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2. B (ROBEICBERELEWVWI L)
2.1 RHN ORI BOE DM D & % B H
2.2 Ve VRSO EE10.1 2]

3. #HBK - 1R
3.1 #H%
Wset

ATRNEST

I X7 F V=) Naige 20mg [+ =17 ]

1§

HIZI 75 —=VF M) 724 20mg

D-Y>y= b=, FABALT T A, KEBILF )4,
vroFyruilbio—A, KEEEr Fafyy so
Ertra—2, A7F7Y VB AT T A, 7 ixn
— A, INT, RYVEZ VTN IA—=) - T YIVEE- A ¥
YNV AFIVILESK, 25 7 ) VR v — LD,
Y NEEEF S AL RY VL= b 80, 7T U
Vv, BbF s v mOaETEk vt oo ey

3.2 WA DMK

AIA

544 I R7 5 =) Na#ide 20mg [+ =7 ]
PRI - HE Wt - 74 VA a—T 1 v (B
KA P i) A0 i
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R&& A 73mm JEE ©37mm
B 1450mg
AR FRTF 20 F—=NnT

4, FhEER IR
BiEE. TERES. WAKEE. URMREX. Zollinger-
Ellison fE{f&#

5. REERIHHRICEET FE
FHN OG- HHIIC L BERZ RS 2 2 & hDH 20T, EIE
TV ERIERD ) 23595 Lo

6. AERUVAE

(BiBE. +=EHB&aE. WALBEE. Zollinger-Ellison EIRE)
WHL RAIEIRTFT Y= )vF My A e LT 1M 10mg %
1 H 1532525, #RICE Y 1 20mg 2 1 H 1 1
%5352 ERNTE L, b, MW, Gl WaEMEET
S E T, TIEREE I 6 EME ToRS LT 5,

FEFMEEEL)
WP EEROBERICB VT, WE, RAIZ TS TV —
VF U AELTIM I0mg 21 H 1 B#EEIRS-35 505 9K
RIZED 1 W 20mg 2 1 H 1 MEORG T LR TED, &
B, W, SHMFEFTOHG ETE, T, TRV RY TS
YU =X TR T A, 1 10mg X 1
[l 20mg % 1 H 2 W, & 512 8 AMBREIIKGTHZEANTE D,
f:gél,\ 1 [l 20mgl H 2 W53 mEE ORI EZ A5 D54
IZPR %,

7. BERUBASICEET 23S

(BiBgE. +t=EH&aE. WALBEE. Zollinger-Ellison EIRE)

7.1 FRRDE L WA R OHRYE - #EEo412 1 1 20mg %
1H1IMEGTEIENRNTE S,

FREEER)

7.2 WWIRDZFE LA R OFFRYE - G412 1 1 20mg %
1H1IFHESTHIENRNTESL (H5% - HREEY RIS
HEEOMFYRE, 7u MRy T Y —IC X BEHET
IR DA IR ) T2 7u by By Ff ey —
WX BEMCTRHEAT 5% B F T L1 [H 10mg ik 1 [\
20mg % 1 H 2 M., X512 8 MM TIHAIX. NHSHRE
TR EBELEPBE L TV W LR THI L, BB,
#1110 20mg © 1 H 2 M%5-13, PIHREEHAT TEEE ORI
EERMRALLBLEICEA[17.1.1 B,
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(RhEeE)

8.1 AHOFG-HIZI, M GLIFRERICIEE L, @i I i
SFRIRRAL - MEAELARRRE 2179 ST L,

*%8.2 AHNORIULGIZ X VI~ 74 ¥ AMUEDRH 5N b &

BB DT, AHZ RS T 580, ElR i< 7 4 v
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EDET L,
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9.5 14

I IR LT B W BENE D & B I 13 B0 L O A 3 EDS
fabttx Bn % & HE SN2 HEICOARES 52 L, BE
B (5 v MR 400mg/kg, 7 9 FiHE 30mg/kg) T IE#HME
(7 FTALERE, 79X TREOK T, fLEiBE) S

n<Twns,
9.6 I

R EOFRER O HIRBOH ML ZE L. BRI oML
BHIEERET A 2 Lo BIWYEERR (T ) THIHHARATY
B ENEEINT VD,

9.7 MNEZE

NI R L L RBUIER L Tz v,

9.8 EisE

HALEHERE ORITE 258 5 b N 24 3R 5 7 L JHE S
BH5THI L, RFNFTEE LT SINL D, HifE T
FIFRERESMET L Cw b 2 e 0% <. BIEA D bbb 2 &

B 5o
10. HHE(ER

KA OB TIFABFHERT b 70— 4 P450 2C19
(CYP2C19) JiT¥3A4 (CYP3A4) ORG-SR0 5N T WD,

[16.4 ZH]
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AFNITFRY v FRATLEIERH L, |(HICED. HAPH 2L
L. TR oI %
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1
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11.1.2 RMEKEA HEAR) . EFERIE (BEAW) . /iR
B (0.1%A0) . AR FEARH)
11.1.3 BUERFR (HEEAH) . FFEEEREE (0.1~5%Ki) . |/E
(CBEEAN)
11.1.4 FEBEMRME (0.1%Ki)

S, WEK, TR EE, B o RY (REE) SR LN
W&, R X MEEOMmA L L. KAl S %
hik$5 & & HI2, BIBERE RV E R OS50 8 Y) 72 JLE
#1192 &,
1.1.5 BEEE (BUEZA)

rhib k2 R BESE A IE (Toxic Epidermal Necrolysis:TEN). 52
i RGBEARSE T (Stevens—Johnson JEfERE) . ZTEALIED D O
bNBLZ DD b,
11.1.6 2HEEE BUEAH). BEMBER BUEAW)
EHREMAE (BUN, Z L7 F= 0% IEETLI L,
11.1.7 &F b U LIMGE CEIEARH)
11.1.8 EMHRARE (BUEAH)

M. B, CK B&. MR Rp I+ 7uey Az
FE L 3 B RURRIEDSD H b b 2 EDH 5,
11.1.9 RAOEE BUEAY)
11.1.10 SEELKEE CHECAHD)

FAR BEATE), RN KIH. R, B BURMESAS
HobNBEI LD D,

#k 1111 BV T 227 LME GEARY])

AR OFEMPEGIZE D, QT EE, B, LUNEEE) K~
TATTLMIERDLDLNDLZ Db, T2, KT rv Y
ZMFE VR L7 IV A E. A ) ™7 A LRSS o B %
HREZEILGEDRD Do TN S OBEMEIEE DN D HER
DS bNIEAICE, b~ 27 % ¥ LEEOWE 2T\,
BEDNRED LN, X7 AT A DOWIEDWEY) 2 ALE
ZITH 2k, (8.2 2]
11.2 ZOMOEIER

0.1~5%A5ii 0. 1% A BHEEA
A MERIRA . A | AR ERE A i
ilIk(3 BREAIN, GFRRERRE | BREE% . ) »o8Ek
%, Hii WA
AST. ALT. AI-[#®EV VE YO
JHF-Hiek P. y-GTP, LDH| I5
D L5
PEERGr M b5 B
TERL, P HEES | W, PR, A | AL MR, B
M WA Y FaE. Hb72z8 K b %
P P % . i, BRR| ( collagenous
iR, B colitis
lymphocytic
colitis)
BEUR DFE WV, 5HDLOHAR, EE
&, MRS, DU
TR ARR JI FELSERR, 8
JETF, Oob o
PN TET
Bar27su—|2dAaH, FE, HOb50&, B
Vo W ERARG - [, JEEA. BB, AR, &
skek Z DAl BUN @ L5, &|EHE. LONEK, |7 ¥ €= 7 IhE.
FR. Iid TSH|CK @ 5 VAL
B

) JEBUHIE IS RUE et T &t

14. BREDZE

14.1 FFIZFEDEE

14.1.1 PTP A% O #HFIL PTP ¥ — F 25| L CTIRHET %
XIS AL, PTP ¥ — hOEEKIC X D, BIWEifAEIE
RHEARIA L, FIZIZEIlE2 B2 LTHBERASOEE RS
BEZ R T LI DD D,

14.1.2 RHNIGHESETH 0 IRHICH 72 o T HAZD , v
0EFI, OALETINEETLHI L,

15. ZOHOEE

15.1 ERER{ERICE D 53R

15&;$%@ﬁ%&%¢ﬁﬂﬁ@%£u—7%%bta®%%
5o

15.1.2 AMI B 2 BHOBISNE T, 7u b v Ry 74 ey
7 —\Z X BIHEWRIC B CHHIERE B D BT, TR
Yi. BHEEITOU 2 7 B A ShCTwid, B, mHERL
%f%%(1$ut)®m%%§wt%%@‘%mmuz7ﬁ
winL 7z

15.1.3 AT BT 2 FICABREBE 2 R & LB OB
T, 7O bRy T ey —2HG5 LBSICBWT s 0
APNYTIA T4 T4 NI LB BEGD ) A 7 BEINAsH)
HEINTW5S,

15.2 FEEREAREABRICE D 1Bk

15.2.1 5 v M 5mg/kg BLE % 2 RIS L 2 BB
BWT, MTHIZANTF /4 FOREDRA SN E DMEDDH
éo

15.2.2 B ES (5 v MEOBKS 25mg/kg Vb)) CHUIRRER
ROIMHH A 2 F > v OMIIDrHE S Twb0 T, ilicdh
7z o TUTHARBRBEFE SRR T %,

16. ZEHAE

16.1 MepiRrE

16.1.1 INT SV —ILF b Uy LEEIBRS

HEHER A9 712 20mg % # 2 F U3 ff IR I 5 L 720k
?%ﬁtgﬁftﬁmﬁﬁﬂix—7@%%@%%&%1%
16.2.1 =

LR R ERERIR O A SR B RE ST X — &

o Crmax tmax AUC
BTIRAT (ng/mL) (hr) (ng * hr/mL)
M 437237 3.6%£0.9 937+617
£ 453 +138 5.3+x1.4 901 +544

CF¥fE+S.D., n=12)

F 7o, BERAS T2 5mg. 10mg. 20mg #HiA T CREKRY
;tﬁ(&55an)@%%ﬁ%ﬂix—yuuT®k£hf
z&) o

R NS T2 B0 % S ERS5-kF (5mg. 10mg. 20mg) O Ii4E
HIXRTF) =)V F b)) 7 LA OEYFHE T A —F

wri g | o | TR | e
- EM* | 146+56 (2'8;2.5) 236+97 | 1.8%0.9
PM* | 252255 | 220 | 585137 | 4.2%0.5
. EM* | 383+83 (2_(3)_3()) 530200 | 1.5+0.4
PM* | 509+64 (2'3;2.5) 1230£200 | 3.8%0.3
- EM* | 654348 | (20 (| 994477 | 2314
PM* | 822232 <&3§1» 2331663 | 3.7+0.3

(CF¥E=S.D., tmax (EHYAE (Min-Max) ,EM n=16,PM n=8)

MAMCHEESR T b 7 B — 24 P450 2C19 (CYP2C19) #BIRIL, Tititfz 1
BE DI ND,

EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 X
CYP2C19*1/*3

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

16.1.2 &MFHIE M4 HER

INRT TV — )b Nadfige 20mg [+ =T ] LX) v Mg
20mg &, Z7OAF—N—EICI D ENZENRLEE (ST TV
—VF MU AL LT 20mg) HEREREA ST A R 1
B LTIl REICARREE 2 2 L7z, 155N 3EMBiE 5
A—% (AUC. Cmax) (22T 90%IE X [B1: 12 TREEH#MT %2
fTo72ki%, log (0.80) ~log (1.25) OHPHNTH Y. WiHl
DAY ZER R SEVEATER S 7z,

HEWERE ST X —F

AUCo-9 Chmax tmax tiz
(ng - hr/mL)| (ng/mL) (hr) (hr)

FNRT T =)
Na Hi$e 20mg [+ | 2
-7

Do

941.4+414.1|562.6+161.9(2.3+0.5|1.7%0.7

78Uz b 221990.2+504.81595.9+224.5(3.6+0.9 | 1.3£0.4

20mg

(CF¥HfE+S.D.)
(ng/mL)

—O0— FRT'FV —)LNakfifig20mg [+ —N\ 7]
—o— )N T §E20mg
SEHE +S.D., n=22

700 -
600 I
500 i
400 I
300 I

200

R~ — NN DN B

100 |

(hr)
BRI

M4E 5 X7 5 — ViR E OHE
M NN AUC, Cinax H0/8T 2 — 713, HbH 0%
W MEOFRIUE L - W2 O MBI X - T2 2 )ikt
5,
16.2 TRIY
16.2.1 BEODE
TERE A 12 20mg # MA T I AERICRORS L2, &
BB CIIHAE TG L tna 25 1.7 BFEEES 2 & & b
WU A STV BY, [16.1.1 2]



16.4 Xz
TR A 712 10mg. 20mg % RFLHES- L 72K o 4E o A4
W&, FNIEREEN R ITUBIZ X D A L 72 F F = — F UK
Thotze TOMICHAABMEBESRF M2 1a— 2 P450 2C19
(CYP2C19) 2%BH5-9 BB x F WALRIGIS & 0 22K L 72l * F
VAR, 3A4 (CYP3A4) 53 2 AV A MLRISIZ X 0 AR
L7z 2k YRHERD S 7-V45, [10. K]
16.5 Httt
TERER A 712 20mg & RO G- L7286, 5% 24 R E ©
WCIRHIC T RNT 5 — v F + ) w7 A ORZBALEIZHRE S g,
B THBHIVEVBERTZD TV 7 0 v B PS
%@ﬁg%mm\xwﬁfv-wmmﬁwﬁw~w%mﬁé
n7=va,
16.7 EMHEEIER
B (A AT IV —)v) CTHAGHTEEEF b7 a— 24 P450 2C19
(CYP2C19) ~oR#HEAICL Y MEMEHED LN T WS Y
TENSL, TVT7Y Y R-TVT77YY) IHLTIRTS
V= F MU T AR INS OEFOIMPREICEEE L 2 v
ZEFMEIN TS, T2 i (575 =) THF
fCHmEZEF b 2 10— 2 P450 1A2 (CYP1A2) O#FEIZ X b HE
TERDPBOONTHAETF T4 Y VI LTHINT TV — )
%%yﬁAum¢%§K%ﬁ%5i&wltﬁﬁ%éhTw
590,

17. BRERRRIE

17.1 AR ORLSM(CET 255

17.1.1 —RERRRHABR R U —E 518 BB
W T IR U A S O A R e xRS
1 H 1 10mg Xi& 20mg %425 L 7c — R AL O~ EE
Melbsc kB (P50 : 6~8 ) OHFIITRDO LB TH

2 1~16)

PO 373158 AR S TR =
i 94.0% (189 fil/201 fi)
Rtic) k¢ 99.4% (159 /160 1)
T A3 % 90.9% (50 f51/55 1)
[eRtisise 83.3% (10 1/12 1)

WEAEROCHEOTE YRy T4 e ¥y —iHRIC
PR ORI S 2R G L L3S 8 Bk o N g
KX BHEBREITERDOLBY THo 72101, [7.2 B]

1 8] 20mg 1 18] 10mg 1[5l 20mg
1H1 1H2 1H2
2otk 58.8% 78.4% 77.0%
* (60 %1,/102 1) (80 #11,/102 i) (77 $51/100 1)
grade A LY 65.1% 87.1% 79.5%
grade B* (56 11,/86 1) (74 11/85 1) (66 11,83 1)
grade C J ¥ 25.0% 35.3% 64.7%
grade D* (4 11/16 1) (6 %1/17 1) (11 1,17 1)

) 9R7IV—=NF MY P A 10mg/H, IV 75— 30mg/H.
F AT 5= 20mg/ H % 8 [ UL F % 5-1% (2 R0 AR5
P R

MuH VARG (WA 2) X TR

F72, BRFEBABIC B W CTHWN pH EAEM AT NT TV —
VF U A1HIE20mg #%45T1 H 1E 10mg #5121~
Tl HHRHERGICN T2 IXTIYV =V Yy A1H]
Al 20mg 4% 5- DA FHEATRD 5N T 5810,

18. ZExhIEIE

18.1 {ERHF
S NRT 5 =)V F N ) 7 AL AR o B R RO T PR
(AN 727 PR 2y, 7o by Ry7 (H. K-
ATPase) @ SH 3% W54 L CEERIGVEZ BILE L. B o-wh & 3]
T 5o SHICHHESNZMREGEOMMIIE, EIIERRA
5D DOIEED B VIE TV Y FF+ 12 X BIHTER DL H
GLTwabnl¥EzoNb, TOM, ZVvyF4+ L ilkoT
BESRIGPEASHAE 3 2 W REVE D W S 21920,

18.2 BESWHIEI1ER

18.2.1 M ABEFIZBIAH A MY VHITER W L, 1 H
19l 10mg #%5-. 1 H 1 9] 20mg % 5-C & 1850 H H» 5 W
ZPHWEM 2R L, %5 1 HHRO7 0 H ORESWE DK%
&1 H 11 10mg #%5-T 72~76%. 90~96%. 1 H 1 [l 20mg #%
5T 88~89%. 99% T 52122,

18.2.2 v FHHEERERIZIBI LY TFINTAL 2 v
AMP H¥C & 2 B 5w & W3 %20 (in vitro)

18.2.3 BB A S HEHAERICBIIL LAY IV RYFHFANY
YR E R W, BN T v MBI A EBEE WL O e X
Z 3 S B LR 2 BRI & TR 97202320
4 2XHBHVIET v MBI 2 GEa el omsi, o
7a bR FHERANCHEBELELS, P ATA MY Yo R
I TR 200.25)

18.3 BA pH LR1EH
e AN B T ICB s EWpH S L,y 1 H 11 5mg %5, 1
H 1 10mg #%%5. 1 H 1 [l 20mg %5 T & H12EW 4 E5AE
MERL, #4550 H® 24 B IC pHA PLE % 7R3 R o %)

411 H 111 5mg #%5-0 EM* T 46%. PM*T 63%. 1 H 1[0
10mg #¢5-@ EM* T 58%. PM*T 72%. 1 H 1 [ul 20mg 5O
EM*T 61%., PM*T 76%CT® 52,

IFACETEESE T b 7 1 — 4 P450 2C19 (CYP2C19) FIANLZ,
TRLEME TR I ) pE SN S,
EM (extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*
2 1% CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3 3L
1Z CYP2C19*3/*3

18.4 H*, K*-ATPase FHE{EH
77 R X D L 72 HY. K*-ATPase (2xF L. #FHEE
M %&R$202 (in vitro) o

18.5 HiEBER
Ty RO SHERIEL D D VITEERERIERZE (G
WALV A, KEWEA LA, BIM#EE, YA77 30,
M- ) —VROT7TAE) ) IH L, MCHEGEEA S 5 »
13 REBR S S R & R §7228).29)

19. FRIRAHCEET EB{EZRIFR
—fR: 9 N7 5 Y — v+ b v 4 (Rabeprazole
Sodium)
1t % % : Monosodium(RS-2-([4-(3-methoxypropoxy)-3-
methylpyridin—2-ylmethylisulfinyl)-1 4~
benzimidazolide
: C1sH20N3NaOsS
. 381.42
AR AB~IEAAORETH B,
AR KD THEITF LT, =8 /7 =L (99.5)
TR v,
A 0.0Imol/L AKERILF bV & AGRICE LT

Z)O

AR AR T B -

ABOKEN (1-20) BHEHEE RS B0
RS AR 5D

%
%

EP

S5 2

O—CHs

HsC 0]

Na

N \ /
S e

N (0]

20. BURV EDEE
201 7OV IEHHEBIIERE#TTRETL I L,

2. A
(PTP) 100§ (10 $x10x1 48,
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