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Al-P alkaline phosphatase : 7V VKA T 7 Z—F

ALT alanine aminotransferase : 77=7 /) h7 A7 x=7—F (=GPT)

AST aspartate aminotransferase : 7 A/NT X U7 I ) VTV AT 2T —F
(=GOT)

ATPase adenosine 5 —triphosphatase: 77 /3y RMUKRATZ 7 X —F ATP 7 —F

AUC area under curve : WY AR T AifE

BUN blood urea nitrogen : MLIRIRFEEFH

CK(CPK) creatir.le kinase : 7.1/77“/%')‘“"2‘ )
(creatine phosphokinase : 7 L' 7 F 7R AR FFH—E)

Coax e v LA i 2

T computed tomograpk‘ly\ computerized tomography : = B = — X Wi &R,
AV a—HF NETTT 4

CYP cytochrome P450 (3 k7 & A P450)

EM extensive metaboliser

INR international normalized ratio : [EIEEEYE(LLL

LD low density : fK#E L

LDH lactate dehydrogenase : 3L b Nu & —E¥ ., Al kEiEH

MALT mucosa associated lymphoid tissue

PM poor metabolizer

RMP Risk Management Plan : EEIKSL 1 A 7 & H 5 H]

T SEENS S

T Time to reach maximum concentration in plasma : = MFE A i FE 2 EERE
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B5T 5, 7k, EmE. BiRG., WEEIRE CIX 8 MM E T, + R CIX
6 E TCOREG LT 5,
WREEER
DN
WHE, RAZIFEZ Y AT T — e LT 1A 2mg 2 1 B 1 EREOKRST D, 72
B, W%, sEMECORLET D,
S DTS - TR 0 BT R BB R OMERFRIEIC IV TIE, 1 [E] 10~20mg
Z1H1ERO%S5T 5,
INR
W 1L Lo B R OVNRIZIZD Y A 7T — )L e LT, IKTE 20kg R T
1% 1[5 10mg %, WEm@uLfif%_mL11@m~mm%1H1Eﬁm
B35, 7ok, @y, SHEHMETORLE LTS,
FUVLAMBEBRESRE
REA
WH, RACIF= Y AT T — e LT 1A 10mg 2 1 B 1 EREAKS TS5, 72
CEE, A EMECTOREET S,

o

INE
WHE, TR LR EOVNICEe Yy A7 Z7 ) — L LT, 1A 1mg & 1 H 1
EREA#EET 5, 7o, @, 4 HEE TORE LT 5,

FEXTOA FERBEERSHICE TS BEEXIE+Z1EEESE OB FHINH

W, RANCFE= Y AT T — e LT 1R 20mg % 1 B 1ERO&LT 5,

\.




BRE7RE) UBRSRHICE T2 BEEXIE+Z1ERESOBE RN
WE., KA Y AT T — e LC1E20mg 2 1 H 1 EROKST 5,
AYanyga—- 0 OREOHE
WE., RAIE= Y AT T — L LT1E 2mg, 7TEXF VU UKMPE LT
1[8] 750mg (Fiffi) KX V) Ama~A >k LC1 A 200mg (Fiffi) @ 3 A% R
Rz 1 A 2[E, 7 A& ARG T 5, B, 77V AnvA v 03, LBIISET
HHETHIENTED, 72720, 1H400mg (i) 1 H 2 [\l% ERET S,
Ta bRy TA e E A~ TEXVV I VKK N T An~v AT D3
FEGIC L2~V a7 22— v r ) OREIREN AR OSAIL. Zhicfibs
TRIEE LT, %, RAIIZ= Y A7 F Y — L& LTC1[E20mg, TEF VY &
KFnp & LT 108 750mg (i) ZOMA hr=%Y—/L L LT 1[5 250mg O 3 A%
FKFIC 1 B 2, 7 BREEAO®RET 5,
(ZYATSY—=)LAh T 20mg T=F0O))
BEE. TZERES. WMEEES. Zollinger-Ellison fEIEE
REA
ﬁﬁ\mAvmiy%fﬁfwkafltmmgélHl@%m&ﬁ?é 2
B, @E, HiEE, WEEIEE T R E T, +2HRBRE Cid e lifE To
BhHETD
INR
. IRE 20kg DLEDOH R OVNIZIZ= Y AT T — b LT, JERIZIE T
TIENN%m%lﬁIEﬁD&Q?é USSR BIRG. WEEEE C
WM E T, +fRE i 6@ ﬁif@&ﬁkf%
WREEER
DN
WHE, RAETZ Y AT T — L LT 1A 2mg 2 1 B 1 EEOHRST D, 72
B, WE, SHEHMETORE LTS,
S DTS - TR Z R BT R IE BB R OMERFREEIC BV TIE, 1 [H] 10~20mg
1A 1ERAOTST 2,
INR
W, RE 20kg LLEOSBROVNRICIZ= Y A STV —v & LT, JERITET
TlEHWQMgélalﬁ&mﬁﬁﬁéo&k\L%\ 8 E TCOKE LT 5,
FEXTOA FERBEERSHICE TS BEEXIE+Z15EEZ OB FHINGH
WH, RAZIEZ Y AT — e LC 1R 20mg 2 1 B 1[EREOBEET 5,
BRAE7RAEY VEERICEIT58EEXIET21EEEE OB FKIH
WHE . RACIEF= Y AT Z =L L C1E 20mg 2 1 B 1RERAO#&KET D,
AYyanygs—-E0) OREOHEE
WH . RACIZ= Y AT T — e LT 1A 20mg, 7TEFT Y AR E LT
1[8] 750mg (Siffi) KX 7V Ama~A 2L LTI [A 200mg (F)ffi) @ 3 A% [F




RRIC 1 H 2, 7THRIBROEREGT S, B, 77V RAa~A 03, BEIZSLT
WHEETHZENTE D, 72720, 1E400mg (Jiffi) 1 H 2 [E% ERE T 5,
Tua NIRRT e S — TEXTVVI KL NI T Aav LD 3
R EIZ LD~ any Z— - vr ) OREIREIREDOSGEIX. Zuifb b
RIFRLE LT, @, RAICIZ= Y A7 T — e LT 1a20mg, TEFT U
AKFn# & LT 1[E 750mg (i) KOA ha =4 —L & LT 1A 250mg O 3 Fl%&
FKFZ 1 B 2\, 7 BREREO#&RET 5,

(2) MERUAEORERE - 1
B L

4. BERUVHE=ICEET HFE

1. B% - AEICEET 53R

GEFRMERE )

7.1 1 H 10mg OHEFRHRE CTHESRD SN HAT 1 B 20mg THIAKZITY> 2L, 27
L. 1 B 20mg OHEFFFRIECTHENRD DNHE. &5 W0 IT TR RERD, ki,
W T P E S OREIRDFED DNTE AL, O THESERES 21TV, T ORERIZESNT
OB ZIRHEIEICOI D B2 2 2 L2 ZBET HZ &,

(FEU B A BEHRAE)

7.2 £ehBh 2 %A HRE U OO Z MR L, SRR OEEA AR D LR WIGEIZIE,
FR MRS DIRIK RN E 2 B D = DM OEY IR~ DEE 2 EETDHZ L,

5. ERRRUE

(1) BRERT—2/Xvr—
M ER L

(2) BRPREEFER
M ERR L

(3) RERGERHR
M ER L

(4) HREEAIEHER
1) AhiEREEEER

GEFRMERER)
17.1.1 ENEDIHERER (BA)

WM RIERE MR E L “EEMRIERBRTIZ, A A7 7Y —/1 20mg, =V
AT =) 20mg XiF 40mg 23 1 H 1 [FlfK 8 MHHE G 4, #&5 8 kD%
NZENDORER [95%FHEXHE] 1%87.4% (166/190 ) [81.9%. 91.4%].,
87.3% (165/189 fil) [81.8%. 91.3% ] KT 90.0% (171/190 fi) [84.9%.




93.5%] THY ., AT T —)b 20mg (ZxF DAHA| 20mg K Y 40mg DIELPEN

BOHNTND Y,

BIERRBMEEIL, =Y AT TV —/L 20mg BET 7.9% (15/189 ) Td -7,

EREWERIE TR 26 (1.1%), 77=> T/ TV A7 =7 —EHEIN2

Bl (1.1%) BROMLH 7 L7 F Ui ARFF—BHm2 #l (1.1%) ThHo7-,
17.1.2 EAEIMMAERAER (BRAN)

MRPERIER OIRWABRE 2L L “HEREEHBRICBWT, A2 77

V=)L 10mg & B L= AT — L 10mg O 20mg @ 1 H 1 [A] 24 @ [F#

BIRHIZ BT 2 Wi IR OFFEIMHN BB TS 29,

TYRAT T | 2RI AT T =) | AT T —)
20mg (188 fi) 10mg (188 i) 10mg (187 )
I 14 5 22 {1 31 151
Bt o 92. 0% 87.5% 82. 7%
R [88.0~96.0%] [82.7~92.4%] [77.2~88.3%]
[95% 15 5 X [ ]
0.62 [0.32~1.21]
NP— Rl (VA 7T—)L 20mg #Evs =V X 77— )L 10mg &)
[95%E#H X[ ] 0.43 [0.23~0.80]
(VY AT T —)L 20mg B vs A A7 F ' —)L 10mg #F)
p=0. 158
(= AT =)L 20mg BEvs =Y A 75—/ 10mg &f)
p fiE »
p=0. 007
(= XA FF ' —)L 20mg BE vs A A 7T V' —)L 10mg £f)

a)Kaplan-Meier 112 L A HEE
b)Log-rank 7€, A EAKUE W] 5%, Hochberg @ F{EIZ L D ME DL EMED

AR

ElS
B 601
%
% —e— TYAT75Y—)L20mg
o, N
% 40 --e-- ITYATSY—)L10mg
ol A AT S —)L10mg
20 1
0 T r r r r ,
0 4 8 12 16 20 24
TREREAR 5RAMA B 5 FAE £ TOHIRE GB)
At risk#g
IVATSY—)20mg 188 185 174 170 162 161 160
IYATZ5J—)L10mg 188 184 168 168 154 154 154
FATS5J—)10mg 187 185 163 161 147 147 147

Kaplan-Meier %2 K 2 Wit BB 2 O IEFF R




BIVERRBUBEE X, =Y A7 F ' —)L 20mg BET 10.8% (15/139 #) K A=V
AT TV =)L 10mg FET 8.8% (11/125 B) Th -7z, ERBEWEMIT=Y X7 Z
V=L 20mg BETHLF 7 LT F U R ARFTF—EHEM2 4] (1.4%) THYH, =
Y ATZ =)L 10mg BETTHI2 B (1.6%) KROULHFZ LT F LR AKRFF—
BHIm 2 4 (1.6%) TH-oto,

GEXT0O4 FERERE (NSAID) HBERIZEITSBEBXE+2EHESZDE

FANHD

17.1.3 ERNELIAERER (BRA)
THALME OREAE 22 79 % NSAID Ak iR A 2 k5 & U7z —EH 5 b
IZBWTZ Y A7 —)L 20mg @ 1 H 1 [8] 24 @& EGRICB T 5 BIEE T
+ ZHRIHERS O PR IMHEIN RO TN D 9,

TV AT T —)L 20mg

77 kR (168 )

(173 f3i])

TEIEBEL 6 151 56 141
B 5 24 W% D 9. 0% 64, 49

AR [92 8;9901‘71 [56 8;71090/]
[95%1{Z X 1] ‘ S ‘ o

NP — Rk

- 0.09 [0.04~0.20]
[95%1E #E X [H]
p fE"Y p<0. 001

a)Kaplan-Meier }£1Z L B HEE

b) Log—rank fi7E .

HKHE Wl 5%

100 . o
80 1 O------- O--------
1
6'--'--'--'--'-------'--'-‘.
ElS o)
% 60
=
£ 401 —— TUATSY—)L20mg
-0-- FS5E#
20
0 : : : : : :
0 4 8 12 16 20 2%

At risk#
IYATSY—)L20mg 173
FaA 168

RBREIR SRR B D S RIEE TOHRE GB)

166
165

152
118

147
17

138
96

137
96

135
96

Kaplan-Meier {512 & 2 B{BEE U3+ “FEET O HERIER

BIVERIRBMERE X, =Y A 75 —)L 20mg BET 13.9% (24/173 f5i]) Th -7,
ERIERIE EESTE 2 6] (1.2%). FHi 2 6] (1.2%). (B 2 #] (1.2%).
M- 2 1] (1.2%) ROWFREEERE 2 6] (1.2%) ThH-o7-,




(BRAET7RAEY UEREBICE T4 BEEXIT+ZIERESOBERING)

17.1.5 77 HEFEMABERER (BA)
MBSO R 2 AT 2IEHET 2 ) > (81~324mg) Mk EE (AR
NEFEGT) ZRRE L7 U7 LR M ELGEAER o RT3 1 2 563
IZBWT, =Y AT —)L20mg D 1 H 18] 48 HAFHGHHCBIT 5 HiEE X
X+ BRSO BRMEIENBD SN TWD, I 5T, FRIMITCIRE, &
WEEOWIRAE ORG-S, =Y AT T —)L 20mg & 1 A 1 [lfxE 72
AR GRHCBN T, &5 72 BHBOIFRIERIT 96. 4% Th o7, 72k, AR
BICEBWTIIARERE, Y78 bIce2pl sy 7 v —FE20FHL T

7‘: N 8)0

TS AT T 20me 7SR (182 fi)
(182 f41))
FEIEHI S 2 131 22 131
# 5. 48 W% D
98. 3% 81. 2%
IS [95. 7~100%] [72.7~89.7%]
[96. 65% (% ] ' ’ e
NP — Kb
B 0.09 [0.02~0.41]
[96. 65% 15 fEHX [ ]
p fE p<0. 001

a)Kaplan-Meier }E12 L A HEE
b) Log-rank F7E. AEAK%E WAl 3. 35%

100 @ L 2 » ° °
90 A (:) -------------
B,
80 O------------ ¢}
70
3
B 601
i oo \
% 10 —— LY ASSY—)L20mg
% i
~ --0-- 7SR
30 1
20 A
10 4
0 T T T !
0 12 24 36 48
TREREE 5EAMA B 5 FAE £ TOHEIRE GB)
At risk#{
IYATSYU—)L20mg 182 144 99 50 19
P AN 182 145 89 45 16

Kaplan-Meier {£1Z X 5 B{&5 X3+ _FElGEE O IEFIESR
(FP AT IC 31T A5 S)

TV AT T — L 20mg B HH1E 214 B 31 6] (14.5%) ORIERHE S
TW5, EREIERIE. TR 261 (0.9%). OB AMEER 261 (0.9%). MEH
M2 2 51 (0.9%) . BARU—7 241 (0.9%). &1 2 # (0.9%) ZETHo7-,




2) REeMHR

GEX T4 FHERRIESE (NSAID) BEBICETSBEEXIE+IEHESDE

FHNH)

17.1.4 BRREREHER (BRA)
THAEMHES OREAE 2479 % NSAID itk EE 2R & LI Y AT TV — )L
20mg @ 1 H 1 [A] 52 WA GRS 31T 2 BIBE X3+ 5 EE O FEFRAE R 1T
LTl THD Y,

52 1 1% R IE R

R (Kaplan-Meier 1)

TV ATV —)b 20mg B

95.9%
(130 1) :

BIEARBMEE X, =Y A 75— 20mg BET 16.9% (22/130 ffil) Th o7,
FAeRIWERIIAENM 2 B (1.5%) . p=ZVH IV KT AT =T —8HN 2 {4
(1.5%) . 58%% 2 B (1.5%) M ORFRERER S 2 6] (1.5%) Th o7,

(BEE. T2HEBREE. UWEEHES. FUsAMBREFERIE. Zollinger-
Ellison fEfZE 4 o QVICHESE. +2HEBEES. B VALT U U/ &, fe&tti/ik
BAME, BHBEICHT 2RREMEREE. NJanNs 48— EQYBREER
[ZEFHEAYIANIE2— - E0Y ORBEDHHE)
EIPIZ 38U TR AR SR O AR FRBR S D Bl 1 FH 58 BUBEAE 73 B & 732 % ik & S
LTV,

(56) BE - WEHER

(BEB. TEHEEE. MEHES. FULAMBRESRE. ¥RMEEEL. T

Zollinger-Ellison SE{ZEE)

17.1.6 ERNE [ /IHERE WREERUTNR)
BiEg. + IEEE. WEHES. IEO O AMEE BEVE, URtEmER, X
I% Zollinger-Ellison SEMRIEZH 4 5 ITHET L8V DH D 1~14 mDEFE 50 fil %
kGl LI-FEEMABRTIL, (A5 10ke LI E 20kg A0 (10 5] [45 1 #£]) 1= Y X
75— L 118 10mg Z. 20kg PA I 118 10mg (1~11 7% 10 6 [45 2 #£], 12~14
% 10 1 [45 4 BE]) 0% 1[E 20mg (1~11 5% 10 5] [55 3 #E]. 12~14 1% 10 5l [%5
5HED) A 1A 1REEKRSHEMKRE Lz, &GO LEHEAISER (W00, &
Be, DERER, RO R X, BESANTERZ A L TWTZEHE O 40%LL 1
DEIGTHR LTz, £, BGANSNBREERIEHN 23 E 5 C & 72 B3 D 5 HIRHETH
FTRATRD BTz 3 Bl R TIZEB W TR GRICHT R HA L7z 10,




(6)

(7)

e it %R %2Rt 5 3 1 %4 T %5 1
(¢ 55150 (10 fi) (10 1) (10 1) (10 i) (10 1)
HE i 1 bl b 1~11 5% 12~14 %
(LNEES igii ;i{; 20kg LA I
b5 10mg 10mg 20mg 10mg 20mg
Kaplan-Meier {£IT & 2 i #&IRF 53 0D B FERFEH 3
100% 66. 7% 100% 50% 75%
wed (2 f51) (3 #il) (1 1) (2 f51) (4 #1l)
- 75% 100% 80% 50% 100%
(4 #51) (3 %1 (5 1) (4 #51) (4 $51)
e 100% 50% 100% 40% 57.1%
(2 1) (6 451 (6 #51) (5 1) (7 1))
EREE 100% 66. 7% 100% 60% 50%
AR (3 1) (6 #51) (4 1) (5 i) (6 51
() BERNIERZA L TW 6%
1~14 s DB 50 B9 2 6] (4.0%) OEWEHRHRE S TWD, ZONFRIZ, T

FI R OVETR . SR ESOSA 1B (2.0%) Th-o7e,

=3 AEdE

1) ERAKERE (—REARERE BELARERE ERAMELRHAER), RiER

KT A—RBE, WEREEERARONE
MR L

2) RRBEHELTERTENDAERIIER L-AE - HEBROME

WAL L

Z 0t
MR L




EMEE(CEHT SRR

. ERPH(CEEH HIEEMRIIILEYEE
Ta hoARTA e ER— (FATTS =)L, T TITS— ) TRTFTS— )L F Y

v L)

EE B O H DLW DOIEE - DIRFIL, BKHOBFHRLELZMT 5 L,

. EEER

(1) 1ER&ML - 1ERAKEF

(2)

8.1 {E AR
HBE A DML AL S D AR BTER MR E D WEET 2 Z 812D,

HESHIENICB W T —HEOHROWSISDBE 5, ZOMIGORKIBETIZ, HEE
FRRANS H 2 L, RO ICK 2R iATe 7 o bR 7 LRI D EEE N
BN TWD, =V ATFITS—F, ZToFa hoRCTIOMEELET S LT

T, BERRGWEIEHEITH D2,

B &R T D HERAAE

18.2 £ FTOEH
18.2.1 BApH ICRIFTHE
fEERANICBWT, =Y A7 T —)1 10mg, 20mg K 8 40mg #4512 X 0 24 BiRrhic
BN pH 2% 4 L E&2 R TR ORI G, £ 48+23%, 62+14% K TP 68+£8% T
ol
NREBE S HNZBNT, =Y A 75 —/L 10mg O\ 20mg #5412 X 0 12 B dicE
W pH 2% 4 LU &2 R TR OEIA X, 51.2%~98.3% Th 7= 19,
18.3 FERRIRARICH 1T H1ER
18.3.1 7o bR JTHEER
Y EEREE RO T e hR T (HY, KT-ATPase) & L CILEMEAZRL
7’9 12)
18.3.2 BE&S, M NHI/EF
B 50 BRI 31T 2 BB EA Sk LTl ER 27 Lz 9,
BT » F KO Heidenhain Pouch A X(ZIWT, FINHEEIC A S 4072 B B/ A %

L CHfER 2R L 10 19
KENOBENRSY ToDT I AT T =L, THIKRTHLIFAT TS —LD—F

DHFRMER (SIK) Th D,

(3) 1ERARIMEFRT - FritiFfE

AR L



VI. EVEEEICEET 5IEE

1.

&

meEEDHS

(1)

(2) B

AREEDGLHIRE
*é%ﬂ@b
nt%ﬁfﬁ; éﬂt[ﬂlqﬂdﬁr

16.1 meERE

16.1.1 BEKSs

e AR N BB #E (n=24, CYP2C19 @ homo EM, hetero EM M CONPM™ M[EHD) (2
TY AT T =) 10mg KT 20mg Z ZEMEIRFIC B AR A5 LT & & OREIR DI
MENRE ST A —Z I T O LB THDH 19,

= Cmax Tmax AUC T1/2
kb &
(ng/mL) (hr) (ng * hr/mL) (hr)
245. 2 2.50 552. 69 1. 059
10mg
(186.5-328.1) (1. 00-5. 00) (369. 6-822. 1) (0. 85-1.31)
490. 5 2.75 1115.6 1. 08
20mg
(369. 6-645. 9) (0. 75-6. 00) (801. 3-1557. 8) (0.91-1. 26)

T (EHRAF (/M — R KAE) . ZVRASMTEAT Y (95% 15 HE X [H) |

a) n=23

16.1.2 R¥EE®S
AR N BB #E (n=24, CYP2C19 @ homo EM, hetero EM M TONPM™ M[EH) (1
TYRAF T =)L 10mg KN 20mg & 1 H 1[E5 AFERAKEEG L 0% 5 H
H (ZEERRE) ORZEEDOIYENGE ST A —ZITUTDO LB THD 19,

= Cmax Tmax AUC T1/2
B8
(ng/mL) (hr) (ng * hr/mL) (hr)
376.5 1.75 822. 1% 1. 162
10mg
(283.2-497. 4) (1. 00-5. 00) (556. 1-1219. 3) (0.94-1. 43)
884. 2 2.25 2068. 9 1. 25
20mg
(670. 1-1167.5) (1. 00—4. 00) (1485. 2-2880. 6) (1. 06-1. 46)

T (EHRAF (/M — R KAE) . ZAVRAIMTEAT Y (95% 158X [H) |
a) n=23
BE3IHAHEKDOS HHDC,, XFARE ThH--Z Ln . KIERGHIGE 3 BIZIX
MAFHTY 275 — VREITEFKBICEZELZ B b, 55 HEO#
% 12 BICBT DR = Y 2 7T ) — VR EIXIFIERHEB AR FIE T L, 1
H1RIRERS L THRBEITEEO DN 19,




16.1.3 R R /NR
SRR OVNRBE I A 7S5 —L 10mg LN 20mg 2 1 B 1[5 ABLLERIER
A& L& A, REMMKDOIMBENE T A =X I TDO LB TH-72 19,

BB D T AT T =V OEY RN T A — X
FhED | 58| n C,. T, AUC . Tis
(LN (ng/mL) @ (hr) ¥ |(ng-hr/oL) @]  (hr) ©
1 p%Ll
ke B | 10 . 854 1.58 2261 0. 80
m
8 : (141.7%) | (1.03-5.92) | (42.6%) @ | =+0.18%
20kg ATl
537 1. 52 995 0.97
10mg | 10
I~11 2% (110.4%) | (0.92-6.00) | (78.3%) © +(. 559
20kg DL E 2 0 1908 1. 47 3459 1.08
ne (41.5%) (0.93-1.52) (50.9%) +0. 44
311 1. 57 619 1.37
10mg 9
12~14 5% (91. 7%) (0.93-2.95) | (105.5%) +0. 88
20kg UL E 981 1.75 1918 1. 06
20mg | 10
(51.3%) (0.95-3.00) | (33.6%) +0. 25

a) MPEHME (BEeED) b)) FRE (/ME— oK)
o) PHMEIFEHERAE d) n=7 e) n=9

1) homo EM : CYP2C19*1/%1
hetero EM : CYP2C19*1/*2 X% CYP2C19*1/*3
PM : CYP2C19*2/*2, CYP2C19*2/*3 X X CYP2C19*3/*3

(3) #&EE
2R L

(4) BRE - HRARODEE
16.7 E¥YHEEER
16.7.1 S7ENL, Jz=Z b URIETILTF7) Y

FEBLR CYP2C19 K ' MIFX 7 v YV — A% MWD in vitro W BRIZE W TARIE T
CYP2C19 DiEMEABRE L7z (Ki fE : 7.9 J U8 6pM) A3, CYP2A6, CYP1AZ, CYP2D6,
CYP2EL, CYP2C9 K TR CYP3A4 DIEMIC HOWTIEPAE LW bR LEEM 2R
L7z 1018

SEANDT —ZTliL, VT ERA, Tx= b UIINLT 7V (B-UNLT 7
V) (LAE. CYP2C19 ) EAAOGHICLY, T ERL Tz=hrf D
AUC IZZENZEN 81%, 13%H KL, R-UNLT 7 U OifiEh 7 7T 13% L5
L7z 9, [10.2 ZH]




o7,

16.7.2 Z DD EH]
TYRAT T =T ) AawA VO ROTEXFT VU KON L Y,
7 ) 2un<wA T BT R UY Lok F) o i b
77V Aa~A 2O IANKBCREO AUC, 1T R LTz, £z, =Y AT T
—L® AUC, IFFEDFAREOR 2 fFICER L7219, F=U 9 FTuaxkr 0 n
¥V7uTzzrF R UL TAEY U2 ERFOUHCIIHEEERITRD 5

TR LI o T2 D,

2. EYEERINSA -4

(1)

(2)

(3)

(4)

(5)

(6)

(1)

(2)

4. IR

%Y

fR A&

R L
R U5 B 5E 450
M ER R L
HRRETEH
M ER R L
J9IVTIUR
M ER R L
DWEE

M EE R L
Z D

MR L

. BEH REavL—av) @i

B 5%
N L

NS A—REEER

LR L

EE R L

1fn % — b B8 P @ @ 4

LR L

1fn % — e A5 BE P9 @@ 14

LR L




(3) #AA~DBITHE
HER R L
(%)
[VIL. 6. (6) B2fLiw) DIEZMR,

(4) HEE~DBITHE
HMER L L

(5) ZDHDMEH~DIBITHE
FMER L L

(6) MEFELHFEAE

16.3 %

16.3.1 MPEBKHESE
TYAFTY = (IR : 2 XX 20umol /L) O b MMIEE A AL (in
vitro) X 97% CdhH -7z,

6. it
(1) KRB R R BRE
TRBTERAL - IR
(2) KBICEAETLHEBF (CYPEH) OHFiE FEE

16. 4 35

in vitro fFRREEB O ENS ., B Fax K, 5-0-Bl A F /UKD AKICIE
CYP2C19, AJVAR UARDARKIZIX CYP3A4 23BHH- L, 24 n 3 FEOMRH~DREH 2~
V7T AFERETHLIEHREINTWDE YW, =Y AT T —)LD in vitroliT
RFHZBNT, B Fr X KR 5-0- A F /RO AERKIZEE 59 % CYP2C19 D% 5
= (R@EAHZ VT T A CLy,) X% TH, SMEADOT —F Tix, R
FRNIZ MCHFERR = Y A 7T Y — V2 BRI ARG Lo & &, T o ZGEHMIT A
NEREE e ReX ik Th-o7-2, [9.3, 10. &)
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(An Australian categorisation of risk of drug use in pregnancy)

% : Prescribing medicines in pregnancy database (Australian Government)
<https://www. tga. gov. au/australian—categorisation—system—prescribing—medicines—
pregnancy> (2026 41 A7 7 & &)

2E  FHOME

A=A T VT DO

B3 : Drugs which have been taken by only a limited number of pregnant women and women
of childbearing age, without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus having been
observed.

Studies in animals have shown evidence of an increased occurrence of fetal

damage, the significance of which is considered uncertain in humans.
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