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1) 9_XF 5 — L NathbE bmg [A—F ] ?

BB Al

LEES

KB (B ) . € OMLIFAAL

60%RH) (BA 0

I | 40°C, 6 H G - AR |0

e | 25C. 750 o ey | VTR CBLts 1) R ORI
R | 2oC, TR 1 B G- B | G, zoofidiers L,

| BHUE 120 77 1x - hr(25C, | BURBEIN (BEM) . % OMITET

L,

2) X775 — L Na Hag 10mg [ A4 —/~

?J 1)

BRI A

S E N (BN . & OIEZE L

60%RH) (BA#0)

WEE | 40°C, 3 4 A GG - SEAE) |

|2 TR, 1 ] G B | e TR O S ORI
" Lo, a5 0 1 G | FURBTORT (R 0) OIS ¥
y | FRBUREL 120 77 1x - hr(25°C | 4 pen g

60%RH) (BA 0

3) I _TFZ V) —)L Na ¥ 20mg [A—~F | ©
RS TS
B [ 40°C, 3 » A (Y - [RERZ | 2 TERL,
N A V1 o BﬁR f
W | 25°C. TURHL 3 9 A GESE - A Ef&‘ﬁ?(ﬁ%?ﬂ) Z DML A
KRR G B . L
¥ KSR 120 5 1x - hr (25°C, ACI L.

. RRERVBRROREN

BARSAN

e EDRAEIL (MELPmEL)
LR L




9. A
(1) EEPELLIBOERAEROEMENRIEMRARA A F54 VICED AR
(& BN H 72 5% O [E A D £ PR R S ERBR T A B 7 A4 CFERk 24 42 A
29 H BEEFFAI 0229 5 10 &) IcFKEox, HABRaFEiE L7,
AR FE - BJR—alBriE TR HRBRE S Rk I8k b,
BRI : 900mL
TR : 37°C+0.5C
ARG R T T — L Na 88 bmg [A— T | 1%, [EGENREAR 5RO
TERAN D EMZLRSEERBR AT A RTA 2| (RS ETRT TV —
JU Na HE§E 10mg [A— T | ZAEERFE Lz & &, wHZEE)FE
HELHIE ST, EWEERICRSE E B ST,
O FEEHFETOHE
£ VRHIZEENC I B R S

HIE SR HHER (%)
ARERLAE Wi [ i [F] S 0D ) 7 HE
() | PRBIGA | B "

120 RN 1T 2 BB RH| O EEVEH | e
pHI. 2 | 120 0.0 0.0 | sttt oo+ on o HE:S
pH6. 0 £2=56. 6 £2 B OB A 50 Lk GES

50rpm | e g 40 33.3 30.8 |40 K090 4> RAIC 51T B AR BRI 0> s
' 90 83.8 87.0 |VAHENEEUERIKI D £ 10% 0D #iPH
R 44.0 1150 U180 43R 351F % RBR LA 0> 3 s
P2 1180 [ 90,5 816 | SVEHRAMEAERA D + 10605
100rpm | pH6. 0 £2=54. 3 2 B%k D fEDS 50 LLE EES

FEAERLA .« 575 — L Na B8 10mg [F—/~F ]  LotNo. GNO9 (n=12)
pH6. 0% : 0. 0lmol/L V U FE/AKZE " F MU 7 AL 0.005mol/L 7 = 4 FIVNT pH6. 0 (2383 L 7- BRIk

_10_



(7 )

@ Al DY TOHIE

1 (pH1.2)/50rpm pH6.0/50rpm
100 100
80 | 80 |
. —0—=F T — LNl fEbmg [ A — /T | —~
S o b —— 57T — A NalfibiE10mg [ — 7 | S ok o= 5T Nl B
*ﬁﬁ—: g‘_: 5mglA—/7 |
Koo f Koo f ——35 75— L Nafi b
"g "g 10mg A —,7 ]
o TR AT 5 6% 07
: ) . . .
0 30 60 90 150 0 30 60 90 120
min min
5217 (pH6.8)/50rpm pH6.0*/50rpm
oo r 01— gy —NaisE
5mgl 4 — 7]
801 801 —e=5T5y— i NafibE
) . ) 10mg [ A—7 ]
S ol —0m T RT T — Natfi |
H smgl A —/"F ] H
3 s . 3
& 4| o 7T = Nalfifi € g0 | {EmmAo TR 106
Ry 10mgl A —7) by
o JrRAIO A 108 20
0 R 60 90 120 0 60 120 180 240
min min
pH6.0/100rpm
100 +
wl FRBRIE : pH1.2= A AR )R V8 H e BRiR 0 25 1R
S| +§N??j~ivNaﬂ,iﬁ pH6.0= & 7-Mcl1vaine DFZTE T
prd 5mgl A —/7)
H O I TT — L NaibE e N A e N
£owf LOmgl—rF) pH6.8= HAIE G I ¥A HEl Bk O 5521
B
2 | pH6.0*= 0. 01mol/LY WK #E —F MY
7 2 &0.005mol /LY = k%
od . . . FAVNTpH6. 0IZFREE L 7= 3R BRI%
0 30 60 90 120
min

e e —
i | 7777 Y N M e I I
AERGrE | R i ° (R S COfE ~ B | HlE
0 | BV | Bkl | SEnsis (n=12) DYEHIZAF)
ST R+ O DR % 48 2 D
pH1.2| 120 0.0 0.0 0.0 HO 12 @ 1 ELLT C, = 165%| [FI%E
OFHEBZHH DR,
50rpm pH6.0| 60 82.1 94. 6 87.9 [F] 4%
pH6. 8| 90 79.6 88.9 83. 8 SEUR R 5% D ELE & B | [F%
5HOMN 12l F LHELLTC, =
pH6. 0% 180 | 75.7 103.8 90.5 WSUNDHFHZ R Z 5 b DR, | A%
100rpm| pH6. 0 | 50 85.3 97.6 91.6 [F] 4%

pH6. 0% : 0. 0lmol/L U v g7k _F F VU 7 A& 0.005mol/L 7 = % VT pH6. 0 12 3H4& L 7= 3ABRik




Q) BEEEROENZHUESHEREBHA FS 4 VICE D CGEHRER 2

(% F 3R 5 D EMF R MR T A K7 A4 U HO—HMIEIZ DWW T CFRK 18
11 H 24 H SEERERE 1124004 5) ) 10> TR AT 7=,

AR AL - BR—maEBRiE NEHaRE N Rk 12X 5,

FRBRIE & © 900mL
R E - 37°C+0.5C
AR

MR FE 1= K5 DA A A EMERRBR AT A KT A ) OHEFEHEE

AL, ZNICXKY F_TF TV —)1 Na HabE 10mg, 20mg [FH— T )
DOIEHZEENIL, 2 TORBRSMICB O TEBERIA] (Y = v [
10mg, 20mg) &HALL & HIE STz,

1) 777 —/)L Na g 10mg [A— T 1V

£ RHZEEIC R 2R

HE SEEE VS HH (%)
MBS | R stz | S FEIME ) o e ]
G7) | ™ $E 10mg
BHL. 2 5 1.9 2.0 5 KON 120 syl i) 5 R ERELAI 0O S5 1A il
120 0.8 0.7 | HIZRAELUERLFEI O + 9% A e
50 43.5 41.9 X 90 4SRHIZ R SRER L D YR |
50rpm |pH6. 0 50}{);‘0 ]?JFBE” jo”%)—itfﬁ;ﬁizﬁj@q: I D)
90 84.6 90. 1 H R DI HERLAI 0 == 15% 0D i P
bH6. 8 10 | 42.9 46. 7 140 KUY 60 SYIIC IS 1T B BRI 00 - E w51
60 85. 2 79.5 | HERDEEHERIF 0> = 15%0 i e
40 38.9 33.9 N 75 4SRHILT R SRER L D SRR |
100rpm [pH6. 0 40}9;\‘5 ’ﬂFEm jo”%’?tfﬁi‘ﬁj@I Ty
75 90. 4 83.8 | HEAFEHERIF D = 15% D i
(n=12)
(VA H R
51 (pH1.2)/50rpm pH6.0/50rpm
100 100 F
80 80 |
L 60T —0—=F T T/ — LN b1 0mg [ A — T | # 60T
é@ —o— /Yy MiE10mg E@ —0— T RFF — LNathi 5 1 0mg [ A — T
g 0r g 0r —o— /Sy M 10mg
20 {i%ﬁﬁ%%‘l(/)?i@%ﬂj%ﬁi% 20 {@i’ﬁﬁéﬁwwvi@%ﬂj#ﬁim%
dee o o o . 1 ) . . . . . .
0 30 60 90 120 0 60 120 180 240 300 360
pH6.0/100rpm
100 100 F
80 80 F
\E‘\i;/ 60 \C\\i: 60 }
o —o— FRT T — AN LOmg [T ) E —0—TRT T AN LOmg [ AT )
g 40 + —e— /Uy MiE1Omg g 10 | —— Ty MELOmg
20 {ﬁa‘é;@@ﬁ‘m?iﬁ%&dﬁiw% 20 | {&%‘t@ﬁum%@%m%tm%
0 60 120 180 240 300 360 0 30 60 90 120 150 180 210 240
min min

SRR . pH1.2= A AR B T IR HRBRIE O E 1K pH6.0=# D 7-Mcllvaine DFEEE

pH6.8= H AXHE J5 5 ¥ Ha Bk 0D 25 215
— 1 2 —



2) T X77 Y — L Na H8E 20mg T4 —/T ]
7 IEHEEENC R 2 EEE

12)

HE SEEE VS HH 3 (%)
&S S INES FEUME D) E 2L ke
AR | REAR . ok FAIMED ) E FL 7 HE
(G3) | $E 20mg
DIl 2 5 0.13 0.69 |5 KX 120 SyEICIS 1T % RREBRELA O F-H75 (L
“Tl120 | 0.00 0.26 | HERIEEHERLFN D = 9% HiPH =
19.3 53. 4 40 7 JEFAIER D 19.3 K1V 46. 4 Sy RICE
pH6. 0 \F % AR D PRy s R R o0 = | FHIEL
50rpm
46.4| 92.2 85 | 1syodipH
19. 1 50. 7 40 7 JEFRAIES D 19. 1 KO 33.6 SRICEH
pHe6. 8 VF % AR A D PRy s R o0 + | JHIEL
33.6 87.7 85 15% 0D i [
100rpm [pH6. 0 £, B4 ¢ 49 £, %k 42 DL | a1l
(n=12)
(VA H )
1 (pH1.2)/50rpm pH6.0/50rpm
100 | 100 |
80 80 |
S S
# 60T —0= T T T — L Nati §E20mg [ 4— /7 | # o
= —e— /Yy MiE20mg @ 0= 7TV — )L Natfi
S0 5 f FE20mg (A —T |
B+ BH —o— /XYy MiE20mg
o {*’%m””%%mgﬁg% or [ w15
Heo o o . e 1 .
0 30 60 90 120 0 15 30 45 60 75
$52if(pH6.8)/50rpm pH6.0/100rpm
100 | 100 |
80 | 80 |
60 f S 60f
= —0— 5T — A NalfibE =
s | 20mgl A —~7 ] s |
] 0 —e— Yy ME20mg B 0
20 f 20 | —0=T_TF— L Nathi $E20mg [ A — T |
Itﬁé@ﬁgﬁu@w@iﬁwxils% —o— /XU MiE20mg
[
0 15 30 45 60 0 15 30 15

ARBRITE: pH1.2= A AR 07 VA HH BRIk 0O 55 1k
pH6.8= H AHE a7 VA R BRI O 35 211

10. &4 - 2%
(1) FENRELRSG - 2%,

%Y L7

pH6.0=3% > 7-Mcllvaine DFEER

NEDIFHR TR - BEICET HFE®




(2) %
T X TF'Z Y —)b Na Hi$E bmg [A—/~7F |
(PTP) 100 &2 (10 EX 10X 1 48 HHEHFIAD)
ZX7Z ) —)b Na Hi$E 10mg [A—/~T |
(PTP) 100 &E(10 $EX 10X 1 48 HZHHFIAD)
500 $E (10 $E X 10X 5 48 H A A D)
(/NF) 100 §E (RERAIA D)
FX_XFF ) — ) Na ¥ 20mg [ A — T )
(PTP) 100 #& (10 $£X10X 1 43 #EFIA D)
Q) FRBEE
PARSZANA
(4) BHEDME
PTP m3&
PTP: AR Y 7oL T
TVIZET7 4NV bE R =F Lo TAIHE RV FLorrrgr—h
HEMRA - AT T L
Tk
Rhv:RUzFLr, Fyo7 KU F Lo, WGEE a7

1. RlgRSh S EME
Y L7gn

12. =D
Bz L

_14_



V. JAEICEEY 4I1EH

1. MEEXIEHE
SRTS5Y—)L Na &8z dmg, 10mg A —/\S5 ]
OBEE. T -iEHEE. WEMES. TRMBEHXR. Zollinger—Ellison fElE
B, FULAMBRESRE. BERE7AEY VEREBICETS8EEXIE
+ 158 EE OB RN
OTFRIZEIFEIAYANIZ2— - EO OKREDHED
BiES. TZHERESE. BWALT U /&, fEti/MURADE. REEREIC
T HARMBHAREZE. NJanNy 44— - E0YREFR
SRTS5Y—)L NaiEsE 20mg TA—/\5 ]
BiES. TIERES. WETES. BiRMEREXR. Zollinger-Ellison fEZE¥

2. MEEXIFHRIZEET HFE
SARTFS5Y—)L NaitEsE dmg. 10mg TA—/\F ]

5. MEEXR IS RIZBEET HFE

(ZhEEE)

5.1 AHNOEEGPERICLDIEREZREHRT 22 ERHLOT, EHETRN L%
e 9 2 #5452 & (B MALT U > 8fE, FHAE 6 5 NAREERDIRIE
BEICBIT LA~ a2 — .- Eal oREOHBIZRL),

GEU b AMBREE R

5.2 BeHBAtG 2 %A HZ E L TR R MR L, SEROSEME A 580 B
BAIE, BERUSN ORI DS 2 55 T2 D Om U 72 15~ D2 T % iR
EERS R

(BRAET7AEY UBREBICET5BESEXIT+I5HEESOBERIG)

5.3 Mmt% « ZEEOFARIMHE O DIEHET ALY U2k 5 L Wb EE %
Behxtge e U, BEHBICER L Cid, BIEE I+ ZiEMEs OREITE & el
T52 &,

(NYanya— - E0 DOREDHEE

5.4 HEFTHIE MALT U L 8BSk T B~V a7 X — - u U BRERROAIMET
fleNr LTV,

5.5 G MEm/ MRBAMEICK LTI, A RTA V2B A~ a g Z—.
v U BRETE AN E Y] & fIE XD IERNC O RBRETEEEITH 2 &,

5.6 R 2 WHEERRIIRIER B USMZIL, ~Y a s Z— .- v'r U ERE
TRIRIC K 2 B OIIEIMHN T 5 A NMEIIRENL L TH7RW,

57 ~Vany s —. o VELEHRICHWABEIZIE, ~Vaysy—.-nal
DEETH D Z E RONHEREICL D~V a s X — . o EE KT
LT LEMRTDHI L,
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SRTS5Y—)L NaitEsE 20mg [A—/\5 ]

5. HRER I BICEET 5 E
AFN OGN T L DIERZ[EWT D 2 ENH DD T, L TRV & 2R
DI ZBETH L,

3. HiERUVHAE
(1) RERUVRA=E0OfER
SARTS5Y—)L Na &8t dmg. 10mg [A—/\S5 ]
(B/EB. T2i6mE%S. WMEERES. Zollinger-Ellison fEIREE)
WE, RANZIZ I T Y= F R A LTCLE 10mg 2 1 H 1 [EREA#
G0N WRICEY 1R 20mg 2 1 H 1 ERAOBRGTHZENTX S, 28,
W, HEE., WAMEE L8 MM E T, +EREE CIT e B E To
BhH LT 5,
GERMERER)
- JBW
WRMERIER OIERIZB W TE, W, RAIZIZINT 7Yy =1t v
LAELTIE10mg 2 1 H 1 ERROEESTDH, FIRICEY 1E 20mg % 1
H1ERAORETHZENTE S, o, @, SHME ToORE LT 5,
F-. T bRV TF A e X =L BB TRIREAR TS RES, 11H
10mg X3 1[0 20mg 2 1 B 2 [0], & 5 8B OEE T HZ LN TE D,
7272 L. 1161 20mgl A 2 [\ 513 EE OPUEEZ HT 55 5IZR D,
- MERRRIE
38« FRRR A M 0 SRS R R E R OMERARIEIC I WD T, @E . RS
T R_RT 7= F U AELTLE 10mg 21 B 1 ERAOKEET D, F
7o, 7 bR T A e B XX DIEE TR A T e R E AR
OHEFFRIEICBW T, 1E 10mg 2 1 B 2[EEO#FG T2 LN TE D,
GEUVLAMBREHIRAE)
WHE., RAIEIRT T = M) AL L TlE 10mg 2 1 B 1B D&
535, e, @, 4EMETCORES LT D,
(BRAE7REVVESBICET5BESB XL+ Zi5HERE OB RG]
WH, RANCIET T T = hY AL LT[R 5mng & 1 H 1 [RIFEOE
BT A0, WREARF508EA1T1H 1ong 2 1 B LERAKST 22 N TE
Do
(ANYanga—-E0Y) ORE OB
WH, RAIETR_RT T = F Y oA E L TLE 10mg, 7TEFTY &
KFnp & LT 1Rl 750mg (i) e OV 7 U Am~<A 2> & LT 1[a 200mg ()
i) D 3FIAZFRFZ 1 H 208, 7 HEROEGT 2, b, 77V A~ A
iE. BB U CHEHEHEET DS ENTE S, =720, 118 400mg (JI4l) 1
H2\%ZEREST S,
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Ta Ry TA e B — TEXTUI KRR O T ) Anw A v
YD IFEEICE DAY 3y Z— - v r ) OREIRED AR OEA X,
ZHUSRDDIRE L LT, @, RAIZIZ TR I — L Ry oAk LTl
[ 10mg, 7EXFT U KM E LT 1A 750mg Ol LA he =4 —
L& LT 11E250mg @ 3K &FIFEZ 1 H 2B, 7 HEROBET 5,

SRTS5Y—)L NatEsE 20mg [A—/\5 ]

(BiEB. +=16BEE. WEERES. Zollinger-Ellison fE®EE)
WEH. RAZIETIRT T = Y AL L T1E 10mg 2 1 H 1 [E& 0
3208 FIRICED 1H 20mg 2 1 H 1 EREA#EG 52 LN TE 5,08,
WE., HEE. WETEE I8l E T, +EBEETIX6 B E To
Bh LT 5,

GERMERER)
WRMEEER ORIV T, B, RAIIETI_XT T — v hY U A
CLT1EImg 21 B 1ERAKRSTH23, WRIickY 118 20mg 2 1 H 1
FRRAFKGT LN TE D, ¥, @E, SHMETORG LT D, £,
Tu bR TA e BX I L DR THRA e, 1A 10mg X
1[E[20mg 2 1 H 2[A], S HIZ8EMRAHEEGTHZENTEDL, 172L, 1
[l 20mgl H 2 I GITHEEOMBEEELZ AT 255IZR D,

(2) ABERUVRAE0OHRERE - B
BRI L

. RERUVAEICEEYT 5FE

IN

1. BEARUVAEICEET 535

(BEE. T2EHEE. WEEES. Zollinger-Ellison fEMZEE)

1.1 R E LGS R OFRME - BHAMEDOGAIZ 1E 20mg 2 1 H 1 [E#& 575
ZLINTE D,

(ERERE %)

1.2 FIRDE LWIGE R OFEFME - A OSEIZ 1R 20mg 2 1 H 1 [EEEH3 5
ZEMNTE D, (% - A KT RIER OMERIE, 71 h R
YIA L B I L DIRIE TR 53R, ke, Fa bR
YIA e B I L DIRE THIRA AT L1 ] 10mg XiE 1 [E]
20mg Z 1 H 2[R, 6|28 EHEHKEGT 25 1E. NHSTHRA Tt Bk
DIEH L TV W Z L 2R TH &, 7ok, AK 1R 20mg O 1 A 2 RS
%, NWHRERE CEEDORIEGE A MR LG AICRS, [17. 1.1 ZH]

5. EEGRAUE
(1) BERT—58/8yr—y
PG R L
() EFEEBRR

LR L
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Q) AERMIFRHAER
MR L
(4) HRELAIEAER
1) AR EREERER
SARTS5Y—)L Nat58E dmg. 10mg [A—/\S ]
(BiE%B. TIEHEE. WEHES. FRMEEER)
—RREGIRERER R U —E TR LB ER
HiEE. + RS, W EER K O AR 2 X512 1 H 1 (8] 10mg
X% 20mg &5 Uiz —fREG IR K O T B G BR (B 511 - 6~8 3
M) OFRFEII TEO LB THD %),

KGR R NARSTEE R
BRI 94. 0% (189 15l /201 f3)
+ ZFERE S 99. 4% (159 f1/160 B1))
WO A A 90. 9% (50 1511/55 1))
W& B 83. 3% (10 511/12 {51

F7o. B ZHEEEETAEGEOMRIERE K 255102 1 B 1 [9] 10mg % 24
MG LM (CEEREERR) BT 2 NHESNIEF R IX
78. 6% (33 fil/42 ) TH o7 ¥,

WEAELOHEDO T T F Ry 7 A b B X —IREICHRHIEE D O3k
BEREEZRPE LT-HRE 8 HEZEONHBIMEIZL2IRERIITEOLEEY

T otz %),
1 [A] 20mg 1 [A] 10mg 1 [A] 20mg
1A 1E 1 H2IME 1A 2IH
it 58. 8% 78. 4% 77. 0%
(60 f31/102 1)) (80 f31/102 1)) (77 1511/100 1))
grade A TN 65. 1% 87. 1% 79. 5%
grade B* (56 #51/86 #i) (74 151/85 H) (66 131/83 1))
grade C TN 25. 0% 35. 3% 64. 7%
grade D* (4 /16 ) (6 %1/17 B) (11 B1/17 1))

HED IR — L F R L 10mg/A. TV 75— 30mg/ A .4 A ST —/L 20mg/
H % 8 M LB 542 I RIRRM TR IE P I3
ot UYL ASHE (L D)\ LD EEE

Lﬁﬁﬁ?ﬁ&ﬁﬁﬁ%@fu KR 7 A vk B X —IRERICHPUIMES 2 ot
RKzxtGe b UfERRE 52 BRSG ONMREMRAEIZ X D IEFIR (p gy
m) IITFROLEBY ThHotz 2620,

FEFIEROREM 2 @
U e e (OSHIFHIXIED
p fig
¥ 5. 52 %D 44. 8% 73. 9% 29.1(18.9,39.3)
FEFRE (73/163 f4]) (119/161 1) p<0.001

a)10mgl H 2 [E-10mgl H 1[El, b) x *HE

HE2)TRXTF—)vF U A 10mg/H - 20mg/H, T2V 77— 30mg/H, AATZ
V=)L 20mg/H, =Y A7 T —)L 20mg/ H % 8 MM DL LG54 \RIBE SUTHERR
B R
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GEU B AMEBBES R
—EEREER
RS AMEE BEWFIEZXZIZ 1 B 1A 10mg &£ 5 L7z 5 5k
(B G- 4 ) 230 D 5T R D522 R R O 1L, T2
43. 6% (44 /101 $1) . 55. 4% (56 #1/101 f51]) T - 7=,
EITERIE, 10mg #2500 102 fil9 12 1] (11. 8%) (278D ATz, FE72REIERIE.
{EEL 3 5] (2. 9%) K ORI 2 1] (2. 0%) Tdh o7z %2,
(BRE7REVUERERIZETSBEBXIE+ ZI5HEES DB HRIIG)
—EEREAER
KHET AU (1 H 8lmg XX 100mg) DEHIHE G2 MELE L, o HiEE
E+ BRSO A AT 5 BE 23 L Lz ZEHE MR O
B Kaplan-Meier {EIZ X 0 HEE L 7=#5- 24 14 0 BIGE S x+ 8 imias
DRFEHFRIITERO LB Tholz,
RUWERIZ, X7 7Y —F U oA 10mg #58ET 157 il 14 51 (8. 9%)
Smg % 5-HET 156 il 7 B (4. 5%) IZFRD ALz, EZ2ENWEA I 10mg B H-#ET
THI R ONRIZ A 2 451 (1. 3%) . Bmg $¢ 5-HET I 3 451 (1. 9%) . fFHRE L% 2 {5
(1.3%) TdH o 7= 2030,

1 H 18] 5mg 1 H 18] 10mg %f R ©)
(150 1) (151 1) (151 1)
FRBIE 4 5] 2 151 32 13
%;§;§§§§§§§> 2. 8% 1. 4% 21. 7%
{ggiigﬁﬁﬁiﬁﬁ) (1.04,7.17) (0. 35,5.51) (15. 84, 29. 27)
iﬁ%ﬁ£{fﬁ§iés 0.11 0.05 __
(O5%(Z 41X 1) (0. 04, 0. 31) (0. 01, 0. 23)
PAE > P<0.001 P<0.001 —

a) Kaplan-Meier JEIC X AHEE. b) Log-rank #7E. ¢) xtBIZT 7L/ > (1 [F 50mgl H 3 [H])

100

-8- 1 H 1 S5mg

90 & 1 H 1 Fll0mg

- I

30

70
# 60
i 50
63
1“ 40

30

20

10

] &5 e T E

0 12 24
At Risk § 3Bl e & oD TN (5

1 H 1M 5mg 150 150 139
1 1 P 10mg 151 151 142
Aof B 151 151 114

Kaplan-Meier #EIZX 5 H

- 19

TE5 ST HRIATE I O R AR




S5, ®E 24 BURE, X7 —LF U oA EEKR 52 kRS
L7oA (B CReR 76 BRI S | Kaplan-Meier 512 L 0 H#EE L 7= HiEE X
I ARG O RS RIZ. 1 H 1 [E] 5mg T 3. 7% (95%E#E X R : 1. 53, 8. 64)
1 H 1[5 10mg T 2. 2% (95%EHEIX[1:0. 72, 6. 75) Tho7-, 2. %5 24 LA
M. tBREE T XA T —F h Y a1 A 1A bmg X% 1 A 1 [\ 10mg (24)
DR Z T, Bk 52 kR G- L7z %Y,
(BEBXIZ+ZIBEERIZHITEAY/\Y5—EQYDOBRE DML
E N EG PR EAER
~Yany z—.vn ) EEOEEE T+ BREREOBRE ExR L L
EWNOKAER (T T Z7 Y — L M) O A TEXTVU KRR Z
VA~ AT 01 H2E7THEROESG) IZBTRERIITRDO LB T
b5,
RWERIZ, 777 = U DA 10mg, 7EFXT U LK 750mg (F)
fil) . 7 7V 2Aa~A 2 200mg i) #5012 L0 . 129 il 40 1 (31. 0%) (=
R B, EREMERIZ TR 16 51 (12. 4%) . #K{E 13 51(10. 1%) TH-o7-, £
o, IXT T =) F MU UL 10mg, TEFT VY KM 750mg (F)1ih) |
77V 2a~A 2 400mg (Ff) #5102 L 0 . 123 il 55 1] (44. 7%) (ZEIVEH
MERD B, EREIWEMIT TR 26 41(21. 1%) . #K{E 13 41 (10. 6%) . HE R H
13 1 (10. 6%) . &9 7 511 (5. 7%) T o 7= #3,

o - B 5 BRI =R
T A 3
SRS — L F h T A
10mg
TEXRIU K o 51/ A 87. 7% 83. 3% 85. 7%
750mg (/1) (67 f51/65 ) | (45 1511/54 111) |(102 f51]/119 f1])
7o) z2ua~wAT v
200mg (/1)
TRTFTT—AF U T A
10mg
TEXRTU K o 51/ A 89. 7% 87. 8% 89. 0%
750mg (JI1ffi) (61 /68 B) | (36 %1/41 %) | (97 41/109 1)
7o) Au~A
400mg (/1)

B, WA TCIThh e~ ans Z— - o UEEDE - + ZHEBEESEIC
XD BREDOERFRREYICB W TH, FREOMENFLNLTND ¥,
E3) KA O G &, RKOEEHMIITROLEY THhY, ENOARMERCHEL I
R
;ii} Y—AFRUTALELT 1 H 20mg, TEFTVYLAMBHELT 1 FE
1000mg (i) L OY7 7 U Am~A > & LT 1 [8] 500mg () » 3 K% 1 B 2 6], 7
H IR O % 5
Flo, TR bR CTA e B (T YT TY—) TEFVUY UK
LT Z) 2~ oD 3 FTGICLLDA~Y ansZ—--val Ok
HEIREDN R Th T~ any 2 — - o G0 BiEE 3+ 1%
BHOBREFELRNRE LEENOREH(GAXTFZY—LF NI UL TEFY
U VAKFBE A b=y —Ld 1 B 2E 7 HEKRAO#S) BT 585
SR 82% (49 51/60 Bil) &G ST D ¥,
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SRTS5Y—)LNaiEsE 20mg TA—/\5]

(BiE%S. TIEHEE. WEHES. FRMEREER)
—REGEREER R U —E TR LB ER
BiEE. + EEE. Y EER L OISR 2 %542 1 H 1 (8] 10mg
% 20mg %5 U7z — MR G IR R K O " B R AR (B 51T - 6~8 3

B OFEIZTRO LB THAH 132

KGR R NARSTEE R
Ehie 94. 0% (189 5il/201 1))
+ ZFERE S 99. 4% (159 #1/160 B1))
WETERIE R 90. 9% (50 f511/55 1))
W& R 5 83. 3% (10 f51l/12 f5])

EHRER RO T8 F Ky 74 v b B A —IBRICHRHE O i fe
HRBHE LR E LI 8 A% ONIEREIC LD IRREEETRO L 359
Tlhot ),

1 [A] 20mg 1 [A] 10mg 1 [A] 20mg

1A 1E 1 H2IME 1A 2IH

it 58. 8% 78. 4% 77. 0%
(60 f31/102 1)) (80 f31/102 1)) (77 1511/100 1))

grade A TN 65. 1% 87. 1% 79. 5%
grade B¥ (56 #51/86 #i) (74 151/85 #) (66 f31/83 1))

grade C KN 25. 0% 35. 3% 64. 7%
grade D* (4 1511/16 1) (6 f511/17 1) (11 %1/17 1)

) I_TTS = F Y A 10mg/H, 7Y 77—V 30mg/H, A7 Z Y —)L 20mg/
H % 8 8 LA 45 508 10 RIS HE R T IS B3
u Y B AL (E 2) 12 K D EIEE
F o, BAREHERBRICBOTHN pH ERMERANR I XTI — LT MU DA
H 1[5 20mg $¢5-C 1 H 1 [8] 10mg $EH 1T . EHAMESICRTT 5 Z
R7ZY =) F R T A1 H 1A 20mg TE5OFAERZD SR TN 119
2) L& MEAER
MR L
(5) #BE - RAERIHER
EEERR L
(6) AERIER
1) FARERE (—REABERE. HEFERARERE. FRARELRERATD) . 8iE
RFERT—IN—XFE. HERTRERABROAR
UERR L
) RRBEHLELTERFEOABRXITERLIZAE - HABROME
M EE e L
(1) Zhith
MR L
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VI. E3EFEEICER T HIEH

1. FEZPNICEED SILEMXITLEME
TR NoRYTA R —
R B0 S 2B OMRELIDRET, BFOEFRLEBMT L L,

2. EBEHR
(1) YERERGL - YEFAMER
TR T =) N U NIRRT O BRI CIEMER (AL 7 = T R
) 2720, 7 a bR 7 (T, K-ATPase) O SH Jh A& U CREFRIEMEZ ILE L,
P/ Wz 32, S HIZHE SN IEERIEMORIEIZIL, EITEREMI 60
HEM DR B DT T NE T AN L DIEEROE RN LTV b D e
2D, FOM, N2 FF AL - THEEEMENEIE ST 2 ATHerE bR S h
ZD 37,38)O
(2) EhHEEqF T BHHABRE
1) BEES W iEI4E A
O EFESAT FICBT LT A MY REE WL, 1 A 1 [ 10mg #5-, 1
H 108 20mg $¢5-CTE HICEGHIHOERRMGEWERAZRL, &5 1 HAX
W7 HEOBSWEOREDERIT 1 B 1 [E 10mg £5-T 72~76%, 90~96%, 1 H
1 [A] 20mg $£ 5T 88~89%, 99% T % 310
@ UHHEEMERCBIT LT F VYA 270 v AP RIBKIC & 5 BERSY
W32 % (in vi trO)
@ BYEHAYEHEERIIBITDEAZ I RXUXTA N R E BRI W
WO T > MZ fé%% B b Je OV e A & X i T e S WA LSkt LR )
PRAMHIVE g 38442
@D AXBHNET v MTBIT D FEBawMmEEH OBEIX, o7 v hoRy
TILEANC R L < A R U o BT DA 38
2) BN pH EF1EA
A B FICBIT D EWN pH ISR L1 B 118 5mg #5-.1 A 1[0 10mg % 5-,
1 A 1\ 20mg %5 TL bICERAR EAERNEZRL, 55 B B O 24 KfHIZ
pH4 DL EZ R R OEIAIL 1 A 18] 5meg #4500 BT 46%, PM¥T 63%, 1 H
1 [5] 10mg #5-0> EM*C 58%, PM*C 72%, 1 H 1 [A] 20mg #%5-0> EM¥*C 61%, P
MXT 76%’6‘3‘&)5 44,45)0
KAFHEESR T b 7 v — A P450 2C19 (CYP2C19) REVRIL, TREBETELI I HIND,

EM(extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 X% CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3 X (X CYP2C19*3/*3
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3) H. K-ATPase FEEEF
7 ERE L 0 L L7 B, K'—-ATPase (ZxF L. SRWBREMEM 2R 47 (in
vitro),
4) HEBEHA
7 v b RO EREERIE 5 5 I 5 B AEIRR A (SR A R LA K
A N LA WSS, AT T v - X ) — VR OT A V)
WZxt L, SROGHEBER & 2 WX B R R A B E A Ao 101819
5) {ER#%F
(NJanygs— - E0YREOHR)
TEXVVI VKFE N7 7 ) Au~wAf vy, TESVVU KRR
A b= = to 3 FGFRABRIEICBIT DT XTI T — v b T AOK
FIEBERN P 2 LR SELZ2 LIk, TEF VY ARKIK T 7 2
~ A UOPREEREmO LI LIChDH EEZHND O,
6) BREXR
(ANYanya— - EnYBREOHED
AFRAIEZHW e~ any Z— .- vr VEEETVICEBNT, ENER
BT a7ERT ) vkfiiE 7 70 Aa~A 200 2K OB ERIL,
TRT T = M) T LENADZ EICLY ., HEENED LN P,

() YERFIRERRA - Frhsfd

LR L
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VI. EYEiEeIcBiv 51EH

1.
() aRLADGMPIRE

I AR EE D HEFS

AR L

(2) BRREAEBR TR S n-IPIRE

1) SRTSV—IF M ILERIERE
PERER A S 12 20mg 2 A T ST BRI DR G- L 7o OBRE f (2 L
T SEMERE/ N T X —H OB A RITRT,

B HN RGBT O MU S BN E ST A — X

C, e AUC
ﬂ ‘max max
BFARAF (ng/mL) (hr) (ng-hr/mL)
MR 437+237 3.6+0.9 937+617
X 453+138 5.3+1.4 901+544

(E¥IfE£S. D., n=12)
F7o BB 71C5ng, 10mg, 20mgZ i T CIREHS LIz (R 550 B)
DHFMBEE T A — X [FUTF DO LB THh DY,

TERERR A 55 11281 2 I -5 (Bmg, 10mg, 20mg) D MHEH 7 <75 > —/LF K
U LDEDERENT A —H

Cmax tmax AUC (0—t) t 1/2
£ parkidl
BIR =EH (ng/mL) (hr) (ng-hr/mL) (hr)
. 3.0
EM¥ 146+56 236+97 1.84+0.9
Sng (2.0-4.5)
. 2.5
PM¥ 252455 585+137 4.24+0.5
(1.5-5.5)
, 3.3
EM* 383+83 539200 1.5+0.4
L0mg (2.0-5.0)
, 2.8
PM* 509+64 1230200 3.8+0.3
(2.0-4.5)
. 4.0
EM¥ 654 + 348 994+477 2.3+1.4
20me (2.5-8.0)
. 3.3
PM¥ 822+232 2331663 3.7+0.3
(3.0-6.0)

CEEIMEES. D, , tmaxiEH HRfE Min-Max), EM n=16, PM n=8)

NIRRT F 7 o — A P450 2C19(CYP2C19) HHAT . Fi@ R L 5 EN 5,
CYP2C19*1/*2 X% CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2. CYP2C19*2/*3 XIZCYP2C19*3/*3

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

HHERABFICTRT T —AF b Y 7 A20mg™, 7EFT U KW
750mg (1) . KON TV 2 v~ A 2 2400mg (Jff) A1 H2[E17 A [ GFH120E]) K&
BROZG LIZEO T X7 T — v R 7 LAOIEYEEE T A — X | TLLF
DERYTHDY,

TERERR N B T2 BT 2 3RO B GRF O MIEN T X7 Z > —LF b U 7 LD
FWENRE T A —4

Chax tax AUCo-12 tie
(ng/mlL) (hr) (ng-hr/mL) (hr)
EM
578293 3.0(2.0-4.0) 9341438 0.72%0.19
(n=15)
PM*
(n=4) 948138 3.0(2.0-3.0) 2600474 1.80=*0. 32
n:

I ES. D, , b T FH A (Min-Max)

SITREIBESE T - 7 10— A P450 2C19 (CYP2C19) #EFAL, FTRl@i M I v oEHEIN 5,
EM(extensive metabolizer):CYP2C19*1/*1,
PM (poor metabolizer) :CYP2C19*2/*2. CYP2C19*2/*3 X |XCYP2C19*3/*3

E) ARHER ORI ., RAIET_TFZ = F MY o ade LTCLEIOng, 7%
XU KT E L CLEIT50mg (i) XYY Z Y Am~<A 2L LC1E[200mg (J]
i) O3F = RFEIC1B 2B, THRRO®&RET 5, ok, 77U Aa~vA 03, SEiC
JGU CHEEHEET D ENTE D, 72721, 1El400mg (i) 1H2[A %2 LR35, | T

BH%s

3) EMFHEE AR ?
<TG RT T — NatigElOmg [A— T >
TGRS — A NalGSE1Omg [ A — T | & XY = NEELOmg %, 7 1 A —/3—
BICXDENENIBE(TXT T — T R U AL L TENLI0mg) AL
ANBFICHER AR D5 U Tl R R L RIREE 2 E LT, 15 b3
HRE/XT A — 2 (AUC, Cpax) DXIEME D FIIE D 7573 10g (0. 90) ~1og (1. 11) TH

0, BB CIEHEENNEEIL TV D Z e n, lH oA R RSEME

CYP2C19%*1/*2 X1 CYP2C19%1/*3

MPHER X iz,
HYENHE /N T A — K
n AUCOH%r Cmax tmax t 1/2
(ng*hr/mL) (ng/mL) (hr) (hr)
TGRS Z ) — )L Nath 585. 6% 352.5+
_ 23 2.7%t1.2 1.5%+0.7
$E 10mg [ A — 7 | 288. 2 130.9
624. 4+ 323.5+
\U = ME : ) +1. .20,
Ny > M EE 10mg 23 968, 4 1106 3.7%£1.2 1.2%+0.5
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==l T e N8R gl — 1)
—— Mz whiFlng
FHE + 5.0, n=23

FE IR
M#EHS R TS J— L REDER
M L CRIT AUC, Con S D/ A — 2 1%, HRE DRIR, MR
EIH - WIS ORI £ - T B RN S 5,

<TG RT T — Nati$E20mg [A— T >
F X T — I NatiBE20mg [ A — T | LX) = FEE20mg A, 7 T A F— /83—
FEICEDEZENENIBE(TXT T — v F R U A E L TENLN20mg) AL
AT FITHE R AR A $5- U Ciliu i PR IR EE 2 E LTz, 15 B v 3
FHRE/XT A — & (AUC, Cpax) (2D TIOUEHE X FIVEIS THEGHRMT 21T o T2 5.
1og (0. 80) ~1og (1. 25) DHEIPFANTH v | WAIO ALY FHIFE SR ST,

HKYENRE T A —H

AUCOHE)hr Cmax tmax t 1/2
n
(ng*hr/mL) (ng/mL) (hr) (hr)
FRTF 7 —)LNatfi 941. 4+ 562. 6+
_ 22 2.310.5 1.7%+0.7
8E 20mg [ A— N7 | 414.1 161.9
990. 2+ 595. 9=+
XY= v MNEE ’ ) +0. .3=+0.
XY = MEE 20mg 22 504. 8 994 5 3.6%£0.9 1.3+0.4
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=Tl i e e L a2 0me [ A — 1
—— T whEFE20ng
PHENE+ 5.0, n=22

IR EIFE

MFhSRXTZ5J—ILIREDHERE
IR FENE NS AUC, Gy SO/ T A — 2 (3, HEHE ORIR, MR O ERER ]
e R FE OB L > TRR DTN S D,

(3) B
MR L
4) BSE - ffREODZE
1) BEOFE
fERERLN B 1T 20mg ZHEE N XITRBBZISR AL LoRE, 8% K5 I3
TRGITH U the 28 1.7 REFBIET 2 & & HITWIUTEIRZE D FE SO HAL T
é 53)0
2) GtRAEDOEE
- I (AT Y — ) THREIEESE F N7 g2 — 24 P450 2019 (CYP2C19) ~
OREFHEICEVMEERARRDO LN TNDE YT ERLA, LT 7 U
R-UNLT77 VNI LTIRT T —)LF v U oI5 OHA|D
MAFREICEL G2 EnwE I Tng, £/, HE GV T
T — L) TS F ~ 7 = — A P450 1A2 (CYP1A2) DFFE|IC L v FH A
ERREDOONTWETH 7 4 VN LTS TR TS —F h U v
AT RIS E B X I E RIS STV B 50
VI Z24te (BB EoEEss) (2T 2B 7. HAEEH] OHEZM
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2. EYRERNS AL
(1) R 7AE

UERR L
(2) IRUGEE E
EERR L
() JHKRE TS 0
R RN 55 1 H e 4 -
el 10mg (n=23) °” 20mg (n=22) *®
Kel (/hr) 0.53+0. 19 0.497+0. 20

(P9 =S.D.)
O D P
DR L
(5) HEEH
LBk L
6) 20t
AR L

3. BEH (REaL—Yay) @
(1) BB AE

MUEER L
(2) INSA—RETEER
ME R L
4. mRUR
MYEER L
5. o
(1) I i BE P9 & 8 14
MMEER L

(2) mMi%-RAAEEEFTE @
BRI L
<HBE>
IR (Z » MEO 400mg/kg, 7 W FHEHE 30mg/kg) THRIEEME (T v N CTLE
BAE, 7YX TEREOK T, (bEEBE) NG SN TWd, (VL 222 (A
FOEES)ICETL2HE 6. MEOHREAT HBFICHET HEE 6) il ©
THZ )

P

_28_



Q) Eit~0#BITiE
REERRL
<HE>
IR (T v B) THITT BT T2 ZENE SN TS, (VL 224 (il
M EOEES) I 2HE 6. HEOHEREATL2EAICHET IR (6) %I
far] DIEZHY)
(4) BEBE~DFITIE
AR L
(0) ZDHOBEADEITE
BEERRL
(6) MIFEAFAR
EER e L

6. {1t

(1) KHEBLL R U R RR
AFNZEE L CRE# S5,

(2) RBICEAE5T 8% CYP%H) OnFiE HE5E
fFER AN B 112 10mg, 20mg Z#F A5 L7z ke mAE R oREWIx, FIHEER
HZRE TN L W AR L= F A= —T WK TH - 72, T DI REIRESE T k
71— P450 2C19 (CYP2C19) 23EH5-3 D ik A FAALSSIZ K 0 Azpl L 72 ik 2

JUER. 3A4 (CYP3A4) 3B 5-9 5 A LR ABSIC X 0 AR L2 Z LR AR
6 jfbf: 53, b5, 59)o

(3) NEBEHROFRRVETOHE
DR L

(&) RBDOFEDERR B I, FIELE
L ER R L

7. e
fERERY N B 112 20mg 2R OG- LT8ra, $e5-1% 24 Kf &£ TIZIRPIC T T T
V=P N U T AORBICRITRE ST, R CTh D LR U BIK ROV D

TV a BRI B BB DK 20~40%, A VT T — VEEHIARDS 13~19%
PRI & 7 5059

8. FSIURKR—A—IZEHT H1EHR
MR L

9. BHEIkBREE
ML L
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10. BEDEREHRIHEE

11.

PR L

Z 0t
P L
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et ERLDIEEF) Y LIEH

. BERBRETDER
REIH TR

. ERRRLEDER

2. 22 (ROBHEIZIFEBSELENI L)
2.1 RBNOR3 %t LiBUE O BEERE D & 5 B
2.2 VVER Y UEERE A5 EE[10. 1 2]

- DREXEIHMRICEEY TR L ETDER
(V. BEICET A 2. ZhRESUIZNRICBE T 5758 225 2 &,

. BERUVHAZICEAET HEEELEZTDER
V. JBIRICETA2TEE 4. HEMOHEICEETSEE] 220752 L8,

. BEELEARMEE L ZTODER
SR TS5 —)L NatE§E dmg. 10mg A —/\5 ]

8. BEELEARNIE

(ZheEtA)

8.1 AFlOEEHIZIL, MR- REICEE L, M I 2R - ik 4L
FHIRREEIT Y T ENEE LV,

(BEEB. THEmEE. WEHES. UL ALBRESRIE)

8.2 EWIDME RN+ TRVWO T, MERRIEIZITHOWRNZ ERZEE LUy,

GERMRE X DOHFEE)

8.3 H¥ -F AV IRTHRESLT e NIRRT A e B X —IC K DB CHERAT
DIRBFITHKILATD Z & & L, AR, MEFHRIEOMED I WEEIIT) 207
WEIHYRETLZ L, £, AFEEIIR, 74— B IR O A TR B IE otk
DS A, BREREN RN O 0 kT 2 58 IR E I EL ZET 5 2
Lo B, MERFERIETILEMRIC RS E 2 T 5 72 EBIE A 01170 2
EDREE LY,

GEV L AMBEREHRIE

8.4 MIZIT LV =0T HIEEDOREIER P VIR LAbND Z & (1 EMSZY 2
HUL B 2680 5 2 85352 &, ek, ARIORGNEE, BEESOEN
JEEIEE K UM O TE AL AR IS K DB A RRlc T2 2 & 3% 5 O T WS AFIZ
XV INOLDEB TRV L E2HERT DI L,

_31_



SRTS5Y—)LNaiEsE 20mg TA—/\5]

8. EELEARNIE
(ZheESLE)
8.1 AANOEG-HIZIE, MRE-CHTREREIZIEE L, EMIAIZ MR SRR A - k4
{EFERIREZITO ZENEE LU,
(BiEE. T21EBEEE. UAEES)
8.2 RO IR+ TWD T, MEFFFRIEIZITHW AW EREE LUy,

6. RENEREHI HBRABICHTHER
() AHHE - BEERFOHLEBE

9.1 5HHE - BERZEOHIEE
9. 1. 1 EMBBIEDEEFEDOHLEE
2 ﬁ% EEERE
EIN TN
(3) HH%‘FT EEERE
9. IFFHREIEE B E
FERE 28 BB CRFEIMIE OHAE R H 5,
4) XFEREEH T 5F
BREIN TR
(5) 1%
SR TS5 —)L NaiEsE dmg, 10mg A —/\S5 ]
9.5 11
I SRR LT B iTREME D & 5 et I IXIE R Eo R N a2 B3 &
HEr SN DG AICOREEETHZ &, #ER (T~ MEO 400mg/kg, 7 Xk
1 30mg/kg) THREEME (T » M CILEEIE, VX THREOK T, (LEERIE) 3
HEEhTWb, £72, 7y MIRT T — L MU oA (26mg/kg/ H) . TEF
T KR (400mg/kg/ B L ) Y7 Z U A< A 2 (50mg/kg/ ALL L) % 4
OB L7zl ©, M CRBIREOEADZBD LTINS,
SARTS5Y—)L NaitEsE 20mg [A—/\5 ]
9.5 1%
TG SUTIENE LT B ATREMED & 2 ot I IR IB R Lo RSN a2 FE S &
W SN DEARICOREEGTH 2 L, BER(T » MEO 400mg/kg, 7 FFk

7 30mg/kg) THRIEEME (T » N CILEEE, v X THREOK T, (bEEBIE) 23#
HEIhTna,
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OF:ER
9.6 =ELiw
B EOFEIMEL ORI REOFIRIEEZEE L, I oM XTIk 2 mad 5
Z&, IR (T M) THHPT BT T Z ERWmE STV 5,
(N INR
9.7 INRZE
INREE A kb5 b U T B RARBR I SEHE L TRy,
8) SkrE
9.8 SHE
HALRHERZEDRWER R H b G & I3 RKET R PEEICRG T2, K
FNIEL LTI CTRE S D 23, Elnd CIIFERENME T L Tnd Z En£ <,
BIVERHRH LoD ENH 5,
7. ¥EEAR
10. HHE{EA
KHNORBNIIIFRFEEE F 7 v — 2L P450 2C19 (CYP2C19) K& TR 3A4 (CYP3A4) D
BIENZRD N T W5, [16.4 BH]
Fo. AKHNOBEWEZWIHEIVTERIZ XV . OFHZEA OV AR TIHI3 25 Z &
N5,
(1) GtREZERLEZFNER
10.1 BFRES BEHLAWI &)
HRHI A4 BERIELR - HEE S71E e - falRX1
Ve ey e Vv el R OE | ARK OB B wEHIER I &
(=272 h) HERESHTL2B8ZN"H |0, SNpHN EH L, Ve
[2.2 &] 5 vy R O W MK T
L. UAEEY ol
METTBHZEND D,
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(2) BtREFELZDER

10.2 HtAZEE (BFRICEET S L)

HA 4 5 BRPRAER - HEfE TR HFE - IR T
ARy FA LA o P 23 B | AN 0 8 B2 5y W 1 &
ATy AF B35 LR 5, V. G pH A EF L, fHFE

A DOWUL et %,

A4 NT7ary—n
FIT4F=T

FH T A1 0D if A i FE AN
TToBTNNH D,

AN D H BRIy WA HE RS X
V. B PH A LA L, MHFIHE
A DO Z i+ 5 B
b5,

KBEAL T v 2 =0 AT | RKFI BB 52 R | B I A TH B,
Ve KB b~ 7R v | AIRIREAR A, HlEE A 51
A OFIEEA B R 1% AR C Y3 i A
TR T AN ENE
U 8%, 6ME T L7z & D
ERH D,
A MPLFH—§ A F LY — hoMmd | BEIXIRATH S,
BENLEATHZEDH
5o BHEOARNNLF
t— 5T 55
X, IS AR oS-
TSI AEEET
5HZ &,
. BlEA
1. 8EA

ROBWER R BOND ZENHLDT, BEL DTV, REPRD LN

a3 b5 2k 57 EHEU R AE AT T L,

(1) EXGEIEREMBER

1.1 EXGEMEA
11.1.1

VNN

LA EZ S
S

Lavy BEAW., TH743F— BERH)

11.1.2 RmEkiEA BEEEARH) . BEERRIBRAE GHEEAI) | m/MREA (0. 19%A5) | &
it E i (B AR B)

11.1.3 BUAERF2¢ (BEEAHT) . FFHSRERES (0. 1~5%ATH) . BB (B RH)
11.1. 4 FE M2 (0. 1%ATH)

UK, R A, TS oD B (
DINHE X BREOREEZFEME L, ARG 2T LT 5 & &bz, BIFRE
RIVE CRIOFRGEOMEYRNEZITO Z &,

EDRRD NG EITIE, W
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11.1 EX%GEMEA

11.1.5 KEEE (FHEARH)
HE k2 7 BE AN AANE (Toxic Epidermal Necrolysis : TEN). FZEHGREARE
{BHE (Stevens—Johnson JEMERE) . ZALBEERNHHDOND Z 03D 5,

11.1.6 SUEES HEARH) . MEME R GHERH)
BRERERR A BUN, 7 LT F =) ITIEET D 2 L,

11.1.7 &+ bV D L (BEEARH)

11.1. 8 EBAHBARAE L RH)
AR, R, KBS, MR ONRP I A7 v e B 2R E T DR
EE N S DD Z &R D 5,

11.1.9 RAEE GHEAH)

11. 1. 10 S2ELIREE (BUEA~8)
AR, BEITE, KRN, IR, A2, BR HBEEERHLDNDL Z
LB D,

(2) ZD it EIERA
SARTS5Y—)LNatEfE dmg, 10mg A —/\5 )

1.2 Z0itnEIfEA
(BiE&m. THERES. WEENES. ERMEREX. Zollinger-El lison fEM&EE. 3E
UbAMBEBRESRE. BERE7RAEY VIRERICEITSBEBXIE+2ERES

DEFFEF])
0. 1~5%Ki 0. 1%R:15 B ASHA
308 S TG, TR EAERS
i A Bk AR | AR Bk . 4 ER
., dFEREkIE L. Al [, U oSk
W Ji AST ALT.ALl-P, y -GTP, | ¥ E U L E v D k&
LDH ® 5
e | ME LA EDIRES
ERA, T, MESRRIEE | M8 . k. o U |\, R, BEMEEN
0 {1, 52 JE&, EAL. AN FIE, Bb7mu., B | K% (collagenous
L . RHCRIE. B |colitis, lymphocytic
colitis)
SAYR ODEWV, Sbox, | HAZE, BIE
IR, PORBEME 7).
FE AR R SN WA K (9 A
Hoboi, KAEY
Ak
alrxrgo—L-d | nTHA, BE. | Hobbox, B
PERRRG - BUN O L& & | Sk, BE BEIE. (WM. HAW. &7 v~
Z Ot AR, i TSH #E00, LN, CKO E&H |F=T7miE. K~
T ALE ., M
Nz

1) FEBUH L T RGE e R A 2 & Lo,
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11.2 Z0ithoEI1ER
(NYanys— -0 OBRBEDOHEE)

0. 1~5%Ais 0. 1%A
108 FUIE I, EHIRE P& P I
F i Bk ek PR Bk % . W p BRI U v
1% SRERIEA U o oRNEREE % i/
MO A A i ER 50
i d ALT. AST. v -GTP @ k5 Al-P, LDH @ F 5
75 B 2 #E, mE LA
AR, BRAE, BRESEE . M8, IEE | 0. DNk, e, D%,
WAL 2 I, MR, R, &2, BEAR |, BRER. BEARIE., BE
PRk, SRS U
FEfRfREE R | B D FE W
hERERE O B 5 HIEFE, BRK, F0 L0
P B, BUR, EAKR., IRIE LA
FTROLONE, REED EH .
DRV B Eh D B oR

15 FEBUR T BRI+ RIS T2 7T IV =T U UL TEFT VY VKM
MKk 7Y A< A D 3 HFEOAKGRR £ TORKRER LK OCRERER A 2 5T,

SRTS5Y—)L NatEE 20mg A —/\S5 ]

11.2 Z0t0EIER

0. 1~5%A:Tws 0. 1%A:7 BEEANBH
It S TG, TR =K%
2 A Bk A EREY | AR i Bk . 4 P ER
. fFERERES L. A |85, U o ERE A
» AST.ALT.A1-P, vy GTP, |#aE U L E D EH
B oo b
T8 IR % JE E&H- E )RS
ERL, T, MEERE | B . ek, oY | EAL R, BEMEEN
L 2 B RS, DN ZIE, B, O | KB % (collagenous
o B, BRAE., 5 |colitis, lymphocytic
colitis)
b WDEW, SboE, AR, BIE
MR, DU 7. %0
AR R HLER ., B IK T
moboh, KAY
i
arxga— - | T AHE, BE. B|BObLoX, B
PEARRG - BUN @ 5 & | S, E REE. |, HARW. &7 >~
sl FpR, i TSH B8 LN, CKOEF | =T IE., K~
F v AMLAE.,
L5 5E
1) B 1 T RS R e A & S e,
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9.

BRBRERRICRIZTEE
SARTS5Y—)L Nat58E Smg. 10mg [A—/\S ]

12. BRRBRERRICRIFTEE

(N)anysa—-E0Y OBREDHE

12.1A)anga2—--E0)ORBREHELDZEE
TR TGS =N F RN DLEOT o hUR T A BB =T XV
KFn, 770 Aa~A v U EOPFEWERRA hu =Y — )LD
A& TEAR T, PC-IRFBFERGABR OHEPMARRMEIZ R D RN B D129
BC-JRFB/PFLGABRIZ X D REHIEZIT O L lE. ZNHDFEFOE G T% 4
HUBEORF R CEMT 2 Z ENLEE LV,

10. BERS

11.

DR L

BALEDIE

14, #FREDFE
14.1 EFIZFEDTE
14.1.1 PTP ALEEDIEANIPTP > — F DO L CIRAT 2 L 2 F885 5 2 &, PTP
T— FORRRIZ LY | BEOBATEERREARA L, BICIEFEALEB D
L CHitbRiA & E D BE R AIHEEZ T 5 2 LD 5,
14.1.2 KFNIBIREETH V. WHICHT- - TE, WATZY ., B0 EFIic, o
HLETEOFEETHZ L,

12. ZDMDEE
(1) ERERERICE D 1ER

15. 1TERERERA & D < 1%

A NEAKFOEMBEEHRICEMOBERY =7 2ROl L OWENH 5,

15. 1. 2N B 1T 2B OBIEM LT, v bR 7 e BEX —IC L DIREICE
WCEHERIEICOE O IRBIEE . FRIEIET. FHEEITO U X 7 #nn g S
NCW5, FrZ, EAEROEMR (L FU L) OREE=Z T TEE T, B0V
A7 LT,

15. 1. 3N BT 2 EIC AP B E Z x5 L LB OBIENE T, Y bRy 7 A
VEEH—EERELEBREICBNVCI/BA NI VUL T AT 4L
MBI D U A 7 A EE ST\ 5,
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(2) FEBREREAERICE D EHR
SARTS5Y—)L NatEfE bmg, 10mg A —/\5 ]

15. 2 JERG R ERIZE D < 1E#R

15.2.1 7 v MZ bmg/kg VL L% 2 MR O &5 L= #ERBRIcBW T, METHIC LT
A ROBENRKRLINTZE OREND D,

15.2. 2 B EBR (T v MR #h 26mg/kg UL E) THRBEEELRMLF A 2F 0
IR RE SN TWDHD T, EHICHT- > TXRRIRERE I CEET 5,

15.2.3 7 v MZHEETHDL TV 7T — L (B0mg/kg/ B) . TEFI VU KW
(500mg/kg/ H) KON U ZAu~A > (160mg/kg/ H) Z &G L= .
REW) COFEORR E & IR OREMH OHEENRD 5T 5,

SRTS5Y—)L NaiEE 20mg A —/\S5 ]

15. 2 JERGERERERIZE D < [FHR

15.2.1 Z v MZ bmg/kg LI L% 2 FEMRR D& 5 L= @R BV, McHic v
J A RORENRB LT EDHERD D,

15.2. 2 @ EER (T~ MEAEE 25mg/kg UL E) THMRIFEE L RMFHA a0
HIMAERE SN TWDD T, HHICH T > TTHRBERE I ET 5,
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X. JEERIREAERICBEI HTHE

1. FEEHER
(1) EhZIEAER

( TVL SR RE4 2 HHE | ZH)

(2) REMEDHIER
U L
(3) ZOHOEEHER
AR L

2. HHEHE
(1) ERRSEEHER
BEERR L
(2) REHREEMHAER
REERR L
Q) Ei=EtEER
REERR L
4) BNARMEEER
EERR L
(0) EEFRAEFMHR
REERRL
(6) BATRIIEFER
REERR L
() ZDtn%rstt
REERRL
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X. EEMEIEICET SIEH

1. HAHEXS
o Al IRT T — )L NatfghE bmg [A— T EHE L7V
FR_FZ Y —)L Na HibE 10mg [ — T 4 L
FRF5 ) — )L Na Hi$E 20mg (A — T M4 L7
BHHESy : TR_XTT7 = F R oA S LA

2. HHERE
34

3. ARRETOIE
SR PRATF

4. BRIV EDEE
SARTS5Y—)L Na &% dmg. 10mg [A—/\S ]

20. H#kWLEDIEE
20. 1PTP @313 77 /v L IRPHEMR . T 03B, R a#ET TREFET D Z &,

SRTS5Y—)L NaiEsE 20mg TA—/\5 ]

20. BIRLNEDEE
20. 17 L S SBHE R I TR R 28T TIRIET A 2 &,

5. BERITEM
- RBEWMERLTARN AD
- <FTVhoLBY : AY
- BEMEEE L

6. B—M5 - BExhE
A —fy3E « /XU = FOFE Smg, 10mg, 20mg
Fl % . ARXT TS TUITT ) I RT T TR
LAKF, R T TY T VR

7. EFEEEAAR
1997 4 10 A 14 H
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- RERFTADFEABRVARES, REE2ENFFAR, RTHABFAB

. 5l 7 7 2R e ST M Y5 7 B A
s A i “EA £ A H

S5 — )L Na ¥
BE bmg [A—/T7 |
S5 — )L Na ¥
b 10mg (4= |
55— )L Na ¥
BE 20mg A — 7 |

2020 4= 2 A 17 H | 30200AMX00318000 (2020 4 6 H 19 H|2020 4= 6 H 19 H

2010 4= 7 A 15 H [ 22200AMX00804000 [2010 4% 11 H 19 H|2010 4= 11 H 19 H

2010 4= 7 A 15 H |[22200AMX00410000 (2010 4% 11 H 19 H|2010 4~ 11 A 19 H

. HERIIHEEM, RERVAEZEEMEOSABRUZORE

SRTS5Y—)L NatgsE 10mg A —/\5 )

BIHEA H
2010412 A 13 H
BINANZ
eE - MR B - B=
EULAMBEEE | EF., MAIIZTRXTZY—LF U oad LT 1 [E 10mg
W RAE Z1H1EROKET D, 7ok, @, 4 llE Tcoks &
15,
BN H H
20114E 6 A 15 A
BINRE
hee - R Hix - A=
WRERER WM EIE R OIREICB WL, @, AT T T
— L F RU AL LTIE10mgZ 1 H 1 ERROEGT 5,
FIRICE D 1E20mg 2 1 HIFEBEAKBRET 22N TE D,
k. ., SHMECORELT S, £, I UKy
TA e B I L DEETHERAT DG A. 1 [F] 10mg
NiF1E20mg 2 1 H 20\, S5 8HMRROKESTH L
MNTXD, 277U, 1A 20mgl H 2 [ 513 5T ORI E
EHTDHHAEICES,
FRFE « TR A #E 0 I FRIME BB R OHERFEIEIZ BV T,
WE . RACIE TR T — L F R AL LT 1A 10mg
Z1H1REERO&REGT 5,
( BN S3)
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BN A
2012411 A 19 A
BN

MEE - MR

Ri% - AE

TEIZEITEZANY
a4 —-EQY
DFRE DB

BiEE. T
EE. B MALT 1
DNE, REEm
INRBAE . B
BREICHT SR
RERAEREE

W RACIZT RS F Y —F v AL LT 1A 10mg,
TEXVUY KR E LT E 750mg (Sl kO T U A
<A e LT 1E200mg () @ 3FIZFRFZ 1 B 2[H],
THRRO®EGT 5, ek, 77V Aa~A 03, BB
WU CHEEMET A ENTE S, 7272, 1 [8] 400mg (J)
)1 A 2% ERETS,

Iu hRTA e B — TSV KT N
FZV AT DIFBGITL DA~ ansF—-a ]
DFRETER DA OGE L, TSRO D1EEE LT, @
W, ORAZIZTART T = R U AL LT [E 10mg,
TEXRY K E LT LA 750mg (i) ROA ha =
A2 — Ll LT 1 [E] 250mg @ 3 A A [RFHZ 1 B 28], 7 H
AT 25,

IBANEEA H
20134 2 A 21 H

EN/I [

(Zh&E - ZHR]

TEIZBEFEAY AN 52— - E0) OREDHE
BiEE. TZHEBES. B WALT U L\, fEM/MRESE. RHRERE
(2T H2NR|AVAREE. ANV AN 42— - EOYREER

GRS = V)1}:115%)
BN - ZHEAER B
20174 12 A 13 A
BN - 2SN

EE - MR

Ri% - AE

WRtEEER

IR >

WRMERER OIGRICB W T, @i, RAIZIE T X7 7Y
— L F FU AL LTIE10mg % 1 B 1ERO&ET 503,
JRARICE D 1 20mg 2 1 H 1R OKET D2 ENTE S,
7ok, W, SHEMECORE LT L, o, T bRy
TA e BEX I KD TCHRAT SR A. 1 E 10mg
IZ1E 20mg 2 1 H 2F, E5IC8EEROKGTDHZ L
NTED, 72720, 110 20mgl B 2 [A1# 5135 FE O R FGE
AT HLAICRS,

<HERPRIE >

FF%E - A2 1 0 IR W R B R OFERFRIEIZ R W T,
W, RACIETR_RT T — L FU A s LTI [E 10mg
Z1R1ERA®KST 5, £, Fo bR 7 e X
—IZ X BB TR R A A5 Ao it B 1E 2% DMERFREIEIZ S

WTCIE, 1R 10mg &2 1 H2 RO RETAHZ ENTE S,
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BN A
2020 4 6 H 24 H

BIMNE
heE - HER Hix - B
BRAE7ZAEYE | @, KAICIZT_XTTZY— L R AL LT 1 [ bng

ERICHIT58E
BRI+ ZiEHE
E OB FIN

Z1H1ERROEET D0, R ATH505E1E 1 [F] 10mg
Z1IH1IERORGETHZENTES,

SARTS5Y—)L NaitEsE 20mg [A—/\5 ]

BN - ZZHEAER B
20114 6 H 156 H
B - ZEEANE

hEE - R & - A=

HRERER WM IER OIRFEICB W TR, W, AT T T
— )L F FU AL LTIE10mg % 1 H1ERRO#EGT 523,
JRARICE D 1a20mg 2 1 A1 [ERROKEGTHZ LN T D,
B, WE, SHMETO®RE LT D, £, T bRy
TA e B XD CHREA 75 E . 1 (A 10mg
X 1[El20mg 2 1 H 2[0], S HIZ8HBEROEETHZ &
MNTEDH, =720, 10 20mgl H 2 [B#F& 513 EE OREGE
EHT DL AICED,

(  1BIERSY)

10. BEEKR BIIMBERLARFABRVZOAR

BA=RSAN

1. BEEHM
BAEIWAR

12. HRAMFRICET H1FHR

AANTIEAETGBREDED S THHIMIZ EIRAFR T ATV SRS 1Z5%Y

L72uy,
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13. £fEaO—F

|E S I 51 125 2 L7 FEE
AR 784 SRAT FL AR Y a— K HOT (13 #1) %= WUPR S 27 I
EIGa—F | (W a—F) a—F
FRT G =)
Na #i8E 5mg | 2329028F3123 | 2329028F3123 | 1279405020101 (PTP)100 ££(10 $£X10) | 622794001
[F— T |
TRT G = 1199956030101 (PTP)100 §£(10 § X 10)
Na H#ift 10mg | 2329028F1147 | 2329028F1147 | 1199956030102 (PTP)500 ££(10 ££x50) | 621999501
[T . N
AT 1199956030301 (7" 52Fy /i bvin” 9)100 &
TRT T =)L
Na ¥i5E 20mg | 2329028F2143 | 2329028F2143 | 1199963030101 (PTP)100 ££(10 £ X 10) 621999601
[F—r~TF |
GS1 22— K
R 784 [k = N : TR, ; — g :
B a2 — K RFEEEERA 2 — R JTEARELdE 2 — R
TRT T =)L
Na #i$E 5mg | (PTP)100 & 04987407080803 14987081181664 24987081181661
[F— T |
575 —, | (PTP)100 & 04987407080605 14987081181619 24987081181616
Na H#i$% 10mg | (PTP)500 i 04987407080605 14987081181633 24987081181630
AT (137)100 5 04987081786220 14987081181640 24987081181647
FGRTZ =)
Na H#i$E 20mg | (PTP)100 i 04987407080704 14987081181657 24987081181654
[F—F |

14, {RER#aHT LDEE
AANIRRZIFE EOBRREELLTH D,
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X 1. X#Ek

1. BIAXH#E

1) RIFHES T3St APEERE - 5 (88 Smg) (2019 4F)

2) RIFFEM TS #NERE - WS (BE Smg) (2020 4F)

3) RIS TRt +ENERE : Inda B (B 10mg) (2010 4F)

4)  RIEFEMS TRt #RNERE - wr s el R (B 10mg) (2010 4F)

5) RIFIEM LMK #NER : IR (B 20mg) (2010 4F)

6) RIFHES LIRS +ENERF - W EE R (B8 20mg) (2010 4F)

7) RIESES RSt HNER - & IR AR (B8 5mg) (2019 4F)

8) RIFHEM Mt #NERL : B 735 (B 10mg) (2018 4F)

9) RIFHEM LKA HNER - &R FHBR (B 20mg) (2018 4F)

10)  RJFSES TEEMRA S AENERE - % R (8E 5mg) (2019 4F)

11) JKibFnz s« Bk & EK. 2010 ; 59 @ 1722-1733

12) JKILFnZz A : B & EEAR. 2010 ; 59 @ 1734-1743

13) HEE=ER : Modern Physician. 1994 ; 14(S.) : 38-68

14) AFFEAM : Modern Physician. 1994 ; 14(S.) : 23-37

15) fERIFRAAM : Modern Physician. 1994 ; 14(S.) : 69-84

16) J\JEIEERM : Modern Physician. 1994 ; 14(S.) : 85-99

17) ¥R =R : Modern Physician. 1994 ; 14(S.) : 1-22

18) 1 JIIFESCH, : Modern Physician. 1994 ; 14(S.) : 100-107

19) W& : Modern Physician. 1994 ; 14(S.) : 108-115

20) FPEFETHL : Modern Physician. 1994 ; 14(S.) : 116-123

21) AWNBEML : Modern Physician. 1994 ; 14(S.) : 124-136

22) 5 HEh - Modern Physician. 1994 ; 14(S.) : 137-147

23) —AXERARER K O HE SR HRGRER (XY = NEE 2003 42 7 H 17 HIKRE,
HEEEEMEE b 1. (5)-11.3))

24) Kinoshita, Y. et al. : Am. J. Gastroenterol.. 2012 ; 107(4) : 522-530

25) MR M O " H B EGAER (8 Y =y MEE 2010 42 12 H 21 HI7KFE,
FA R E)

26) Kinoshita, Y. et al. : Gastroenterol..2018 ; 53(7) : 834-844

27) —REEARRRER K N T E SR EGR (N Y = REE @ 2017 A2 9 H 22 AR,
FEAREE)

28) Kinoshita, Y. et al. : Aliment.Pharmacol. Ther..2011 ; 33(2) : 213-224

29) “HEEMIILEGEBR (Y =y ME : 2010 426 A 18 HEAREE)

30) Iwakiri, R. et al. : Aliment.Pharmacol. Ther..2014 ; 40(7) : 780-795

31) T EEMEEGRBR () =y ME 2014 4F 12 H 26 AR, HiEE M
2.7.6.2)
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32)

33)
34)
35)

36)
37)
38)
39)
40)
41)
42)
43)
44)

45)

46)
47)
48)
49)
50)
51)
52)
53)
54)

55)
56)
57)
58)
59)
60)
61)
62)
63)
64)

TEEHREERBR (N =y ME 2014 4E 12 H 26 AR, PG R
2.7.6.3)
Kuwayama, H. et al. : Aliment.Pharmacol. Ther..2007 ; 25(9) : 1105-1113
FEINEGARRER 0NV = REE: 2007 45 1 A 26 H7ARS, HGHEEEMEE 2.7.6. 3)
DA RERER ORE R O G (N Y = MEE : 2007 4F 1 A 26 KRR, WG
ERMERE 2.7.3.3)

Isomoto, H. et al. : Aliment.Pharmacol. Ther..2003 ; 18(1) : 101-107

B \UOE B AR/ fganE BINEIE. 2021 5 C-5995 - C-6001
Fujisaki, H. et al. : Biochem. Pharmacol.. 1991 ; 42(2) : 321-328
AR Bt SEEE VR, 1999 ; 27(4) 1 705-712

H EERM - ABFEK. 1994 ; 41(7) : 143-150
Fujisaki, H. et al. : Drug Invest..1991 ; 3(5) : 328-332

Kt B2t ¢ G. 1. Research. 1993 ; 1(5) : 493-496

A P& : G. I. Research. 1993 ; 1(3) : 274-280

BN pH EEAER (SU =y bEE : 2014 4F 12 H 26 HKZR., HEEERMEE
2.7.6.1)

HARNERE RN B Z %G & U7 B IRSEH R (XY = » MEE : 2014 47 12 H
26 H/AKFY, HiEERME 2.7.6. 1)
FRRIRY 5 A, - FASEREILERE. 1993 5 102(6) : 389-397
Morii, M. et al. : Biochem. Pharmacol.. 1990 ; 39(4) : 661-667
K E2#Ah 2 G. T, Research. 1993 ; 1(5) : 497-500
PURBHEM (08U = hEE - 2014 4 12 A 26 HA&AGR, HHEAHREZ 2.6. 2. 2)
EBREROEam (XU =y MEE 2007 421 A 26 HKGE, HREEBHMTZE 2. 6. 2. 6)
XUy MEE 2007 45 8 H 23 AR, MG E
BREAZDE (XY = NEE : 2007 45 1 H 26 H&ARR, HEEEEHEE 2.6.2. 1)
Yasuda, S. et al. : Int.J.Clin. Pharmacol. Ther.. 1994 ; 32(9) : 466-473

3 AlOF AN B RERER (EN) O (XY = MEE : 2007 45 1 A 26 HIKGE
HEEEEMEE 2.7.6. 1)

Ishizaki, T. et al. : Aliment. Pharmacol. Ther.. 1999 ; 13 (Suppl. 3) : 27-36
Tshizaki, T. et al. : Clin.Pharmacol. Ther.. 1995 ; 58(2) : 155-164
RIFEE S TR S #NERE - AW [E S MR (BE 10mg) (2008 47)
KIFEES TS ANER B2 E 205 (B 20mg) (2009 4F)
Yasuda, S. et al. : Clin.Pharmacol. Ther.. 1995 ; 58(2) : 143-154
RIFHE S THEMRAS FENER - it D% e MR (5E 10mg) (2010 4)
RIFSHE G TERASH NG Btz O %22 E R (B 20mg) (2010 4F)
RIFEG TEMRASH AENER iR RS (5 Smg) (2019 4F)
B imiEPERAER (B2 10mg) (2010 4F)

1H

RIFH S TR HENEER &%
RIFH L TR APNERE « R MR (BE 20mg) (2010 4F)
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2. ZOHOBEXH
MR L
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XI.3EZEH

1. EHENETORTKR
ARFNTHESS TITFETE S AL TR,
M, 77TV = by LABFNE LTS CTIRES LTV D,
(2025 4F 3 A W 5)

2. BB SBRKXIEER
RN
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XI. §&E

1. 3% - REIZZICEL CERRHMEZTSICHI->TOSERFER
AREOEHRIZET AR REIIIARZZT CORWREICET 2 HRAE 5,
REBFESEDRHL L TV RVWARELEENTRY b ETHLRMIN TV LR
ETHELNIEREZFEL L THERL TV D, EREHEE NSRS 2 Rad 25 LT
DBEFHRTHY . MLHEO AR EZRTHDTIHRYY,

(PEsR AL - TP R D IR AR R TN BT 2 A R 7 A BT 5 Qe
[ZDWT(ZED 3) | BRIt 9 H 6 BFHEASEEESR - AR EREAEE - I
KRR

(1) B8 O~ CRBANIGESE TH D0 L TG T2 L3 E LS H Y £HAL)

Bittedt 2 R A7 L. REMERER (RR, MU RER B E) . &) 217-o 7

1) 777 —)b Na a8 bmg [A4—7 |

BRI L
2) FXTF YV —)L Na HifE 10mg [A—F ] 60
B SR Tt R
SRR E N AN ROV E &K T
Bk ) . MERITZ 72 L,

FEiRE N (B A0 R OVE BT
B . PEIRIZZE R L,

3) TXTZ ) —)b Na ¥idE 20mg [A—/~F | 6D
AR (EES

R E I AN R OVE &I

RN . MERIFZ 2 L,

(2) FAtE - BEAMRURBRERSF 21— I @B % (KEANIIGREETH D720, fli5
BBE TG T LIIHE LB A, )
AR5k
(A A R )
TAANY—=DOERA N UERERY . T4 AN —PIZEEE 1 SER AT
EARERL, T 4 AN Y =K 55 COIRE; 20ml WY | fREDELY L
THMBERBES 5,5 ERICT 4 AN —%FT 90 & 15 {HERE L | plE-
B ODIRIEZBIEET D, b DRICHAE L RWIGE . S 6125 oiER., RkOE:
TEZAT 9, 10 pfE L CTHREE-I8E L e WiGa, 2 a—7 ¢ > JHkEEL T
N, T A AR —NIZ AL TRBROEEZ 1TV, B - B O EEZBl22T 5,
CortieiEs)
B 1 SERHSA TN WL, 7 4 AP —NIZ A TR S R TE & [FRRD
BAEZATV, - BB OB A BT 5,

25°C. 60%RH. 2 i GES: - BHK)

25°C. 60%RH. 1 » H G - BH%)

25°C. 60%RH. 1 #» A GEE: - BH%)
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GEE PR )

FREERRERER TR O NI BEIR 2 . 7 4 AN —IZRWERY | BRETF 2 —7 0
FEAR LD 2~3mL/@‘0)i$f§T“‘ZJ{J\T60 Fa—T IRy FEOBREEZHEEL, K
WIS D 353D 2 AT L, i (GEAS) 2 30cm OE Sty L, F=a
—7 (A X 87&/?%%4_%%ﬁ 215,

B8 TLUFOFa—THEBLAEWVEAIE, 18 7L FOF a—TEFHN
TRtk B2 BT 2,

1) 75 —/L Na it bmg [A—/~T ] 62

B 71k Fr S R R T P RAR ] E
10 53 P& \Z R - ‘gﬂ‘{%Lﬁ?ﬁ)of_o
SRS E§U®3~74 > TR FEhi Lo T, i
ﬁj\ FREE - BRI Lo 710
2) 7 X7Z > —)L Na e 10mg, 20mg [F— T | 6364
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