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NS ASEE  EEERY o F L BRI 300 S EALFRTAL, RANGEORY L oiilky v ST
=L, EICANRZLO

{RIFSAE - 40°C (£2°C) . T5%R.H. (£5%)

ARERIART : 6 4 H

HIEREH] - BlAaIE, 1 o Hi&, 3 Hi&. 6 % H#ED 4 FFx

S

ot

PRBRIE B M OV BH AR R 1 % H% 3 » A% 6 5 H1%
RFABIL | RF AR | RF 48K
IFTWERMA | DT WVWERM | 9T WVWEKRA
THFYy 7B | THRy 7B | TRy v TR
BOHEAOM | BONEOOME | BRWEFAOME
PTP T FENHIT, | BTB'AFIT, | BT EAKIT,
R g | WEBIZSS | WEMIZ S | WA
st e ) St | D TVHED | DT VRGO | Ao GETER
AT A D29 TVHERATE O TR MR | W PR | Kcdo ot
Yoy TN FEOEN T S R o
| #IT. WEBIEAG~ =< 5T ROFGOM | OO Ook L
K| W EoBEE Th 5, E BTCLFIT, | RF 4 MO [ RTA B RF 4 832¢
R Z<oTUBR~ RGN | | gy | 2T ORORE | D TUEAE | 5 o
\]m&%g*f—%ggy)é»kﬁ%é Qib ﬁ%@ THx v 7R | CHFY VTR sy v 7R
L RAL & i - ° A EE e RN /%b‘%@@ﬁﬁ RN
e - HTENAIT, | Lo TS | WT AT,
MEE o< ST ) | A kS
I UV D H%{ﬁﬁ%ﬁﬁf 14, D g5 M 8
N5 VR FE R C bt F7-. | FICTHoT
botz, & o T
WERI 2 ER DT,
i o PTP e i i
B | s AR R 1 — Ea : : :
= 57 i i i
% — PTP o Ry EE iR
Eﬁ ks~ s7 77 14— RS e A A WA
WAL (G RO —IERR) () [PTP] - - 3.0
HITEME < 15. 0% & B 2 7220 RS : — — 5 6
%ﬁ VRHIME (%) PTP 0~1 0 0~1
Ak (1) %5 1% (pH1. 2) . 100 [Alfiz, —— 0~1
Ba 120 43, 5%LLF a4 0~1 0 0~1
(2) %5 2K (6. 8) . 100 iz, |PTP| o 92~102 94~103 TT~102%
60 73, 80%LA L NS 91~103 97~103 94~103
i€ .
= PTP 101.1 100. 7 101. 1
% T RATTY 2 1018
By | 95-0~105.0(%) NT 100. 9 100. 8 101. 1

X1 BHABHRC DWW TIZ PTP AN, AT adEfo v 7oy MRFE U THD Z EHvD, PTP wdk i Calffi 2
1To7=,

2 AAKES —EREBRE O RHREBRE HEE2 LVEETAZ L EWRE LD, CHEE 2 - k6 {8
IZOWTREBRZITV, 2 OFED S OIFHBENRETERLESFIRETH2MHEO & XITHEE LT 5, A
ET DME HANTBEY T XX 2 H 0 & i, FHoicilkl 6 a2 & > CRERZ M0 K3, 12 .,
10 fHEL_ EDOFREL O 2 DIRHENHETHEOL XEWE ET5,)

RERDOFERIZLL LD LB THY | MEBRIZOWT, WFROIEA b ZiZT b D ThH o7,
> T AANTRADEIERE - RIRRFOIRE T, AAMFEO 3 FITLERRFTH L5 Z LRI STz,




IVATSY—IAh T 20mg TEHI ORMRTEHBRER

PTP a3, -

Pwﬂﬁb\%@ﬂkﬁKTwi

FIC AN S D
NZ LA, &*‘J‘ JzF Lo BRI
L, BEICANTEHO
{RAFSAE - 25°C (£2°C) . 60%R.H. (£5%)

ARERIE - 24 A (k)

=Ry SRR ND IS Sl N PPN 1|

Ao

—adEL,

E\;\

300 W BN K TAL, EFIMEZOFR) ety o 7T

HIEREEA : BRAGRE, 3 » H&. 6 » A%, 9 » Ak, 12 % A%, 18 » H&, 24 » A% D 7R
PRBRIE B M OV RIS 3H A% 6 » A% 9 % At 12 » H%&
RFANT | RTFART | RTF AR | RN
KHATWE [ <HFTWVE | <HT0VE | < HTWViE
MRETHY | RATHEY | FATE Y | FATH v
IR | TR | o TR | TN
FOOMY | HFO0my | FAOY | FAOH D
PIP| . | TEAA| T REAA| T EAA| T LA
RTABZ| < pygy | <. B | T VAN | T A
SOTVHN 3o 54 | S HF [ RI<HT [ 1HI<HT
KT AR S FOERETY | | FECEY | EEOR | DEAOR | WEEOR |V EAORE
Y IR F GO 7L VTN | popnakC | TRMEIBRIC | TAMEIBRIC | FEMEIERC

v | #IC. WA E G~ < ST E"%z@?/ﬁglj Hotz, Hotm, Hotz, Hotz,

K| V@ o c s 5, L ity | RTFABC | RFABE | RFABE | RFABC
oy <O TV BEA~GE O o< a4 | SOTOHE | KOFVE | <OT0H | < g
BRI ZRO D 2 LN H D, Wi oy | RETEY | RE TRy | RETEY | FATEy

/ﬁ‘fé%ﬁ*jf VDR | o TR | o TR | v TREN
P HOOWED | HFOOBED | FOOWED | FOOED
NS ° FEALK | TEALHK| S EAHK| S E LA
T, WA | T, NE® | T, NE® | T. NEY
= G B I I = S B I B = SN B I I = S B
WIEEDORE | WEEDOR | WEEDOR | WEREDOE
AMERERLC | IRMETERIC | IRTERERI C | AMERERI T

ol Hot, Hot, Hol,

e ‘ PTP ey SivEy ke ey

5| AL IR 1 — e

% NZ A Sy Sy Sy

%fg NN N N N

E ﬁ%%E B PTP -~ A A A Bliey

%ﬁ Bk m~ s 777 4 — NS o o o o
B — I (& B —ERR) (%) |PTP| - - - -

HIEWE 15 0% 2 B2 20 v ’ — — — —

%ﬁiﬁﬁﬁi%) PTP 0~1 0 0~1 0~1

Ak (1) %5 1 3% (pH1. 2) | 100 [El#i5, —— 0~1

%ﬁ 120 43, 5%LLTF INT 0~1 0~2 0 0

(2) 8 2 j#Z (pH6. 8) . 100 [alfiz, |PTP| 97~106 94~102 92~103 99~103
60 73, 80%LA L NS 95~103 | 94~103 | 91~102 | 94~103

é% TYAT T =) PTP 101.3 102. 2 100. 0 101.5

L 101. 8

gg 95.0~105. 0(%) NS 101.9 102. 4 100. 3 101.8

¢ BIARFIC W CIIINERB O R 25 A L2, 728, PTP @l¥tf, N7 a#Eio s ey RBRFRLCT

HDHZ Lo, PTP @ik

i quzfﬂﬁ %?fﬁ flo
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IVATSY—ILhTIL20mg THEFHI OEHMEREESABRER Dk

BRI H L OBk 184 A% | 24 » A%
RFAB | RF AN
<HOFTWE | < H TV
RETF Y | RETI v
v R | AR
HOOMEH | FEaO

PTP | 7 & VAl | 7 & v Al
T, WHEY | T, NEW
=Sl Nl = Sl o
RF 4N HFVEHRAETE WEHED | WEADE
Y TN GO 7 L VAVEREALC | PAPERRRL T
pe | HIT, A AR~ T ST bol, | bot
EIN wﬁé@%%ﬁ%ﬁ?%éoi REANT | RF 4D
e, T Tt ~taEa ol <IITWVE | < H TV
VEVEBERI % 380 5 2 L N B, FaTxky | FEATHy
v R | AR
HOOMEH | FaO
RS TR ALH| T LA
T, NEW | T, NEWY
IO [ 1IFT 9T
WEEBOG | WEBOE
TRIMEERLC | PRI C
Hotz, Holz,
i PIP| i i
B | SR AT R B —— :
N VA o HE
| e PP & B
% ks m~ 777 4— Nl e A
RN — 1 (B & —ERBR) (%) | PTP — —
HIEE : 15. 0% %2 2\ AV — —
% VR (%) PTP 0 0~2
lak (1) % 1% (pH1. 2) |, 100 [Al#s, ——
Ba 120 5, 5%LAT N7 0 0~1
(2) %5 2 % (ph6. 8) | 100 [Alfi5, |PTP|  97~102 97~103
60 2. 80%LL L <5 87~103 | 95~103
é% TYAT T =) PTP | 101.9 100. 8
gg 95. 0~105. 0(%) R 101.8 101. 2

HBROBRIZLLEO LB THY . EMRAERR 24 » ARSIV TYH, WINOEB b RE AT
LD TH -7,

. AEERUVBERRORESE
FZM LR

. fhEIEDESELE (MEBEEMEL)
FARANA
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. RHit

IVATSY—ILATEIL 10ng TBHI OBHESICH TR

EENEL DR O EERAOEY R ERRBR T A KT 4 2 (—EE : 5f 243 H 19 i WA
FH 0319 5 1 ) 1TV, fEHERIK (=Y A 7T — N H T 20mg [HET) & OEHZHBO L%
o7,

ABRTTTE - RARRTEHREBRIED S Bk

ARERSA:
FRBRIZ & : 900mL
R 1 37+0.5C

ARBRIR - [RIERER
pH1. 2 HARIEFFEHEERSE 1 i - 50rpm
pH6. 0 &7~ Mcllvaine OFEMEK « 50rpm, 100rpm
pH6. 8  H ARZEJF H s HFBRES 2 ¥ - 50rpm
pH6. 0 JIBTEPERLAI OFRERIE (0. 0lmol/L U FE/KFE —F h U w7 A, 0.005mol/L 27 = F%) + 50rpm
AREBREEL - & 12 Xy L
SRERBGER : pHI. 2 TiZ 2 BRI, ZOMORERIE TIL 6 B & 55, 7277 L. HEYERIF O F BRI R 85%
EZ RS, RBAKRTTHAZ N TE S,
SIRTIE L SRAN AT S B E
PR . A RTA O ERMED H B, WROFEN T HHB N> TRSEMEZHE L,

[pH1. 2 (50rpm) ]
FEHERLIFIAS 30 43 AT - 85% LA s H L 72 W G6E
FE ST BRI 3o W) THEVERLRI O SV ISR DY 50% 128 L7e ) & & | FEVERLAI S BUE S vk
BRIGFIC 35 1T 2 SERIE D 1/2 ORI 2 m 97 Y ke, K OWUE S 2B Iz BV T
FRIR LA D LR R SR VERLA O SRR MR £ 6% OFAPHIZ & 2 0>, XL 2 BSOS 61 UL ETH
Do 1272 L, BUE S 7RI 3o W THEEVERLA O R R DY 10% L T O%E, e Szl
REE T O HFEAM L, #ERELH) D )7 SR M HERLA O SER A SR £6 % OFIFHIZH 5,

B PEI IRE s 2 35 1T 2 5kBR LA Ol 2 DIRHIERIZ DN T, AEAERIA O SR =R DY 50% 252 Lguv &
. ABRAUFOVEHEEREI%OFHALZB 50N 12 @ 1 HLLTF T, £15%0fAA B 25
0)7j§f£1,\o

[pH6. 0 (50rpm) . pH6. 8 (50rpm) . pH6. 0 (100rpm) . pH6. 0 (50rpm : AREEMBIK DOREBRIK) ]

FEAERIFIAS 30 43 AW ) 85% LA IR H L7 W iGA
FRE STl BR IR I J W TR HERIA O SETAH3R 85% LA B & 7e D & & | FEHERIA| O S IgER M
40% K O 85% 3T D 24 72 2 FEAUZIRW T, alkBRELEI O VR 3R 2 ME HERLR O A R £10% D
FPHICH D0, XiT 2 B OMIZ 50 L ETH 5,
B dc e e A2 38 1T A BB LA O &# DIEHERIZ DN T, B HERIA O SEIR Y 50% DL I L
85%IZE LR & & RBREAIO PR R 12%OFHE B 25 b O 12 84 1 ELLTF T, £20%
O EZB 2 5 D7, [pH6. 0(50rpm) . pH6. 8 (50rpm) . pH6. 0 (100rpm) ]
HeA& LR I I 381 2 B BR BUA Ol 2 DB HIERIC DWW T, FEHERIFI O SEA R RN 85% UL FIc#ET %
Lx . HBRRAFIOEHIRH R 15%DOHPAEZBEZ 25O 12 HF 1 HLLT T, £25%DOFHAZEZ D
HLONR7, [pH6. 0(50rpm : BFEEHERIA| ORERIR) ]

AR ERRHER R OME 2 DIEHERE LICHA BT A4 v ORMEE 2 THli7- LIS 280 R4 &S h

72728, WEANIADFECFREE L Al ST,
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pH1. 2

120
100

80

B

HEE

60

g

40

20

pl6. 8

pH6.

120

100

o1

5

80

60

40

20

50rpm pH6. 0  50rpm
r 120
3 —8— T AT5)— L h T 10mel BEF) 100
L —O— TYATSV—IhT L 20mel B i1 - 80 |
o
H
L = 60 |
(%)
F 40 —e—TVATFV— A hT Il 10mel BET
L 20 —O0—TYATSY—LhT L 20mel BE#i)
to—o—o— 3§ 0 : : : : .
0 30 60 90 120 0 60 120 180 240 300 360
B (min) B8 (min)
50rpm pH6. 0  100rpm
[ 120
100 .
I & 8o
L H
= 60
L —— I AT LN T Ol BEF) ® ol T/ATTI AT el BE
—O— TYATFV— N hT L 20mel B$i) O EVATTY kT e 20ms! B
— il
20
0 30 60 90 120 150 180 210 240 0 60 120 180 240 300 360
B ] (min) B R (min)

(REs PR DO FABRIR)  50rpm

—— T AT 5 — L h Tt 10mel B

—O— IYATSY—LhTL20mel B

120 180 240 300 360
B (min)
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o EHZEEICR T 2 RSN GUER G J OREERA O V41 R O i)

PR I
RS (Y A TFF—)L b7 1omgl F #F) 2RI | e
B 7N 20mg HH ) ne
B AERIR RA VB SEREH R (%) SEEEE R (%)
pH1. 2 120 %3 0.5 0.2 — | e
90 4y 44,0 52. 1 \
16. 0 — N
50rpm P 300 43 83.8 85. 3 Ha
60 4y 31.8 43.8
16. 8 51 | o
P 120 %3 83.4 91.4 A
30 4y 31,2 39. 6 R
100rpm pHe. 0 60 4% 81.1 90. 3 e
o6 0 (BTEIELA] | 102 48.1 49.4 A
S0TPm | o Sk ER ) 90 43 88. 6 84. 1 e
(n=12)
TN B A RN GRBRBIAIOE 2 O ER)
B IR T TS — )T
AR i f& - s .
* i 1ome A 7. s A 7k
EILE BRI BRI (%) | 82 OYEHIE (%)
FRBRBLA D & LR A8 D S
WHEFI%NOHHEZBZH D | -
AN ~ I\
pH1. 2 120 45 0.2 0.0~0.4 | s 1o e 1 ELLTC. £15% | A6
50rpm DHEIFAZEZ 5 b DR,
N - B . A
pH6. 0 300 49 85. 3 T7.9~89.7 | skmmaio ik i s ity | 08
WHERF12%OHAZEZD D | .
AN ~ I\
pli6. 8 120 45 91.4 85.4~95.1 | s 1o b 1 BULFC. £20% | A
100rpm pH6. 0 60 4y 90. 3 83.7~96.3 | PHAZEALLOBRV, Ee
TR BLA D & LR S D S8
pH6. 0 (it =~ N EHREIB%OHMEBEAD S | o A
0T mmosei | 07| O 197900\ 1 e 1 BT, £25% | 00
OFPHEZBZ 5B DNR,
(n=12)
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IVAFSY—LA T 20mg THEI OBHEEIZH T 2ELE Y
BRIEIR DA FIR GBI A R 742 (—EE: S 243 A 19 B $AIKER 0319 5 1 &)
WZHEVS, FEHERLE] (R¥ T AB B 20mg) & OIEHZEENO AT - 72,

ABRTTIE © HASR T R BRIE D /N Lk

PRER S
FRBRIZ & : 900mL
R 1 37+0.5C

ARBRIR - [RIERER
pH1. 2 HARIERFFEHFERS 1 K - 50rpm
pH6. 0 #H 7= Mcllvaine DOFEMEK « 50rpm, 100rpm
pH6. 8 HARIKFH B 2 K + 50rpm
HEREE & 12 Xy B
BRI : pHL. 2 TIT 2 B, F ORI ClL 6 i & 95, 7277 L. FE¥ERFI O R 85%
A TREE T, BRE T I 2208 TED,
SNTE SR AT I E
HEFEHE . A R4 OHERERED H L, ROFEUT LB W > THEMEZ HE L,

[pH1. 2 (50rpm) ]

REERLAI D3 30 43 LANIC ) 85% LA E¥AH L7224

FE S 72 BRI 0 W\ CTREVERLK| O SR R A 50% I L72w & & | FEVERLE 23 BUE S 7ok
BREFMIC 31T D FHEIRHER D 1/2 OFEHEZ R T 4 72k i, K OHE Sz BRI BV
FRER LA O S SR DR E LA O SRRV SR £ 9% OFFHIC H 50>, XiT £2 BA¥ ol 53 LLETH
Do T2 L, BUE SN RBRIERC B TEHERIAI O P R 10% 0L FOHA . HE Szl
RE CORFEAM L, 5RERBAI O P59 HH = DA AE LA O SE8 MR 9% O#EIFHIC S 5,

[pH6. 0 (50rpm) . pH6. 8 (50rpm) . pH6. 0 (100rpm) ]

REAERLAI D3 30 43 LANIC ) 85% LA E¥AH L2 WG4

HUE 72 BRI I 3\ TR HERU A O LR R DY 85% LA &7 % & & | FEERLAI O SRR HH =R 3
40% B TN 85% AHIL Dt X4 7 2 BEAIZ I\ T, BRERILAI O SV I SR M HE LA O S E R £ 15% D
#FHIZH D0, T 2 BN 12 L ETH B,

R DTHOEAICENTHIEHEEHAL L Th o LHES T,
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pH1.2 50rpm pH6. 0  50rpm
120 ¢ 120
100 —— T 4TS5 — LN Tl 20mel B#i1 100
s 80 | —Oo— 3L LT L 20mg = 80
i ir
= 60 | =60
) 40 ® 40 —— I AT 5 — L hT )L 20mel B
20 20 | —O0— RF U LANT I 20mg
0 60t——o——§ 0 . . . . . :
0 30 60 90 120 0 60 120 180 240 300 360
B (min) B (min)
pH6.8 50rpm pH6. 0  100rpm
120 120 ¢
100 b 100 | _
% 80 f % 80
H H
= 60 - E 60 -
(%) %) —8 T AT 5T — LN T )L 20mel BE ]
40 —a— T XTTY— L HT L 20meT B 40 o R LT L 20mE
2 —O0—2F LY LAT£IL20mg 20
° 0 30 66 96 12.0 15.0 15;0 21.0 24.0 ° 0 6£) 12.0 15;0 24‘0 30‘0 36.0
BFFE (min) B (min)
2 MEEICRIT 2R GRUBR R M OEAERLA 0 S0 3R D HLig)
:, FEERLH TYRAT T — T
ARER S e . - .
(X7 LD 7L 20mg) 20mg [ H 37 HIE
B BRI RA Vb PRI H R (%) VR R (%)
pH1. 2 120 43 0.8 0.5 W
60 4y 36. 3 23.2
H6. 0 ik
50rpm P 180 43 83.2 72.9 e
60 4y 40. 7 31.8
H6. 8 ik
P 120 43 82.6 83. 4 e
30 4y 38.4 31.2
100rpm H6. 0 ik
P P 60 43 85. 0 81.1 e
(n=12)
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10. &3 - 2

M

FESRELGESR - S, NEASFRLCES - BEICHT HER

YL

(2) A%
IYATSY—ILATEIL 10mg TEH
100 7 7w [10 7 (PTP) X10, FifEAIAY ]
140 B 7& A [14 B 7E (PTP) X10. KA ]
300 1 7 D, N7, HEAIAY ]
IYATSY—ILATEIL 20mg TEH
100 7 7w [10 B 7L (PTP) X10, FEAIAD ]
140 1 7w [14 7w (PTP) X10, FZEEAIAD ]
300 1 v [, NT | HLEAIAD ]

)

FlREE
AL LR

(4) BROME

11

12

PTPEEE : PIP: KUk =1, TAI= L
Er—: 7AI=0h R TZ7IFx—F
fEBERE - K
NTaE e Ry F L
xS AR L
1bFERE - &
ARt TN SEME

AL LR

28
B L
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V. AEICEEY HIEHR

1. ZHBEXIIZHE

(HhTtIL 10mg)

OBERE. TZ1EHES. MEMES. ERAMEER. FULAMBREHRAE. Zollinger-Ellison fE
Z#., EXTO04 FHEMRERERSHICETSBEEXXIEIT ERESZOBRIG. BERAE7RXEY
UIRERIZHEITABEEBXITITIIEEEEOBE RN

OTFRIZEITEAYaNYE2— - O DBRBEDFHE
BiEE. TZERES. BNALT U U/\E, BREM/NMREDELERR. BHBREICNIT 2RRENE
BEF. AJanya—--E0)REE%

(Hh 7+ 20mg)

OBERE. TZ16HmES. MEtES. TRMEEXR, Zollinger-Ellison fEMZE. R TO4 FHEIRRK
EEREHFICEITABEBXETIEHRESOBRIG. EFE7XE) VERERKRICEITABEEBX
T+ Z16MmEE DB R IH

OTFERIZBIFTAIAYaNYA2— - EQY OBREDFHE
BiES. TZEBES. BNALT U o/ \E, HBREM/NMUEOEENR. BB REICXT 52 RNBRHEME
BERE. AN)anNv2— - E0REER

2. HEXTIHRICEET HER

5. BEEXIEZRICEET HFE

(ERT0A4 FERMRERRSFICE TS BEEXIE+215HmES O BRI

5.1 B Y v~ F BIEMRBEEES BT DM EHED DI AT n 4 RIEFRIEKZ Bk 5-
LTWHEEEZEERGRE L EGHMBICE LT BEE X T+ ERREOBFE 2 MRT5 2 &,

(BRE7REY) UESBHICETSBEBXIE+ 1R ESE OB RING)

5.2 It « RO O DITERAED T ALY 2k E L CWHBREZ &GS E L, %55
WRIZER LTk, BiEGE XTI+ BRSO 2R T2 2 &,

(N)ansa—-E0Y) OBREOMHE)

5.3 HATHIBMALT Y » RJEIZKF T B~V 237 ¥ — - ¥r U REREOFIMEIIMESL L TV 7w,

5.4 FpAS MR/ MO HEERBEIR IC X LTI, A RIAVEESRL, ~V anxy Z—.v'a ) RERE
AW &R S D IEFNC DA BRETEREZITH 2 &,

5.5 RHIFEICK 2 WHRBIRIRIRZ H LAMCIX, ~Y a "y Z—- v a U BREIRFIC L 2 B ORI
N RT3 2 B MEILMENL L TR0,

56 ~Vany x—.-u VERFERIZHAWDIEIZIE, ~VanxsZ— - Ea ) BEHETHD Z & RUN
REREICLDANY anNy Z— - PoVERERTHDIIEEMRTDHI L,
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3. AiERUAE
(1) BZERUVRAEDMESR

(HhTEIL 10mg)

BiEE. t2EmEE. WAERES. Zollinger-EllisonfExEE

A
WBE., RACIZ=Y AT Z Y —)LE LClER20mgZ 1 HIERR OB ST 2, b, @%., HiEE. wh
EEE CIISHM E ¢, + ZHEIBEE CII6lEM E coRE L 95,

INE
W UL EOSREOVNNIZIE= Y A5 — & LT, RE20ke AN ClE1E10meg % . (KE20ke
uhfirw*ﬁtfujm~mm%whﬁﬁmﬁﬁﬁéo@%\% . BB, WAEEE TIES8
B E T, +HBEECII6GAME ToE &35,

WRMEREL

A
WE. RASIZZ Y AT — e LT1E20mgZ 1 HIFERR OB 5T 5, B, . SHEETO
BhH L35,
I HIZHIE - HIRE B IR E R OMEEREIEIZ B W TIE, 1EI10~20mg % 1 B 1B O #% 59
50

INR
WBHE L. IS EOSRREOVNBICIZ= Y A S5 — Lk LT, (KE20keg A Tl 1A 10mg % . {KTE20kg
utfﬁﬁﬁmmLrﬂjw~mm%wnﬁﬁu&5¢éo&k\%%\8ﬂﬁif@&5aﬁéo

FEULAMEBEY A

BA
WEL. RACIFE= Y AT — e LCLENOmg# 1 B1ER OG5, 723, . AAMETO
BhH L35,

INR
W, L EOHREOU/NRICIZ= Y AT T —u e LT, 1E10mgx 1 AR OG5, B,
i@%4ﬂﬁif®&5kﬁéo

#X%u4Pﬁﬁxfi&%ﬁraﬁéEﬁ%x@+‘ﬁ%ﬁ%®ﬁ%mﬂ
W, BAZIE= Y AT T — e LC1ER20mgx 1 B 1R A% 5T 5,

ﬁmETXtUD&%ﬁrﬁﬁéﬁE%X@+_h%E%®ﬁ%mﬂ
WE. RAICIZET Y AT —E LTLER20mgZ 1 A IR A& 5T 5,

ANJanga—--egn) ORBEOHE

WHE. RAIEZ Y AF T —L e LClE20mg, 7EXT U LK E LCLHET50mg (ft) &
N7 Z YV RavA b LTLR200mg (Jifli) O3F|ZFRFCIB2E, THREROHREGT 5, ok,
77V 2w, 0%, REISUTHEEMETHSZ LN TE S, 2720, 1F400mg (JJffi) 1H2
mlZ FRET 5,

Ta hrARTAeEH— TEXVVI KRR Z U A<D 3 FRGIZE DA~
Vanygz—.-vnl ORERBENRKIDOEGAEIL. ZhicfRbaipEeE LT, Wi, AT
VAFZ = LT 1 [E 20mg, TEFTUY LK E LTI E 750mg () ROA br=4&
V—)L& LC1[E250mg @ 3 FZFEERHZ T H2E, 7T HERO&ET S,
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(HhTtIL 20mg)

BiEE. TZ2BES. WEEES. Zollinger-El|isonfEEEE

A
BE, RANCETY A 7T Y =& LTLR2mgZ 1 H1ERE A& 5T 5, 2k, @F, HiEG we
IS IS £ T, + T EEEE TN E ToRE L35,

INR
BE. IRE20ke L EOWMR L OVNRIZIZ= Y AT S5 — v L LT, ERICH U T1E10~20mg% 1 H 1
MR OEET 5, ok, B, HEE. WETELE CIX8HEME T, +fHHEE Cidelf £ o
BE LTS,

WREREL

A
BE., RANIZ= Y A7 — e LTC1E2mgZ 1 AR O®S 95, 28, @, SEMETO
BE LTS,
S DIZH3E - HIR A IR E R OMEERRIEIC B WL, 1EI10~20mg % 1 H 1[E#E A #% 59
é o

INR
B, E20kgM L EOSR K OVNRIZIZD Y AT T —L b LT, ERIZS U T1E10~20mgZ 1 H 1
FIRROEG3 5, 728, @%. SHlECTCokE LT 5,

ERXRTOAS FERREFERERICES TS BEBX(I+2EEESOE RN
WE. RAIZIZZ Y A 7T — e LTLRR20mgZ 1 H 1A %545,

BERE7RAEY U ESFICET5BEEXIET2IEHEES DB I
WE. KA Y A 7T —E LTCLER20mgZ 1 A 1A A& 545,

AyangE—--Enl) OREOHB
WL RAICIEZ Y AT — L e LTIE20mg, TEX VU R E LTLETS0mg Chfl) &
W7 Z VA~ A e LTLR200mg (i) O3F & RRFZIH2E], THR&EOREGT S, 728,
7)Ao, REIONCTHAHEE T2 LN TE S, 72720, 1E400mg (Jiffi) 1H2
E% ERET 5,
Tu bR T e X — TEXTV I UKFIMR R Z ) 2Aa< A 0D 3 FFRGITI DA~
VanxygZ—.nl) OREBBENRRDOEAIE. b aiages LT, &%, AT
VAFITY—)L e LT 1 20mg, TEXIY AT E LT 18 750mg (Jif) ROA =4
V' —)L& LC 1108 250mg @ 3K &REEZ 1 A 210, 7 HKEROEEGT 5,

(2) HERUVRAEDHREREE - B
REEER L

. BERUVARICEEYT 518

1. BERUVBAEICEET 538

(FERERER)

7.1 1 H 10mg OHMEFRIETHENZED SNZHEAIL 1 B 20mg THIEEZITH> Z &, 72720, 1 H 20mg
DHEFFRIE THEIRO LNTHE, 5 WIT T RERCD, il §EFREEZSOERSTED &
NG AT, O THRBIRAEEZ 1TV, £ O/RRICESH THOEG R2IGEIEICEIV 2 52 & %
EETHZ L,

FEU L AMEBEF R

1.2 BHBHMG 2 WHE BLE UCHIREMR L, EIROUEHAFE D bW, BN D
JRRAE 2 5D T2 OO RGO ER ZBETH 2 L,
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5. ERPRAUHR
(1) BERT—81Rv 75—
%Y L7z

(2) BRERRCEER
BB L

(3) RERGHRRHR
LR L

(4) HREER9EAER
1) AREREE AR

(FERERER)

17.1.1 ENFEIHEFE (RA)

WM RER E R E L T EHERLEGRBR ClI, A 7T Y =1 20mg, =Y A7 F Y —)L 20mg XI%
40mg 23 1 H 1 [l K 8 # G S, 5 8 EFDE N Z L OIRH =R [95%FFE X [# ] 1% 87. 4% (166/190
i) [81.9%, 91.4%], 87.3% (165/189 f51) [81.8%. 91.3%] K Tr90.0% (171/190 1) [84. 9%, 93.5%]
THY, AT T =)L 20mg KT DY AT —)L 20mg TN 40mg DIELTENRTRO HIL TV D,
BIWEFREMBEE X, =Y AT —)L 20mg BET 7.9% (15/189 i) T -o7-, EA@ITEMRILX TR 2 4
(1.1%), 77=> 7T/ b7 A7 7—B#M26] (1.1%) KOMF 7 L7 F o REARFF—F
g2 Fl (1.1%) Tho7= 9,

17.1. 2B MARER (BRA)
WM EEROIEHEE 25 L L “HERIEGARIZIS W T, A AT 7Y — 1 10mg & H#g L7z
TV AT —)L 10mg O 20mg O 1 H 1 [8] 24 #FR 5B 2 000 MERTE R ORI RN

WO HILTWD,
TIRAT T — ) T RS T —)L FAT T — )
20mg (188 1)) 10mg (188 1)) 10mg (187 1))
FRAEER 14 4 22 13 31 13
%%;§§§;;§fia) 92. 0% 87. 5% 82. 7%
[05%(2 48[ 1] [88. 0~96. 0%] [82. 7~92. 4%] [77.2~88. 3%]
0.62 [0.32~1.21]
NP— Kk (= ATF =)L 20mg FEvs =Y A7 F ' —)L 10mg &f)
[95%E HE X [H ] 0.43 [0.23~0.80]
(= AT T =)L 20mg B vs A 77—/ 10mg &)
p=0. 158
b (= ATF =)L 20mg FEvs =Y A7 F 2 —)L 10mg &f)
p fit p=0. 007
(= AT T =)L 20mg B vs A 77—/ 10mg &)

a) Kaplan-Meier %2 L A HEE
b) Log-rankfiiE, A EAKHE [Mifl5%, Hochbergd HFIEIZ X 2 & DL B IO EE

BIWEFSHMEE L, =Y A 7T —/L20mghETI. 0% (17/1885]) K N= Y A 7T V' — L 10mghE T8. 0%
(15/188f5]) T >7-e ERBEMRIZZ Y AT 5 — 1 20mgBE TILH 7 L7 F L7k A7k % F—E 0
2 (1.1%) ToHV, =Y A7 TV —L10mglE T FHF2E] (1. 1%) KRMF 7 VT F R ARFF—E
hnes (1.1%) THo7=7 W,




(ERTOA FHEREEZRE (NSAID) BERICE TS BEEXIT+ZIEBEZ DB R
17.1.3 EREMAERER (RA)
LG OREEZ A9 % NSAID Mk 23t L L “HERILEARIZBNT=Y AT T Y
—/L 20mg O 1 A 1 [A] 24 B G-RFC I 0 5 B IEE SU3 1+ BTG O BREIHIZI R 580 b Ty
s

T AT Z—)L 20mg (173 f51) 7 Z7%R (168 ff)
FEAEBIEKL 6 14l 56 1]
*%likiéﬁfgfféa) 96. 0% 64. 4%
(95315 #1X ] [92. 8~99. 1%] [56. 8~71. 9%]
[ég%zg%éggégj 0.09 [0.04~0. 20]
p fiE " p<0. 001

a) Kaplan-Meier {EIZ X AH#EE  b) Log-rank fRiE, A EAKME Wl 5%

BIVEFREBIUSEREE 1. =V A5 — L 20mg BET 13.9% (24/173 ) Th o7, E7RWEARIZ LIEER
2610 (1.2%) . T2 6 (1.2%) . EFE 2 F1 (1.2%) ., W&t 2 61 (1. 2%) ROWFHHERE 2 #1] (1.2%) <
Hot= 9,

(BRAE7XEY VEEBICE TS BEBXIE+ZIEREEOB RN

17.1.5 7o 7RIS MAERE (BRA)

EEMRIE DM 2 G T HIHET A Y o (81~324mg) #kGeiRMEE (ARANBREET) x5 L
U727 ¥ 7 $E R 5 M AH LB sk o0 AT I8 1 DA RICBW T, =Y AT T Y —/1 20mg ® 1 H 1 [H
48 M GRFC BT 5 BIBE XL+ BB O BREMGIIRIBO 6T b, I 6IT, YT
DB, =Y AT T = VBEOEIRE OGP S L, =/ A7 F Y —)L 20mg % 1 H 1 [AlfE 72
B GRICBW T, &5 72 BHOIERIERIL 96. 4% ThHh 7=, B, KRB NI Y 27T
V=B, TTRARBEE BICRES T v — RO LTV,

T AT Z—)L 20mg (182 ) 7R (182 #)
FEREBH 2 1 22 1
Bels 48 WO 98. 34 81. 2%
IR ° R g
[96. 65%(= M ] [95. 7~100%] [72.7~89. 7%]
AP R
[96. 65%{Z A% R 0.09 10.02~0.41]
p i » p<0. 001

a) Kaplan-Meier {EIZ L DHEE b) Log-rank M/ E. A E/KUE Ml 3. 35%

TY ATT Y =) 20mg £ 5-F1EL 214 Bl 31 B (14.5%) ORIWERAAHE SN TWD, EREIERIL,
THI2 6 (0.9%), 'S AMEBZ 261 (0.9%) . KEERIAR 2 61 (0.9%) ., BARY—72641 (0.9%), &l 2
F (0.9%) 2Tt 202,

(BEB. T2ERES. WaRNES. IV AMBRERRIE. Zollinger—EllisonfERBLZLUIZE
BB, T 2HREES. BVALTY /B, BFREm/MUBDEERR. RHBEICHT 2NRKERAE
®EB. AN E— - EQYRBRRBRIZETFEANY ANV E— - EOY OREDHE)
EIIZ I8N TR G O PRFRER S O Bl 1E T S8 BUSEE 23 Rl & 72 % 3R &2 5206 L Ty,
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(BiEE. TR EE. MEHES. FULAMBREFRIE. FRMERER. XIFZollinger-Ellison
REIREE)

17.1.6 ENE I /OHEFAR WRERV/NE)

BIRE, + iBREE. WA IIEE., 0D AMEE IEWE, Wttt RiE sk, XidZollinger—Ellison
JEMEREZ AT 2 UIAT 2800 H 5 1~ 14D EFS0F 2 xR & LI FEERABRTIX, KHE10kgl L
20kg A (104 [EE1RE] ) lo= VY X 75V — L1[E10mg% . 20kgbh B 1[E10mg (1~115%100%1 [FE2me] |
12~145% 1001 [H4RE] ) u1E20mg (I~115%10610 [5E3RE] | 12~145%10061] [ZHE68E] ) Z1H 1A5
R\ H LT, K#&GHO M LEER (o0, FEE, DEihm,. KO LA 1, &
HANZIERZH L TWZBEO40%L EOFIG THE Ls, Fio, BHRNCNESTRIRIMNAS SE 5 © & 72
BED S BRI AR L3 R TUICB W TR GZICHT AATEL LY

57 % 1RE o5 2 BE o5 3 RE % AR %55 B
(& 56150 (10 1)) (10 ) (10 #1) (10 #1) (10 #1)

HF fin 1%lh |k 1~11 5% 12~14 7%

A ;8i§§é%% 20kg ML

w5 10mg 10mg ‘ 20mg ‘ 10mg 20mg
Kaplan-Meier ¥EIZ K 2 f & IRF iR D BB R e IH R

<>t F 100% (2 1)) 66. 7% (3 1)) 100% (1 1)) 50% (2 f51) 75% (4 f51)

el 75% (4 ) 100% (3 31)) 80% (5 i) 50% (4 1)) 100% (4 1)
R 100% (2 i) 50% (6 151]) 100% (6 ) 40% (5 31) 57. 1% (7 1)
R AR 100% (3 1)) 66. 7% (6 1)) 100% (4 1)) 60% (5 i) 50% (6 f41)

() BERNTEER Z A L T2 Bil

1~14 DO BRFE 50 B 2 ] (4.0%) ORMWERANHRESINTWD, FTOWNRIT, THRILORER. SeiiE
BERORE 16 (2. 0%) Thotz,

2) R&EHHER

17.1. 4 ERREATREHER (KA
WAL S OB FE 2 H 52 NSAID e RAEE 2R e Lo Y A 7TV —/L 20mg @ 1 H 1 18] 52 1A

G2 T 2 BIEE X3+ faiEm OIFIERITZLUTO L EBY TH D,

BGRE

52 A% IEFIEZE (Kaplan-Meier 1)

TV AT S5 — L 20mg BE (130 5])

95. 9%

EIVEFSEBIBEEE 1T, =V AT —)L 20mg BET 16.9% (22/130 f5i)) Th o7z, E72RIWER TR EEHE 2
Bl (1.5%), vy~ NEINETAT7 27— 2H] (1.5%) . F68%% 2 F (1.5%) KONFHERER % 2
il (1.5%) Toh-o7-2,

(5) BE - WEHHER

DRI L

(6) AmAIEERA

1) EREERE (—REAFRERE. BEERARERE. ERARRLEERE). HERTRT 54—
ARE. HERFTRERSIROAR

BN AR

2) BRFHLLTEREPEOARRIIRIE L -RE - ABROBE

FARANA

(D Z0tt
AR L
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VI. E3hFER(ICEH T SIEH

1. EEZNICEAEHSLEMNIILEDEH
o bR FHES (PPI)
FATITS =, TRTIZS— ) F "NV T A, TV TTS— ) R T ITF T~ ERE

EE  BEO O (EEYOEE - DREFL, ORNIEEZSZRT DL L,

2. ¥BEEM

(1) {EREREL - fEFABEFF
18.1 {EFA%F
HEEAI A O MBI LIS FTE T 2 SRR~ RERR W R E PN FREET 522 LIk, BREEMRNIZE
WT—EHOHBOWIENEBE D, ZORISORKBRE T, HEMENOH Z L, b oK
FERDIATe T 0 bR T EMENABEENENTCNDE, T AT =T, o7 hrRyT
DEE ZHETDHZ LICL - T, BEROWZMHT 5%,

(2) ExhEEFF T IHEBRFRE
18.2 £ FrTOEA
18.2.1 BA pH IZRIZTEE
fEFERAICB W T, =Y A7 TV —/L 10mg, 20mg K& TN 40mg %512 & 0 24 BRI ICH PN pH 28 4 B E
BRI OEIS T, F N 4823%, 62 14% K 1N 68E8% T o7 22,
INRBEE S FIICBWT, =# Y AT T — 7L 10mg KON 20mg %5120 12 FRREIFRIZH N pH 28 4
YA AR TR OEIA 1L, 51, 2%~98. 3% Tdh -7,

18. 3 SEERPREHRICH (T H1EH

18.3.1 7o bR JHEERA

X HREBE RO T e bR (0, K -ATPase) (Zxf L CREFEEMAZ R LI P,

18.3. 2 BE&S I A

HEE 7 2 H RIS D HEEPE AR LTI ER 2R LT 2,

B 7 »~ K & Heidenhain Pouch A X2\ T, HPEEKICER Sz WA L CTIHIER 2R L

7LC 27), 28) .
ARNOERNES THDEZY AT T =)L, TEIRTHDHARAT T —ILD— I OIEFEMR (SIK)
Th b,

(3) YEFRIEMGR - FrbhsR
B R L
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VI. ZEYEhRE

(B9 5IEHB

1. mhREOHKS
(1) BRLEDL

1 AR RE

AR L

(2) EREREERTHE

RBEhi-mhRE

16.1 meRE

16.1.1 EEZE

fatEE R N B ks E (n=24. CYP2C19 @ homo EM. hetero EM e TNPM ™ 23 (2= A 75 —/L 10mg
Jo Y 20mg A ZE BRI AR O 5 LTz & & ORBALAROIRYBIRE ST A—Z I TFDO LB TH DY,

oy Cmax Tmax AUC Ty
(ng/mL) (hr) (ng * hr/mL) (hr)
10mg 246. 7 1. 00-5. 00 565. 0% 1.19%
20mg 489.5 0. 75-6. 00 1084. 7 1.08
Tmax (Fi/IME — KR, AN T L3,
a) n=23

16.1.2 R1E#&KE

fatEE Rk A BB E (n=24, CYP2C19 @ homo EM. hetero EM KON PM ™ R[EIE) =V A F TV —)L
10mg 28 20mg 2 1 H 11815 HMREROEE L= D% 5 H A (Z2IERHE) ORE(RD Y )
BENRTA—ZIIUTOLEEY THD Y,

T Cmax Tmax AUC Ty
(ng/mL) (hr) (ng + hr/mL) (hr)
10mg 375.5 1. 00-5. 00 824. 8 1.16%
20mg 883.3 1. 00-4. 00 2083. 4 1.23
?mm%m@—%kﬁ‘%hu%ﬁ%mﬁw\
a) n=23

BE3IHAKOS HEOD Cnax 1ZFIBEThH-o7-2 LD, EREGRBE 3 BICiXiighoy 2 75
VI VB IXERIRRBICEREL- B LN Y, &5 5 B HO®RG% 12 KREICRB B ifEh = v »
T — VEEIRIEIEREREARU TIE T L, 1 B 1 ERERS L THRBEITED N1 2,

) homo EM : CYP2C19*1/*1
hetero EM : CYP2C19*1/*2 X% CYP2C19*1/*3
PM : CYP2C19*2/*2, CYP2C19*2/*3 i CYP2C19*3/*3

16.1.3 #RRU/NR
R EOVNBERBEICZ Y AT T — LB 7B 10mg O 20mg % 1 H 185 BRIV EREROBES L
2L 2 A REMEOEYENRE T XA —ZZLTDO LB Tholm ¥,

TV AT T — )L OIRYFRE T A — X
@ﬁ%ﬁ{i{)@ BEHE n Cmax Tmax AUC © Tiy
i (ng/mL)® (hr)® (ng * hr/mL)® (hr)©
1kl E
853 1.58 2259 0. 80
10kg LAk 10mg 9 . - o) &) )
20kg i (141. 7%) (1. 03-5. 92) (42. 6%) +0. 18
Lom 0 535 1.52 995 0.97
1I~11 % g (110. 4%) (0. 92-6. 00) (78. 3%) +0. 55
20kg LI %0 10 1907 1. 47 3454 1.08
me (41. 5%) (0. 93-1. 52) (50. 9%) +0. 44
Omg 9 311 1.57 618 1.37
12~14 % (91. 7%) (0. 93-2.95) (105. 5%) +0. 88
20kg VL 90 0 981 1.75 1917 1. 06
me (51. 3%) (0. 95-3. 00) (33. 6%) +0. 25
a) B EE (ZEfRE)  b) Uil (Be/IME-H R AH)
c) WYl = P v 2= d)n=7 e)n=9
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16. 1. 4 E=WFRIRIEMHHER

BRERL O ZORSEMERBR T A T4 (G243 A 19 A AR 03195 1 2)
IVATSJ—IILATEIL 20mg TEHH

TYRAT T =N BT’ 20mg TAH] EXFT T LD TRV 20mg &, /B AL —"—LIZLDZEN
1 TN (Y AT — e LT 20me) fdERER AT 7 IS MR REH R 0 3 5 OV 1% BRI
O#5 LTI R LRI 2 L, 5 Sz mEge <5 A —4% (AUC, Cmax) [Z-OWT 90%(E
FE X 0 CTREEHIRIT 21T > 7245 5. log (0.80) ~log (1.25) DOFPANTH V. il ALY
S ME D iR Sz v,

(MiEBFHERROKRE
HIE/NT A—H BEIINT A —H
AUCo-g Cmax Tmax Tyi/o
(ng * hr/mL) (ng/mL) (hr) (hr)
TIRAT T — )
. N + + + +
57 20me MA % 673.1%£322.2 498. 617+174. 949 2.07=%0. 96 0.87=%0. 18
XU LH T I 20mg 661.21348. 8 470. 598 +=206. 664 2.01%x0.91 0.85=£0. 21

(Mean=S.D., n=76)

(ng/mL)
500
—— VAT T — AT A 20mg! B
—O— KXY L7 7L 20mg
400 F Mean+$.D., n=76
g% 300 |
th
B 200 | ol
100
0 -
0 1 2 3 4 5 6 7 8
78 (hr)
() BRERZEOKRE
HIE/RNT A—H BEINT A —H
AUCo-12 Cmax Tmax Ty
(ng * hr/mL) (ng/mL) (hr) (hr)
TYAT T =)
. N + + + +
B 7 20mg | HE 553.31£306. 2 391.884+170. 951 4.527+0. 66 0.81=*0. 22
XX LTI 20mg 559.0+%315.5 393.107£170. 755 4.62%0.93 0.80=*0. 18
(Mean=®S.D.,n=100)
(ng/mL)
500
—— VAT T — LT N 20mgl F i)
—O—FF VT LN T/ 20mg
400 | Mean=*S.D., n=100
1L L
¥ 300
i3 200
100 r
0 o -

i) (hr)

AP ERFENE NS AUC, Cmax SEOD/XT A —H (3, #EE OIR (KIROBEEIHE - R 5 OB
WCX o TRRDATRENEN D 5,
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(3) thigs

KR L

4) BE - ffARORE

TVIL 7. fHEAER ) OHESMR

16.7 EMHEEEH

16.7.1OF7ENL, F2=Z A URIEIILT 7YY

FEBIR CYP2C19 KO MIFR 7 v Y —2% WD in vitro i RBRIZB W T = Y X 7T V' — /L% CYP2C19
OIEMZEE L (Kifl: 7.9 ZOY8.6 uM) 23, CYP2A6, CYP1A2, CYP2D6, CYP2E1, CYP2C9 M X CYP3A4
DIEHIZHOWTIEILE LW b P BlEER 2R Lz 919,

NEANDOT —ZTlE, VT ENRA, ZJz= b XFINVT7 7V (BFILVT 7 YY) (BLE, CYP2C19
OHE) LI AT —AOHRICLEY ., PTENL, To2=1 A0 AUC IZFNFI 81%, 13%H
KU, R-UNT77 VU rOMEd b7 73T 13%EF Lz 1V, [10.2 K]

16.7.2 Z Db EH

TIATTS =T ) AuwA T T EXT VY VAKRBOERICEY, 7T ) ZAn~A
VROT =XV Y KT OMAEREREICEE Lo, 7T ) Aa~w A D 14 NKERE
O ACT TR LT, F7o. =Y ATF TV —D AUCt IZIEBHHIEDOR 2 iR L Y, $=
DWW Fraxkr? axyra vy F YA FREY WL Y 2T T — VOO
TITHAERITFED benoT-,

2. EYEERA/NS A -4

M

(2)

)

(4)

(%)

(6)

ATk
MR L

AR R
LR L

HEEAEER
AR L

HYTFYR
LR L

SHEE
RREEER L

Z Dtk
REER R L
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3. BEE (REalL—v3Y) @i
(1) BAFH
R L

(2) RS A—SEHEH
%EEE R L

4. IR
gk L

5. 5
(1) % —BAAEPTEiR
BRI L

(2) M — R ARAEFY SR
MR L

(3) At~DBITH
MVIL 6. (6) % FLim] DIEZM

(4) BE~OBIHE
LR L

(5) ZOMOBIR~DBITH
LR L

(6) MITEEHEX
16.3 2%
16.3.1 MIBTEQHES

TV AT (RIMEEE - 2 XL 20 umol/L) Ot MNIEEREEEE (in vitro) 1Z9T% Th-o7-7,

6. K&
(1) REHBOE UREHERE
VIL 6. (2) (RN BE G4 Dl (CYP 55) Dy, 5] OHSZM

= NN

(2) R#B|ICAET S8R (C(YPH) OHFE. FE5FE
16. 4 X34
in vitro MG OFER LS., b FuXx R, 5-0 i A FAAROARKIZIX CYP2C19, ALK RO
ARRITIX CYP3AM N E L, 26 SFHONRBH~DORF 27 V7 7 v AFFRBETH D EHEI LT
5O, I RXAFF =D in vitro fTMRENZIHBNT, B FEF IR 5-0 - A FAARD ARSI B
B4 % CYP2019 DFHHR (R#EAZ VT T A 1 (L) X 73%Tho729, HEADFT—Z TlL, &

BRI MCHEER = Y AT T — R HERORS Lz L &, T O FRBMIIANVER ARE R R
nx R THo7=Y, [9.3, 10. BH]

(3) HEEENROERRUZ DA
DR L

4) REMOFEOERRERL, FELE
LRk L
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1.

9.

10.

11.

Bttt

16.5 HEit

AENOT =2 TIE, "CHERT Y AT 7Y — VA RERR OGS Lz & & FEHGTREDK 95%% 48 IR £
TR P R OFET R S fu, R PR & & B Eh R OITN 4 % 1 TH-72 7,

b5 YRH—5—IBET B8
BB L

BIEI- & HREE
AR L

BEDNDEREZETILBE

16.6 BHENEREZHT HEH

16.6.1 ShE

SNENDOT —F TIE, =V AT T — VA f@fEmmgREIc 1 B 1B 5 HRREROEEG L&, &
5.5 B H® AUC K& OF Cmax (XFEE il OREMNMEE REVERE L0 bW EZ R L, 8ok (f
FEslin, JEmn ) 138 % 1.25 (95%ZHEXE ¢ 0.94-1.67), 1.18 (Jd : 0.91-1.52) ThH o727,
16.6.2 FFHEEES RS

SNENDOT —2 T, =Y AT T — )V FHERERE EBF IR RIS A MER 05 Uiz & & AUC. I,
FFREREAR T 0 72\ VEMENE B R TE W T BB 1S e I O R REREE B3 TIi2. 3ffm < . |~z
EOTEREEERE THLEOHITL. 4~1.8TH - 727,

Tt

16.8 ZDith

IVATSI— LA T 10mg TEH

T AT T =T 10mg THH 1%, [EENELR D8O BERF O AR RS RBR T A KT
Ay (BM2HEIA19H FEAEIRBFERKO9E 1 5) ) ITESIE, =Y AT TV — 7=/ 20mg THHI
EAAEWERIAI L U7z & & RIS RS LM S, NSRS L S P,
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VI. & (EALDEESF) ICEI SHIER

1. BEERBFTLEFDOHEA
RESN TV

2. FERRBLEDHER

2. BR (ROBHIZIEBELGWNI L)
2.1 AR DA% U CRBUEDBEFERD & 5 B3
2.2 7AW FEANEEE., Vvt ) Ui A RS Do RS [10. 138R]

3. PEEXIIZRICEAET HFE L TNDEH
(V. 2. e IIRN RICBhE T 2 EE ] 28R T52 &,

4. RERUVAEICEEYT HEE L TOER
(V.4 FIEAOHERICBEEST 21EE] 22RT52 &,

5. ERLEFMIE L ENEH

8. EELGEAMIEE

(BhEeFE)
8.1 ik, FFHERE. BIRREFICIERE T2 2 &,
(EREEEX)

8.2 WM RIER OHEFFFIEIC OV TIX, X - BREZB Y IKTEREFICH LT HZ L& L, Ak
FHRIEOMBED IR WBE IR THZEORWEIBETH L, £io, HERFRIETIXESICH
REEREZERTH 7R CBEEZTIITI ZEREE LV, 2B, ROFHEICHHEETDHZ L,

8.2.1 B OBEEME, MEROREEZZE L CHEFFRIEOHBELZ®RIRT S Z &,

8.2.2 EMEIRIEN BIF RN TN D LMW SN IERE UL EZ BB T2 L,

8.2.3 EWIMIZ kG, IFHERE., BHEESOMELIT) ZENEE LY,
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