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BESHEO®BRSHK 2B EICB I 2MEEHTY X 75V — VBEIXIZIER
HBARMTIE R UL I HIERERS LT RERIERD s hr o720,
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0, _ 9)d) d)

20k (141.7%) | (1.03-5.92) (42.6%) +0.18

tome |10 537 1.52 995 0.97
I~117% & (110.4%) | (0.92-6.00) (78.3%)¢) +0.55¢

20kgbl b 0 10 1908 1.47 3459 1.08
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FRRUBE 8 Trmax (hr)® ‘
(ng/mL)® (ng - hr/mL)? (hr)9
Lome | o 311 1.57 619 1.37
12~ 1485 & (91.7%) | (0.93-2.95) (105.5%) +0.88
20kghlE 2ome |10 981 1.75 1918 1.06
& (51.3%) | (0.95-3.00) (33.6%) £0.25
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HNEADTF =¥ TR ITERL Tz L Y RIETILT 7Y Y (R-T L
771 >) (Bl E.CYP2CI190OEE) AR DHRICED . V7 ENL. T =
= A YDAUCIRZENZN81%13%IE AL R-TIL7 7Y > OlfiffEd k
T 7 REIX13% LR L7229, [10.22]

16.7.2 ZDfthDZEA
IVASSY=LETSTYRUTA T ROTEF VI VKOG
& 750 2avA YU ROTEF YT VKNP O MEFEHEE I
BLEPST=PTT) A0 T DOIAMIKBIERBIDOAUC 13K
L7z E 72 TV AT 5V = VDAUC EIEFHBED K2R L9 F
Zyy0FFuFt 0 uxySuryF YT LID FIAEY V12
EAR OO TIIEEMERIZED Sk o7z,

17. ERIRRAE

17.1 BMERURSHECET HHER

GERERER)

17.1.1 EMISENIHEER (REA)
WREREERZWNRE L ZEERRERBE T A X 75V —)120mg.
IV RATTY—N20mgXid40mgAs1 H 1 ERASEM S S h %58k
DENZTNOEEHE[95%EHXE]1E87.4%(166/19041) [81.9%.
91.4%1.87.3%(165/1891) [81.8%+91.3%] K% 1¥90.0% (171/1904)
[84.9%.93.5%]T& V. x 75— L20mg =kt 4 3 AHI20mg & O°
40mgDIELENIED SN TNB13),
BIEFRBEEEIX. TV A TS5V =)L 20mghtT7.9%(15/189fl) TdH -
Teo ERBIERIETRI2H(1.1%) . 75=> - 73 FIVYAT 2T
261 (1.1%) KOk 7 L7 F >R Ak FF—EHEM2H(1.1%) THh -
7o

17.1.2 EASEIIHBERER (BEA)
WHREREROBREREERNRE L —HERERHBRICBLT. A XY
V=N 10mg&HEE Lz TV X 75V =) 10mgKk20mgD 1 H1[E24
SRR SRS T 2R IE B R OBRIHZIRSZD 5 hTn b1,



IVATLSY =NV |ZIVRATLSI =V |F AT 5V =)
20mg (188f1) 10mg (18841) 10mg (1874l
O 1441 2245 314
*Q;;"é‘;fg)” 92.0% 87.5% 82.7%
~ (o ~ 0 ~ 0,
(059 B ] [88.0~96.0%] [82.7~92.4%] (77.2~88.3%]
0.62[0.32~1.21]
NF—RH (Y XS5V —=120mghtvsTY X 75— )L 10mght)
[95%({EHAIX ] 0.43[0.23~0.80]
(LY RATFJ—=N20mghivsH 2 75 — )L 10mgEf)
p=0.158
i (Y XS5V —=N20mghtvsTY X 75 —)L10mghkt)
P p=0.007
(LY ATV —=N20mghivsH 2 75 — )L 10mgh¥)

BIERREBUAEIL. TV XA 75V —)L20mgiET16.9%(22/130%1) T -
Too E BRI ARER261(1.5%) .y — VT IN T VAT 25—
Hn24 (1.5%) BB 261 (1.5%) K O HERERF 261 (1.5%) TH o 7z,
(BERE7 AV VRSRICHIT ZBEBX &+ ZIEREE OB RINH)
17.1.5 7 7 HESEIEHER (BEA)
HILEEEOBE2ET 2 EART ALY ¥ (81 ~324mg) ikt iR B &
(HARANBEEGD) 2R E Lz 7 ¥ 7 RS EEREB O PRI IC B
JBERICBVWT. TV AT TV —)L20mgn 1 H1[EI4858 M5B B 1
2 BB X3+ THEEEEOBHEMERIRSZD 5N TS, & 510 HHE
FRAT DU ARIERE DI ERE O A GG S N TV X 5 —)L20mg# 1
H1ERE72EMBSRICB VLT RE5728%OIEFRERIF6.4%TH -
Too e B ARBICBLW TR AER. 7S RBEH 2[5 77V F— 1+
ZHALTHEID

a) Kaplan-Meieri£ic & 2H#5E
b) Log-rankifiE . ARE/K#E  WHIS%.Hochbergd A1C & 2MED ZE DR
100 ¢

L = :i
80 A
I
w5071
s
# 401 .
—o TUXTZ/—)L 20mg
20 4 * - TUATZJ—)L 10mg
- -—m FATS/—)l 10mg
0 T T T T T T
0 4 8 12 16 20 24
RERERSHAANSBRETOLER (B)
At risk 2
TIUATSY—)L 20mg 188 185 174 170 162 161 160
IVYAFSU—)L 10mg 188 184 168 168 154 154 154
FATSU—)L 10mg 187 185 163 161 147 147 147

Kaplan-Meierikic & 2 #iHE &E R OIEHFHER

BIfEFRRBAE IR TV X 75 Y —)L20mghET10.8% (15/139f1) R V'L
VAT 5V =N 10mgBET8.8%(11/12561) Td - 7z EHBIERIZT Y X
T5V—L20mgBE T L7 F >k AR FF— BN (1.4%) TH
DTV RXTF—=)L10mghE T TH2MH](1.6%) ROIMAF 7 L7 F >k Ak
F - —CHM2H1(1.6%) TH > 7z.

GERF O FEFNESRE (NSAID) 5B BT 2BEEN T EEEE

DEFH)

17.1.3 EIASEINIEER (RA)
HILHEEBE OBE 2 H 9 2NSAIDMGIRAEE 20 & L “EERET

BHBICBVLWTIY XTIV —)L20mgd 1 H1ER24BERZSHICE 58
EE X HRBEEOBBIIRIMRIRD Sh T 15,
IY A5V —)NL20mg(173%l) 75 &R (1684l)
FERERIEL 61 56/l
B2 e 96.0% 64.4%
(959% (X TH] [92.8~99.1%] [56.8~71.9%]
NY— Kl
[95% R 0.0910.04~0.20]
piED p<0.001
a) Kaplan-Meier##ic & 5HE b) Log-ranki®iE  AREKEE  Wifl5%
100 2 o R o
E ® A °
80 -
8 $ommmmmm !
& 601
1
3w
40 4
—=o TUATZJ—)L 20mg
201 —-o SR
0 T T T . . T
0 4 8 12 16 20 24
) RERERERRADSREETOHE  (B)
At risk %
IYATZY =)L 20mg 173 166 152 147 138 137 135
TSR 168 165 118 7 96 96 96

Kaplan-Meieri%ic & 2 85 I3+ 8BRS O IEFAER

BIERREBUAE L. TV XA 75V —)L20mgBET13.9%(24/173%1) TH -
oo E 2 BIWER & _EREERRE 201 (1.2%)  FHI2M1 (1.2%) EFB2M1 (1.2%) \ &
2051 (1.2%) Fe OFFHERE R H 2451 (1.2%) T > 720

17.1.4 BAREZSER (HA)
HILEEEOBEZH T 2NSAID#GIRABREEZJIRE LIz Y XSS
V' —)L20mg® 1 H 1 [E52: A% 58 2 51 5 Bl U+ 18Bmg ok
HERIILITOEBY TH B0,

IV RATF—)20mg(182%1) 75t AR (1824)
FERERIEL 251 2251
e 98.3% 81.2%
~ 0 ~ ()
[96.65% {2 X 4] [95.7~100%] [72.7~89.7%]
NHY— R
[96.65% (AL ] 0.09[0.02~041)
piiEd) p<0.001
a) Kaplan-Meiert#iC & 2#E b) Log-rankifE  ARE/KE  Wifll3.35%
100/ @ & o = a
90|  ——————n
é- é‘ ------- 1
80 Conmnmn e
~ 10
S
5 60
$ 50
™ 40
30
20 == IYATSJ—)L 20mg
10 o ISR
0
0 12 24 36 48
At risk % AREREMRBOSRIEETOLRE  (B)
TYXTZU—)L 20mg 182 144 99 50 19
TR 182 145 89 45 16

Kaplan-Meier#12 & 2 BB 3+ BB O JEFAER (hMTIC B 1 2 /5)

IYRTTY = N20mgH 5 HIE2 1468153161 (14.5%) O EIfEMH A H#E S

NTV 2. EREIERIZ TH260(0.9%) . U 5 AMEE %241 (0.9%) I

#2651 (0.9%) B AR Y — 724 (0.9%) B 1241 (0.9%) FTH > 7z
(BBE. T EBES. . USHES.EUS AEBRESRIE. Zollinger-

EllisonfElRE$ 72 S UICEIES. THEIBER . BMALT U /& S5
BN SR . RRISEIC X T 2 ARBRIEEEZE A

UanNgsg—-. o
UBRABRICBIFIBAYINTI— - EOY DOREOHBD)
EMIZB W TRANROERRREORIERATURE 2 K & 2 5352
EEL TV,

(BEE. TEBEE . WSS FUS AEBREERE. ERERBENR.

XIFZollinger-EllisonfiE{REE)

17.1.6 EASEI/ ISR GhIRRUINE
BEE. T HEEREE WaHREE. JEU 6 AN E REYTUE. SRt RE
2% X3 Zollinger-EllisonfEME# 2 H 3 2 NIZHT 28V DH 51~ 14%D
BHESOH E xR & UM T IE &5 10kgl_R20kgRi (1041 [551
BtV A 75V —)L1[E10mg#% . 20kgh_EIZ1[E10mg (1~ 11%10/1
[5628] .12~ 14 1 O [554%]) U 1[E20mg (1~ 11581061 [5538]. 12
~ 1451061 [EE58F]) £ 1 H 1 ERASEML S Lz SR 580 _LEHELE
FER (%01 ) BB DB R RO EEEATR) 13 B ERNICERZH LT
Wz BEDOA0%L EDOEIE THE LTz % 72 S R1IC R SR AT 25 e
TELEEDD SHREENFTRNPRD 57230 T RXTIZBLTRERIC

FRAMHER LD

BE5E 18 28 38 AR H5HE
(B5H1%) (1061) (10f1) (1061) (10f1) (10f1)
iy &bl 1~115% 12~ 145%
e ;gig;ﬁg 20kghL E
wE58 10mg 10mg 20mg 10mg 20mg
Kaplan-Meieri£iZ & % S e s D RIEERFEHA R
kA 100% (2f51) | 66.7%(3f) | 100% (141) 50% (2f51) 75% (4151)
5 75%(4f51) | 100%(3f1) | 80%(5Hl) | 50%(4%) | 100% (4f)
DEHE | 100%(261) | 50%(661) | 100%(66) | 40%(561) | 57.1%(7f1)
LEERARHE | 100% (36) | 66.7%(661) | 100% (461) | 60%(5H1) | 50% (6fl)

B5H 5238 IEFIER (Kaplan-Meieri%)

IY AT TV —)L20mghE (13061) 95.9%

( VBREENTREREA LTl
1~ 14E D BE 50615261 (4.0%) DRIERAHRE SN TW 5. Z DHRIF
TR ORER  EARRRE B RIS 161 (2.0%) TH - 7c.



18. ENEFIF

18.1 {ERKR
BEEMR O MR LICEET 2 R BRASBBR MBI E s EET 52
LICK D BEMBENICBWT—EOEBRAIMRIETFBE 5. ORI
BT BEMRNAY SH 2 L RO DICKTZ2ED AL 7 a b
RYTERZNBBEEEIBH O TVE.TYXTSSY— LR . 207 bR
VOB X EEET S EICE > T BBRSWEINET 5,

18.2 &£ FTD{ER

18.2.1 BAPHICRIZ T &
BRERAICH LTIV A 75 —)L10mg. 20mgKk 0 40mg 512 & 1 24
R ICE NpHA 4L L2 R TRHOE &I, T Eh48+£23%.62+
14% K% 68 +8% Td - 7218),
INREESHIC BT TY X 75— L 10mgK020mgit 512 & 0 128
fEHIC BpHA AL b2 R RO & &1%.51.2% ~98.3% Td - 722,

18.3 FEERAREERICHIT B1EA

18.3.1 O bRV TFHEEA
Y FEMBEHRKO o 2Ry F(HT, KF-ATPase) iCk UCHEEA
2R L7219,

18.3.2 BE&SINHIER
BigEy o FEERICH T 2 BBREEION U TMEER 23R L7120,
B# S v k& UHeidenhain Pouch/ X IZBW T lEIcER SN2 B
B3 W TR U TR 2 7R L 7221:22),
EROBHEATHAIIAT I —VE . T IETHEFRA ST —
NO—F DONFREE(SEK)TH S,

*19. B ICEY BIE(LFHFR

—AREIRAR
IVRAT T =373 LK (Esomeprazole Magnesium
Hydrate) (JAN)

=22
Bis{5-methoxy-2-[(5)-(4-methoxy-3,5-dimethylpyridin-2-yl)
methanesulfinyl]-1 /4 -benzimidazol-1-ylmonomagnesium
trihydrate

AFR
C34H36N6O6S2Mg - 3H20

SFE
767.17
IYRAT T =N T2 LKMIEAEIE,ICEELIHRTSH
Bo

{EEEER
HsC
\
OQ\N CHs
N/J\S’/ I X O\CHz Mg?+- 3H20
I
N
°© = CHs
L -2
#170C

21. REBFG
R Y R 7 G E £ EEO L GBYICERT 5 &,
22. Q%
(FFYHLATEIL10mg)
100% 7+ L [10% 74 )L (PTP) X 10
140 7+ L [14% 74 )L (PTP) X 10
500% 7+ L [10% 7+ L (PTP) X 50
700% 7 L [14% 7+ L (PTP) X 50
5009 7 L AT EERFIAD )
(FFYHLATEIL20mg)
100% 74V [10% 7% L (PTP) X 10
1404 7€) [14h 7€) (PTP) X 10
500% 7+ L [10% 7L (PTP) X 50
700% 7 &L [14% 7L (PTP) X 50
5009 7L i3 T ERAIAD ]

]
]
]
]

]
]
]
]
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