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OO F W WG ZIBT D e mfe Tid, FBEEMEANG HE KR L, KDY
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(1) &
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5. {48 (@4iE)
Bis {5—methoxy—2-[ (S) - (4—methoxy—-3, 5—dimethylpyridin-2-y1)methanesulfinyl]-

14 —benzimidazol-1-y1} monomagnesium trihydrate
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1. HlR
(1) FROXAH

TIRAT T — )7 10mg (YD)
TIRAT T — )7 20mg (YD)

(2) EHONEE LTI

il 7 LA
il 7 LA

R5E4 TV AFF— LA 10me (YD) T AFF— L 20me (YD)
Flfz T 7' LA WA 7" VAl
. AT 4 DT WVEA AT 4 1 T I TVERA
" Fx w7 R Fyo s EOFHG
ER/BES/EE 5 B9 7%/ /72. bmg 5857 %/N/117.5 mg
N N
IYAT*I=10YD IYAT*SU=20YD
|2
N NS
(3) #Alo—F
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LR L
(5) ZDih

BARANA

2. HAIDHER

(1) S GEMRS) DE=ERUVHMHE
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LT 10mg) #EHT 5,
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U NEEaRY) ~—LD, TV U NAEENa, J o BN 2 F L, RTT Y RS
VeV, eXuiAn—A hT7F—F, LK, BT Zo, = bk,




- ITYATSY—=ILAh T 20mg YD)

LA TRILR, AT T =)< TR 7 LKW 22.3mg (Y AT T —)L
LT 20mg) ZEHT D,

wWie U<, af, bousnayso7y, Mg . AU Y A_—F1 80, bt
uAxuo—A b RaedFooriltbira—2x RAT7TT U Mg, ZVT . AH
7 UNAEEaRY) ~—LD, TV UAREENa, 7= R = F, ATFT U RS
VeV, e7rAua—2A BI7¥—F . HLK BFZr, = @bk,

HE 15, R 102 525/ 5,

(2) BRREORE
R L

(3) A&
A% L7

RTBERAOHEMRUVERE
Y LR

wali
A% L7

BAT SAREIED B 5 T4
R L

HANDEEEFHTIZEITHALEHEY
<IYATSIY—=)LATE)L10mg TYD] >

IR ER
PRAF SN 40+2°C, 75+5%RH | e | 6o HM
PTP @2 5
RVEALE =L E T AI =D LGNS 5 PTP 3 — ezl b bhic e n—adE L, I AN
AT b0
T
Bz A L LAY = F L RS B O IS A NTZH D
P REFIRT AP TOEETH v T BIRECOHE D 7 LAIT, NEMITAGA~ZOTWER
DIGEMEIER CH 5. T2, B OOGEIERIATRD DI END 5.
B W 273~277 nm } O 299~303 nm [TV OB K EZ D 5.
VA R 51 HRICEIT D 120 Zr OB HERIT 10%2L T, 28 IRIZI81T 5 60 7 M OW 31T 80% LA F
TE kR 95.0~105.0%
ol B R = OIFEFWE 0.2%A 1 BN — % HEEEF R T HEX
(JaRxwmE) B WE 2.0 (& &Y —ERBR) 15.0%% 8 2720




- PTP A1, 3ry b RERBEE3F/ 2y )
AERTEH AR BR hR R 17HHB 3 HH 6 HH
PRI Bk WA Bk WA
Rk BR Sk ke Bk WA
EERR o . o A
ORI D) a8 L a8 L
BUF ) — N A
(& Fey—PERBR) e TR
W EER Sk & Bk WA
TE Bk (%) 101.3% 100.5% 99.8% 101.3%
sNTaLaE R, 3my b REREIHE 3B/ 2y )
AERTEH PR P AARE 17HHB 3 HH 6 HH
PRIR Bk WA Bk WA
Rk BR Sk ke Bk A
i R A o A N .
CER D) L B L B
A e .
(& Bt —PERRIR) e 6
W HEER Sy WA Bk WA
BB (%) 101.3% 100.5% 100.3% 101.2%
<IYA*ATSY—ILATEIL20mg TYD] >
IBEERY
PRAFSME 40+2°C, 75+5%RH | B | 6411
PTP A%,
RUHALE =V ET A= KESIRD PTP o — MM ilpfAl b ict n—a L, #EIC AN
HD
BLLETERE SRR
B L TRY =T L U BUR ER I ORAE I ANLT=H
PR REIIRTARTTVEREA TH vy 7 BRVFROEA T RLAIT, NEMIZAE~IOT
WO IGIRTETER THD. iz, B DA 278D 52 End 5.
TR B W 273~277 nm 2T} 299~303 nm (2RI DR K ZZD 5.
RS 551 HRICIIT D 120 Zr OB HZRIT 10%LL T, 28 IHIRIZI81T 5 60 47 M OW 1% 80% LA F
TE Bk 95.0~105.0%
HlL R 5 {8 = OFERFE 0.2% A BFN ) —E HEMEF R HEE
CHiz'E) TR 2.0%A i (& Bty — MR 15.0%% 48 272\




* PTP a3 5,

3ry b RERBEE3F/ 2y )

e AR IA 1A B 3, AR 6 A H
VEIR S HA S W
TERRR T A S W
o A A A R
G D) BE LE T B
by — e R A
(& Botty— MR BR) e i
Ve A EA S T
T BBk (%) 101.5% 100.7% 100.7% 100.5%

IXZ AR, 3may b RBREE3E/ a2y ~)
RERTA H Bk BA bR 17HHB 3»HH 6»HH
PEIR TS A S A
TERRR T A S W
R A N A R
CRER D) L LE T B
by — P A A
(4 Bty —PERER) e A
PR N HA TS W
TEERER (%) 101.5% 100.6% 100.7% 100.9%

REERVBERROREN

Y LA

ftuFl & DESEL (HMEIEFRZEIL)

AR L

BHE

(ZIYATSY—I)LA T 10mg TYD])
VI. SRpEhEIcEd5EE 1. PEE SR

(ZIATS5Y—I)LA T 20mg TYD]) ¥

S 2R R IR 37+0.5C
BRI R 900mL B[ izge 50 [El#iE - 100 [Hiiz
B T pH1. 2 - AARIEFGHFIEHFRERTE 1 pH6. 0 - 7= McIlvaine FEEK
i pH6. 8 - F AHE )= i B 2
FA RS A BRIEIEFHOAEYFOREERBR T A KT A >
(F0 243 H 19 HATERAZREIE 031955 1 )
pHI. 2
HE S N7 RBRIFRIZ W TEAERLR O SEEIEHHER DS 10% LA T OEA ., BUE &7z iR
M COHRFAM L, FRERHA O VPR H R FEAERLF O VAR 9% OFHICH 5,
| E e pH6. 0 (50 [Edi% - 100 [[]#5) . pH6. 8
HRE S N7 RBRIFRNZ W TEERLF O SR HHER DS 85% LA & 72 2 & & | FEYERLKI O
VAR DY 40% KON 85% 13T DI 24 72 2 B sl BT, FlBRALAI D PR H =8 A YE )
DOFEERHFEE15% ORI H 50y, Xk £2 oz 42 ETh b




R I I T D HIE RS R

, . n . R R
EiE (s AR BRITL AA b 7& (HaxHfiE
ZRIE 3 == X
: LA e ()
pH1. 2 120 47 0. 8% 0. 5% 0. 3%
PH6. 0 60 4y 36. 3% 23. 2% 13. 1%
X RViE (50 [HIER) ' 180 %> 83. 2% 72. 9% 10. 3%
60 4y 40. 7% 31. 8% 8. 9%
pH6. 8 N
120 43 82. 6% 83. 4% 0. 8%
N - 30 4y 38. 4% 31. 2% 7.2%
2N RLYE (100 [B]HE) H6. 0 .
P 60 4y 85. 0% 81. 1% 3. 9%
pH1. 2 pH6. 0
100 100
€ 60 ;\f 60
5 #
- =i
@ 40 e TURXTSU— AT 20me YDl W 40 —A—TYXTSU—ILATEIL20mglYD)
—o— UMY LA TEIL20m —o0— 3 F LA TEIL20mg
20 20
0 O=QmO Q 0
0 15 30 45 60 75 90 105 120 0 30 60 90 120 150 180 210 240 270 300 330 360
FFfE (53) K (49)
pH6. 8 pH6. 0 (100[a]#z)
100 100
a
80 80
3 60 x 60
@ 40 i@ 40 —A—TUX TSV ATEIL20malYD)
—A—TYUATSY—ILATEIL20malYD) —o— %I LN TEIL20mg
20 —o—2FUHLATEIL20mg 20
0 0
0 30 60 90 120 150 180 210 240 0 30 60 90 120 150 180 210 240 270 300 330 360
B (43) BFfE (43)
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(2)

(3)

(4)

(2T

TV AT T =)L 7 &I 10mg YD)

PTP : 100 7 7k /L [10 & 7 &/ (PTP) X10, HEHIA Y]
RZ 2300 BTN (FTAF v I RE, GEREAIAY)
TY A TF T =)V 7L 20mg (YD)

PTP : 100 7 7k /L [10 & 7 &/ (PTP) X10, HiEHIA Y ]
NZ 2300 BTN (FTATF v I RE, BEREAIAY)

FREE
YL

RBEOME
PTP : R UL E = LT 4L A, T =7 LH
NT Ry =FL v, Ay FabeL

11, BRRE SN EHE
B L

12. ZDith
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1. PEEXITHE

<& 7k 10mg>

OBEE. + _1EBEE. MEEIEE, YitERER, FFOD AME E P TE,
Zollinger—-Ellison JEMERE, FEAT 1A RMEFIRIERKE GRS T 5 BiEHE it +
TIRIBEBOFERME], (KAET A VRGBT 2 HIEE T+ T fEEE
D PR P

OFFICBITEAY ay Z— . v r U ORREOME

HiES. + fEEs. B MALT U > N, st MRas S8 B . 5101 e
2k NIREERTRIERE . ~Y a s Z— . vo U EEER

<J7&/ 20mg >

OB, + IEEEE. WA HES., Wit RiEsR, Zollinger-Ellison JEMEEE,
AT B A REFIRAEIRE G R IC T 2 BIBE X T+ B a5 o B3, KA
w7 A Y oGRS BIEE I AR O TR I ]

OTFRIZBT DA~V oy X—. v'ra ) OREOM

B, RS, B MALT U o "fE, et MR D HESRBER . R E
(2R D NIREERITRIER H ., ~Y a s ¥ — .- vo U REER

2. MERIIHNRICEET HERLDOEE
5. MEER (I RICEET BFE

GEXTO04 FERRERERERFICE (TS5 BEBEXIEI T 2IEEESOB RG]

5 1Bfi Y v~F, BRMEREEESICB T 2EMEHEDOT-DIZIERAT a A FEH
RIEE 2 BRIk 5 L TV D B 2 G xt5 s L, &E5BICEL T, §
E5 3+ BRSSO 2l T 5 2 &,

(BRAE7RAEY VEERIZEITSBEEXE+ZEHEESEOBE R

5.2 e « ZERR DA O 7= DITIKHED T A ) » ZfkE G L T\ EE %
Fehxtg L L, ERGICER Uik, BIEG U3+ ZFEEIE5 O BT 2 fEd
HZ L,

(ANyanya—-Enl) OBREOHED

5. 3 EATHIE MALT U >/ EICkET DY any ¥ — - v r U REBEO A
ENT L CUN 720,

5. 4 PRI/ IMRIBMEIZXT L TIE, A FIA VEESZRL, ~Yanxsy—.
v U BRE TR Y] &I S D IERIC O RBRETEE AT O 2 L,

5.5 BB Ik 2 WHREERIREZ B USMNTIL, ~Y any ¥ —. v U RER
PRI K2 B ORIEIHNT 9 2 AR L Thauy,

56 ~Vansx—. v JEEEHRICHOAEEIZIE, ~Vans g —.-er R
BECTH 5 Z E R ORNREREIC LV~ a2 — - a VEREETH D
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LEMERT DT L,

3. RERUVAE
(1) BERUVRAEDHESR
(Hh 7Tt 10mg)
BiEE. TR ES. WESRES. Zollinger-Ellison fE{xE

(AL A

B mk ii/%77/~wkbflﬁmm%1a1@&D%5#5
AP . BB, WAERE TIE S M E T, + R I 6 E
f@&ﬁ&ﬁéo

R
wE . 1EU EOMEROVNRIZIZ= Y A 7T —)L e LT, {KE 20kg A
TIX 17 10mg % %Em@ULfiﬁh_mb11@m~mm%la1@

OgET5, vk, WmE. G5, B I S Al £ . + _fHE
ECIX6EMETORE LT D,
HRERER

(REA)

HE, A ii/%77/~wkbflﬁmm%1a1@&D%5#5
P, EE, SHEMETORE LT D, I HITHIE - BRAE D KT IER

ﬁ%@%ﬁ%@ﬁﬁwfﬁ\1Ew~%m%1alﬁ&m&5ﬁéo

MR

W, 1M BB ROVNRIZIZ= Yy A 7T — v LT, KE 20kg Al
fﬁl@mm%\%Emmuﬁfiﬁh_mbflﬁm~mm%1a1@
RAREGT 5, ok, B, SHMETO®RLG LT 5,
FEULAME BB IR

(REA)

WE, RAZIFET Y AT T — L LTC1E 10mg 2 1 H 1ERAEST 5,
p¥, EE ., AEMETORE LTS,

MR

WE. 1 EOSHREOVNRIIZ= Y A7 T — e LT, 1[H 10mg % 1 H
lﬁﬁm&ﬁﬁéoﬁk\@%\4m%if@%5kﬁéo
EXTOA4 FERRBEERSRHICE T2 BEBEXIE+Z1EEES DB HE NG
WE ., RAZIFET Y AT T — L LT 1E20mg 2 1 H 1ERAEST 5,
BAE7RAEY UESHICEIT48EBXIE+Z15HEES OB KNG

WE ., AT AT T — L LT 1E20mg 2 1 H 1ERAEST 5,
Alyansa2—-E0Y) OBRBEOMHEE

W, RAICIZ= Y AT —)L e LT 1[E20mg, 7EFXFTVU LKL
LC1[m 750mg (F3ff) BOZ TV 2Am~A > & LC1IE200me (Fff) &
SHIZIERFIZ L B 2|, 7 HEEO&GT 5, "B, 77U Anr~v A Uid
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VEIZS U CHEHEET HZ ENTE D, 727200, 1[\400mg (Hffi) 1 H 2
mlA BfRES S,
Ta bR TA e A — TEXFVUI KRR T ) Aa<A
D 3AEHIZ L DAY any Z— . En ) OREEREBIRRDOSGEIZ. 2
Wb BIREE LT, B, AIIE= Y A F T —)L e LT 1A 20mg, T
EXTUY KR E LT 1R 750mg (Ufl) KA fe=FY—1LE& LTI
[B] 250mg @ 3 A ZFEFZ 1 H 2B, 7 HREE A& G4 5,
(Hh 7t 20mg)
BEE. TR ES. WESRES. Zollinger-Ellison fE{xE
(REA)
HE &A =Y AT T — L LT 1E20mg 2 1 B 1[ERAOELET D,
B, WE. BIEE. WAHTEE IS MM E T, FIRBIEE TIX e B E
TO®G LT 5,
MR
HE ., KE 20kg UL EOSh L OVNR i:/%77/~wkbf FEAR IS
Lfle~mm%1H1E&D&5¢é ¥, EE, HIEE. ¢ uﬁﬁ
rfiSﬁ%iT\+gh%ﬁ%fi6ﬁ%if@&5kﬁéo
/)Il.lﬂiﬁ
(REA)
WE., MAZIET Y AT T — L LC1E20mg 2 1 H1ERAOKEST 5,
B, EE, SHEMETORE LT D, I HITHIE - BRAHE D RS IER
EROMERHRIEICB W T, 1H 10~20mg Z# 1 H 1 B AKRES 5,
MR
W, RE 20kg L EOHB R OVNRIZIZ= Y A7 Z Y —v & LT, BRI
DT1EHWQMg%151@ﬁD&5¢éo@k\%%\8H%if@&5
L1 5,
EXTO4 FERMRBEFEREFICHE TS5 BEBXITT+ZIEHES OB
WE., MAZIFET Y AT T — L LC1E20mg 2 1 H1ERAOKEST 5,
BERE7REY U IRERICEIT5BEEXIITZEHES OB RIS
WE, RAZIFET Y AT T — L LC1E20mg 2 1 H 1ERAOKEST 5,
Ayanyga—-- 0l OBREOHEE
W, RAZF Y A 7T = LT LA 20mg, 7TEXT VU VK &
LT 118 750mg (Sff) BROXZ S5 Y 2a~<A e LT1E 200mg (S @
SAIZEIFEIZ L H 2R, 7T HIEIRAKET 5, vk, 77 U Ar~A v %
VEIZS U CHEHEET HZ ENTE D, 72720, 1[\400mg (Hffi) 1 H 2
mlA2 BRES 5,
Ta hrARTA e H— TEXFVUU KRR T Aa<A v
D 3AEHIZ L DAY any Z— . En ) OREBEREDIREDOSGEIZ. 2
Wb BIREE LT, B, AIIE= Y AT —L e LT 1A 20mg, T
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EX VU KT E LT1E750mg () MOA be=FY— bt LTl
[f] 250mg D 3 F A FHHC 1 A 2[E, 7 AEEAESET 5,

(2) AERUAEORERME - R
AR L

4. RERUVRAEICEEY SERALDIE

7. BEARUAZICEET R

(HFERERER)

7.1 1 H 10mg OHMERFRE CHENRD LILZHAIL 1 H 20mg THIREEZITH =
Lo 212U, 1 H 20mg OHEFFFRIE CHENRD ONTHGE. HDWVIETH
FRERECD, i, B R REEZEOERRD DL A L. D TSR
BRES TV, ZORERICE SO THLOBE R IREIEICYI VR 2 5 2 & &
BETHZ L,

GEULAMEBES R

7.2 5Btk 2 Bk E B2 L L TR A MR L, SEROSEMEN DGO L
WAIZIE. BRIRLADOFIN N E 2 55 T2 MO ) 72 15 M~ DA
HERTH L,

5. FRERAE
(1) BBERT—2/1\vH5—
G R L

(2) HFEEHR
LR L

(3) AERGRRER
LR L

(4) #REERYELER
1) BRI

(BERERER)

17.1.1 ERFEMMEHAER (KA
WRMERER xR & L “HEMRIEHABRTIX, A2 77—
20mg, T Y A 77 —/L 20mg X% 40mg 73 1 A 1 Al K 8 W5 &
. h8EFFOENENORESR [95%EHIXM] 13 87. 4% (166/190
) [81.9%. 91.4%]. 87.3% (165/189 f41) [81.8%. 91.3%] K& TX90. 0%
(171/190 f5i)) [84.9%, 93.5%] THO ., A AT F >V —)L 20mg IZx}T 5
TV A S5 — )L 20mg KN 40mg DIELPENZRD LTV B,
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BIWERRBMEE L, =V AT —)L 20mg BET 7.9% ( 15/189 f3]) T
bol-, FREWERMIZTHI2 Bl (1.1%)., 79=2 T3/ I A7
=7 —BHMm2 6 (1.1%) KOMLF 7 L7 F 2R AR FF—EHN 2 5
(1.1%) ThH-o7='?,

17.1.2 ERE MM (A

W RIE R ORI EE 2R R & L T EHEREEERICB W T, 4 A
7T = 10mg L LT AT —)L 10mg ¥ 20mg D 1 H 1
[A] 24 WA G2 381 D Wt BB R O FFRIEII R FE D STV
Do

BWEMFBMEE L, =V XA 75—/ 20mg BET 9. 0% (17/188 f5]) KX
TV AT T =) 10mg BET 8. 0% (15/188 f]) THh-o7-, F7RBIEMIX
TV AT —) 20mg BETIMLH 7 U7 F R AR —EB 80 2 4
(1.1%) TohHH, = A7 7 — L 10mg BET F#i 2 1] (1.1%) KON,

M7 LrForRAREF—BEENM2 4] (1.1%) Tohorz 019,

TV RAT T —)L 20mg TY ATV —) 10mg FATZ YV —)L 10mg
(188 1)) (188 #i) (187 #i))
FRHEBIEK 14 22 13 31 4
&iﬁ?‘;gﬁ@ 92. 0% 87. 5% 82. 7%
5 88. 0~96. 0% 82. 7~92. 4% 77. 2~88. 3%
[959% (21X 1) L k] : g : g
0.62 [0.32~1.21]
NP — R (Y AFFTV—)L 20mg B vs =V A5V —/L 10mg BE)
[95% 15 #HIX[H] 0. 43 [0.23~0.80]
(Y AT T —)L 20mg BE vs A 75— )L 10mg Bf)
p=0. 158
b (= ATFT =)L 20mg FEvs =Y ATV —)L 10mg &)
p fi
p=0. 007
(=Y XA 7F Y —)L 20mg B vs A 75 —)L 10mg )

a) Kaplan-Meier i£#IZ L DHEE
b) Log-rank 7., A E/KUE Wifl] 5%, Hochberg d HIEIZ K 2 ME D% B D

(FFRTAA FEMKER (NSAID) RERIZHITHEEBEXE+2HERESD

BEAH)

17.1.3 ERRHRSHE (BA)

LRSS O E 27 5 NSAID Akt R B E 255 & Lic “EER
FBERBRIC B W T Y XA 75— L 20mg @ 1 A 1 [A] 24 8 % 5.5 12
B2 BIEE XX+ B S O A MEIER AR ST b,
BIWEFRHMEE L, =Y A 7TV —)L 20mg BET 13. 9% (24/173 f51]) T
bole, ERBMEAIT EMEER 261 (1.2%) . #2461 (1.2%) ., fEFk2
B (1.2%) . WEH-2 6] (1.2%) K OWFHEEER S 2 5] (1.2%) Th-o7-

19)

o
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TV A S5 —)L 20mg (173 fi) 7SR (168 )
BHRAIE 6 1) 56 3]
E;é;iﬁ@ 96. 0% 64. 4%
[95% [ZHEIX ] [92. 8~99. 1%] [56.8~71.9%)
NF— R
[95% (=i < 1] 0.09 [0.04~0.20]
p i * p<0. 001

a) Kaplan-Meier JEIC X ZHETE b) Log-rank #RE. A EAKUE [{H] 5%

(BRE7AEY VEBEEHICEITSBEEXIET2IEEESOBERI)
17.1.5 7o 7 HRIFEMAERE (FAA)
LSS OB A AT HEHET 2 o (81~324mg) #k#wiAlk H &
F (AARNBEEGT) 5% E L7 27 HEGE AR ELigE5R o g

RMTICB I DFERICBWNT, =V A7 — L 20mg ® 1 A 1 [A] 48 1 [H]
BRI 2 HIEE 3+ HEEE O BREIHI N R NZED ST
B, ST, HRENTLRE, =Y AT T — VEEOHERE O B 5 D3k

AL, =Y AT T —)L20mg & 1 B 1 [AlEE 72 AE#&KGEHIZB D
W% OIEFIEZRIT 96. 4% Th o717, 2B, KRABRIZB T
T AT T — B, TR RBEEE LIPS T v — 2B L

T, #5121

TUW 7,

TY AT TV —)b 20mg FEHIE 214 HiH 3141 (14.5%) ORIEA 2 #H

HINTWD, EREIWERIZ. TR 261 (0.9%) .

OB AMEE % 2 B

(0.9%) . MEFHZ 2 1 (0.9%) . HAY—7261 (0.9%) . &L 2 {4
0.9%) ZTho7- 2,
T YA S5 —)L 20mg (182 ) 7SR (182 )
FRBI 2 151 22 13
%ﬁé;@ﬁ@ 98. 3% 81. 2%
[96. 65% (= 1 < ] [95. 7~100%] [72.7~89.7%]
AP R
[96. 65%Z#A1X 1] 0.09 [0.02~0.41]
p i p<0. 001

a) Kaplan-Meier {EIZ X AHEE b) Log-—rank iE, A EKUE M| 3. 35%

(BEB. +=16BESE. WESE. FULAMBREFRE. ¥RERE
#%. Xl Zollinger-Ellison {"ﬂ%ﬁ?& LB ES. t=iEEEE. B MALT Y
VNE, RENI/NMUBDE. REBREICHTHIARBENAEEERE. AJaN
DA— - EQYREBRIZBITEAUINYZ2— - EODOKREOWHE)
17.1.6 EAE [ /IHERER $ERU/NR)

BiEg. +REE. WaEEs. IEOS AMEE SEE, Wik
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RIEHR, XX Zollinger-Ellison JEMEHEAZ AT HXIFATHRNOH D
I~14 %D BF 50 Bl a k5 & LI IEEHaRERClX, (KE 10kg UL | 20kg
A (106 (3 1RE]) =Y A7F > —)L 18] 10mg &, 20kg LA EIZ
1[A] 10mg (1~117% 10 41 [ 2 #E]. 12~14 5% 10 ] (5 4 #F]) X1
Al 20mg (1~117% 10 f [55 3 #E]. 12~14 5% 104 [ZFS5HE]) 21 H 1
Al K 8 ARG Uiz, &HE5HO LML sER (leir, wEg, O
R, KO EIESAPER) X, BEANIERZ A L TV B O 40%
L EDOEIGTHEEL L, £/o, HERNTHNHESEIRHE N FEME T & 72 BE
D 9 BIFELERIAT AAFERD DTz 3 BT R TUITBWTHRGZ AT A TH
K LT,

1~14 KD EFE 50 FF 2 il (4. 0%) ORIWERAPHEINTNWD, £D
WNERIZ, TR ONER, JERRBEERISE 1 6] (2.0%) Tho7z 7,

eyt %Rt 2 HE 53 HE A RE 555 1
(Be 5% (10 1) (10 1) (10 1) (10 1) (10 31l
i AN 1~11 5% 12~14 7%
(LN 10ks DAL 20kg UL b
20kg A
B 5RE 10mg 10mg 20mg 10 mg 20mg
Kaplan-Meier {512 & 2 B IF AL D BARE Rt IH R
JssE v F 100% (2 1)) 66. 7% (3 f51) 100% (1 1) 50% (2 1) 75% (4 1)
Tl 75% (4 151) 100% (3 1)) 80% (5 f41) 50% (4 1) 100% (4 1)
DR 100% (2 1)) 50% (6 f5) 100% (6 1)) 40% (5 f51) 57. 1% (7 51))
FREERAPRIE | 100% (3 ) 66. 7% (6 i) 100% (4 1)) 60% (5 f51) 50% (6 1))

() BERNTIERZA LTtk

2) ReMHER
17.1.4 BRESHESHER (BA)

THILMEES OBEAE 2 A3 2 NSAID kiR B E A 5 L Licm Y X 75
Y —/L 20mg @ 1 H 1[0] 52 HFE& GRS T 2 BiE5 3+ a5
DIFBIERITILLTOEBY TH D,
BIWEFRBIME L, =Y A 75 —)L 20mg BET 16. 9% (22/130 f5]) T
bolz, ERRRIERITMEEHE 2 6] (1.5%) ., v— 27 VZINVKT AT
=7 —BHMm2f (1.5%) . 585 2 F (1.5%) MK OFFHERES S 2 6
(1.5%) ToH-ot=2,

BehRE 52 W% IEFRIER (Kaplan-Meier 1)
T AT —L 20mg (130 f3]) 95. 9%
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(BiEE. THBES. WANES. FULAMBREEMRIE. Zollinger-
Ellison fEXE G b VICEES. +T2HEBRES. BMLT U 2/\E, HFEEm
IMRBAEEBE. RHIBEICHYT 2RABRRERERE. AJansa—-E
RYREBRIZEITEAY V42— E01 OBREOHED

I 30 TR B DR RAUBR S O B VR I JE BLAH L 73 e & 7 2 ok 2 S it
L TW7e0,

(5) #£FE - fRAERGER
BA=Y-¢ 2

(6) AmEIER

1) ERBERE (—RERBERE. REERBERE. ERARELERE). R
ERFEHRT —F N—RAE. HERTRERAROAE
A% L7an

2) ARBEHLELTEBPEOABRRIERRE LI-RE - HBOBE
A% L7an

(7) Tt
A% L7

18



V I. ZEHEIEB(CEHI SHIEH

2

. EEZPHICEESHSIELEMRITILEYE
FRATITS =), T TITS =), TRTFGS— )P NI TA R TITF T
JLRtE

. EIEER
(1) ERERGL - 1ER%F
18.1 AT

B BERIL O HIRLIE AR T 2 2 BRARA~BFER  WARI E D 6T 5 2
LI E Y, BREERNIZEWN T EHOFBOWKISNBE D, ZORIGD
oA TlE, BRI G HEZKH L, R VICKZ]0iATLs~7 e |
VIR T EMHENDEBERE M TCND, TV AT T — L, o7 e b
VIR T O E EHET S Z L2k o T, BBEOWAE TS P,

(2) EzEZEATHEHBRBEE

18.2 £ rTOEH

18.2.1 BN pH [CRIFTEE
fEFERRAICBWT, =Y A 75 —)L 10mg, 20mg & 40mg 512 L Y
24 IFRIHFIZE AN pH 28 4 DL B2 R TI OFIG 1T, £Z 4 48+123%, 62
+ 14% K% TN 68E8%Td - 7= 2V,
NRBE S HIZRBWT, =Y AT TV —/L 10mg K O¥ 20mg FEAZ LD 12
REFEHICH N pH 28 4 UL B2 R TR OFIE 1L, 51.2%~98.3% CThH - 7=

3)
o]

18.3 JEERIREAEBRICH (T H1EA

18.3.1 7o bR THREER
Y XHRER RO T 7 F AR (0 K -ATPase) (Zxf L CRLEERH %
AL,

18.3.2 BE&H W IHI/ERA
HLEE D X H ERIRIC BT 2 B EEFEA I L CsIfER 2R Lz 9,
BT v~ b &V Heidenhain Pouch A XIZFBWTC, HIPEKICHERE Sz
HEE WA U TR &R L 20 29
RKENDOENK ST THHZI AT T — )L, JEBIKTHIAATTY
— N D—FDONFERMEE (SIK) TH D,

(3) {EMREEM - FHER
R L
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VI. ZEWH

Lk
BB
Ilﬁ,\

[CRA9 518 H

1.

1 R E D HEFS
ARLADGmpRE

(1)

(2)

R L

FRREAER CHERE S =M ARE

16.1.1 BEEigE

TR N B ERE (n=24, CYP2C19 @ homoFEM, hetero EM }Z TR PM ™
DEE) 1=V A F T —)L 10mg KN 20mg & ZEfEREIC B O 5 L
72 L E ORBAGKRDOIEYERE T A—Z |ZUTD LY THD Y,

SRYENRE N T A — X
&E‘i Cmax Tmax AUC t1/2
(ng/mL) (hr) (ng * hr/mL) (hr)
10 mg 246. 7 1. 00-5. 00 565. 0% 1.19%
20 mg 489. 5 0. 75-6. 00 1084. 7 1.08
Tmax (FE/IME— B KAIE, Z VLI T Ay
a) n=23

16.1.2 RiE®RES

fatEE R N\ B EgBRE  (n=24. CYP2C19 ® homoEM, hetero EM } ONPM ™
NFED) I AT F Y —)L 10mg O 20mg 2 1 B 1[5 5 HMERA
BHELTLEEDHES HE (EERFERS) ORZBICEOIEYERE T X —
BZIFLLTFO LBV THDH Y,

BEH3HHEKOS HBD Cnax [FRIRECTCH-T2Z b, KERS LG
%3 B =Y A 7T — VREIIEEREICEELZEE XS
ni= v, %55 HBORS% 12 FFIICBIT MRy 27T — L
FEIZIEIERHEBBALLFIIE T L, 1 B 1 EXERS L THLRBITRD N
ot Y,

SEMENRE R T A — X
& 5‘% Cmax Tmax AUC t 1/2
(ng/mlL) (hr) (ng * hr/mL) (hr)
10 mg 375.5 1. 00-5. 00 824. 8% 1.16%
20 mg 883.3 1. 00-4. 00 2083. 4 1.23
Tmax (Fi/ME— KRB, FAVLIIM T T ey
a) n=23
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16.1.3 #HRR /MR
PRKEOVNREBFIZZY A 75—/ 10mg X 20mg 2 1 H 1185 HH
ULERIERRAKRE LT ZA . REMEOEYERE ST A —ZIZLL T D
EBVThHoT,

T RS T = )L OIRYERE T XA —H

HeBRE DA o &

5 1 OV 5= n Cmax Tmax AUC t1/2
" (ng/mL)? (hr)? (ng * hr/mL)? (hr)®
llozii 10ng 9 853 1.58 2259 0. 80

0 _ 0/) &) + d)

20kg itk (141. 7%) (1. 03-5. 92) (42. 6%) +0. 18

Lom 0 535 1.52 995 0. 97
1~11 % & (110.4%) | (0.92-6.00) (78.3%) +0. 55
20kg LI E 1907 1. 47 3454 1.08
20mg 10
(41. 5%) (0. 93-1. 52) (50. 9%) +0. 44
311 1.57 618 1.37
e 10mg 9

12~14 5% (91. 7%) (0.93-2.95) (105. 5%) +0. 88

20kg UL | 981 1.75 1917 1.06
20mg 10
(51. 3%) (0. 95-3. 00) (33. 6%) +0.25

a) BAPFEE (KERE) b)) PRE (F/ME— HRKAHE)
o) FEMEEIRHERZE d) n=7 e) n=9

16. 1. 4 £¥Y=rIEIF AR

(ZYATSY—=)ILA T 20mg TYD) ) ¥
o R D A SRS IR A 155 A o
HARTAL N Cagnotes 7 19 BAFSRAIREE 0319 4 1 5)

R

o TYRAST =)L TN 20mg (YD) L RFT T LB T 200g BT 0 AF—N—
BZEVZENEN 1L T|LY (VAT T — L LT 20mg) KA S T 76 4412
MaA HER O G LTS R L IRIREE &2 JIE LT,

rm AFRER L0 15 DT E e N T X — 4 (AUC, Cmax) ZMEEHRYCHRNT L7 25,
" WA AR R % EHEE Sz,

HE T A—H BB NG A—H
AUCy-s Cmax Tmax ti/2
(ng+hr/mL) (ng/mL) (hr) (hr)
TV AT T — )L
o 673.1£322.2 498. 617£174. 949 2.07%0.96 0.87=x0. 18
51 7L 20mg YD)
AN L
Z:\;/l720m277 661. 21348.8 470. 598 £206. 664 2.01%£0.91 0.85%0. 21

PEEEAEER A n=76
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(ng/mL)
——TY XTS5 =L h T

500 ¢

450 | 20mglYD|

400 | s R F T LA TEIL20mg
350 ¢ (CFEfE +EHEZE, n=76)

300 ¢
250 1
200 |
150 1
100 ¢
50 ¢

EBEEERE

0 1 2 3 4 5 6 7 8
pe5 gk (hr)

PR EEN TNCAUC, Crax S5 0/8F A — 2%, Bt O, IREORBURIEL - RS ORBEAHC L > TRARD ATHEMDRH D,

HARTA R EIR G DAY FR SRR A KT A >
(Fn 2 43 H 19 BATSRASESRHE 0319 55 1 5)
BHERE
W TV AT T — BTN 20mg (YD) L RXXT U AH TN 20mg BT B AL —/N—
FEZEoERZEN1L AT BN (VAT T = LT 20mg) EEERAS T 100 4
IR HEERE O &S Ui R L ARIRE 2 1€ L,
grm AR L 0 SN ENE T A —% (AUC, Cmax) ZFEFHOICHRHNT L& 2 A,
AR I [R5 b HEE S,
HIENTA—H BEINGA—H
AUCq-12 Cmax Tmax ti/2
(ng-hr/mL.) (ng/mlL) (hr) (hr)
;;zgjgmy\agj 553. 31306. 2 391. 884+170. 951 4.52+0. 66 0.81%+0. 22
g
Z‘%:/Zé\nfTEﬂ/ 559. 0+315.5 393. 107=170. 755 4.627+0.93 0.80=0. 18
SR AR R A n=100
(ng/mL)
500 ——TYRATSJS— AT
450 20mg[YD/]
400 o FFE VI LHTENL20mg
il 350 (TfE LR, n=100)

0 2 4 6 8 10 12
5 %EE (hr)

M8 EEN ONZAUC, Cmax¥F 00/ T A — 21T, BBt OBRIN, (RIOTRINEEL - BRI S ORBEMIC K-> TRR D T2 H 5,
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16.8 £ Mfih

(ZIYATSY— LA T 10mg TYD)) »

E

2R RVIE 1R 37+0.5C

AR

900mL EIL 50 [E]#5 « 100 [B]#x

BRI

pH1. 2 - H ARG HEEHFER 1k pH6. 0 - s 7= McIlvaine FEMEIK
pH6. 8 - HAIKZ T IAHRBRE 2 pH6. 02 - MvAESA| o Bk

TARZTA

EENE R AR 0 E A O A R T A KT A4 >
(BF 243 A 19 BAFERAIREI 031955 1 =)

pHI1. 2

R SN TR W TEHERIK O SR 2R DY 10%LL T 04, B Szt
BRIFME T OBFEAMN L, FRERELHA) D F-2IER H 2. AME HERLHA) D -2 PR H 2R 4 6 Y% DO FPHIZ
HD. I OIS W TRER A O FEERHE 9% OHFAZ B 2 5 H D
NI2 T 1L T T, £15%OHPEZEZ D b O,

pH6. 0D (50 [Eii% « 100 [A]#5) . pH6. 8

HLE SRR oW TR ERIRI O SRV N RS 85% DL & 70 % & &, AEvERY
F DI HZR DY 40% K TN 85% L D 24 72 2 B AWV T, BREAI D A H
RPFEHERIE| O EIE R £ 10% OFMICH D hy, XL 2 Bk ofEix 50 LLETH
%, S OITHRAEIIERE RICB W T, RERAOEHEHEL12%OHMHZ B2 5 b
OMN 12 fHF LELLT T, *20%0#AA B2 50RO,

pH6. 0@

HE SN 7RI RS W CREVERLA O SV RS 85% LA R & 70 B & &, fEEdR]
F DI HZR DS 40% K TN 85% 1L D 24 72 2 B AWV T, BRI D - va H
RHEAERA D IR R E10% OFPHICH 57>, T £2 B OMEIL 50 LLETH
5. X DI IR AU B W CRERLA O LR =R = 15% OFiFAEZ B 2 5 H D
R I2fEF 1 ELLT T, £25% D& MEBZ D H DN,

PR RIS T D E RS R

] - TR LR
i % ZHER) A T
i ([EE5) ARBR TR RA b A R f, 7= (heHfiE)
HI. 2 120 4y 0. 5% 0. 2% - 0. 3%
6,00 90 %y 44, 0% 52. 1% - 8. 1%
- P 300 %y 83. 8% 85. 3% - 1. 5%
N Ry
v 60 4y 31. 8% 43. 8% 12. 0%
(50 [A14z) He. 8 51
b 120 53 83. 4% 91. 4% 8. 0%
600 70 4y 48. 1% 49. 4% - 1. 3%
Po: 90 %y 88. 6% 84. 1% - 4. 5%
R 6. 00 30 4y 31. 2% 39. 6% ] 8. 4%
(100 [Hdz) Po- 60 %) 81. 1% 90. 3% 9. 2%
il 2 OE I BT 21 E RS R
] R T
HE (53 BRI wNA VB - -
= TEELE | WeomE | Lo
DHI. 2 120 4y 0. 2% 0. 0~0. 4% 0. 2~0. 2%
SRV pH6. 0D 300 47 85. 3% T7.9~89.7% | —7.4~4. 4%
(50 [al#ix) pH6. 8 120 %y 91. 4% 85. 4~95. 1% —6.0~3. 7%
pH6. 02 90 %y 84. 1% 76.9~90.0% | ~7.2~5. 9%
(’1;) g gg) pH6. 0D 60 %) 90. 3% 83.7~96.3% | —6.6~6. 0%
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(3)

pHI. 2 pH6. 0D
100 100
80 80
$ 60 L 60
# a0
i@ 40 —a— TUX TSV h Tl 20me YD) e —— TYXTFY =N T EIN20meTYD)
—0=—TYUX IS —=)Lh Tt 10mglYD) —0—TYXTSY—IATEIL10mglYD]
20 20
0 Qo> Q 0
0 20 40 60 80 100 120 0 30 60 90 120 150 180 210 240 270 300 330 360
B8 (59) BERI(5))
pH6. 8 pH6. 0
100 100
80 80
* 60 ¥ 60
A & a0
& 40 TUX TSI HTEL20mgIYD) . —— TUXT YA TEI20mIYD)
—o—TYUAFSY—IhFEIL10mglYDJ —o—=TYXT Y= T 10mglYD)
20 20
0 0
0 30 60 90 120 150 180 210 240 0 40 80 120 160 200 240 280 320 360
B (%) BFE(4Y)

pH6. 0 - 100[E]#A

100
0o
80
$ 60
& a0
K —A—TYXTSY—ILATEIL20melYD)
—0— T XTS5V =)LHTEIL10mglYD)
20

0
0 30 60 90 120 150 180 210 240 270 300 330 360
B (53)

hisi
B L
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(4) BE - fiAROEE
16.7 EMHEEER

16.7.1

16.7.2

OTFEINL, Dz URIETILTFI Y

FEHL A CYP2C19 O "iF X7V —2L % W5 in vitro RRERIZEB W
T Y AT TV —)LLCYP2C19 DIEMZHEF L KifH: 7.9 X1 8.6
uM) 723, CYP2A6, CYP1A2, CYP2D6, CYP2El, CYP2C9 f& TR CYP3A4 D&M
IZOWTIEIE LW bR IEEAZ R L2 10,
HNEANDOT—ZTiE, VTERL, ZJz=b A XFVALT7 7V (R -
g7y ) (LLE, CYP2CI9 OIEE) L=V A7 7 — LDz &
D, DT ENRL, 7= A D ACITENFI 8%, 13%E KL, R -
INT 7 U romsEt T 7RET 13% EF L2, [10.2 2]
ZDthd EH|

TIATTG= T ) A, VU ROTEX VU KOG
izl 770 20~ v KT EXT U U K O M bR E
IZEE Lo =N, 7T ) 2a~A 20D 14 MKBIBRE O AUC ©
TR LT, F72. =Y AT TV — LD AUC ¢ 1ZIEDERE DK 2 121
KLY, F=0 W F7axkwr?, axy a7z F Y
DLW TAEY WLy X7 — )L ORI BRI
BRI T,

2. EMEER/NSA—F
fRIT A&

(1)

(2)

(3)

(4)

(5)

(6)

REERR L

IRARE
AR L

R
B L

2075 2R
R L

B
R L
Z 0kt
R L
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3. B%
(1)
(2)

4. RN
%Y

5. o

(2)

(3)

(4)

(5)

(6)

6. R
(1)

M GKE2L—2a>) B
B 5 3%
R L

54— S EBER
R L

ERH L

% — RSP B B
LR L

ih % — B AR RAFT BB
LR L

it~ OBITHE
LR L

VL FAetE () EOMES) (B 5
THER (6) HEAMIZBHE

BB DB
R L

Z OO BB DB
LR L

MREAFEER

16.3.1 EEMFEER

6 FFED

EI=H==NR
H 5L

AT 5 EEICHE

TV AT T (IR 2 XX 20pumol/L) Ot hSEE AR AR

(in vitro) 1Z971%TdH-7-"7,

RBHERAL R B
TRRHBAL - e
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(2) REIEE5I 28F (CYPAS0ZEH) OHFiE, 5=
16. 4 X5

in vitro fFFCEHERBR OFE RS, B e iR, 5-0-Bi XA FARD AR
1% CYP2C19, AJLIR ARDAERIZIX CYP3A4 235 L, 2 b 3 FEORHY
~ORH 7 VT T AIFRBETHD EHREESNTND Y, =y XTTY
—/® in vitro FFREHZIBWT, & R X KRN 5-0-i A F RO A
FIZB 595 CYP2C19 O F 5 (R@EA 2 V7T 7 A Cli,) X 73%Th
-7 9
SNEANDT — & Tk, RN "CE =Y AT T Y — L& Bl O &S
L7z & X, METOEREWIIA LA ARKL R RaxifkTho7- 7,
[9.3. 10. ]

(3) NEBBHEOERRUZOHE
R L

(4) REYOFEDHERULLLE
REERR L

. B

16.5 HEtt
SNENDT —2 TiX, "CHE#R= Y AT 7Y — VxR ORG LI X, &S
AEN] @ﬁ%mwsﬁ%if ZPRY K O I HEE XA, IR R & & SR
PEHHBEOHIIF 4% 1 THo7= 7,

 FSYRR—S—IZET B1EE
AR L

| BNEIEBREE
AR L

10. BENDERERILEE

16.6.1 St
HEANDT —H T, =V AT T — Vo fdfmingiEc 1 B 185 B
FiERA®KE L x, %55 0 H O AUC O Cmax 1 FE & i O et § A8
WIEBRE L0 a2 R L, SR oLt (R, IE sl EE)
1345 % 1.25 (95%FHEIXM : 0.94-1.67), 1.18 (A : 0.91-1.52) Th-7= ",
16.6.2 FFHEEIE TESE
HEANDT —Z TlI, =Y AT — L EFHEREEESREIC1 A 1A 5 B
RAERR OB Uiz & & AUC © 1, TFHSREAR T 00 72 W E e B il o i Fe
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1

1.

I, BEEONTHSREREE B E TIIR 2. 3 f2m < . R~ LR O iR RE S
EERFCTHLZOHIT1.4~1.8 THo7- 7,

Z 0kt
B L
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VII. ££% (FRLOIESE) CEHJTLEHE

NEEZDER
STV

e =
=]
—
rE

S

. ERRBEEDER

2. BR (ROFBEICEFEELGNI L)
2.1 AFN DR LIS BOE D BEAEIE D & % A
227 2T ENEERE, Ve SRR ARG OB [10.1 ZR]

. RER I RICEEST AFERLDIFE L ZTDIER
(V. 2. ZhREIIRICEET I HE] 22T &,

. RERUVRAEICHEY SEALDIELZDER
v, 4. HE;XOMHRICEET SER] 220528,

. BEELREAREE L ZTDER

8. EELEKRMIE

(ZhEEHE)

8.1 Mk, HHERE, BHEESEICHEET S Z &,

8.2 AANDOEMRGIZIVIE~ TRV T LAMIENRH HDLILD I ENHDHDT, K|
FEMBES T BT, sHichh~ 7 2oy MREZET S & [11.1.11
Z ]

GERMERER)

8.3 Wit IE R DHERFIEIC OV TR, 3 - TR Z 10 KT BF I LE ST 5
ZeE L, BRRMFFRIEOLBEDO IR WEFIZHGTHZEORNVWESBWET S
Z L, Fo MEFRRIERIEMMICAREIRE L T 5 72 EBIEE 51279
ZEBREF LW, B, WOFHIZTHHEERT DI &,

8.3.1 M OBETE, SEROREFEZZE L CHEFPRIEOHEBELZRIRT 2 &,

8.3.2 BARIRREDS BAFICERTZA TN D &Il S8 IR X E A B ET 5

Z &,

8.3. 3 EHIMIC ik, NTiknE, BREEEORAEZITO ZEDREE LV,

GEUBLAMBREHRIE)

8.4 HHIZEE L CITMRIC L 0 HoiF, B HiaE O pifie k3 0 = LR 5
N5z e LHEMBEY 2 AU L) 2RO LigET52 8, 2B, AAlOES
S, BB S OIEMES &K OO VELERE RIS L DIER A Rk 95 Z & 23
HDHDOT, NESEMEZEIZID ZNOOBEBTRNW EAERTDHZ L,
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6. RENDERERI SBHICHT IR

(1)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

BHE - BERFOHLEBE

9.1 BHHE - MEEFOHLEE
9.1.1 EYBEEDBREREDH S EE

BHREEEEE
RESN TV

R AE E*%

ﬂﬂﬁ%ﬁﬁmm\ PR < AR DB TN DD, [16.4 BIH]

HIEREZETHED
BRIE I LTV

bE

9.5 1EiF
PEA SRR LTS ATRENED & 5 ZoPEIZiE, 16 oA et 4 L
1% & SN D HEEICDREETH T L,

ZELIR
9.6 &3 Iw
1B FE OB MR ORAREOF LM ZER L, AL OME X1k 2Bt

THZL, KFDOTEIERTHLAATZ Y —/LTOEMIEE (T > MO
bmg/kg) T, RFALP~BATT LI ENWME SN TND

INR

9.7 IMNR
ENICRB W T ARHARER, FrER, LR 2R e U7 BRABRIE R L T
b\fdfl/\o

= A

9.8 EknE

BKHENOERGZBMGT D2 &, —RICHERE. T OM/ERBEENME T LT
WBHZ ENRZUN,

7. HHE/ER

F & U THFREIEESE CYP2C19 e OV CYP3A4 TSN D, F7-. BEES W
ERIC LD, BFREFIORINAZ FRXIHMETEE52203H 5, [16.4 58]

30




(1) HAZEEZNER

10.1 AZE (BFRALGWL L)
FRAI 4 PR RE LR - HEE 7 vk Py - fERRIK 1
7 X I ERR R T AV VBRI O ER &5 | AR O BB W ERIZ L Y 7
(AT H YY) THBENNRD D, & Y F EVRREETE DR DMK T
[2.2 BHH] L. 7E2FF O EENME

TI52 b5,

IR Al IV =Y 5y
(=v=27 1)
[2.2 BHR]

U el R ORI A IRES
TEBETORD D,

AHN O H B W IHEERIC LY Y
NE B Y R ORISR T
L. UAEEY ol EENME
TTAZENRH5,

(2) ptRAFE L ZDER

10.2 fHAERE (BFRITEE

5 &)

KA 5

HRAEAR - HEE ST 1A

S

CTENRA Tx= A
VB AH Y —)L
[16.7.1 =88]

D OHEANDOIER 2338925 2
LD D,

N7y
[16.7.1 =88]

gt R 2 8m L, HiicE 2
BENWRHD, T bur ek
IERSEEYELL (INR) HZ5 0 iR
BEFREDZBIC HER L b
BEITHZ L,

AANXEICHEOF ~ 7 a— A
P450 B3RS CYP2C19 TR
FENDTD, AANEF T
FTRH SN DY ORGH, PRt
ZRESELIBENAND S,

H7a ) NAKFY

S wa U LAOVER 2T 5 2
LD 5D,

HMAEHOBFIIARHATH D,
TS DOIEK| O M E ) FR

AR bLEFYF—h EHEOA R FLEY—FE2EE | 22005,
TEHEAT., —HICAR O G
EHIET A EEEETH L,
DA%y INLOHEANOIERZ|RT S Z | AFOBERWMHEIERIZL Y ¥

AFNTaAXT

LD D,

T DOANK GRS S,
AT OIMPEENERTD
ZENRB D,

A Tafy—n

F X —EHEA
FI74F=T7 muF=7
zrnF=">-

NS OFEANOER W T D 2
EMBH B,

AANO B B WIHIERIC LY 2
WO OERNOEMPEPMET L, 2
D DIEFN O M TR E DL TS
TERBHD,

R aFy—

AFIOEM 2 ERT 52 LB b
Do

AHID Cmax KON AUC 23EENIT 5
BTN bHB, RY 3TV —nix
AHIORBEEF (CYP2C19 KN
CYP3Ad) %#PAET A ENEZD
b,

FIVT 4 F I A VR

FIT 4 FELOIEREZETT S
ZERBH B,

HWEHAEROBFIZIRATSH 5,
VT 4 F DML P E MR T
THZERDH D,

LI UL IXFY VY
(St. John’ s Wort, v k -
—U X U— ) EHEARMN

AHFNOER 2T 5 2 L3 d
I

A IUA XD Y UREFONK
BEFE (CYP2C19 L UF CYP3AL) %
FHE L. AAORHDMEE S i
FIRENMET S22 LB EZ LR
%o
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8.

2lEH

1. Bl{ER
WOBWERND SN Z ENH DD T, BlEE oI TV, BENRD Lz
RN EE s 2= e sl | o RS WA 11 ) AN AN = R o B

(1) EXGEIER & B

11.1 EXLEER
M1.1 2avy, 7r7453F 20— (WTHLHHEEARH)
avwl, TF7 4% — (MEMEE, JEREE) Nhobhb 2

ENRH D,
11.1.2 RmMBREAE, EEBRBREE., FMOMEEM (WFNLBEERE) | /M iRiED
(1%AT55)

11.1.3 BIERF#. RS, &E. AL (W s SEARR)

11.1. 4 hEMREIEFFAELE (Toxic Epidermal Necrolysis : TEN) . FZEHLIERRSE
&2 (Stevens—JohnsonfEMEEE) (WU b 4HERH)

11.1.5 B M Mm% (BEERH)
ik, PREURRIEE, REL MiE ORE (18EE) HE0XRD oG AIIE, &E
RN HERXHRE, BICTE DR % KT 5 Z &, EMEMR DN T-5E
i EGE I L, RIBRERNLVE CAIOREGEDOHEE) IR LEEZITH Z &

11.1.6 FMEHEX. SHBEEET (Wb HEEARH)

BHERERAIE BUN, Z LT F =% [CHEETLHZ L,

11.1.7 EREmARE (AT
AR, B, KBS, MR NRPIA 7 ey ERERHL DD Z
ENRHD,

11.1.8 B+ b D LMfE (BEEEARH)

11.1.9 #EELKE (HEEARH)

PEEL, L, BB, ORERSHLDONL I ENH D,

1.1 108RAEE  (HEARH)

ML AHES TR0 LMnfE (BEE AR
ABNOEMBEHICI VIR~ X T AMIERH HONDEENHDHDT, K
FlaeEM&E 5T 280, EMicmh~7 32y A BEZNETDHZ L,
[11.1. 11=04]

o
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(2) ZDHOEI1EH

1.2 Z0inEIEA

(BiESE. =K

[T+ 458585 OB FNH .

AEiJ;;

YelmiR 5 DB FEIH)D

VEEHEE. FREBERX. FULAMBEREFRIE.
Zollinger-Ellison fE{EEE. QFZT A4 FEMREERSRHICEIT58EEX

BRAE7RAEY VEREHICETHBESBXIE+Z

1~B%A 1% A1l BEEER A

WA ECRE B LGN, £ DRI, | JRNRER. SR
ERRE

TH b4 P&, FORI, WEM, AR, | S, RO, BEREER K
ON%, B HRE. B | B9 (collagenous
8 colitis, lymphocytic

colitis)

JFfik i E

R4 i ERE ak

FEAPARAE R SHR . BHET. IR, % | RIRFE. S O
D E N

Z D CKL&-. [HistEd E v, | BiEE, PO, M.

AL R

T, R, ZITIE,

IR R PR AR
R N7 ¥ 7 e [R5 AR L sskBR) (c S &

BTN 2Rt 5 & LTc 72 VRO REIREER (R EI7KGE

HLTWD,

(NJanyga— - EQ OBKREDHED

BIEROBEEIZOWTIE, BiEE I+ HBBEECE T 5, AFIO 77 IR
DAAT T =), TEXTVVY VKRNI T 2a~A 0D 3HES
DRSAEIZHES L,

5%LL F 1~5% ey L D

IR EUE
TH b

FIB
TR - HRAE (33, 4%) . ON%, 8. B R, A, 1
M S (10. 5%) Y = AT R
&, R
AST |5

<R

JFEEREEE T . ALT B,
Al-PER. BULE Y
5. LDHER
IFREEREME 2. 1/
o, A, [ifnEk
M, [ifERsy
w
SEE. LOWUER, %
U, AR R
EABE, REE
H omavrzxra—iL
R QUIEE, FEEL,
B, vV HE,
B, HEH

JiF Ak

IIR7:3

R thieg R

Z DAt PRVERGE

D EERHZ &,
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9. FRRBRERRICREFIZE

12. BRRBERRICRIETESE
(N)anyga—- 0 OBREOHRD
TIRT TS =N EED T N R TA e B —RT RV kR, 7T
Vaa~A VU EOPEWE L NA ha =4 — )LOIRH 0BG T E% T,
PO PR FE M GRIER O HIE DMAREMEIZ 72 2 FIREMED B D 7o D, PC-IRFBMEXGRBRIZ L D
BREGHIE 21T 2 JEI2iE. T 0RO G T% 4 WLEOR R THEET 5 2
ENEE L,

10. BERS
RESN TV

11. BERLEDFE

14, BRALDEE

14.1 RFIZAFOETE
PTPEEDIHNIPTP L — b ASEY L CIRAT 5 & D842 2 &,
PTPY— FORARIZ X U . SWELAE S BB~ A L, EIITZFZ2B I L
THERIMAFOERBLRAIHEL RS D2 LB D,

12. ZOHDOEE
(1) ERERERIZEDCER

15, ZDMDFE

15.1 ERERERICE D < 1B

(Zhee@)

15. 1.1 AHOEMEGHICEREOE R — 72D L OWMENH 5.

15.1.2 RF OG-, BEICLDEREZREMRT 220550 T, EHETR
WZ EEMER L TRGT D L,

15. 1.3 MBI 2 EEOBIEMIL T, Y bR 7Af e e ¥ —i2 kbR
FAZBWTHHERIEIC Y O IRBEfIE . FESEIT. B0 22
WINDEE SN TWD, Frz, mAELOCEWM (14U E) OnEs
ZATTRE T, B0V 27 B3 #EINLT,

15.1. 4 MBI 2 HICABHRE Z xR & LI EEOBIZME T, 7'r bR
VI e B — R LEREICBW T BARNI UYL T 4T 4
ST X BB D U 2 7 IR HRE ST W5,

GEULAMBREHIRIE)

15.1.5 BIEARYROEm Y A7 ThbH EEX LN EEE,. Hil~V=T%
AT BEONTRICHEEY LW IIIAR OBESENE N
IS WAREHEDR S 5,
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(2) FERRPREAERICE D < HIR

15.2 JEEGEREAERICE D < ¥R

15.2.1 v MIAKIDOTZEIKTHDHA AT TV —) 1. Tmg/kg VL L% 2 H- ]
ROEE LR, BICONT /A ROBENRA LN E OHE
DD, ZOHNF A ROFBEIZIZT v MNTHEFFEENED i TH
Do

15.2.2 7 v MK THDL TV 7T — (BOmg/kg/H) . TEFT Y v
AKF¥ (500mg/kg/ H) O/ 7V Zm~A T (160mg/kg/H) Z0f H#
HUTABR T, HE CoBEEOEMRE & HIZIR L OFF IS OH R )3
RO BTG,
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IX. JEERPREHERICRIS S IHE

1.

EIHAER
(1) ENFEEHER
VI HEhREICBI9 5THHE ] DEHEM

(2) REWEEHER
R L

(3) TOMOEEHE
R L

. =R

(1) BEEHSHERR
R L

(2) REBSHEHER
R L

(3) BIEHMLHER
AR L

(4) MABRIEHER
AR L

(5) EMHEBILHR
R L

(6) BFFIHIEHER
R L

(7) TOMOBHSE
R L
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X. EEMEEICET HIEH

1. BEIRXS
B UFEREILT 1) R - BREOLAFEICLVEMTS L
ARNEST © FEE L7

2. AREME
A7 3 4

3. BENRETOIE
Itk EBIRRAF

4. FURWLVEDEE
BRIEIN TV

5. FBEMITEM
BERERLTA R HY <FVDOLEY BT
ZOMOBETER : 7oL

-t ] i
> <

CIEYIES

Tl

XX T LA TRV RF DT LRRE R

EEIES

FAT T —=)v, FUITTS =) TRT G F NV A R T T T
~ VIR

7. EFEEEAHE
Y LR

8. WERTAREABRVARES. EMAEENHFEAB. RhwFEAR

s 5T - SRAM = YR I H R 7e B 4h

1] 11 - 7 :‘}g\ =
i iy R 5 B R
TIRATST T —)Lh 2022 4F 2022 4F 2022 4F
7 10mg YD) 8 H15 H 30400MX00377000 12H9H 12 9H
TIRATST S —)Lh 2022 4F 2022 4F 2022 4F
I 20mg YD) 8 H15 H 30400MX00378000 12H9H 12 9H
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10.

11.

12.

13.

14.

—HEARAGRAEH B 12022 4E12 A7 H
FE R OO BN

. DEEXIFMEEMN, AERVAELEEENFNFARVETDORNRE

(HiEE.  fEREE. WEHIEE. Zollinger-Ellison JE{EREE, Wiyt AE
K. FEOLAMEEEBEVFIE] (2B T A2/NEORHELOCHEZ BT T 5,

BEERR. BEERLARFEABRUVZORE
Y LR

BEEYM
Y LR

EERHREHRICET 5158
Y LR

L£EI—FK
JE A G488 SR A (GRS S HOT (9 47) L7 NER
k784 FEVEIV = 3K a— K wn LR 25 I
a— K YJ a—FK) a— K

TIRAXATTS—h S
¥ 10ms 1YD] 2329029M1043 2329029M1043 129205301 622920501

— N Ngep——
IRATTI—INAT 2329029M2040 2329029M2040 129206001 622920601

/L 20mg (YD)

RIRIGHT LDEE
AANT, 2HRHRIN _E ORI ER M ICE ST D,
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X 1. Xk
1. BIFHE

23. FE R

1) EWNE THAERGRR (RF 0 L0770 20117 H 1 AR, HiEER
BESE2.7.2.2, 2.7.6.2)

2) D96IH iERE ML (HAN) (RF¥FTv U AB 7R/ 201147 H 1 HAR, H
FHERMIEEL 2.7.2.3)

3) AARNNEBFEICKT 5 1 /IHHRER (%20 Lk 7 &)L /R R 750l
2018 £ 1 A 19 H/KGE., HFHERMRE 2.7.6.2)

4)  (BR) Bttt NG R - AR EMERER (I 7 &L 20mg)

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

6) Abels, A., et al. : Drug Metab. Dispos. 2000 ; 28(8) : 966-972

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

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

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

10) in vitro {REHEERILE (XX UL 7BV 201147 H 1 HAEGR, HiEFER
BESE 2.7.2.3)

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

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

13) \AEJ @ BEIRESE. 2011 ; 27(10) : 747-756

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

15) (BR) B rt NG R « AR EMERER (I 7 &L 10mg)

16) AR FFH— fth : HIHEE. 2013 ; 110(2) : 234-242

17) RKFFH— fth: HIHEE. 2013 ; 110(8) : 1428-1438

18) RE MERPRIESS 111 AHEER (EHN) (¥ UL 7 &L 201147 A 1 AAR,
S G RHBIZE 2.7.6. 2)

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

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

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

22) [EFEILFEZE 111 AHRRBR (R 7 A 70 2012 456 H 22 AR, FBAREE
)

23) EBROME L (RF T T LB T 201147 H 1 HAZE, WG R
2.6.2.1)

24) RUGTEE fh « BRIREESE 2011 ;5 27(10) : 735-746

%)?#%&Kﬂwwemﬂféwm(*%v?Aﬁftw:muﬁﬂﬂla%
. HEEEEMNEE 2.6.2.2)

26) HEEU U FHIERIZBITOMEHN (RFT UL 0781 020117 H 1 HAGR, H

39



FHERMIEEE 2.6. 2. 2)

27) BT v MIBITAEH (¥ U071/ 20117 A 1 HA&GR, HiEEE
BEEE 2. 6. 2.2)

28) Heidenhain Pouch A XZKIFDHIEM (RF¥T U LHTFE/L 2011 HFTH 1 HAK
. HEEEEMTEE 2.6.2.2)

29)  (BF) B A N &R} - s ERER

30)  (BK) Bttt N R « s bk (0 772 )L 20mg)

. T DD TER
REERR L

40



XI. 3Z8H

1. ERSNETORTRKR
LR

2. BB HERREER
LR

41



XII. {B&

1. BARFl - REXBEICEL CERHRETIICHE>TOSERR
(1) %8
fERlcET 52 &,
PRI« BEAAERE 0120 - 647 - 734

(2)FRiE - BEAMERURBREREF 21— 0DEBE
ERNCREd 5 2 L,
MSe - BREAEMHRE 0120 - 647 - 734

2. ZOMOBEEH
LR L

42






	表紙
	医薬品インタビューフォーム利用の手引きの概要
	目 次
	略語集
	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特徴
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	６．RMP の概要

	Ⅱ．名称に関する項目
	１．販売名
	２．一般名
	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法、定量法

	ⅠⅤ．製剤に関する項目
	１．剤形
	２．製剤の組成
	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）
	９．溶出性
	１０．容器・包装
	１１．別途提供される資材類
	１２．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する使用上の注意
	３．用法及び用量
	４．用法及び用量に関連する使用上の注意
	５．臨床成績

	ⅤⅠ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用

	ⅤⅡ．薬物動態に関する項目
	１．血中濃度の推移
	２．薬物速度論的パラメータ
	３．母集団（ポピュレーション）解析
	４．吸収
	５．分布
	６．代謝
	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	１０．特定の背景を有する患者
	１１．その他

	ⅤⅢ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由
	３．効能又は効果に関連する使用上の注意とその理由
	４．用法及び用量に関連する使用上の注意とその理由
	５．重要な基本的注意とその理由
	６．特定の背景を有する患者に関する注意
	７．相互作用
	８．副作用
	９．臨床検査結果に及ぼす影響
	１０．過量投与
	１１．適用上の注意
	１２．その他の注意

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	２．毒性試験

	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱い上の注意
	５．患者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ．文献
	1．引用文献
	２．その他の文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２．その他の関連資料




