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17. BRIRAAR

17.1 BMERURLECEIT D55

GETRMERIER)

17.1.1 EAISENIAEEER (BEA)
W RER E MR E L ZEEREBHBR TR 4 X 75V —120mg.
IYAFF Y —L20mgidd0mghi] B 1 ERASHERIR S & N 58iEk
DENZFNOEEHR[95%EHEXE]1E87.4%(166/19041) [81.9%.
91.4%1.87.3%(165/18941) [81.8%+91.3%] K% 1¥90.0% (171/1904)
[84.9%.93.5%] T D .+ X 75— L 20mglc it 2 AF20mg &% OF
40mgDILEMEH SN TNB 1),
BIERRBHEEIX. VXTS5V —L20mght T7.9%(15/189%l) Td >
T B BMERIETRI2H(1.1%) 7 9= - 73 b IV A7 2T —EH
M2B1(1.1%) RCMHF 27 L7 F > h AR F F—E#EMm240(1.1%) Tdh >
72

17.1.2 EAIZEINIFEEER (REA)
WHREREROBHEREEZRNRE L ZHEREBRABRICBLT. A XY
IV —=L10mgE B L7V X 75V =)L 10mgkU20mgn 1 H1[E24
ARSI B MR EREROERMHRSRZD 5N TS,

IVRXTTI—=VOEYERE ST A —5
WERE D w58 | n
BB UAE = Crmax Tonax (hT)D AUC: T2
(ng/mL)a (ng « hr/mL)? (hr)o
ll(ffgﬁ Jomg | 9 854 1.58 2261 0.80
0, _ 9)d) d)
20Kk (141.7%) | (1.03-5.92) (42.6%) £0.18
tome |10 537 1.52 995 0.97
I~11% me (110.4%) | (0.92-6.00) (78.3%)°) +0.55¢)
20kgblE 0 lo| 1908 1.47 3459 1.08
me (41.5%) | (0.93-1.52) (50.9%) +0.44
Lome | 9 311 1.57 619 1.37
12~ 147% & (91.7%) | (0.93-2.95) (105.5%) +0.88
20kghl £ 0 10 981 1.75 1918 1.06
me (51.3%) | (0.95-3.00) (33.6%) +0.25

a) MEATE (EBRE)
o) FE+EHERE d) n=7 e) n=9
##)homo EM : CYP2C19*1/*1

b) FhR{E (/I Ml — ok fE)

hetero EM : CYP2C19*1/*2X3CYP2C19*1/*3

PM : CYP2C19*2/*2.CYP2C19*2/*3X13CYP2C19*3/*3

16.3 2%
16.3.1 MIRBEHES

IYRATTV =)V (FIEE : 2X1320umol/L) Dk~ MiEEAFE SR (in

Vitro )1397% T& - 729,
16.4 X35

IVXFSI—=)N | TVYRATSI—) FAT T =
20mg (188f) 10mg (1884) 10mg(18741)
IR 14451 2241 3141
%‘E‘;‘;@;? 92.0% 87.5% 82.7%
(950 (X ] [88.0~96.0%] [82.7~92.4%] [77.2~88.3%)
0.62[0.32~1.21]
NF—RH (YA TF—=N20mglivsTY X 75 —)L 10mgh¥)
[95% =X ] 0.43[0.23~0.80]
(YA TFJ—=N20mghtvst X 75— )L 10mgkf)
p=0.158
b (LY RATFF—=N20mglivsTY X 75 =)L 10mgh¥)
piif p=0.007
(YA TFJ—N20mghévst X 75— )L 10mgkf)

a) Kaplan-Meieri£ic & 2#7E
b) Log-rank#E . HE/K¥E WiHI5%.Hochbergd HiEI &k 2 € D ZEHOFHRE

in vitro FFREFRBOFEN S5 & RO F I1K.5-O - X F IUEDERKIC
lZCYP2C19, A Lok U ADERICIZCYP3A4A S L, 2 h &3 o R#

_4_



100 4———y _ .
e———- ,——— i —————————————— 4
80 A1
8
i 6071
s
% 401 .
—o TVUATSU—)L 20mg
204 > - TUXTZU—)L 10mg
u—-—m FATZJ—)l 10mg
0 T T T T T T
0 4 8 12 16 20 24
RRER SR ANSBERETOLEM (B)
At risk £
IYATSY—)L 20mg 188 185 174 170 162 161 160
TIUATSU—)L 10mg 188 184 168 168 154 154 154
FATZJ—)L 10mg 187 185 163 161 147 147 147

Kaplan-Meieri£ i & ¥t &8 R OIEFHFR

BIfERRBSAEIL. TV XA 75 Y —)L20mghET10.8% (15/13961) K U* T
VXTS5 =) 10mghET8.8% (11/1256) Td - 7z EBIEAIZT Y 2
75V =N 20mgEETIMF 7 L7 F > A XA+ F—EHN2H(1.4%) TH
DTV RXTFY—=)U10mgB T TH2H (1.6%) RFMA 7 L7 F >R AR
F - —XHM261(1.6%) TH > 7o

GERF O FERRNIER (NSAID) 258 CHT 2BEEN T EEES

DEBFEHNH])

17.1.3 EASEIIREERER (BEA)
LB OBE2H 3 2NSAID#MGIRABE 2R E L “HEMRE
BHBICBVLWTIV XTIV —)L20mgd 1 HIER24ER#HSHICB 58
EE X+ BB OEAEMEIRRIED 5N TnB15),

IVATFY—=)L20mg = s
R 1
(1736) 75 &R (16841)
FEREHIR 6fl 5641
&L?;;;ﬁi‘f@ 96.0% 64.4%
~ 0y ~ 0,
[95% =R ] [92.8~99.1%] [56.8~71.9%]
NY—FH
[95% (2B ] 0.09[0.04~0.20]
piE®) p<0.001
a) Kaplan-Meieri£ic X 2#E b) Log-rankifE . GE/KE  WHfHI5%
100 ’ . . o .
I
I
80 4 -y
8 $ommmmmm e 3
s 601
b=
3
&40 4
—e TVUAJSU—)L 20mg
201 -0 SR
0 T T T T T T
0 4 8 12 16 20 24
RBREREMBADSRIEETOLHE  (B)
At risk 2
TUATS—) 20mg 173 166 152 147 138 137 135
TR 168 165 118 17 96 96 96

Kaplan-Meieri% i & 2 85 I3+ 18 BEE O IEFAER

BITEFRBSEE XY X 75V =L 20mghtT13.9%(24/17361) TH -
7o FE 7 BIVERNIE EREERE 241 (1.2%)  ™HI2M1 (1.2%) EFB 2451 (1.2%) &
2451 (1.2%) K O RERF 201 (1.2%) TH > 7z
17.1.4 BAREHZSEHER (HA)
HILHEBEOBAE2H 3 5NSAIDMGIRFABEENRE LY X TS
V= 20mg®d 1 H 1 [ES52:EM B 58RI 35 2 BiEE X+ ZEBEEEok
HERIILTOEBDTHS!10,
fitacaics 523 IEFAER (Kaplan-Meieri%)
IV RXTFY—)L20mght (1304) 95.9%

BIEFRBSAEIL. TV X 75 —)L20mgi T16.9%(22/130%1) T -
7z B BIEFI IR 2B (1.5%) . Yy — VI IN T VAT 25—
N2 (1.5%) SEa 2451 (1.5%) K O PR RE R H 2451 (1.5%) TH > 7z,
(BERE7 AV VSRS 3EEEX ST IEREREOBRINH)
17.1.5 7 I 7 HEISENERER (BA)
ML EEOBE2ET 2 EMART A » (81 ~324mg) ikt iR B
(AANBEE D) 2R E L7 V7 HFESIAELERERO FHEET B
FARERICBVWT.IY XTS5V —)L20mgD 1 H 148858 1B 1T
2 BEBEX T+ HEBESOHERMEMIRIRDO SN TN 2. 512 HH
FETLARE AR OB E O A B G AR SN TV X 75V —)L20mg#x 1
HIBGRR7 2EHZRSRICB VT RE72EBRDIEFIERIZ6.4%TH >
Tooa B ARBRICBOTIIARER, I ABE BT 77 L F— b
ZHAL TV,

IV X5 —)L20mg(18241) 75 AR (1824)
FEREGIEL 251 2251
o 98.3% 81.2%
~ 0 -~ ()
196.65%(2 X ] [95.7~100%] [72.7~89.7%]
NH— R
[96.65% (A ] 0.09[0.02~041)
pfiE) p<0.001
a) Kaplan-Meieri#ic & 2H#E b) Log-rankifE . ARE/KE  Wifll3.35%
100/ & T o & a
0  O——————
é- é """" 1
80, Conmum ©
~ 710
S
E 60!
.ﬁ 50
™ 40
30
20 = IVUATSU—)L 20mg
10 o ISR
0
0 12 24 36 48
At risk % RERER SRR BNSRIEETOLRE  (B)
TIUATZ—)L 20mg 182 144 99 50 19
TR 182 145 89 45 16

Kaplan-Meieri% i & 2 B8% I3+ 18 BEE O IEFAE R (FRIBITIC B 1T D HER)

IV AT T —=L20mg 5 HI52 146173161 (14.5%) O BIER 2SS &
NTWVBEREIER L. THI2H0(0.9%) . U 5 AMEE 56201 (0.9%)  FEER I
201 (0.9%) B AR Y —7241(0.9%) &I 21(0.9%) HTH - 1z,
(BBE. T EBES. . USHES.EUS AEBREYRIE. Zollinger-
EllisonfEIREFE 5 UICEER. T ZIEHERE. EMALTU 2/ VEE. FF MmN
R ARG . REAEEICH T 2RFBIEEEE. ANV INTI— - O
URRBRICHIFBIAU INT I — - E0OYU OFREDRHED
EMICB W THRANROBEFRBRE ORI A RHEEE SIS 2 555 %
FEhiti LTV,
(BEER. TERER. UESHEE. JEU S AEBEREEE. ERERIEN.
X(FZollinger-EllisonfiEfZas)
17.1.6 EIRSEI/IIMBERER (R R U IIVR)
RS+ RS WaiREE. k0 S AN E B RE. SR A
% Xi3Zollinger-EllisonfEE B2 H 3§ 2 NIZHT 28V DH 51~ 14%D
BESOFI 2R & LI EMaRER T3 A5 1 0kgll L 20kgAR i (1061 (551
BTV A 7S5V —)L1E10mgZ . 20kgl Eic1E10mg (1~ 1151061
[5528] .12~ 14% 1 O [554%]) U 1[E20mg (1~ 11581061 (55381, 12
~ 145% 10/ [55588]) % 1 B 1 ERASHEIHR S L7z FH% 58D _LERIH(L2R
FER (1 01F B8R DR . T O R ERADUR) 1 I SRTIER 2/ L T
W BEDA0%LL EOFIE THER Ulz. & 7o B G RTINS Y e
TEBED D SIREZNFIRNIEED 5 N723FT RTUITB W TRERIC
FRAHE L2,

BE5H SE1EE SE2BE 3B AR SHSBE
(Be51%0) (10f1) (1061) (1061) (10f1) (10f1)
Efly &Pk 1~117/% 12~145%
fhE ﬁg;ﬁé 20kghl |
BE58 10mg 10mg 20mg 10mg 20mg
Kaplan-Meier# i & % H#& R i 0 RIEReEIH AR
JiERdbs 100% (2f]) | 66.7%(361) | 100%(16) | 50%(261) | 75% (4%1)
=ik 75%(4f50) | 100% (36 | 80%(SH) | 50%(4f1) | 100% (44l)
DEERE | 100% (261 | 50%(661) | 100%(661) | 40%(5B1) | 57.1%(74)
EIEEATE | 100% (3f1) | 66.7% (661) | 100% (461) | 60% (54) 50% (61)

( )BEFNTERZAR LT 5
1~ 1458 D BES0H]42641(4.0%) DRIEHPHE SN TV 2. T ONRIF,
TR ORGSR EARRBIE RIS 161(2.0%) TH - 720

18. FEpZEIE
18.1 {ERE

BEEMR ORI LICHEE T 2 ZBRASEBR I IWHBME» AT S
& BEMBEANICBW T —EOBBAMRIENBE 2. ZORIGDOR
MBI BEMRAY SH 2 L RO DICKTZED AL 7 a k>
RYTERZNABEEIFH N TVE.IYRXTSSY— L. 207 kR
VTOEEEHEET S LK T BBRSWEIET 5,

18.2 £ FTOIEA

18.2.1 BMpHICRIF T &
fEFEAICBVWT. Y X 75 Y —)L10mg. 20mg Kk '40mgk 512 & 0 24
R I B NpHA 4L R 2RI BB OE &1E. ThEh48+£23%.62+
14% % 0’68 8% Tdh - 7219),
NREBESHNCBVT.TY AT TV =L 10mgk020mght 512 & 0 125



R B pHA ALl | %R IR D E413.51.2% ~98.3% TH - 722,
18.2.2 £YFHEFE
TR A B3I 2 F 2 LA BEAER20mEH 2V IEARF I LHT
T 20mg % SHERERE RS L. 7 8 24 =N =3I THNpHICRIES
HEEHB L Z0ER EHK OB NpH LR RIIENENICAST
Holz,
18.3 FEBRAREHBRIC ST B1ER
18.3.1 O bRV TEHEEA
THFEMBEERD 70 b2 ARY T (HY, KT-ATPase) it U CHEEM
R L7219,
18.3.2 BEESiNFITER
Bl o X EIRARICH T 5 BEEEA I L ClEIfER 2R L7220,
BH# < v b & UHeidenhain Pouch/ X iIZBWVW T FlEEEICER S
B3 WA U CTIIHIER 2 7R L 7221:22),
KADEHRITHAII XTI =V FEIRTHEITRATSY —
NO—F DNEREE(SE)TH S

19. BRI CRT ZIBLFHAR

e
IYIRATSTI =N 77 LK (Esomeprazole Magnesium
Hydrate) (JAN)

sz
Bis{5-methoxy-2-[(§)-(4-methoxy-3,5-dimethylpyridin-2-yl)
methanesulfinyl]-1 /4 -benzimidazol-1-yl}monomagnesium
trihydrate

¥
C34H36NeO6S2Mg - 3H20

SFE
767.17

MR
IYRAFTI =N TIT T LKNMIAEIIEPICEB LR TDH
%o

{E#EER
HsC
\
OQN CHs
/J\ .7 O\ 2+
N S- | AN CHs Mg?*- 3H20
I
°© N CHs
L —42
$170C
22, g%

(FF VY LEBRFENSE10mg)
10mg [284(SP)]

(FFY 9 LEERFENS =20mg)
20mg [28%(SP)]

PI130@A
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