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71\77 J—'bNaﬁZOmgrAAJ BRFEBEE | 20109111
L RABEPRAZOLE Na TABLETS

B R EiRATY

FRHARE - 34

2. B2 (ROBFEIZIIB/ELEWVWIE)

2.1 KAIDORATIZRE UBHE OB TEIED & % &

2.2 yee) VR E S ho B [10.12H]

3. HERK - MR

3.1 fHRL

W 5 % N7 F ) —)LNafE20mg [AA]

H K oy 18eh HIFI XTS5 —)LF + ) 2 420mg
D-vv=F—J, @Blt~r3x>wa, fiftrao—2z2, v
Fafy7obllb)la—2, HILAT—AHNT T L

w7 KERE L Fafxy Failviua—2, 2577 Vi~

AL, TFIILELT -, bTaxa— AT R
IZTN, 7YX VRGBT Z T ov, B g v, HE
SRR, Aoy

3.2 HA DMK

K 3¢ % Z X7 — )LNaft20mg [AA]

Fill ¥ WEEDOEE 7 A LT —F 4 VI §E
#* i #
BAEN7. 2mm  JEEH3. 7Tmm B HHY142mg

] 7 — F AK249

4. FEEX IR
BiEE. T-HEBEE. WEHEE. FAMEER.
Zollinger-EllisonfE{& 2%

5. MEEX IR ICEHET 5FE
AFIOPEG A EHC L 2IERE RS 2 2 L2 b 2D T,
BHCHECT L AMERD S ARG T &,

6. AERUHAZ

(Biak. T=1BEEE. W&EHEE. Zollinger-EllisoniE

3=
. RANIETRT T —F b Yo a e LTlnl0me%
TH1ERE PG4 5 55, ki X 0 1[020mg% 1H 1EFR
5§52 MnTED, b, WE., BiE. WATEE
TIESHEM & T, + IEEEE Tik6lEM £ Tok b 55,

(FERMEREER)

WFPEEE A OBRFIZ B W TR, WE, RACIE IR
IV —=)LF b Y AE L TLE10mgAE 1 H1MREO#S5-4 5
AL RKIZ L D 1EI20mg A 1 H IS5 5 Z &N T
%, ki, @, SHEME coRLG LTS, £, Su b
VERVTA e X —IC X BRI THIRA T BEA. 1
[F110mg X iZ1M20mg A1 H 2, X 5 Z8EMRO%RS5-§ 5
ZEMTES, 7277L. 118120mgl H 200145 513 5 & R
BEEHETAHAICIRS,

7. BERUVAEZEICEETIEE

(BigE. T=EEEE. W&EEE. Zollinger-EllisoniE
R3%)

7.1 WIRAE L WA O - 86O %A 1211H20mg
ZIH1RHES5 42 2 LA TE 5,

(FERMREER)

7.2 WRIRAE L WG RO - #EEEOSA1211120mg
ZIALEIRS 42228 TE S (H¥ - FRAB DRI
WHEEUAOMHERE, 7t vRy I vee g -2k
BB CIRAT A BARERL) ., /-, ot ryEYy
T4 VR —ICkBIEETHERT B LLE

10mg 13 1[020mg A 1 H2Mm, X 52853 25813,
NG TR B A IBIE L T a W T & &R
52 &, K, AANREI20mgO1H 2513, PR A
CTHE ORI EATER L 2EAICE S, [17.1.12H]

8. EELEANER

(RhREtiE)

8.1 AADLGHZIE, MR IR TR L, eI
MU ERIRRA - R ERREZ1TS e E L,

* %8.2 KADEMEGIZL DK~ 29 AMEYRH b D

ZENDBHDOT, KAlE BRI 20, i
VAV LREEET A Z 8, [11.1.115H]
(BiEE. t=iEBEE. Uathias)
8.3 RIADMHRER A+ T DT, HEREEIZIZH W
WZ ENRHEE LW,

BENDERZEI2BEICETIIE

1 BHHE - BEEEDH28E

1.1 EYRBEOBREFEDH 5 BE

9.3 FFREEERE
JHRZE 63 CHFEIGE DS 23 5 .

9.5 iFiF
W0 AT IE R U T 2 aTREMED & 5 MBI 3B Lof
e fER % Bl 2 & fll SN 255 1C0A85 32
Z &, @IER (5 v FRREI400mg/ kg, w7 V FEFA:30mg/
kg) THRYWEMY (7 v P TIUEBE, 79 ¥ THREOK
T, AUEEBE) BRI TH S,

9.6 RILF

B EOBARME R ORFUEREOARMEEAZE L. AL

Xk ARET s 2, BWHEE (59 ) THItT

NETT A EAME IR TV,

9.
9.
9.

9.7 hNR%E
NS AR & U BRI IR L T,
9.8 Sib¥E

LBHERSORHEHE D 5 5 b =B8RS 5 25 S
WICHG4 52 L, KANZTE LTIFIECRE X L5 08,
EE CIIFEME T L TR Z en% L., BHEHS &
EbNBTEND D,

10. #HE1EH
A O RGEHZIE IR R F 2 g — 4P450 2C19
(CYP2C19) R UBA4 (CYP3A4) DRI5AFESD 5T
%, [16.4&H]
F72. AFROEBWIEERIZ XD, DEAZEA ORI %
PRSI 2 2 &b 5,

#10.1 SEARE HALBZWVWI L)

RRIAAEIR - 15187
VL) vIEREEOE
?’a’:iﬁi'ﬁﬁﬁ‘ 2BINDDH

B - fabkA T
AT D W Gy A A
Hiz&b, HApH2 L
HL, VLAY Vg
WBOWINHBIEKTL, Y
LEE Y YOI A
EKF$2Z&hdb5,

HH 4%
VLYY VIR
(—T— ATV l\)
[2.2%:H]

10.2 BEAEE (BFRICEERT S L)
A4 % RREIR - H5E ik

= FH T35 750 0 1fi g A |

AFLVTFRVY | HE¥BTLnd 5,

B - fabrA T
AN D W oy A A
&b, HApHA |
gt U A TSR A oo L

S %,




AR - HE T Tk Wy - fabaK T

A T80 0D I P R A3 AR DV e o s 4 1
T3k Thhd s, &b, HHNpHA L5
U, T2 ORI % 41
HlTs6Thrd s,

KBTI I= L
T - Kb~ o %
¥ A Ol

SRR G2 P B A TS B,
FTIREHR A, il A 125
IR [ B2 M C - i 4
R P RS Z
Zh8%., 6%KTL7=&
DWEN B B,

X b ML FH— | AN bLFY— DI EFEAHTH 5,
WEN LA 2Z&0d
5, MHED A ML F
P -t EERGETIHA
&, RIS AR A O FE G-
Eoibd 52 EEET

5L,

1. BIER

WORWEH S 5bNB T b BDT, BIEE+HI24T
W, BEDGRD SN GAI3 R G A IE T A E )
WEEIT> Z &,

1.1 EXLGEMER

MNAA Zayy BEEAH)., 7F71T7%— (HEAH)
11.1.2 RImERGK S CHEARRH) . EFFERIRE (HE ARH) .
MRS (0. 1%A0m) « SSmiEEm (% AW
11.1.3 BUERFR (B AM) . FREEREE (0. 1~5%Am) «
BHE (S AH)
11.1.4 BEMHL (0. 1%A0)

FEE UG, CRIRREE, T ORE (85E) HARED 5
NEA I, BRI XEEOME LI L. AH
D5 #RIET 5 L L 10, HIERERLE VY FHOREGS
DY) B E #1752 &,
11.1.5 REEE (HEARH)

rh MR B AE Rl E  (Toxic Epidermal Necrolysis :
TEN). FREREEIRAE EfE (Stevens—JohnsonJEMREE) . £
JEAE R D EDNBE I D D,
11.1.6 2HBEE CFEAH) . MEMEEL CHEARH)
RSEEMAE (BUN, L7 = U5) [CHETHZ L,
1.1.7 &F MU LIMEE (BEEEAN)
11.1.8 HERUHRARAE (HIZ W)

P, W&, CK LS. MR ORh I A2y
SR & BREUTRMIE S S 5 b b Z &0 b b,
11.1.9 |AEE K ARH)
11.1.10 $EELIREE (WS AHA)

HAZ, BEATE). KRR SN, R, MK RN
ENHELNDEZENDH B,

$ 11111 BT RS LIE (B AT

AFOFBZESI2 LD, QTHEE, K#E, LUh%EEES
K~ 2y AELRD 5bhEZENndb, 72, K~
32 AMGEISER L& L > o AME, K7 ) v 4
MAEFOBMERTE 2L L0 H 5, Th b OWEME R
WHOSEDNBIERDS H 5 b A, b~y
LPEFEOWE Z TV, BEIRD S N-GaIE. v 1y
Y LAOMAHEOWY) ZAEE1TS Z &, [8.25H]
11.2 ZOMOEHER

0.1~5% A1 0. 1% HHIE A
1L FHMERSAD . L | AR i ERS& A 4
BRI, A RREREG R ERIE L ) v
%, Hifl 7 SR
JF ik AST. ALT. [®REYLE VD
Al-P. y-GTP. | L5
LDH®D 5
TEER 2 i F A BiF
bEL(#:: R, TR, NEER IR, TR, | 2%. WER, BEMEER
g, Wik, ) 2 25, H 8 [k (collagenous
% 74, 1%, B|colitis. lymphoeytic
AR, 5l colitis)
FERIARER | S HEV, XSO HAR, K
=, MR DUAL
WE DT . 0 gt
k. KT
dogoh, %
25k

&k

0. 1~5%Aif 0. 1% A A
Z Al Mav 2rua—\2yhH, FE | HOb5 5%, B
Lo EE G - (ERUE, BB PR, BIRE, w7 v E

BUNO® L, #[1|HTBIE. LOR|=7IiE, RHE(LTLE
JR. it TSHAYN |, CKo |5

) TEBURE I3RS e A A A s

14. BALDEE

14.1 EAZMAEOEE

14.1.1 PTPAEO#EANZPTP Y — b 2 5D i L TR
BE54EFS 2L, PTPY — FOBERICK D, BELG
A FREREIEATIA U, S22 2570 % 3 2 L CHitRRi 25
HOHEELAIEENRT LI LD 5.

14.1.2 KHNIWESETH D, HIZH 725 TE AZD,
2D EFI2, DAL ETLITEE TSI L.

15. ZOMmDEE

15.1 BRERERICE D 158

15.1.1 AFOEMHRGHIZREOHE R ) — 72380720
WEDRD 5,

15.1.2 WM B 2 OB T, Ta b vKry 74
VBB A =2k BRI B O TR IS S B i
. TR, THEFHOY 2 2B ARG X Twn
%, R, SHELOCERME QFELE) OnEREEZT 7
HET, B0y 22 »38hnL -,

15.1.3 WA 2 FICAREEE IR L L BHEO#E
Wi, 7ubt v Ry 4 e r—2#RE5L-EHCE
WTZUZ MYV TL T4 T4 VNI KBFEGD)
Z 7 BMAHE T hTnhs,

15.2 FEERERREABRICE D 155K

15.2.1 J v MIZ5mg/kgll b % 24E IR 4% 5- U 7= 3 il Bk
IZBWTC, MTHIZHLF /A4 FORENRALNT-E DR
ERH B,

15.2.2 BBk (5 v b RO 525me/kgll b)) THURIR
HEEOMAY A gy v OMNBAHRE XN TWBEDT,
R & 72 > TXFIRIAERE IS T 5.

16. EYE)EE

16.1 MepEE

16.1.1 ST I —IbF NI LBEHKERE

AR A BT 1220meg 2 M T XU BB S L 720
DWIRHE T L 73 B)HE 8 7 2 — 2 Ol % &I
Y, [16.2.15H)]

U . Crax tmax AUC
PG 51 (ng/mL.) (hr) (ng-hr/mL)
M 437237 3.6£0.9 937617
Ttk 453+138 5.3+1.4 9014544

(Mean+S.D., n=12)
F 72, R AT 125mg. 10mg. 20mg & Hifr T TS
5 L7 (558 H) OIEMERE/ NT 4 — 2 IZLIT D
LBDTHBY,

= Cunax tmax AUC -0 tis2

2 JEI

PO RIU) (hr) (ng-hr/mL) | (hr)

5 EM* | 146+ 56]3.0 (2.0-4.5)| 236+ 97 |1.840.9
™S | PM* | 252+ 55|2.5 (1.5-5.5) | 585+137 | 4.2+0.5
" EM® | 383+ 83]3.3 (2.0-5.0) | 5394200 | 1.540.4
& TPM® | 509+ 64]2.8 (2.0-4.5) | 1230200 | 3.8+0.3
2 EM® | 654348|4.0 (2.5-8.0) | 9944477 |2.3%+1.4
M [TPMF | 822+232(3.3 (3.0-6.0) | 2331663 |3.7+0.3

(Mean=*S.D., tmaxidMedian (Min-Max) ,EM n=16,PM n=8)
SOFRHIEER F b 21— 4P450 2C19 (CYP2C19) BV, Taili(z
FHRE DI h 5,
EM (extensive metabolizer):CYP2C19*1/*1,CYP2C19*1/*2iZCYP2C19*1/*3
PM(poor metabolizer):CYP2C19*2/*2, CYP2C19*2/*3XiZCYP2C19*3/*3
16.1.2 EMFIEEMHER
N7 5 =)L NagE20mg [AA] &%) Ty FEE20mg %
VAL —N—EIED T ENIGE (FRT T — LT
FUYAELT20mg) HEFERAFMEC KA HOEE 5 L
TIAEh I RT3 =L P A REEZHIEL, H6h
72 3RYEIRE ST X — 4 (AUC, Cmax) 122V TI0%MEHEHIX
RIS CRERTMT 247 - 72858, log (0.80) ~log (1.25)
DORFPANTH D, WiFIOEWER E M R < h7z?,



P AUCo-10 Cinax Tomax Tz
X (ng*hr/mL) | (ng/mL) | (hr) (hr)
7 NT 57— ANafi| 5 861.854 | 501.6] 2.8 | 1.010
20mg [AA] M8 | +264.810 | +162.5| +0.7 | +0.161
) 853.253 | 545.6| 3.5 | 0.933
V) b§E20mg | 20mg | 310609 | 4290 9 | +0.7 | +0.149

(mean+S.D., n=29)

(ng/mL)
600 [

—e— INTTY—IUNafE20mg [AA]
0. NU Iy ME20mg
mean£S.D., n=29

a
(=3
o

400

w
[=3
o

N
[=3
o

-
o
o

o

RS G 7S — NN DB E

BFfE (hr)

MRS ONZAUC, ConFD/S85 X — 213, WEE O

R, R OTREUE R - BRI DR ER S K - TR B AlRE

PrH 5,

16.2 RN

16.2.1 BEOFE

A HER A T 712 20mg & ff T SUT B ISR IR S L 221,
BB TIEHER THGAZH U tna Y] THEREEAE G 5 & &
BB AE R D 5T\ BY, [16. 15 1]

16.4 54

R AT 7 1210mg. 20mg % fR %5 L 2o i sgErh o
RENE, FICIEBRNZETTRIBIZ LD AR L 2 F 4 =
— TR TH -7z, ZOMIZHHGEHTEEF b 2 v — 4P450
2C19 (CYP2C19) »BH5-4 Bl x FALBEIZ & O Ak L
7202 F Lk, 3A4 (CYP3A4) »BLE3 2 24 VLK
I KD AR U 7= 20k VR FED 5 =009 [10.511]

16.5 HEitt

AFER AT T 1220mg & #R %5 L =354, 14514 241
FTITIRPIZTIRT T = F N ) o L DOKRZELEITR
XNhY. REMWITH B I NLEVBEKROTZDI L7 0 vk
AP BON29~40%, AL H 7Y — Ltk
13~19%Hkilt X 722,

16.7 EWHEEIEA

B (K 2T 7V =) CTIHREEEEF L 7 v — 24P450
2C19 (CYP2C19) ~OR#HAIZ X D HAEERZRD 5
NTVWBYTENL, YLTZ 7)Y (R-ILT 7Y V)
ISR LTINT T —ILF b AEIZ I NS DK O]
PRI IS B A G Z EWZ ERE IR TS, £/, M
W (57T =) THHRETEEZF & 71— 4P450
1A2 (CYP1A2) Oz X D HIHAEH GBS 5T 5
THT 4 ) VIZHLTEIRT T —)LF Y 7 A5k
PSR IS A B2 W E G R Tn Y0,

17. BEEERERIE
17.1 RO RELMICEIT 5 58
17.1.1 —RERABR RV _ETHRIEEHER

S, IR, W R A K OW A RS & okt
LIZ1H1ME10mg X 13 20mg & £ 5- U 7= — AR EGH PR AAER & OF —
HEMRILEGAER (5016 ~8HM) DRI TED L

b y) ) 57)’15)0
PSS/ ARG IE R
R 93.6% (162{51/17331)
+ B 99.3% (13631/13711)
W g 90.9%  (50f/55f51)
Wy £ s 83.3% (10f31/12f5)

HEEHBEROCHEO S0 b v BV T4 Ve g —iHBICIK
PUPEP oMM ARG AR & L 2R 58E% 0N
FEMEICLBBERIITROEBD ThH 729, [7.25H]

1[A120mg 1[8]10mg 119120mg

1H1[m 1H2[m] 1H 200

ik 58.8% 78.4% 77.0%
(60151l/102f31) (8015il/102431) (77151/10031)

grade A } U 65.1% 87.1% 79.5%
grade B¥ (5615/863) (74f51/851) (66141783141

grade C % 25.0% 35.3% 64.7%
grade D* (451 /164351) (6131 /17151) (11451/17451)

W) I9RXTFY—=)F b)Yy A10meg/H, TV 75 —)30mg/H.
;{ % 3“9 V' —)L20mg/ H % 8 L 4% 58 1S ARG SO MERR R L h
WO Y UL A (WD) 1Dk BTN
F 72, RSP B W CHApH LA T X T 5
—LF Y Y 4581 H1E20mgP 5 T1 H1E10mgf 512 b
T, HEATHEEICT3 5 XT 5 — L F b Y o AL
H1[E120mg#% 5O A HIHEA ) 5 T 3910

18. FExhELIB
18.1 fER#F
FNRT T =T b LR WA o Fe M e g
R ZL72v7 IR 2k, FarrvRyT (H.
K'-ATPase) DSHM:% B L CEERWEMEAHE L, By
WEIRIS 2, X5 ICHE N AR EomEIZIZ. =
IZAEFIEBA. 20 & DY DOW Kb DI T4 F4 ViZk b
WHEARDMENBEE LT3 DEELLNS, ZOfth,
IR F A T K o CTEERIGEAN RE 4 5 wHE: & MMl <
hs,
18.2 BESWHIFEIER
18.2.1 {#EERABTFIZH T B4 X b U VIR T L,
1H1E10mgi% 5. 1H1E20mgit 5 TE I 59 H» 5
EZMaWHEERAZ7R L, %5103 KC7HH OB wE
DWW FIF1H 1A 0mgi% 5-T72~76%. 90~96%. 1H1[A]
20mg%5-T88~89%. 99%Td 3171,

18.2.2 Y FWHHMERIZB T3V TF VYA 2y
2 AMPHI¥IZ & 2 B & W1 2 (n vitro) .
18.2.3 1BMEH A3 WRHRIZB T B L AX IV, RVAH AL
)V HSE RS SEONC Ty T dsT B R E W M Y
b 24 3 IR R o i o Ui 2 R AR,
A XHB0NET v MBI 5 BB WEIER ORITE I,
i 7w b vRY THEBANC G LSS, B A2 MY v

@Lﬁ&il}\fik )19) ,22)0
18.3 BWpH LEREH

AR 1281 2 HNpHIZ L, 1H1MS5mef% 5. 1
H1E10mg# 5. 1H1E20mgit 5T & & I12EWH & | AAE
MARL, %550 H D24 Iz pH4LL E % 7R 4 HERT O
H& 121 H 1 5mgfs 5-OEM* T46%. PM*T63%. 1H1[
10mgft 5-DEM* T58%., PM*T72%. 1H1[020mgi%5-0
EM*T61%. PM*T76%Td 3%,

MIFRHIEE R 7 2 g — 4P450 2C19 (CYP2C19) FBIANZ,

WETRL 0 EEh S,

EM (extensive metabolizer):CYP2C19°1/*1, CYP2C19*1/*2i3CYP2C19*1/*3

PM (poor metabolizer):CYP2C192/*2, CYP2C19*2/*3XiZCYP2C19*3/*3
18.4 H'. K*-ATPasePE=E1ERA

7 & FORE X D FHELL 72HY. K*-ATPaselZxf L. 5 BH
EREHERTY S (n vitro) .
18.5 HiEBIEA

T b & O 72 S REFER S & 5\ O X FER R (%
W Z P U2, AR Z L2, BMIREER, v 2T T
IV, HiR-T 4 ) =L KRUTAEY V) IR L, L
TEITEH & %03 B RO 2 S AR A 7R 472020020

19. BRI SICEET 2E{EFMR

— MR BFR : ST T =)L) b)) 4 (Rabeprazole Sodium)

1t224 © Monosodium(#S)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin—2-yllmethyl}sulfinyl)-1/-
benzimidazolide

777X CisHoNsNaOQsS

o ¢ 381.42

I AC



7

ft

K AE~EIEORRTH %,
KD THEF R, T4 =L (99.5) IZEITR
EARE
0.01mol/LAKEE{LF b ) 7 AGAHIZIE T 5.
Wttt TdH %,

KW (1—20) 1EEICIEE R E Ay,
LHEY 2O (R
ARG

Na
N
% \ ) mosm
Yy, S N
N\
N 0

20. BRRWLEDEE

20.1 7L I WRHERISEK AT TRIET 2 Z &,
22. ‘ai
1008 [10$£(PTP)X 10, #ZHEAIAD]

23. EEXH

1) Yasuda,S.et al.:Int.J.Clin.Pharmacol.Ther.1994;32(9):
466-473

2) INRTTV=)F MY ARG8Ty b §E2014
FE12H26 HKRE. CTD2.7.6.1)

3) HNERLT XT TV — L Na$E20mg [AA] AW2ER[E
AR
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26) K E 2fh:G.1.Research.1993;1(5):497-500

)
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T108-8532 HAHNEX ZH T H&K1S
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26.1 SH&EERET
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26.2 BRRET _
HHERIERIEA
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