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5. B =R
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20mg

3.2 WA DMK

B - RES

R 7 % IR EHE | B | #5
(mm) | (mm) | (mg)

R . BIREOTE 3833 3873 @
INT T =)V Na| 7 4 )V LT— | \200) \20%

fE20mgl=70) |54 > U8 |- -
(JBvESE) ¥ 7.2/%13.8| 142

4. hEE - %HE
BEE. T-HEEBEEE. WaHEE. URAMEER.
Zollinger-Ellison fEf&EF

5. %hEE - IR ICEIET I ERE
AFN DG INEH K DERZERT S ENHHD
T, BHETHRWI LZ2HRDI AREGTH T L.

6. A% - AE

(Bi&E. T2EEES. WEEE&E. Zollinger-Ellison
AEfREE)

B, RAIIEIRT S =)L F M) AELT IH
10mg %2 1 H 1 BREO#KST 50, HmKICKD 1
20mg Z 1 H 1 BREOEE T2 ENTE S, 2B,
B, BiEE. WEHEE T s EMET. 2B
HETIE 6 EMETOREET 5,

(FRERER)

W RBEROBBCBNTIE, %, RAIKIZIRT
V=) FRUTLAELTIIE 10mg % 1 H 1 [E#%0
$eH5 920, FHIRICKD 1[E 20mg 2 1 H 1 BRI
592 ENTES, Iad, ilH,. 8EETOHEE
92, iz, JORRITA D EEY —ITXBIRIET
BIRAR 788, 18 10mg X1d 18 20mg & 1 A
2@, I5IC8HEROKRET LI ENTES, L
L. 1[E20mgl H 2 EHSI3EEOMRGEEEZHT S
BETR S,

7. 8% - AERICEET AR

(BigE. T=#EBaEE. YWaEkiEE. Zollinger-Ellison
FEREE)

714 FIRINE L WGE R OEFRENE - #aEoE&a1c 1 [
20mg # 1 H 15952 ENTE S,
FERERER)

72 IRINE L WA R OERENE - #atEoEai1c 1 [
20mg Z 1 H 1 FE 592 2 &EMMTE S (HF - Bz
ORI WRIERE R OMFEE, TO N R T
EEY —IC K2 EETHRAT G GRS . £z,
TORIRTA B EY =X BBRIETHEART DTS
BEITHL 1E 10mg XiZ 1 [H20mg 2 1 H 2\, &
512 8 SEME 59 254 1E. NEERE TRk A
RINERLU TWRWI EZ2ERTH &, Indb. KAl
[\ 20mg @ 1 H 2 [E#51%, NEASTMRE CEE ORI
GEEZERLEZSEICRS[17.1.1 ZR].

8 EELEXRNIE
(ZhEEE)

8.1 AFIDFGHIZIE, MiRGCITHEEICHER L., ©ilf
BN MR IR - MR FIREETTS ZENEE
L,

*822 AKIDEMKRGICI VK /XU AMEND 50
NBZENHZDT, AFEEMZRGT BE1T. @
WIS T2 O NRBEZNIET S &, [11.1.11 2]
(BiBE. T-BEE. YWaihas
8.3 EM O BN+ TRWD T, MFEEEICIIH
WRWZ ENEE LW,
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9.5 1143

IEE SOTIEIR L TW AR BEME D b 5 &I I3 L of
WHEINEBMEZE E0% S P NS 5EIC0AEE5T 5
ZE. BYER(T Y MED 400mg/kg. U Y FERE
30mg/kg) THRWEHM (T v N TILERIE. ¥ HF THK
HOK T, LEBIE) N EIN TN D,
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FABITT D 2 ENMEI N TS,
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10. HE1EHA
AHIDAHIT

(CYP2C19) % T 3A4 (CYP3A4) DBE 5

%, [16.4 ]
EJaN

LD D,

W2 eI M2 2 ENB 5.
101 HAZES(BALEWVC &)

IEHAAEE R T ~ 7 0 — 4 P450 2C19
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JIIVEE D ik

1 D W AYME

L. UILEEY >
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FHFFHE A D W 2
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TI4FZT ENETI 2B (fERICKD, H
N5, N pH 28BS L.
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W9 2 Bznn
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/AR A (0.1%A5) « SIS I O ARBH)
11.1.3 BIEEFFR GBEEARIH) | FHEEEREE (0.1 ~5% A1) |
A (BHE R

11.1.4 BB MR % (0.1%A0)
FEEL, WENK, FEORIREE, O RE (JREE) SRR
SNHEITIE. NI X B D % K
L. AFO#EGE2RIETHEEHIC, BIBRERIE
CRNOBEHEOEY)IRUEZETTD T &,

11.1.5 BRES (B R
rhEE 2R I SERLARIE (Toxic Epidermal Necrolysis:
TEN) . FzJ&kERRARIE iR (Stevens-Johnson JEMERE) .
SIALHEE N D 5hbND T ENH 5,

11.1.6 SMBEE (HEARH) . BEME X HEAT)
BEHEEREBUN, VL 7F o ) ICHEETHI L,

11.1.7 & F b U 7 LISE GBEEEARIA)

11.1.8 B RERRAE (B A )
iR, Bk, CK R, M kORFIA/OE
> LR R E T DEBREN D 5315 T &N
H5,

11.1.9 1R AEE GEEAH)
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14. BHAEDIEE

141 EFZFEFOIEE

14.1.1 PTP @30 #H KL PTP > — S50 H L TIRA
T5EOETSHZ &, PTP >— hO#EKICE D,
WELATMNEEREARIA L, HIZIEZEAZ2B LT
HERMA LD EERAIHEEIFHET D END 5,

1412 AFNIGRSETH V. RAICHZ> Tl A
D, BN DRTIC, OALETEIOITETHI L,

15. ZDRDEE

15.1 BRERERICE D 1BR

15.1.1 AFIOEMZRSTICRIEOB R —T2BD - &
DMEND B,

15.1.2 NI BT 2 EKROBIZRBIZE T, Yo bR T
A4 2B EY —ICXDIBEICBWTHEHRIEICHES R
gy, FEAHEI. BHEEHTOY 27 BENNHE X
NTW3, Bz, SAEROEMR 0 £2E) Ok
BB T, oy 270"l 7z,

15.1.3 BN BT D EICABREEZE ZMNRE L ZEROB
KPR T, JOhRTA e EY—2FHELZER
FHICPWTIZORARNIIDTL T4 T4 IINVICKDE
JBRERED Y 27 BN RE SN TS,

15.2 FEEREREBRICE DS 1BHR

15.2.1 T v MZ 5mg/kg PA E%& 2 RO G L =54
AERICPBNWT, HETHICHIVTF /1 ROFBENA SN
T2 EDWEMNDH 5,

15.2.2 B ER (T v MRS 25mg/kg LA E) THUR
JRERLOMPY 1 OFs > OMmAHREINTNnS
DT, FHRICHZ> TIEAIRIBHEEEICTEET 5,

16. EAENEE

16.1 MmMeEE

16.1.1 STV —ILbF MU LERGS
TR A B T2 20mg Z R F X IIBRIRO#E G L
TR OB E I EH U 725K BEE /XN 5 A — & D
fEZ&FIZRT D, [16.2.1 ]

BHENRABIE DY BRE/N T A —5

- Conax tmax | AUCqp Lz
L bidll ma ma
Bt | ZHE| (T | (o | (ngehe/mD)| ()
EM G&kﬂMS(Zégm 994 +477 |23+14
20mg .3 3.
PM* |822+232| 100 )| 2331 £663|3.7 £0.3

(Mean £S.D., ty 1 Median (Min-Max), EM n=16,PM n=8)

XIHHBEEF b 70— 4 P450 2C19(CYP2C19) &
L, TRlERTFREIDEINS,
EM (extensive metabolizer) .CYP2C19 * 1/ * 1.
CYP2C19*1/*2 XIZ CYP2C19*1/*3
PM (poor metabolizer):CYP2C19 * 2/ * 2, CYP2C19
*2/*3 X113 CYP2C19*3/*3

16.1.2 £ Z A E ZE B
I RTZ—)b Na i 20mgl =70 &80 Ty Mg
20mg DENZEN 1 (TN T IV =) F )T L E
LT 20mg) %, 7 O A4 —/N\N—kIZ X D {ERERA BT
IR %5 L TR S X7 5 —)bF M
U ARE{CRBEZBIE Uiz, 155Ny o/ <o
A—% (AUCO%IOhr\ Cmax) IZDWT 90%{§¥EIZFH‘3¥£{(:
THEGHEMT 21T > 72455, 10g(0.80) ~log (1.25) D
FNTH O, WEIOAEYENRSEESHERI N,

HYBRE/N T A—F

HENTA=L | BENRTA—F

AUCo—1on:| Cmax | Tmax | tis
(ng*hr/mL) | (ng/mL) | (hr) | (hr)

FNRTF =)V Na| 861.9 501.6 2.8 1.0
§& 20mgl =70 | £264.8 | 1625 | =0.7 | £0.2

NIy M 853.3 545.6 3.5 0.9
20mg *+3106 | £2209 | £0.7 | £0.1

JL Cmax tmaX AUC
BGAM (ng/mL) (hr) (ng - hr/mL)

T 437 £237 3.6=£09 937£617

B 453+138 53+1.4 901 £544

(Mean*+S.D., n=12)
F7=. R A S FIZ 5mg. 10mg. 20mg &R R
TRIESHG LR (%5 5 HH) OEYEE/N 5 A —%
RO EBDTH D,

TERRRR A B 71 BV % KE K5 (5mg, 10mg. 20mg)
DMERZTXT 5 =)V F S )T LOFEMERE/N T A—5

JU e L Cm X tm X AUC (0-t) t1/2
gg|  Sma @
et | 25 (ng/mL) | (hr) |(ng-hr/mL)| (hr)
EM* Mﬁi56(2%2@ 23697 |1.8+09
5mg 25
PM ¥ | 252 +55 (1555) 585137 |4.2%+0.5
EM* | 383483 , 03 /| 530+200 |15+0.4
10mg '2 8.
PM* 509 %64/, &9 - |1230£200 38 £03

(Mean=£S.D., n = 29)

(ng/mL)
600

—e— SATJZU—)LNafE20mg[=7n)
500 ---0--- /XU T hE20mg
Mean £ S.D., n=29

400

300 r

R

200 r

R i B o R OH BB

| AN

0 2 4 6 8 10
Rl (hr)

1€ R ZA LA IR HERS

I 8E B TNC AUC, Cmax FD/8T A—% 13, #%

HOER, R ORI AL - RS ORBREMHIT L - T

RIs 2 WIREMEN B B

16.2 TR

16.21 REOXE
fBER AN BTIC 20mg Z#E AR T UIBRRICROKREG L
7ol BERREG TR FTREGITIU thay A% 1.7 KR
BIET % & & BITRIUTERZEDNRD 5NTNS D,
[16.1 2]

16.4 X3
fERER A B T2 10mg. 20mg Z #0445 L 2R if
Herh O RFHPNT. FITIERERIRE TR IT X D ARk
LEFAT—FTIETH > 7z, ZOMICHARHEEETF
K27 00—/ P4502C19(CYP2C19) BS54 B[ A F )L




BRI K U AR U 72 B A F UK, 3A4(CYP3A4) 7B &
T AWK AR R DR L T2 XV R R0 51

7:: 1), 4). 5)0
16.5 HEtit

[10. 1]

TR A BT 20mg 2R %5 LI=5E. % 5% 24 K
FTIRPICTXRT T =)V F U T LADORBCAR TR S
N9, R#YTHDHIAKR AR NZED )V 0 s
RINFEH R DK 29~40%. XIVH TV — )VEERIERIN 13~
19%HEEx 7= D 9,
16.7 EMHEEIER
EE (AT Z =)L) T CHIEEE T 70— P450 2C19
(CYP2C19) ~"OREHESIT X O MAEERNED SN TVWEY
TEXNL, DT 7 RIIVT 7 DKL TIRT S
V=)l F R ARINS DEF| O REICEEE 5 2

WZENREINTNWDS, F/=.

(2 TF =)V T

JHAHEFE T~ 7 0 — 2\ P450 1A2(CYP1A2) OFEIZ K DA
HIEADROSNTVNLTH T4 ) LITHLTHIRT T —

%2l NURVN =1 Lab-3: J 0l -7

[/365)‘ 6)0

17. BRERER IR

171 FHIHRVLLEICET 2R

1711 —fiRERAREHBR RO —E5 R BHER
BiEE. +fEBEE. Wit EE R K W) & RIS 2 a5
IZ 1 H 118 10mg X 20mg ¢ 5 L 72— Rk Bk O —
HE I GARR (G © 6~8 JERD) ORI T RO EBD

BEBEZRBWI ENREINT

THB 0,
G R WRBRATER
B i 94.0% (189 /201 #l)

IR

99.4% (159 #i/160 fi)

W £ AR

90.9% (50 #1/55 fi)

W) & IR 5

83.3% (10 #il/12 1)

WHEAE - BFROTOR R TA e EY —IBEICEN
M O EERBE 2R E LG 8 MO NHER
BIZEDBERIIFERDERDTH 7217 189, (7.2 B

1 [5] 20mg 1 [6] 10mg 1 [A] 20mg
1 H1[HE 1 H2I[H 1 H2IH
Stk 58.8% 78.4% 77.0%
(60 #7102 1) | (80 #il/102 i) | (77 /100 )
grade A L8 65.1% 87.1% 79.5%
grade B* | (56 #il/86 ) | (74 #1/85 i) | (66 #i1/83 #1)
grade C kWX 25.0% 35.3% 64.7%
grade D* | (4 #1/16 B) | (6 BI/17 ) | (11 B/17 1)

&) XT3 —)VF MDA 10mg/H, T2V 75 —)b
30mg/H. F AT Z/—)l 20mg/H % 8 JHHILA Ei 5%
ICARIBH I HMERFRIE T I PR

Moy )L A HE (KA 2)

F7z, BREIRABRICBWTHN pH EEHERN I RT 5 —

VUL 1T HLE20mg#5 T 1 H 1 E 10mg #4512

AT, HEHEEIcHdT 57X T I =)L hU DA

1 H 1[5 20mg #50OHFHENRD 5N TS 10,

18. W EIE

18.1 1ERA#FF

IC X B EEE

FRT T =)V F b U LV S W AR O B I RS TR AR
(AN 772 R/, Job2R 7 (H, K-
ATPase) ® SH 2 (&M L TEERIEEZHE L. B w2 1k
T 5, ISICHEINLBERIEEOREICIE. FITERENAL
NS DY OIEIH D WETIVY F A T K BIEHR DL

MG L TWEHDEEZ NS, TDOM. TIVY FF T
Ko TEERIEED mET 5 Al b S5 19,
18.2 BEAINHI1ER
18.2.1 @HERABFICBITBH A MY 2 HIEEE WL, 1
H 1 10mg 5. 1 H 1 [\ 20mg #%5T& b IH G5 H»
SEWHLMGIERZRL, 5 1 HELU 7 HHOEZ W=
DOWA#IL 1 H 1 [E 10mg %5 T 72~76%. 90~96%. 1
H 1[5l 20mg #%5-T 88~89%. 99%TdH % 20). 21
1822 U FHHERERICIB I TFUINYTA T U v
AMP FIFOZ & 2 Bl 536 2 M9 3 22 (in vitro) .
1823 BIEE A OFERERICB T2 EAYI >, ROFVHA R
D RS W, W Ty MIBUT 2B W R
b A5 3 R Wk LR ) 7 BRI 2R g 2229
AXHBZNET Y MTHBIT 2 EHEESWIHIEROREIL, il
o770k 2R THESNCHKRUES ., P AN >0k
FiZDiznzs 29
18.3 EAW pH LFERA
EREEABFICBTH2EN pHITH L. 1 H 1Bl 5mg $#%5-
1 H 1M 10mg %5, 1 H 18 20mg #%5T&bITEWZ L
FERERL, #5455 HEO 24 K+ pH4 P B &R
MOEIEIE 1 A 1 [ 5mg #5D EM*C 46%. PM* T 63%.
1 H 1A 10mg # 50 EM* T 58%, PM*T 72%. 1 H 1[H
20mg & 5-® EM* T 61%. PM*T76%TH32,
KPR T N 70— 4 P450 2C19(CYP2C19) BT,
TREBETHIOSEINS,
EM (extensive metabolizer):CYP2C19* 1/* 1, CYP2C19
*1/*2 X3 CYP2C19*1/*3
PM (poor metabolizer):CYP2C19 *2/* 2, CYP2C19*2/*3
13 CYP2C19*3/*3
18.4 H*, K*-ATPase FHE/EH
T ERRE OFRAEL 72 H, K*-ATPase IZxt L. 5RWHE(E
M 7ZmR9 29 2D (in vitro)
18.5 MEEEH
T M EHWESHEEREE 2 WITEREHMERE GEnh
WABRVA, KEBWRA VA, WML, DA77,
WiE-T% ) =)V RO AEB ) )ITHL., BWHIEEER®
W E R A YEEE A &R 929, 28) 29,

19. FR A ICEE T 2 EBIEEHFA
—f% . INTZ =)L F )T L (Rabeprazole Sodium)
{b2:44 © Monosodium(RS)-2-({[4-(3-methoxypropoxy)-3-
methylpyridin-2-yljmethyl}sulfinyl)-1 4-
benzimidazolide
C18H20N3NaO3S
381.42

G2 = VI
NFE

MG

H3C OJ_/
t 0
R USREGREMR
L=

\
N (0]

R - AR~EBEAORRTH S,

- KK TEIT 9 <. T8 7 =)V (99.5) ITHE T
I,

- 0.01mol/L /KE&(LF bV D LFIRICIE T %o

- PAREETH B,

- TRIEHE (1= 20) I3t &2 R S 75,

- FEmETENRD 55,
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201 7V I BRERITESEZ BT TRET S Z &,

22. A
100 $£[10 % (PTP) X 10, HztRHIA D]
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