2025 4 4 HUGET GE 2 i)

%2025 4 4 AER G 1 1) AFBEGRIRES
B R EIRG AR N 2 E 872529
BRI : 3 4 . TINT T BT L
— \Y — —
S35V —IbNasbmg (=70)
— \ Y — —
SN’S5Y=)b Nas 10mg 1=~ 0]
Rabeprazole Na Tablets
#& 5mg #& 10mg
#* 58 & 5| 30300AMX00171 22200AMX00774
BR 55 Bd 4R 202146 A 20104 11 A
GFU 5 AR BEWTRIE)

2. BB (RDBEICEBELENI L)
2.1 RAFND RT3 U BUE OB TR D & % BF
22 U)LEEY iR 2 5 0 B#H([10.1 B

3. MRk - IR
3.1 #mk

Ik & A L% o Al

D-¥ = h—)b, &
(g7 AN N -

o E%'Eg?%%jj mtlo—2, B R
$iE 5mgl =70} NLF Ry |B—A AL AT—
S | ATV YL (G

WiEr RofF 7o

Ellv)lo—2A, A

FTT BT

A TFI)VEILO

lﬁfﬁﬁ Z2. e7oAn—
5~75 =k Na| BAED 1255wz
§¢ 10mgl=71) |1 5 {7, | ZUEY HEl

10 BT 25V, BRILF
M 15>, #e ="
RN =1

3.2 WA DMK

HE - RES

ik 7 A R Eg | R | ®R

(mm) | (mm) | (mg)

/77 A5
@

X7 5 =) Na

BEADGE

$& 5mgl = >0
PRSI ZN=E

#57%27] 67

o TA T
INXT T =)V Na| (Jgisse)

A77 3477
=

#& 10mgl =~7'm

%e.7]#39] 132

4. hEE - 2R

O BigE. T=EBaE. UASEE. YREEEX.
Zollinger-Ellison fE{&%%. JEUV 5 AME BEFTRAE.
ERE7AEY U BE5EICE T8 EERIT+=4E
FiEEOBFEIMH

O FRICHETBAY AN 24— - EOY OREOHE)
BiEE. t-EBEE. B MALT U /NE, wiEd
/R EE. REISEICH T 2MRENEEELE.
AYanys— - oy EEER

5. %hEE - HRICEAET ZEE

(ZhEELLE)

51 AF O G MNBREIC X DERZREkTHENDH D
DT, BYETRWIEZHRBOI ZAHEGTHZE(H
MALT U > /NI, B ST 2 ARSI IE IR B I
BIFHZAYIONTY— - EOY ORBREOHZRRL),

5.2 %50k 2 A E2HZE L THREMHE L., EIRD
UGEEAINFED 5 R WSS, BRI EAS O RN
EZONDOMOEY)IRBBENDEH 2T 5 2
Eo
RRAE7AEY UHBE5EICE T2 5EE TG E
BEOBZEME)

53 Ifife - #REOERMEIOZDITIEKAET AEY > %&
B 5 L T EEER G R E L., HGHRIKRITEL
Tld. BB XTI T EEEEOELERT 5 &,
ANyanygg— .-l OBREOMHEED

5.4 17 ™ MALT U > XEICKT BN aNT & — -
O BRENEEOE RIS L Tz,

5.5 oMt /MR AEIC R L Tl A1 R 1 > %%
ZIRL., AN INTZ— - B0V RETAEEY) &P
INDIEHNC D ABREEFEZITD T &,

5.6 FHIBEICHT 2 NHEEREEEZ S LAMTIZ. AU
O\ & — - B0V REREIC K D B OFIEM SN
T BEINMEITRENL L Ty,

57 ANYIONTH— -« EOVURERREERIZHNWSERIZIE.
AYANYZ— - EOUDNEETH S 2 &N R
FIZEOANY) AN Y — - EOVERFERTHDH L%
WRTDHT &,

6. A% - AE
(BEE. T=HBEE. W&EIEE. Zollinger-Ellison
EEMREF)
WE, RACIIIRNT I =)V F MU T AEL T [E
10mgZ 1 H 1 HEO#EGT 50, JmIRICKD 1 H
20mg Z# 1 H 1 EROKEGT5IENTE S, 25,
WE. HEE. WalmE T 8 EME T, 5
EETIR6EMETOESET 5,
(FERERER)
RV
MR REROBEICBWTIE, W@, RAIKIES
NT IV =) U LAELTIE10mgZ1H 1
BRI 59 508, #IRIckD 118 20mg 2 1 H 1
EREOHEG 2 2 ENTE D, b, @H. 8l
EFTOREETS, £=. JOobhR>TAeE
51 L BB THERA TS84, 118 10mg X
& 1[E20mg Z 1 H 2|, &5 8AMKO#SET
5T EMMTED, 2720, 11H20mgl H 2 B#EIE
HEOHBEGEEZAT25E8ICR5.
© MERPRETE
I - FRZ#R DRI R B E R DMERPEIEIC S
WKL, %, RAIIZIRT IV =) hU DA
ELT1E10mg % 1 H 1 ERAKET 2, £k,
TahYRITA I EEY IR DBETHRAT
Sy TR R BB R OMERHEIEIC B W TIE, 1 [E 10mg
Z1H2EROKEGTZHIENTES,



GEU 5 A B BEWRIE)

WE. RAIKIEZIXRT I =)L F MU AELTLH
10mg Z 1 H 1 B#ENHRE59 %, 72b, @, 48
ToOHGET 5,
(BERE7AE L EBE5EICH T 3EBERI+ B8
BEOHEFIH)

WH. RAIIESR TS =)L F U AELTIE
S5mg Z 1 H 1 BEEO59 20, IR/RA 70561
1 10mgZ 1 B 1 EROKEGTEIENTE S,
(ANYanyg2— - 0oy OBREOEE)

W, RAIIRSRT S — )L F U LAEL T IE
10mg. 7EF U 2KFME LT 1A 750mg(J7
i) e 7 5 U 20~ A 2> & LT 1 A 200mg (J1ffi)
D3FZFKEZ 1 H2E, 7 HEROKEGT 5,

2B, 770201 T 0d. HEIDNU CGEEET
LZENTED, 720, 118 400mg (i) 1 A 2 [
% EREET B,

TJah RITA o EY—, TEFI U KK
K750 28314> >0 I3FHBEITLDLZAYANY
& — - E0VU ORERENRRIOE L. Zhucifo
DIREE LT, @, RAIZIZIRT I —=)LF U
LAELTIE 10mg. 7EFZ U KMELTI
6] 750mg (Jiffi) R XA b O =4 —)L & LT 1 [H
250mg @ 3 AlZ A 1 H 2 [, 7 AREO#5T 5,

7. 8% - AEICEAET A EE

(Bi&E. T=EBEE. WAEEREE. Zollinger-Ellison
AEfZEE)

7.4 IR L WIS R OEFRME: - #attoB i 1 [
20mgZ2 1 A 1 MG THIENTE S,
GERERER)

7.2 IR 0NE L WA R O FE - A0S 1 E
20mg % 1 H 1 A5 92 2 &EMTES (HF - Bz
ORI REROHRRIE, TOh2 R T A
b EY —IC L 2 BETHRAT G GRS . £z,
TO k2R TA B EY =X BIBRETHERT D2
BEFITHL 1E 10mg XI& 1 [H 20mg 2 1 H 2 [\, &
517 8 MR ET 2B E1E. RS Tl ik kA
ROEEL TWRWI 2RI E, nB. A1
[[] 20mg @ 1 H 2 [ 513, NSRS TEE OR5E
EEEHERLIZGEICES(17.1.1 2.

8 EELEAXRNIE

(ZhEEE)

8.1 AKIDFZ G HIZIE, MiRGCITHREICIER L., @il
P MR - MR AL IR EETTS ZENEE
L,

(BigE. T2EEEE. USEiEE. FULAMBERE
WFAE)

8.2 EMA DM BN+ TR WD T, HEFEIEIIZN
WRWZ ENEE LW,

GEFRMERE X DM IFEE)

83 ¥ - R ZHEVRITEESLTO R T 1 b
EY —IC X BB THRAT D REFITH LT & &
L. &g, #ERFFFEOLEDLNEZITTO ZEDRN
IOBETHE, 2, BFHIR. 7L 3 —)LEIUH
FRE&DATEEBOWENK S N, BfRENEICHZ
DT 2B ICIIREIREEZZE T &, &
B, HEREEPIE I N RERE 2 EET 57 E8
RETHITITD TENEE LW,

GEV 5 AME BEWIRIE)

8.4 MZIC K DT, HEEE OERPHAEIRDHE DR L
AENDZENFHMBRED 2 BLLL) ZHERED S 25
T5ZE, BB, KEOHGNENE. BRSO R
I8 K OO AL EREERIC K DR ZRE# T D 2 &0'H 5
DT, NHEREZICLD NS DEBTRNT & 21
BITDHE,

L. BENEREZFEIHBEICHATIER

9.1 A - MEEZFEDH 2 BE

9.1.1 EMBBEDEEREDH 2 BH

9.3 iR ERE

JREZS B3 T MERNE DA 2 D 5

9.5 Wi

IR SUFAEIR LU TW S ATREME D & 5 I idia iR Lo f
I ERRIEZ LRI D SHBTE N HEITOAEET S
&, BER(S Y MED 400mg/kg. U FERE
30mg/kg) THRIEEME (T v b TILEERE, UJFTH
HOMK T, LEEE NHRESNTND, £ Tk
2T RTZ—=)bF U T L QR5mg/kg/H). TEFT
U 2 RRM (400mg/kg/ HEL 1) RN 51U 20< A
> (50mg/kg/HEA L) % 4 EEDHAE G U 72adB T,
e THRAIREOFELGRD 5N TN D,

9.6 ®ilw

B OB RMERORIARBEOARMEEEE L., ZALD
Mhige XU L2 AT D 2 & BER (T v ) TR
TABTT L2 EMRESNTND,

9.7 NR%
INREE R & U T BRI NG L TU7sn,
9.8 EiEHE

THILEEIRSE DRIER D D 5 DN G B3R ET B0 L
HECERGTL I L, AANFEE L THETR#END
M, mlE TIEFEENME T L Tna 2 &% <, BifE
HANH5HDNZ I ENDH %,

10. #HE1EH
AHEDORBHIIAFCHIEEE F - 7 0 — L P450 2C19
(CYP2C19) TN 3A4 (CYP3A4) DR GMZR0 51T
%, [16.4 21|
Fio. AR OEEBESWIHIERICXZ D, PRSI OK
N2 AT HH T2 Z ENH D,

101 FRAZS (HFALAEWVWC &)

A5 BRPER - FEETE T - EBRE T

DLE Y Ml | UL EE D SR | A0
H(TY 15> M) HOERERSET | FIfERICED, 8
2.2 B LPZNHBH 5. |NpHALERL,

VB
i 0D W I A8 I T
L. UILEEY >
Dl AT
THIEND B,

102 GiAEE (BAICEETS_ L

55 ERRIEIR - BB AL B - faBRRT
SEEDD) AT LA i il | A0 B W 0640
AFNOIARL L (ENERT S & | BIERICED, B

W5, N pH 28 L5 L,
FHF AN DRI %
[T 5.

A NT a7 =)V | FTEFN O I i | A KD B 53 s

TI4FZT ENMET T 2B (FIERICKD, B
N1H %, WpH W EF L.

FHTFHEFN DRI %

MK 5 BTN

H5,




A4

AR - BT

Wy - faBR T

KEEAL T IV =7
LTV - KL<
VA SAVNN- Y EN0))
il 751

A AN B 51T L
Al 1 A 7] e AR
. HIEERIE S 1
I P B Al T

WHFIEIAHATDH
2o

i S rh R EE R T
HER TN TN
8%. 6% T L7z
EDREND B,

ARRLFT—KAMPLFH—HEFIIAHTH
DA REEN LR 5,
THIEMD D,
EHEOX N L
FH—hERET
DT, —H)
IZAFIDF 5%
135 E2EE
5 &,

11. Bl/EH
KROBWERNH 5D E0NHDHD T, BHgE+0H
Wi, BENRO s N5 IC3EkSE R 57
EHEgaAEE{TO T &,

111 EXLEIER

1111 a3y 7 EERH), 7F+7 1 7% — GEHERE)

11.1.2 JAIMERRE D BAE AR . MFEREREE (BEAH) |

M RiEE 2 (0.1%A0) « B E m (5 EAAH)

11.1.3 BIERT R (BRI . FARREREE (0.1 ~5%AR ) «

BE (FEARH)

11.1.4 FEE MR K (0.1%A0H)

FEEL, oz, PEWRIREE, fiiE O RE (IREE) SN
5NZHEITIE. HONITHEE X #1455 DB & Lt
L. AFOHFEE2RIETHEEDIT, BIBRERILT
RO GEOEY) U EEITD T &,

11.1.5 BREE GHERH)

HhEE 2R B S SERIARIE (Toxic Epidermal Necrolysis:
TEN) . JzJ& KRR AR E i B (Stevens-Johnson SEMEHRE) .
SWALHZE NS 5NE T END 5,

11.1.6 AMBEE HEAT) . BEMBERX BEAY)
BHERERR AT (BUN, Z L7 F 5 ICHEET B I &,

11.1.7 €7 b U 77 L IMAE (BEEAHH)

11.1.8 1B E RARRAE O & )

AN, B, CK BER. M RNRFPI Ao
> LR AR ET HRERRIEN D Shis Z &N
H5,

11.1.9 RAEE (BEEARH)

11.1.10 $5ELIRER (BHE ARBH)

A%, BETE. RN 8.
BN SDOND I ENDH D,

1.2 ZOMOREER

(BiEE. 1-EBEE. UATEE. SRMEER.

Zollinger-Ellison fE{Z#. FEV 5 AMB BEWRAE. K

AE7 AU HBEBRICET2BEER I+ 2B EE

DOFHEIMH)

R, R W

0.1~ 5%

0.1%AKis

B R

I BEAE

kS

IRT:3

F ifi BR 6k >
F I ER S0
by B BRI 2
A1

LBk
IFHERIEZ
U > /XERIA

AST. ALT. Al-
P. 7-GTP.
LDH @ L&

meUILE >
DEH

I E E5

i

0.1~5%A i

0.1%A it

AT

HLas

FERL. T,
L8 2 i e
M. TN %

Wi, w0k,
3D
o7, O

ER, MR, 5
(EEAPNITEX

(collagenous

& . tﬁfﬁ A colitis.,
N lymphocytic
colitis)

FEAPORRE R | BEYE HEWN, &AS|TALE. SiE
oE, IR&.
DU 7. Al
REFR. $B
KT, 0o
;ﬂ‘%%%

Z DAt MOl AT\ hTHEE. F
O—)b « k|, BERK.
fEls - BUN O |5 #4, ii £|HARE. &7
FROUEAR, E. LN >EZT M
M TSH 80 | &, CK @ E& [4E, K~ 27 %
27 I IfLE.
LA

Hot 5D
. BHHEE.

) FEEE I RLE IR SR & 3 D,
(ANyanyg2— -0l OBREORE

0.1~ 5% 0.1%A i

BT . FHRRPB JER IR

iR F 1Rk ek 2> IFFRERIE % . TP ek
A U BRI
DIVZAS: $:E 2N WA

B, A EREE

R Bk ALT, AST. v-GTP ®|Al-P. LDH @ L&

E5

B iE. MmEEF

HtEs T, ORME, BRI | OE. ONK. e
W MR, IEEEE . DBER, B
& MRS, FERE. & RER. BRI,
%, BECARE. 2Bk

s e

R iR | UM BHEN

Z DAty e O B 5 B FE, BRI,
HOL O, BuU,
HHR, RELF,
FRO LUK, R

e E5F, IRESEE .

PR

) HEHE I BE I+ EREEICB T IR
=)L F R LA, TEFI DU KRR 51
28120 3G OEZERE TOKRRABR L
FLERERAEE S D,

12. BRRBREBERICRITTEE

(AYanya— . oy oREORHEE

121 A)any 42— -0y OREHE LEOEE
IRTF=)F NI LZEOTORN R T1 2k
EY—T7EFU K, 75U AOXA T
HLOHEWEKROA O —)L O 08 5%
THEETIE, BCIRAMKABMOHEIMEEEICL S
AREMEN D B 728, 1IBCIREBEM-GABRIC L 2 REHE
ZITOHEEIE. NS OHEAN O G T 4 HLED
B TEMTDZENEEL W,




14. BHEDEE

141 EFZFEOIEE

14.1.1 PTP @20 #HANI PTP > — WO L CTIRAT 5 &
HIET B &, PTP o — FOEMKICED, MWLM ENE
WEREEARIA L, FICIIEA 2B I L CHERIARZSEDERE
EGHHEERMFRTEZEND S,

1412 AFNIIGESETH V. RAICHZ> TIE.
WEDETIC, ODBHALETEIOIBETDI &,

WA,

15. ZDRDEE

15.1 BRERERICE D 1BRH

15.1.1 AFIOEHHRGHICBIEOERY — 72207 EOWmE
Wb 5,

15.1.2 BN BT 2R OBRMIE T, Yo bR T A 2k
EY =T XD RBICB W TEMBIEICHE D RS T, T8
B, BHEBITO U 27 BNNHEIN TS, 2. &
FAEROEM(Q FLE) OBEE 2 72EBE T 5oy
AL 7=,

15.1.3 MBS0 I BT D BICAGRBRE 65 & U - B O BRI
T, JObh AR TA e EY—2HKE5 L ZEBEICBWTY
OARYZIL - T4 T4 VKD BEBREGD ) 27 88
MWHEINTWDS,

15.2 FEERARABRICE D < 1BER

15.2.1 v MZ 5mg/kg LA 1% 2 4ERIRE O3 5 U = # ket B
BT, METHITHIVF /1 ROFENHA SN EDHREN
»H 5B

15.2.2 B (5 v MEOHS 25mg/kg BA 1) THURIRE S K
QYA OF > > OBEMMNRESINTNWDHOT, FHIZH
7o o TR R ICTE R T %,

1523 v MEETH DT>V 75 —)L(50mg/kg/H) . 7
EF U KR (500mg/kg/ H) X7 1) 207 A 2 >
(160mg/kg/H) 2Pt 5 L 7zidBa ¢, B TOBEEOR
& EHITHBIROFEFEIHIOBETRNZRD 51N TN D,

16. E4EHRE

16.1 MmeiEE

16.1.1 STV —IbF MU LERGS
R A B2 20mg ZH#i R T IIERICTR OG5 L 2R o
R ERICE U 72BN S A —F OEEE 2 R ITR
T, [16.2.1 /]

BHENRABIEF OEKYBRE/N T A —5

C t AUC
JL L max max
R (ng/mL) (hr) (ng - hr/mL)
MEET 437 £237 3.6+09 937 +617
JEXE 453+138 53%1.4 901 £544

(Mean+S.D., n=12)
F7-. A BT 5mg. 10mg. 20mg ZHify N TKRIE
$eh5 U7zl (385 5 HH) OFEMERE/N T A=Y T T D LB

fERERR A B TIC B % KB 58 (5mg. 10mg. 20mg) O ifi 4
TIRTFV=)VF MUY LDEMEEE/NT A =5

S L Cm X tmax AUC(O-t) ti2
Him a a
BERIZRE (Jmb | (0 | (g - he/mD | G0
. 3.0
x + + +
EM 146 £56 (20-4.5) 236 +97 1.8+09
Smg 25
>:< .
PM 252 £55 (15.5.5) 585+137 |[4.2+0.5

- Crnax tmax AUCqy Lz
L Bi=idl] ma ma
B ZHE L (0D | G g - hymD | (o
EM* 383i83<28%0) 5394200 | 1.5+0.4
10mg .2 8.
PM* | 509464 |, ) o | 1230%200 | 38403
EM* 6541348(23%0) 9944477 |23+14
20mg .33.
PM* 8224232/ 5 2 o | 23314663 | 37403

(Mean £S.D., ty. t& Median(Min-Max), EM n=16,PM n=8)
KB F 70— A P450 2C19(CYP2C19) ZH AT,

TREBETFREIDHEINS,

EM (extensive metabolizer):CYP2C19* 1/* 1. CYP2C19

*1/*2 X1E CYP2C19*1/*3

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

X3 CYP2C19*3/*3

16.1.2 3 FIfE AR E
HERABTFICTRNT I —)VF MU DL 20mgH . 7EF
) oK 750mg (i) . R U 20X A 2>
400mg(Sifli) &2 1 A 281 7 M GF 12 [B) KER OIS Lz
BED T NXTF =)V F MU DT LDOEYBRE)N T A—F XL
DEBOTHBI,

A B T BT 2 3 FIGFH RER SR O MisErh S X7 5 —
IV S UD L DEYEE/NT A—F

AUCq.12
(ng + hr/mL)

ti2
(hr)

tmax

(hr)

Cmax

(ng/mL)

EM*

+
(= 15 |578+293

3.0(2.0-4.0) | 934*438 |0.72%0.19

PM*

948 +138|3.0(2.0-3.0) | 2600474 |1.80+0.32

(n=4)

Mean £S.D., .y V& Median (Min-Max)
MIFHEEET b7 00— L4 P450 2C19(CYP2C19) £IRALZ,
TREETHEIDSEINS,
EM (extensive metabolizer) :.CYP2C19 * 1/* 1. CYP2C19
*1/*2 XX CYP2C19*1/*3
PM (poor metabolizer):CYP2C19*2/* 2, CYP2C19*2/*3
X3 CYP2C19*3/*3
1) AR - ARIEGER. RAEIRT I =)+~
TAELTLE 10mg, 7EF U KM EL T
6 750mg (S i) kN7 U ZA0x A > &L T 1 [H
200mg (F11ii) ® 3 Fl&=FFZ 1 H 2 6, 7 HE&EO &S
T3, 2B, VIV AOA T UE, BHEIDEC THEE
WMET5ZENTES, 272U, 118 400mg(Ff) 1 H
2% FRET S, I THS,
16.1.3 £ A E FHEHER
(FXFFYV—JUNadg5mgl=7O])
N7 F =)V Na$g 5mgl =71 &/ Ty MM 5Smg DE
NEN1E(SGXTI)—)LF MU TAELTEmg &, 71O
AF—/IN—{EIT K D RN B FITHE B BRI (1% 5 L Cifn
Frh I RTF =) F MU ARG * &2 JE Lz,
(E35) ﬁf:%%%ﬁ%/\" TRA—=4 (AUCOﬁlohr\ Cmax) IZDONnT
90%1E FEIX AT THEGHR#MT 217 - 7ofd R, AUCooop, 13 log
(0.80) ~1og(1.25) DHIFANTdH -7z, Cmax I3 log(0.80) ~
log (1.25) OHIFI TH > 727, A HE D SF-IE D 28
log(0.90) ~log(1.11) DHEFHNTH O . D, HHEBRTHE
HEENERIL TWB T ENS, WmHIO A FH RIS A i
Raniz9,
KR T RTF—)VBEEZTXT T =) MU T LR
BITHEL TWD,




SHEYBNRE/IN T A —5

HIE/INT A—F BEINT A—4
AUCo- 10nr Cmax Tmax ti/2
(ng+hr/mL)| (ng/mL) | (hr) (hr)
FRT 5 =)V Na| 1249 81.3 32 1.1
$& 5mgl=~7'o +40.9 +319 | £1.0 | +£03
124.7 735 3.8 1.0

)T o k&
NUT RESM| G599 | 4283 | £13 | +03

(Mean £S.D., n=30)

(ng/mL)

80 —— SATSU—)LNaft

5mgl=~0]
—a— /N Tv MNESME

70

m 60 f
b2 Mean £ S.D., n=30
th 50
ES
z YO
1t
30
&
B0t
E
10
0 . -
0 1 2 3 4 5 6 8 10
B (hr)

1 3% PRZEA LR IR EEHERS

IR EE NG N AUC, Cmax HD /8T A—F13, #HEBREDE

R R DOLREXEIEL - BFRE)SE OFBR R IT L o TR w]RElE

Wb 5,

(INTZJ—JvNafE 10mg[=70O))
FRTFY =)V Na g 10mgl =70 &/ v M 10mg
DENZEN 1 HE(SRT T =)V F )T LELT 10mg) %,
7O AF—/N—IEIC K DR A S FICHEERER O E L
TSR T RT T =) N U AREACARIEE 2 0IE L7z,
(35 ﬂf:%%iﬂ%\/ﬁ TA—5 (AUCO—HOhr‘ Cmax) IZDWT
90% 15 HEIX AT TR 217 - 72 /55, 1og(0.80) ~log
(1.25) OHPANTH O . WAIOEWFHFREENHER S N
729,

SEENRE)N S A — 4

HE /ST A— BENTA—F
AUCo—10ne Cmax Tmax tie
(ng-hr/mL)| (ng/mL) (hr) (hr)
SRF5 =) Na| 407.4 2565 | 32 11
g 10mgl=70) | +1613 | +1209 | 08 | *05
408.7 2437 | 32 | 09

s
NUTyREIOMg s | Y756 | 408 | 02

(Mean £S.D., n=23)

(ng/mL)
300 r

—eo— TINTJZYU—)UNaE 10mgl=70]

fm 250 f ---0--- /XU hET1OmME

i3 T Mean £ S.D., n=23

B 200 |

*

E

1t

ZS

P

B

0 2 4 6 8 10

RFfE (hr)

MR AR IR HERS

Mg PR N AUC, Cmax Z5D/8T A—F1d. HRBRE DR

R RO EREEIEL - R OB G I & > TR 5 TREME:

Nh 5,

16.2 TRIR

16.2.1 REDEE

fEER A BF1Z 20mg Z#t & T XIFERITR OG- L 72k,
BBREG TIIHE FRGITI U tyy 2 1.7 BEEHEGES 5 & &
BT EARENRD 5N TS YD, [16.1.1 2]

16.4 13

fEFERR A B 12 10mg. 20mg Z# 4% 5 L 2R o o
R, FIIEREEN IR TTRRIC L D ER L 2 FA T —
TIVKRTH - 7z, T OMIFEHBEETF N 70— 24 P450 2C19
(CYP2C19) 2BH5-F B i X FIOULEEIT & D A pE U 7= i A F
JUIK, 3A4(CYP3A4) EEET % Z )Lk AT K D ARR L
T2 2V AR 5= 6.1 [10. 2]

16.5 HEt

fERERR A B FIC 20mg 2/ D5 L6, #51% 24 Rk
FTIZRPICTIRT T =) F MU T LA ORBAARITHH S
Ny, R THLHIA CBARNZED TV O EaG
RINZEHE DK 29~40%, AT —)VEEIIERN 13~
19% e S /=1 6,

16.7 EYHEEEA

M (AT F =)L) THHR#HIEEE T b 70— 4 P450 2C19
(CYP2C19) NOR# B EIC L OMEEANRD 5N TNDE Y
TENL, TIVT 7V RIIVT 7D DITHLTINT S
V=) F R T LR INS ORI REICEEE 5 X
W ERREINTNWD, /2, EBIR(F VTS5 —))T
fFC#EE ST b7 0 — 24 P450 1A2(CYP1A2) DFFEIC K DA
HIEANRODENTWETA T4 U R LTHIRT T —
WVF RO MM REICEEE 5N ENHEINT
W5 7). 8)0

17. BRR R IE

171 B RUORLMHICET 2 55k

(BigE. +-HEE&EE. UaHEE. SRMEER)

17.1.1 —RERFABR R _EG KRB
B, T iRREE. e R E R K W) & R 2 R 5
121 A 18 10mg X3 20mg 25U 7= — R il O —
B LA R (2 5 : 6~8 AR OEIZ T RDEBD
THHII,

POE 5 WSR2
=Rt 94.0% (189 #1/201 #i)
TR E S 99.4% (159 /160 #i)
W A 90.9% (50 #il/55 #i)
L/ f=gti$i=¢) 83.3% (10 /12 1)




EJAN

Hy, ZBEREHTARYIE O R RER 2 HRIT 1 H

1 [ 10mg % 24 ARG U 72 MERp# L (CEE R ILEGAR)
2B 2 W T IE R FEARIT 78.6% (33 #1/42 ) TH -

7219,

WHEME - HROTO R >R TA 2 e EY —IHEICEY
HEDOFREREREBE Ex R E LEKE 8 HBEDONRE

REBICEDBHHRIITROEBD TH-7220: 21, [7.2 21|
1 [B 20mg 1[5l 10mg 1[5 20mg
1H1ME 1 H21M 1H2M

2otk 58.8% 78.4% 77.0%
(60 #1/102 1) | (80 #il/102 #i) | (77 #1/100 #i)

grade A X 65.1% 87.1% 79.5%
grade B* | (56 #il/86 1) | (74 #1/85 #il) | (66 #il/83 1)

grade C X 25.0% 35.3% 64.7%
grade D* (4 1716 ) | (641/17 F) | (11 61/17 1)

1) IXNTIV—=)F MU TA 1I0mg/H, T2V T 5 —
)V 30mg/H. F AT Z—)L 20mg/H % 8 JARKILA L
Be BRI ARIBHOSUIHERRIE P ICE S

Oy )V A (A 2) IT K D HAEE

WE AL RO T O R R T e ES —ingIc b2

DRI REER x5 & U MR 52 85 O Wi

ICEBIHRR(FIHE) I TFEDO LB TH> 2D 29

ISR DREEY
1181 10mg | 1 I8 10mg ™ (g 5o/ )
TH1E | 1H2MH i
e 5. 52 %D 44 8% 73.9% 29.1(18.9, 39.3)
JEFEFER (737163 %) | (119/161 1) p<0.001

a)10mgl H 2 [A-10mgl H 1 [\, b) x 2 &
*2) IRXTZ—=)F UL 10mg/H - 20mg/H. >
V75 =) 30mg/H. AT F—)L 20mg/H. T
YV AT Z) =)L 20mg/H%& 8 LA #5121 Kk
SRR LA T
(GEU 5 A B BESRAE)
17.1.2 —EEREBHER
QS AMEE EEVRAEZMSRIC 1T H 1 [H 10mg 285 L7z
MR LG (5 5 R4 D 12 B0 B e i HER 058
EHERE ORMRIT., TNEN 43.6%(44 #1/101 #1) .
55.4% (56 #il/101 1) TH > /=,
EIEAIL. 10mg #5102 #ilH 12 #1(11.8%) IC#ED 51
7o Ifctaalﬁ’ff)ﬂ V3. AL 3 61 (2.9%) K ONE BRI 2 61 (2.0%)
TdH-o 72
(ERE7XE U ‘/?erﬂ?ﬂ:is” ZHRBEBENE TR EEDE
FeHNH)
17.1.3 ZEEHRIEEHR
KAEY ZEU > (1 B 81mg X1Z 100mg) DEME 5.2 5
EL. DOBEBEXE T IEHEROMEREZAT 2EEZ
ML L —HERLEGABR O R, Kaplan-Meier #£12& D
HEE U722 24 JAR# O 8B5S+ 0I5 EE O 2RE
FRIITROLEBD TH o7,
BEMIZ. IRXT T =)L FU D ASE 10mg #5-8T 157
Bilrh 14 $1(8.9%) . 5mg 58 T 156 #ild 7 1 (4.5%) 1238
D5 N, EREIEMIZ 10mg £ 5-8T FH K ONNEE & 2 4
(1.3%). 5mg 58T T 3 #1(1.9%) . FFHRER W 2
(1.3%) TH o 7220,

1 H 108 5mg|1H 1[E 10mg Xt i ©)
(150 #i) (151 #1) (151 %)
FFGIE 4 {3 2 il 32 il

%%%gf‘ﬁf 2.8% 1.4% 21.7%
G5z | (104717 | (0.35,551) | (15.84,29.27)
MR 0.11 0.05 -
(95w | (004,031 | (001,0.23)

PiED P<0.001 P<0.001 -

a)Kaplan-Meier 12 X 2H#E7E, b) Log-rank #7E. c) xtididT 7
L/ (18 50mgl H 3 [=D)

(%)

100 -B8- 18 1[E5mg
90 -©- 1H1E10mg
~a- N8
80
70
% 60
% 50
£
30
20 4
10
0 I, PP ]
T T T
0 12 24
At Risk S5 EED S DR GB)
1H 1@ 5mg 150 150 139
1H1ME10mg 151 151 142

R 151 151 114
Kaplan-Meier 512 & 2 B 185 33+ 105 O REHEFER
512, 5 24 PR, SART T =) F MU AR R

K 52 ARk G Lizha (R T/ A 76 HH#E5) .
Kaplan-Meier 7512 & O #EE U 7= B 15 X3+ 48 i51E 5 O 2R
FEFFFIE, 1 H 1A 5mg T 3.7%(95%/5 #EH X [H:1.53,
8.64). 1 H 1 [ 10mg T 2.2%(95%E X [{:0.72,6.75) T
Holz. 2B, BE 24 HURE, WREZIRT I —)LF
MU AEE T H 1R 5mg X1 1 H 1[0 10mg I28) D& 2
T, &K 52 ARG G- Lz2D,

(BBEXR+IEBEEICSTIBAYIN 72— - FOUDR
B D#EED)
17.1.4 EANEEREER

ANYIaANr v — - B BEEOBEE X3+ TREEE DR

FERHE LEENOEKRABR(TXT T =)V F MU DA,
TEFIDU KRR S 201> 1 H 207
HEREORS) ICBITRERIITEDOEBDTH S,
BIERE. XTIV =) F UL 10mg. 7EF U
>KEIH) 750mg (Jifli) . 7 53U A< A > 200mg (F11ii)
BEICEL D, 129 #ilF 40 #1(31.0%) I2FBH 5. FEREIE
FHVE R 16 41 (12.4%) . #RAE 13 #1(10.1%) TH o7z, £7z.
FIRTFV=)VF RUDT LA 10mg. TEFT U ZKMY
750mg(Jiffi). 75U 20X A > > 400mg (Fif) £ 512 &
0. 123 I 55 i (44.7%) ICRITER RO 5. E/2gIE
FAVE R 26 61(21.1%) . $K4E 13 #1(10.6%) . BRHE R 13
B1(10.6%) . &5 7 #1(5.7%) TH - 7229,




. FH=ES
BEFND 1 MHEGR| ; + 45 =
CIE=Qui - F7 0 " G
1595
IRTF =)
F kUL 10mg
TEFT T KEY) 2[6/A 87.7% 83.3% 85.7%
750mg (J11iff) (57 #1/65 #1)|(45 #il/54 #i)|(102 i1/ 119 #i)
I A0XA >
200mg (F71h)
INTZJ =)
F hU A 10mg
TEFT T K 2 /M 89.7% 87.8% 89.0%
750mg (J71iffi) (61 /68 #1)|(36 #i/41 BiD|(97 #i/109 fil)
75204
400mg (F11t)

BB, W TITbNEZAY NI Y — - EOUBEDE - |+
TIRIBIEBS TN T SR OBERBR EI BN TH, [
EORBENMEENTNS 29,
1 3) #FEAOFR G, KORGHRIITROEBDTHD,
ENOEZBHIE - Am&i3fins,
FGRT I =)V FRITLELTI [ 20mg, 7 EF
22 2K & LT 1 E 1000mg (i) O 7 5 1)
A0xXA22>&ELT 1 [EN500mg(Jifii) @ 3 &% 1 H
2 [\, 7 HE®&O&RS

F/=, JOhCRCTA e EY (S TTI=I). T
EF DU KRR S 2071 22D 3FREITK
HZANYIINTH— - B0l OREEENARINTH > 7=\
aND & — - OV O BEE O3 RBEE O RE %
WNEELZERNORF (XTI =)V F MU A, TEFS
au/mw%&erm A=)V D 1 H 28 7 3RO
BB T DBE R 82% (49 #i1/60 #i]) EME XN TV
%30

18. ERHEE

18.1 fER#F

IRT T =) F N U L VEEE S WD O B P RE I TR A
(AN 727 IRE)IZRD, ok 2R T (H, K-
AW%@®SHK%W%LT%f@%%m$L & m%mﬁ
T%, ISICHESNZERGEOREIC 12 /E BB AL
@6@%%@%%%émmﬁw&%ﬁyt;éﬁﬁmwﬁ%
MG L TW2HDEZEZEND, ZTOM, VLY FF I
Ko TEESEIN I | T 5 nl ek HHERI S 5 3D,

18.2 BER B INHI{ER

18.2.1 R AB FICB T D H AN DRI WL, 1
H 118 10mg 5. 1 A 1 [ 20mg #5T& HITHGH HM»
SEHRMGIERZRL, #5 1 HEAKWT7 HHOBWE
DAL 1 H 1[0 10mg %5 T 72~76%. 90~96%. 1
H 1 [8] 20mg 5T 88~89%. 99%TdH % 32 39,

1822 U FMHBEMELRICIB IS TFUITA 7Y v
AMP FIBZ & 2 Bl 5w 2 M9 % 39 (in vitro) .

wzs&@ﬁéamﬁﬁﬁ BT AY I, XOFHAR
) > i B 3 W 125y MTHIT D I E B W kO
tz&‘yﬂﬁa@ m V2 U e IHIVE ] &2 7R g 3430)
1 XHDNWET v MTBIT 2 BEWHIHIER ORI, it
o7a bk R THERNC R LES, P AN >0k
FZ D734, 37,

18.3 BW pH LREHA

fRERIRABFICBIT2EN pHICHL, 1 H 1 [E 5mg 5.
1 H1[E 10mg#5. 1 H 16 20mg #5T&bicEHI L
FYEMZERL, #5 5 HHO 24 BfHIC pHA DL 2R TR
MOEEE 1 H 1 [\ 5mg #%50 EM* T 46%. PM* T 63%.
1 H 18 10mg #% 50 EM* T 58%. PM* T 72%. 1 H 1A
20mg # 5@ EM* T 61%. PM* T 76%Tdh 52,

AR T 7 00— 4 P450 2C19(CYP2C19) #EANZ
TREBLETHLDHEINS,
EM (extensive metabolizer):CYP2C19 * 1/ *
*1/%2 X1X CYP2C19*1/*3
PM (poor metabolizer):CYP2C19 * 2/ * 2, CYP2C19*2/*3
X1 CYP2C19*3/*3
18.4 H*. K*-ATPase FAEEA
T BRI OFRELL 72 HY. K*-ATPase IZ
% 71%9738) 39 (in vitro)
18.5 MEEEA
v NERAWESTEERIEE D D WITFER BRI A GEmn i
RARMLVA, KEHERZANL A, MMkERE, > AF7 3 2.
WiE-T5 ) — IV RO ZAE Y D)IZHL., SBWHIIEEER®

1. CYP2C19

KU BRODBEAE

2 W B R OR A s R 2R g3 401 4D,
18.6 {ER# =
NUangg— - 0l BREOHE)

TEFIIU KLY S 201y TEFVY
U KRB OA SOZS Y =)L &ED 3 FIBERZEEICBITS
IRT I =) F )T LAOKENIENpH 2 EREIE2 2
&0, TEFIIU KNIERT ) 201 2D
B EZED 2 EICHdEE2 N5 19 9

18.7 BREZE

ANYany s2— - EQVBREOHHED
AFZAIZHANEANY AN Y — - EOYRBRETIVICE
WT, BRAEERICHT 27 EFI U 2kImET 51 A
Ox1 >0 2F5AORIT. IXRXTI) =)L F R T A
BZNAD T EITED. HEDRNRD 5N,

19. BRI ICBET 3 EBIEZMNFE
—f# . IXT 5 =)L MU L (Rabeprazole Sodium)
{b224 - Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-ylJmethyl}sulfinyl)-1 /4-
benzimidazolide
C18H20N3N803S
381.42

G2 =
nTE
SR -

L /) RUSER R

N
LS
N 0

- HE~EBEAOM R TH S,

- KICHD TR 9 <, T4 J —IL(99.5) 1A
29,

- 0.01mol/L /KEg{bF s U ™ A5liiIC

- EETH S,

- KEFIR (1—20)

- FEES N

IER 7 N

BT 5,

SHEEE 2R S Ta 0,
ROLND,

20. RV EDEE
20.1 7))V I REAERIIWKRZ BT TRET D Z &

22 @
(ST ZYV—IVNafE5mgl=7"O])
100 #£[10 $&(PTP) X 10, #HzMEAIA D]
(SNFS5J—JLNafe 10mg[=70])
100 #£[10 $&(PTP) X 10, #zMEAIA D]
100 $EN T, W ARHIA D]
500 $£[10 $& (PTP) X 50, HAEHIA D]
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