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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),

FERERIL 24 221

BEASHEKR D
FEFRAERD
[96.65% (X H]

98.3%
[95.7~100%]

81.2%
[72.7~89.7%]

NY— RH

[96.65%(E MK ] 0.090.02~041]

pliE?) p<0.001

a) Kaplan-Meieri%ic X 2#E b) Log-rankifE . GE/K#E  WH13.35%

0 e ———a—*
T
% [ S—
é """" 1
80, B o
~ 710
S
E 60!
ﬁ}# 50
iy
™ 40
30
20 == IVATZU—)L 20mg
10 o TR
0
0 12 24 36 48
% SRR ERAAPSRAESTOMRE (B
At risk %
TYATZJ—)L 20me 182 144 99 50 19
TR 182 145 89 45 16

Kaplan-Meieri% < & 2 B #9533+ ZEBHEB O IEFAER (FRIRHTIC B 1 21ER)

IYRTF T —=N20mgREHE21 46153141 (14.5%) OREIEMH A H#E S
NTV 2. ELRIER X TH260(0.9%) . O 5 AMEE #241(0.9%) IR

RIERIILUTOEBY TH B9,

fitacaics 523 IEFAER (Kaplan-Meieri%)

IV AT F T —=)L20mg(13061) 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,

[ zvxF5U-roomgas2m) | Foexas) |
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TUAFTT—1L20mg . #2051 (0.9%) B AR Y — 7261(0.9%) &2/ (0.9%) % TH > 7z,
(173f) 77 e (16861) (EES.+EBES. WAES. EU 5 A MERETRE. Zollinger-
Py, R B, SHIEEICN T 3 NREIAREE. AUINT 5 — - O
Ml 96.0% 64.4% URBBRBRICBIFBAUINT I— - OV DREDOHED)
[050% AEIX 1] [92.8~99.1%] [56.8~71.9%) P 35\ TR O B R85 0 Bl 6 R FE B 0BT & 75 2 B &
R EHL TR,
(o5 % MEER] 0.09[0.04~0.20] (EBES. TSRS, WAES. U 5 AN EREERE. MR REN.
povs <0001 RigZollinger-EllisonfEfzas)
P P 17.1.6 EMSEI/IHEHER (IR R VIR
a) Kaplan-Meierific & S8 1) Logranki ARAS MMS% B+ R & R JE O 5 A M B R R S M A
i i ¢ * ° #.XidZollinger-EllisonfEEH 2G93 5 XIHT 58V D H 51~ 14850
50 | bee, HESOP & HR E U7 IS kBT 12 (A5 1 0kgl 20kg R (1061 (51
@ o . B))IcTY A 75V —)L1E10mg#.20kgkl £ 1E10mg (1~ 112510641
& 601 ¢ (552881, 12~ 1422 1001 (55481 ) Xi2 1 [E20mg (1~ 114210/ [538%] .12
% ~ 145% 1061 [5558¢]) % 1 H 1 IR ASEM S U 7z . S 58O LEHLER
&40 FER (B0 1 B D EERE . R O LSRR X B BRIERE B LT
. TUxTosb 20 W BE DA0%EL EOEIE TS UTzo F 7o B G HI I RS FHT 25 H
201 -0 FStf TEZBEDD BREENFTRI RO 5NL3MTRTITBVTEREGRIC
R RAHR L 722,
oy T Py P won w3 Hant pr—
AT S M B RS COBY  GE) @508 | (1061 (1081) (10#1) (1081) (10f)
Atrisk i 18k 1~117% 12~ 143
e - A - -
T aplanaeierthie & 5 HRB RO R okgi 20KkgbLE
BERS B 5. TV X 75/ — 1L 20mgBE < 13.9% (24/17301) T ROR | loms me | ms | Ome | 20me
M ST T 7 —) mg ~13.9% S dh D I o o A
oo 2 BIER 1 RSS2 (1.296) . FAI20(1.2%) R0 (1.29%) 16 Kaplan-Meierthic & & B0 RAHHHAK
&2&“(12%)&0%%?}%@#2@”(12%)’(%’)7‘20 g\ 100% (24) 66.7% (3f) | 100% (1) 50% (241) 75% (4451)
17.1.4 BERREIESHER (BA) = 75% (4651) | 100% (36) | 80%(SBI) | 50%(4fl) | 100% (445)
HLE RS OBE2E T 2NSAIDMRIRFABE 2 HRE LTIV XSS DEEERE | 100% (261 | 50%(6M1) | 100%(661) | 40%(561) | 57.1%(74)
V= 20mgm 1 B 1EIS2EME SRV 2 Hig X+ i Rimg ok RS | 100% (36) | 66.7%(661) | 100% (4F1) | 60%(5H) | 50%(6f1)

( VBRERNEREA LTl
1~ 14580 BESOHIH 261 (4.0%) DRIWERPHE S h TV 5. 2 DHFRI.
TR O RSB B RIS 161 (2.0%) TH - 7z

18. EEIE
18.1 {EREF

BRSO LICEET 2 B RASEBR I WHEME» 6T 52
LIk BEMENICB VW T—EHOBBAYMRIESBE 5. CORKIGOK
KOBRE T BRI 2 S H 2 L RO DICKTZ2ED AL 7 a b >
RYTERENABERIB O TVE, T XTSY—LIE. 20T bR
VTOEEEHET S EICL - T HBRSWEINET 5,

18.2 £ FTOIER

18.2.1 BApHICKIZ T &
EERAICBVWT. Y X 75 Y —)L10mg. 20mg K F'40mgH 512 & 0 24
R Ic BNpHY 4D 2R EBOE &1k, 2 h21h48+23%.62+
14% 5 0'68+8%Td - 7218),
NRBESHICBOT. TV AT TV =L 10mghkU020mght 512 & D 125
R B pHA 4Ll k%R IR D H£13.51.2% ~98.3% TH - 722,



18.2.2 EYR RIS
TR A B3I F 2 A BBEAER20mEH 2V IEARF I Lh T
L 20mg%&SHBRERZEOREG L. 7 0 A4 — N =K THPpHICRIEYT
BEEHB L Z0MR EHK OB NpH LR RIIENENICAST
Holz,

18.3 FEERARERIC S B1ER

18.3.1 O VRV TFEEEA
Y FEMEBERO 7T bR F(HY, KF-ATPase) Ioxt U CHEEH
2R L7219,

18.3.2 BEESMFI{ER
Bl o FEIRRICH T 5 BEEEA I L ClHIfER 2R L7220,
BH#F v b & UHeidenhain Pouch/ X i2BWLWT S ICE RSB
B WA RT U CHIHIER 2 7R L 722D22),
KADEHRITHAIIRX TSI =V . FEIRTHEITRATTY —
NDO—F DOXFREEE(SE) TH B,

*19. B CEET 2IFEZHFR

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

2
Bis{5-methoxy-2-[(§)-(4-methoxy-3,5-dimethylpyridin-2-yl)
methanesulfinyl]-1 A -benzimidazol-1-yljmonomagnesium
trihydrate

AF
C34H36NeO6S2Mg - 3H20

NFE
767.17

27N
IVRAT T =N T2 LKIMEHEIEPICEALIHRTH
%o

{EEEER
HsC
\
OQN‘ CHs
N/J\S’/ I AN O\CHs Mg?*+ 3H:0
Il
o N CHs
L P
#170C

21. REREM
M) A 7 EHEEE 2 RED EGETICERT 2 &

22. @&

(FFY 9 LESRFNSE10mg)
10mg [28%(SP)]

(FF VY LEERFENSE20mg)
20mg [28&(SP)]

PI130_05

23. FEk

1) R EAR N ARSI 3B 2 RIEHR 53R, 2004)

2)HNERH(BARNNEEE BT 5 51/1HEREE, 2016)

3)Abeld, A., et al. : Drug Metab. Dispos. 2000, 28(8), 966-972

4)Andersson, T., et al. : Clin. Pharmacokinet. 2001, 40(6), 411-
426

5)Hasselgren, G., et al. : Clin. Pharmacokinet. 2001, 40(2), 145-
150

6)Sjovall, H., et al. : Eur. J. Gastroenterol. Hepatol. 2002, 14(5),
491-496

7)Li, XQ., et al. : Drug Metab. Dispos. 2004, 32(8), 821-827

) HNER (in vitro REEESRIAE, 1998)

9) Andersson, T., et al. : Clin. Pharmacokinet. 2001, 40(7), 523-
537

10)Hassan-Alin, M., et al. : Clin. Drug Investig. 2005, 25(11),
731-740

11)/URER © BIREZE. 2011, 27(10), 747-756

12)Niazi, M., et al. : Int. J. Clin. Pharmacol. Ther. 2009, 47(9),
564-569

13)RFFE— i : HIEEE. 2013, 110(2), 234-242

14)KTH— fth : HiEgE 2013, 110(8), 1428-1438

15)Sugano, K., et al. : Aliment. Pharmacol. Ther. 2012, 36(2),
115-125

16)Sugano, K., et al. : BMC Gastroenterology. 2013, 13 : 54

17)Sugano, K., et al. : Gut. 2014 63(7), 1061-1068

18) RIgEE fih - BEREESE. 2011, 27(10), 735-746

19) &R (75 FH, KH-ATPaselcxtd 51, 1988)

20)HNER (B o X BIERARIC B T A6/, 1997)

21)HNERH (BES v MBI 51ERH, 2002)

22)#W&¥} (Heidenhain Pouch X123B1F 51EH, 2002)

*24. XEFERERUEVEDEE

TANTEX KRS AT ANA D TaA=artry—
T530-0011 ARBRAALRAIRITIE]S

TEL 0120-189-115

https://www.astrazeneca.co.jp

*26. BUEHRTEEES

26.1 SHERETT
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