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20194 8 AT (45 1 D) BRI 7S
872325

B & Bl

BAREIE : 34F $£10mg $£20mg
A& | 16000AMZ00027 | 16000AMZ00028
BB | 198849 A 19854 7 1

H, 2 B iEHLA
BAERH 77EF 8
T7EFIC

HAI—10mg
HAI—20mg

Gaster Tablets 10mg -+ 20mg

2 (ROBHEICEBELEWE)
2.1 RFNOAGIHR UBBRE DR RED H 5 B H

3. fEBk - K

3.1 A8k
A A% —$§E10mg A5 —§E20mg
. HE 77&FY> H 5 773&—?/‘/
7 AN
RIS 10mg (1%eth) 20mg (1 %)

K VEEKREAN T T AL RV — A, FLEE
KW, v FuFssuoikera—2A, bwED
— AVFrT . BEERTSAE ATTY VAV
& yw A, KEHREL FOfs 7oL eio— 2,
EbE FLEE A V> AKFI. <7 v T —)b, 1L
FE U FINT HFoNa g

3.2 WAIDMR
HAS—§Elomg | A Y —§i20mg
#IIE BEACEE
o i A £~ fR e 1 £

i

L

O O

i D) D)

[EXES 7.1mm 8.1mm
K& -
=3 3.6mm 4.0mm
B 0.14g 0.20g
gl 1 — LT 014 LT 015
4. SHEEX (I FR

OFEE. T-HEREE. Weihias. .J:‘E‘B}ﬁ'ft’r‘ﬂ:'.ﬂl (H
1EEE. SMX ML ZEE. HIMERICEKD). TR
BE X, Zollinger-EllisonfE{&REF

OTREBOBHERE (UbA. HIl. EF. 2B O%=E
SMBEX. BUEBROSMEELN

6. HERUHE
(BiBE. T=EBm&EE. Maihias.
bitiEE. aMX ML XEE. HiES
BER. Zollinger-EllisonfE{EEE)
WHBEANZIE 7 7EF Y E LT RHZ20mg% 1 H 2 [ (3
Bt FEBRT TR RIS 3%, 720 1 [M40mg
Z 1 H 1\ (R RS 322LbTE S,
B AR RERICK D EERT 5. 2L, J:ﬁfii‘ﬁ'ft
B O A Il F R T R Bn L. PR RE
o 7RG G ) 20 2 5.

J:“B}ié]'ﬂ:’”':ﬂﬂﬂ (H
RICEB). BRMH

(TRABDBHERE (F5A. Wl ¥F. ZE) O%E
AMHBER. BHEBROSMHETE)

WEEAIE7 7EF Y ELTLHI0mgE 1 H 21 (5
itk VBRI 7ERER) BOHRGT 5. $720 11H20mg
Z1H 1l G BOESGT5ZLdTE 5,

B, Ak - RIS XD EERET S,

7. BERUBEICEET 35
7.1 BEEBETEENOKREE
T 7EFY G FEE LTHE» S REIAETHRS NS,
BB TREC 7 7 EF Vv ERGET D L, BEOK
TE bR LREES LA L IR PEASR A5

HOT, KO LD k5 EEHEET Y, [9.2 B]
1 m20mg 1 H 2 5 % 3L & 3 2556
JVTFU VT TR Uy
(mL/min) B3k
Cer=60 1M20mg 1H2M
1\20mg 1 H1IM
60>Cer>30 1[E10mg 1 H 2
1M20mg 2~3HIZ1M
30=Cer 1610mg 1H 10
. 10120mg &% 1 10l
A
BT 110mg 1H1

8. BEELEARNIE
Mt IR, ERESICERT L2 L,
LFENEREHEIHEBREICHTIIE
9.1 AHHE - MEEZEDH 2BH
9.1.1 DRBOH BHE
DIMEROREN 2RI T d 5. [11.1.6 BH]
9.1.2 EYBBECREREDH 5 HE

9.2 BiReEERERE
Mg T 5 O T, HEEERT 50 HE5HEE D

FTHHT 528, [7.1, 11.1.7 2]
9.3 fHRERRERE
HERAEAL T 2 BNV D %o
9.5 147
TR I SRR LT 2 W RETE D & 2 I IZ G Lo i
PEAfa kRt % L2 L HMEN LB EICORKETHT L,
9.6 XIltw

B OGN OB RBEOL L ZE L., RO/
BEIAI P 2T 2 2 &0 BALPICRATS 5 2 &AM
ENTWw5,



9.7 /MR
NREFEEN G E LA R RN Z L L BRR
BRIZFERmL T,

9.8 mknE
KA 2w T 2 G HEEZ LR T 5 4 SEEIKG T 5

Zlo AHNZFEE LTEEAD SPRES N D25, Sk T,

BREBEAMINT LT 2 2 & DB Wz D MRS HHE T %
BEZNWDD 5o

10. HHE1EH
10.2 BfREE (BHRICEETS &)
S 44 55 R AHER - $5 187
TV = VRIUEHSE | AR OEA O ML EE
A 5arvy— | HPMETFT 5,

B - fabre
AHAND B3 B 1
Jiikavisnie S lo) i u )3
AT S5,

1. BI{ER

ROBWEH D H 5N D Z WD BHDT, BEZ T3,

BB SN HE G 2 Pk 2 7 L) 2 0LE %
192k,
1.1 EXLEEA
M1 avy, 7F7147%7— (%0.1%Kil)
av o, THF74 7%y — (WUHEE, 4@k, m
EE CEENRIE, INERIESE) . FERES) BhSbh
LHIENH D,
1.1.2 BEREMEN. AMmMEED. EFEMIRE. FMM
gl (WFRHFEARD) . mdMREDS (0.1%A0)

FRAEAR RPN, FmERRA, MU ERAE, M 17 1.

M/ANRA OISR & L CagBai&. B, kT -
T I, S35 BHobhb IR HILDT, &
W Mg 2 G L. BEHFRO SN RAIEl
HIEGE Rk L, YR REEIT) 2k,

11.1. 3 hEMREIFEFERMI (Toxic Epidermal Necrolysis:
TEN) . BEFAEERAEMREE (Stevens-JohnsonfEfEE) (\»
FTIHHEAH)

11.1.4 FAEREEE. |E (WIndHEEARH)

AST - ALTS0 L5, #EPH HDLNDL I EDDH L,

11.1.5 HERUBBIARE CHEAH)

AU AMGE, 34278V VR MR E 0
7 b5 BRSO SR AI iRl b Icik b 2
LU, B RAEEZT) 2 &,

11.1.6 QTER (HEAY])

RS COMMIZE, fPBUE. OES) 26350
HIZBVTHEDLNRT VDT, HE5EHOBEZDIREC
TaEET AL, [9.1.1 BH)

1.1.7 BHEEE. 2 (W3R HHERY)

HakbEE, A B (EEE, S I 42 u— 2 2)
BHLLNDLIENDH D, FFICEREREL G LEE
ZBVWTHOLDNRTVOT HEETHI &, [9.2 2]

11.1.8 BEMEX. 2MBEE (WINLHEHERY)
WHHEIR & UCoE, KB, EREMmAMERE (BUN -
s VT F = EAE) RO OLNLEICIEED I
Hagqk L, #yalEzit) 2 L.

11.1.9 BIEMRR (EHEA)

FEE WK, TR R e, X SR S A 1 S TR I
KBHODLNBLEIEDRHLDT, TD LX) BRERED S
bNZza i3S 2k L. BB E RV E Ao
L@ R NiEE1T) 2 Lo

11.1.10 R2YHE

1.2 ZODEHER

0.1~ 5 %A 0.1%Aiii BHEEA Y]
BB (KIBE). M
Tl PRI
i | HERIRA IR ER I %
Mook | R TH - AR 18
oL - Wk,
R k. Ak
AR, ON%
[T MLE -5 B | R SR, B
FLL HHG B A
JiF i | AST 15 ALT |[#EVUVE v 5| Fkre R, &
L5, AP LS |LDHLS JE
A AR R A By RS I | )k oo g LR
SOk U, IR | BB O DIRfE,
NN JEOME A
ODFE W
W W R AR, 2t | FLHR
b5
z o i CK k& kit 2
W.OWANE. W
s
FEBURE X, KGRRE F C O HRER L OVl CRGER A 1 2o ¢
Wb,

14. @A EDEE
14.1 EHZAEBEOZTE
14.1.1 PTPUEOIFEANIPTPY — M50 L TR
HEINRETHI L, PTPY — FOBEKIZE D, BV
AT BERIBEANRA L, B3 ILe B 2 L CHERRER
REOEERGIHER IR T A2 LD 5,

15. ZOfOER
15.1 ERBRAEA (25 < 1548
KA DHGH RN & BIRE BT 5 2 L DD DT,
BIETRNC L RO ) ARG THI L,
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(ng/mL)
100F m 10mg
90+ e 20mg
%% 80 4 40mg
H700
5 6o} (P30l AR n = 6)
w40t
% 30
201
10
0 4 8 v 6 20 24(n
i i
BRI TS 2 — %
ke Tmax Cmax tie AUCyay
(mg) (h) (ng/mL) (h) (ng - h/mL)
107 22 33 263 157%
20 238 64 305 368
40 25 97 302 588

D 10mglzowW i, 2 S/ H B O M G- O il 2 R L7zo

11:2) AUCyi %R L720

16.4 X
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16.5 HEtit
PG 152405 18 F TOREZALERO IR PPEIER G, FOFKRYS- T
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17. 1.1 ENERHER
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Ihb,
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20mgEIR I 53, FEREE A O IS By PR L o
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Pk 2% I vFEI2E 5Ty ol Bz L
HIVER 2R,
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