 42— - EOVDREDFHED

BiEE. t=#EBEE. BMALTY >/ 8, St Mrimd

fE. REIBEICKT 2ARBIEERE. ANUanNyg— -

EoyREE L

5. SHEEXINRICEET 3FE
(ANYanyg a— - ol oREOHE)

5.1 EATIIEMALT Y Y 3K T oA\ 9Ny 57— -

RHEIRO AV LT v,

ARAE. URMEREXR.

=gyl

5.2 SEEMEI/IGRAE ISR LTI, A RS A4 U522,
AN aANT F— - En) REGEHESEY) & WS B IERNC O
AREEREEIT) Z &,

5.3 BHIE R I 9 2 BB IR E DA, A any
F— - ¥ BRIWEHRIC K S RO FREMH I3 5 4511
TS LTV e\,

5.4 N)INZF— -

Yoy BYH RISV ABICIE, AY an

75— ¥a)SEETH B I E RUNBEREICL Y AY 2
N7 F— - YO BREHETHDL I EEMERTHI L,

6. ARUVAE

(A X753V —IViGREEI0mg[RET/\])

BigE. YEEES. T=1E&%E. Zollinger-EllisonfE&EE
WHEL AR A X 75— )vE LTIH1R20mg % #1045 5-3
bo B, WE. HiES WETNEE TIE8HEE E T Tk
S CIX6HEE F ToRE LT 5,

WRMERER
WHEL AR A X 75V —=)vE LTIHLR20mg % & 104#% 53
bo ok, WlH. SHMETORGLT2, SHITHE - Bhx
M0 R ik B R OMERREE I BV Tid, TH110~20mg
RO 53 %,

IV 5 AMEE BETRAE
WHEL AR A X 75V —=)vE LTIHLRI10mg % & 104853
bo BB, W, GHNFECOHRG LT D,

AYanyg2— .- eal oOBREOwHEE)

WEHE. BACEZA A TSIV =V ELTIN20mg, 7TEFT VY
VKR & L C1750mg (i) X O7 59 2u<xA4 & LT
1[M1200mg (Jfii) D 3#) % FKEZ1H 28, 7H MRS 5. &
B, 7o) A2u~vAf 0, LECRDUCHEENET S L)Y
T& 5, 72721, 1400mg (i) 1H2M % LRRE § %,

TR YRYTAL Y EY—, TEFVIY VKNP R 5
JVATRYA Y O3 GICE BN ANy F— - ¥r ) OFR
BRI OYA L, SHSRDbBERE LT #@FE, A
A ATV —=ne L TlH20mg,. 7EFT V) VARMY L
L CT1R750mg (i) Je 0¥ X2 b @ =%V —)L & L C1H250mgD3
Hl & FEFICIH2ME, 7H MR35 5,

(F X753V =V REE0mg[RET/\])

BigE. YEEES. T BE&%E. Zollinger-EllisonfE&EE
WHEL AR A X 75V —=)vE LTIH1R20mg % 104553
bo B, WE. HiES, WETEE CIE8HEE E T Tk
S CTIX6HEE F ToRE LT 5,

WRMERER
WHEL AR F X 75— )vE LTIH1R20mg % & 10453
bo ok, WH. SHMETORG LT, SHITHE - Bhx
M0 B B R OMERREE I BV Tid, TH110~20mg
RO 5-3 %,

AYanyg2— .- eal oOBREOHEE)

WEHE. BACEBEA A TSIV =V ELTIH20mg, TEFT VY
VKR & LT 750mg (i) X O7 59 2Aua<xA4 & LT
1[M1200mg (Jfii) D 3#) % FKEZ1H 28, 7H M&EOH53 5. &
B, 7o) A0y, LECDUCHEENET S L)Y
T& 5, 72721, 1400mg (Ffli) 1H2M % LRRE § %,



Ta bRy TL ey — TEXFTI) VKNP RT 7 T
VA~ A v yO3FFEGITE LAY aNs F— - Er) OBE
BEFIREIOL AL, ZHIUb2EHE LT @H. WA
WA A7 =& LTlH20mg. TEF U VKNP &
L C1E750mg (i) e 0" b @ =% — )L & L C1E250mgD3
A& FEEICTH20, 7H MRS %,

(%)
e - whAR 10mg | 20mg | 1lnl4% 5= JiE:

ERi=s) NI U/t $1-¢) Nl it =1, =y
%5, Zollinger-EllisonfE iR ©]© 20mg | LHIM
P A 20mg
S £ S (HEFFAE) O 1 O | o~20mg | I
FEO S A E A GAE O - 10mg 1H 1
TRlCBITFAAN)INI I — - ¥
o) ORE ORI

(SRS NI =) =8| N

MALTY 8, feEdkimh | O @) 20mg 1H 2

WIRAE. FH SR xS AN

HWENHEREE, ANV ansy

Z— - ¥n) Y E %

O:%hehbh. — - #hERL

7. BERVABICEET 3158

(FRERER)

7.1 1H 10mg D HEFE6E THIE D520 S5 N2 44131 H20mg TH
BIHEAT) S L. WHREOMERIEICE VT IO,
SEROBESEZEZR L CHREZERIRT A2 L, 2721, 1IH
20mgDHEFHRETHED RO SN2 E. HDHVIETFUEaE
WA, R, T RS O IRSEED SR AR, ST
WHRSRESE 21T\, ZORRICIED W T Y) 2 B
YO BRADLZEZEEBTHI L,

GEU 5 AME BEWHRAE)

7.2 5RG2E%GE Al LCRMER MR L, SERO UM A
O LN VYA, BRI DIRKRDSE 2 5 b 7201l
DY) B HEWANOE L 2 ERT 5T L,

8. ERLEXNER

(RhREFIE)
8.1 IR, IFHRAE. BRSNS IIER T A 2 &,
(ERERE L)

8.2 WM A DOMEFFRIEIC OV TIE, TS - TR Y K
BHEICHLEGTHILE L. KREHBRLEOLED R WEH
K532 EIMBETLI L, Fo0 HMEREERIE
WIS NSRS & JEhE 3 2 2 L BIE % 14012 b=
FLVv, BB, ROFHICT/HEETLHI L,

8.2.1 T OB, EIROBESZ ZE L CERREOHEE
BINT B2 &,

8.2.2 EMRAEDS BRI 72N T W B LT S 8 A 3 Rk 3L
B EEEETLHI L,

8.2.3 NI ITHERE. BrikE.
F Ly

GEV' S AME BEWRAE)

8.3 PLHICHE L CIZIIFBIC X 0 MR Uy Vbl G S A5 D I 0 9 A
ROBELESNE ZE (LAMBAY2H L) 2RO ik
5522k, B, KAOEGIERE, BERES OB
OO bR EIC X 2EREZRKT 2 2 L 8H L0 T W
BEMREEICL) INOORBETRVWI L ZMERTHI L,

9. RENEREZHJHBEICHT IR
9.1 BfHE - MEEZFDH 5 BE
9.1.1 EMEBEDERTEDH 5 EH
9.3 fHRERRERE
PSR TH Y MHREDE 2D BENDDH 5.

4= =

(IR

MERFEOMRIEZATH) 2 LA

9.5 1tiw

I SOIEIR LTV 2 TR D & 5 IR I3, B LA M
Mtz LR 2 LIS BEICORKGTHI L. B

EBR (7 9 FH11138mg/kg) T

WS Twa,
.6 BILw

R GEC IR 35 0) 2%

R ORISR OBIAREOALREEZZE L, BALOMSEX
kR AT A 2 & B (T v MiEI5me/ke) Ty BEEL

AT B 2 LA

9.7 MNEE

HEshTns,

ANREER G L L 72 BREBIE I L TV 2w,

9.8 EEE

BHEDPSRGZHAT 5 2 Lo —MITHRRE. € DA HHR

HEAPMETFLTWwaZ
10. HHEFA

L%,

F & U CHUEHIIERCYP2CI9 K O —ECYP3AATRE# S %,

F 7o, HEBRGWIEERIC XD SHHER ORI E EA UK
TSI ENDH D, [16.4 ]
10.1 HAZSWHALEVC L)
b ik FRAREAR - 35185 B - fald T

VIIVE Y VIR
(z¥25 v h)
[2.2 5]

Ve rREO
TEMzRE T 552N
N5

A K O H R 5 WA
JHZX vy veey Ui
R OWINAML T L, )
V¥ B 2o
PETTHZEDRDH 5,

10.2 GERER (BHAIC

EBETBZ L)

il B ¥ L (INR) il 45
O I ¥ B¢ [ HE 0 22 W) 12
THEEL NS &S

ESiEE BRRAEIR - 358 ik B - fabriiT

DAV FAVN o OEAOEN 2 | AKHAEE IO F b
A= N WRT B EDHb, |7 10— LPA50%EW A
TURY = B2 CYP2C19 T8 3
[16.7.1 1] ENAHD, REELHL
RN PrEEm e 2 By L, U R cRSrsh s
[16.7.1 1] WIMICE 2 BZND D Y OLCH, JElk % %

b, 77U MR YEVIFIESELBENDND D,

AFNTTXRT

HWRT B EWd b,

THIE,
&7 u) A AKHY ¥ 7 a) n RO % M EAEH O AT
Wikd 22D b, | THhb, IhHDIEH
A NBMLEFH—| HHEOA NN R oMb EENERT S
= ERGTLILE I 2END D
E. WIS ARH o3
RS2 L | P N e 3
BiaZl,
VIFRT IO DA OVEH % | ARH O F B W0 E

JHicXhyyaxrrro
Tk 53 i A3 PN S
TITF YoM

WEATHIENH D,

A rTaFrvy— NS DA O % | AH o H W
FuyrEF—BHEA ST ENH L, (HITED IS DHEH
74527 DFEMEFET L, &
E AT o o SEH) o i EE
PETFTLIENDH D,

R af - AH OAEH % B3 5 | AKH O Cmax Je WAUCHS
ZENDHD, WMLz Eo#E»DH

bo K1) TFV—IVIEAR
# D RS (CYP2C19
M UCYP3A4) % R4
HTEPEZOLND,

s a ¥ K7 LIVEERE

7 a¥ Ry LUV
OIERZRYET 52 &
Wb

AF ASCYP2C19 % FH &
TAHIEIWLEY, s
YR 7LV ERIE O 1
TEACH P o 1 v i BE 2
K9 %0




AN TR ARAEAR - 15 B - fahE T

A4avFrFyvy
(St. John's Wort, &~

KA DOV 2 W53 %
ZENH D

tA4 34 FFY
Vo b A A o K#H

b YVa—vx. - ¥ #(CYP2C19 & O

) G A CYP3A4) #iFE L, K
Ao A% AR = i
HREFET T2k
VEZHND,

1. 8MERA

ROBWEHDHHbND LD HHDOT, BEL THATN B
HRBO O NI A 3G 2 LT 5 % il 2 EE 1) 2 &
1.1 EX%EIER

o

%1111 23y 7, PF747FY— (TR HEARH)

Yavr, TF745% Y= (MEERE, A8 ESE) 2D
LN END 5D,
11.1.2 AMERE A AE. MFERIRAE. BMEEMmM. MM (»
I HEAW)
11.1.3 BIERFR. FFHEERES. &E. FRL (W3 b HERY)
11.1.4 th & M 3¢ & 3% 3 B # fE (Toxic Epidermal Necrolysis :
TEN). RE¥ERAERE (Stevens-JohnsonfERE) (Wl d
BHEEAT)
11.1.5 RAEE HEAH)
11.1.6 BMEMBEX. SEBEE (W3 HERY)
BHEEREMAE (BUN, 7 L7 F = V&) ICEET AT &,
11.1.7 &7 b U vy LG CHEAD])
11.1.8 FEMERR HEEAR)

Rk, PRI, FEEL MiE R REE) SR LY
I R WX, MEBCTSF oM & s 5 2 &o
BRI R b 2z A3 S 2 ik L, IR E AV E
VHI ORGSO RNE RIS 2 &,
11.1.9 HERERBBRE GHEAD)

fAdE. B CK o, MR ORR I & 7y k&)
HOONDLIEDNDH 5D,
11.1.10 SAELIREE HEEA)

FAE, BETH, KRN SR, R, B ZURMS)
HOONDLIEDNDH 5D,
1.2 ZOOEHER
(B, T-#HmaE. UEHiEE. URHsER. FUsAl
SEEWRE. Zollinger-EllisonfEfREE)

0.1~5% A 0. 1%Ail A
A 395 HINIE ZALHE, GHBBUE. Z 9
THAL#E T - WRAE, R SIBROR. | . BE M BRI OR B &
fEfh, Bl B, TON%K |(collagenous colitis,
lymphocytic colitis). g &R
Wk h Y YE, g
JHF-Tiek AST. ALT. Al-P.
y-GTP, LDH® |5
IR P MERE A i MCEGRA
Al
R | B RA. LUK [ F v, d'#k. R, AR
GiE). JEIESE, 5 OMRE
Z Dt FE#h BB, BRI [BUR, WRERE. B A
R fiidi RHL AN, ST BUAR

T K= T AT AGE. 7%
Bl RME, e, RO
BUN, 7L 7F=>, JREE.
M) YT AR EA Y
A, AL ATFA—)O 5

(AYanya— .ol OREOHEE))

5%LL k. 1~5% Al 19 A4 ™
S TECRE b5
Ak O - Bk OBE| TN, M. |ER. e, FTIRE K
(33.4%) . |[f#E%, Bl
BRSO OROE| R,
(10.5%) iA

5% 1 1~5%Aji 1% A i ™

JFF e AST L5 JFpERE SR . ALT LA, Al-P
kR, evrver EH, LDH

+5H

LR TFEREREN S, L/ IMREOR D
o, FMEREGN %, HIk

L

LERUEE LS . LU, © T,

Mk i

i3

ZOht PRAE B RECGYE, REE LA o
LVATFa—) LS, QTIEE,

S, BRIE H VY YE

oiE. B

P OREIE BRSO T BB B2 A AT IV =, TEXFT Y
U URA B O 7 ) Au <A vy O3FIFEG ORI IED <.

W) BERW % &,

12. EBRBRERRICRIFTEE
ANYany a— -l OREOHHED)
FATIIV=NVEDTO N R TAL LV EF =R T EF T
VUK, 7V Aux A Y Y EOHEWEKR A fu=s
V=V ORI R $ G4 T T, BCIR BB DK 5E 25
REPEIC 2 B UTRETE DS D 2 720, BCIREIFEGAMNC & 5 BRHH
EERATIBEIE, NS OFEF OB GH T 14 PLE DR T
FEiTH I EAEF L,

14, BHEDEE

14.1 EHIZHFEFEOER

1411 KRB ERTH Y. RHICHz- Tk, WAZD ., #%
720 EFIC, AL T L) BB/ ET L2 L,

14.1.2 PTPUEOFHEHNIIPTPY — b2 S5WO ML TIRIET 2 L9
JRET 5T L, PTPY — FORRIKIC X D V84 52T Ak
JEAFIA L, I3zl e B 2 L CHERT 25 0 B % & 00E
T A LDV H D,

15. ZOMOEE

15.1 ERPR{EAICE D < B3R

(hEE£E)

15.1.1 RAO RS- RO HRY — T &80 7 L OGN D %o

15.1.2 KF 0575, BRI X 2HEIRZ RS 5 2 05D B DT,
ERCTEWI AR LTS TAIE,

15.1.3 #AMC B 2 BEOBIENIET, 7Ry Ry 74 vee
& =12 & DB B T HERIE I E ) BB Pr. TR i,
THEF IO 2 7 WIS shCw b, BHo, SRR
W 4ELLE) OE#RZ 2 7 BE Ty BT 0) 27 L 72,

15.1.4 NI B 2 FICABBE 2R & LB O BlIg 5
T, 7O bRy TFA ey =25 LBHE B0
APMYTTL T4 T4 YIS E B EEEGD ) X 7 B nas
EHENTW5b,

GEU 5 AME BEWRAE)

15.1.5 LENBAHEOEY X7 Thb L EZ 5N b P&k, 2
ANV =T 2G0T H2BEEOVTICHEL L RVEAIEAR
H DB R S U S WTTRENED D % o

15.2 FEREERAREABRICE D 1558

15.2.1 9 v MZ1.7mg/kgbl % 24 R IIH - L 223k ikiC,
BIZANTF ) A4 FOREBRALNILOHENH L, TOHIV
F A FORAEIIZT v MIHGERE D b TWwD,

15.2.2 v MCHEFETH LTV 75— (50mg/kg/H). T
TFR VY AP GO0me/kg/H) kX7 S) 20~ ¥
(160mg/kg/ H) % BE %5 L7z BC. B <o dtk o Rk
LD BB HFIH OB HRATRD SN TWD,

w



16. ZE¥EhEE

16.1 IMeigE

16.1.1 #XTZJ —IIVEHMESEOT -4
HEHER N (651) 124 2 75V — I 10mg } 0°20mg % 225 I (2 M Ji]
RIS Lz & B G mf2me i O A iR B L,
PRI F hEh2 SR K O] .6RF T - 72V,

ERE 6B, 10mg O°20mg i [l 4 14 - CF44 4 = SE)

P Cmax Tmax AUCo-10n Tz
A (ng/mL) (h) (ng - h/mL) (h)
10mg 1841315 23=06 480.7+160.2 28
20mg 4062+ 1520 23+02 11604 +646.3 16

R (660) 124 A 75V — v20mg % W &R T H 17 H f#%
B L7z &, H7HHOCmax K OIiLH 8 B f# T ik (AUC) &
WINBEE1IH H oM. AR L 722,
F7o. HEEEEGH) KO ZRREEEEE AR IcF 2 TS
V= 20mgx IHIMEFERIC4HEELG Lz &, ETHHO
AUCIEBEBEEZ ITBWTHELIH HIZHNAEREINAFEO 51
7245 BTHHEE14H HOMTldCmax, AUCOWI LD 3N
R N h o 72,
16.1.2 #X 75V —=Ib, FEXZ U KPR 5 207
1 BREEOT—4
EHER N (1B 124 2 75V = 20mg. 7EF T ) YK
750mg (i) e U082 5 ) 21 <4 ¥ »400mg (F11ili) 21 H2H7H
BRI G5 oMt 2 75— VisEiE, 582 5k
B ICCmax %R Ly 20 o ek Lz A7 5
V=)V ®OCmax J WAUCIE, HIH G- R U CREEG 12 &
D LR LA, B54HHETHHTIIZIZFAT, 4HH ETIC
R IREIE L2,
BN LLE, 3#I0F I B 5 CF¥9 4t = SD)
Cmax (u g/mL) Tmax (h) AUCo»(u g+ h/mL) Tuz(h)
0.79+041 27+16 294+1.75 1806
16.1.3 &EMFRIEF B
AT TV = WES10mgl RH 73] UE A X 77V — VG
$E20mgl I T N1 & F AT T VEIOmg LIZF AT T U8
20mg% 7 B AL = N—=FEIZX D, RERABTICERZT N1
(F A 75— )& LTl0mgXiZ20mg) = ML H I F %S L
TP ARZARRE L WE L, Ho N EYEE/ T XA -5
(AUC, Cmax) (22 THEFHINT 247 o 7245 0. WAl o 242
1 [l S A RR S 7z,
(AT ZJ—IVEBEEIOmg[RET /N ])

HE 8T A =% BHEING A—F
AUCo-10 Cmax Tmax T2
(ng * h/mL) (ng/mL) (h) (h)
AT T = Ve 537.6 266.9
+ +
10mg[ & H 7 /3] +584.5 +169.6 1810 | 1207
T 559.1 279.0
Yz + +
*+ X757 VEE1I0mg +6239 +1826 1.8+08 | 1616
(P = FREER 7, n=29)
400
3 300k —O— 277V = M5 0mg  RHIF /3
g 0 F AT TV Y §E10mg
£ iy = AR A, =29
# 200
it 0O
= an
¥ 100
04

5t oW (h)

(F AT 5V —IEGEsE20mg[REF/3])

HENT A =S BENTA—F

AUCo10 Cmax Tmax Tz
(ng + h/mL) (ng/mL) (h) (h)
T AT T — VIS 15234 624.8
+ +
20mgl i H 7 /3| +1821.3 +£4216 1908 | 1308
. 1405.2 597.6
AT TV 3+ 1. 2+,
*+ X T7F VY §E20mg +15707 +4038 2310 | 12+07
(P = BE#EfR 25, n=30)
800
ool T —o— 475 Y= VBiES2mg R 75

=0 AT 5 VEE20mg
S+ BRHER . n=30

e E (ng/mL)

o 1 2z 3 4 5 6 7 8 9 1
P50 (h)
IAE PR EE R DN AUC, Cmax®:0/85 A — & 1%, BBEH OEIR,
PO E - W5 O FRBRGA & o TR B WD 5.
16.3 2%
16.3.1 ZEEEEE
96~98%°
16.4 {5
MEAD T —F Tid, BERANCE 2 TSV — Va2 OHS L
A, MEPOERBWIEA XTIV VALK R N
OF I F X757 —= VT ThEOMREWITTRD HEEG W
WHEH 213 A ERE 7279, 72, e MFIZuy—
22X Bin vitroi RO RT S, e FaF VKRR A VK K
DA ZENENFEICCYP2CI9 L O'CYP3A4D 5L, v K
TER RN 7 T TV AZAIVK MEOMETH B L s
ENTWBP10, CYP2CINZIZEEL R GEAE L, BIEFEMIC
CYP2C19D#1E % KB 2 MK (PM) B HAANZ ELE Y TV
FAFETI3~20%. I—A ¥ ZARAFTI~4% L WMiHEShTw
00D PMIZBIT B F AT 5= VO, o7
o b YRS THERDD EFAMTH D, [10. BIE]
16.5 HEitt
NEANDF— % Tld, "CHEkA 2 75V —VEEE Lk &,
P 5 EE D RIS0% AR A, #20%A3HE H P S h 727,
16.6 JHENEREH T 2EE
16.6.1 MKER
BB RE ZTRICF AT 5V — )V Z1H1H20mg#E 1% 5
L. IMAEF R EE 2 Mot L7223 BRIC B W T IMENTIC & 5 B
LA LROLNT, BN H LOFEEN H CHRNIEDEIREIC
FEIIA LN o 7210710
16.7 E4HEE(EH
16.7.1 ST7HEINL, TIVT7Y, 7= h1>
WEADF—%Tid, Y7ERL, ULT77Y V(R-TIVT 7Y
V). 7= b A UHACYPCLC X W EN B2, A XTS5
V= VEDPHICE o TYTERLY R T 2= b VDY
V7T AE, ENEN2TB R TIRIE T L. 7V 77 Y90
MR I312% 53 L7 & s H Bo [10.2 31
16.7.2 ZDDEH
F ATV IVOMPERREZ. 75 AaxA4 Y Lot
W2& ). Cmax B CAUCIKK2R5 1 LR L7z — B, 7TEF V¥
U YRR EDOBHIZ. A AT TV =V oliAER BRI L
Tdro 7220,




17. ERPREXHE

17.1 ARV RLM(CET 555

(ERMERERX)

17.1.1 EINE DB (MSEE)
HeZ B AR TIARYIE O @i vk Al 2 2 b R & L 72 EIN o iR
RERIZBWTH AT TV — )V 10mg M 020mg % 6 » J #5172
W O B IR ATFRD STV B, 24 aElie 5616113
Bl (4.9%) \ZEITEH 25588 b LT b,

Beh-aE 2438 -5 (Kaplan-Meieri:)
*+ A 7T = 10mght 59.8%
* AT T —N20mght 87.3%

17.1.2 BHIERPREABR (MEFRER )

WM B VT, MHME B R Z T RISE 2 75— 10mg K OF
20mgik 512 X 56 A7 5125 A MR FENE S N7 Bk
AR B W THIEOEMRIA T2 S, HHEBI A o ¥ 5tk
BEEROBEE, Fn, B, JHHERIRINE O MR O FLEE ASH
KOEHRKTTHDH I EHEINTWBEZ,
GEU 5 AME BEWTRIE)
17.1.3 EINE MHEHER

S AMEE M IE 2 W R & L - ENORRRRERIC BT,
AT TV = 10mgx 4EEHG L7z & & 05438150 g R
FoE AT AR L O3 2 R T i EHRIEF N2 32.3%(31/96
B1). 45.8% (44/9611) T - 722,

PRS0 596450 551 (5. 2%) \RIE 2538 S Tw b,
(BEEXI+-HBEEICB 3NN 42— - EOYDRKRE
DHERY)

P 45 T GRS L S EIN T IR R R B (F 2 79V — v, T E
FIUVY VKRR 5 AT A YL O3KITLE) OBE R
P TR, RRIE B 4011 19251 (47.9%) \ZRITEH 25380
TWwh,

I/, TR URYTSALA v EY— TEFTVY VKWK
A MO =¥V — L O3KIFEG 2oV TiE, ENIZB W THIRR
B ORIWE S BBUE DSHIRE & 72 2 3B 2 FEhE L T v,
17.1.4 EIRE MHEHER

AN ANy y— - ¥u) o EEE ST IRE RO B E
WG L L72ENOBKRREIZB T, + 277 Y —)120mg,
TEX YV VAAWT0Mg LUy 5 Aav A ¥ »400mg 1
H2ME7 H B85S L OBRERII TERO LB TH B,
Be5 | M | FoEBEEC | A0
W | BUBKREE | BUsREE | R

(S SN TESSSE-

* AT 5 —)V20mg
TEFY I VKA

75.9% 81.8% 78.8%
750mg (F71if) 21/ H
Sy AaTA S Y (44/58%1) (45/55%1) (89/113%1)
400mg (Jfifi)

17.1.5 EIRNMEREZERARHER

AN ANy y— - ¥u) o EEE ST IREEE O B E
Zxtg e LZENOTRBEKRRBEICBNT, A 275V -
20mg. 7EF TV YAAWTOMg L2 ) Auv L Yy
200mg XiE+ X 75— 20mg. TEF T V) VAKHNPTS0mg
FO7 5) Aa<4 ¥ »400mgz 1 H 207 H BREHS- L7z o
BRHEEIITEROEBY THDY,

#% B | R | Ao

BEAOIGR | wp | sz | sookEE | B

F* AT 5 —)V20mg
TEXT V) KA

86.3% 75.7% 81.1%

750mg (F71il) 21/ H
A s 63/7360) | (53/7081) | (116/14361)
200mg (JJifi)
* 275 =) 20mg

NS ~ v
;fmz (“j;ﬁ%}) KA gt | 771% 82.7% 80.0%
ot 5 (B54/708) | (62/7561) | (116/14561)
400mg (7 fifi)

(BMALTY /38, EMI/MRRAE. FHEEICHT 2RR
BHGEEEE. NJIaN 42— EOVBERBERICE TN
anga— - el oREOEE)
TarNSRITA Y= TEF LI VKPR T
YA A Yy FA MRy — v O3FHEG oW TR, [H
I B CER IR RBR AT o RIE H 56 BUSE S 2SRk & 70 5 R a 92
HiL T,

18. ZEhEkiE
18.1 kM

B O BERINL O MBI FAZAFAE S B 28R AR - 8
BAREET 52 L1280, BRI 33\ Tk o B FR U6 BUG
BB ED, TORISORKBIETIZ, BTN SH Z R L.
ROYICKZRY AL T s Ry FEFIEN 5 HER K-
ATPaseMVC Wb, F XTIV =ik, ZoT7a by Ry
DBEFHET LI LICL - T HEHWZ I 222,
ANYANTF— - ) RRGHEICBIT 24 2T 7 — VoK
HIEHWNpHZ FRAXELZLICEY, IS hATEFY VY
VKM, 75U Au<A4 Yy ONEIEEEEDLILICHD
LEZLNDD,
18.2 & hTOERA
18.2.1 BEESINFI{ER

(1) EEER i

HEE K O+ IR S IS B W T, 20mgd g2 & b LR
53l % & 2 193% I D94%3I - %%,

(2) Sh R R BFR

B EEICE AT 5V —20meg % 1 H 1R IR OH%E L
7ol & 52~60EM A & 0 H IR WSRO 50,
@BFFFHXBMY R

R ACBWT, 20mgk 512 ) F VI HA MY v (dug/
kg, 57 M2 R £ T o0 B W4 % 93%3H] - 530,

414> 2 R

REFER A K O BB B B W T, 20mgik 52k A ¥
21) »(0.2U/kg. BHE) H A2 1 % T o B ER W F 70~88%
W5 %5,

(5) mE 2

R AIZ BT, 20mgd 512 & 0 8] o e 431k % 73%
W5 %59,

(6) 24BHFE 25

HiEs. T RBEEEE LA BT, 20mghG-12
XD 24BN D7 ) RS WA & B 5 %503
18.2.2 X7°Y i MEI{ER

R AICB VT, 20mgPe 512 & 0 I HISHE D R 7 v 43k
% 39%3i 3 %%,
18.2.3 BHIHEEICRIFTHE

HEE K O+ IR E S R IS B W T, 20mefe 512 & 0 HHE
REICIXIZ L A LHEL RITE RS,
18.2.4 ABRIEICRIFTEHE

i, T RGBS Zollinger-EllisonfiE B B #H 12 B W T,
20~60mgi% 512 X Y MiEH A M) MDA ARSN L Z LA
H BN PR T % FGHIENO B D D 3 R AE I 255
&) foh%%){ﬁs)o

HEE K O+ 3RS R IS B W T, 20mgd 512 & ) 2 ol
DWNBZWERNVEIZIFEAERERZ KIFE 20D,

18.3 EMCTOIER

18.3.1 H',K'-ATPasefB={ER

THFO R Ty MO FREEAT, K'-ATPasel 2 LBLEEN 278,
18.3.2 BEESMINGIIER

7 45 R 2 v 2z dibutyryl cyclic AMPHI LR 751612
xt U CHIHIEH 2719729,

HaMEAR S v b, BT v b, REHRYIIET v MCBIF AR
YEHAANY VROV oNT— VRIE. Heidenhain pouchA X
WXBIFAERAY I VR, HEEA XITBIFARY S FANY ~



IS & 2 HER WA Ly SR EIHIER 2R304
18.3.3 KEIBEEICH T B5/EH
Ty MIBIFBKEMHTEA ML A, WMHEER A Y Fx 52>,
TAEY) Y, FLF=va ROy ) — VEEEECICA Y
V=V TRBRE SN L. BOWBIEEEH AR 90, &
7oy BERE L O RIS ES S L b RIS R R 2 R 510,
18.4 ANUaNy &— - O BREOHEBIER
18.4.1 ANy 24— - EOVRBEEMMETIVICE T BREDHR
RYANY) AN F— - ¥R Y EGEETVICBWT, TEF T
D UARFIEA, xy 5 2ux 4 Y v & 0250 EETIER
RIS BRRE  £46%). A ATIV—=VERNTLZL
WEDBRFEIE LS EAL, 7EF V) VARNIIEF 2 TS
= L D2KIBE I THRI50%, TEF T VKW, 25 AR
<A YUY ROF AT TV = IV O3FI TIERIZ0% TdH - 729,

19. B AICET 2 EEZRIFR

—¢% © F A 75—V (Omeprazole)

b4 (RS)-5-Methoxy-2- [[(4-methoxy-3,5-dimethylpyridin-
2-ylmethylJsulfinyll -1/7-benzimidazole

73 0 CirHioN303S

g5 Fi : 345.42

PR A~ A GORKREOBRTH L. N N-Y A F )Lk
VAT I FIZHEITRTL, 28 7 — )1 (99.5) IZR R
1L KIZIBEAEBET RV NN-FVAFIVHRLVLT
I M (1-25) BHEEE 2 R S 2o T X o TRA I

WHME RS,
Mt
H3C O—CH3
§ ﬁg}CHS
H3C\ /@E />7S\\ N
0 N0 PO T I
2. Qi

(X7 ZJ—=IVigEsE1I0mg[ BT /N])
1008 [105€ (PTP) x 10, HZ#EHIA D 1,
1408 [145¢ (PTP) x 10, sZ#EHIA D 1,
5008 [10%¢ (PTP) x50, FZHAIA D ]

(F X7 ZJ—IVigEsE20mg[ BT /N])
1008 [105€ (PTP) x 10, HZ#EHIA D 1,
1408 [145¢ (PTP) x 10, sZ#EHIA D 1,
5008 [10%¢ (PTP) x50, FZMAIA D ]
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