10

* % 202647 RS (450 A 0 43 7R
* 2025410 HET (454H) 872329
Bk SRR 7Ok R THEE
MM : 35 SRTTI—ILF U LR
L L1 °
FATFIY-IbNaigEs: 10mg n-ns
RABEPRAZOLE Na msters 10mg onara.
KA | 22200AMX00804000
{7 2010411
o rin B 5352 ENTEDL, 2B, @F. BEE. WHALEET
2. = <”®fﬁ%k‘i&$bm‘ut) X8I E T, IR 6 BME TORG LT B,
2.1 KHOBxT LB HEIE O BARE O H 5 B GEFRERER)
2.2 YVE LYY YHERIEZ SO BE 0.1 2] it
P RE R DERICB VT, BE, KA IRT T
3. #ERk - MR —)VF YT AELTIE10mg %1 H 1 ERELOHEST5
3.1 #RR A5, JRIRICE D 11 20mg %2 1 H 1 RIS 356 2 ERT
155 44 9 ~T5— ) Na#ist 10mg [+—17 ] 5o &k, W, 83]?3?1“’(0)&5?:?6 /2. 7u b
o 15T VERYTA VY —Z X BB THREAR TSRS A, 10
5 [ S s 10mg X iE 117 20mg % 1 H 2 [, X512 8 ARRO%E3
M7 X7 7 7= b U9 2 Wmg B BILATER LEL. 1Nl mgl H 2 BRIEOR,
D-~v>v=hF—J, 7’{%7]}1//T7L\\ 7](%'“:'}—!‘1)’7@\ nﬁki%ﬁj‘é BEZ)
vrodFsruoirero— &, KEHfREE Faoxs 7o S °
Ehtru—2, ZAF7Y VBY AV YA, LTaAD R e 1
S e S S S A AR FI%E - TR ) S U £l S MR 1 B\ T 1
7Y VBEAF VTSR, 25 27 ) VEEaKY) < — LD, BEE. RAIEIXRT IV —=)vF by A& LT M 10mg
IS M)y A, KY VILR— 1 80, 7 T U Z1H1WEO%G 35, £/ 7u by Ry 74 ey
VIS, BALF s L W= vy osay —IZ & BB CTRIREAT 75 i i B R ORI B W
S T At Tix, 1M 10mg 2 1 H 2 [M&I3%535 2 LA5TE 5,
SRR 0l 2 . GV A MR R
Wioe % I RT 5V =) Natfigg 10mg [+ =T ] WAL BT RT TV —F YA L LT1H 10mg %
PEIR - AT Yedits - 74NV AT—F 1 v 75 (BiESD) 1H1Eﬁuh5?éo&ﬁ\Lﬁ\4ﬁﬂif®&5&¢éo
i EAT] 0T (%g%gxﬁu>H$ﬁt£ﬂé%%ﬁ2ﬂ+:ﬁ%§%@ﬁ
|
1y %2 % = WHL AR INT TV = F P AL LTI 5mg % 1
- H 1 W3S9 555 RRAT50%4A1E 11 10mg % 1 H
1 ERRIR G T 52N TE D,
KEx A% 69mm JE X : 36mm (AU3A79—°EDU®@E®ﬁ@>
2 130.0mg WHL MAZETIXRTFTY—=)vF vy Ak LT1MH 10mg.
PO S~75 1055 TEFTVY VAW E LT E750mg (JIfti) ko759 A
! = oAy & LT 200mg (Jifli) ® 3#ZREEICTH 2
4. WBEX TR I, 7 H#EOHRS S %0

OBBE. t-HBEE. YAKAEE. ¥nMEdE .
Zollinger-Ellison fE{&EE. QFUbAﬁﬁﬁﬁﬁﬁF\ EHE
;%EU>&$ﬁﬂ$ﬁ6§%ﬁ1ﬂ+:ﬁ%ﬁ%®ﬁ%
na

OTFREHBFBAYIANT F— - EOY DREDHHED
BiEE. T2#BEE. B MALT U 2/ &, St/ s
DE. BEHIBEICH T 2 RRSENEEER. AVIANT 42—
EOUBEER

5. MEERIRRICEET BEE

(hEERE)

5.1 KA OLGAERIC X BERZ BT A2 2D LDT,
PWETHWT E2MERD ) 25152 k (8 MALT V) »/3Jjfi,
RHIER O3 A NHSBNEREEH ICBTAANY) ans ¥ — -
Yo ) oREOHMB & B <),

GEV' 5 AME BB TRE)
52&5%#2L&%Etkbfm%%mst SEAR D U R
RO LN WAL, BEERUADRKNIEZ S D720

M®ﬁm&ﬁ$«® ARG T A L,
<§§i§zeu>E5ﬁt£ﬁ6%%gim+:Eﬁﬁgwﬁ
|

5.3 Ik - ZEROTEIH D 7= DI LR T A Y » % fkik 5.
LCWwaEHEZHRGIRE L, BGBRGHICELTd. B
TR OMAE R MRT A2 L,

(ANJanya— .ol oREOHEE)

5.4 HEATHIE MALT U Y SEICH T AN TNT & — -
BRI EBREDAIVEIFET L TV e,

5.5 SEEPEM/MRARE ISR LTid, A4 R4 Y52 B8R L
AN INT F— - ¥ a Y REEFRSEY) &R S B ERIC O
ABERIEREITO T Lo

5.6 I E IS A INHLEERY AR H DA, «u:nay
— - ¥ 0 ) BRI X 5 B OSSREIHN S B ARk
VLTV,

5.7 AN anyy— - ¥u) BYEERICHCBEEICIE. A an
75— ¥ ) T H D L ORI LYY 2
N7 H— ¥ BYREEHETHLIEEZMHRTHI L,

6. AERUVAE

(BB, +=EHB&ESE. WALBEE. Zollinger-Ellison fEIRE)
WHL AIEIRTFT Y —=)vF M)A e LT 1M 10mg %
1 H 1 &5 2525, #RRICE Y 11 20mg 2 1 H 1 i

o

B, r)RruxA Uik, LEICS L TCHEEMET LI
MNCTED, 72721, 10400mg (Hfli) 1 H 2M% ERET 5,
THNRYTLA Y=, TEF TV VKR 5
V24 YD 3KFELGICEBEAY) TNy I — - ¥O) DR
WEBEPAEIOYEE. TUb A HEFEE LT, @, K
ANZWEFINTF—)F b)) wak LTl 10mg. 7EFY
U YK E LT 1 750mg (Jffi) ROSA ho=FV— )
LTl 250mg @ 3#IZMREC 1 H 2 1, 7 HEREO&RS$
Z)o

7. RERUCHEICEET 38

(Bi&B. +=EBaE. WaikiEs. ZoIImger—EIIisoni’Ef&ﬁ)

7.1 R LI E O - a0 YA 1l 20mg &
1H1HERG$25ZEHRTE S,

(RERER)

7.2 JHIRAFE L WIGE RO - SR 0 %412 1 I 20mg %

1H1F#ES T ENTEL (5 - HRERY RN
ﬁ%%@%ﬁﬁ&\7Db>£y74ytey—u;5Mﬁ?
w%r+ uﬁooit.7nby£>74>tey—

%TM%T+ > BT L1 I 10mg & 1 [l

20rng ’% LH2m, 3512 8MMHGT 2%ad. WHEKE
TR EERIHE L TV W ERMERETLI L, BB,

AFI 1 | 20mg @ 1 H 2 W53, TR C B O R BASG

EEMRA LAl A[17.1.1 2.
8. BEELEKIER
(RhBESE)

8.1 AHOF LA, MAIRRLIFRERICTER Ly @I 2 i
FRRRAL - MR LARRAE 2179 S DT L,

*%8.2 RAO RS IC L VK~ 7 A ¥ AEDD Hbh b 2 &

B HDT, KAl EEREG T A, EHNIC
T AEERNEST A L, [11.1.11 2]

(BiEE. +=i6BEE. UAHEE. UL AME BETRIE)

8.3 EMoMHREA T4 CThvo T, MIEREIEHVvRENE
ENRLEFE L

TR R E R OHEIFEE)

8.4 1% - A Y BT HEZR T MRV Tf ey — |2
XD HEBTRHREAT D RBECH LT 2 & L, Ak, K
WEOLED R VEBFIATIZLDRWEIWETLHI L, F
7oo BRI, 7OV 3 — VIR BREE O A 1B 1 o U 251K &
N, ERREESEINC D720 #3254 I3RS O %

IR e



ZBTHT Lo BB, MEFREEIE ISR % Kt
T 5% EBEE T T ENREF Ly,

GEV' 5 AR B BT TE)

8.5 MZIC X VIR, BEES OB FAEIRDH D B L A LIS
2t (1AM Y 2HYLE) 2ERDOH ZHGTAHI L, &
B, KA OG- 25H . S OB L O o L5
BICX BERZERT A2 D HLDOT, WHERESICID
INLDBERTHEWI EERERT LI L,

. BEDEREETREICETIEER

A BOHE - BIEEEOH 2 8E

A1 EYEBIEDBERDH 5 BE

.3 FreEEE RS

WIS (3 CHFEEBGIE DA % o

9.5 1Ti®
Tl SO IER LT B etk 0 & 5 R ik i E oA 28D
fabrik % B2 &R SN LGEICOREE-3T56 2 L, B
B (T v MO 400mg/kg. 7 ¥ FE#AE 30meg/kg) TR
(7 v MTILEBE, 73 FTHREOK T, [LERE) 2GS
NTWwb, 7, v MIIXRTIFIIV—=VF M) T4
(26mg/kg/H). 7EXF T ¥V VKA (400mg/kg/H L L)
Bz 59y 2a<A vy (50mg/kg/HULY) % 4 FERGEH%
B U723 BT, MECREBIREOETZD N T WD,

9.6 LB
BEEOFIWME R ORI REOGIMEZ ZRE L. AL O
ke BETT A2 Lo BIWER (F v b)) THITHARBATT
AT ENEEISN TS,

9.7 NRZE
INJREE R R G L L2 BRIREREBRIZ I L T v,

9.8 SnE

THALSHEIRZE ORIWEM 288 & b a3 K3 5 740 SEE S

Be53pZ b, RFNFEE LTINS, ElE T

ug%%ﬁﬁTwaéctﬁ§<\ﬁwmﬁéabnéca

5o

10. HHEER
KA OB TIFARHEERF b7 o — 4 P450 2C19
(CYP2C19) MK UF3A4 (CYP3A4) OG- 7D LN T W5,
[16.4 ZH]
F72, A OHBWIHERIC X0 GF SR W2 ek
KW 25 2 L hdh %,

[{o o NI No]

10.1 GEARE (HiH

LBWZ &)

A E

TR - H 5

B - fakE T

YLK s RE
(Y25 h)
[2.2 ]

YvE¥vey vHEEEO
EMZ WSS § 282
b

A > T R 53 s 0 ] A
HZEh, BN pHAE
L, VIWEE) SRR
BOWIRAMETL, Vv
Y B o A

AFNT IRV

EATHEI LD 5B,

BTFT22EdD2,
10.2 BEAEE (HFAICEETSC L)
A4 % BRRAER - R Tk I - b
P T 28 740 O M v i 52 0% | AR A 0 T S s B0 A £

Xy, WA pH AL
7 L. HFH OWINE
RAET o

A b7 Fy—N
FI4F=T

AT S o 1 v EE AT
BT3B ThdH b,

A O W53 s S0 R
HCEy, BN pHAE
7 L TR oL %
W5 2BTN2H 5.

KEALT VI =T A7
W KB~ 7 A 2
KA ORI

K HA % 512 H ]
BANR T Al 4%
G- 1 BRI <13y
i 25 v 5% JEE M AT I A
HMENLEN 8%, 6%ILT
L2t oiin'd %o

WP AN TH 2,

AR R LEHF— b

A MMLFH— ol
PREN EA TSI
Bdhbo milmox b
| s Al N R A
B iE. — RIS ARA
oG ETIETS L
EEETHI L,

WP EANTH 2,

1. BEA

DEWERM DS L bbb Z e 0B HDT, BlEzE 5140,

K

iiiﬁ??i“%ﬁ&)6%7‘:%6‘0:@?&5%*&3‘6&k‘i@ﬁm%fﬁ%ﬁ
)2 &

1.1 EXLEIEAR

A1 2avyy BERH) . 7F717F%2— (HERH)

11.1.2 MBI CHEEAR) , EFERERE CHEARN). MR
WA (0.1%A05) . WM EAR)

11.1.3 BUEFF# CHEHEAW). FFHEEEREE (0.1~5%A50) . BE
CHUEASE)

11.1.4 BEEMRMRE (0. 1%Ki)
EE WMk, FRWRAEE, Wi o RE (3852 S0 snh
WA, R ER X SR oA F M L. AR oS %
kg5 L & BT, BB R VE VAl OP5-% 0 #EY) 7 L
#frH Tk,

3k

&3k

1.1.5 BEEE (BEAH)
i R B B A SE (Toxic Epidermal Necrolysis:TEN). %
R REIEIRFEMERE (Stevens—-Johnson FEMERE) . ZIALKEE DD &
bNBLEZEDNDH 5,

11.1.6 SHBEE BEAH). BEEER BELRH)
EREA (BUN, ZLT7F=0%) [SHEETAIE,

1M.A.7 &F FUDLIE GHEARH)

11.1.8 HERUHBARE CHEAH)
M. &, CK B&. mpRORbh I+ rae s bH %
YL ARG RREDS D L bNAZ LD b,

11.1.9 |ABEE (FEALH)

11.1.10 $EELIREE (CHUZAH)
HAE, WEATE., JoR Mk, KU A7, B pUmEsEss
HobNbZEeNHb,

M1 EY TR LME GHEARY)
AAOFRMBG 2L, QT LR, K%, LONhEEME) K~
TATYINMIERHSbNLI Db, T2, BxT7A2T Y
LMAEVERE LA AV 7 A E. KA Y 7 A UESS O E R
BREZEI LAV DD, NS OBMBLRFEIEDN B IEIR
W SbNTHEIE, M~ 27 4 2 A HEEONE % 47\,
B LN WA, Y 7R T A ORITFESE O B 2 LE
2475 2L, [8.2 BIH]

1.2 ZOMOEER

(BiEgE. t-HEEaE. UAEHEE. SRiEREX. Zollinger-
Ellison fEfEE. JEU S AMBREYRIE. BRAE7XEU %

5ICH T3 BEBXIE T RBEEEOBERENG)
0. 1~5% A 0. 1%Ai BHEEASHH
FEBOIE S5, R EiR
H IR A | AR MERIE A 4w
ML TRUGIN, GFmRERRY | ERHEZ . U v 8ER
%, Hii L%
AST. ALT, Al-[#2EV V¥ ¥ D
JHF-lidk P. y -GTP. LDH| - %
D L5
T ER AR I b5 BiF
FERL, PRI, BEEE | R, SRR, h > | E AL WAL, A
M, WA, Y 7. Wb |8 m K b £
P P %% ., g, BEA ( collagenous
e, B colitis
lymphocytic
colitis)
it DF WV, 5HDLOHAR., BiE
&, MRAL DU
FR AR Ji. RUELSHIRR, 2
HEF, Hob>
(NPT T
WAL A7Fa— | TAH, FE | HOob5o%, |
Vo R PERR G - [ BRUEK. FEEL. | HE. AR,
Z DA BUN @ 5. &|EiE. LUONEE, |7 ¥ = 7 e,
F R, Iid TSH|CK @ 5 VAL
Han
) FEBUR B IS eI T &,
NYaAny g— - E0Y) OBREDHEED)
0.1~5%Aii 0. 1% A
BRI A IFRRERIE 2. IF rh BRI
i A1) VNERRA, )
T ISERINS | LIRS
SREzREDI]
Wl ALT. AST. y-GTP|Al-P. LDH ® -5
o b5
EBR % By, ML A
TR, WRBE, BRELSUHE |18, TN R
e BEIR . MBI GG, MR | S 2R, R, E R,
S AL T, HEBA | AEORIR. W%
P, BB
FAhRE R A DIv
YRR b5 BRI RIE N
L 0"k &, &
Z DMt R IRE B FROL
O, RO L5 IR
SR, Fhithiim

1) FEBUHEE X HEE U T IR LB 5 IR T TV —
VF UL TEFV) VRN BRE 7 F) 2034 2 Y
g 3 FIH G- DK T T O WR AN ORI e A T &

12. BBFRBREBRICRIEFTE

(ANYanyg— - ol OREOREE)

121 AYyans 44— .0l OREHELDEE
FGRTFG)—=NVF P LEOTA N YR T ey —%
TEFIV) VAN, 75 2ux A Y oW kO
A ba=F = VORI RS TIERZ TIE, BCIREITA
RER DY E DR 72 B W RE A D B 728 BC-IRFENMFAGR
BRI X B2BEHEZTI LA, SRS OHEHOHRERTE 4
BFLIEDORE I TIRET 5 2 EDEFE L,



14. BREDZE

14.1 FEEIZFEOER

14.1.1 PTP WD #HANE PTP ¥ — FHS5WMY L CTIRET %
IfRES L&, PTP ¥ — FOBRBIC L Y DGR AE
WREEARIA L, FIIdeilz B2 LTHBRASORE LG
PHEZ DT A L0 5,

14.1.2 RANIGHESETH O IRHICH 72> T, BIAZZD . Fwv
0TI, DAL ETEIIEETHI &

15. ZOMOEE

15.1 ERERfERICE D 153k

1511 AAOEHEGPICREOERY) — T 2D & oMy
yﬁa;)éo

15.1.2 A B 2 BB OBILHIZET, 7u b YKy e
7 =12 X BIHFICB W CEHEE S S B E T, TR
Wi. BHEFIHO) 2 7 BINssHE S Tnb, FRC, BH=EK
%ﬁ%%(1$ut)®%ﬁ%%wtﬁ%ﬁ\%ﬁ®ux7ﬁ

nL7zo

15.1.3 AT BT 2 FICABRBE 2 R L LB OB
T, 7u bRV TAL ey =5 LEEICBWT 0
APMYTIA T4 T4V KD FEEGD Y A 7 BN
Hi3NhTws,

15.2 FEERARFABR (ICE D 1Bk

15.2.1 v M2 5mg/kg YL E% 2 4RO S L 7280 BR 1
BWT, MECHIZANTF ) A4 FOEDRA LN L OHEDDH
Z)O

15.2.2 B9 (5 v MRS 25mg/kg Pl E) CHURRE R
FOILpH 4 1% v oMMAHRE SN TVw20 T, HHICH
7z o TUTHARBEARRE ISEE T %,

15.2.3 9 v MIEHETHALF >V 7F V=) (50mg/kg/H).
TEFTYY VAW (500mg/kg/H) k7 59 2u<4 ¥
v (160mg/kg/H) Z PP L-iEgC. BB coOHED
B L L D ICBIROBFIH ORI TR SN Tnb,

16. 4IRS

16.1 IMeERE

16.1.1 ST SJ—IF MU LEHIRE

FEHE A F1C 20mg 2 M N I AR ISR IR L7220k
?%@Kfﬁft%%ﬁﬁﬂﬁX—7®$ﬁﬁéﬁu%¢%
16.2.1 B

LR BRI O A S B E ST A — %

Crax tmax AUC
s s
Fel 2t (ng/mL) (hr) (ng * hr/mL)
ML 437 +237 3.6+0.9 937 +617
o2 s 453+138 5.3+x1.4 901 +544

CEfE+S.D., n=12)

F 72, HHER Y F12 5mg, 10mg. 20mg Z A& F TR G
Lf:zﬂff 55 HH) OFEYBE ST XA =5 IUTOEE)T
%Z} o

TR AR T2 B 5 I EP G- (5mg. 10mg. 20mg) DIfi4E
HWIRTSG—=)VF b)Y L ORYFRENT A—%

= ; Chmax tmax AUC -0 12
= y '
BRI D) (hr) (ng - hr/mL) (hr)
EM® | 146256 | ol 5 236+97 | 1.8%0.9
5mg .2 5'
PM* | 252+55 a 55 5 585+137 4.2+0.5
EMF | 383283 | o3 o | 539200 | 1.5x0.4
10mg .2 8.
PM* | 50964 | (o &Y o | 12302200 | 3.8%0.3
EM* | 6345348 | , 20 0| 994x477 | 23214
20mg Ex)
PM¥ | 8222232 | g 08 | 23312663 | 3.7%0.3

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

MR 7 b 7 0 — 4 P450 2C19 (CYP2C19) ZBIALL, Trldfa T
I 5pEEIhs,

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 HfERAZRS
BEBRABTIZTRTTV—)LF b)) oA 20mg, 7EFY
2 Y ARAY 750mg (i), KO T Au~ A ¥ v 400mg
(Ofi) Z1H2m7 0 GFi2E) KEROHRS L0 S
’\‘77‘)/"—)1/7“ FU Y LAOBEYFRENRT X —FZUTDEBD
TH 5,

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

Crax tmax AUCo-12 12
(ng/mL) (hr) (ng * hr/mL) (hr)
X
<HE£/[15) 578293 | 3.0 (2.0-4.0) | 934438 | 0.72%0.19
PM* | 9482138 |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 ND,

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

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

1) ARMEROHE B, BAE IR IV =T 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 £#FEIFRZEMHR

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

LTWwWaZERs, WHlOEWANESES 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 ]
';?l"‘ 23 [624.4+268.4/323.5%110.6| 3.7=1.2 | 1.2%0.5
$& 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



RHEERF b7 10— 24 P450 1A2 (CYP1A2) OFEIC X ) M
ERDBOONTWETFF 74U VIHLTHIRT IV — )L
+ )b;) AP EREICHER Sz s e s Tw
56‘7 o

17. ERERECIE

171 BHHERCREMICERT 5 5%

(Big%. 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 L7z — &R AL O~ EE

*ﬁgt?%ﬁiﬁ%ﬁ (G- - 6~8 M) OHHETTERDOLBY TH
% N 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 He AR HARIUE OB M B 2 2 22 1 H 1
10mg % 24 MG Uil (CHEMRLERUER) (280
2 NHEEIIEFEEIE 78.6% (33 61/42 H1) Tdpo 7219,

WHHER RO 7O YRy 7 e By —HmHICIh
PEED O B SR 2 R & LB 8 B OISR

TICLDEWBEITROLEBY) TH-721920, [7.2 B]
1 [l 20mg 1 [l 10mg 1 1] 20mg
1A 10 1020 1020
It 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 191) (6 11/17 1) (11 $1/17 1)

H1) 9TV —VF )T A10mg/H. TV 75V — ) 30mg/
H. + 275V =)V 20mg/H % 8 AR LA EHE5- 02 ARG U EAHE
RIS SE

MOtV A (W 2) 12X B EREE

WHEAERCHROT T N YR T 2y — BRI
P2 O £ 98 & i G & L 7R 52 8 E - o A
B & IR () WTROLBY TH o

22)

FRREDWME
LB 0me | LE10me | o5, i)
1H1M 1H2Mm "p@w
#4552 Mk oI}k 44.8% 73.9% 29.1 (18.9,39.3)
FFFEER (73/163 B1) | (119/161 1) p<0.001

a) 10mgl H 2 [H-10mgl H 1A, b) x2 i

H2) XTIV —=)vF b4 10mg/H - 20mg/H. ¥V TV —
V30mg/H. X7 V=) 20mg/H, =V X275V =)L 20mg/
% 8 S LL P51 |2 RO I AERRR I IS 158

GEV 5 AME BEWTIE)

17.1.2 —EGHRIEBHER
QF(f%A‘rigﬁ"iﬁﬁbﬁﬁ%ii‘%b: 1 El 118 10mg 25 L7-—
EEMRILEGAER (3 504 ) 1281 2 WL ER DS
R ORFRIE, TNEN43.6% (44 B1/101 1), 55.4%
(56 /101 Bl) T o7z
FIERIE. 10mg $5-0 102 Bl 12 61 (11.8%) (ZRED Bz,
EREIERG. 36 (2.9%) KOWEREH 2 5 (2.0%)
Cd o 7222

(BRAE7AEV U BE5EICHIT2BEEI T KB EEDE
FEED

17.1.3 —EGRIEEHER
HE7 AEY » (1 H 8lmg XiZ 100mg) DEWHES- %2 LE
L. o BEE I IR OMAIRE 2 B 5 BE L)
Kb L “EHERILERBEOKE, Kaplan-Meier 312 & b i
B L7285 24 A 0 B 5 O3 T IR o BTSSR
ETFROEBY THo7z0
FIERE. 9 X759V =) b)Y A 10mg $5-5C 157 il
14 61 (8.9%). 5mg $ 51T 156 Bl 7 61 (4.5%) 2D 5
N7z E 7 EMEM I 10mg J"’“ﬂ-ﬁi“(T#‘&U‘m%}% 2 Bl
(1.3%). 5mg #G-HETTH 36 (1.9%). FFFERER T 2 6
(1.3%) Td o722,

1H1E5mg | 1 H1ME 10mg xif i)
(150 1) (151 #1) (151 1)
PRI 4 %1 2 %1 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 #E, ¢) ®MEE7 7L/
> (1" 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

R U+ s o SRR e

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 =
iE. 1 H 1M 5mg T3.7% (95%fSHHIX [#:1.538.64), 1 H 1 1
10mg T 2.2% (95%fEHHIX[H:0.726.75) TH o720 BB, Y-
24 WPRE, SRIEIE ISV —=)F MY w241 H1 M 5mg
2;71) 1 H 11 10mg (28 ) £z T, Ik 52 ARk S L
7220,

(BBEXIIT-BBEEICE TN INYZ2—-EOUDKRE
%12

Kaplan-Meier #12 & %

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%). A 13 %1 (10.6%). WRELEF 1341 (10.6%) .
W 7 B (5.7%) T o222,

. e
HIEHN O 1 [EIxﬁ( — o ot
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)
AN VA D 2l
v 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 ISR IR 3 2 B O BRRABRE IS B W T MREREDO K
HE LN T VB,
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/ TR S — (SUVTT—)), TE
V) VKPR 5 2u< A4 YD 3FEGICE B A

Vang g — - ¥ OGRS AR TH 572N TNy
y— - vn) o EEE T IR0 BE S L g L

L2-ENOWKE (XTI —VF M)A, TEFVI) ¥



KA R A b= — o1 H 207 HER%S) 128
B BRE I 82% (49 /60 B1) L s SN TwB3,

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 L“CE%%?E@%BEEL 1 531 ’S_’?fﬂfﬁﬂ
T ho SHICHHESNBREEORBIIE, EISERTAL Y
5DIMY DR HWVIET N E FF I & BIEHARD LA
HLTwsbntkEzoNb, ZOMl, 7 VvyF+ 2 icdo-T
B VEASIAE 3 5 T HEVE D B S 55289

18.2 BERSINEIIER

18.2.1 MR AB T IZBI A H A MY VHIEEES WKL, 1 H
1 I8 10mg #%5-. 1 H 1 8 20mg $#%5-CT& i &Ef?}]lﬂﬁ 5HFEW
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 %3035,

18.2.2 v FRHEMERICBITIL Y TFINYAL 7)) v 7
AMP Fl#C & 2 B EERGW % #0353 (in vitro) o

18.2.3 BUHHA I FEBRKIIBIFLLAZ IV XY TANY
VIR EER W, WIS T v MICBIT B RS L O e 2
53 S R AL U BRI 2 IR % R 73980037
4 ZXHBNIET Y ML ﬁﬁé%@%ﬂ%ﬂﬁﬁ@ﬂ@u\ﬁ@
7a bR FHEFNCHKLELS, P A A MY o R
7338

18.3 BN pH ER1EH
R AN B T ICB A2 HN pH I L, 1 H 1 H5mg %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 539,

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

7% BRI X 0 L L 72 HY. KY-ATPase 2% L. s BHEE
%2391 (7 vitro) o

18.5 HiEBEIER

S v bR MO FREREE S 5 VIR RN (%
WA MLVA, KZHHEA ML A, BIMHELR V27730, B
-5 2 —VROTAEY ¥) 5t L, BBt e & 5w
13 B RER 2 B R % 7R g0 4243)

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&
FEOLIEIIHLEEZONLWH,

18.7 BREAMR

(ANYanyg a— - el BREOHE)
AFFXIFBHGTAY TNy F— - B EEEFIVIZBWN
Ty HNAERBICHTATEF YY) ke 79 2Aax
4O 2HPBHOREIEE. TRTFTV—=VF M)Az

W& 0. HERERDEAED S /210,

19. BB T 2EEZHHER
—W%FR: 9 N7 5V — v+ b1 v 4 (Rabeprazole
Sodium)
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,
A3 0.01mol/L KERALF b 1) o7 & GRBISE
é o
AR TH % .
AR i D IR 1—>20) 2R S v,
ARG RZ RO 55,

O—CH,

HsC 0

N F@ R USHR B
[::I:gy_%D N

*20. BBV EDEE
20.1 PTP %13 7 v I 48B3 4.
FTRIEET 5T &,

22. @k
(PTP) 100§t (10 §Ex10x148, wHHIAD)
500 §& (10 $Ex10x5 48, WA D)
(¥7) 100 $E (REEEFIAD)
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