20204F 6 HaT (% 2 B, TR as)

20194F 8 AkaT (4110

B Ok RN

AR : 34 , o e o
JOb R THEEH

SAT T —IbF kU LEE

BAZEFR I EES
872329
$t 5 mg $£10mg
AFRES | 22600AMX01382000 | 20900AMZ00603000
BRFERAA 20154F 2 A 19974E12H

WS UL 'y"® 59 mg
JIYUL 'yl‘®£f] Umg

Pariet® tablets
) EE—EMEOMHEICLYMEHTL L

2. 25 (ROBEICEBEELHEWVI L)

2.1 KFN OB x LB BoE OB ED & 5 B8

2.2 7Y FENVERERIE, UV E YY) VIEERIE RGO~
& (101 ]

3. HHm% - IR
3.1 #HRK
W74 7$1) v b §E5mg 231 v F§EIOmg
e 18RI XT T = IV F(1EEHFTXT T — )
T I
AR\ % A5mg N A10mg

IF It —A, #O=Z gk, v
Oy, ANAT—=AH Ny 7L, 7)) k) CE
T ATV, BbF 5 v, BRIb~7 AT L, A
WAl |77 YERR SRy A, Fv s KEBREE N
oXySurkilao—A, vradFy o
tlra—A, 70 X0 — A7 ¥ )EEZ ATV,
D-vr=h—J

3.2 WEDOHIK

54 SY Ly MEsmg | SY v FElOmg
HIIE TANAT—T 4 78 (BseE)
Aplla—F CAVESEN CAPESAN)
. B (mm) 54 E B (mm) 67
E1E (mm A — | E1£ (mm .
W | HE (mg) 67 T (mg) 132
EE (mm) 27— E& (mm) 36
wE | = )
o, YD YD

4. SHEEX IIRHR

OBEE. t-HKBEEE. WANEE. ¥AMEEX.
Zollinger-EllisonfEf&E. JEVU S AMBEEEYRIE. EHE
FAEY DHBRERFICE T 2BEBEIETRBEEDHR
il

O FRICBTFBIAYIANRY 42— - EOY OREDFEED
SiEE. t=#BEE. BMALTY >/ E, SRMEMm/IMR
BWOMEIR. PHERICHT 2ARBIEEEZE. NV
aNy 48— - EOVBREER

5. RBER IR ICEET 2FE

(RhEELLE)

5.1 KOG ERIC L 2ERZRERT A2 VD LDOT, &
HETHRWZ L 2RO ) 2532528 (EMALTY) > /30,
FUH BRI 5 2 NEBEBERE IS BT 2 2Ny & — -
Yoy oBREOE 2B ).

GEU 5 A B BB

5.2 e 5Bt H b L O R 2R L. etk o mn
BB BN WA, BRI DS DN E 2 S5 s 720
DB 2 IR DEFE G T 5 2 ko

(BERE7AEVUHBSEICET2EEERIITEBEENE

S

5.3 [ - ZEROIEKINHI O 7D IAHE T A YY) ¥ & ki 5
LTW2EHEEHGRRE L, GBI L T, Bkl
IR ESOBEE T A2 &,

ANYanga— - oy oREOHER)

5.4 #ATHIHMALTY) ¥ 823t d AN axr 5 — - o) ik
BIGEDOERIEIHETT LTV,

_1-

5.5 BRFSVEIM/ IMGR A HEERBERR 6 L Cld, A Fo A4 V%%
B, ANYanNyy— - ) REGESEY) &S b 5E
BHZDOARBHEEREITH Z &0

5.6 FLE 1ok A ARSEEERE AN, AN ans
F— - X0 BREGEHIC L D B OSIEIHNI RT3 A AR
FEST LTV 2\,

5.7~ any g — - ¥u ) EEERICHGLEIZIE, A an
75— ¥ ) DB TH L I L RONEEREICL YA 3
N7 — ¥ n ) BREEETHDLZEEFMERTH L,

6. AERUVHE
(BB, t=HEBaE. WaHiEE. Zollinger-EllisonfE{EE)
WHEL, WAIEZ T RS T =)+ b)) A s LTl 10mg%
THLEE 3% 59 2 25, k12 X 0 1120me % L H a1 5
FTHLIENTEDL, BB, WE. HiEE. WALREE CI38H
MFET, ToiBEETII6HEM E Toikbg L+ 5,
FREEER)
- Gk
WM EELOBIRICBWTIL, #@E., HAZIZIRT T —
U b Ak LCl10mg% 1 H IR %53 5 A5, JmiIkiZ
LD 1N20meg % LH1ERE %5925 2 &3 TE 5, BB, M@,
SEMFTCoOHKG LT b, F/2, Uy Ry ey —
12 & 2B TRIEAT 52846, 110mg X id1M20mg% 1 H
200, SHICSHEMBEORGTAHIENTEX L, /2720, 11
20mgl H2[H% 5 13 EEORBEGEE4 AT 255125,
- AR
S - FRE AR R U B R OMERREIC B W TIE, #
HeORAEINT I —=)vF M) a s LTCLR10mgx 1 H
1RG5 5, /2, 7O by RUyT4 8 —2X G
TR SRR % i B E R ORIV TIE, 1
10mg% 1 H2M#E #5956 Z L 23 CT& 5,
GEV 5 AME BEWTE)

WEL. MAIIZTART I — v+ M) 7 ak LClE10mg%
THIEREO3S 9 5, 2B, @5, Ao L35,
(BERAB7AEU HBRERICH T 3EEEXETEBEENE

D
WEL RANZIETRXT T —)vF M)Ak LClRbmgx1H
1R85 3 525, WERAT 5O 10mg % 1 H 1
%5952 ENT& D,
(ANYany g— - £l OREOHEED)
HEL ACIETIANT T = MY AL LCLEOmg. 7
EX V) KM E LCl750mg (Jifi) KU 5) 20
~ A ¥ rE L TlE200mg (Fifli) O3#|% [FEZ1IH20, 7H
MOG34 %,
BB, 77V AURA T UE, BEIS L GHENEET S &
WCT& 5o 72720, 11H400mg (i) 1H2[M % ERE 5,
TaurrRYTA ey —, TEXTD) VKRR 5
VAT A L yDO3FNFEGIZE BN anNy v — - ¥na) Ok
BRI AREIIOEAE. b aiEHe LT, #@E. K
ANZIEFIRT SV —F b))y a s LTIAI0mg, 7EF T ¥
V) YoKEIM E L C1Al750mg (JUfifi) ROA hu =&y =)Lk
L C1H250mg? 3% % [k 1 H 28], 7H MFRI14%5-3 %,

7. BERUHEICEET 28

(BiEE. T2iEmEE. WAENEE. Zollinger-EllisonfERE)

7 IRAE L e KOS - RO A2 20me &
1H1EH 535 2 E3CTE %,



FREEER)

7.2 IRAE L WA R OE5EN - #EEOY A 1210 20mg %
TH1EHES A5 2R TEL (5 - FREED K3t &
WROMFERE, T b B TA Y EY 12X DEETE)
WARF DA R, £/, JubrRy I vy —
12 & BB CHEART 57 B L1 10mg i 1[E20mg %
1H2M, S 5IC8HEBG T A3, NEGERE CHlimtk &
BEWERBL TV W E2MHRT LI L. B, AHILE
20mgD 1 H 21 ¥ 513, NS CHREE OB E 2 R L
AR S (1711 ],

8. EELREXKER

(GhEEHE)

8.1 RHIOFGHIZIE, MEECHFHERE IR L, W2 ik
SRS - MEAEALSF A 217D SR F L,

(BigE. T2EEBEE. YaEEE. U5 AMBERENRIE)

8.2 RHIOMHREEA T3 TR T, MEHFEIIIHVw ARV
EDEFE L,

TR R E R OHEREE)

8.3 % - Pz iV KT EERL T PRV TA v ESY — 12
L BEBECTREART DR BB LITH) 2L b L, Ak, #EH
FEDOLEDLZWEEIIT) C LD WEIEETH L, £
7oy BEEFGIE, 7OV o — VBRGSO A {E R E o Um0 K S
L, BEFRRREDSRHN D72 ) ki 2 B A I IR S i &
LT HT o BB MEEREEPIIEN ISR SR T I
Th%EHEETHIIT) SEDEE L,

FEV 5 A B BEETRIE)

8.4 MZICX V), HRESEOMMFTIERIEY ELASOND

& (LEMBH7ZY2HUE) 2RO 25552 Lo &b,

KR OG-HEHE ., BB O ENENES; J Mo AL BRI
L BRERERRT 2 2L AH L0 T, WBERTEIZL ) N
LOEBTRWI ERfERT LI L,

BENDER2FITI2REICEATIERE

1 BHHE - IEEEDH 2 8E

1.1 EMERBIEORERDH 5 8

3 FFRpEEERE

2 B3 CHFHEERNGE DO A3 d 5 o

9.5 iF4@
TEAG SOTHER L C W 2 T REE O & 2 IS IXG#E Lo A itEDs
fallEx Bn% S HE SN EHEICOREG T 5 L, BiE
B (Z v ME400mg/kg, 7 FEHESOme/kg) THEEH M
(7 v FTILERBIE, Y X TREOKT., [LFELE) 25T
SINTWwb, ¥/, v MZIXRTFZ—=)F M) T4
(25mg/kg/H). 7TEFT T kMY (400mg/kg/HLLE)
Bz o) 2u<4{ vy (50mg/kg/HUL L) %= 48R H%S
L723BR T, MECTHRBBIREDELA D SN TV 5D,

9.6 &ILiF
EHEOFERER O REOFZEL EE L. IO L
IR EBETT A 2 L. BIWER (T v b) THITHARATT
HIEPMEIN TN S,

9.7 /\NR%E
R R R L L BRI LM L T v,

9.8 S

MALEHERZEORIVER A S & b7 E 13RI 5 7 SIEE (S

BE5THI . RFENFT L LR TRBEINS DS, HilE T

WEIFEREDE T LT 2 ED% L BHER S S bbb 2 &

%,

10. HEEH
RFNOLRH TR BEERT b2 0—24P450 2C19
(CYP2C19) JU3A4 (CYP3A4) OGN HOLNT W5,
[164 ]
720 AR O FERSWIIHEIERIC X0 . GF IR oI E {2 1
IR 5 2 E0h b,

9.
9.
9.
9.

10.1 FAER BFALAEVWI L)

(22 ]

Hbo

IR 2 5 WRAAEIR - #5851 WF - a1
75 WS CGREEE | T 5 COL /e AR F O B RS-
(LA7%v) AIEE T A BE N MEMIZL Y. HpH

HEAEL, TV S
YL DV EIE AT
L. 7% FELD
MAHRESET T 5
BEINWH 5,

IV vEEEREE
(v =25 h)
[22 ZH]

V¥ ) CIEERYE
DIERZ M 28
FENDH 5o

AR O B 55w B )
fERIZ X ). HPIpH
HEHL, YUY
1) YRR O WILAS
KFL, YLEEY
> O M R AT
FTLIENDH D,

10.2 ffREE HFRICEETSH L)

AN

FERRAEIR - 871

Wi - falrR 1

Taxv
AFNTITXT

FHFFE 5 o IfiL v i
PEATDHZ DD
Z)O

RH) 0 B WA WA
fEFIZ L ). HpH
AESF L. HFEHA

DN ZRET %,
AT ary—) v FHFIERH O I EE | AH] o H Bk )
TIA4F=T PRTS 2By EHICE ). HMpH
Hbo A EH L. AT-EH
DI % $fl 5 %
ZNH D %o

KEALT VI = A
V- KRib~ 7 %
2 WER ORI

AFHIHAAL G- 12
i A [ Rl L )
e 1) $ 5- 1 1 ] 12 i
F T3 I i
AT RS A2 e
8%, 6%ILT L 72
EDHEN D Lo

WX TH 5.

AR FLEH— R

AMMLIFH—FO
M A LR 5
ZENDH D, HHE
DANMLFH—}
5T A1,
— I ARH DG
kT n%E
ByHZ b,

WX TS 5.

1. BI{EA

ROBWER D HSbNDZ ENDILDOT, BEE 51TV,
B DR 5N GA 3G % kT A 2 Y 2 LiE & 17

)Tk,
1.1 EX%ENER

A 2avyy HERY), PF747%2— CHERW)

11.1.2 JUmEkis D CHEERH]) . |FENIKE GHEARY). M/
D (0.1%K05) . AR GHEAN)

11.1.3 BUERR (BUEAD]) . FF#EEESE (01~5%Ki) . BE

(HHEEAT)

1.1.4 EEMRL (0.1%Ai)
S WOk, MR, T o RE (55 SR Nh:
WAIE, e I XS oM = Eii L. AFl oS %

B R ARV E B OF 520 @) 720 L il

kT B L bz,
#H5 Zk.

1.1.5 EEBE (WEAH)

R T AL R SE  (Toxic Epidermal Necrolysis:TEN) .
PSR RREMEHE  (Stevens-JohnsonfEMERE) . ZTEALISE N H
S5bNAZENDH DL,

11.1.6 2AMBEE AN, BEMEER BEAH)
BRI (BUN, Z L7 F =05 |[CEETLI L,

11.1.7 |F MUY LIMGE GFHEA)

11.1.8 EMHBLARE (HEEAH)
AR, B, CKES., Mk ORp I+ oy ER%E
L & 3 D ERUGRIRIED D H O D 2 LD %o

11.1.9 ROEE HEZEARH)

11.1.10 $EELIRRE (HUEAW)
AR, BEATE . KRR L. A, R, BOEMESES
HobNALEZENH D,



1.2 ZOMOE1ER

(BBE. +t=kBa%. UaLEE. SRMEEER. Zollinger-
EllisonfEf®3. JEVUS AMBREWRE. BAE7XEY >
EEICH T 2B BERIIT B EEOERNH)

0.1~5% A 0.1% A4 BAREANY

B B 5. R |ERE
iiRi(3 HIEE A H{ARMmERE A, &

MERSEIN ., ik ek %, ) >~

gL, gim |2 SERRS
JHHigk AST. ALT.[BREVIVE D

Al-P. y-GTP.|EH

LDH® k5
a8 I -5 BiE

Hikas FERS. T, R \ERS . R, 7| gE. MR, B
AT RN AP A NI = R & RSN S

o HINZE 7z, 9. | (collagenous
BAR, #8s colitis.
lymphocytic

colitis)

TR | S DEV, SALOHAE., Bl
=, RA. UL
S N A1 =
Fk. BT
Oos-oh, %
e

Z DA WalLAsu—|h 3T AH., FHOLEL DX,
o RERERG - | E. BRI, BBEE R, B A
BUN® 5., &|#., BEME. LIF. &7 v E=
FIR. M TSH| O, CKo k|7 IfidE ., ik~ 7

N 5 T AL
ZHALILE
) FEBUHEE LA AR E T,
ANV ANy a2— - 0 OBRREDHER)
0.1~5% A i 0.1% A
EIBE 5. FHE JoRE I
likiid I Bk TFERERIE % . AP ERI A, ) v
ISERIEA . ) BRI S Il
A, EImERES
ik ALT. AST.| AP, LDH® L&
y-GTP® 5
Tasids ByiE. MmE RS

ekl e TR, BRAEL BRE|IE. AR, e, HE

S BESE. BEER 5. R, AEK. AR,

T . WA, | 2%

. R, HEAR

Pug, B RUE

R bR | BER DFE

Z At R O FR IR FE. BERE. To Lo

& R, AR, UE LS

FROLUONE, REO L5

DR S | EhECHE R

¥ SEBUEER T HEE I R C BT A I NT T — b
FrI)TL, TEFL VY VANMEY 7 F) 2Au< S Ly
D3HFNHEG OGRS F T ORI K O Te R s % &
o

12. BERRERRICRIFTHE
(ANYanyg— - ol OREOFEE)
121 A)aNy 42— -0 OREHE LEDEE
FGNTFT )=V F M) I LEOTO NV R T Y —X
TEFRIVY KN, 75 A0, Y Y EOPUEWE O
A b= = VORI RS TIER T, BCIRFMITA
BRI BB 2 W REED D 5 720, BCIRFEITFAGA
BRIC X DBRWHIEZAT ) BEIE. IO OHEAOFKGHT %
AEPIEOR T TIRET 2 2 EDLF L,

14. BRALDZFE

14.1 BHZABEOEE

14.1.1 PTPA 2O #FKIEPTPY — F A5 L TIRFI$ % X
IHET AL L, PTPY — hORERIZE D . WO SATS EE
MEAHIA L, HI2132870% 3 2 L CHERRIR 25 o | 2 &0
SERIIT B LD 5o

14.1.2 RANIBEFETH Y . RINIZH 72> TEL BAZZD . %
WZDETII, OALKETEHIERET LI L,

15. ZOMOEE

15.1 ERERER ICE D 155

1511 AHORMBEGHICBEEOE R — 7523807 & oL
753‘% é o

15.1.2 EFMC B A B OBENE T, 70 bRy 7 e
Y& =12 X BHEBICB O CHMERE S IRBIETE T, TR
T, FHEFTO) A7 BINAHE SN Tnb, FIZ, SHE
MOEME (14ELL) oREYZT-EET, Fho) 27
SEML 72

15.1.3 7B 2 EIZAREZ 2R & LB BZE
T, FabrryRyTFA ey —%2H5 LcEE BT
ARN) TN T4 T4 VI K B EIGEGED ) A 7 BEINASHR
HEEINTWD,

15.2 FEERRRRBR ICE D < 154k

15.2.1 7 v MZbmg/kglh B % 2E MR OG- L 7-E M AbRic B
WC, WETHIZHNT /A FOIEDRASNT L OREDVD 5o

15.2.2 i ER (5 v MEOBS25mg/kghl ) CHUIRRE R
R A 0% v OBMAHRE SN T30 T, HHIZH
72 o TIEHIRIERE I EE T 5.

15.2.3 9 v M THL TV T/ — ) (50mg/kg/H).
TEFT Y VKA (500mg/kg/H) RO ) Aa< Ay
v (160mg/kg/H) % BEHPS L2allii T, B#W coHEED
Bk & & B IR OFEEIHOBRARD LN TV 5,

16. EMEE

16.1 MARE

16.1.1 INTSJ—ILF MU LERIZE
TREHOS NS F1220mg & M AT T AR ISEI G L 2o %&
WEHIZ B0 B IR BEHERS 2 TR 3 72, AR,
B%RHEG COWBEmICE N L 723 MEE 87 2 — & O E
TRITRTY, [162.1 ZHE]

600 —e— i AT

500}
400

300

SN RS

200+

R ED

100+
(ng/mL)

12

0

¢ [ (hr)

FNT S —)F b7 A20mgDEBET K OHA T RSB0
MmAE R (Mean+S.D., n=12M8H W A7)

I R ORI $7 2 — 5

Cmax tmax AUC ti2
noE
Bl ot (ng/mL) (hr) (ng * hr/mL) (hr)

AT 437+237 3609 937+617 | 149*0.68

e 453 *138 53*14 901*544 | 1.07*047

(Mean*=SD., n=12)

F 72, fEER A Y F125mg. 10mg. 20mg % #i £ T T EES-
L7208 (550 H) OFEWEE T XA -5 U ToLBY T
H5HY,

flEHE A T2 B 2 ER G- (bmg. 10mg. 20mg) O IfikE
FIRT T )T M) 7 LOEYEIFE T 2 —F

Chnax tmax

= AUC o ti2
| FEE
b | RIA (ng/mL) (hr)

(ng - hr/mL) |  (hr)

EM* | 146+56 |30 (20-45)| 236+97 | 18+09

Smg PM* | 252+55 |25 (15-55)| 585+137 | 42+05
10mg EM* | 383+83 |33 (20-5.0)] 539200 | 15+04

PM* | 509+64 |28 (20-45)| 1230200 | 38+0.3
20mg EM* | 654+348 |40 (25-80)| 994+477 | 23+14

PM* | 822+232 |33 (30-6.0)| 2331+663 | 3.7+0.3

(Mean=S.D., tmaxldMedian (Min-Max) ,  EM n=16, PM n=8)
AT T 7 10— 24 P450 2C19 (CYP2C19) #FHIAENZ, T
PR TR I D SES NS,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2



X1xCYP2C19*1/*3

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

1ZCYP2C19*3/*3
16.1.2 3ZIBtAKRE
fEHER AR T 129 X7 5 =) b 7 A20mg' .
1) VKA 750mg (Fo)

V= R A OFYFEE ST A= FIZUTOL BN TH b,

TEFTY
KOs 5 204 Y 2400mg (1)
i) Z1H2[7HEH (FH2E) REEES L7220 775

Zollinger-EllisonfEBEHE I DWW Cld, 26112
Z(3100%TdH - 729
HeZ B AR FE BRI o ¥ i M Al K & %P R 21 H 1
10mg % 248 425 L 7o MR s (ZEEMHEGE) (12

trE
EJAN

~14)
o

B B EMEED

B

5 RS IETFIE=R1378.6% (3361/426)) T -7z,
WEHELRCHEO 7T N YRy T4 ey —iHEICIE

PERD O RSB E R R L L 224 58 R O NI TR

BIZL DRI TEDOEB) Th o720, [72 2]

TEERE R NS 712 B 2 3K H RS G- o g 5 X7 5 — 117120mg 1IA10mg 1[A120mg
VI M) AOIEYERE ST A — 4 1H 11 1H2[A] 1H2[A]
Crax tmax AUCo12 ti2 Lofk 58.8% 784% 77.0%
(ng/mL) (hr) (ng * hr/mL) (hr) (60%1/10261) | (80%1/10261) | (77f%1/100%1)
EM* grade AN Y 65.1% 87.1% 79.5%
+ + + +
(n=15) | O78¥298 | 3007 | 934=438 | 072=0.19 grade B* | (S661/8661) | (7451/8561) | (66%1/8361)
PM* grade CM UY 25.0% 35.3% 64.7%
+ + + +
(n=g) | MBFIS8| 28205 | 2600=474 | 180032 grade D* | (4BI/166) | (6BU/1761) | (1161/1760)
(Mean*SD.) E) XTI =)+ )7 A10mg/H. IV 7T =)

MPFREEESR T b7 0 —24P450 2C19 (CYP2C19) EBUIL, T

SMETHE L ) SEEND,

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

XIZCYP2C19*1/*3

PM (poor metabolizer) :CYP2C19*2/%2, CYP2C19*2/*33

1ZCYP2C19*3/*3

) ARHEROCHE EE, RAETXT T =t~
v AL L CIHI0mg. 7EX ) yRMPE L C1H
750mg (Jiffi) RO'r7 59y A< 4L &L TLR200mg
(D) ©3F1 % FEIZ1IH 28, 7HMEOES T 5. 28,
7o) Aav A0, BEIS L CEEMET LI ENT
X5, 7272L. 1H400mg (i) 1H2M% LfREF 5, T
H5bo

16.2 ORI
16.2.1 ﬁ%@%%
TEFEAS F1220me & A T U RIS G- L2, '

BT TR E TG U tnaxSLTRERIRIE S 5 & & b 12

U EEZE SRS BT WA, [161.1 BHE]
16.4 X35
TR AP T-1210mg. 20mg% & 5 L 72 B oo i v oo A3
Wd, FCIEREN BTG & 0 ER L 2 F F = —F Uik
THoloe ZTOMICHACHEEZF b7 10— 24P450 2C19
(CYP2C19) #5535 B A F WMALRISIZ & 0 AR L 72l 2 7
VAR, 3A4 (CYP3A4) 2SB5-9 % Ak AALRIGIC & 1) AR
L7z 2k VRSB S b 3 9, [10. B3]
16.5 Bttt
TR A B T 1220mg % #1195 5- L 7235
PR

DRI2I~40% AN T T — VIRFE
16.7 EMHEEER

7313~ 19%H kil & 172

BEE (A AT 7V —)V) TR T 70— 4P450 2C19

(CYP2C19) ~o A & W E/EH DT
TENL, VT 7))y (RINVT T Y)
S OIEH O I
F 7z,

. EGRUM F TIC
IINRT TV N ﬁA@*ﬂtﬁk I, ft
HTH B NKRUBEROFO 7V s 0y BEE RS

ROLNTWEY
WZxF L CARFENE S
IEBA 2 T ERHEE N TV A,
HHE (0TI —)) CTHABBEEF b7 o—24

30mg/H. # A 75— )L20mg/H % 8HEM LA EF 5124k
TGS HER R IS5
¥ EI'H‘ VUV AL (BZE2) |

WEHERLOCHEO 7T N YRy T A4 ey =Gk
D @ i P A B 2%

Ck B WESERE

(N3

SEXRE LT %‘é?ﬁf?(%SZﬂ}x—"}@ LTk

ML X 2 IRFRIEEE (hafilE) ITFRDOEBY TH- 7219,

TR EORHE
10mg | 110mg | s, e )
11 11 28 bl
Pl
P 5520 %D 44.8% 73.9% 29.1 (189, 39.3)
JEFEE (73/16311) (119/16111) P<0.001

a) 10mgl H2[-10mgl H1\l, b) x 2HiE

E2) IXTF—=)vF b)) A10mg/H - 20mg/H, 7>V 7
7= N30mg/H. X 77V —=)20mg/H. =V X7
V' —v20mg/ H % 8B LL 3% G- 12 G SRRk
(TR

GEU S A REWRE)
17.1.2 —EGHRIEEHR

JEV S AMEE AR 2 % 512
EREEER (5- 0 4

1H1E0mg% %5 L 7 5
2B DR IEIR DO SE AT

PR ORIBRIE, FNEN43.6% (4451/10141) . 55.4%
(56%1/10161) TH -7,
BIVEHIE. 10meg#5- 0102601261 (11.8%) (2780 57z,

FERREIERIE, 36 (2.9%) KO
(BERE7RAEU VHBERICHT2BEEBXETEREBDE

26l (2.0%) T

S

17.1.3 —ESRIEBHER
BHE7 A~ (1H81mgXiX100mg) DELIS-% LB L
L. 20 BEELI T ZHRBEEOMARA A3 5 B854
E L ZHEERILEEEOME R, Kaplan-MeieriE 12 £ ) H#EE L
73 524 BM B 0 B T IR O BRI RS T R
DEBYTHo7z,

&l A 5 j i (8.9%
P450 1A2 (CYPIAZ) OBHIC & b HE(EHAR 5L TL gﬁi%ﬁf}ﬁfﬁi 5?3 éiiﬁ?itﬁi? 1’/5314 gﬁ’igi
D AL AR R A G T U 4201 (1.3%) . Smg 58T T HIZHI
EAREEN TR Y %0 (19%) . WFHEGERE2E] (13%) Tdo 7o),
17. BRRRRLAR
17.1 BIERVUREMICET 25 1H1[5mg 1H1E10mg xf e
(BRIB. +—HRE. MARE. SRHEEE. Zolinger (15071) (151) (151%0)
EllisonfEfR2) T e 20 320
17.1.1 —REHRRBR RO - EERIBHER BS2HED | o L o
EE. T IR A 2 R O A TR A S RREIER | 7"17) 038 5051> (1554, 2g27)
1 H 1A 10mg X (320me# 45 L /- — R B st B O — T B Mkt osfEmpxny| 1047 35.5. 84, 29.
BB (2SI 6~ S ORI FED B Y T e PR
et 0.11 005
WREE R (o5 tmicny| (004 03D | (001.023)
H i 95.2% (401%1/4211%1) PEY P<0.001 P<0.001

TR Y 98.1% (3641/37161)

BUR N NE R 90.9% (50f/55¢1)

Wy & 5B 83.3% (10f1,/12f1)

a) Kaplan-Meieri:Z X 2%, b) Logranki&sg. c¢) R HRIZ

7L/ ¥ (1I50mgl H3Mml)




(%)

100 -8~ 1 H 11 5mg
90 -©- 1 H 11[810mg
~ae- $ IR
80
70
?’i 60
50
T
% 40
30
20 4
10
Hq B/ F=====-=------=--== B
T T T
0 12 24
At Risk % 5-BGE 2 © O ()
1H 1M 5mng 150 150 139
1 H 1 [10mg 151 151 142
xit R 151 151 114

Kaplan-Meierif 2 & % B {85 &+ iR E O B EESR

2 FG-2498 IR RHF) & moRE2:8 Mk ie G- L 72 % &
(RFHCHRORT6ARIHS-) . Kaplan-Meieri: 2 & 1) 356 L 7 B ik
B ARG E S O BREEREEIE. 1H1R5mgT3.7% (95%
fE#EIX :1.53,8.64). 1H1M10mgT2.2% (95%%*@':
[:0.72,6.75) Tdh o720 B, FH524HLIE, W IREEIIARAN

H1m5mg X i3 1 H1E10mgl2 8 ) Bz T fHeR52:08 M Hk e d% -
L7z
(BEBXIITEBEBICETR2AUINY 42— - EOU DK
B DY)
17.1.4 ERERRHBR
AY ANy y— - ¥a ) o 5T+ TIREBEE o B E

EXRE LENOEERRE (SXTF5 =V F b ) oA, T
EFXFTVY VIKMWK DY ) 2aa< A OLH2MTH R
O 5) ICBTABHFEETROLBY TH b,

EIERIZ, XTIV =)+ M) 7 410mg, 7TEXF Y
KHW750mg (). 79V 20~ 4 ¥ >200mg (Fiffi) #%
Haz k. 1296044061 (31.0%) (2o 5, ELRITERIET
#1660 (124%). #RE136] (10.1%) THhotce Tz, TN
T =)+ M7 A10mg. 7EF T V) YAKMPTS0mg (]
iy, 7o) Aa~<4 3 400mg (M) $F512L D, 12360%
55061 (44.7%) ZEIWEFM 23320 S, 2 EERIE T #2651
(21.1%) . #RfE1361 (10.6%) . MRELEE136] (10.6%) . BEH7H
(5.7%) TH o729,

=
it

#5
1%

HIEF D1l G-

=Rzt

at

FRTF =+ M) Al0mg
TEFY VY Y KAMIT0mg (i)
79 Auv4 v 200mg ()

87.7%
(571/651)

83.3%
(4501544

85.7%

2l/H ) | (102/119)

FRTFV =+ )7 A10mg
TEXY VY VAR 0mg (i)
75 Auv4 Y v400mg (Ffi)

89.7%
(6141/681)

87.8%
(3661/41151)

89.0%

2lAl/H (9751/10981)

nB. B TITbhbiAN) ans sy — - Ea)EttoE -+
TR B 55 (2 9 A BRI O BRIR BT 2B T, MEED
b&“faﬁ‘ %ﬂ’(b‘éo
1) A ORG R, KOESHHIETROLBY THD .,
NORERE R OHE S 3R 5,
FNXT G =)+ ) Ak LClE20mg, TEFT VY
YRR & L CLM1000mg (Jofili) MUY ) A< A >
vk LTC1E500mg (i) 3% & 1H28, 7H R#Er3%
5
I/, TabrRyTA vy — (SUVTITS—). T
EFXFTV) KWKy F) 2ax A Y D3RSI L S

AY ANy — - E0) OBRREERPAEIDTH > 72 an
7 & — - ¥ ) o iEE I T IRREEOBE 2SR &

LzEANORES (SXTF =)V F ) oh, TEFVY Y
KA RO A ba =% — Vo1 H2E7HBRE%S) 1281
5 BRHERIZ82% (4961/60f1) & s STV BD),

18. FExhZEIE

18.1 1EFAAHEFF
ARFNEER 7 WA DO FRPEGE I I E (A7 = v 7 3 F1K)
2z, 7a bRy (HY, K-ATPase) OSHH: % 156 L
THREEZHE L, By EIGET 5. S HICHE SN2/
FEEOREIZIE, EITEREA DS DY OFERH 5\ IE T
WS FF N L DR DOBEEDSEG L TnibneEZHR
bo FOM, FINYF I K o TEEFG A EIE T 5 T HeME
LW S B,

18.2 BEEINFI{ER

18.2.1 R AR TI2BIF L H A M) VRIS wI R L, 1H
1E10mg#5-. 1H1M20mg#x5-CT& b 12#& 50 H 2> 5 7%
WHEER 2 R_ L, %510 H R OTH HOREG W= O K2 1%
1H1H10mgHe5-T72~76%. 90~96%. 1H1[H20mgf% 5 T8~
89%. 99%TdH 52 22,

18.2.2 v FHHMBEBRERIIBIFATY TF IV A7) v
AMPHIEIZ & 2 R % BHI 52 (n vitro) »

18.2.3 1BUE A HIEEBERNIIBITLLAY IV, RYFTTA D
Y CRECEER W, N T MBI B AR E I L e
A5 3 VRIS WA LD R EEIER 2 R B
A4 RBHBHVIET v MBI B EERGWIIHIVEH ORI, ﬁﬁ@
7 s R THEFNCIE L#E L, R AR M) o A
/y&\/\zs) ,26)O

18.3 BAMpH LF{EA
EEERR AT TI2BIr 2 HNpHIZH L, 1H1ES5mg 5. 1H
1EN10mgHe 5. 1H1R20mel5-T& b IZFHA ERMEMZR L.
550 B 024K iCpHAM E 2R T M 0B & I1X1H 1A
Smgft G- OEM* T46%., PM*T63%. 1H1[M10mg#5 OEM*
TH58%. PM*T72%. 1H1RI20mg 5 DEM*T61%. PM* T
76%TH 52,

MIFREBIMEET b 70— 2P450 2C19 (CYP2C19) #HINIZ
TREAMRTE L) 5EIND,
EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*
1/*2313ZCYP2C19%1/*3
PM (poor metabolizer) :CYP2C19%2/%2, CYP2C19*2/*3
IFZCYP2C19*3/*3

18.4 H*, K*-ATPasefHZE/EHA
75 EoRE L ) AL Ao H
H RT3 (in vitro) o

18.5 HiEE/ER
T v b H W BEEREE S 5 CITERBERRRE (9551
WA MLA, KEWHEANLA, LI%IF'EH**'“ VATT IV, &
-8 /= VR OTAEY) V) Zxb L, BOPEBEE S 5
(N ES= i sy e (i K N e ES ~3°>o

18.6 1EAHFF

(ANYanyg a— - el BREOHE)

TEFTVY VAR Sy Aavw A vy, TEFTLY
YIKH RN A ha =y — )b & D3KIBEEREIC B S I
TG =F M)y ADHENIEWpHE ERAEELZ EICX
D, 7TEXFTI) VKMWRDTZ 5 20< 4 2 OPiwiETE
EEOLIEIIHLEEZ LN,

18.7 REE

(ANYang g2— . 0l REOHEL
AFARXIZHIzA) TN F— - Ea ) ERETIVIZBW

HWAERBRICHT2T7EFI Y vk E 2 F) 20~
A2 Y O2KBEH O FEIL. TRT I =V F by AN
AT EIZED . HEREMFED BTz,

19. FRRSICET 2E{LZHME

K*ATPaselZxf L. i\ BHEE

—f% 0 X757 —)vF M7 L4 (Rabeprazole Sodium)
b4 © Monosodium(RS)-2-({4-(3-methoxypropoxy)-3-
methylpyridin-2-yllmethylisulfinyl)-1/-benzimidazolide
33 - CisHaoN3sNaOsS
et 38142
PR IRTITV— I M)y ARHB~HEAOORERTH
é o
AREZKICHD THEIFR T, 25 /=) (995) (23
T3,
Aiiit20.01mol/LKEEAL - b V) 7 A 50EIZHET B
A IEETH 5
KREOKRET (1-20) ZFEEHEEZ RS v,
ENTIES e S N X oR (I
%ﬂa M 225C (4R

FCFREL - #9214 (pH7.0. K—-1-427 % ) —)VR)



O_CH3
ch OJ_/
Na \_/
R URGREEE
@[N)_ S\\O N

20. BiRLEDEE
20.1 PTPREEE 7V J4EEH. N T W IHRE, 5 i
FTHRETA2E (BEDMETTL2E0DH5),

22. Q¥

Ny Iy bEESmg)
1005 [1088 (PTP) x10. ¥ZEEHIA DI, 10058 [F b, N
F. Ry by v 7], 14088 (1488 (PTP) x10. #20%
HAD ]

NIy FEE10mg)
10082 (1082 (PTP) x10. Wz##IA 0], 10088 [K b,
F. Ry by v 7], 14088 (1488 (PTP) x10. #2J%
HIAD I, 2808 [14%8 (PTP) x20. #M#IA D ], 50088 [10
#& (PTP) x50, #zlE#IA Y], 7008 [14%8 (PTP) x50. #Z
FEFIAD ]
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