S ASKA

202345 HiET (510R) BAEEFATEES
a2 R>THEHEH 872329
FRT 5 =)L) by LELE
— g ¥ l,N 5 rAAJ Fmms| ome PO00ANX00247
I\ — EE 10mg |22200AMX00665
ST R e ) 7 77} , a‘ mg BRERTHS 5mg | 202046 )]
—Y N —\Y / AT omg | 20104E11A
SANIS5Y=—]UbNafE10mglAAl :
RABEPRAZOLE Na TABLETS
By & EBWIRAE
HhEE : 3 iF ) FE-EMEOM LI L DTS L
_ 5.6 FHIFEICR3 2 NHEEGRRZRE DIAHCIE. ~) an
2. B2 (ROBEICIEIBELEVIE) . s 1 b . o
VYO b ‘ o4 — - en ) BRIEAREIC & 2 RO FEIHN N 54
2.1 KAIOHKIHZ A UBBOEORELED & 5 PEHE D L C Lo s H
2.2 7 2% LGRS, VA EE) SRR £SO 5.7 AYINSA— - 0 EREE RGBS, Y3
BE [10.1208] NI A — ) RENETH D I & RONHERTIZI DA
VanNsa— - ¥a)@GEERTH DI L 2fERTH I L&,
3. MR - MR . )
3.1 #rk 6. AARUVRAE
Wi 7% %|7~77—LNabi5mg [AA|7 <75/ — L Nahil0mg [AA] (BiEE. =B EE. WAEHEES. Zollinger-EllisonfE
1k R IR 7 N7 5 = F (15 HR o <75~ LT fRE)
b9 ASme |t Y9~ 10me WHL RAIIZT AT T =T Yy 4L LCLE10mg%
L e E S MR TR THNER G 4 IR £ D L0 IR
% wiﬂﬁﬁﬁtFn*vaEkth~x\2?7U>%77* 552N TES, Kb, W, HIE5. WEHEE
o VYL, TFILEILT -, bTO AT — AT ZILIBRT AT 3O - — HHL 3 2 N u
}i‘ 7“ 1) + 1) ‘/HEHTJ@I—X .;‘—)1/‘ @ﬂ:a:g ‘/‘ ﬁ@ Q:Mﬁ; . TZiSl@?Eﬁ ji,-(\ +#T5Hﬁ(ﬁgfli61@ﬁﬁiT@*&%‘&‘ﬁ_éo
B HLF ATy (FREEER)
3.2 BIHOMK Rai \ - )
7 4|77 7\ Nabtsmg [AAJ[5~F 7/~ Nabilomg [AA] WG PEFH R ORI\ TS, B, ST X
Al W WO DET A LT —7 4 v 5k 5 —=)LF b Y4k LTClAI10mg %A 1T H 1A% 59
#* il 3 #* i 5 B0, WIRIZ X D 1E20mg A1 H 1R 5425 Z &
TEZ, Kb, 0H. SEMETOREG LTS, 7
s ¥ A @ A @ Ta b VERY T4 ¥R =X B RECHIRA T
%Eﬁzﬁm ﬁé%ZMmgﬁﬁg?m 3 2#493.7mm W, 1A10mg i 1M120mg A 1H2M, X 5 128 %I
1o /m 2l1iom - ey SR
P e e 545 L hTE S, 22 L, 1120mel H2HE53

4. FHEEX IR

OBFEE. T-HEBaE. WAaHES. YAMEER.
Zollinger-EllisonfEf&##. FEV 5 AMBE BEEYLHRE. K
BE7AEYCHBERICEIT3EEEI TG EE
DOEFIME

OTFRICHTFBEAUANY 42— - EOUDKREDHEED
BiEE. T=#BEE. BMALTU >/ EE, 4554/
R MEIS. REHSEICHT 2 REENEEEE.
ANy E—-EOVBREER

5. SHEER IR ICBHET 2 F=

(FhEELE)

5.1 KF OGN EEIC X BERERRT2 218550
T, BHTHEWZ EAERD S A5 T 52 (WMALT
) VoS, FHHEE IS B NSRRI EIC B 1 BN
Yang a2 — - ¥a ) OBREOHMIEREL) .

GEV 5 AME BBV R

5.2 5P B% A B U THIREMRL, ERO%E
I 20 5 e WA IZIE,. BFHHUADRELE £ 5
N3 72O L IRIENOE B2 MG 5 Z &,

(BEHE7ACY UBERICHTZBEER I+ 2EREE
DEFE)

5.3 Iffe - 2 DTERINHIO 7= DI{KHR T 2 ¥ v % ikt
TE5 LT aBEERSRE L, H5BIZEEL T,
HE A RIS O A R 5 2 L

(ANYanyga— . Ol OREO#HEE)

5.4 EFFHIEMALTY VSIS T3~ a8y 2 — -
o) BRIFEEEE O A S EIAE Y LT,

5.5 RFERMEM/IRADHESEBDRICSH LT, B4 K54 V5
AEZHL. NV INZ 42— - ) RIERESE YT &
ENBIEBNZ DA ER AT Z &

HEOMBEGFE AT 2551C15,
- MERRRER
FEFE - PR % 5 0 R 3 M B R OMERFEAIZ W T
1Z, #E. RAIZIRSART S —F Y sk L ClE
10mgZ1HIMEO#R 5§ %, 72, YUl yR Ky 74 e
Y4 =12 K BIEFECRIRA A3 2 i P B 3 S O MERRITR A
2BV, 1R10mgZ 1H2MREE 545 Z LN T 5,
GEU 5 AN B BETTRAE)
M, RAIZIESINT S5 =)L b YA L LTC1E10mg%1
H1EE# 545, ki, lE, EME o5 &35,
(BBEET7AEY U ERICH T 2B EEXIIT2IRGEE
OBEZEIME)
WHL, RAIZIZIRT IS —LF b)Y sk LClEb5mg
Z1HIBEEOR G952, IRA 5 04131010mg %
TH1RFROR G545 Z & BT 5,
(ANJanyg— . 0l OREOREE)
WH . RAIZIEIRTS =L F by watL Tl
10mg, 7EFT ¥ VAN E LTLREI750mg (JIMli) K&
o5y z2a~v4 v yELTLE200mg (Jiffi) D354 [H
BRIZ1H2E], 7HRBRRORS 5,
ki, 77)2u~vA v id, KEICRCCEENETSZ
EMNTEDS, 72770, 1H400mg (Jifi) 1H2M0% FRRE$ 3,
TabVEYVTA Vv E L~ TEFIU) VKPR
270 2av4 v yO3FEGIZKEAN) ANy a2 — -
) QRERBES AR O EIE, ZhicfibaREE L
T, WHE, RANIZIEIRTI—)LF b)Y as LTlh
10mg. 7EFT ¥V VAMHE LTLET750me (J1fl) &
VX ba=gy—)Le LT1H250mgD 37 % [FIFIZ1H2
M. 7HRROES 45,



7. BERUVAEZICEETIEE

(BigE. T=iEBEaE. WaskiEE. Zollinger-EllisonfiE
&3%)

7.1 WIRAE L WIGE RO - #iEEOSA121120mg
ZIHIERS$2 218 TE 3,

(TEREEER)

7.2 WRIRAEH L OIGE R OERME - #EEEOSA121020mg
ZIHIARES$2 228 TE S (F¥ - FRABD R4
TRMEBEBE R OMEFEEE, Ta b vEY 4 v =12k
LR CTHIRA T A 5 GBEEMRL), £/, Ta b ryRY
T4 e A —IZ X BT THIRA T A BE I LA
10mgXi31M20mg# 1 H 2], X &5 1Z8EMFEL-§ 2 5413,
NS TR EE A NBIT L T W T & &R
52k, ki, KHINEI20mgd1 H2EHE 50, PSR
THEEOEGEELERL 7250115, [17.1.13H]

8. EELREXNEE

(ZhEELLE)

8.1 AFNOFEPIZIE, MG REREI R L., EIHMIC
MEAAIRREL - MRA AR 2175 T &R E L,

(BigE. T=KEEE. UASES. FULANEREY
TRAE)

8.2 EHADMHRRER A+ T VDT, MERREEIZIZ WA
WZ ENREF LW,

GERMERE R OHEIFEE)

8.3 ¥ - FAAMEDIRTEERTu bRy T v a—
IZEBIHBECTHRA A EEBHITH LTI ZE &L, Ak
MERPREDORDED L NBFZITITI ZEDBEVWEHI-ET ST
Lo ke, BRI, 7L — LEEUHIFREE O L EEE o
ENK S, ERRIRED RN 72 0kl 2 581213
NIFEAZE TS 2 &, Ak, MREEE g
BEIMRAL A IS 5 EBER AT ZEBRRE L,

GEV 5 AME BB A

8.4 MIRZIZ L DR, HEZFEOMWFTIEIRSHED B L AL
hzaZ: (VEMS7Z020L L) 2RO 2#%545 2
Lo BB, AEIOEG 2 EE, RS OB K UMl
OMLEHERIZ X 2IERZREHiT 2 2 & 083H 50T, Nl
PMEFIZLD ZhODERTENWZ L AERTE I L,

BENER2ETI2EEZICETIIEE

1 AHHE - BERZEDH 5 8E

1.1 EVEBECREEDH 2 BE

9.3 friRpEEERE

i 35 CHF R E DS 23 5 .

9.5 11i%

I XATAE R L T B ATREME D & 5 RIS i3 mEE LB
wWPEfEE % L2 & S 25810 A RS T2
Z &, BEE (5 FRRIT400me/ kg, v Y FERFA:30mg/
kg) THRWREM (5 v FTIWEBE, 79 ¥ THREDOK
T, AUVEERIE) ARE TS, 72, 5 NIRRT
SV —)LF b (25mg/kg/H). TEF T VY VAR
Y (400mg/kg/HELE) RO 59 20~v4 > Y (50mg/
ke/ AL L) Z4EBIOFHPES L 72ikBR T, MECHRFEIRED
LR DEN TS,

.6 BRI

EE EOAVE R OB EO AR EFE L. RIALOME
SIFPIEAMETT 5 Z &, BSEER (5 v b)) THEIH
NBITTAZ ENME IR TNHS,

9.7 /N\RE

AN A TR & U 2 RRERER 19206 L T,

9.8 EiE
HLBHERFEORER 2 & & b -G53 KT 5 5 E 18
HICEE595Z &, AANZFEE U TG S 5 28,
EEE TIIITFEEERE T LT3 Z 0% L. BHEHA
EbNBZENDH B,

9.
9.
9.

10. HHEER

KA DR BN BBEZEF b 20— 4 P450 2C19
(CYP2C19) K UBA4 (CYP3A4) DORI5HFED 5T

%, [16.4%HH]

7. AHIOH I EIC L0 DFHSERIO NI 2
TSI T2 Z &b B,
10.1 GERARZ BHALEVLIE)

SEHIH S FEPREIR - $8 5 P - Sk
T A F CILRRIEIE | 7 2 5 5 L OAEF AR A #0551
(VAT 9Y) Wb thnid b, iz &b, HApHA L
[2.25H] L. 7 2% F LD
WKL, 7a¥FE
L DI HEE AL T %
BIhNB 5,

YILY Y VIR
(=ya5v1)
[2.22M]

VL) VIERREOE
MEWHT B Zhrd
%,

A AN D H W oy WA e
Fiz&kv., HHNpHA E
Hi, vy v
WEOWIAME T L, Y
Y'Yy v Ol A
T2 D5,

10.2 GiREE BHAICEETSH L)

SR

RRIARKEIR - 15187

W - fabiiE T

vIakv Y
AFLDTFT Y

T3 A Il P s 1
HA¥pzenb5,

A O B o3 W B A
Hiz&k ., HApH» B
F-U. A T3 A O WX
T 5.

4 b7aFy—-
r74F=7

FE T35 O Ui R MG
T¥262TN2d 5,

A AN D e oy s P e
=& b, HApH» I
L. ATEEAI O %
M+ 26thrd 5.

Kt 7LI= L
7 KL~ 7 %
v LG ORIEER

A B 512 H R
Fil Il BRE R FH L T 7 1 5
I [ 6% R C - ¥ 1 4
R R TR 2 h
Zh8%. 6% FL~E
DHEND 5.

BIFIAWTH %,

A b bLFRS—b

A b bLFH— bl
WREN LA E0d
. FBHED A b

HFIAWITH %,

1. EMEA

WROBHWEH 2 H 5N b Z Wb bDT, BEE 54T
WV, BESERD S NMAIC3 S AT B s &) A
WEEITH T &,

1.1 EXAEER

"M 2ayy FEERR)., 7F717%>— (FEARH)

1.1.2 UMk CHEAR) . EFERIRE  (FEZ AW .
MRS (0. 1%A%) « SR (S AI)

11.1.3 BUEFFR (AW . FFEBEREE (0. 1~5%A%) «
HE (JHEAH)

11.1.4 FEMRR (0. 1%A15H)
FeE, WG, DPIRIREE, BT ORE (REE) HARD 6
N7GAITIE, R IR X E DA 2T L, AH
OG5 &EHRIET 5 & L3Iz, BIERE AL E VAIORE%
DY BAEEITH Z &,

11.1.5 RERBEE

(BHIEEAIT)

rhaEE & B BB E (Toxic Epidermal Necrolysis:TEN).
FZ FERGERRAE e (Stevens—JohnsonfiEfE#E) . LA S
MHobNEZEND 5,
11.1.6 2AHBEE BHEAY). BEMERX (HIEAH)
BBEMA (BUN, 2L 7F=VE) ISHEETHZ L.
11.1.7 &F b U™ LIUGE  (HEARHA)
11.1.8 HERHBEE (BHEAMH)
P, R, CK B 1M RORbp I+ s aey |k
AR E T ARRGEHE Y S bbb Z L 03d 5,

11.1.9 HEE

11.1.10 $EELIREE

(B AH)
(BHEEAH)

HAR, FETE, KRR K. AR R BORE

FErnbobhd

ZLndB,



11.2 ZOOBER

(BiEE. T-HRBEE. WANEE. URAMEER.
Zollinger-EllisonfE{&E. FFU S AMBREVRIE. KA
BE7AEYCERSBHICEITSBEEXE T BB EEDH
I

0.1~5%Ai 0. 1% Al HHE A
11R(3 FIMERIE A, L AR LER Gk A . 4 H
BRI, hPmETkEg EREE % . U o8Bk
%, Al W
JiT A AST. ALT. [y rrvok
Al-P, y-GTP. |4
LDH® k5
(L3 I 5 BiE
MER (4= M, T, M| IR, S0k, VW 2. ME k., BR
R, MESK. | Y AR, HE e (MO N Kk
N %% 178, BAKAHR. |(collagenous colitis.
gl lymphocytic colitis)
K ehieR | Ve HFEWND, SHDE, |HAE, HiE
MG, PUREHETT .
HITE SR, 2 %
T, Oog>h,
ESTETL
Z Dt Wwavzaru—\»rdAaH, FE, HOH552%, ¥
b i PERE A - (BRE FEE B E . iR, &
BUNO® L&, &|BiE. LUTAK, |7V E= 7 IE,
IR, I TSHEE | CKO |5 K~ % v Alfi
hn W, AT

) JEBUNE S BLEIR A A A,
(ANYanya—- 0l OBREOHE)

0.1~5%A5 0. 1% A
A L. HIKE R
1IR3 P 1L ER 3Rk RFERERRE % . AP BRI, U v
ISERIRA . U v osEREE L I
Bk LRSS
JHFMik ALT. AST. y-GTP®|Al-P, LDH® k5
5
5B %, i A
MER (4= R BREE, BRYEELEE, (L1UE. LI, Mg, DS,
M, Bz, Wak, Rk, ‘g, BMAIR. sk
fEM, TR, HEADUE,
Sl R
KRR | S HEW
Z DAt MBI O A PRI VENE ., (B2, FOLUh
& BUR, EEIR, IRE S
FROLUNK, JKEED LS
PRBESLH . PR

) FEBUBEE IS IS X RS IS B I RT T =Lk Y
YA, TEFVV)VKAKE S ) 204 Y Y DO3FEED
TR % T ORI R M OB I e A 4 &,

12. BBFRBREERICRIFIE

(ANYanyg a— .- Ol OBREOHEE)

124 A)anNy 42— - E0UOKREHELDEE

FINRT IS =L F M) LEOTO VR T VX —
RTEFVU) VAR, 25 2uvA L VRO EYE
KO A ba=& = LORRHPR &G TE% Tid. BC-IR
K SGRER O MEREYEIC 2 B a[REVEA B B 728, 1°C-
PRF]FVE GG IS & 2 BRI HIE 2175 a1, 2h b O3EH
OPEE5HE T HABELIBORETEIET 2 Z ENEE LW,

14. BRLEDXE

141 EFZFEDOXE

14.1.1 PTPABEDIEANIPTPY — P 2 5HU) Y LT
BE54ETZ 2L, PTPY — FOB/MKIZK D, G
A EBREIEATIA U, 121328904 35 2 U CHERRia 2
HEOEELOIEEIR TSI 1D D,

14.1.2 KFNIGGBESETH D, HIZH 72> TE, BHAZD .
2208 FIZ, DAL ETEIAEBETHI L&,

15. ZO/DEE

15.1 BRERERICE D 158k

15.1.1 KA BB GHICREOE R — 728070
WEND B,

15.1.2 #WIMC B 2 EROBILNIFE T, Tue by RV T4
VBB X —IC K BBEBIC B W TR IS S I B
. FRAMIEPr. THEBHT O 2 2 B HE EhTn
%, R, BARLOCRME QL) OBRE2T 72
HET, B0y 22388 -,

15.1.3 WIMC B 2 FICABEE 2R L L 228 oBi%
i<, FubtvRry 4 e s —2#R5L-EHCE
WCOZUZ M) UT LT 4T 4 KB BHIHEEDY)
22 BB HE Eh T b,

15.2 FEERIREAERICE D < 153k

15.2.1 J v MIZ5mg/kgll b % 24ERIR 4% 5- U 7= ik iR
IZBEWTC, ITHIZHILF /4 FORENRALNT-E DR
ERDH D,

15.2.2 @9k (5 v b RROIEE525mg/kgll |) CTHURR
HEEOMAY A gy v OMNBAHRE XN TWBEDT,
RN & 72 > TIEHIRIMERE IS AR 5,

15.2.3 79 MBI TH BTV 77— (50mg/keg/H).
TEFLL) VAN (500mg/kg/H) KU Z) 2a~<A4
v (160mg/kg/H) #PEHEG-L-5ERC. NEICOH
DR E & S IR OFBEEIHIORESFED 5T 5,

16. EYFNEE

16.1 MeEE

16.1.1 ST —=JbF MU LERERE

AR A BT 1220meg 2 M T XU BRISRIOES L 726
DFERG BN U - ihe S5 2 — 2 Ol 4 %12
ATV, [16.2.151]

. Chnax tmax AUC
PG5 1F (ng/mL) (hr) (ng-hr/mL)
M T 4374237 3.6%0.9 9374617
Bt 453+138 5.3+1.4 901544
(Mean=®S.D., n=12)
F 72, R A T125mg. 10mg. 20mg & faf F TIE

P55 L7z (%550 H) OFEMERE ST £ — 2 IZLTO
EBDTHBY,

= . Cunax tmax AUC - ti2

AW =3 pi]

Pelht | B (ng/mL) (hr) (ng*hr/mL) (hr)

5 EM* | 146+ 56 |3.0 (2.0-4.5) | 236+ 97 | 1.8+0.9
"8 TPM* | 252+ 55 |2.5 (1.5-5.5) | 585137 | 4.240.5

0 EM* | 383+ 83 3.3 (2.0-5.0) | 539+200 | 1.5-0.4
M8 TPM* | 509+ 64 |2.8 (2.0-4.5) | 1230200 | 3.8%0.3

2 EM* | 6542348 |4.0 (2.5-8.0) | 994+477 | 2.3+1.4
M | TPMF | 8224232 [3.3 (3.0-6.0) | 2331663 | 3.7+0.3

(Mean=®S.D., tmaxidMedian (Min-Max) ,EM n=16,PM n=8)
IFRERF b 20— 4P450 2C19 (CYP2C19) &£BUMIZ, Ttz
THRE DS NS,
EM (extensive metabolizer):CYP2C19*1/*1,CYP2C19*1/*2iZCYP2C19%1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3Xi2CYP2C19*3/*3
16.1.2 3EIGRAIKRSE
fEEER AR TIZTI XTI —F b Yo 420mg™ ., 7E
F v ) VARATS0mg (Jiffi) . KU ) 20w 4 v
v 400mg (Jifii) Z1H2EI7HRE (BF126) KEZRDES
LD INT T =)L) b ) o ADIEYEIRE ST X — &
BUTDEEDTH DY,

Cnax tmax AUCo12 tiz

(ng/mL) (hr) (ng-hr/mL) (hr)
EM* (n=15) | 5784293 [3.0 (2.0-4.0) 9344438 | 0.72+0.19
PM* (n=4) 948+138 3.0 (2.0-3.0) | 2600474 | 1.80%0.32

(Mean=®S.D.. twmaiZMedian (Min-Max))
AR b 2 o — 4P450 2C19 (CYP2C19) &BUFANE, TFititln
FHREDAHEh 5,
EM (extensive metabolizer):CYP2C19*1/*1,CYP2C19*1/*2XiZCYP2C19*1/*3
PM (poor metabolizer):CYP2C19*2/*2,CYP2C19*2/*3XiZCYP2C19*3/*3
) ARGRHE R ORI [, RACEIRT T —LF by oLk
LC1E10mg, 7EF T2V VAR E L C1H750mg (JIfli) KO
2750 2uav4 v rE L T1m200mg (JIii) D37 % [HIEEIZ1 H 200,
THRERROR G542, &k, 75) 20v4 v Vi, SEIZGECT
HHMETHZENTES, 72720, 1H400mg (JIflf) 1H2[ % -
Red5.] THB.
16.1.3 EMFHIEEERER
(1) S~F5Y—JuNafEsmg [AA]
X7 5 — )L NafEbmg [AA] &%) T b §E5mg% .
saAF —N=RIZKDENETNIEE (FRT T =T
ULl U Tomg) EERECA S HEICHEE BRI 5. L
TP INT S - F P o aREEZHEL, 556
N HEPTRE S5 4 — 4 (AUC. Cmax) 12DV T0%IEHH
[X B THREGHBNT 2 47 - 72855, AUCIdlog (0.80) ~
log (1.25) OHPANTD > 72, Cmaidlog (0.80) ~log



(1.25) DFFANTD > 7255, B HAE O Tl D % A
log (0.90) ~log (1.11) DFWHANTH D, 2D, EHE
BRI IR A FRIL TV Z e 6. WAIDLEYEIE
EMENFER X =Y,

5 AUCo10 Crnax Tma Tz

TR (ng+hr/mL) | (ng/mL) (hr) (hr)

FTRTF Y =) 5 124.9 81.3 3.2 1.1

NagEbmg [AA] me +40.9 +31.9 +1.0 +0.3

Fx bismg Sme | yagg | egns | a1 | +0d
(mean*S.D., n=30)

(ng/mL)
80

70t
60 |
50 |
40 |
30 |
20 |
10

0 /l/c° ‘
R (hr)

(2) 575 —JUNagei0mg [AA]

F X7 7 =) NagEl0mg [AA] &/%5) T v M EE10mg% .
sa AL —=N—HRIZkDEhEThIE (ST TV =)L)
FU T AELTI0mg) EEREASMEIC R BRROHES L
TEEFH T RT T —F YT AREEAIEL, 550
723EPERE S5 X — & (AUC, Cma) 12DV T0%EFHX
P TR HIRAT 2 17 > 72555, log (0.80) ~log (1.25)
OWPANTH . WAIOA WA RIZGEVEAFER S h =Y,

—e— ST 5V —I)UNafE5mg [AA]
--0-- JNU Iy MEESmg
mean+S.D., n=30

R D 7 SN NN N R

P AUCo-10 Crax Tmax T

TR (ng*hr/mL) | (ng/mL) (hr) (hr)
FIRT TV =)L 10 407.354 256.5 3.2 1.057
Naftl0mg [AA]| "°™8 | +161.310 | +120.9 | +0.8 | +0.466
. 408.686 243.7 3.2 0.903
/WU E MoElOmg| 10mg | 41417936 | 47506 | +0.8 | £0.184
(mean®+S.D., n=23)

(ng/mL)

250

—e— SAT 5V —IUNafE10mg [AA]
---0--- NIy REE10mg
mean*S.D., n=23

N
[=3
o

-
a
o

-
(=3
o

a1
o

Pe Nty o NN NN R = ¥ =

o

Bf (hr)

MAE PSS ONZAUC, ConZFDI8F X — &1, PERH O
R, RO BRI - BRI O R ER A1 K - TR 25 B ATRE
PEnd 5,
16.2 DRI
16.2.1 BEOEE
AR A 712 20me 2 M T SXUT RIS L 721,
BRI G TIRHER TSI U toaS L TR AES 5 & &
B ICWUEAE DR 5T B, [16.1. 18]
16.4 X385
fAEER AT T-1210mg. 20mg % RO 5 L =i ol o
Ratnd, FICIERERN BB ITTIBIZ K DR L 2 F 4 =
—TIUKRTH > 7z, T DM GHEERF 2 1 — 4P450
2C19 (CYP2C19) »BH5-4 B » FMALESIZ & D Ak L
7=l A F ok, 3A4 (CYP3A4) AB54 2% 2L+ VLK
T K DA U 72 2Lk R AR 5720000 [10. 5]
16.5 HEtt
R A 71220mg % R 1% 5 L 72354, %5245
FTIRFIZTIRT T =)L F b U 7 2 DOREKIIK
Xhd., REITH 2 HILAEVBEKROTZFDS L2 0 Vi

_4_

Fa kAP 5 R DRI29~40%. AL 7Y — L BEaA kA
13~19% Pkl & 729,
16.7 EMHEEIER

JHH (KA T 5 =) CTHARHEERF b 21— 4P450
2C19 (CYP2C19) ~OfE#Hs A IC & D AR D 5
NTWBITEIL, JLT77Y Y R-TLT 7 YV)
IZRLTIRT I =T ) AgEidZh s OFEAOI
RS ICHEA S Z NI EAWE X TW5, /-, M
(T T T =) THRHEEZEF L7 v —24P450
1A2 (CYP1A2) OFEIZ L D MHHAERBRED LTS
FAT 4N VIZHLTEIRT T —)LF b Y A5EIEI0
PSR B A B2 WD ERRE XTI BD Y,

17. ERPREIE
171 EHEROREMICET 258k
(BiEE. +=#EBEE. YASES. ¥RMEER)
17.1.1 —RERABR R BRI R
S, T R, R R g M O AR & kit
LIZ1IH1E10mg X 13 20mg % #%5- U 72 — ARG PR aAER & O
EERIERGER (185 HM:6~8HM) Dk TED &
B THBI,

TR NG IR
5 93.6% (162f51l/173f31)
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P oW EE cRE E SR & LG SEBONH
EMEICLDBERIITERDLEBD Th 721, [7.25H]
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WS A IC & B IEfRE (hdfE) TTERDLEBD T
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552308 % D 44.8% 73.9% 29.1 (18.9, 39.3)
JEFFFEH (73/163f31) (119/161) P<0.001
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FRZFR : I XT 5 =) F )74 (Rabeprazole Sodium)
{54 : Monosodium(&ZS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin—2-yljmethyl}sulfinyl)-1/-
benzimidazolide
7712+ CisH2N3NaO3S
71 381.42
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0.01mol/LAKEE LT I V) = AFKEISIET 5,
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