% 20254F 4 FAtkET (45300
20254 3 AekET (520)

BRI

BRI - 34
JAMRCT - A2 EEZ—
INT T —=IbF M) LiE

BAEEFAPIEES
872329
5mg 10mg
AERES |30200AMX00259|30100AMX00106
BR5ERAMA | 20204F6 H 20104F11H

ZN7ZJ —IVNafigdmg [NIG]
Z X7 —JUNagg10mg [NIG)]

Rabeprazole Na Tablets

2. B2 (ROBEICEBELEWVNI L)
2.1 KA OB L BEEOREAED B 5 B

*| 22 )Y VEEREA SR oER [101 B3]

3. Rk - K
3.1 #ERk
Wiz 4, 7 X7 7 — )V Nafi T N7 7 — )V Na$i
5mg [NIG] 10mg [NIG]
18 - 18 -
HMKsr | 9T T =) F b)) oA SNRTFTS—)F YA
50mg 10.0mg

D-vr= b=, b7 Ao A, Fmtro—2, v R
Oy 7al)lb)Va—2, AV AT—=AHNT 7L, KiE
WEr Foxssurtran—a, 2577 VBT R Y
YA, TFIVELVEO—A, LSO AT —A T Y VBT AT
Vo 7)) CRRIRET ATV, BT v, EE SRR
B HNFmoNay

A

3.2 HA DMK

B4, 777 — L Nafi 777 — L Nafit
L 5mg [NIG] 10mg [NIG]
i, - FIE WHBDBET A VAT —T 4 ¥ T EE
e @@ (@E
= =
HE 5.7mm 6.7mm
JEz 2.7mm 3.7mm
B 67mg #132mg

4. MEEXIIHR
OBEBE. t_EBESE. WAMEE. ¥AMEEXR.
Zollinger-EllisonfEfZE. FEV' S AMBREYRE. BAE7T
ZEY U BERICE T 3 BEEXIE T BB ESEOBEHEIDE
OFRICHBIFBIAY AN 42— - EOY ODBREDOMED
SiBE. T2 EBEE. BMALTYU >/ E, $SRMm/ MR
MRMR. RHEEICH T 2RBHEEEZE. AVaNy
Z— - EOVURBERELR

5. SHEEX IR ICEIES X8

GheELiE)

5.1 AHIOHEG D ERIZ X BEIRZ I 52 EDH 50T, Elk
THWI E 2RO ) 254528 (BEMALTY v /3f#E,
HIEREIH 2 NHEERRE B ICBIT AN anNs ¥ — - Ko
) OBEH OB % <)o

GEU 5 AME BERIE)

5.2 #GPMm2E%E Bl L CHREEZERE L. RO HE R )
O SN VEHAITIE, BT LSO FRERAE 2 55 72oho
B R IGHENDOEHEHET 52 &,

§%§§715U>&$ﬁﬂ8ﬁé§%ﬁiﬂ+:ﬁ%%ﬁ@ﬁ%

kA

5.3 It - ZER OGO 72O I MHET A Y & &k L
TWLBEREGSRE L, 5B L Cld. BEEg L3+
THRGEEOBAE MR T A L,

AYanyg— . g0l OREORHEE)

54 ETWEMALTY Y SBEIC TN anNs ¥ — - o)k
BIBREOERIEIIHET LT,

5.5 JRISVEIM/ IR A TEEERER 6 L Cld, A R T4 4% 20
L. AN anNy g — - ¥u) EHEGEESEY & WS b ERC
DHRBEREEEAT) T Lo

5.6 RHIE IS ANHENGREEZE DACIE, Ay ans
& — - Y0 ) BRRIAEEIC L D B O SSEREN RS 2 A w36
LTV,

5.7 N any g — - ¥u ) EEERIAVLEIZIE. N any
5= En)DEETH L E RUONHEREIZL YA any
F— o) ERERTHDL L EZMRTH L,

6. AERUHEE

(BigE. T=#BEE. WaskiEE. Zollinger-EllisonfE&REE)
HEEL BACIETIANT T = vy Ak LCLE10mgx1H1
FRECIH ST 5 A%, FRIKIC & 0 1EI20meg % 1 H 1A 3% 595 2
EWTE D, B, WE, BiEE. WAEIHEES CIXSHENE T,
+ S CIX6HEM F oG LT 5,

(FEHERER)

- B
WM EE R OBRRICBW I, @E., AT TS5 — )
F UL ELTIMIOmg % 1 HIBRE%G-3 555, JWIkIZ & D
1M20mg# 1H 1RO 5§56 2 RN TE& 5, b, ., Sl
MEFToks5eds, /-0 7ubrR oy 4 ey —12Lk5%
RIECTHEAT D 284, 1a110mg X3 1R20mg# 1 H 2, X5
ARG T A2 ENRNTE 5, 72720, 1M20mgl H 2[A1$%
S EEOMBGELHT LA S,

o MERRER S
T3 - PR AR D RS MR A ROMREZICB VT, &
Wy OAZIEIART T = )b F ) Ak LClE10mg% 1 H1[HE
OG5, /o0 7O RNV RYTA e ¥y —ICLBHET
BRA 5 e W B R OMEFRRE I B VT, 1E10mg#% 1
A2l % 5-$ 25 2 L TE 5,

GEV 5 AT BB TIE)
HEHL BACIETIANT T =+ hY Ak LCLa10mgx1H1
FREORG34 5, 2B, @F. LAl E To5 L35,

*(T%JEIET’Z EVCERSBICHIT2BEEXI T _EHEEOER

e
WHE. AR INT I —VF F) Ak LClEb5mg#1H1
ARG 55, SRR T 5 OWE1X1R10mg % 1 H 1RREH%
H5452ENRTE S,

(ANYany a2— -0l OBREOHE)
WE, A IRNT T —)vF b)) sk LClE10mg. 7 E
XU KM E LCLREI750mg (Jiffi) KO 59 Au< A
2L LCLE200me (Jififi) 3% % FE:C1IH2M, 7H MR
®59 %,
B, sV AU v AE, LRI L CHEEEET L2 N
T&5b, 727201, 1E400mg (Ufli) 1H2ME% FRET 5,
TONYRITA Y=, TERFI VY VKN 5
2834 Y yOIFFKGIZL BN anNy y— - ¥ OBRRIG
RO OHE L., S bBERE LT, @, A
FSNT5 =) F b)) ak LTClE10mg. 7TEF T Y KA
WL L C1m750mg (JIfli) KO A o =% —)v& LTl
250mg? 3% % [T H 201, 7H MR IO#H5-3 %,

7. BERUAEICEET 3 EE

(BigE. t=BaE. WaEiEE. Zollinger-EllisonfE&EE)

7.1 JHIRDSE LA R OERY - SRS A 121 H20mex 1H1
[l 5-95Z N TE 5,

A-05



(HERHERER)

7.2 JRIRDE L WA R O - $HG 0S4 121 20mgx 1H1
%5922 LB TEL (5% - TREZME D K3 imtt B Lo
MEFpRE:, 7O bR TA v Y — 12X BIBETHERNT S
BAEEHR). Ty TUNYRY T v ES =X BRI
TRIPEA 5572 B IR L1EN0mg X E1m20mg = 1H 2, & 5
(28 P G- AW Ad. PNHLEHA Tl i Al 2 ANEE L T
WHRWZ EERMERT LI L, BB, AHI1EZ20mgD1 H 2% 5-
g\Wﬁﬁ@ﬁ?ﬁﬁ@%ﬁ%?%%%tt%ﬁuﬁ%oUml
Z ]

8. EEALEARIEE

(hEEE)

8.1 ARFNOFxG-HiE, MR R L, Eilnicimig s
MRRAS - MR AE LI 24T ) DT FE L\,

(BigE. TEBaE. UWaIkiEE. U5 AME REYRE)

8.2 EMoMiHMEERA T4 ThVOT, MEREICIIHVWEWI &
WELFE Ly,

TR EE R OHFEE)

8.3 1% - kMY BT HEERLTO N VKR T4 ey —|2X
BLIGECHIREAT D BE I LITH) 2L b L. KRR, MR
DUBEDZWEHEIATHI I EDRWEIRETHI L, /2. &
HFIBE, 7V T — VBRSO A FEHEOUEA K S, B
RESEINC D DG 2 56 1 IREEIRE L EET 5 2
Lo B, MEERRETIZEM RS 2 R B e SRR
ETSICAT) SENET L,

GEV 5 AME EETRIE)

8.4 ML VR, HREOMMTIERA YKL ASNS Z
& (THEMB -2 ML) 2RO ZHE5TH2 . BB, A
KIOFGHEHE. AERSFOBEMEES X Mo biERIc X %
SERZ BT 2 2 2 DH 5 DT, WHERESICL) 2o DR
BTV ER2EHRT LI L,

9. HENEE2ET5BEICHTER

9.1 GHE - BMEEEDH 2 BE

9.1.1 EWEBEDEFERDH 5 EE

9.3 fTikgeiE=aE
NPT 25 B CHIERE OIS 03 % o

9.5 11w
IR SR LT AU RO B A IR EIR O A A
FatE4d LA LS N LGEICOAREG T L8, BipFEsk
(F v MEI400mg/kg. 7 FHE30mg/kg) THRIBFHME (5 v
P CALFELE, 7Y FTREOKT, bFEIE) 2HESTn
Bo 720 TV MITINRTTVU—VF M)A (25mg/kg/H) .
TEFY T VAR (400mg/kg/HULE) RU7 59 2a<A
v v (50mg/kg/HU L) %4 BEOEHES L72BRT, METHas
IREEDTEALDSFRDO SN TV 5,

9.6 ®ILE
G OFRER OCBAFEOE RMEEZ ZRE L. ZILOM T
kA ME 52 L, B%EE (5 b)) TP TS Z
ENHEEIN TV D,

9.7 MNRE
INBEER R L L 2R ERERIE G L T v,

9.8 =kEE
HALZHERFEOBIWER R S S b N7 E 13K 5 720 SEE (K
G352k, RENTEE L THETRH SN0, SikE T
FRAEDME T L CWB 2 D%, BERES b b 2 L 2'd
Z.)O

10. HE1EH
AHN OB AZIFACBEEE T 7 10— 24 P450 2C19 (CYP2C19)
T UBA4 (CYP3A4) OBGDFEO LN T WD, [164 ]
F 7o, REN O EHEEGWIIHRIERIC L0 . BEHIEER O WL % e 3
IS 2 2 &0 B,
*10.1 FFAZZE HFALBZVW L)

L

MRARAEIR - S8 5

W - falrE T

DIDIZ SIS NS 8
(=25 h)
(22 ZH]

YV YY) R D
ER%ZWE T 2 BT
Wb 5o

ARF D B 53w B
Hizk ), HApHA L
HL., VL¥EYy) V8
1 O WAL T L
VIVE ) v o
EMETT 52 LD
5o

10.2 HAZEE BIRICEETS L)

A BRPRAZIR - H 8 A7k T - AT
vIRL Y T2 A 0 i i FE | A 00 W TR 4 0 £
ATV IR Y ERTAIENHE, IR Y . HHpHA L

AL, HFEEH ORI
S %,
A Tarr—n AR T B O I v i LAY | AR F 0 '8 TR 3 W A AR
rIAF=7 EFT 282NN Do, HIZED . HHpHA L
AL HIFEH ORI
EHHT 2 BZ DD
%o

KBBALT VI =7 a5 B EAHTH %0
Vo KERfL~ 7R 2

LA DA

A B 512 ]
e R RO L 0 A
$e G- 1R P2 IR T C 73y
I35 v g5 BE AT I AR
MENLEN8%. 6% T
L7z OfEND %o

AR FLEHF— b AN RMLFH— ol
FEENERT L L
Wb FHED X b
R A N e
LaE. —RICAR
Hloxbg x4 52
LEEETHI L,

WIFIIAHTH %o

11. EMERA
ROFWERDH SbN DI EHdbDT, BEr 5w
EORRO SN E IS AR B Y R LE AT 2
t o

11.1 EXEEIEA

1111 Pavy BEEARH), 7F7145x%>— BEEARH)

11.1.2 AMERRS CEEEARH) . MFERIRAE CHEAW). /iR
WA (0.1%A) . BIMEEMm (FEAH)

11.1.3 BIERFR (BEAH). F#ERES (0.1-5%ki) . ®E
(BHFEANHA)

11.1.4 BEEMRR (0.1%A50)

EB WM, PR, B O RE (R5E) S0 b
AIE, ER IR oM 2 R L . AF OG- dik
T2 L0, BIBEERIVE VOGS EY) R LE % 4TS
&,

11.1.5 EEEE (WEAH)

R R B % SE (Toxic Epidermal Necrolysis : TEN) .
Fe FE RGNS #E (Stevens-JohnsonfEBERE) . ZIEALTFEED D &
PNLEZENH S,

11.1.6 SMBES (FEEARH), MEWBR (HEERH)
BB (BUN, Z L7 =% (CEETAIE,

11.1.7 &F b U LINEE GHEAH)

11.1.8 HEREBAEE (A
iAFe. B, CKES ., MR ORPIF7ae s B %%
B MR RRIE D S 5 b b 2 E D b,

11.1.9 RABEE HEAH)

11.1.10 #BELIRRE CHHEAHH)

AT, WETE, RN KE. R, R KEBEESEND
SbNbEIZENH D,

11.2 ZOOEIER

(BigB. +=EBEaE. WaHEE. ¥RERER. Zollinger-

EllisonfEfZ3. JEUS AMBREYRIE. BAE7AEY %585

IZH 2 BiEEXIT+EBEEOBERIE)

[==]
N~ IR

0.1~ 5% 0.1% i BHFEA T
liikid FIMER A i | 4R Bk A i v
BRI, GFERERYE | Bk L. ) v oREk
%, Al %2
isics AST. ALT. Al-|#&£E¥ ) vE Yo Lk
P. y-GTP. LDH|#
(2R
TG A I -5 BIF
TH1b MR T, MEER . SRR, o v KL R, BEGER
i, WA, 0|V YE. Bbah i ok B %
ISP 1. AR | (collagenous colitis.
7 lymphocytic colitis)
SR | VRS DIV, ALDOE AR, FiE
MRS Y D
HIH SRR . 1B 7K
T, Oob o,
ES e
Z DA WAL ArTu—|\TAaH. FE.HOoOb5DOE, B
Vo R PERR N - (BRI, FEEL BE. R, BTV
BUN® L&, H&FH|EHE. L TR, €= 7IE, K~ 7
JR. IR TSHEEN |CKO E5F v AME. T
L7

) FEBUHREE R REIERAA T ST,



ANYanga— - ol oREOHER)

0.1~5%Aii 0.1%K i
BB 55, FRE JRFEIE
ik F M ERiR A TR 2 SRR A, Y
YONERE A ) v sEkIE S
M/MERA . H IERHE N
JHT- ik ALT. AST. y-GTP® L5 |Al-P. LDH® 5
TEBR AR BiF, e B
HLas T BRBE, BRESEE . IR e, g /RT. DB
. BEERRZ N, MEAC. fE| . BB g, HAOR
B, g HERAREUE, B iR, Bigk
T e
Rt HFEW
Z o T ENR O L5 RTNTIE, R, Fo L
M, Buk, HER, £ L
A FRO LI, RO
LA PRAERE, SR

) FEBUHE L IES UL T S RIBEE BT I RT TV M) Y
Ay TEFTV) VKN D 7 ) A0 <A Y v O3FFEG OKER
F CORRABRL CRENGERREY &,

12. BRRERBRICRIFTHE
ANYanga— - ol oREOHER)
121 AYIaNY 2— - EOUOKREHELDXE
FGNT G =) F M) LEDOTO N R T, Y =T
EXRTDY KM, 7 F) AT A Y VEOHENE KA b
O =5 — VO R4 58 T E % Tl BCIREBIFZ RO
HIEAMBIEVE 7 BT REVEDS D B 720, BCIRFEMLRERIC L 5
FRBHE 2 170 At s OFEF O G T B4 DO
HTERTAIZENET L,

14. BWRAEDEE

141 EFZMHFEOZE

1411 PTPAEDOHEANIPTPY — F 2L ) L TR A L9
83528, PTPY — FORERIZ L D . WS AT A & ke
AHIA L, BTl E B 2 L CHERBIR 445 0 Tk 7 & BfE % BF
BITHZEDNRD D,

1412 FANIHERTH Y RAICH 2o TE, WA . Frw
20T, OARL T EIIEETL L,

15. ZO/DEE

15.1 ERRRERICE D %R

15.1.1 ARHFOEMHEG HIZREOE R — 7528072 L OHEN
Hbo

15.1.2 M BUO A EBOBEME T, 7oy Ry I oele
F =12 L BDWHEICBVCEMEE ISR REEE. THEEE
. BHEFH O ) A7 B2 SN Tw b, FFic, SHERY
EHE (4L ofBE 27 E8E T B0 ) 27 380
L7

15.1.3 {AMIBU 2 FICABEE 205 & L - HEo/IZEE T,
TUNYRY T ey — %G LZEBZ BT OA N
TIL - TA T A VIS E B BEEGD ) A BN ST
l/};e)()

15.2 FEERPREABRICE D 18R

1521 F v MiZ5mg/kgbh b % 24 RTRE 1% G- L - BRI B v
T, MECBIZH VT 7 4 FOFENAR LN EDHREDRD 5o

15.2.2 EWER (5 v MEOES525mg/kgbl ) CHUIRIRE =
I A 0 X2 o nA#EE N Th20 T, HHIZHz->
TIEHIRI AR IR T %,

1523 Jv NMIE#ETHLT V75— (50mg/kg/H). 7
EF TP AW (500mg/kg/H) KROZ ) An< ALy
(160mg/kg/H) % PTG L -3, BEMW CoFIEORR®
L EBDIJRIBDOIEIMH OBTRD D ST\ 5D,

16. EYE)EE
16.1 IMehiEE
16.1.1 INT IV —ILF MU LEFIRS

TEHER A F1220mg & M AT X E RIS L 2B ok
BHIZHN LY EIRE ST A — ¥ OB FEITTR T,
(1621 &)
FHR R RO SEMBIE T A — ¥

U s Crmax tmax AUC
Bt (ng/mL) (hr) (ng * hr/mL)
AT 437237 3609 937617
Atk 453+138 5314 901 £544

(Mean+SD. n=12)
F 7o, fEFE A T125mg. 10mg. 20mg% #i i CREHRSG- L
oHE (FEH55HH) OYWHE T A—-FIIUTOEB) TH
Z.)Z)O

TERE AT 112 B 5 SUEH S (5mg. 10mg. 20mg) DI s N75
V=)V F b ) T LD EIFEINT A — ¥

B | O = by | 6
5mg EM* 146 =56 30 (20-45) 23697 18+09
PM* 252+55 25 (1555) 585+137 42+05
10mg EM* 383+83 3.3 (20-5.0) 539 200 1504
PM* 509 =+ 64 28 (2.0-45) 1230 + 200 38+0.3
20me EM* 654 *+ 348 40 (25-80) 994 =477 2314
PM* 822+ 232 3.3 (3.0-6.0) 2331 =663 37x03

(Mean=SD., tmaxiZMedian (Min-Max) , EM n=16, PM n=8)
EFCHEER T ~ 7 10— A4P450 2C19 (CYP2C19) FHANL, Trt#Efz1#
L hpEsns,
EM (extensive metabolizer)
CYP2C19*1/*3
PM (poor metabolizer)
CYP2C19*3/*3
16.1.2 3FIGrAKS
BEHRERAT FIZTNT TV =) F b)Y 220mgH . 7TEF T
) YIRAT50mg (JIfli) . KON ) Au< A T 400mg (FI
fili) Z1H2[I7HE (FF12l) RAERHEG Lo I X7 F
V= )T ADOEYEENRT A= FIZUTOEB) TH
29,
RN TS F 12 BT 5 3FI B RAE I G- Mgk 7 X7 5 — v b
L DI TRE/ T A — ¥

:CYP2C19*1/%1, CYP2C19*1/*23 1%

1 CYP2C19#*2/*2, CYP2C19*2/*33 1%

Crnax tmax AUCo.12 t1/2
(ng/mL) (hr) (ng + hr/mL) (hr)
(EE/IIE) 578 £293 3.0 (2040) 934 £438 0.72+0.19
PM* + + +
(n=4) 948 =138 30 (20-30) 2600474 1.80+0.32

(Mean=SD., tmaxiZMedian (Min-Max))

MATCHEER T 7 10— AP450 2C19 (CYP2C19) FHANL, Ttz 1-#
LY pEEN S,

EM (extensive metabolizer)
CYP2C19%1/*3
PM (poor metabolizer)
CYP2C19*3/*3

W) ARRHEROHEE [EE, BACIEIRT I — ) F b))y a b LT

1H10mg. 7EF ¥ ) Yk & LClll750mg (Ufii) K27 51 A
oA e LTIE200mg (Jiff) 3% % FEIC1H2[E, 7H R
BE3 5, b, 790204, LEIS D CHERET S 2
LS TE D, 72720, 1A400mg (Jifi) 1H2M % LRE$5.] TH
5o

16.1.3 £ FHIFEFMHHER

(ZX7Z—JUNagEsmg [NIG])

(1) X737 — )V Nafibmg [NIG] &/ = v MEbmgk 7 10 A
F=N=FXY ENENLE (FIRT TV F R AL
L Chmg) MR AL 112 Z2 G B Rl 4 5 L il 5 N
T = F M) T ARBACRIREE R 2 HIE LTz, B S
BiE/8F 2 —% (AUC. Cmax) 122 T0%IEHEX I TH
FHRNT 24T o 7245 . AUCIZlog (0.80) ~log (1.25) D#iFHMN
T&H Y. Cmaxidlog (0.80) ~log (1.25) DHEFHILTDH - 7277,
RMEAEOFIE DD og (090) ~log (1.11) T, »>. #Hl
B CRHZEEI DAL L TW D 2 &S, MHI o4 PaFny a1 Hs
RS 79,

RIMAER S NT 5= VilEE X7 — ) F b7 AEEICHREL T
5o

: CYP2C19*1/#1, CYP2C19*1/*23 i

1 CYP2C19*2/%2, CYP2C19*2/*33 1%

FIERT A =% BHEINT A=
AUCo-10 Cmax tmax 1z
(ng - hr/mL) (ng/mL) (hr) (hr)
777 —)VNa
$5mg [NIG) 1249+409 81.3+319 32+10 1.1+£03
g;;J;v b5 1247+399 735+283 | 3813 | 10%03
(Mean #SD., n=30)
(ng/mL)
80 r —e— 575~ LNabii5mg NIG
70 k -~ /) TyMNESmg
Mean+S.D,, n=30
60 |
s
i
o0 b
b3
£ 30
20 F
10 -
0 -4 ad

T X7 =)V NafiEbmg [ NIG ) $ G-t DI 4 ik B oI
IMAE R EEEN ICAUC, Cmax®¥ D /87 A — &1, PR 0%
R A OTRIUAIEL - WS O RBRGIC & o TR W HEE)S
H5bo



(F~NTZJ—IJUNagg10mg [NIG])

2) 777V —)VNafElOmg [NIG] &7%) v MElOmgx 7 1
AF ==X, EnENLEE (ST FTS—)F M) oA
& LC10mg) % fREE A - 12 22wy B @"zl_l?x'ﬁ-bf[ﬂl g
RECREEZHE L., 55N WEE/ v X —% (AUC,
Cmax) |ZDWTHEFHINT %47 - 725 0. WA o 24 My 2 i [ 45
AHERR S 7z,

H5E/ ST A — 5 BENTA—S

1[[120mg 1[0110mg 1[[120mg

1H 1 1H2[m 1H 200

4otk 58.8% 78.4% 770%
- (60%1,/102f%1) (80%1,/102f%1) (77%1,/100f%1)

grade A KUY 65.1% 87.1% 79.5%
grade B* (561/86/1) (74451/85%1) (66151/8311)

grade C R OY 25.0% 35.3% 64.7%
grade D* (4%1/16%1) (6%1/171%1) (11450/17%510)

AUCo-10
(ng - hr/mL)

ti2

(hr)

tmax

(hr)

Cmax
(ng/mL)

5 N75 '~ Na
$l0mg [NIG) | 4073516131 | 2564612086 | 32084 | 106047

XY Ty N EE
10mg

40869*141.24 | 24372=7558 | 32+084 [0.90+0.18

(Mean+SD. n=23)

(ng/mL)
300 —e— 575 —)LNaft 10mg[ NIG
-0~ /%) TyMiE10mg
Mean=SD., n=23

250

200

150 -

TSR

100 +

50 |

0 1 2 3 4 5 6 8
FNT5 7~V NafEl0mg [ NIG | F£ 5 B DM ik E DHERS

MR E I NIZAUC, CmaxED /8T 4 —F13, %&%ﬁ%‘@%
?;g\\ PRI OFREUAI KL - R & O B4tk & of E7 B A REVEAS
;e)o

16.2 TRIR

16.2.1 BEOHE
TERER S 712 20mg & # 20 F AL RIS I G L 728, itk
BT TG L tnaxDS L7 IE S 2 & & & 12U
DTS HNTWBY, [1611 2]

16.4
R A F1210mg. 20mg % fE 115 L 72 W o 14 v o AR 3

FACIEBEEW B L D AER L 72 F = — 7 VIR T

Hotze TOMIHAHELZF F 20— 24P450 2C19
(CYP2C19) »%BA5-3 2 i A F MALKIBIZ & 0 Ak L7216 2 v
fk. 3A4 (CYP3A4) HB5$ 5 ANk ALRISIZ X ) AR L 72
2Nk EDERD S D 5 60, [10. B

16.5 HEtt
TR A T 1220mg & fE O3S L o356, 5524050 F I
JRANZ T RT 57— )bF N7 A ORZEARIEHRE S e, A
WTHDLNNVEYBRIEROZD 7 Vo 0 » BIAGEHI S8 0
29~40%. ANH TV — VAR D13~ 19%HkME S 7D )

16.7 EYHEEIER
g (F 277V —)v) CTHAARHESRF 71— 24P450 2C19
(CYP2C19) ~ORHHAIZ L VHHESEHP RO N T VWL YT
EXA, TV T7) Y (RINVTFY ) WHLTIRT T —
VT R AE IS OFF O M %ﬁ*i“%%i»:cw: £l
WESNTWD, o, HE (T V7TV =) TR
F b7 10— 2P450 1A2 (CYP1A2) OFHFE|Z X W MEIEHIEE
OHLNTVDLTETAY VI LTHIRT T —)F )7L
IR ISR 5.2 W S XN T WA D,

17. ERPREGIR

171 BIMROCLL2M(CEET 5 H5&

(BiBE. T-RBaE. UALEE. ¥RMaER)
17.1.1 —RZERREER R O —E R ER

B, T IR e A S T O AR T & R S
H1m10mgX1320mg%x 25 L 7z — R AR L & F *ﬁﬂi@c
ABR FE5IIH  6~8RM) OBARIETEDOLEBY THDHY 17,

10 (hr)

JE R/ AR BEE 2
B it 94.0% (189151/20111)
T e E 99.4% (159%1/160f1)
T T g% 90.9% (501/55f)
Wy & 83.3% (1011/1261)
F 7o, He AR PUAR T o W Al 2 % xF RIS H 1A
10mg# 248 #25- L 7= Rt (CEEMILEGRER) 12815

ARSI IEFR 38R 13786% (331/4261) TH - 7218,

WEHELCHEO 7O MR T4 e By — BRI

'I@IU OB REE RN R E LK G8E B O NIRRT
X BEWRIITEDOEBY THo7219, [72 2]

#1) XTIV =)vF b)) Al0meg/H. V75 —)30mg/H. *+ £
77— V20mg/ H % 8B P32 G- ARG S HERRR L IS RS
OBV A (S042) 12X A ESER

BEHELCHEO T MRy T4 v By —HRICIKIT
I@ﬂwkm@ﬁﬁk%ﬁ%kttﬁ%ﬁ&mﬁ 5@Wﬁﬁ@
12X IR (PRHE) IPTROLEBY) THo7/W 2,

FEFE SR OB
1[8110mg 1[8110mg =
101 1020 <95%11;.1§!z )
P& 5-528 %D 44.8% 73.9% 29.1 (189, 39.3)
E[SEREE (73/163f1) (119/16141) P <0.001

a) 10mgl H2[E-10mgl H1E, b) yx2E
WH2) IXRTZ =)+ )7 A10mg/H - 20mg/H. 7V 77—
30mg/H. A7 7V —=N20mg/H. =V X 77— )V20mg/H % 8
1 DA 3% 50 A R tE I S MR T I 23S

GEU 5 A M B BEWRAE)

17.1.2 —E5HIEERHRR
L AME EESEZ A RIZIH NI 0mgx %5 L /- ZEE
bR (P G- - 4ER) 2B 2R ER O 5E ek
R ORRFRIT, TNEN43.6% (4461/10161) . 55.4% (5661/
1016) Td -7z,
m‘ ERE. 10mg#e 5-0 1026071261 (11.8%) IZFBH Hiiz, &
7% aal)H’Eﬂi . 3B (2.9%) K OBEEE w26 (2.0%) TH-
7">22

;ITE:%)EET’Z EVCEBREBICE TSR EEXII T ZHEEBEEEODER

nF=|

17.1.3 —EEHRIEERHRR
=7 A1) > (1H81mgXX100mg) DEMHLG #LEL
L. 2O HEE T T HEBREOBFER* AT A EE LR L
L7 Tﬁktix?t%ﬁ@f*% Kaplan-Meier#: 12 & 0 %2 L 724
%%f%%@%ﬁ%xu+:ﬁ%@%w%%ﬁ%$uT%®tﬁ

ThH-o7z,

BWERIX. 9 XTI —F b)) 74 IOmg&%‘LE‘?‘TlE)WUEPlWU

(89%) . bmgt G- CLo6BIFFT7H] (45%) (ZRDH BNz, FHE
ﬁfﬂililOmgi‘&“’?—%’?’CTV&Uﬁ%%Zﬁl (1.3%) . Smgfk5-#T
THI3B (1.9%) . IFHERER 260 (1.3%) THh- f:23> 24)
1D11El5mg 1H1[E10mg X Hie)
(150%1) (151%1) (151%1)
FR B 4P 261 326
% 7200 28% 14% 217%
<g5f/j§{§§ F:EJ) (104, 717) (035, 551) (1584, 2927)
RIS 2 011 005
(9;.)2%)4%%&%) (004, 0.31) (001, 0.23) -
P P <0001 P <0001

<

Kaplan-Meieri#:12 & 2452, b) LogrankMiE. ¢) ®BIEF71L /v (1
[A150mg]1 H 3[al)

S5, 8524, T XT T —)vF M) T 4 % i K258 [
Mg G- L7 s (BRETCReR76: M P2 5-) . Kaplan-Meieri%: (2
LD HEE LBl O3 IR IBES o REFEEE. 1HLRA
5mgT3.7% (95%EH#AX [ : 1.53,864). 1H1MA10mgT2.2% (95%
fEHEIXT © 0.726.75) THo7ze BB, FG206EDE, i

a

FNXT = )F b ALH1ASmg X IE 1 H 1 10mgl2 ¥y &

2T IORB2BEM ke - L 722,
(BBEXII+T=BBEEICE T AN 42— - EOUDKE
DB
17.1.4 BERNERKRHR

AN anNy y— - ¥n) EEo EEE LT IEBEEOEE F

ML LENORIKRE (7 XTI =V Fb)oa, 7EF
U VKRR 5 Au~ A4 Yy ®lH2ET7HEROES)
B ABRHERIITEDEBY TH D,

BIEMIZ, 9T IV =)+ F) 7 410mg. 7TEFT ) UKk
MW750mg (Jififi). 7 51 Au~A 3 »200mg (Jifif) #5512
L0, 12961514061 (31.0%) (23RO HAL, EAREIEHIZT #1665
(124%) . #KfHE1361 (101%) THholze oo TINT TV =)L F
N1 A10mg. 7EF Y V) YAKMIIT0me (). 7T ) A
T A ¥ 400mg (FIil) Fx5-12 X 0. 12360d5561 (44.7%) 12
BIE N3 b, ERBEIETIE THI2660 (21.1%) . #kHE 1341

(10.6%) . WRIEEHF 136 (10.6%). MER7H (5.7%) T -
7226 2)



¢ e 5 PR
EIMOUMSE | g g [r—mmam] ot
FNT 7=+ M) Al0mg
A 87.7% 83.3% 85.7%
TEXY V) VKRT0me (i) | 20/ H
55 284 Y > Wmg I (57f51/65051) | (45f51/54081) | (102151/119%1)
FNT 7=+ M) A10mg
A g 89.7% 87.8% 89.0%
TEXY V) v KRT0mg () | 21/H
552074 ¥ 400mg (V1) (6111/68151) | (361l/4111) | (97451,/109%1)

LB, Wb ) ans v — - o) o s - 2R
BB RT3 5 R O BRR B (2B W T, RO
BELNTWER,
E3) BEFA oK G, ROHRGHEEITROEBY) THY ., ENOARH
BROHE L3RS,
FARF T —VF MY Ak LCLE20mg. 7TEF LI LAHE
L CT1l1000mg (JIii) % U7 59 2a<4 >k LCla500mg (1
fifi) »3%1%1H2M ., 7H RIS
T, ORI TA v EY— (S0 TTS—V), TE
XU VKA ) Au< A Y DOIFIFETIZL BAY
a7 — - ¥ OBRBEEEIARG TH > 72N anNy
& — - ¥ ) B0 BiEE G T IRBEEOBE R NRE L
EROWE (XTI —F b a, TEXFT VY VKAY
B A ba =gy — Vol H207HEZEORS) 1281 5 BREE
1282% (49%1/60%1) &#iis ST 529,

18. EERpEEIE
18.1 1EA#F
FNRT G =) F )7 DT EE I O BRI CIE R (A
V727 IFK) kY, Ya by Ry T (HY, KT -
ATPase) OSHHEX 5 L CREFRIEMEA E L, W5k % #i3
Bo SHICMHESNABFIGEORBEIZIE, FIIEHEMAL SO
EWOWId 5\ I TNV E FF I & BIEEARDW LS LT
WELDEEZLNDL, TOM, FIVE FF L o TR
HYAES AUl HEE S HER S B30,
18.2 BEANFEER
18.2.1 EEEMABFIZBUT B H A ) Y HlEsERswIcs L, 181
E10mg#% 5. 1H1E20mgdk 5T & b 128500 H 2> & % 0] 2 J#
TERZRL, 510 HBROTH HOME WO ZIE1H 1A
10mg#5-T72~76%. 90~96%. 1H1M20mgH5 T88~89%.
99% T %30 32),
1822 v FHHEREARIIBIT LY 7F ) IVHA 2 1) v 7 AMP
I £ 5 BB & B9 433 (in vitro ) o
1823 BUF A I FEERICBIILLAY IV, RUVFTAY
CHBCE RS W, T Ty MBI A EBSWME e A Y
3O R AL R LR A IR & 2 9788) 85
A RXdDBVIET v MBI BRSWHHIER o REIX, o
O bR TIHERNCHE LELS, IR A A N) o LT %
\133) ‘36)0
18.3 ERpHLFEH
RS T 128 2 BWNpHIH L. 1H 1E5mef%S-. 1H 1
10mg#%5-. 1H1M20mg#k5-CT& b I2HEW 2 FAEHEZRL, #%
55H H D248 i 2 pH4LL & /R T 0 #4131 H 1 [H5mgk
HSOEM*T46%. PM*T63%. 1H1E10mg#k5 DEM* T58%.
PM*T72%. 1H1AI20mg# 5 OEM* T61%. PM*T76% T
%ZjO
MIFLBREE T b 2 10— AP450 2C19 (CYP2C19) FHANE, FititfnT-5
IO SEEND,
EM (extensive metabolizer)
CYP2C19*1/*3
PM (poor metabolizer)
CYP2C19*3/*3
18.4 H*. K*-ATPasefEZ=E{EH
7y Gk X ) FEL L - HY, K-ATPaselZkf L. i@V BHE/EH
%ﬁij—sﬂ 38) (fn vitro )O
18.5 MEEIER
Ty N e O BREEREE D 5 VI FEBFERBPRZE (GEGHE
AMLVA, KEWTA LA, WP, DA77 3 v, -
IH )=V T AEY) V) Zxt Ly BOPEEEN S 5 ik H
IR ZE LR % 9730 39) 400
18.6 1EA#%F
ANYanNya2— - EOVRKBREDOHED)
TEFIIUY VKR F) Au~xAT . TEXFY V)V
KRR A ha =5 — v O3FGEHBEEICBIT LI XTT
V=)V MU LAOEENIHMpHE FHEELZEIZED, T
EFXFTV)UARHMR Y Y A< A Yy OFEIEER SO D
ZEIIHBHEEZLENLN,
18.7 BREIZIE
(ANYanya— - QY BREOHED
AFFXI %Mz aNyy— - O ) ERETFTIVIZEW
T, BRERBICAT2T7EFY V) vk E 75 ) 207 A
TYDRIBFHORRIE, FSARNTFT =V F P T AENMADL S
LI LY MR RSO S,

tCYP2C19*1/*1, CYP2C19*1/*23 1%
1 CYP2C19*2/*2, CYP2C19*2/*33 1%

19. BRI ICEAY 2 IE{EEHER
—fEBHR - T XT T =)V M) 7 A (Rabeprazole Sodium)
1t&#44 © Monosodium(RS )-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-yllmethylisulfinyl)-1 / -benzimidazolide
4513 0 CisHaoN3NaOsS
4rfi 38142
R B~ MEAEONRTH D, KITHD TET T <.
I 7 =) (995) IZEIFTRT Ve 0.01mol/LAKEE LT
MU AGRICTET o BB TH Do KREEH (1—-20)
BHEEEE R E RV, #RETESRO LN,
AR

O —CHs
HsC (0] J—/
e T

Na

N \
-

N 0]

20. MEVEDEE
20.1 7OV I ERHERIIRA I TRET A 2L (GRERPERT T
HIENBHB)

22, @B
(S~NF5J—JUNagesmg [NIG])
1008 [10%8 (PTP) x10. #Z/&#IA Y ]
(5~F 5 —IuNagg10mg [NIG])
10042 (1082 (PTP) x10. $ZME#IA Y1,
5008 [10§¢ (PTP) x50, 8ZEFHIAD ]
10088 [TV 348, NT| ERAIAD ]
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