21

* 202543 HUET (S2HR0) H A3 G 0 o
202442 HYET (E1H0) 872329
Bk SRR 7Ok R THEE
MM : 35 SRT TV —IF MUY LR
| ] L1 °
FATIY-IbNai&Es: bmgn-ns,
| ] L1 °
FATIFIY-ILNaigEs: 10mg n-ns.
RABEPRAZOLE Na maters Smg,10mg onara.
$E5mg $£10mg
ARBFE | 30200AMX00318000 | 22200AMX00804000
HE B 2020461 2010411 1
_ _ 5.7 Ay anyy— - ¥u ) ERH RV LB, Ay an
2. 5 (ROBEICEIZELEVC L) Yy ) A TH S C & OB £ ) Ay 3
2.1 7«'& l@)*/iﬁa‘ b U DB O & 2 N — O EREE R CH L LA AT AL,
2.2 VIVEE) VR ARG R0 BE[10.1 2]
6. BERUVHAE
5k - R <ﬁ/a%; +=telniEE. WAEREE. Zollinger-Ellison fEZEE)
%Hﬁk WHEL AL ﬂi?’\7°?‘/~)1/ﬂ‘l\‘)"]£\kl/fl[EllOmg%
T3 Na i RIS I R TLER 1El@ﬁﬂ&5?é# FRIC ;blﬁmMg%lﬁlﬁﬁ
wrs |7 7H o [ omE 71m;M~A;fi L5352 DTS, b, WH. Hild. WEHEET
o e (&8I E T, SRt 6 I E TR LT,
7 7
Hksr (HRIXTI5 =N+ b D)%J-“//\\\Z-“( V=) F )Y <E?T‘5“§Eﬁ>
Sj?uf)b7{&m%;fmxﬁm$uﬁb - WM FE R OB BT, W AT ~T T
= — — 1
Fofy7ablera—A, KEREe Fes s 7ae Ly ﬁgg%kifffﬁgﬁ[%?%1%&?&F;§§wig$
e —2, AFTYV VBRI AYT LA, A AT— X, 3‘6 f;}'; > J—]g hE L X T T
WU | S Lo KVEELT LT 7YV A5 7Y o b, M, SHMITOLRG LT Ho 7o, TH b
AFNILTELR, A% 27 ) LEEIEY v — LD, 7Y Lk VERYTA eI =L AEBRTHIEAT S LA 1
BF R U P A, YL R— |80, FIZYEE MY T, [ 10mg XiE 1M 20mg # 1 H 2 [\, & 512 8 AR 5-9
fbF % > WOZ B, HLFuoaay LILNTED, ttL 1171 20mgl H 2 4513 ok
BEEAT RIS,
3.2 WADOMK .§ﬁ$&ﬁ¢ B
Mg, | 7NT TN NalJfi§é 5mg| J~7F/—) Nalifi C TR AR D R Al R OMEFRHREICB W TR
(A=r7] 10mg [+—17 ] m BAICIZ T XTS5 =L F hY AL LT 1l 10mg
PEIK - FE Bt - 74 NAT— 51 v rEe (BTES) %1H1@ﬁu%5?é N A= B NVERA A I e
%1 T i i I i S BIHHECTRIRA T B i i T R OMEFRRRIE IS B W
, fu lﬁugg%SHZEﬁD&QTéltﬁﬁiéo
iS1A N IS VS AME BEW R
= | (& @ = W RAETRT TV —LF ) ak L1 10mg %
1H1MEORST 5, B, @, 4 AMEFTORG LT 5,
K& A 59mm JEE 1 26mm | HEE : 69mm E X 36mm <f§éﬂ;ﬂ%gz EVREEICEIT2BEEIEITBEEEDE
B 695mg 130.0mg ) )
T e —— —= WHL AT RT TV —F P YAk LTI 5mg % 1
EVIE-ZN FIRTF5F =T FIRTZ 104 =T 5] 1@%%]_]1&5‘?%%;\ ?ﬁ%?‘ﬂ‘ﬁj\@%/ﬁ\lillﬁlwmg%l H

4. FHEEXIhFR

OBBE. t-kBEE. YAREE. ¥nMEE %X,
Zollinger-Ellison fE{&E. FEUS AMBREEYRIE. ERE
ﬁgeu>H$ﬁu3n6§%ﬁ2u+:ﬁ%ﬁ%mﬁ%

|

OTFTRICHBFBAU AN 42— - EOYDKREDHE
Ei&E. T2IREB&EE. B MALT Y >/ EE, 4556 m /s
SHKBHR., PHREEICHT 2AEENEEERE. AUIN
74— FOUBEER

5. ShEERX IR ICBIET 2R

(GhEEHE)

5.1 KA OFG 0B L DERZRKT L2 enHLr0T, E
HThnwZ e %ﬁﬁ 0)7 A¥5352 8 (B MALT ) >3,
?f@%’%%b:iﬁ“éW%ﬁiﬁﬂ@iﬁ%ﬁff&%‘ccm)‘ém') Ny F— -
Yoy oBREO#Z B,

GEV 5 AN E BEWTE)

5.2 $%45-Bth Zalfié% E;’rk L CRIR 2 #R L. SEIRO S EME N
AR LN WA, E’iﬁomuﬂ@ﬁ@#%z%hét
M®ﬁmaﬁ$«®ﬁﬁ%&ﬁﬁé Eo

(BERAE7AEY CHBERKICHIT3EEEXITEREEDE

SEHNH)
5.3 Itk - ZEROIEIIH] D720 I =7 A ¥ ¥ % Jifeik G-

LCwa BHefGadq e L, &5HIkIC
R EEOMAEE R TS L,

ANYanyg— -0l OBREOHEE)

5.4 #ATHIYE MALT V) Y REICH$TAH5ANY) TINT F— -
I’?%(ﬂ?@ﬁfﬂ W3 LT,

5.5 FEFEPEMV/IMGRAEEBER 20 L CTid, 74 o4 U 85%25
WL, ANYanyy— . ¥ REERSEY & RIS b 5E
BUZ D AR EREITH 2 &

5.6 FHIE I3 A B EHEE E DAMCIE, Ay ans s
— - ¥ BREBRIC X D GREOSIEIIHRNI 0 B AR 13T
VL TWRWY,

B Tid, WL

|<Ru i)}

1 MO 5T5EHNTE D,
(ANYanyga— . 0V oOREOHEED)

FHEL. WAIETIRT IV =)+ FY A LTI 10mg.
TEFTYY VAAWE LTLME750mg (JHfl) K75
uxA4re LT 200mg (Jifili) © 3F ZRIKEIZ T H 2
[\, 7 HEZELS5-9 5,

LB, rIVAOTA Y UE, BEIOSUTHEEMET S
MTE D, 72720, 11 400mg (Hffi) 1 H2MH% LRET S,
TRNRYTLA e EY—, TEFT V) VKIIRD Y 5
JATYA YYD IHGICE BN TNy F— - ¥R Ok
WIRRPAEIDOLA . S b biEHE LT, W%, &K
AKH7N777~WT%UﬁAkLT1EH%m\7%#&

V) VKM E LT 1 750mg (Ofl) KONx ha =% —)

aLf1@2mmg®3ﬂ%Hh 1 H2MmE, 7 HHE&EOHRS$
50

7. BARUAEICEET 215

(BiE%E. +=#EE%. WALEE. Zollinger-Ellison

7.1 IR L WA ORI - #EEE oA
1TH1MESTAHZENTEX D,

(FEFRHERER)

7.2 WIRDZE LA L O3 - G042 1 1 20mg %
151@&5?6:&%?%5(ﬁ%-ﬁ%%@UﬂTme
FEROMFRDE, 7O bR T ey T BERET
xJJST%TWL SREEIEREL) ., ¥ TR EY T ey —

kB J?“C&JJST%T#‘&J‘&%% Wxb L 1A 10mg X 1 [
2%@%1E2E\éb SHEB 53 2 ad. N
THREEERDPERB L TRV L2 HRTHI L, B,
ARA) 1 ZOmg 0) 1 H 2 m$ 513, PSS ©EE O R IBE
ERMALGAICES[17.1.1 B3],

ERLEREER

(?d)ﬁ'é,q_)
8.1 RAOFLGHIZIZ, MG IR ICER L. iy

AL - ML 21T ) S LA E L

TERE)
1 1 20mg %

IliiiRY



(BigE. +ZEB&E. MEIhEE. JEV' 5 AMBRETTIE)

8.2 RS T45ThuOT, MEREIIIHVENS
ENEF L,

GERMERE R OHEREE)

8.3 1% - MRAM Y BETHEZR T MR TS ey — |2
X DERCTRHEA TG REZIH LT 2 & L, ARk, HEF:
WEOLED L WERHIITI DR WEIEET LI, £
7oy BHEBIBR, 7V 3 — VIR O AR B O UE X 5
L BERIREEAS RN D72 0 fikibe 3~ 2 B A 1 IARE U i &
ZRTHI L. BB, HMEFRRRE I I B RA &
T 5% EHEE 5T T ENREFE L,

GEV 5 AR BELTIE)

8.4 MZICX W elF, HEESOWBWFIERAFRY ELASND
2t (1EMBZY 2HULE) 2RO 2555 L, &
By FANOBG-05H W BRSO NS L OB o LR
BICL 2ERZ BT 52 DB HDOT, WHEERASICLY
INLDOWB TRV EZ2FERTH L,

. BEDERZETHREICHETIER

1 BUHE - BIEEEOH 2 8E

A ERBEOREEDSH B BE

R

AR 2 JA A C IR IRIE D R 523 % o

9.5 1Ti%

TEIR IR LT B ATt 0 & 5 et i3 iR Lo A et As
faltEx BN % & HB SN 2BEICOAREET5 2L, BYE
B (F v MR 400mg/kg, 7 ¥ FERE 30mg/kg) THRIEHME
(7 FTLEEBE, 79X TREOK T, fLFIBE) A7HiE S
nNTwbd, 2. v MIIXRTI V=)V F MY T A
(25mg/kg/H). 7EFT ¥ YA (400mg/kg/HLL L)
Koz sy zua<x4 vy (50mg/kg/HU L) % 4 B@EOHHK
5 U723 BT, MECRBIREOELIFEO LN TS,

9.6 RELiB

EHLEOFEE R OCBAREOFEE L ZE L. FIAL O L
kAR5 2 & BWIEEE (v ) TR ABATT
LT ENREIN TS,

9.7 INRE

INREFE G L LRI FER L T v,

9.8 SiE

HALEHEIRS OBITE 258 & b 2343k % 7 LEE (S

B35k, RANZFEE LTHETRFINI D, BiFET
IHFREREDME T LT b 2 0% <. BIfE S bbb 2 L

fﬁa;) 60

10. MEfEA

KA ORI IR BFBEEZEF 7 1 — 2 P450 2C19
<am§m>&03mtmw&M>@%5ﬁ%m5nfwéo
[16.4 BH]

F 72, AHOBEGWIIHIERIZ X D PR OWIL % fEk
IS B E BB,

[ToN{oN{oN{e]

*10.1 HRARR (8

LeEWVnZE)

EIERS

BEARAEAR - A58 5

BT - fak

JIVE Yy sIEERE
(Y25 h)
[2.2 BH]

VVE Y IE#REO
TEMZ BT 2B8Th
Ndbo

AH > B W 53 s B0 AR
Ak, HNpH 2R
AL, Vv s
WOWINPAT L, v
¥ B oAt
KFTAZLDDHb,

10.2 HiRAZEE (A

ICEBTBCE)

AFNTTXRT ¥

FATHEIEDND S,

ESERS FRASEIR - $5 5 B - fakE
vIxRT v T 2654 0> 1 v 5 L A% | AR F 0§ R o I B R 4R

Xy, WA pH A
7 L. M TEEH oWz
et %0

A F7a5v—
y74F=7

AT 38 ) o Afit v i BE 2%
BFI2BZM0H 5.

AH 0> H T 53 s AR
Micx Y, WA pH A L
A L. TR ORI E
Wl 28D 5,

KEBILT VI = A7
VRN | dr e A
LA O

AN 512 He
WA EINENL . A3
5 1R R C R 2
LS i I 1
HZIEN 8%, 6%(E T
Lzt DFENDH S,

W EATH %,

A bLFHF—T

A FLES— boll
WA R Bk
B b, BHED AL
bLFH— b ET

B EANTH %,

DA — RIS AH]
O EPIET L L
EEETHI L,

1. BlERA

ROBWER DD S5bNDZ EWNHDHDT, BEE 5470,
SRR LN WIS % kT 2 7 L) e L & 4T
DRERN

1.1 EXLEER
A 2avy BERH) ., 7F7147%2— (BEARH)
11.1.2 RMEKED HEAH) . EFBERIE (FEAW) . /iR
WA (0.1%A50m) . AMHEEm BHEAR)
11.1.3 BERFR (HEEAH) . FFEEEREE (0.1~5%Ki) . B/E
(BEEAN)
11.1.4 BEEMMK (0.1%Ki)

S Nk, IR, B oY (83 S o
B i2id, e Es X MEomE s £ L., AHlokG %
hikd 5 & & B2, BIERERLE VR ORGSO EY) 7 LE
#1192 &,
11.1.5 EEBE (FEAW)

haEE 2 R BB B SE (Toxic Epidermal Necrolysis:TEN). %
JE RGBSR SE R (Stevens—Johnson JEMERE) . Z AL D O
bNBLZEDNDH b,
11.1.6 2HEBEE BUEAP). BEMBER HEAW)
EREERAE (BUN, Z L7 F V%) [HEETLHI L,
11.1.7 &F b U LIMGE CFEIEAR)
11.1.8 #EMHRABE GHEAH)

WP, B, CK LA, MR ORp I+ 7aey bix
P L 5 AR RURIE D D H DB T L 0D 5,
11.1.9 |ABE FEAW)
11.1.10 SEELIREE CHEEARW)

AR, BEATE, KRR, LI, AR R BORMESE)S
HobNbZ Db,
1.2 ZOMOEHER

(BiE%E. B &E. WAIEE. FHRMEER. Zollinger-
Ellison fEMREF. JEV S AMBREYRIE. BAE7AEY %

55 H T % BB+ B EEOEREDF)
0.1~5% A 0. 1% SHEEA ]
FHILERIR A, FUL| AR IMERR A bfH
IR ERBOIN, WFRREREY | BREEZ . Y o8Bk
%, Al W
AST. ALT. Al-BEV V¥ ¥ D
Ji- Wik P. y-GTP., LDH| -5
D E5H
PGB %r MU -5 LULES
LGN A TR 1 N NN/ I s S A 174
M, s, )Y & 9E. b8 W K B %k
P P%% . g, BEA ( collagenous
iR, By colitis
lymphocytic
colitis)
BRI DIV, AL O[TAE., Bk
&, MRS MU
TR ARER T3y HESHRR, 8
T, Lo b o
(NPT
walLAruo— | »3AaH, FE | HOb5o%, M
Vo R PERR G - B FEEL. | EIE. .
Z A BUN @ k5. &|EiE. LONEE, |7 ¥ €= 7 IMIE.
FJR, IiiH TSH|CK @ L5 2l Sy VN
B e, ZPEALFLD

) FEBUEE TSR HRN AL &
(AYaAnya—- ¥l OREDES)

0.1~5%K il 0. 1%k
O Tk, A AR
FILERIE FRRERI S . ol KR
. Do Y ISHRED Y v
FSIRHIS MR
LRSI
N ALT. AST. y-GTP|Al-P. LDH » L&
I D15
B BYHE, MUE L5
AL BRI, BRIESUH |, CIRI%. Rl
— W, IR, W\ VRS, SR, fit,
" S R, Wt FERR | AR, g
U, SR
LR B DHFE
FYERE O L5 BRI, B, o
L OV, Bk, &P
Zofl By UE S FROL
OHU, RO 15 IR
WS, Sk

1) FEBUHEIIB I T RERE B IR T TV —
VFRMITA, TEFTIY VARAPR Y7 5 A~ v »
D 3 Fl PG D AR £ T ORI O BRIE e R A &

o

12. BRRBERRICRITTHE

ANJany g— -0l OBREORHE)

121 AUaNY 42— EOUOREHELEDEE
IRTFG=VF )T AEOTA R TL R ES =R
TEFTVY VKA., 7TV Au~A T EOYEWE O
A PEZF Y — VORI R G TG TR, BCIRFEMA



AR DPE BB 2 HREVED D B 7200, BC-IRFEFAA
BRIC X 2 BRRHE 247 ) HEid,. IO OFAIORGH T 4
WUREDORE L TEIS 5 2 EDEE L\,

14, #@AELDZEE

14.1 BHIZAEFOEE

14.1.1 PTP WAL PTP ¥ — b2 S ML CTRAT 2
LSBT Lo PTP ¥ — FOBEKIZ X | B BIAERA R
ERIEANHA L, 13284l B L CHERIN £SO EE 24
PHEZ DT B L’ b

14.1.2 AANIEEFTETDH ) A ICH 725 TE BAZZY v
ZYRFI, OALETEIERT BT o

15. ZOOEE

15.1 ERER{ERICE D 155

1511 RFOEHEZGTICREOH R — T 28D 7 L oWy
75“&);90

15.1.2 EAHC BT 2 BB OBLEHE T, 7u b YKy 7 v e
7 =12 X BIHEBIIB W CEREE R S RS, TR
Wi, BHEFI D) 2 7 BN S CTn b, FRIS, W=
%f%%(1$ui)®%ﬁ%%wt%%ﬁ‘%ﬁ@ux7ﬁ

nL7z.

15.1.3 AT BT 2 FICABRE 2 R L LB O BE%
T, 7O b YRy T ey —2HKG LBSEICBWT s 0
APNYTIA T4 T4V LB FEGD ) A 7 BEINAsH)
Hi3hTws,

15.2 FERREREABRICE D 155

15.2.1 v M2 5mg/kg Y b % 2 4ERIER O G L7zt lBsIc
BWT, MiCHIZANTF A4 FOREDRA LN L OHELEDTDH
éo

15.2.2 B9 (5 v MRS 25mg/kg Pl E) CTHURRE R
KCIMHH A 0 Y onsHmsEshTtnwbso T, IS
7o o TUTHARBEARREISEE T %,

15.2.3 v MZHEETH LT >V T5 V=)V (50mg/kg/H).
TEFRY VY VKA (500mg/kg/H) U7 F5) 2u<A Y
v (160mg/kg/H) Z PG L-RErc. BB coOHEED
B L & IR IROBFIH OBRA TR ST b,

16. FEMENEE

16.1 IMAPiRE

16.1.1 SNT SV —JLF b LERIRE

TERER A 112 20mg % ME T LT ERRISHE 5 L 72RO B
%ﬁ%ﬁl:ifﬂ]bf:%%ﬁﬁ%/fﬁ A= OFIEE RKITRTY,
16.2.1 2

ST ARG O A P Y B ¥ T X — 5

X Crnax tmax AUC
W b 2
Bl et (ng/mL) (hr) (ng - hr/mL)
ML 437 +237 3.6+0.9 937 +617
a2 s 453+138 5.3+x1.4 901 =544

(CF¥fE+S.D., n=12)

F 72, EER AP 112 5me. 10mg. 20mg % i N TRER S
LK’E? (#5-5 HH) OEYBRENRT A —=FIZUTOEBD T
»H 5%,
TR AR T2 B 5 EPKX G- (5mg. 10mg. 20mg) DI kE
ST SV — ) b)Y AOEYBFE T A—F

= : Cmax tmax AUC -0 t1/2
= y
ha | KB (ng/mL) (hr) (ng * hr/mL) (hr)
EMF | 146256 |, ol 5 236=97 | 1.8%0.9
Smeg 25
PMF | 25255 | 20| 585137 | 42205
EMF | 38383 | o o) | 539=200 | 1.520.4
10mg Ex)
PM* | 500264 | o & o | 1230200 | 3.820.3
EM* | 654348 | (, e o | =4 | 2.3x14
20mg Ex)
PMF | 8222232 | (008 | 28312663 | 3.720.3

CPHfE=S.D., tmax (P JfE (Min-Max) ,EM n=16,PM n=8)

KIS T b 7 v — 4 P450 2C19 (CYP2C19) ZBIANLL, Frlsfa T
I pHEhs,

EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 X &
CYP2C19*1/*3

PM (poor metabolizer) :CYP2C19*2/*2., CYP2C19*2/*3 X i
CYP2C19*3/*3

16.1.2 3 HFRAEZRS
RSB TICT XTI —)VF b A 20mg, 7EFY
) YRR 750mg (OIfli). KU7 5 Au< A4 ¥ Y 400mg
(Ofi) Z1 B 2m7 0 GFHi2E) KEROHES LB S
Nfﬁ{—w+buvA®§%E%N5x—amuT®tBb
TH 5,

TR AT T2 BT 5 3 FIPEH KB SR o s h 5 X7 5 ' —
VF DU L DOHEYFRESF X —%

Crax tmax AUCo-12 t12
(ng/mL) (hr) (ng * hr/mL) (hr)
X
<HE£/[15) 578293 | 3.0 (2.0-4.0) | 934438 | 0.72%0.19
PM® | 948138 |3.0 (2.0-3.0) | 2600=474 | 1.80+0.32
(=g | 98 0 203, * 800,

qzj:éjﬁii +S.D. , tmax ‘i qﬂg&{ﬁ (Mil’l’MaX)

MPMCHIER T b 7 1 — 2 P450 2C19 (CYP2C19) #&BIAIE, FRld#ifsT
I I,

EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/%2 i
CYP2C19*1/*3

PM (poor metabolizer) :CYP2C19*2/*2., CYP2C19*2/*3 X I
CYP2C19*3/*3

1) ARMER ORI B, BAE IR IV =V F bk
LC1H10mg. 7EF ) YAMPE LTI 0 750mg (JIii)
ROz 5y Aa~<4 e LT1IE200mg (Fifif) @ 37#]% Rk
1TH2ME, 7HMEIHEST %, 2B, 770204 ¥ g, L%
WIS L CHAEMETAIENTE S, 2720, 110 400mg (JIifi)
1H2MH% FBRETS.,] THbH,

16.1.3 £HFEIRIZEMHR

FINRT IV =) Nadfige I0mg [A—1nF | &%)y M

10mg %, ZUALF ==kl YZEhEN1sE (SXTTFTV

—VF P AELTENZEN 10mg) EHER A T I2H A

[HE 2 5 U C S b R LRI EE 2 I U720 15 S 7z 38

BE/vF X —% (AUC. Cmax) OxHEMEDFMHEO M log

(0.90) ~log (1.11) TH Y. HoOEMRER CHHZESE) AL

LTWwWaZ RS, MHlOEWAN ST RS Y,

HYBHE ST A —F

AUCo-9nr Crax tmax t1/2
n (ng/hr/mL)| (ng/mL) (hr) (hr)
INT T
TN g3 se6e28.2325410.9) 27512 | 1520.7
$€ 10mg
[F—=7 ]
"f?l" Floo23 |624.4+268.4323.55110.6] 3.7%1.2 | 1.220.5
$& 10mg
(CF¥Hf£S.D.)
(ng/mL)
400
—O0— IR T —)LNatfigElong [+ —/\T ]

f 350 —e— )N v h§ELOng

?’f w00 | A6 £S.D., n=23

z 250

7

i 200

7 150 |

;é 100

4 50

0 1 2 3 4 5 6 7 8 9 (hr)

B 5 1R

M3 5 X T T — Vi O HER

M EE A ONIC AUC, Cmax D85 X — & 13, b o
ﬁ%mﬁﬂﬁﬂwﬁ-ﬁ%%@ﬂ%%ﬁﬁlof%&éﬂ%ﬁ
% 5o
16.2 RIR
16.2.1 BEOHE

TR 112 20mg AT S EHISRIRS L2k, &
B G TIIHE TR GICH L tnax 25 1.7 BRHBES 2 & & 3
WA EAED STV DY, [16.1.1 2]
16.4 X3

R A 12 10mg. 20mg % FR % G- L 72Kk o 4 v o A3
Wid, FICIERERZETIOSC X Y K L7z F + = —F vtk
Tholeo TOMICHAHWEEFEF + 2 10— 2 P450 2C19
(CYP2C19) 2SBH5-F B A F VALK IS & 0 A L 7= 2 F
VIR, 3A4 (CYP3A4) H%BI5-3 2 Ak AMLRIBIZ & 0 Rk
L7z AR VRHERD 572099, [10. ]
16.5 HEtt

TEHER A 712 20mg & RIS L2 a, e 5% 24 BEf £ ©
WRPIZ T XT3V = F b L ORBACRIGHL & $,
R THDHNVE Y BERTZD 7V a BG5S
i@ﬁp~@%\xwﬁ#v—wmméwﬁw~w%m%§
n7zvs,
16.7 EHEE(ER

B (A AT TV =) THREEEE T 71— 24 P450 2C19
(CYP2C19) ~ofRE#HHAIC L W HEMEH SO N TWE Y
TENRA, TVT77Y Y R-TVTZ7 7)) I LTINS T
V= b)Y A INS OFEA DM E L X v
ZEFMEEINTWE, T2 HE (575 =) T



REH#EE T b7 10— 24 P450 1A2 (CYP1A2) OFFEIC L D A
ERDBOONTWETFF 74U VIHLTHIRT IV — )L
7L6]\7)’) AP REICEEE S 2 w2 PRI hTwn
Z) "o
16.8 ZOft

INRT T =) Natii$t bmg [+ =T ] &, IRXTF VU=
Na 3% 10mg [+ =T | # @z L Lz e &, BN
S, AEWFEIC RS B XY,

17. ERERECIE

171 BHHERCREMICERT 555

(BigE. TZEHEEE. MEIEE. URMEER)

17.1.1 —RRERAREER R U —E IR LB B
B, IR, R Al R WS S 2 RS
1 H 11 10mg Xi& 20mg %425 L 7c — &R AL O~ EE

*ﬁgt%%iﬁ%ﬁ (501 6~8 M) OHHTTERDOLBY TH
% - o

RESS REEREN S
i 94.0% (189 1,201 f1)
RSl 99.4% (159 f1/160 1)
S £ 5% 90.9% (50 il/55 1)
Wy R 83.3% (10 B1/12 1)

%72 Ho AR HARIUE O i P BB 2 2 ) 22 1 H 1
10mg % 24 MG Uil (CHEMRLERER) (280
2 NHEEIIEFEEIE 78.6% (33 61/42 H1) Tdp o 7219,
WHHEROCHEO 7T YRy 7 v ey —HmHIcEh
PEED O B S 2 R & LB 8 B OISR
BIZEDHEWRIETROLEBY TH 5722020, [7.2 ZH]

1 [l 20mg 1 [ 10mg 1 1] 20mg
1A 10 1020 1020
ot 58.8% 78.4% 77.0%
+F (60 %1/102 1) | (80 B/102 1) | (77 f51/100 1)
grade A LU 65.1% 87.1% 79.5%
grade B* (56 %1/86 B1) | (74 61/85%0) | (66 %1/83 #l)
grade C J4 U8 25.0% 35.3% 64.7%
grade D¥ (4 15116 1) (6 11/17 1) (11 $1/17 1)

HD SRFIV—LF M) YA 10mg/H. 57T 5V — ) 30mg/
Hy + 275V =)V 20mg/H % 8 AR LA EHEG- 02 ARG S EAHE
RIS

}uH BV AGE (2 2) 12k 5 ER

WHEAERCHROT T N YR T vy — R
P2 O FTE I & i G & L 7R 52 8 E - o AR
B & IR () ETROLBY ThH o

23)

e e
LB 0me | LE10me | o5, i)
1H1M 1H2Mm "p@w
45 52 Mk oI}k 44.8% 73.9% 29.1 (18.9,39.3)
FFFER (73/163 B1) | (119/161 1) p<0.001

a) 10mgl H 2 [H-10mgl H 18, b) x2#i

H2) X753V —=)vF b4 10mg/H - 20mg/H. ¥V TV —
V30mg/H. X7 V=) 20mg/H., =V X 75V —)20mg/
H % 8 M LA E3% 514 1 RIS MERHR R IS T 58

GEV 5 AN BELTRIE)

17.1.2 —_EGHRIEEHER
3F@%A‘t&%ﬁiﬁ£ﬂibﬁaﬁi%ﬂ%b: 1 El 1/ 10mg 245 L7-—
EEMRILEGAER (3504 ) 1281 2 W ER DS
R ORRFRIE, TNEN43.6% (44 B1/101 1), 55.4%
(56 /101 Bl) TdH -7z
FIERE. 10mg $5-0 102 Bl 12 61 (11.8%) (ZRED Bz,
EREIERG. 36 (2.9%) KOWEREHN 2 5 (2.0%)
Cd o 725

(BRAE7AEVU U BE5EICHIT2BEEI T KB EEDE
FEED

17.1.3 —EGRIEEHER
EHE7 A1) ~ (1 H 8lmg Xt 100mg) O EMHY % L%
L. o BEE LT ZIRERES ORI 2 E T 2 BE L)
S LT EEMILEGREBRORS. Kaplan-Meier #:12 X 1) Hff
5E L7245 24 A% O B35 O3 T IR IEEE O B
ETFROEBY THo70
FIERIE. 9 X7 9V = b)Y A 10mg $5-5C 157 il
14 61 (8.9%). 5mg $5-HT 156 Bl 7 61 (4.5%) 2D 5
N7z 4 EMEM I 10mg J"’“ﬂ-ﬁi“(T#‘&U‘m%}% 2 Bl
(1.3%). 5mg #5-BECTH 36 (1.9%). NFHERERS 2 6
(1.3%) Td o 722020,

1H1E5mg | 1 H1ME 10mg xif i)
(150 1) (151 #1) (151 1)
PRI 4 % 2 41 32 %
5 2%;’%;??%% 2.8% 1.4% 21.7%
%« S, N N -
(95% 1 X ) (1.04,7.17) (0.35,5.51) (15.84, 29.27)
Wﬁ‘:ﬁﬁf"* 0.11 0.05
—F . . -
(95% X 1) (0.04,0.31) (0.01,0.23)
PAE» P<0.001 P<0.001 -

a) Kaplan-Meier 12 X 25, b) Log-rank M, ¢) ®MEE7 7L/

> (1M 50mgl H 3 )
(%)

001 o 1 H1msme
90 -©- 1 H 11810mg
e S
80
70
;ﬁ 60
50
P
s 40
30
0 4
10
0 R &
T T T
0 12 24
At Risk $53- Bt & DI ()
1H1ME5mg 150 150 139
101010ng 151 151 142
K 151 151 114

Kaplan-Meier :12 & % B #0553+ 48505 0 AR HIEF

EHIS, #5248, XTI —)vF M) 7 A RIRK 52
Rk G- L7246 (BRET TRk 76 M P 5-) . Kaplan-
Meier 12 & O HiE U7z B85 503+ 35 o SR E =
id. 1 H 1M 5mg T3.7% (95%15 X [#:1.538.64), 1 H 1 [
10mg T 2.2% (95%fEHHIX[H:0.726.75) TH o720 BB, Y-
24 EPLRE, RBEHIE I XTIV =+ M) 241 H1E Smg
12581) 1 H 1M I0mg 28 ) £ T, Kk 52 MM HeHS L
728,

(BEBXEITEBERICHITZAVINTZ—-EOUDKE

DB

17.1.4 ERNERKHER

AN any y— - ¥a Y Etko B+ T IRInEE o B g
EMRE LEHNOEERRE (ST —=VF b )T A, T
EFTVYUAHMMBEr F) 2ux 401 H 207 0
RIOHL) KB 2BRRERITROLEBY TH S,

FIERE. ST 5=V F b)) A 10mg, TEFT T
KFIW 750mg (M), 75V Au<A4 ¥ v 200mg () ¥
5z, 12060 40 B (31.0%) 12380 S, FARIVEHIZ
THI16 B (12.4%). #AE 1361 (10.1%) THolze T/ I
NT GV —)VF MY A 10mg. TEF YV VKN 750mg
i), 799 2a<4 ¥ 400mg (i) #5112k 0. 123
B 55 B (44.7%) \CRIVEHI 2538 v, F 2 EIENE THI
26 51 (21.1%). HAE 13 %1 (10.6%). WRELEF 1361 (10.6%) .
W 7 B (5.7%) T o 722930,

EHLES
N T A T R
HBE
FNRTF =N Y
7 A 10mg
74 10 87.7% | 83.3% | 85.7%
TR Wy | 676 | (5 /54 | (102 /109
251) ;{gu7,f E i) i) 1)
200mg (FJfili)
FNRTF =N Y
7 A 10mg
74 10 80.7% | S7.8% | 89.0%
TR A 2 | 6Les | (36 /41 | (97 /100
251) ;(g\j?,f S i) 1) )
400mg (F7fili)

BB, W TIThh Ay any y— - ¥a)Etos -+
TR IS SR IR B B O BRRABRE IS BT MREEDO K
HOE LN T WA,
1 3) KA PG R, LOESGHHIE TRoLBY) TH Y. ERNOK
PINER O L 3% 5,
SRV —)VF Y aE LT 20mg 7EFY Y VAR
P& LC 1M 1000mg (JIfifi)) U7 99 2a<4 > LT1M
500mg (i) @ 3%1% 1 H 2 W, 7 HHEO%S
I/, TN YRYTA VR ES— (S UV TITV—)), TE
V) VKPR 5 2u< A4 YD 3FEGICE B A
Vany g — - ¥n) ORISR TH > 7z 3,37
F— - va) o BEE T RGO B EEE NG L
L7zEHNOWE (XTI —=NVF b )L, TEFV YV



KA R A ba=Fy— o1 H 207 HER%RS) 128
B BRE I 82% (49 /60 B1) LHiE SN Tw53,

18. FEhEEIE

18.1 1EAF
FGNRT 5 — w%buvA@% WA 1 O 15 A SIS C IR AR
(ANV7 273 FR) ICARY, 7a by Rr7 (H, K-
ATPase) @ SH 3% 15 fii LT@%?ET&%I@EL 1 531 %?fﬂfﬁﬂ
T ho SHICHHESNBREEORBIIE, EISERTAL Y
5DIMY DR HWVIET N E FF I & BIEHARD LA
HLTwsbntkEzoNb, ZOMl, 7 VvyF+ 2 icdo-T
BT VEASIAE 3 5 W HEVE D B S 53930

18.2 BERSINEIIER

18.2.1 fEER AR TICBT A A A MY VRIS WCR L. 1 H
18 10mg #%5-. 1 H 1 A 20mg #%5-CT & 185 H H» HFH
ZEEER 2R L. 5 1 HH RO 7 H H OGO 3
X1 H 1M 10mg 5T 72~76%. 90~96%. 1 H 1 [ 20mg #%
5. 88~89%. 99% T %3930,

18.2.2 v H FRHEMERICBITILY TFINYAL 7)) v
AMP Fl#C & 2 B GW % #3530 (in vitro) o

18.2.3 BUHEAIEFEERNIIBIFLLAT IV RUVFFTAMY
VIR EER W, WIS T v MICBIT B RS L O e 2
53 VS R ALt U BRI e SR & R 730 3D 38)
1 XHDHVIET Y MBI %’@E%M?ﬂlfﬁlﬂ’ﬁﬁﬁmﬂl@i\ s>
7a bR FHEFNCHKELELS, P A A MY o R
7339

18.3 BN pH ER1EH
RS TICB U AHA pHICK L, 1 H 1A 5mg 5. 1
H 1M 10mg #%5. 1 H 1M 20mg?x5f'Ck SIZEW 7 L AE
HaERL. $%5 5 HH® 24 WK C pH4 DL % 7R R o8]
A3 1 H 1M 5mg &5 D EM*T 46%. PM*T63%. 1 H 1M
10mg #5-® EM*T 58%, PM*T72%, 1 H 1 [ 20mg %5 ®
EM*T 61%. PM*T 76% T 510,

IS T + 7 1 — 4 P450 2C19 (CYP2C19) #HIHIZL,
TREETEI ) HEINS,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*
2 213 CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3 X
1 CYP2C19*3/*3
18.4 H*. K*-ATPase FAZ=EHA
75 BRI X ) FRELL 72 HY
&2 R339492 (in vitro) o
18.5 HiEBEIER
S v bR MO FREREE S 5 VIR RN (%
WA MLA, KEWHEZ ML A, BIMELK Y2773,
-5 7 —VROTAEY ¥) 5t L, B EHE & 5w
13 REBOR ZE YR 2 R g3DAA
18.6 fERAHRF
(ANYanyg2— - €Ol BREOH)
TEFTIY) VKNP ROT 2 ) A< vy, TEFTIY
VKA RO A b= &/—wt®3ﬁ%mﬁ¢ 3H57«
TIV—=NF P AOEEIENpH # EHSEAZ LI
D, TEFIIY /7}(%[1%&0‘7 Sy2a<A{ Y /@?ﬁ?ﬁl&
FEOLIEIIHDEEZHNLHA0,
18.7 BREAMR
(ANYanyg a— - el BREOHE)
AFFXIFBHGTAY TNy F— - B EEEFIVIZBWN
Ty HNAERBICHTATEF YY) ke 79 2Aax
4O 2HPBHOREIEE. TRTFTV—=VF M)Az
WX D, HIFEREAED S,

19. B#IER2CEAT ELEMHMA
— &R 9 X7 5V — )b F b U w4 (Rabeprazole
Sodium)

K*-ATPase {Zh} L. SR BHE/E

1t %% % : Monosodium(£S)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylmethylisulfinyl)-1 /4~
benzimidazolide

45 T 3 CisH20N3NaOsS

& 381.42

{3 K ARRIAC~EARORETH 5,

AREEANHED THEIFR I % 7 —)V(99.5)I2
BRI,
Zlguuli 0.01mol/L K b F + v 7 23l

ﬂinﬁ:biﬂ&iﬁ‘lﬁkf“%éo
ENTI¥I S| 1—’20) B Z R S v
ENTHES SRIE S U R oY (I3

B

(b5
O—CHj

HsC 0

N \ ) RUSEKREEE
©[ / S\\ N
N O

20. BBV EDEE

20.1 PTP @237V 3 BB # VACE - TG NI
FTRIEET 5T &,
22. ‘@

(SNXFFYJ—IU NathsE 5mg [F—/1F])
(PTP) 100%% (10§ x10x14%, BHEHFIAD)
(NF) 100§ GZIEHIAD)

(ST FYJ—IL NatEsg 10mg [F—/1F])
(PTP) 1004t (10%Ex10x 148, WA AD)
500 58 (10 $Ex10x5 48, WHEAAY)

(NF) 100§ GZIEHIAD)
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$E 2014 412 H 26 HARGE, HIGEERER 2.7.6.1)
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3)
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143-154
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155-164
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9) rh{E =M : Modern Physician. 1994 : 14 (S.) : 38-68
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11) A28 Al © Modern Physician. 1994 ; 14 (S ) 1 69-84

12) JNRfE EAl © Modern Physician. 1994 : 14 (S.) : 85-99

13) HviE = HiAl : Modern Physician. 1994 ; 14 (S.) : 1-22

14) W)IlFE 3¢l © Modern Physician. 1994 ; 14 (S.) : 100-107

15) #FHH &4l : Modern Physician. 1994 ; 14 (S.) : 108-115

16) Bl © Modern Physician. 1994 ; 14 (S.) : 116-123

17) 4*PIIEAl © Modern Physician. 1994 : 14 (S.) : 124-136
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ETH 17 HAKRR, HWEHFEEMZE N1, (5) -1.3))
Kinoshita, Y. et al. : Am.].Gastroenterol. 2012:107 (4) :
522-530
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