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BRI B R EERBRE AR S NVEE] 12k D,

BRI E © 900mL

AR A

L

: 37°C+0. 5°C
TV AP ILZ 0D BE 10mg 2R 20mg [A— T | 1 (&N D

& O E TR O R RSB T A KT A ) A KEEDHE I
HIZHEE Lz, 23S X0 A A Y14 0D §E 10mg L O 20mg [ 4
— T IE, ANV AYILEZ 0D BE A0mg [ A — T | A AmEvEsLE] L
Uiz & & WHHZEENFESE &l S, AFNIcieE LA si

77

1) FAHILE 0D BE 10mg [F— T 19
DT AHETOHE
£ TEHIERENC BT B RIS

QEZDABEEETHHE

HE YA R (%)
RER SR REai [ _, . [R] M 0D i HL e HE
' () | PREREGE | pEs
15 78.2 71.7 15 KO8 30 43R 3B 1) 5 ik B i oo I
50 H6.8 ‘ Gl i .
rpm | p 50 | 921 $5.8 | WIS Ao < 0%0 @R |
FEHERLEY L AL Z 2 0D $E 40mg[ A —~F ] LotNo. OLMOD4052 (n=12)
(FAH B AR
BB 2H(pHA.8)/50pm SRR -
1o+ pH6. 8= H AREF H IR HHRBRTE DO 2 K
e
ﬁ a0
F
% 40 ==L AL A ODFE Omel 3~ 145
s —a— TR L L A DSR4 Imal )
20
%E%@ﬂ®$ﬁﬁ&$im%
] 15 30 45
min

sl | AV A YL Z 2 0D EE 10mg [ S 0 ) 7 e
Bt (B | (A= T ) OEHEOM) | i Aol 2 BIEG=120 | HIE
) | BoME | BoRfE | e VA4t
SEETEH R RN OFPH ZE 2 5 H O N
50rpm |pH6.8| 30 87.4 96. 0 92.1 |12 9 1 HLLAT T, +265%D%ipH A8 % 5| [F155
ENDYIVAIRR
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2) AN AHILH 0D EE 20mg [A— T 10
QT AHETOHE
F IEHEFENZBIT B RIS

HE SESIUR =R (%)
ARERR eS| . [RI A M 0D | 7 AL e HIE
) PBRELA | AR
15 75.6 1.7 15 08 30 5 RiC 1) 2 RBBHI DT | . o
H . W D ¥ s A
S0rpm | pHE.8 0 89. 2 558 | HrsH A ENHID - ool | T
FEYERIH] . AL A Y LZ 2 0D BE 40mgl A—~F | LotNo. OLMOD4052 (n=12)
(R H AR
2E(pHA.8),/50 e N
XD J/B0pm LR -
100 | pH6. 8= H A7 H IR O 2 K
80+
ﬁ a0 F
&
F 0| Y o onmmg -3
i —e— EHE RN A ODEROme F T )
20 F
{Eiﬁééﬁﬂmﬂiﬁj&ﬁ.ﬂ$ +10%
] 15 30 45
mih
QOfExDBEHETOEHE
g | AV A BV 0D BE 20mg [ 4k 0 ) 7 i v
KEAZE | B | A — T ) OEHER %) (B #& LL BB IR 8 C OO il % B R (n=12) D HE
G | B | Bl | T HIZM)

WEH RN OFPHZE 2 5 H O 0N
50rpm |pH6.8| 30 87.4 90. 2 89.2 |12 1 fELLFC, =25%D#FHZB X D
H OB,

I
48

(2) BEEEGOEMFHMRSEHEHARTA RS54 VIZEDCGEHRER ™

2RI DA FFRGEERBR T A T A VFEO—HLIEIZ DWW T (CFRk 24

2 H 29 B BEEFAR 0229 5 10 5) | I[ZHE-> TRBRAIT> 72,

AR ITE - AR — GBS T HRBRIE S FViE]) 18X D,
ARBRE B : 900mL
bmiy : 37°C£0.5C

ARSI« [RRBERSOEM PRI FEREBRT A T A4 ) OYE LB
AL, ZHUIZE DA AYILHZ 0D GE 40mg [A— T | O
ZEE, R TORBREIFITBOTIERERA (AL AT v 7§ 40mg)
EHBIL TV D EHE S,
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R RN IRT 2RI

HE R =R %)
AR | B — T IVAT FAELME D) E FL e HE
) | $E 40mg
pH1.2| 15 98.3 93.8 FRERBUFAIZS 15 /RN V-2 85% LA By H | FA{EL
He.52 %0.8 58.8 |15 KUN 120 43RHCE IS B AkBRIELHA| 0 51y
PP 00 87.4 84.9 | MIVAHISRIEEUERLA D = 15%D #ilH =
50rpm 6.8 15 1.7 76.0 15 B U830 45 RSl 381 % kBRI o 14 50l
T 85.8 87.5 Vs R MR UE R oD + 15% 0D i P =
K 15 19.6 17.8 15 K& O 360 47 I 31T 2 5l BR Al (]
360 33.1 24.5 | HIVAER AV HERLF] D + 9% DRI FH i
15 56. 1 64.7 X SEICHB SREGELE| DO |
IOOrpm pH65 153):2();}2\0;7&!%?] iﬂjénﬁ%ﬁ%ﬁjg)q: iﬁﬁ){
120 90.5 85.3 PIVR R AR HERLA D = 15% DT
(n=12)
(B HH B
5 1i%(pH1.2) /50rpm pH6.5/50rpm
100 | /:7 100 }
80 80 |
N g O
5‘2 @
2 0 70T —Oo— AL AL ODEEAOmg [ A — T |
B B —o— L AT o 5EAOmg
2 | —O— FL AP L ODEEAOmg AT | 201
—— L AT 7 §EAO0mg {&%@%&’ﬁﬂ@?i’ﬂiﬁﬂjaﬁi 15%
0 5 1I0 15 0 30 60 90 120
#52i#(pH6.8)/50rpm 7K/50rpm
100 } 100 }
80 } 80 }
S S —O— LAY ODGEAOmE [T )
w 60T w 60T —e— AT 7 5EAOmg
= =
£t ( _ St
7_3'_ —0— AL APV Z L ODEELOmg [ A —/ T | *H*_
i —o— VAT 7 §E40mg i ° o o P *
2 20 }
{%’é*‘#ﬁ'&%ﬁ%ﬁﬁéﬁﬁﬁj%ﬁt 15% {tﬁ‘%*‘%ﬁ'&ﬂﬁ%ﬁﬁéﬁﬁﬂj%ﬁt%
0 10 20 30 40 50 60 0 60 120 180 240 300 360
min min
pH6.5/100rpm
100 f BRI : pH1.2= A AR R 7 HRBRIR O 55 1k
80 pH6.5=7# 7= Mcllvaine DFEEIL
2ol pH6.8= F A J7 Vs BBk D 21
Ex
{‘_E, 10 + —O— L AL E L ODEEAOmG [ A — T | K=H *%%ﬁ%@ﬂ{
‘}%-!\\» —— /L AT v 7 §E40mg
2
{ FE YRR O P R 15%
0 30 60 90 120




10. &% - 8%

(1) FENDELGRSR - B, HNEVEFRGCRSR - DECEHT H1FH

BEARRNA
(2 a%

AV A LA 0D BE 10mgl A— T ] :
AV A YL 0D $E 20mg [ A — T |

AV A YA 0D $E 40mgl A — T |

Q) FRE=
LR
(4) BRB|OME
PTP ‘Gl
PIP:AR Uik =L, 7L 24E
TNIZET 4 VLR
I
VA

RUVx=F L, TIVIAE,

(PTP) 100 & (10 & X 10)
(PTP) 100 & (10 £& X 10)
(X)) 500 8¢

(PTP) 100 % (10 £ X 10)

RI=FLo 7y 74—

Rhv Rz FLy, xR Tr'L

1. AR ShLEME
G RBAA

12. =i
Hrzr L
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V. ARICEY 5IHE

1. EEXIRE
= I [ i

2. BEEXIIFRICBEET HiEE
REINTW W

RERUA=ZE

(1) RERUVAZEOfEHR
WE., RAZIEAV A LZ Y A REFYINELTI10~20mg 2 1 H 1[EFEA
BHT 5, 7k, 1 HS~10mg &G A2 L, Fln, GERIC XV ek
L3, 1 BiRES R 40mg £TET D,

(2) AERUVAZEDRTERE - 1Bl

HER R L

w

N

AERUVAEICEET 3IE
REI LTV

5. EREKATE
(1) BRT—21\vF5r—o
BRI L
(2) ERPRZEEIRIER
MEERR L
() HERIGIFERRER
BRI L
(4) HREEAIERER
1) B MR ER
O® ERERRKRER
AREVEBIMTEIERZE 2 RE LAV AV L2 A RFY I VO _EHER
Pl aRER & 5 Lo R RRBR C 0 DHIEARRE ) & 5 Lo =R (N RRpiEc™ /R 51450
1% 79.8%(364/456 f51) . THIEARE] 25 ERWVEERIT 84. 7%(364/430 Hi)
ThHol,
B, 209 BEBE - PEEOAREESMTEERE 2GR E Lz “HERL
BGRBRIC K T, A AT LE Y A RFY INLVOFRMERHERI N,
EJERNRAIA N ATV Z 2 ARy I v 1 BRI CTRE L., 2 BEUN
ICHBERBEZR L2k, 4~8 B CRRICET D Z ERAMRINL 10 1D,
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PR - HE ML (—20mmHg LA F) K OER# i+ (-10mmHg DA E) &5 723
B, FHIME (~13mmHg LA b)) 23729854, &5 WL FRBRERTH -
T 150/90mmHg A (7272 L. ABEiEFE Tld 140/85mmHg Aii) (ZFe £ L7
)
ST RRE T - IHERA M) (-10mmHg PA ) & OWESES £ (-5mmHg LA ) %7
3%, ®25WIEELIME (-TmmHg P E) 2372 3454
Q@ ERNERKAR (RHAKE)
WRIE - PEEEARRME & IR EE 2 RIC, 12 » AAA AL Z L AR
XV IVEFME S LR, ZE LEBREDENE SN, DHERRE
E TR IE SR 80, 7%(134/166 fi1) . HIERRE] & & £ RV REEEREIX
93. 1% (134/144 f5l) TH 7= ¥,
2) REMRER
ENEIAERER (EHES)
B « WPARREARREME m AR B A RIS, 12 p A VAL Z S AR
XY INEHINT T LEGHS LAXTA T A RRFRBEER 2 0F &5
U7zfE R, R LB RN G DT, vy v AEGEIGEREE O T
EARRE ] A oM =1 85. 0% (17/20 ) . THIEARBE] &5 W EERIX
100. 0% (17/17 §i]) Td o7z, FURAIGFHFETO HHEARGE] & & T RERIT
72.7%(16/22 f5l) . THIEARRE) & EROBEEERIT 100. 0% (16/16 f51]) Toh -
776
RIEHF B IX, B U SEGTRIOF L RE C A RAER 2% 4. 5% (1/22
B . EEARRAAEEE Y 4.5%(1/22 B) . FISRAIDF LR T B MR A
37.0%(10/27 ) . BEIEMAE R 2 25. 9% (7/27 fil) TH-o7-, L7 HMFIE
WKORWERIZ, A0 ZEGAIPFRBERE T H < B2 4.5%(1/22 f51) . F
PRANDEFIERIERE T F U 14. 8% (4/27 i) Th o729,
(5) #BF - HFERHR
® BERNE IR
BHEREREE 2 L MM TEIERE 2R E LAV AL Z Y XA RX Y IL
DOEFRFERTO PHERGE] 5ok E31% 68. 0%(17/25 i) . THIEAHE]
i EIRWRERIL 77.3%(17/22 ) TH o 7=,
BIVE A FS S 1%, AR E R AY 10.0%(3/30 f51) . I R A A i 52 5 23
20.7%(6/29 f5) TH Y | WD L AMMRAERORIEM X, 9HE () . KifE
Fe OMZ 345 3. 3% (1/30 1) Tdr o 72 20,
@ EBRNEMAERER
FIEMIMTERE 2R E LA AL E L A RV I VOEKRART
O PHEARE] 23 T0REESRIT 86.2%(25/29 #1) . THIEARRE] 23 ERWVE
JEHIE 92. 6% (25/27 fl) T - 7=,
BIVE S BB 13, B TEAEIR 23 6. 9% (2/29 f51]) | BRI AR AR A A 5255 3 21. 4% (6/28
B) THY ., RO BN BMEEROBEWERIL, IREK OMRENA 3. 4%(1/29
Bl ThH o7,
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(6) amAEIER
1) ERABERE (—REABREHAE. FELARERE. FARBLERR . RiE
RFERT —FA—RRE. BERTRERABROAR

LR L
2) KBEM & LTRBFEONER AR L 1-BE - HROBE
AP L
M zoft

ENE I +H58% (£ B NZEh)

BOE « PEEARBME S MEEZ RIS, AV APALE A REY ILE 12
WS L. BB T Tl EREC X 5 24 BEI0E B A B2 Bt U722k 8=,
FANAPFEZ L ARV INE 1T B L EERGICBWNT, MEHEBO T
Ty ANMCEEE RIEFT 2L, FERMDEZBEIEKTFIES 272
< 24 BFMIRE LB IEEM 2 "3 2 L3R S 2,
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-t

VI. EFEEICEAS HIER

1. EEZMNICEAESHSILEYMXIZILEYMEE

T FT oo (A SRR LR
& EEO B LAY ORI EE T, BFOETFRIABRTS 2L,

2. KEHER
(1) fEREML - FEREF

FWVAP LY ARV IWIT B RT v THY | AERNTIEERHY TH
HANWAP NG ARSI, T UA T (A XA T (AT Z BRI

BRI L TADORE 2 rICIE L. FERTH D AT OFRIIEM &
M2

(2) EMNZERAMT T HHBRAKE
) 7oA T oo 0 I RBAKERER

FNAFNE O AT ZREETHER Z & b AT\ B EA~O PI-AT KA FHE
THFT L7 & 2 A, S0%PHEFRREE (ICs fH) 1% 1. 3nM Th o7 (invitro), £7-,
FNAF N E ATTHFREALE Y bORHIMEIZIBWN T, ATTIZ X 2 ULHE
FOGZ2H L, 2 OMmEERIZIEMREZ bR CTh o7, 7 v MRS
XIZBNWT, AN APLEZ Y A RFY I VT, BROFEICEIY ATICK D5
JE SR % REGER ] L7z 22,

2) BRIE/EH

O ANAYNVEZ Y A RFYINIROKEICLY, BEELET v M, &
MEARFIET » b, EFMNET v FONRIZEROEETEER 2R L7223, L
W BE 5 272> 72,

@ ANAYNE L ARFY INEEIIEBRBIET v M 24 B KER
AT L&, MEEECDZ LR ZELEREERNEZR L, RKFED
SR BBO HNIenoT-, £z, 14 ARIKEROD&EGH%, RELTH U AN
UL RIFERD ot ¥,

@ AW AP H A EIE B RFEIAE T » MIFAIRNE G725 &R & 1K
Ui U, B BT ORD 0R38D iz, EIX TR L7208, Dk
W22 <. DRI R Lz, 8o T, A A2 o OREEIER

X5 IME OIRICES REMMLERIOBDICL 2D EE LN
2 23)O

@O ANAYNE Y A RFY IVEELERRBIET v M2 20 HEERER
A#ET 5L, MEDOFEE & HIRTEAPEELEOT VT I o HEikED
WD D3RO B AL, BIROFHLAT R OtE R0 b 22,

© FNAFNE L A RFY I VEENERRIIET v MM 8 MMKER D
BT L, MEOTREE L HITLEEOR T L OV IHIRHER O 2358
DB, DEREMEIT S 2 EAMR S Y,
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(3) YEFISEERRSR - IS REER
AR L
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VI. EYEREICET HIER

1. MPREDHERE
(1) BELEDGOLDRE
EUERR L
(2) RRBREBRCTHESIA-OLDRE
1) HEkS

fRE 7R i N B4 AV AL 2 A REY L5 mg, 10mg, 20mgk OF
40mg & ZEEIRFHLEIRE O G- Lo & & A AP v oo iR EITES )
I EH U, 5L 7T~2 2RISR mICE LT, Cud X DAUCIELEE - BITHE W

HmLE®,

FAL L A RFY IVHEERR OGO AV AL o OIRYEIEE T

A—H

B | B (ngjar;L) ;};H;; (E'lf) (ng fAl’llic/ ml)

5mg 6 152+31 1.8+0.4 8. 7+1.2 892+191

10mg 6 277+ 46 1.7+0.5 10.2+1.8 1,576+244

20mg 6 481+117 2.2740. 4 11.0+3.8 2,903+915

40mg 6 1,006+=152 1.7£0.5 10.6£4.7 5,807=*1, 142

SEIME £S. D.

2) RERE

ARKEMEFMFEFEBRFICAALATALZ L A RFHRY I 1 10mg(204]) &
20mg (19441) 214 F . 40mg (10%5)) 27 ARIIER TG LI 2 A, &&EA D
TV AP IVH L DIEPENREFH) N T A —H L, RO LB TH 72220,

el L B R i e
10mg ™V | 20 (i?géé> 2.2+0.8 6.50.9 ib?géﬁf
20mg V|19 (3?268> 2.5+1.1 6.3+0.8 %6?22&?
40mg =2 | 10 16932%5 2.6X1.0 6.01.0 Zbégii?

S S, D.
D 14 HE$eG-. 1E2) 7TH G- 1E3) RS E G itk O R 72)

R 72 B N BPE2THNC AL AP L Z Y A RE Y I L10mg, 20mg}z NM40mg %

LH1ET7HBRER DS L & 2ofmiEf 4 2 Y02 ARE 2Rt Lz
LA, HROPITEFRBIGEL, FRMETIZEAERDONRN 72,
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3) EMFEMRF AR

F AP Z L ODEEAOMg [ A — T | AN AT v 7 GEAOmga, 7 1 A A —
N—VEIZ LD ENENIEE(FT NV AL Z L A RS2V I )L L T40mg)
A B TSR F IR O 4% 5 OK 72 U CARA R OVK CTARA) L C i 41 A
vz EERHY) JBREE 2 RE L, 5 5N 738 EEE R T A — & (AUC, Cua)
(DU TN E HH X [EEIZ THEGFHIEIT 217 o 7o fE 5. 10g (0. 80) ~1og (1. 25) ®
FHHANTH O . WHOEFHFRSNED R S iz,

OK7e LTHRA (A AT > 7 §E40mgl 37K THRAD)

SEENRE X T A —H

AUCOH72 Cmax tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)

FNAYF S 0D

— 35| 8179£2000 11624244 2.34+0.68 | 8.89+2.16
BE 40mg [ A —~F ]

FN AT v T B

A0m 35| 812611627 1044%182 | 2.46%0.78 | 8.98+3. 17
g

CE¥fE+S.D. )

(ng/mL)
1600

1400

%IEDD

tt
::(]‘IDDD

== LA LA OD R4 0ng 7 7
—— AT MEEdng
FEHHE+ 5.D., 1=35

B
2 200

= - - >
0 12 24 48 T2(hr)
e e

mEERAILAYILE VEEDOHTE
HAEF RN ONT AUC, Coay =D /RT A —H (%, WEBRE OBIN, ik DOEREL
B - BRI ORI L > TR D ATREMENRH 5,
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@K THRH
YRR N T A —H

AUC0—>72 CmaX thax tise
(ng-hr/mL) (ng/mL) (hr) (hr)

FIVAYHE L 0D

— | 20| 8081*1653 1155+333 | 2.15%£0.75 |10.39%3. 83
BE 40mg [A—7 |

VAT oy T
AMAT T FE g0 | 795241567 | 10925260 | 2. 150,67 | 10, 403, 24

40mg
CEHfE+S.D.)
(nz/mL)
1R00
1400
mwm— .
ik == AL L ODER40ng 7 — 17
et (ooa | —— AT FiEdlng
7 EHIE £ 5.0, n=20
I
iam
0 600
E
ol
w200
E
o - o
0 12 24 43 72 (hr)
PR |
MmEEFAILAYILE VEEDHT
M A F R BENE TNT AUC, Coax ZED/XT A — KX, #RERE ORI DOEREL
E1% » RS OB L » TR LA REERD 5,
(3) hEE
MR L

4) BE - ftREDOEE

) BEOXE
fEBEZR R AN BME 12 Bl ANV AL Z Y A RF Y 3L 20mg % 22fEms, (KHE
W EHBEL 30 73 & D WX AENTAEE 30 pRICHERO#KE L&, £
NZENDF N AT IVE D Coae S OVAUC IZITIE & A EFEIT R  BEORET
BO BN,

2) GtHREDEE

VI Ze4tE (A EorEs%) (B3 2HE 7. MHAEH) 0mESR
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2. EYEERIYNS A4S

(1) FRtTAA
EER R L

(2) WUEEEH
EEE R L

(3) HEREEEHR ™

BERERR A 7 H Al 5

Chs 40mg (n=35) [/K72 L]

40mg (n=20) [7k&H v ]

Kel (/hr) 0.0817=0. 0162

0.0738%0. 0209

4 2IVF732R
ZHER R L

6) mAHE
AZUER R L

(6) ZDfth
BRI L

3. B&H (REaL—Yav) @i
(1) FRAE

B - L A
(2) INTA—FEHER

M ER L
4. RN

RAFTALTEYT 4

TR 72 RN 24 BN ANV A YV Z o X RF Y )L 20mg & 22 I IR BLEIRE H 4%
I3 A VAPV Z 16 2mg ZERIRIICHEIER G- L, #E A4 AT~ T

CE#E+S. D.)

F RO EER . 25.6% Tl o7m 0 ME AT —X).

5. 9
(1) - BE P9 @@
BRI L
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(2) mi%x-RaAEEAPTAETE
CHHRLTWA ZEDNHR SN T T O AT L BRI ER UL T Y
FT v MR EETAIZERA L, B - R~ (B AL, HE -
Jifi « BOERAE, L) BB LB EHE S Tng 2% (TVIL
TR EOEES) ICET2HE 6. FFEOERE AT HEEICHETD
HE WAHEEEZAT 28] OHBHR)
s EERE R ORI DT AT L MR BRI LT AT v
O UEWIERILER A B S BE TEKRE, BRI - AR O,
PrAEROKME, BRe, @AY v AME, BEEORRE K OEKEDIE
28D EHEH SN D ko, BHEBIOLE, HOBMRARERH B D
Nt oRERH L, (VL Zetk(EEH EoFEES) ICET2HE 6. 5 &
DOEFAEATHEFICET2EE 6) il OEHEBM)
Q) A ~DBITH
HEERR L
<HE>
IR (Z >~ 1) O bmg/kg/ H THHH~DOBATHRD LIV TW D, B EE (Z
> NERER R O LI 0% 5) @ 200mg/ke/ H THAENICB RALEZ£E 5 BT
K OMKE A 23, 8mg/kg/ H T HIAE WIS A HIININH M O 55 b D B IE AN ZR
LTV D, (VI ZetE(EH EodEES) ICET2HE 6. FEOERE AT
LBFICETEE (6) AR OHSH)
4) BERA~DBBITHE
EEERR L
(5) TR~ DFEITHE
M ER e L
(6) MPFPEAFKEEE
mFEEBHEEE BV ERZE)
FNAFILE L OMIEREABERIL I%E Em< . FIZTALT IV DILT 7 v
YA MIHERT D (invitros, IAV7 7 U o EOEHRBRTULT 71U ok
WEhREIZ RN 70 < MR RSB A T S 2o 72 3 D GEANT — %),

6. X

(1) HRHEDGL B MR S
ANAYZ A REY IVE EAEGR TSGR RSO S
BWTT AT 7 —BIZ X DMK T AEHERED O AV A v 5 ARG
SND, MIEFINIA N AN o DBDFED BiL, € OMONHIIFIE L 72
W, B MFIZmY =LAz, F b7 m—2A P450 SrFFE 7 FFE (1A1&2, 246,
2C19, 2C8&9, 2D6, 2E1, 3A4) DIEMEIZDOWNT, AN AV AKX A K HAFERE
BEfLic e 2A, BRHETHRE SN METRE TIIWT o FEbIFELE A
EHE LARhote, £, b MEERIFMAZICC, AAAS L2 ARy IV
2L 5F b7 m— 2 P450 OFFEITFRD HiLien-72 ™ (in vitro).
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(2) RBI“EAET HEFR CYPF) OHnFiE FEER

VL. SEPEeIc B9 2 HE 6. R (1) IREHBAL L OIS ) DS
Q) MEBEENROERERVEDES

Y E R L
4) REDOFEOERERVEN L, FHELR

VL. SEpEaeIc B9 2 HE 6. G (1) IREHDAL KL OIS ) DS

7. BEt
KEREAR A BHEIC 10 AL AL B A K%Y L 20mg % HEIRE O LT
&2 A, G LT RBURRED 12. 6% (240 BRI % C) 23RS, 77. 2% (312 FER 4
OB EPICHRE ST P GMEAT — %),
BEREZR N B 24 Bl AV A L2 A R Y )L Bmg, 10mg, 20mg J2 UF 40mg
EMERFHERR O Lo & &, 5 48 B E CIZRTICA NV A&
11. 6~14. 6%RE S 7z 29,

8. FIUARKR—AE—IZEHT BIEHR
MR L

9. BNFICLBBRER
BRI L

10. HEDERZ2FIHESE

(1) BREEESEE
R 7ol N B 8 1 & | R EERERE B 26 B 2 EHAEEE B 8~9 B9 3 BEIZH
F7aE 34 Blicxt L, AV AP ALZ Y ARXFYI010mg &2 1 H 1817 HEE
BOfkGL-eEx0 7 HHOEFRRREIZHIT DR AL 2L % 0 AUC DL
ML, BHSRBIE 2 & i U, AL, P R OVEEB#EREEE T
TNENL.614F, 1.81%, 2.8(5TH-o7= P WEAT—%), [9.2.1 5]

(2) FTHEEESEE
B8 Ny OV S B AT RE P B R 12 IS A L AL Z v A RF Y 20 10mg 222
MERFHERE OG- Lz & & PR ER & & ik L CliEp A v A1 % oo
AUCIFZN TN L 1%, LTRETH-72 D GHEAT—4%), [9.3 5]

Q) =EE
TR 72 e (65 kLA )6 BllCA VAT L Z v A REY I )L 10mg & H[ERE D
5 U AR IE g & AL A YL H D AUC DRI 2 e L= & 2 A,
LA LETRBD NPT,
Fiz, EEnE I EEEE (75 Ll B) 17T flcA v A L Z A RE%Y 3L 10mg
Z1H 10 14 BFEKEROKBRELZEZ A, EEIMBEICHE L AUC O %[
PIEA 1.4 @z s L=y, EREITg e A LR N -o7z 2 GE A
T—H),
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11.

Z Ot
AR L
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2.

3.

Tl (ERLOEESF) (CEY HEHE

. BERAREZFDER

BRE STV

BRABRLEDER

2. 2% (ROBHIZIIEES LB &)

2.1 RHNI DA% LioE OREERED & 5 B

2.2 Wb ST LT D ATREE D & 2 2ok [9. 5 S ]

2.3 TV AX LY IR G RORERFES (272 L, MORFERREEZIT> T
LaBMEDO =z b —RnE L RROEEZFRL) [10. 1 28]

SHEER ISR ICEET BB L T NER
BREIN TR

4. BERUVHE=ICEET S EEETDER

BRE STV

5. EELEARMIE L ZTDER

8. EELEXRMIE

8.1 KAl GLT AT v NZREEIAR G PICEERIFRERERD O
bl ORERH L DT, F¥EREZ T 272 EBEE 010475 2 &,
[11. 1.5 B]

8.2 FIliAl 24 FERITEE G- Lo W2 ENLEFE L, T odT v vy N2 FREHA
BEFROBREIL. R OFHRTIc L= -7 o U T o v o ROEEIERIC &
LHEER MR T 28 Z RN H 5.,

8.3 BRIEEFHICE S D FE N, S5 2ZNHLbNDIZENHDHOT, EIHEE. B
B OIS fEIR 2 F O M A B ET S BRICITEE S5 2 &,

6. RENEREHIHEEHICHT IR

(1) BHHE - BEBRFOHLEE

9.1 BHHE - BIEEBEFDHDHESE

9. LT EAMRESIRREDOH S EEXIABETEIRREDH S EE
B BT 2B S Hilrsh o e 2kE . EHIRET 5 2 &, BlfiEo
AR ERIR SIEDR TIZ LY RICEREZ B LS E 2B TN D 5,
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9.1 B - MEEFOHLEE

9.1.28A ) D LMEDEE
R ER e G LT ez, T2 L, U Y UL
MEEAEESE LB ENDNH D,
£z, BHRERE. 22 b — A RROFERPFEICL Y MIEH U v LED <
BRYRLTVEE TR, MEN Y v MEICEET D Z L,

9.1.3NMEREEZENH D EE
WEORENMMLFAAEZEE L, WERLZELSEIBThRH 5,

9. LABELRIERETDEE
BHENORG 2B L, HET L5813 MR4ITITI 2 L, —itEoadeim
JERTZEZIREhRH D, [11.1.4 ZH]]

9.2 1EELEHEREE MEFEI/LT7F=UE3 Ong/d L) DHLHEE
INHOREZIGRE LA O 2 e 5 AR RUER 350 L T
W, BRREEZE(LSELI BTN H D, [16.6.1 K]

9.2. 2 MEBHHPDEE
BHENOREGZEM L, ETLIHEI3 R4 ITITO 2 &, —@tEoREam
ERTEZEZ SRR H D, [11. 1.4 ZH]]

Q) FFirElEEEE

9. 3T REIEE £ E
R BE Y 3 RS B O TR RERE SE BB (Child-Pugh H¥E A 27 : 5~9) TAI/L A YL X
COIMBEFIEEN FHT 52D HRESN TS, [16.6.2 ]

4) £ERRERT 5%

9.4 4MEEEEHT HHE
9. 4. 1 038RT HalREM D H H &M
FIRLTWADZ EN R EINT T v VF T v VB REERILER LT v
AT o NZREETAIZER L, BT - iAERA~ORE (R4, JHE -
Jifi B ORARE, FEI-%) RNZBD LA FIRERE SN TVND 29,
AR OEFASL S RBEEOF S S B [E L CARIR G OBV A EE IR
FHL. B EORSUENGERMEZ BRI L EN5/ICOREET 52
Eo Flo, BEPRLERGAIIROFEFHICEET S &, [9.5 ]
(1) AAFEGBAMEANIEIRE L CWARWE & 2GR+ 5 2 &, ARG S, I
PR L TWRWZ & 2 EMIICHER T2 2 &0 &G HRITEERI A L2356
WX, BEbicEG542hibd52 L,
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9.4 H£IEREEHT oFE
9. 4 11TIRY HFIREE D H D&t
(2) WOFHIZHOWT, AAMBREGRBIHICEEICHAT 2 &, £, &E5T
HLEITS TRt 5 Z &,
C HEIRTICAK ZE LI a. R - HERICR B E KIET U A7 R
boHZ L,
< ERDVHEIA L2 3B DN D A 1T, ONITHY EITHRT D Z &,
c IR ZEET D580, HYEICHERT L2 L,

(5) 4xi&

9.5 HE4H
WA SATAENRE LTV D ATREME D & 5 M3 G- Lian 2 &, 5 IT AR IR 23 H)
HLEEAICE, Ebicgbsdibd5 2 L, ERTFHROKRYICT V4T v
VUM ZREERRI LT v T o BB EILER A RS SR TF
ABAE, BRI - BrAEROEE, FHAEROKME, BAE, &b Y v LAMiE, 58
FHOERA KL OFEABDIEIZ L 5 & HER S 2 UL O FffE, SHES O,
DR EENH SN~ L DWENH D, [2.2, 9.4.1 BWR]

(6) RELI%

9.6 RE.I%
AL EREE LW, BB (T » ) O bmg/keg/ H THIT T ~DBATHEE
HOENTW D, BFEER (T v NEEY K ORI O #&5) O 200mg/kg/ H THA
VIR Rk 2 O LT R OMRERIAD 2, 8mg/ke/ H CHAENIT A EBEINENHI K O
BRI DIEIEDRFERD 5TV D,

(N MNRF

9.7 /NRZ%
INREE 2 xS b U TR RRREBR I T2 L CTuh ey,

(8) =g

9.8 HinE
PllgEZET L, EERICERGTHZ L, RICEBEOREETHE LI RANE S
NTW5D, MEEZEENEZ 2BENM0H D,
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7. HEEHR

(1) BtHRZEEEZTDEH
10.1 tRZR (BFRLGEWLI &)
FHNL E BRIRIEIR - 518 715 B - fabRIk -
TUAF VLTV | EBOEMIM AT, BB L= -7 VAT v R
TR . @ U v A E K | BEE R S 105 ATREME

(2)

(BERIBEITHERT S
Bf. 212, foBE
BEEZT-> CTH BT
Doy bar—LRELL
AROBELERLS, )
(2.3 &[]

MM ED U 2 7 B
LI TWD,

N5,

HAZE L EDEH

10. 26 (BFRISEET S &)

A4 5

HRPRIEAR - FEIE T 1A

BEFF - fEBRIA+

71V 7 BERFHEF PR A
Avw /77
FUT AT L

71V 7 NS A
WAL U o L5

MIEH U v MMED EF7F
LTENDHD,

KK OT VR ATF T 45w
FIERAICE D B Y o LR 1E
MR T 2820 RH 5,
fERIA -« BHREEZEOH 5
B

FI IR B A —IEMEO SR MR T | FIREEEACIRFE 2= T
=5 AN NN EERITBENES D, | DEFITIT L = 6N TuE
N ZanAF7 Y RIEHE»ORE Z G LTWDHRENE L, KAIN
& L., METLILEITHRA [ BHLOT U,

[11.1.4 &HE] 21795 2 &,

U F 7 L ELA| UTF o LFREHENEZ DB |HELREFII AR TH D03,
IREEY F 7 A ENDH D, FTRI LA FTUAREITYF

VLA T DOITFE ERET D
Enbii TV b7z, RN
T hU U AR A RS H 2
tickviEzr EtEZBN
D

TV AF LT )VERE

EHREREE., AU UL
IAE K OMEG I 2 S = 9
BEhRH 5,

eGFR 7% 60mL/min/1. 73m?
R DBHEEREEFEDOH 5
BE~DODTIVAFL T
~ VIR E OfFHIZ O
TiE, B ER D2 E2R
W& SN DS A E R
TWET D &,

V=Tt T v F
PR S 98 = 40 5 AT RENE
N5,
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el

10. 268 (BFRICEETH L)

AN 4, 5 BERIELR - HEE 1A R - fabRIK 1
TV T v AR | B RERREE, SV U A L= T U T v h
TR EA HPE K OMEC I E 2 2 = 3 | FLEVEH 23 B 50 & 5 mlREdE:

BENAWHRDH D, NH D,
FEATa A FHEMRER |FREERNETET 8% |FEAT v A4 R HE %8R A
il nndH 5, X, MEIEEREZ /5
OAX TS5 DA RRLE
TERC X 0, RAIOREEER
IS DA RRMEND B,
B RSB ST LARBE | TR E ST OE R
nndH 5, EERICI Y, B MK
T4 27-btEZHN5,
8. ElEA
11. 3R

WORIERNH bbb Z ENHDHDOT, BILE 21247V, BENRO LN
TG Zhikd 5 7 Pl e vE 21T ) 2

&o

(1) EXLGEMEREDHEIR

11.1.1

11.1.
11.1.

11.1.5

11.1.6
11.1.7

11.1.8

1.1 EXGEMER

I & FE HEA)
B, AR, WEE, FOMEREMERE LTHEDONDZ LD D,

2 BARE (HERY)
3 BAh Y LMmE BEEA)
11.1.4

Lawy BEARH) ., KL BREUHEEK EEAR)

WG, EM:, BRI RSN D S oA, EBICHEY R LEEITY 2
Lo [9.1.4, 9.2.2, 10.2 ]

FFHRERES (HEEAHT) . BB (A

AST, ALT, v-GTP EHZEDOIFERERENH LDONDLZ LN D, [8.1 2]
/iR A (BEEARB)

1K I 4 (BN BA)

Wi, ZEE, miT, FoREA, £PET, i, EREEERH LD
NS a TGP L, @URAELZITO Z &, BERFEERFOBET
bobhT U,

TE R AR RAARAE (B AH)

TR, B, CK Bo, AR R I A7 m v B AR E T DR
ARIEDN S S oD Z ENHDHDOT, 2O X H RGAICITEbICHE S %4
1B, @UREEZITH Z &,
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1.1 EXLEMEA
11.1.9 7+ 74 35F>— BHERH)
ZOFERL, BEFAR. MER T, FFRIREEENERE LTH DD Z &7
B, TFI74 7% —2av @8I LTE0RELH D,
11.1.10 EE O T #1 (HEA)
EW&EGICEY KEBDZE BEOTHNS bbND 2 ERH 5, AR
WL B EZFEEED RO N E OWRERDH 5,
11111 B MR 26 (BB
FEEN Wk, PR PRIEE, O X MR E AL O MEMEMR NS bbid Z &
MWHDHOT, ZOXIRGAEICIFEGEEHIEL, BIBEERLVE CHOEE
EOWE B EZTTO &

(2) ZDHbDEIER

9.

11.2 ZofhoEIER

1~ B 1% I FE S
3 O %95 Z 5 ¥
FRIMERERD . ~F 27 | [ EREC RN . /s | % i
ke 2V, o~ k2| BRSO
U B
HEV, THL b4, | FRH. EER, RS
Az &
R | DL e
A T, WG - g
AL A Hig. Nk, B
Rk, R
DFEME . B, 1T
PA fEDD
a5 N
Wl ALT J:%\EAST J:;E ALP E &
v —GTP k& . LDH F&-.
BUN |5 myE 7 v 7 F = |HE
W PR B LR REABE.
R T S B
CK F&H-. CRP EH.. b+ |&HEER., %k . B R (i
Y7 Y%y RES, A NI = - DN
WHU YA R R Mg B R e B L A
D 5 X
oM g . BOR. E
LU, SRR R
JES

RKIRERRICRIFTEE

AR L

i

1

B
\
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10. @E

WE

E
BRI L

. BRLEDOEE

14, BRALEDIE
14.1 RFARBEDIEE

KN Z A SRS R RA I A Z v b A LR R A L —L,
LIRS ENF FICTRIE LT A . A MRV VIERBERIAI I AL »
N A VB RIBIENEAT HZ DR DHO T, —alfbiThET 5 Z &,
14.2 FERIZFBEOEE
14.2.1 PTP AEEDIEFNIPTP > — R DY U TR 2 L 9 5855 2 &, PTP
U— FOFRERIZ LY | WGLA A RERBE~FIA L, BiZZFrs
L CHEMRIAREDOEERGIHEZ IR T2 220 H D,
14.2.2 AANTED LICOW®THERZIRE S5 ERET 5720, K72 LTIRAH
RBThd, £z, KTIRHTLHZ L TX S,
14.2.3 AANTE-FEORETIL, K LTRAIERN &,

12. ZOMDEE

(1) BSBREERICES < 154
DR L

(2) FEEARABRIZES < 155
AR L
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X. FERPREBRICBEI HIHE

1. EEHER
(1) ZEhFEEHER

( TVI. I 2EE | &)

() REMFEHR
AR L
(3) TOIROEERR
AP L

2. AR
(1) EEE5EMHR
MU ERR L
(2) RERGEHHAR
MER R L
Q) Ef=ERER
HUEERR L
4) BNARMRER
ZEER R L
(5) ERERESMRAR
HUEERR L
(6) RRTHIB AR
M ER R L
() ZothoHksk
EUERR L

_34_



BEMNFIEICHY SEE

. REIX 5

B K| AN RAPAZ 0D EE 1Omg (A — T | ALEEEIE LT
FIVAYILH L 0D BE 20mg [A— T ] WLFEEEL T
FIAYILH 0D BE 4A0mg [A— T | ALJFEEE SR
F) EE-IEEOMFEICLVERTHZ L

BREKRS - ANAPILE Y A RFY I Y LA

. BREARE
3

. BERETOITE
IR PRAF

. BRWEDEE

20. kL EDEE
BRER TR AR T TR 2 2 &,

. BERTEM

- BERMERLTAR CAD
- KTHoOLEY : Y

- BREMEEZE A

(AN A GE/OD §E TA—T | S 2 KIEOBRE S A~ (RIR
H TR S AR — A~ — (https://www. ohara—ch. co. jp) |Z#5#)

. B—S - FE3hE
[Fl—p% 038 © AV A5 w7 0D 8E 5mg. 10mg. 20mg. 40mg
[ #h 3. 7T o TR IR

HTHNE L v LFREF aFAE Y T A SIS

V. TSI E L ANV E S TNV E

. EffEAEEAR

2002 4F 4 H 25 H
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8. WERTAIBFABRVEARES, EMALNHEAR, REMBEAE

$E 40mg A — 7 |

- TR o ML | e
E}i/h% ﬁiﬂ A g(wu\%ﬁ ﬂiﬂ H f'iﬂ A
ANATIT L D o184 9 A 15 B | 23000AMX00211000 2018 45 6 A 15 H |2018 4F 6 A 15 H
BE 10mgl A— T |
AATT L D o186 9 A 15 B | 23000AMX00212000 2018 45 6 A 15 H |2018 4F 6 A 15 H
BE 20mgl A — T |
ANATT L D o186 9 A 15 B | 23000AMX00213000 2018 45 6 A 15 H |2018 4F 6 A 15 H

. MEERITTER B,
LN

RERVHAEZREENFOFEABRUVZOAR

10. BEERR BMMEBERARERABRUZTORNE
Y L7
1. BEEHM
Y L0
12, EHRERICEYT S1FHK
AANIIEAETBREOED 2 THRFEIMIC ERAER T O T D EHRGR] IS%4
L7auy,
13. £@a—F
A JEAE GBS | Lt T R A
7 HOT9
o IR = — R VAT Aha— R
AV A LB 0D §E 10mgl A —~F || 126203201 2149044F5127 622620301
AN A H 0D §E 20mgl A — T || 126204901 2149044F6123 622620401
AV A YL B 0D BE40mg I A —2~T || 126205601 2149044F7014 622620501

14, RIRIEHLDIEE

AANIORBG2IRE L OB REIEEL TH 5,
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XI.

1.

SCHR

5| FSCRR

1)
2)
3)
4)
5)
6)
7)
8)
9)
10)

11)
12)
13)
14)
15)
16)
17)

18)

19)

20)

21)

22)

23)
24)

KIFER G T3ERRASAE ARNER - IR 5Bk (0D B 10mg) (2017 4F)
RIFHE G TS AENEEE : i 55 (0D B 20mg) (2017 4F)
RIFHESL TS fENEEE - IE B (0D £ 40mg) (2017 4F)
KIFEE S TR S +hNERE - WP 5Bk (0D 8 10mg) (2018 4F)
RIFHE S TRt LR - WP 3R (0D $E 20mg) (2018 4F)
RIFHES THEMRA S +hNERE w7 I U8R (0D 8 40mg) (2018 4F)
RIFES S TR S HNER : & WO/ 73R (0D £ 10mg) (2019 4F)
RIFHE S TR #ENEE - & WOk 730 (0D € 20mg) (2019 4F)
RIFEHE G TR NER & WOk 78R (0D §E 40mg) (2019 4F)
RIFHE G MRS AENEBE: 5 B % 0 %8 MR (0D §E 10mg) (2017
)

RIFHE S TRt FRNERE: 4 1 # o 22 7 P 3B (0D 88 20mg) (2017
)

RIFHEG TERASH +hNE R 5 E# o 22 E PERUBR (0D 82 40mg) (2017
)

RIS TR S &R 3 H 35 (0D 8 10mg) (2017 4F)
KIFES TS A& 38 H 3B (0D $E 20mg) (2017 4F)
AP F1E 2> - Hr 3 L ERER. 2018 5 34(4) @ 273-290

FEMT DR (T AT v 78 : 2004 4£ 1 H 29 AAR, HEEE
B2 2.7.3.3, 2.7.6)

BE - PEEAREBEESMTEEZIRE Lo Lo oy MR (v
AT v 7 HE 200441 A 29 HAGRR, WMGEERMEE 2.7.6)
EMEGEORNECE VAT v 76 0 2004 4F 1 A 29 BAGR, HGEE
BHEEE 2.7.3.5)
AEMEMEBREELNRE LA 7 AEHFIE A4 74 FEFA
JRIEDFFA B GRER (A AT » 7§ 0 2004 £ 1 A 29 HEGR., HiEE
BIEZE 2.7.6)

BEHERESELZ o mMERERETZ G L LEFNHERAR (AL AT v
7 HE 2 20044 1 H 29 HARR., HiEERHEE 2.7.6)

FE ) MLENE 256 G & U2 BB MARRRER (AL A 7 > 7 §E : 2004 42 1 H 29 H7K
W, HEEE RS 2. 7. 6)

BRIE - EE AR REME R L EAE AR 2t R & U722 MAHRRER (F v A 7 > 7 B
2004 4F 1 H 29 A&, HEEEBMIZE 2.7.6)

/N2 1E Dy - = EBFSET AR 2003 5 55 ¢ 1-91

BB R T AER (v AT v 7 B8 £ 2004 45 1 H 29 HKR, HiEEEHEE
2.6.1.3)
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25)
26)

27)

28)
29)
30)
31)

32)
33)
34)

35)

36)
37)
38)

39)
40)
41)
42)
43)
44)
45)
46)
47)

P22 auEh - EEESK 2003 5 19(10) @ 1131-1142

BRIE - EEARENE S iR At R & LTSRN AR & R IE MR O BIfR OB
(AN AT v 7 8E 2004 4F 1 H 29 HAAZR, HEEEYEEL 2.7.6)

AHEME i L TEIE B 2 )t & LTz 40mg BEG-RE O IEMBNRE DRRES (AL A T >
7 8% 2004 4F 1 A 29 HZARE. HFEERHMEZEL 2.7.6)

P22 E s - BEEESK 2003 5 19(10) : 1143-1156

P23 - BRPEESK 2003 5 19(11) : 1283-1295

KIFHE G TR S AR A2 [R5 PERRER (0D B 40mg) (2017 4F)
NAFTRAZEY T 0 RBR (VAT > 7 8E 2004 4F 1 A 29 HAR., Hih
ERMERE 2.7.1.2)

P B E 2 - JEEMIES 2017 5 47 : 1353-1355

PERERAME D« IR S ER W AR S MERE 2021 ; 29 @ 49-54
EAMAS VAT v 78 2004 /£ 1 H 29 HAR, HiEEEHTE
2.6.2.4)

INT7 7 UV EDOMAEERCENVAT v 7 §E:2004 4F 1 H 29 H KGR,
HEh EBHEE 2. 7. 6)

R (A AT > 7 BE:2004 4 1 H 29 HIKFE ., HAE & BHEEE 2. 6. 2.5)
BN E BARSER R E 2021 ; C-1265

B D& G IZB T 2B O (VAT v 7§ 2004 4 1 H
29 HARR, HIFEERHMIE 2.7.6)

von Bergmann K, et al. : J Hypertens. 2001 ; 19(S1) : S33-S40
Ml E s BARESE 2003 ; 19(11) @ 1297-1306
RIFHE S TR S A& R et o 22 e MR (0D £ 10mg) (2018 4F)
RIFHE S TR #hNE R etk o 22 i MERER (0D £ 20mg) (2018 4F)
RIFHE S TR #hNERE etk o 22 & PERER (0D S 40mg) (2018 4F)
RIFH G TS AENE R - @i

RIFHE S TR AR - R mE P EaER (0D 5 20mg) (2018 4)
RIFHS THEMRASH hNER - R miE MR (0D £ 40mg) (2018 47)
RIFHE S TR #hNER - Bl G Z8{bakER (0D 82 20mg) (2017 4F)

M ER (0D £ 10mg) (2018 4F)
T

~
~

2. ZOMOSEXH
BB L
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XI.3EZEH

1. EHENETORTRKR
ARFNTIESS TITFETE S AL TR,
M, AVAFLE L ARERY IAMHEIE LR ClREE STV D,
(2024 4F 3 AW 5)

2. BB SBRKXIEER
RN
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XI. &

1. FAF - REXZIRICIEL CERKHIEZT5I1CH-> TOSEER
AEOEHRICET 2R  REICIIAGEEZ 2 TV W EICBET 2 WA E £ 5,
R GIEENHEL L T RVWHARLEENTEY . H<ETHLRIEIN TV LRER S
ETHRONIEREZERE LTRRLTWD, EREEENERER 2R+ 25 LT
DBEFERTHY . MTHEOFEEZRT O TR,
(PEff AR AL« TP F 3R D BRI AR NI T 2 A R T A B35 QA
IZOWT (2D 3) ) STt 9 H 6 BAEASEE EHK - ATRAAEREREE - HEE
XF SRR

(1) g~

Btedt 2 0847 U, ZEMEsBR (MR, W RER (BigmE) . R, E8) 217

27,
1) AN AP Z 0D §E 10mg [A—T ] 4D
ARBR ST (EES
HE G ) T 7R
250C\ 60%RH\ 1 7‘JH GL‘E% . Eﬁm) kE#%#@E%DH(%E%W)O %@ﬂﬂbik
b7z L,
PAers ). ZiN
250C\ 60%RH\ 3 ﬁﬂ G@% . Eﬁm) *E#%#@gi%ljju(ﬁ*§%)o %O)ﬂﬁbi&
b7 L,
f\%ﬁﬁ%% 120 73‘ 1X . hI‘ (250C‘ GO%RH) (Eﬁf&) iﬁ%%*@gi%bu (ﬁ%m)o %mﬂﬁbilﬁ
b7z L,
2) AW AP LZ 0D EE 20mg, 40mg [A—/ T | 4243
N ES I (RES
5 4 " s
250C\ 60%RH\ 3 ﬁﬂ (E% . Bﬁﬁ&) i:ﬁ\f%&f@giabu(%ﬁ%m)o %@ﬂﬁlix
b7 L,
KE% )iy IR
AR R 120 77 1x + hr(25°C. 60%RH) (BRA%) fﬁi?ﬁﬁgm(ﬁ%m" TR
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(2) FiE - BAMRURERETF 21— J O&EBEE %

BRI

R B A R

TAARY—DERA N ERERYD . T 4 AR —RICEE 1 882 AT

PA R ERL, T 4 A —I1TK 55 COIRG 20nl 2 WEY | FenZEEa L
S BRIE T D, 5 DHBICT 4 AUV —%&TC 90 B 15 fEERE L, FE-

Lr+(%30>4jc EABIRT 5, b BRICHELZRWGE. S HIT5 oMiE#%., FEO#

TEZAT 5, 10 ZriE L CHAE -l L2V E, §ifld a—7 ¢ U 7iEL C

MH T 4 AR —IZ AN CTRBEDEIEZATV, HiEE - B OREBZBIET 5,

BERIGIEN )

AR TR O NI BIRZ . 7 A4 AN —IZRVERY | RETF 2—T7 D

FEAGG LY 2~3mL/@0)i$ﬁ?f‘“7£7\Té Fa—71IRy FEOBEFEEHEEL, K

I AR D 3 530D 2 Z /KT L, Al GEASR) &2 30em D SIZkEy L, F=

—7 (A X ;8 7L F) oimimttEBET D,

B, 8 TLUFOFa—T @B LRVEAIE. 18 7L FDOFa—TEHAN

TR @AM 22T 5,

FV AP Z 0D BE 10mg, 20mg, 40mg [F— T |

BRI 5 A R v AR e P R HE

SBREEE | 5 4y LAPT S - I LT Zi? ®7VePIEl |
L) o
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2. FDDBEEE
FILAHILE 0D 8 20mg TAH—/\S5 ] BBELTILER Y

(1)

(2)

B8

A& DO—LIRFICE AN TRIND 3 dn HOFAZ RO, BA 2 a2 Ehi

L7,
EKERAE
1) &5

WRERBIFI D AL AL 2 2 0D $E 20mg [A— T ) 1%, 1 EETITA NV AL Z
A RF Y I)020mg 2507 HHBOFREE(DFENRESE) TH 5, BLEHEA & L
TIEARAE —EERFICE AN PRI DA, A MR I CERBESE R O £
AH B AUVERIEEED 2 B A RIR Lz, (3R 1)

#z 1 BLA A

— x4 MR 5E4 B - HIE e
FNAYPNE | FARAPFILZ L 0D BE | - BIRA D OFEEE K
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