2026 47 H&ET (55 18 fiR)

H AR HE P i 3 A

872329

EELAVAELI—T4+—LA
H AR e 38 AT 2> 00 TF SRHEEAE 2018 (2019 4F B HTiR) 12 HE#L L CTIERL

70 kR THREH

SRTS5Y—)LNa &g dmg [A—/\F]
SRTS5Y—)LNatESE 10mg TA—/\5 ]
SARTS5YJ—)L Na E8E 20mg TA—/\5 ]

RABEPRAZOLE Na TABLETS 5mg, 10mg, 20mg 'OHARA ]

(SRTZI—ILF by L)

#l

&

TR (DaNLa—TF 4 0T8)

BWH DR E S

B LG

mow - B

Helo

fEomg : 1 EPEHBIANTSIY—ILF M) I Lbmg ZEFT %,
Eimg: 1 FHPBARIRTSV—IFT )DL I0Mg ZEFT S,
& 20mg: 1 EPBARIRT IV —ILFT b DL20mg Z2EFT S,

Ma: SIRTSY—I)ILF kYL [JAN]
¥4 : Rabeprazole Sodium [JAN]

HERTERIZFAAR
B M OE £ IR H -
T BB FE AR AH

HEARSTAERE A B 5E dmg 2020 2 A17H
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Al-P alkaline phosphatase THNHY T3 AT 7 Z—TF

ALT alanine aminotransferase TI=VTI ) NI RT 27—
AMP adenosine monophosphate TF ) —U R

AST aspartate aminotransferase TANRTGEURT I ) N T AT 2T7—F
ATP adenosine triphosphate T )= Uk

AUC area under the plasma concentration—time curve | I8 — W] HER T Efg

BUN blood urea nitrogen MRIRFEFR

CK creatine kinase JVTFroxF—F

Coax maximum plasma concentration o ren M A PR

CYP cytochrome P450 F k71— . P450

v —GTP gamma—glutamyl transpeptidase y-INHEI LV NTUARTFH—F
LDH lactate dehydrogenase BRI K BB R

MALT mucosa associated lymphoid tissue : FEREEEEE U o SRk

RMP risk management plan PEER G D A 7 &

t1/s elimination half-life T

 pax time of maximum plasma concentration B v HILARE FP i 3 2 s

TSH thyroid stimulating hormone FR BRI R L&
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Q) |ABERETOREMSRAR Y
HAIEDORAN SN T BFGAET TR L, ZEMERER (MR, R R O
RYE) . HREERER, TR, ) 21T o7,

1) 9X_XF 57— L Na¥abg bmg [F—TF ] ¥

AR A

LS

SR BN AN . £ DI ZEA L

60%RH) (BH/#0)

BIE [40C, 623 G - SR |

o | 25C. 780 e ey | SUKEYECHIIT GBS 1) J ORI
R | 25°C, TR 1o GRS DR | G,z oofiuiadsfers L.

o |RIATR 120 77 Lx - hr@5C. | SHRAEHN G 1), 2 oMbl

L,

2) T _FF ) — L Na ¥8E 10mg [F—

?J 4)

BRI

S

K E RN BAEN) o & O34k

60%RH) (BHA%)

IREE | 40°C, 3 » A G - KR L.

| amC. TR 1 0 Gl D) | GO (R D B DR
Rl P ——— T
. TRHRG & 120 7 1x » hr (25°C, ST L

60%RH) (BHA%)

3) TS5 — )L Na HabE 20mg [A—F ] ©
B S (RS
B | 40°C, 3 » H G - [RERS) | &2 TE R L,
N N § = V| o} Eﬁﬁ f
Yﬁ; 25OC‘ 75%RH\ 3 j]ﬂ (]Efﬁ[é' Fﬂ%j]‘&) ﬁfr’f&?(%a*ﬁm) %O)'ﬂﬁbiﬂ/ﬂﬁ :i
g o | & 120 75 1x - hr (25°C ACE L

. REERVBRRROREN

Y LR

. ihFlEDEESEIE (MEBEEMNEIL)
mMER L




9. AHM
(1) EELNELIZBROBHRAEFOENENREERABRTA FS 4 VICEDGEHAR 0
[ B3 B 70 2% 0 A O AL PR R SRR T A BT 14 > CERk 24 42 A
29 H BRI 0229 45 10 5 ([2HEoO =, HABR A2 FEM L 7=,
R - BJR—MERBRE EHRBRIE S FWE) 12Xk 5,
BRI & 0 900mL
TR : 37°C+0.5C
RERFER © T _T T — L Na 8 Smg [A— T | 1%, [EENER D0
TERAN O EMZORGEERBR T A RT7A ) [CHESETRT TV —
Jb Na Hi8E 10mg [A— T | ZAEMERIFI L L7z & & EHZEEINAE
HLHIE S, AR E Bl STz,
O FHEHFETOHE
£ vEHZEEIC R T B S

HE PR R (%)
BRI e [ } [i7) S8 0| 7 L e 5
Oy | BB | R : H
120 RN T 2 3B RA O LB | -
H1.2 | 120 ) ) 2 e
P 0.0 0-0 Vs pspmagetusnon = enon BAS
pH6. 0 £2=56. 6 12 BSOS 50 LAk EES
50pm | e g 40 33.3 30.8 140 K 1r90 4y R F51F 5 BRBR B 1y o
' 90 83.8 87.0 |IAHRHIFEEHERIAID £ 10%D &
oH6. 0% 150 | 47.4 44.0 150 & U 180 YR 2 BRI T | e
' 180 90.5 81.6 |HIAHERAMEHERIA D+ 10%0 HipH
100rpm | pH6. 0 £2=54.3 £2 B DEAS 50 LIk FE:

FEAERIA « 5 X775 — L Na H8E 10mg [A—~F |  LotNo.GNO9 (n=12)
pH6. 0% : 0. 0lmol/L V VEE/KFE T F VU 7 A& 0.005mol/L 7 = Fa T pH6. 0 |79 L 7= 3R BRik
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(& H il AR)

51 (pH1.2)/50rpm pH6.0/50rpm
100 | 100 +
80 80
. —0—= T T T — L Nati §Ebmg [ A — T | -
S —O— 7T T/ — Nl 1 Omg (A —/T ) S 6o} —— FTFY — A Nalhi b
k\\é g Smgl A — 7]
& 40t o4t == 57T — LNatg i
g\“ g 10mgl A —,7 |
20 | st et 2
{&%@%ﬁquﬂwﬁtﬂquib%
: ) - - -
0 30 60 90 120 0 30 60 90 120
min min
52i%(pH6.8)/50rpm pH6.0%/50rpm
wor W01 —om gy —nNathisi
Smgl A —/7 ]
801 80T —e=ITsy—Naisi
&) R &) 10mgA—7 |
S 6ot —0=FNF T — L NalfifiE S 6ot
W;‘—: SmglA—/7) *%"
€ a0t TYTTNTT N || g | o P R 10%
by 10mg A —7) kY
o JERTERA TSI  10% 20
0 D) 60 90 120 0 60 12 180 240
min min
pH6.0/100rpm
100 f
ol BRI pH1.2= FASHR TS ABRIE O e
S ol —o—aaz’ﬁfﬁiwaiﬁ%i pH6.0= & 7-McIlvaine DIEMEIK
prt 5mglA—/ 7
H O S RTTY — LNl i — N RN SN
ol o pH6.8= A ISR VA HIFRBRIK O 45 2%
g
20 | pH6.0%= 0. 01mol/LY »RKRFE —F + U
7 2 &0.005mol /LY = k%
- . . . JHVNTpH6. OIZ 7% L 7= 3Bk R
0 30 60 90 120
min
@ f % OV ETOHE
S *‘/{ D*‘\\\““/I/ iﬁw — N4 D
e 7 r;j/\/% @&mﬁ%ﬁmg [] S D ) E L v
WERGME | WA sl ’ (B el C OB 2 Rk |
U9 | BME | ERE | EHEsR (n=12) D HZEIF)
SR HERE %O A B 2 5
pH1. 2| 120 0.0 0.0 0.0 HLON 1285 1 {ELLT T, £15%| [R5
OHFFAEBZ DB DR,
50rpm pH6. 0| 60 82.1 94. 6 87.9 A%
pH6. 8| 90 79. 6 88.9 83.8 SEYVEH R £ 1% O #IPH & 8 2| RS
b0 12 fEF 1 ELLT T, £
pH6. 0% 180 5.7 103. 8 90. 5 2N DEHZ R D b DI, | A5
100rpm| pH6. 0 | 50 856.3 97. 6 91.6 A%

pH6. 0% : 0. 01mol/L U /KR —F N U 7 A & 0.005mol /L 27 = %% Fuv T pH6. 0 (23R4 L 7= 3Bk



2) BREEZOEYMEMRFERARATA FS 4 VICEIFHHR T ?
(1% 38 3RS D AW A [RGB A R T A Ok IEIZ W T CERE 18
11 H 24 B BEEFEAFRE 1124004 5) | IZfE> TRBREZIT o 72,
AR I7E - AR —GBRiE TR HREBRIE S FViE]) ITX D,
BRI 900mL
IR : 37°C£0.5C
ARSI © TRRBERSOEM PR FEERBRT A N7 4 ) OfEELEICHE
ALz, ZHICEY FXT TV —)L Na HabE 10mg, 20mg [A— T )
DWRHEFENL, 2 TORBREMHICB W TERERIF ()Y = v b E
10mg, 20mg) & FALL & fE iz,
1) 77 F ' — 1 Na t$E 10mg [A—TF | 1V
F* IRHZEEC BT DL

HE SEEVE HH (%)
= L P AT S v e
(43) | ¥ $E 10mg
BHL. 2 5 1.9 2.0 |5 ROr 120 43RS IS 2 RRBRILA O P $5i0)
"7l 120 0.8 0.7 | HERASEEHERLFEI D + 9% D HiPH >
50 43.5 41.9 50 R 90 43T I51F B EREREIK O EH Y | L.
50rpm |pH6. 0 EZUE ):I;F'HEH %fénﬁfﬁ%ﬁ NESNA Sl
90 84.6 90. 1 HA SR M HE U oD &= 1 5% D &
oH6. 8 40 42.9 46. 7 140 KR 60 SR 35T % Ak o0 -1 i)
" 60 85. 2 79.5 | HIERAMEAERIA| D + 15% 0D i i
40 38.9 33.9 40 X 75 43T 351 A ERER LK O S | L.
100zpm |pHE, 0 U T5 DI DRRIAD I | g0y
75 90. 4 83.8 | HIZRAEEHERLAI D & 15% D HiPH
(n=12)
(P& H i #R)
5 1i(pH1.2)/50rpm pH6.0/50rpm
100 100 |
80 80
¥ 07 —o— ST — ANt 10mg [ AT | ¥ 07
P —o— /Yy i 10mg {?_;[4: —0— S F5 — L Nati$E10mg [ A—/ |
§ 40 .§\ 40 —e— /Yy MiE10mg
20 | { B s o 20 | Jrsmamosonsise = 15%
e o o . bi .
0 30 60 90 120 0 60 120 180 240 300 360
min min
#52i%(pH6.8)/50rpm pH6.0/100rpm
100 100
80 80
360 g 60f
H —0=F 75— LNt §E 1 0mg [ A —/ T | H —O0—FRT T — L Natfi $E10mg [ A — T |
{‘5 40 F —o— /Y=y MiE10mg g 40 —o— Yy NiE10mg
20 1 {i%ﬁ@ﬁﬂﬂﬂzi@iﬁm%iﬁ% 20 {t‘i’%ﬂﬁwﬂr’ﬁﬂﬁm%im%
[ L 4
0 60 120 180 240 300 360 0 30 60 90 120 150 180 210 240
min min

ERIL: pH1.2=H ﬁ%ﬁ%ﬁ(ﬁﬂj?ﬁ%@@%l(@ pH6.0=3#7=Mcllvaine DFEEE
pH6.8=H A3E 7y 7 Vi HHBRBRIR D 2 21K
— 1 2 —



2) FX7 5 — )b Na HibE 20mg [AH— T |
F VAHZEBIC I BRI

12)

] i | TR
ARSI | R —— UES FACUME D E FLvE HIE
) | ™ $E 20mg
DlIL. 2 5 0.13 0.69 5 RO 120 ISV 5 MIRIUAI ORI | ooy
71120 | 0.00 0.26 | HERDEEHERIF] 0> = 9% i =
19.3 53. 4 40 T JHERMIES O 19.3 TN 46. 4 43RICEH
50rpm |P16- 0 T % BRI O PR H R AR R o0 = | HRIL
46. 4 92.2 85 15% 0> % P
19. 1 50. 7 40 Z JHEREIMIE% O 19. 1 KO 33. 6 rfElick
pHe6. 8 F B BB O T PR HER D EE LA 0 = | FLL
33.6 87.7 85 15%0D 4 ]
100rpm |pH6. 0 £, B% 49 2 B3k 42 DL 1 $al
(n=12)
(VA H i #7)
%513 (pH1.2)/50rpm pH6.0/50rpm
100 } 100 b
80 80
S S
# 60t —0—= 77T — W NalfifiE20mg [ A —/~7 | # 6oy
{’,5; —e— /Uy ME20mg fg O IARTT—Nalfi
5’ 40 + §» 40 FE20mg [ A — 7]
B B —— /XUy MiE20mg
2 t { prmagmo s ox 20 | T s o
Ueo v o e 1 < -
0 30 60 90 120 0 15 30 45 60 75
52 (pH6.8)/50rpm pH6.0/100rpm
100 | 100 +
80 80
g g
Z 60 60
o —O= 5 XFTY— LNalfi b 3
& | 20mg [ A— 7 s |
"g 10 —o— Xy ME20mg g 10
20 | 20 | =0 FNTF— ANl §E20mg [ A — /7 )
I&%E%ﬁm%@%&aﬁiw% —e— /{Yxy MiE20mg
[
0 15 30 45 60 0 15 30 45

AR pHIL.2= H AR R 77 HH i oD 35 1
pH6.8= H AL &) 5 ¥ AR D #5291

10. B4 - 82%
(1) FENRELRSR - %,

Y LR
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(2) %
T X7 Z ) — )b Na Ha8E bmg [ A — T |
(PTP) 100 $E (10 HEX 10X 1 42 #IAIAY)
FX7Z ) — b Na Hi$E 10mg [A— T |
(PTP) 100 % (10 $EX 10X 1 48 HHHAIAD)
500 $E (10 $EX 10X 5 48 FZEAIA D)
(/3F7) 100 & AN D)
ZXT7Z ) — )b Na Hi$E 20mg [A— T |
(PTP) 100 % (10 $EX 10X 1 48 HHHAIAD)
Q) FhREE
Y L7
4) BHROME
PTP ‘%%
PTP:7 R Zm Ly, 7V
TNILET ANV LR =F Lo T, RYZFLUTLTHL— |
LA - b v T A
VAL S
ARV RIZF Ly Fyv 7RI F L @Al U7

1. BRI h 2 EME
G RBNANA

12. it
Helz7e L
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V. ARICEI SEE

1. WEEXRIEHE

SR TFTF5Y—)L Na &8¢ dmg. 10mg TA—/\F |
OBEE. T-iEmER. WEEAES. TRMEBERX. Zollinger—Ellison fElE
B, EFULAMBRESRE. ERE7TREY VEBSRKIZET5BEBXIE
+ 1A R OB R

OTFRIZBIFEIAY ANV 42— EO) OREOFHEE
BES. TZHEBESR. BWALT U /E, fEE/MREAE. RHEEIC
T BNRBEHABRES. NJanNs 44— - EFOUREER

SARTSY—)L Na 1&g 20mg TA—/\S ]

BE%E. TIEHER. WEEES. HRMRER. Zollinger-Ellison fE{&E#

2. PEXITHRICEET HFE
SARTS5Y—)L Na sz Smg., 10mg TA—/\5 ]

5. ShREX I RICEET 5T E
(GhEEHIE)
5.1 AAIOEGNHEIZLHIEREZREKRT 22 L03HL0T, BTN L&
BD Y 2G5 (HMALT U > 8, B B x4 2 RN TRIR
BHICBITAN) any Z— - 'l OBREOMBEZRL),
GEU B AMBEBES R
52&@%%2L&%Eﬁkbfm%%% LU, SRR OUCEH 3 FE D H A7
AlTiE, BWTRLAORIK N E 2 55 T2 OO Y) 22 B~ DL &
Mozl
(BRAE7RE U EEHICE T2 BEBXIETH2ERES OB
5.3 It « ERROERIMHEH O OIEHAET AL v 2ikEHk G L 285 %
Bt e L, BGBAICE U Cid, BIEE T+ RIS B OBEAE & feRd
T5HZ L,
(NJanya—-E0) OKREOHED
5.4 HEATHIE MALT U L 8 JEICxd 2~V a7 X — - v u U BRERIROA 2 EIL
FESNT. L TUNZR U,
5.5 it/ MIOBMEICH L CTIE, A RTA4 VSRS, AU ay Z—.
v U BRETEFE Y] & fIE S D IEBNC O ABRETRFEEZIT O 2 &,
5.6 RHIFHEITT 2 NHEEIRIREL B UIMIIE, ~Y ans & — .- vn URE
TBIC X 2 B OFRIEMHN X2 G230 I L Tu7ewn,
57 ~Vanyg— .. vuVEEERICHNDEIZIE, ~Yannysz—.-vnl
NGETH D 2 E ROWNHEREIZCLI VA~V a s Z— . o JEYRFE R T
HHLEMRTH L,
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SRTSY—JLNatEsE 20mg TA—/\S ]

5 NEEX (I RICBEHET HiEE
AFNOEGNEIZ L DIEREZRBHT 22 ERH DO T, BETRW I & 2l
DI ZBEETH L,

. BERUVRAE
(1) BERUVRA=E0OfER
SARTS5Y—)L Na &8¢ dmg. 10mg A —/\5 ]
(BiEE. T=EBES. WEERER. Zollinger-Ellison fEIZEE)
HWE, RANZIZT_XT T Y= F Ry AE L T1LE 10mg 2 1 B 1 [EREO#
G320 0WRICED 1 20mg 2 1 B 1 EREOKGTDHENTE D, 0B,
W, HEE, WETEE CIE 8N E T, +EBEE X6 HEETO
Beh L35,
(FEREBER)
- TBH
WM REROBFRICB WL, @, AT — L v
LELT1E10mg 2 1 H 1EREAEEGT 2525, HWRICED 1 [F 20mg & 1
H1FERO®RGTHZENTED, ok, @F, 8EMETCORE LTS,
Fo, Tu bRy T A e B XL BIBRIRTHRA TS REE, 1E
10mg 4 118 20mg 2 1 H 2 [0, & S 8 WAL T2 LN TE 5,
72720, 118 20mgl H 2 [\ GI3EE OMPEEEZH T 555 I1CR 5,
- MERRRIE
RS« TR A MR D IR R AE R ORERFRIEICB WL TR, @E. AL
TR FZ)— RV oALLT1LE1mg % 1 H1REROKRET S, £
7o, T hURUT A e B I LD IRE TRy i A E S
OHEFHEIEIZB T, 1B 1omg 2 1 H 2 BEOKEGT 252 LN TE D,
GEUB A B BEHERAE)
WHE, RANZIET XTI — L F R AL L T1IE 10mg 2 1 H 1 [RIFEO#E
4%, Ink, @, 4 E ToORE LT 5,
(BERE7REVUEERICE T4 BESEXIE+Z15HEESE OB FHIH)
WHE. RANCIE T _XT T — v R DAL LT [Ebng 2 1 H 1 [E& O
450, WERTSOEHEIT1E 10mg 2 1 B 1 ERAKEGTHZ LR TX
Do
(NYanNyE—-EnY ORRE OB
WE . RACET_RT T = h Y AL LTC1LE 10mg, 7EFT VY
AKFny & LC 1Rl 750mg (JIff) L OV 7 U 2Au~A 2> & LT 1 [A] 200mg (1)
i) O 3FNZFRFFC L B 2B, 7 HEREOEGT S, 2B, 77V Aa~vA v
UiE, BB U CHEHEMET DI LN TE S, =720, 118 400mg (JI1ff) 1
H2E%ZEREST S,

()
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T bR TA v — TEXTVY KLY T ) Aav A
YO IHEGIC I DAY g Z— - vn ) OREIGEN AR OEA X,
ZHUCRD DRI E LT, @, RAICIE T _RT I Y — L MU AL LTI
Bl 10mg, 7EFX U kK E LT 1B 750mg (M) L ONA b =4 —
e LT 1A 250mg @ 3 FI&[EREZ 1 A 2B, 7 AM&EAO#EEGT 5,

SRTS5Y—)LNatgsg 20mg A —/\F ]

(BEB. T 216BEE. WERER. Zollinger-Ellison fE{ZEE)
WH, RAIETRTZY = F ) o AELT1[E 10mg 2 1 B 1[EREA#E
B3R mIRIcEY 1E20mg 2 1 B 1 RBEAKRG T2 ENRTX D, 258,
W, BEE, WAEEHEE s EME T, FEREE TIX 6 M ETO
BhH L35,

(ERERER)
WM RER ORI W T, B, RAIETIXT T = h Y U A
ELT1E 10mg 2 1 H 1EREOEGT 52, WRIZED 1H 20mg 2 1 H 1
ERO%GT 22N TE D, 2B, B, SHME TORLE LT D, £,
T N URTA e EX IR DR TOIRA TS A . 1 1E 10mg XU
1\ 20mg 2 1 H 2B, SHIZ8HMMRHEEGETHZENTED, 2L, 1
5] 20mgl H 2 [ G513 HE ORBGEZ H T 555 I12R 5,

(2) HEARUHAZEDRTERE - B
HUERR L

. AERUVHAEZEICEEYT 58

N

1 RZERUVAEICEET 5FE

(BEE. +=EEEE. WEEES. Zollinger-Ellison fEIEE)

1.1 R E LW e M OFME - R MEOSA12 11 20mg 2 1 H 1 H#& 515
ZEMBTE D,

GERERER)

1.2 FRDE LWGE L O - BHETEOSA1Z 1R 20mg & 1 H 1 BIFET 5
ZENTED, (% - FREGE KT UmMERIER ORERREIE, 71 FU R
YT B IR DRIE CHORA TR A IERS), £, e PR
Y7L e B X DIRIECHIRAT A BEIT L L El 10mg XX 1 [H]
20mg # 1 H 2 [\, & HIZ 8 HWEHEE T 2561E, WHESIHRE CUtERiE %
DR L CWARWZ 2R T 52 &, 7ok, AHFI1[FE 20mg D 1 H 2 [FE5
X, WHESTRAE CREEOKREEZ MR LGRS, [17.1.1 ]

5. BRERAHR

(1) BBRT—2/1\vr—o
Y BRI L

(2) ERPREEIEGER
ZEER e L
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() HERIGIFERRER
HEERR L
(4) HRELRIEABR
1) BXNEIREERER
SR TS5 —)L Na &8z dmg. 10mg A —/\5 ]
(B/EE. T-HERES. MEathaEs. HRERER)
—REEERSAER R U E TR ELEGRER
BIG. + fEWREg. R RIER K OY)E a2 5542 1 B 1 (8] 10mg
X% 20mg 4% 5 U7z — R G R RER M O M A BR (B 51T - 6~8 i
W) OFFIE TRO LB THDH P2,

KGR B ARSI =
B 94. 0% (189 #1/201 1))
+ R E S 99. 4% (159 $1/160 f51])
WETE R E R 90. 9% (50 441/55 i)
W& I 83. 3% (10 f1/12 i)

Fio. o ZHEEETHIESIEO W TMERIER ZXIG42 1 B 18] 10mg & 24 14
MG LRk (CEEREERBR) 2B 2 NESEIEFT R FE I
78. 6% (33 /42 f)) TH o7,

W AEMOHEO 70 Ry 7oA v B X — RGPS Y oW A
BEREEERGE LS 8 BBONESIREIC L DIRERIIFRO LEEBY
—/Cgbof: 24,25)O

1 [A] 20mg 1 [A] 10mg 1 [B] 20mg
1H1[H 1 H 2[Mm 1 H 2[Mm
Atk 58. 8% 78. 4% 77. 0%
(60 1511,/102 131]) (80 $31/102 f51)) (77 511/100 1))
grade A TN 65. 1% 87. 1% 79. 5%
grade B¥ (56 1511/86 1)) (74 151/85 1)) (66 1511,/83 1))
grade C TN 25. 0% 35. 3% 64. 7%
grade D* (4 B1/16 ) (6 B1/17 B) (11 %511/17 )

F1)IXFF3S— ) Y oA 0mg/H. 775 VS — 30mg/H. A AT Z VS — 20mg/
H % 8 AR LL L3y 514 (2 ATERE S HERR L P o FE R

oY B LAV (B4 2) 12 L D EIEE

W AELEOHED 0 MR 7 A vk B —IBEICIRETHEE D oW

ERZX SR E LI MaRRE 52 G ONEEMREIC X D IEFIER (dy

E)IFTROLBY Thotk 9,

1 5] 10mg 1 [5] 10mg #ﬁ%ﬁ@ﬁ'ﬁ% !
LH 1A LH 2 @l (95%(& #H X fH))
p fif ”
b5 52 %o 44, 8% 73. 9% 29.1(18.9, 39. 3)
FEFRE (73/163 1)) (119/161 1) p<0.001

a)10mgl H 2 [E]-10mgl H 1[A], b) x M€

F2) T _FT— ) " A 10mg/H - 20mg/H, 77T —30mg/H, AT T
V=)L 20mg/H, =Y AT F Y — b 20mg/ H % 8 MM LL R G- I RIGH I HERR
EPIZ S
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GEU L AMBEREERIE)
—_EERHEAER
FEOD A E BEW A2 RI2 1 B 118 10mg 25 U7z B S MR
(B 5 -4 D 21T D 0 SR D SE R R R OFRfR=R1X, T2
43. 6% (44 B1/101 1)) . 55. 4% (56 /101 #l) T - 7=,
RIERIL, 10mg £ 5-0> 102 5l 12 41 (11. 8%) 123D BT, E7RREIERIL,
{55 3 451 (2. 9%) Be OMEEBAZG 2 11 (2. 0%) T > 72 2%

(BAET7REVV RSB T5BESB XIS+ Z15HERE O BRI
—_EERHEAER
BHET A2 Y > (1 A 8lmg XiE 100mg) DEMIH G243 L L, HhoFiEE
Et TR IBEEOMEIRE AT A BRE LR L L EER RGO
B Kaplan-Meier 1£I(2 & 0 #EE L7z $e 5 24 BRI% O B 1G5 T+ _fBE5
DRFEFHFIITRDO LBV ThHoT,
RITERIZ, X7y —nF FU 74 10mg %58 T 167 il 14 1 (8. 9%) .
5mg B HHET 156 Bl 7 61 (4. 5%) IR BT, EREIWEAIX 10mg 58T
T ONRIZ A 2 1] (1. 3%) . Smg 58T NH#T 3 451 (1. 9%) . fFine 25 2 )
(1.3%) ToH o 7= 3030,

1 H 117 5mg 1 H 18 10mg S HA ©
(150 1)) (151 1) (151 1)
R E 4 1 2 {31 32 il
?§3;§§§§§§§> 2. 8% 1. 4% 21. 7%
(bé;?%%aﬁiﬁﬂ) (1.04,7.17) (0. 35,5.51) (15. 84, 29. 27)
ﬁ%ﬁﬁif 0.11 0.05 B
(95%(= I ) (0.04,0.31) (0.01,0.23)
P& P<0.001 P<0.001 —

a) Kaplan-Meier 512 X AHEE . b) Log—rank BE. ¢) XIHRIZT 7L /7 > (1 [8] 50mgl H 3 [=])

100

-8- 1 H 1 S5mg

90 & 1 H 1 Fll0mg

- I

30

70
# 60
i 50
63
1“ 40

30

20

10

0 P d

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 J£IT & % BiRE T+ a5 o R R



X5, &G 24 BURE, TXT7TV—)LF b UL ERK 52 KRS
L7t (BEHTROK 76 B 5 . Kaplan-Meier $:12 X 0 #EE L7-Hi&E X
F T EE R O B SERIT. 1 B 1A 5mg T 3. 7% (95%{E#H X [#: 1. 53, 8. 64)
1 H 1[5 10mg T 2. 2% (95%(ZHE X [E1:0. 72, 6. 75) TH o712, 2B, %5 24 HLL
e, SHRBHE T X7 7Y —F RYU A1 H LAl 5mg XiX 1 H 1 [A] 10mg (Z4]
DX T, Bk 52 MRk G- L7z %2,
(BEBXII+HBBEBICEITAA)I/\Y2—-EODORADHED
[E] A B PR3 BR
AV any g—.vn GO BEE X+ BRSO RE LG L Lz
ENOERKRR (T XT T — T NI oA TEXTVY KRR Z
J2u~A D1 207 HERRAEG)ICBITORERIITEDO LB T
H5D,
BWEMIZ, SX_XFFY—F U 7L 10mg, 7TEFT VU AR 750mg (F1
fili) . 72U Am~A 2 200mg (i) 512 L 0 . 129 flH 40 41 (31. 0%) (&
WO S, EREWERIZ TR 16 41 (12. 4%) . #{E 13 ] (10. 1%) Th-o7-, F
ey IRXT TV = F U UL 10mg, TEFT Y KT 750mg (Fifih) |
77 Aa<A 2 400mg (Jif) $e5-02 L 0 . 123 7 55 1] (44. 7%) (Z EIVE
DFRD BV, EZRBIERIZ TR 26 61 (21. 1%) . $RKAE 13 451 (10. 6%) . MR
13 i1 (10. 6%) . BE% 7 B (5. 7%) T o7z 29,

st = &5 BRE
FRADVEEER | G s [T R 2
FXRTT)—F YA
10mg
TEXTYY KT 2 /B 87. 7% 83. 3% 85. 7%
750mg (J71iff) (57 511/65 ) | (45 /54 f5]) (102 f51/119 $1)
A IS = A (A
200mg (J71ili)
TR —)LF R h
10mg
TEXTVY K 2 51/ 89. 7% 87.8% 89. 0%
750mg (J74iff) (61 /68 ) | (36 41/41 #1) | (97 /109 )
A IS = A (A
400mg (J71ii)

B, AT~ a7 Z2— .o Vo - + iR E%

X9 % BE OBRRBRE BN TS, RREORENIS LTINS P,

7 3) ERAOR G, ROBRSIRIEFRO L3559 Th Y | EAOKRMAELOM R 1T
YNGR
TRTTY =T R TLL LT 1 20mg, TEFTY KFHELT 1 H
1000mg () K U7 7 U AR~ 22 & LC L 500mg (3fif) o 3 A% 1 A 2 [, 7
H ke P42 G-

Fro, T bR UVTA R EX = (T T TSN TEXVVY UK
ik Xy Z ) 2n<vA2 0D 3 fEGICE 6~ asZ—.al ok
EIBENARE I ThH o7z~ axy Z— .« veu Vo 5185 XX+ HE
BHEOBEELNRE LIZERNOBF (T T T — L NI UL TEXRY
SUVAKFIBEOA hr=FY— LD 1 H 2[E 7 HEROES) 128 5%
SRIL 82% (49 51/60 ) & @G ST D %9,
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SRTS5YY—)LNatEsE 20mg TA—/\T ]
(BEE. T-1EBEE. MEMES. ¥RMEREER)
—HRER R R U E SR LLEGER
Higg. + RS, Rt RER R O EEERE A2 %512 1 B 1[5 10mg
I 20mg Z G- U 7o — AR R AR M O 5 5 i e sl (Fe 5- 1R« 6~8 i
W) OFFIE TRO LB THDH P2,
P PREETEI
R 94. 0% (189 $i/201 )
+ ZFR IR 99. 4% (159 $i/160 )
WO R 2% 90. 9% (50 f511/55 i)
W) &R 83. 3% (10 f511/12 )
W AELORED Y a bR 7 A vk B F —1ERICEGUED ofiiii &
BRBFERGE Lch 8 HBEONHESIMAEIZ L AIRERITTROLEBY
Tt %),

1 [A] 20mg 1 [A] 10mg 1 [A] 20mg
1A 11H 1 H2[ME 1A 2IH
s 58. 8% 78. 4% 77. 0%
(60 f411/102 1)) (80 41l/102 f51)) (77 1511/100 151))
grade A TV 65. 1% 87. 1% 79. 5%
grade B¥ (56 f51]/86 f5) (74 151/85 f5i) (66 151/83 f1))
grade C KR 25. 0% 35. 3% 64. 7%
grade D* (4 /16 B) (6 B1/17 B) (11 /17 1)

H)TRTZ = F MY oA Ong/H, 7277 —030mg/H., A AT Z > —)L 20mg/
H % 8 M LA i 5% (RIS THERRIE I
KXY BN RA5¥E (M 2) 12 LD EEE

F7o, BRREFERBRICBOWTHN pH LAERN I XT TV —1F MU DA
H 18] 20mg $¢5-T 1 H 1[5 10mg &G (THA~THS , #IGMHER ST 57
RTZY—=F bV T L1 A 1IE 20mg B5OFRERBD SN TND 10,
2) REMAR
R L
(5) #BFE - WARAIEER
MR L
(6) AEAIfER
D) ERARIERE (—RERARERE. BEERARERE. ERARELERAR) . &S
RFE®RT -2 ~A—RAE. RERTRERFZROAE

DR L
2) RREM £ LTREF EONBR AR L =% - RBROBE
AR L
M) Zoft
AR L
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VI. EFEEICE S HIER

1. EBRZHNICEESH LML EME
Ta bR T S —
EE : BEOH LA ONREIARES, RFOBETERLEBMT L L,

2. EBEER
(1) ¥ERERL - 1EFRERF
T XRXT T =) U U NI W O BRI CIE R (A7 = T I R
)72 7 a kR (H K -ATPase) @ SH F: A& L CHERIGMEZTRE L
Wt T 2, S OICHE SNCBEREEORIEICIL, EI/EHEM AL O
DK G DX T NE T AL DIEEIROMERPEE L TnWbH D EE
2 bhb, FOM, ZAEF AN Lo CTEEEIEMENEIE T 2 FTRENE & HERI X
A 37,38)O
(2) ENZEEMF T HHEBRRAE
1) BB NS4 A
O EFERABFIZBIT DT AR SRR WISk L, 1 B 1 [E 10mg #5-, 1
H 18] 20mg &5 TE HIZEGHHNLEWMEWERZ L, 85 1 HE R
U7 HH OB EORAIL 1 H 1[5 10mg 5T 72~76%, 90~96%, 1 H
1 [A] 20mg $¢ 5T 88~89%, 99% T 5 310
@ UYTHHEBERICBIT A TF VAT A 7Y v AP RIKIC X2 HERsy
WEIEIT 2 % (in vi tr0>
@ BIEEAIBEEERIIBITIDEAX I RXUXH ALY RIBLE BRI W
WNZZ v MZ Té%@%& JWKR O A X X R RS WAk LR )
PRAMEIVEF o 8412
@D AXBDHWNET v MBI 2 HBAWMEEHROREEIX, horve hoRy
FREANC R LiE <, PR b Y o EFIE D B,
2) BN pH L HEH
A BB D2 HNpHIZK L1 B 118 5mg $¢5-.1 A 1 8] 10mg % 5-,
1 A 1 20mg 25 T& BIZERR ERAMEMNZRL, &5 5 H B O 24 K HZ
pH4 UL b &2 R IR %A% 1 B 1 [E 5mg #5-0> EM*C 46%, PM*C 63%, 1 H
1 [A] 10mg $5-0> EM*C 58%, PM*T 72%, 1 H 1 [0] 20mg #%5-0> EM*C 61%, P
MET 76% Td 5 19,
MATHBER T &7 m— L P450 2019 (CYP2C19) REVHIT, TRiBinFH I 3HEn D,

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 FHE/EMH
7 ERE L 0 R L 72 B, K'—-ATPase (ZxF L, SRWBREMEM AR 17 (in
vitro) .
4) FEBEHA
7 v b E RO SR IERRIEE 5 2 IS5 B AR A (MR A R LA K
R A R LA, PSR, AT T IV - X ) — VR OT A Y V)
Zxt Ly O HHEEER 2 WO B RBR A B EA 2 ox 3 111819
5) 1EF%F
(NJanya2— - EQVYKREAOHED
TEXTVI UKL Z) 2Aa~vwA vy, TEXFTUY VKL
Abha=xV =D 3 FPFAEIECES T 777 — L) ) o AOE
FIEANPHZ ERESELZLICED, TEXF VI VAR R O Z ) An
<A OHBEES EEO DL L IChDH EELLND O
6) BREMR
(NJanga— - EOVBREOHEED
AFRAI WA~ Y any Z2— . o VEEET BT, BNAR
BIZxHT 27XV KR E Y T ) A~ AT O 2 FIFHOBRIE,
TRT TS =) F NI O LAEMNMZDZ EICX0 FEGDENRD b ),
(3) TEFRRIRRFR - kb
MEE R L
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VI. E¥EiEIcBi9 518H

1.
() BREADGOHRE

iR EDHRS

PA- L 2

(2) BRRABR THRE S h-IPIRE

1) SRTSY—IF YD LERIERE
PERER AT T2 20mg 2 & T ST RRITHE MR G L 7R OB I R L
TS RE /R T A — X DIFEEE A RIRT,

R HN RGBT O ML T S ENIE N T A —

C,, T AUC
% max max

BTk (ng/mL) (hr) (ng-hr/mL)

Mol 4374237 3.6+0.9 937+617
B 453+138 5.3%+1.4 901544

(CE#)fE+S.D., n=12)
F 7z, BB - 125mg, 10mg, 20mgZ e N CRIEHRG LIzFE (& 550 B)
DIYFHRE T A —Z I T DO LBV THHY,

FERRRN T 128 D AE 5 505 (Bug, 10mg, 20mg) DL T 7 F > —/LF h
U U LDOEYENEE T A —H

Cmax tmax AUC (0—t) t1/2
=5 FH 7
BIR Gl (ng/mL) (hr) (ng+hr/mL) (hr)
. 3.0
EM* 146 +56 236197 1.8%=0.9
5 (2.0-4.5)
. 2.5
PM* 252 +55 585137 4.2%+0.5
(1.5-5.5)
. 3.3
EM* 3831%83 5391200 1.5%0.4
10ng (2.0-5.0)
. 2.8
PM* 509164 1230200 3.8%0.3
(2.0-4.5)
* + 4.0 + +
EM 654 +348 994477 2.3x1.4
20mg (2.5-8.0)
. 3.3
PM* 8221+232 2331663 3.7%0.3
(3.0-6.0)

(CE#fE £S. D. , tmaxiE 4l (Min—-Max), EM n=16, PM n=8)

SHTREEESE T b7 v — A4 P450 2C19(CYP2C19) £HIM X, Tri@z R L v oI D,
EM(extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 X% CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3 X {(XCYP2C19*3/*3
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2) 3FIERAKE

EERABFICT XTI T — )L F b U 7 L20mg™ . TEXFT U K
750mg (JI) . O 5 U 2m~A 3 2400mg () 21 H2[E7 H ] (GF120a]) K
ERAOBE LEHROTXTT Y — ) b U o AOEYERE T A —Z ZLLF

DERBYTHDH™,

PERER N T2 360 2 3FI0F R R G- D e Z X7 5 Y — ) b Y o LD

YRR/ ST A — 4

Cmax tmax AUCOHLZ t1/2
(ng/mL) (hr) (ng-hr/mL) (hr)
EM*
578293 3.0(2.0-4.0) 934438 0.72=%0. 19
(n=15)
PM*
(n=4) 948 =138 3.0(2.0-3.0) 2600474 1.80=*0. 32
n:

SEHIE S D, t i F RAE (Min-Max)

SNFRHEESRF 7 v — 4 P450 2C19(CYP2C19) REM T, TREMEFM L v a5,
EM(extensive metabolizer) :CYP2C19*1/*1, CYP2C19*1/*2 X% CYP2C19*1/*3

PM(poor metabolizer):CYP2C19%2/*2, CYP2C19*2/*3 X |ZCYP2C19%3/*3

) KGR AE L O & EE ., RAZE T X777y —rF ) oa s LTlE10mg, 7%F
XUk E L CLEIT50mg () VN7 TV Au~A & LTLEI200mg (1)
i) O3FIZFBFIZIA2E, THRENEET D, 2B, 77 Y 2u~A v gd, SLEIZ
G CHEMET DI N TE D, 72720, 1Al400mg (i) 1H2[A % LR E 95, | T

H5,
3) EYFHREFHEHER"

12)

< T RTZ Y —Natfi§ElOmg [A— T >
T NT T = A NalfiFE1Omg [ A — T | LN = B EEIOmg %, 7 1 A A — 3 —
BICIWENENE(G T I — L F M) o LTENLFN10ng) EERERL
AB AR BER O G Ul R IRIRE A HIE L, 5N 5y
HRE/ X T A — 4 (AUC, Cyax) DXHUE D FIED 72D 10g (0. 90) ~1og (1. 11) TH
0 W HEBR TR BIAER L TV 5 2 & 12 b FIAI LR S

PR I =,
HWEHRE /N T A — X
n AUCOHQhr tmax 1:1/2
(ng+hr/mL) (ng/mL) (hr) (hr)
F X7 — )L Nath 585. 6+ 352.5+
_ 23 2.7+1.2 1.5%+0.7
BE 10mg [ A— 7 | 288. 2 130.9
624. 4+ 323. 5%+
Y= MNEE ) ) LTE1. .27%0.
NY v FEE 10mg 23 968, 4 1106 3.7%1.2 1.2£0.5
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B e ko AF IS | B Y = =y LI DTd B R A

—— T whEFl Ing
FHHE £ 5.D., n=23

fE ST

mMFHFSRTSV—)LREDHE
MHEF PRI N AUC, Cox ZHD /T A — 21, #RERE ORI, Mk DELEL
[F2 - RS OREBRSIFIC K > TR D AREER D D,

< T RT T — NatihE20mg [A— T >12
TR T — A NathibE20mg [ A4 — T | L XU £y M EE20mg %, 7 B A A — R —
BIZLZNENE(TRT T —uF b U 7 A E L TENEN20mg) fEEERL
A B AR B[RS O 4 5 U T R B AR IR 2 E L7z, 15 B L3R
HRE /N T A — 4 (AUC, Cpax) (2D N TOO0%IEHE X HNEI THEEHIRMT 217 o 7o 2R
log (0. 80) ~log (1. 25) DEIFHN TH ¥ | WA DALY FHIRIFEIED B ST,

YRR N T A —H

n AUCOHQhr Cmax tmax tl/2
(ng+hr/mL) (ng/mL) (hr) (hr)
F_XFSZ ) — )L Nath 941. 4+ 562. 6+
— 22 2.3%+0.5 1.7£0.7
$E 20mg A —/~7 | 414.1 161.9
990, 2+ 595. 9+
Ny N ’ ) .6%0. .3=%0.
NV = v ME 20mg 22 504. 8 994 5 3.6%x0.9 1.3£0.4
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=Tl i S NS 2 M [ 1 )
T00 F - —— ) hE20ng
i FHE + 5.0., n=22

RS EIFRE
MR STV ILREDHTR
- RS ORBRSEMIC L > TR D AREMER H 5,

(3) B
BRI L
4) BE - HtREOEE
1) BEOEE
BRI F1Z 20mg A F UL EZITR ARG Lok, B%R&ES Tl
THEGITH Uty 25 1.7 FRREIES 5 & & HITRIIUTEARZEDZE D BT
é 53)O
2) BHREDEE
- I (AT T — L) THREEEE T F 2 2 — A P450 2C19 (CYP2C19) ~
ORBEAIC L VHEERANRDO LN TWL YT ENRA, LT 7 v
R-UNVT7 7V NIZHLTTIRT T =) F U oI Zh b OHEKD
MAREICEEL 5N ERHEIRTWD, 70, (V7
T — L) THFREIEESRF 7 10— A P450 1A2 (CYP1A2) DFFEIC L W fH A
ERRRBO LN TWAT A7 4V IR LTHEIRT T — v o
LI RIS A B X W E BRI TN D B0
VIl Z4tE (A EoRES%) (B3 2HE 7. MHAEH) omESR
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2. EMEERI/S A—5

OF Ziv:F
PG L

(2) RAGERE TR
LB L

(3) HEEEER

R Rl N - B[R 5
5 10mg (n=23) °" 20mg (n=22) *
Kel (/hr) 0.53+0.19 0.497+0. 20

@ 2UTTR
B L

(5) BT
BB L

(6) ZDfts
B L

3. &M (KEaL—3>) @i
OF /v
PH R L
(2) 185 A— 2 EHER
AR L

4. RN
BN - Y A

5. 2
(1) m%-RxBEEF @B
AR L

(@) - PR
AR L
<BE>

CEHME+S.D.)

SR (T~ MRED 400mg/keg, VY FFRE 30mg/ke) THRIEEME (T v b TIEE
BIE, VY X TEREOE T, LHEE) SHESNTWD, ( TVIL 224 (6
FOEES)ICHET LA 6. REOEREAT LEEICHTLERE 6)lm] ©

THZHR)

NEZ=
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Q) AiA~DBITH
HEERR L
<BE>
M ER (T v N TIHFA~BITT 2 A mESh WD, (VL Zeabk (i
M EOEES)ICETHE 6. HEOERAATL2EBEICHETIEE 6) A
i) DOIHESR)
4) BEHRADOBITHE
BRI L
(5) T~ DIBITHE
HUERR L
(6) MBERFEEE
BRI L

6. H

(1) BB R U BHHRRR
AANTFE L LT TR SN S,

(2) RFIBEET 5EF CYPH) OHNFiE FE5EH
TR N B 112 10mg, 20mg Z % 0% 5 L7z R o, FICIERESE
BB TR XV AR L2 F A= —T UK TH - 72, = DM EEESE T k
71— P450 2C19(CYP2C19) 23BA5-9 2 il A F/UALBOGIZ & 0 AR L7l A 7
JUIR, 3A4 (CYP3A4) D3BEH-F~ 2 A /LR BT & 0 ARl L 72 AL 7R AR DGR

(‘O j/bf: 53, 55, 59) R

(3) NEBBEHROHERUZ DA
LR L

() (RBMDOFEOH MR UEE L, FELLE
LR L

7. it

fEEREAA B 1Z 20mg 2 N4 G- LIC 6, B 5 24 I X CIZIRFICT ~T'T
V=P N U U LOREMKITHRE ST RS TH D VR CBIR R E D
U v R AR R DR 20~40%, A LT T — LEEHIA RS 13~19%
;Elfﬁﬂ‘é;h,f: 53, 59)o

8. FIUARKR—AE—IZEET B1EHR
HMER L

0. BAEIZkIREE
B L
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10, HEDNERZETHESE
PA- L 2

1. Z0fth
AR L
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T (ERLDEESF) ICEI HIER

. BEAREZFDER
RESIN TN

. BERRAREEDEH

2. 22 (ROBEIZITBRELAWNI L)
2.1 KANO A5 UIdBEE DBEERED & 5 &
2.2 VvBEv Y UERREA BRSO EE[10. 1 2]

- DREXEIHMRICEET TR EZDER
(V. RSB DA 2. ARESUIIRICEET 1R 22T 52 L,

. FRERUVAZEICEET 5FE L ZTDOER
(V. {BRICET2HEE 4. AELAOCHEICHEETIER] 228752 L,

. BEELEKRNEELFOER
SRTS5Y—)L NaiEsE dSmg. 10mg A —/\5]

8. EELEXRMIE
(ZheEE)
8.1 AFloFEEFIZIL, MEE-CHTHERRICEE L, E M0 IR PR - ik AL
FHIREEIT) ZENEFE LU,
8.2 AHAIDOEMHEIZ L VIR~ 732 7 AMUIENRDH bbb Z &Rk 50T A %
EMEET 8%, EMchh~ 7 xoy MREZET S &, [11.1.11
Z ]
(BEB. T-16HBESE. MEMER. EULABREERIE)
8.3 BHIOMHRRN 1+ TROD T, MEFRIEIZITHAN RN ERZEE LV,
(FERMERERDHFEE
8.4 I -FHIREMY IKTHEEST e RV T A e BEX—IC L DIERTHRART
DIRBFITH LTI 2L & L, Ak, HEFREIEOLED R WBFIZIT) Z & Dk
WEHYRETDZ L, 2, AFEEIIR, 74 a— BRI IR O A TR B O wE
WS AL, AR B RN 72 0 ki3 2 G5 IR ST EZ B E T2 2
Lo B, MEFFRIETIXEMNCNEEIM A 2 T 2R EBIRE+0I12175 2
EDREFELW,
(FEU L AMBREH R
8.5 MIZIC LV M)  FIEE ORYIEIRAM O IR LAGND Z & (L EMHZY 2
HULE) #8580 5 2 5352 &, ek, AFlORG N EE, BiEESOEE
JEEIEE M O OV s R RIS K DR Z BB T~ 2 2 L 3 5 D T N AT I
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KD ZINEDOEEBTRWI L 2RI DH L,

SRTS5Y—)LNatasgE 20mg A —/\F ]

8. EELERNEE

(FheEE)

8.1 AAIOFG-FiciE, Mgt ChFREREICIEE L, EMAICmiE AR A - ik
{EFHIREZIT) ZENEE LV,

8.2 RANDOEMBFEEIZL VK~ 2L T AMIERH HDONDZENBDHDT, KK
RSB T DB EMIcit -~ x o AREZRIETHZ &, [11. 1. 11
Z ]

(BEB. T-1ERER. MEES)

8.3 EWIOM AR+ TROO T, MFFRIEIZITHANW RN EBREE L,

6. HENDERERILEBHICHT IR
(1) BHE - BEEZFOHLESE

9.1 &HHE - MEEZFDOHDEE
9. 1.1 EMBBEDBREEDH D EE

(2) BHREEESRE
EZN TV
(3) FTHREfEEERE

B

9. 3FFHREIEERE
JTFREZE A THMERIE DM N & 5.

4) £IEREZEHRT S E
BE I TR
(5) bE4F
SARTS5Y—)L Na &t dmg. 10mg TA—/\S ]

9.5 1E4F
BT h SOFEEHR L T2 ATREPE D & 2 IS IXIE % Lo F S ERNfEit %2 LR 5 &
HWr SN D5 EICOHRKET 52 L, BWFER(T v MER 400mg/kg, 7 H K&k
11 30mg/kg) THRWEFME (T v M TILEEIE, VY F TIREOK T, (LEIELE) 23
HEEINTWDS, £, 7y MZIRT T — 1+ b U A (25mg/ke/H) . TEF
U KA (400mg/kg/ HEL B) KTV Z U 2~ A 2 (50mg/kg/ H LA |) & 4
HEGFRER G L2 T, M TRBIREDEARD 5TV 5,

SRTS5Y—)L NatgsE 20mg TA—/\T ]

9.5 bE4F
i hm SOFEEHR LT 2 TREME D & B I IXTEE OB IRMEN a2 BBl &
SN DG EICOHEETHZ L, BWFER(T v MED 400mg/kg, v ¥ Xk
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(6) RELI%

(N MR

(8) A

7.

(M

TE 30mg/kg) TRRIEFNE (T » N T{EBEEIE, 7YX THREOK T, (LEEE) 23#H
HEINnTW5,

9.6 71w

1BR EOF /MR ORFARBEOARMELZE L, HKALOA SUI P IE 22
Tl BMERT Y B TAHT~BATTDZ ENRES TN D,

9.7 IMNRF
INREEE G & U T BRRRBRIT S M L Tueuy,

9.8 HinE
HILSHERFORWEM 2 & 5 b BB KRS S e LEEICRET 228, A

ANZE L UTIFIR TG SN 525, Ml TIIIFEREME T LT D Z &0% <,
BHERDR OO ENH D,

HEEH

10. #HEEHA

AFNORBNIIIFAHEESE F - 7 v — A P450 2C19 (CYP2C19) & TR 3A4 (CYP3A4) @
BIENZRD HNTW5, [16.4 BH]

£ AFNOFERIMIIFEIERNC L0 o ORI A O WL 2 et U3+ 2 Z &

Wb 5,
HAZSEFODER
10.1 fRZS (BFRALZNWCZ L)
HRH4 & W PRI IR - S & 715 R - falRIK+
VLB Y e UVE B Y HEERYE DR | ARF 0 Bk w eI X
(=V=2T 0 h) MEEBT2B8ZA0H |0, BRNpHAERL, Uy
(2.2 ] %, v R O I ANME T
L. VAR rolfdijEE
MMETTHZE03H 5,
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(2) tRZFEEZDER

10.2 HtAZEE (BFRICEET S &)

HH 4 i AR - HFE 1k K& - falRIA 1
Ik FATFERAN O i I FE S E | ARK O E B W IEERIC &
AFNYAX ST nbb, . BNpH BN EH L., T

HIOWIN 2R HET 5,
A bTaFS— AH T oo 1 H i B MR | AR 0 B By W E I X
By F TTaBFNNH 5, . BN PH A EH L, TR
A DWW 2 {35 I F L3
0%,

KERAET v 2 =7 L7 | RAI BB 5 e~ | B IR T 5,
v KRG~ 7w | FIFEEEAR AL, ARG 1

EH OflERAl RER 1% A A C S i g o
AR PN E N E
U 8%, 6%IK T L7z & D
END D,
AN FLUFH—| ANMMUEY— b oM | EFIZIRHEATH S,

RENEATL2ZE03H
5, BmHEDOANMLF
- ERGT LA
I, — BRI ARA O B 5
EHIET S EEET
Lk,

8. EIfER

1. ElEA
ROBERRH DD ZENHDHDT, BEE ToIATV, BENRO LN
ARG 2P IEd 57 CE R E 1T O T &,

(1) EXGEIEREMIER

1.1 EXGEIEA

.11 Savy BEAR) . 774 7% 2— BHEAY)

11.1.2 GRMEREA BHEEAR) . |ERRIERGE (AP o m/hMRiEA (0. %K) A
48 o (4 <)

11.1.3 BIAERF 2 BEEE AR . FFBEREREE (0. 1~5%ATH) . F|IE (B RH)

11.1.4 FEEMM% (0. 1%A7)
FEEN, mk, PR IRIEE, BiE O R (IREE) FERO LG AR, HERP
DINZHE X BREOREEZFEE L, AFOEG 2T IET 5L &b, RIBRE
RIVE VHIOFGEDOMHEY B AT O Z &,
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1.1 EXGEMER

11.1.5 RIEEE GHERH)
W R B SERRIE (Toxic Epidermal Necrolysis : TEN) | RZRFRGMRARSE
E#E (Stevens—Johnson JEMERE) . ZALENH L ONDLZ LN D,

11.1.6 SUBFES FEEAY) . MEMEE X LR
EHREMA BUN, 7 L7 F =) IICHEETH I L,

11.1.7 B kY o LmmaE GEEARB)

11.1.8 EBFRAERLE (BE AP
PsE. B, CK EF, M R OURP I A7 a vy ER 2R E 2R
HFRIEN H LoD Z ENH D,

11.1.9 RABEE GHEARH)

11.1. 10 $AELAKRE (BEE A1)
WAE, BEITE, KM, 2R, R, B WBREERH Db Z
EVRBH D,

MBI RO D LM BEEAEH)
AENOEMRGIZL Y | QT IER, &, LONWELM D K~ 732U AlluE
NHLONDZENDD, o, K~ 37 AMEICERN LKLy
ASE, ARV U AMSAEEDOEMRERT 2L GERN D DH, T b DEMRE
BENEDNDIERN D b HAIIE, i~ 7 320 LAREORIEE
TV, BEDPED DNIZEEIE, v~ 732V U LAOFREOEY) 2 ALE 51T 9
&, [8.2Z2H]

(2) ZD D EIEFR
SRTS5Y—)LNatEsE dmg. 10mg A —/\5 ]

11.2 ZofoEIER
(BiEE. THBES. WEAES. ERIEEEX. Zollinger-Ellison fEIZE. 3F
UbABRESERE. BERAE7RAE) U BRERKICETHBEBXIT+2EHES

DEFEINE)D
0. 1~5%Ais 0. 1%A5 BEEANB
WEUE | BB, REERK E N2
it FLERED . B EREE | R BRI | A P ER

. GFEAEREEZ . Al | HE %, U 2 oNERED
AST,ALT,Al-P, y -GTP, | ¥ E U L E D EH

AT LDH ® 5.
I R = & EoIRES
fERA, T, BESRRIZE | B . &k, b o ¥ | BR, RN, BN
4 2 . RS, AN HFIE, B, B | KB 4% (collagenous
! a B, BEKARIR, 35 | colitis, lymphocytic
colitis)
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<

ol
4

Rttt

ZIN

s
o
T

HEN, SDHDE,
R, PO 71, &0
ELRR . B IR T,
HDb 2, KLY
fii

Z DAt

ol ATa—)L
PMENERS « BUN @ 8. &
AR, I TSH H800.

N AHHE., FE. B
EE L, B LB E
LO&, CK o E&F

Hobbox, B
. AR, &7 v
=7 ME. KL

FL

1) JE B T RGE e R A 2 S e,
11.2 ZothoElfEA

NYanNyE— - ERY) ORBEOFHE)

0. 1~5%ATi5 0. 1%
it FECRE KB, ZE T
F 1 R PR EREE 2% P ERIAD . U v
1% JRERIEA . U o oNEREE L i)
MR B i BR B N
T e ALT. AST., v-GTP @ k5 Al-P, LDH ® E 5
75 Bt 2 g}, mEEF
TR, BREE, BREEE. . EE | 0B, DR, e, nEK,
WAL Z% PR, AL R, Hk, BN | ., BiER., BRKRE, B
Perk, SR
FErh iR | YR W E N
PR O 5 HEEE, Rk, F0 L0
2o B, BUk, &AMk, BE LR,
FREOLONE, REED EH
PROVE B Ehk Y ol

) BEEE T EHIEE I+ HBBEBCB T TIRT T F N U A, TEXRUVY KR
ME O T ) Ao 0 3FFRGOARBEE CORERR L CRERESHEZ G T,

SRTS5Y—)LNat&sE 20mg A —/\5

1.2 ool

0. 1~5%A 75 0. 1%AT A AN
I8 FECE I, RIS E N
it HImERJED . A EREY | R i ER D A ER
N, fFEREREES, A | ¥, U v oXEREAD
I Ji AST,ALT,Al-P, y -GTP, | ¥ E U L E D EH
L LDH & 5
75 BR 45 fE F5- & 5
fERL, T, MEEBIERS | M. 50k, v | EmRL IR, BB
0 {1 2 R, RS, O AHE, Bbmh., A | KK (collagenous
a B, BEKARIR, 55 | colitis, lymphocytic
colitis)
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9.

IR DEWN, SO, | HAE, BliE
MR, DURBERE S, Fn
FEt L R ELRR . B IR T,
OoH o, KLY
ik
warxrue—)L-H | nTAHHE, BE, B HOBbL X B
o %%%3wmiﬁﬁﬁﬁﬁ\%ﬁ\%%ﬁ\%\%Wﬁ\%7y
HK, 1A TSH &0 LN, CK o E5 | £ =7 MiE. &Mk
L E
) FEBUEE 1SRG R e A & B T,

FRRBRERERICRIZTEE
SARTS5Y—)L NatE8E Smg. 10mg TA—/\5]

12. BBRBRERRICRIEFIEZE

(ANYanNya—- 0 OKRAOHED

121A)any42—- 0 OREHELDZFE
TRTT) =V R OLEOTa NIRRT A e B =T BV
Kfnp, 77V Aua~A L EOFAEMERRA =4 — L OO
A& TER TIX, PC-IRFBIERGAEROHEPMARMEIZ R D AIREMEDR H D720 |
BC-JRBIFLAABRIZ K D REHIEZIT O HAIE. 2D OEF O LG TH 4
WHLLRE DR R THEMT 2 Z ENEFE LU,

10. BERS

11.

mMER L

BRLEOIE

14. BRLDZEE
14.1 ERRMAFOEE
14.1.1 PTP el ZEDFEANLPTP > — BV L TR 2 L 5855 Z &, PTP
= FORARIZ LD | EOSLAES EER A L, BICIT LA B D
L CHERRR FEOBEERGIHEEZ R T L2 035 5,
14.1.2 AANTIBAESETH Y . WRAICHT=-> T, ALY, iz EFic, o
HLTETEHOEETDH L,

12. ZDHOEE
(1) BREREAICE D 1ER

15 1ERPRERAICE D < 15

15 1T AR ORHFEGTIZBEOBR Y =7 2Bl L OW|EDH 5,

15. 1. 21T BT D EEOBIEMNIZET, 70 F R T A e EX—IZ L DERICE
WCEHIERIEICE O IRBEETE I, FREEIT. FHEEITO U 2 7 s &

_37_



NTW5, Bz, mHEROEWRE (1 FLLE) ORREZ T -BE T, gihoV
A7 BEEIN LTz,

15. 1. 3¥FMC BT B LT ABEERE x5 L LI OBIEMIE T, 7 a bRy 7 A
VEEE—FBELEBREICBNTIZERA NI TA T4 TN EDE
IBRG D ) A 7 BB HE STV 5,

(2) FERGRREAERICE D < 1H#R
SRTS5Y—)L Na &8¢ dmg. 10mg A —/\5 ]

15. 2 JEERRERBR (T E D < ¥R

15.2.1 7 » MZ bmg/kg LA % 2 IR O &5 Lz @Rzl W\, MECHIC LT
A RORENALONTZEDHREDRD D,

15.2. 2 8 3EHR (7 v MEAKE 26mg/kg LI L) THRIREEX LTV A m ¥ 0
HIMAEE SN TWD DT, MHICH T > TZRREEE I IEET 5,

15.2.3 7 v MCHEHIETHDH TV F T —/0 (B0mg/keg/ H) . TEFXFT U LKMY
(500mg/kg/ H) k7 7V Am~A 2 (160mg/kg/ B) Z 0% 5 L 7=k T,
REW) COREMEDOHETR E & S IR OB E IR OHEIRNFED T\ 5,

SRTS5Y—)L NatgsE 20mg A —/\F ]

15. 2 SEERPRELER 1T E D < 1E#R

15.2.1 7 v MIZ bmg/kg PA L& 2 FERIRE DG Lol VT, ECHICH L F
JA ROBENHBLNIZ L DHRENRD D,

15. 2.2 @ 38R (T » MR A S 26mg/kg LA L) THREEEL ML FH A v 0
HIMAIME SN TWLOT, ERICH > TTHRIRERICEET 5,
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X. FEEREREAERICEII HTHE

1. EERER
() FHEEHER

( TVL. 3EZh3EPRICBA+ 5 E ) )

(2) RemEEHRER
MU ER e L
() Z D ith > ZE R ER
MG R R L

2. SRR
(1) BEHRGHHHER
ZHER R L
(2) RIETEGEMHRER
MBI L
Q) EnEMHHER
HMER R L
4) DARMERER
MBI L
(5) HTEREZMHAER
MERR L
(6) BATRIB MR
MBI L
(1) ZothoEnEHE
HMERR L
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X. EEMNEEICET HIEH

1. HAHEX5D
IS Al : F T T —)b Na HifiE bmg [A— T FZHLewn
FRFZ ) —)b Na HibE 10mg [ — T 4 LN
F X5 — )L Na S5 8E 20mg [ — T ] ZH LN
BIWRSY : TR_RT TS = F U oA B8 LAan

2. AEARE
3 4R

3. BAERETHOIE
FERRAT

4. BRWLEDEE
SARTS5Y—)L NatE5E Smg. 10mg TA—/\5 ]

20. kWL EDEE
20. 1PTP @313 77V I RBAEMR . T QI3 BARE ., WAz THRFT S Z &,

SRTS5Y—)LNatasgE 20mg A —/\F ]

20. kWL EDEE
20. 17 /v JARBAE R I TR A kE T TIRFT 2 2 &,

5. BERITEM
- BEREELTAR AV
<FvoLEY - AY
© TOMOEBHEETER - L

6. R—H5 - FEE
[F]—pordE « /XU = FOFE Smg, 10mg, 20mg
M % . ARXATTS =N TUITT ) T RATT TR
LKF, R T T T VR

7. EEEEERH
1997 4F 10 A 14 H
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8. WERTAIFABRVERES, RMALNHEAR, REMBEAB

9.

UYERR 5T K - AT FLY FeBiG

4 T IR 7B KT - SRAM FE UL L Az 7E B 4h
FHH FHH FHH

ST 5 Na b

Z/\77/ / wNa 2020 4F 2 H 17 H|30200AMX00318000 (2020 4= 6 A 19 H 20204 6 H 19 H

BE bmg [A— 7|

S ~75 Y — L Na b

IS T I N,.a 2010 4F 7 H 15 H|22200AMX00804000 (2010 4= 11 A 19 H|2010 411 A 19 H

$E 10mg [A—T ]

S~ Na fh

NG N_E_l 2010 4F 7 H 15 H|22200AMX00410000 (2010 4= 11 A 19 H|2010 411 A 19 H

$E 20mg A —/~7 |

SRTSY—)LNaigfE 10mg A —/\TF

MREX EZREM, AERVAELEEEMFENOFABRUVZORE

BHINMEA H
2010 4% 12 A 13 H
BIIRNE
hee - SR Hi% - B=
EULAMEBEE | @F. RAIZIZTXTTY—F ) oA E LTI [E 10mg
& FRAE Z1HI1ERO®KET D, 2k, @, 4B F coks L
T 5,
BAINMEA H
20114 6 H 15 H
BEINRE
$hee - IR B - A=
FREEE % WFEMERIE R OIRFEIZEB W T, @, RAIIZ TR T T
— /L F RU AL LTIE 10mg % 1 H 1ERRO#EET 505,
RICE Y 1[E20mg 72 1 H 1 ERATET 22N TX S,
e, B, SHEETOREG LT D, £, T bRy
TA e B I X DBETHEARL SRS A. 1 8] 10mg
NiF1[al20mg 2 1 H 20, S8 ORSTH L
NTESL, 2720, 110 20mgl H 2 [A13 53 HE O R E
EHTOHDHAEICES,
T« AR A #R 0 KT W RME B TE R OHEEREIEIZB W T,
WL RANCIE TR T — ) R o AE LT 1 (A 10mg
Z1H1ER&RAO®ET D,
(  1BAERSY)
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BN A
20124511 A 19 A
BN

EE - SR

Ri% - HE

TRIZHITEAY
anya—-Enml)
DRBEDHER

BiE%E. T 15
B, B MALT 1
VN, Rtk
INGGRAE . BER
BEICKHT SN
RERAEREE

W RACIE T RS F Y — L R Al LT 1A 10mg,
TEXTVY AT E LT 1A 750mg (J1f) OV Z U A
o~ A2k LT 1A 200mg (J11f) @ 3 &l % [FIFFIZ 1 B 2[5,
THRROEEGT S, B, 77V Aa~A 0L, HEIC
JGUCHEEHEET 2208 TE 5, 72720, 1 [8] 400mg (/]
1 A 2E%ZERETS,

Iu bR e B — TRV KR RN
TV AR D IFAREIZL DA~ anNs Z—-vr ]l
DOFRFEIER N AR OE ST, ZHIfRboTERE LT, @
W, ORANZIETART T = R Y Al LT [E 10mg,
TEXVY AT E LT 1A 750mg (J1f) K OVA e =
H =k LC 1A 250mg @ 3 F &R 1 H 2 [[], 7 3R
ROEE3 %,

BIN4EH A
20134 2 H 21 H

BANNE

(%hEE - R

TERIZBTFBRAYanNs 44— EOYORBEOHEY
SEE. T2HEIBEE. 8 WALT ) /B, fEdm/MURE. RHEE
[Zx T ZRBEAEERE. AVNVE— - EOYREREEX

(_ BInERsY)

BN - ARAEHR H

2017 4~ 12 H 13 H

BN - ZEENA

XhEE - R

R% - BE

WMt EE R

<JBH >

WM TER OIRFICB W T, @, mAIZIZT T 7
— L F R AL LTIE1Ong % 1 H 1 ERROKEET 50,
JRARICE D 1[E20mg 2 1 H 1A AKET L2 ENTE S,
ek, EE. SHEETCORGLET S, £, e bRy
TA e B XL DB TCHIRA T A . 1 A 10mg
i 1[E 20mg 2 1 H 2\, S5 8EMRAKEG T L
MTEDH, 72721, 18] 20mgl H 2 [l 51X FEE OREFEEE
AT HGAICRD,

<HERRR T >

PSS« R 2 M 0 I3 WM R TE R OHERFEIE IRV T,
WE., RACIETIRT I — 1 F h U oA LT 1 [E 10mg
Z1H1ERABSTS, £, 7o bR 7L eEXH
— 2 K DIRE TR A i i B R OMEERRIEIC K

WCIE, 1F1omg & 1 H2RIEAORET A N TE A,
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BN A
2020 4= 6 H 24 H

SEVIIINEN
Shee - TR Hix - B
BRAE7AEYUE | EEH,. BAICIZTRTFFY—LF U oAl LT 1 [ bng

ERICETSBE
BXIE+Z4EBE
5D B/ FME

Z1 B 1RENEGT 2508, IR7A+00%54513 1 8] 10mg
Z1H1IERAOKRETDHZENTX S,

SRTS5Y—)LNatgE 20mg A —/\5 ]

B AEAEHA
20114 6 A 15 H
B - EEANE

hEE - R

& - A&

HREEER

WA REROIRFEICBW L, BE., AT T T
— L F R U AL LTIE 10mg % 1 H1ERRAOEST 50,
JRARIC LD 1A 20mg 2 1 A 1R OFKETHZ LN TE 5,
7ok, HE, SHMEETO®RE LT DL, £ S bR S
TA L e B L DIBRECTHIRA TS E . 1 (Al 10mg
F1[E20mg 2 1 H 28], S HIZ8HEMERAEREGTLHZ &
NTE D, 72720, 18] 20mgl H 2 [F35- 1385 E o kA=
ZHETLGEICED,

( 1B SY)

10. BEEHKR BIEBERLAREABRUVZOAR

R L7

1. BEEHH
A% L

12. HRAMESGRICET H1FHR

AFNFEAETGBREDOED D THREEMFIC ERBE T 5N T D ERMN] 125%Y

L72u,
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13. £f@Ea—F

JEAE T A A8 31 125 3K L7 MER
fR5E4 SRAM FEHENL a— R HOT (13 #7) &= SLBE AT I
EIHHT—F YJ 22— F) a— K
TRT T =)
Na #i8E 5mg | 2329028F3123 | 2329028F3123 | 1279405020101 (PTP)100 ££(10 #£X10) | 622794001
[ =T |
SRFS 1199956030101 (PTP)100 ££(10 £& X 10)
Na #i8E 10mg | 2329028F1147 | 2329028F1147 | 1199956030102 (PTP)500 ££(10 £ X 50) 621999501
[F—nT .. e -
AT 1199956030301 (7" F2Fy 2 bvin” 9)100 4
FRFF ) — )L
Na #i$E 20mg | 2329028F2143 | 2329028F2143 | 1199963030101 (PTP)100 ££(10 ££x10) | 621999601
[F—T |
GS1 =—F
e Wk - ™ : e N — I
A 2 — R fRFEEEEHAr 22— R el EEEa— R
TFNT T =)
Na 5% 5mg (PTP)100 %t 04987407080803 14987081181664 24987081181661
[F—r~T |
S~_75— | (PTP)100 & 04987407080605 14987081181619 24987081181616
Na #i#E 10mg | (PTP)500 §i 04987407080605 14987081181633 24987081181630
H—=n7] (»5)100 ¢ 04987081786220 14987081181640 24987081181647
TS T =)
Na #i$% 20mg | (PTP)100 & 04987407080704 14987081181657 24987081181654
[F—INT |
14. RIEHEFLDFE
BENIREZ IR FOBREEFKSTH S,

- 44 -




XI. X#k

1. BIAXH#E

1) KRIFFES TS PNEE R (58 5mg) (2019 4F)

2) RIS TS +NERE Wil R (BE 5mg) (2020 47)

3) RIFEFEM TSt APNER : I ek (€ 10mg) (2010 47)

4) RIFEHES TEMRAS (ENERE : wF R (B 10mg) (2010 4F)

5) RIFH G LEMRASH #ENEERE : IR (5 20mg) (2010 4F)

6) RIFFES TFEMASH +EERE w7 B BB (B8 20mg) (2010 4F)

7) RIFEFS TR ANER : &R B (8 bmg) (2019 4F)

8) RIS TRt #NER  BWIR 73R (B 10mg) (2018 4F)

9) RIFFEM TFEMRASHE HNEER &R AR (BE 20mg) (2018 4)

10)  RIFHE S MRS AENERE - % B (B€ 5mg) (2019 4)

1) KFnzfh « 8573E & FRAR. 2010 5 59 @ 1722-1733

12) JKiLFnz s : B & EER. 2010 ; 59 : 1734-1743

13) HE=ERMh - Modern Physician. 1994 ; 14(S.) : 38-68

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

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

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

17) T =ERMh - Modern Physician. 1994 ; 14(S.) : 1-22

18) I FE3CAih - Modern Physician. 1994 ; 14(S.) : 100-107

19) FHE4h : Modern Physician. 1994 ; 14(S.) : 108-115

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

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

22) 5 HE4 : Modern Physician. 1994 ; 14(S.) : 137-147

23) —MERARGRER M O EH B R iEGAER (N Y = REE 2003 4E 7 H 17 HIAKGR.
HEHERMEE . 1. (5)-11. 3))

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

25) R K O\ T H B EGAER (N Y = MEE 2010 4212 H 21 HIKFE,
FABREE)

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

27) — MR L O " H B R EGAER (N Y = MEE : 2017 4F 9 H 22 KGR,
FTAREE)

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

29) " HEMEGER (XY =y ME 2010 46 H 18 HEA®REE)

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

31) “EEMHEEBR () =y ME 2014 4F 12 H 26 HEAR., 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)

SiEER (N oy REE 2014 4E 12 H 26 HKER. HEEERMEEL
2.7.6.3)

Kuwayama, H. et al. : Aliment.Pharmacol. Ther.. 2007 ; 25(9) : 1105-1113
FEINERARRER (08D = REE: 2007 4 1 A 26 AARS, HFEERMEE 2.7.6. 3)
A ERBR ORE R O iR ET (N Y = MEE : 2007 4F 1 H 26 AZ&GR, HFE
ERMERE 2.7.3.3)

Tsomoto, H. et al. : Aliment.Pharmacol. Ther..2003 ; 18(1) : 101-107
5\ Ok A AR i S BNEE. 2021 5 €-5995 - C-6001

Fujisaki, H. et al. : Biochem. Pharmacol.. 1991 ; 42(2) : 321-328

F IR B SRER LRI, 1999 ; 27(4) ¢ 705-712

H EIEHM - WRFEK. 1994 ; 41(7) : 143-150

Fujisaki, H. et al. :Drug Invest.. 1991 ; 3(5) : 328-332

%44 ¢ G, 1. Research. 1993 ; 1(5) : 493-496

& B« G. 1. Research. 1993 ; 1(3) : 274-280

BN pH EFAERA (SU = bEE : 2014 45 12 H 26 AKR. HiEEEMEE
2.7.6.1)

AAR NN B2 6t G & U7z B RSEH R (XY = MEE @ 2014 4F 12 H
26 AAGR, HEEERMIEE 2.7.6. 1)

IR 75 A« H ASRERSMERE. 1993 5 102(6) @ 389-397

Morii, M. et al. : Biochem. Pharmacol.. 1990 ; 39 (4) : 661-667

F E5AH ;G 1. Research. 1993 ; 1(5) : 497-500

PUSEER (R = RE £ 2014 48 12 H 26 H7&ZR, HIFEERHEE 2.6.2.2)
EEL OE (ONU = MEE 2007 45 1 A 26 HAGR, HFHEEMEE 2.6.2.6)
oY oy BEE 1 2007 45 8 H 23 HAKGR, HhRMGE

BRE NI (XY = REE : 2007 4F 1 H 26 HARR, HiEEEMERE 2.6.2. 1)
Yasuda, S. et al. : Int.J.Clin. Pharmacol. Ther.. 1994 ; 32(9) : 466-473

3 FIOF R AP EhRERER (EIN) OMEEE (N U = FEE @ 2007 4F 1 H 26 H KGR
e EBMEEL 2.7.6. 1)

Ishizaki, T. et al. : Aliment. Pharmacol. Ther.. 1999 ; 13 (Suppl. 3) : 27-36
Ishizaki, T. et al. : Clin.Pharmacol. Ther.. 1995 ; 58(2) : 155-164
KIFES RS ALNER : AR Z MR (B2 10mg) (2008 4F)
KRIFHE S TSI AENEER - AR SRR (B 20mg) (2009 4)
Yasuda, S. et al. : Clin. Pharmacol. Ther.. 1995 ; 58(2) : 143-154

RIFHE S TR A S ﬁmﬁﬂ:%@£®ﬁm PEERER (B2 10mg) (2010 4F)
KIS TR HNER i EPERBR (B2 20mg) (2010 4F)

RIFHE i TRERRA AL ﬁwgﬂzﬁéﬁﬁfﬁ%ﬁ%mﬂmwﬁ)
RIFHR L TS (hERE - R i MERAER (BE 10mg) (2010 47)
RIFH S TS HENERL - B mE MR (B8 20mg) (2010 4F)
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2. F0nsEXM
PA- L 2
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XI.EZEH

1. EHENETORTRKR
AFNTHES TIFTFTE STV,
W, X777 —F M) o LRFIE LTI TRES TV D,
(2025 4F 3 H W)

2. BYZHITHERTIEER
BEARRNA
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XI. &

1. A - REXZIRICIRL CERKHIERZT5I12H->TOSEER

ARIEDOEFRICEHT 2FE  AREIZITAR 22T TORWEVEIZEET A 1ERAE £ 5,
R GIEEPHEL L T R2VWARLEENTEY HETHLRIESIN TV LRER S
ETHEONEERELZEEL LTIR LTV, EREEEDERET 2 Ba+ 5 LT
DBEFERTHY . MTHEOFEZRT SO TR,
(PEfARAL « TPy F 3R O BB I IR IS NS T 2 04 R T4 IZBT 5 Qe
WZDWT(ZD 3) | BFIILFE 9 A 6 HAEAFBE EHR « EIEEE RS - BRI
KRR

(1) B8 O CRRANIGIESE TH D720 L TG T2 2 L3 E LS H Y FHA,)

Wit 2 R A7 U, MR (M, MR CEE) . E&) 21T-o7-,
1) 5_7F ' —/)L Na ¥a8E bmg [F— T |

ANy 2
2) I X7 Z ) — L NaHadE 10mg [A—,~T | 60
%ﬁ%?ﬂk'ﬁ: r/\u%
. e s SRR (BLRSN) B OV R T
25°C. 60%RH, 2314 BEYE -
C. 6Ok B GRS - B GHURRPN) . MERIZZ (L L,
N Ly e— SR ET (A1) B OV R T

(HIEN) o PRIRIZZE R L,
3) T XTZ ) — L Na HihE 20mg [A— T | 6D
ARBR i
JER RN RSN R OVE &K T
BUAEN) . MR 7R L,
(2) BRiE - BEAMRURERSF 21— JD@EBMH 2% (KEANIBRIETH D720, flis
L TIRETHZEIIFELI B EHA, )
FRER T 15
U R 3R
TAANY—DERA N EREEIRY . T A —NIZEEE 1 SEE AT
A RCERL, T A AR —I10H) 55 C OIS 20ml ZWeWHLY | fEenZEL L
T 5O BARIKET 5.5 DBICT 4 AR —% FC 90 fF 15 (HE RS L, fiE-
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