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) SEEE VS HH 3 (%)
AR IR A . —a—nH KRS D) i L UE HE
Gy | = $€ 50mg
g |80 202 19.4 |60 08 120 HIMICHUBRBIAOFT | oo
1120 40.0 45.1 | PIVEHERAME HERLA] 0 + 9% HIPH =
s |13 | 666 57.3 |13 KOS 30 HMICHISREBRADE | 0
. i Y 96. 8 85.5 | HIAHRAEMERA O = 15%0FE |
50rpm
eg |10 | 865 52.3 |10 KOS 30 SMICHIBRBBRADE | 0
. 30 98. 6 90.9 YA SR AR YRR D+ 15% D i B i
7J( 10 60 0 57 8 10 &U\ 30 %Faﬁﬁzﬁaiéﬁ;%@ﬁ”@qz *E{H
30 99. 3 91.7 | WIEHRSEERA O = 15%0FE |
é\w Up<[N AN :\/i)i o> IR . .
100rpm | pH5.0 | 15 98. 8 97 5 E?ﬁ;ﬁz%m 15 43 NS = 5% LA R il
(n=12)
(B ()
5 1iE(pH1.2)/50rpm pH5.0/50rpm
100 100 -3
—0— YL H U KEESOmg [ A — T |
80 | —— — o — X EE50mg 80
g‘\; 01 {&&;ﬁ”@?w{@ﬁqﬁi% ;&: 01 —0— L 2K EEROmg [ A — /T
ok ok = —nZEE50m,
%’g 0 b g 0 b —r B BE g
B B
20 | 20 | o5
[ [
0 30 60 90 120 0 30 60 90 120 150 180
min min
#521%(pH6.8)/50rpm 7K/50rpm
100 100
80 | 80 |
e “1 —O— L ZUKEEROmg 14— T | # o1 == IS KEEOmE [ A=/ T |
@ —— X5 0mg @ —— — 2 — X FES0mg
S0  07r
2 t {mmmmormss i 20 } S spiitisk = 150
0 1I5 so 45 6IO 0 1I5 50 45 6IO
) pH5.0/100rpm
100 *——r—e BRI . pH1.2= B AR 5 R HRERIE O3 1K
80 pH5.0=7 7= Mcllvaine DFEEHR
S e PH6.8= FI A 53 J7 Vi HH BB D 2 21
o —o— L AU KEESOmg [ A — T
§ 10 —— == 0mg k= A ARFE R 5 RS Rk
B
20
0 30 60 90 120 150 180

12 -




3) mY LA K EE 100mg [A— T |

£ RHEENCRT D HEBE

) ISR HA =R (%)
RS IR A . —a—nH FAIME D) E F e HE
Gy | = $E 100mg
pH1.2 60 12.2 12.3 60 J ON 120 43 BN 31T Bk BR A o0 3 DL
1120 25.3 30.3 | POVAHIERANE HERLKI D = 9% D il =
H5.0 10 37.6 35.7 10 KON 45 Sy Rz BT 25 BRRHA 0 - il
50rpm PP s 100. 4 87.6 PvA AR DEHERLK D + 15%0%F |
pH6.8 £, B9%k : 50. 3 £, B Ol 42 B E JafEl
7J( 15 65 4 66 6 15 &U\ 30 ﬁﬁaﬁﬂlj’dﬁéﬁﬁﬁ@ﬁ]@qz *E{H
30 98.0 86.6 | MIVAMEAMEAERFIO = 15%D%FH |~
% i Up:s| N AN :\/i} o IR . .
100rpm | pH5.0 | 15 88. 1 89. 3 ;ﬁ%ﬁi&ﬁmx 15 4y R 15 85% LA i il
(n=12)
(7 H b )
#519%(pH1.2)/50rpm pH5.0/50rpm
100 | 100 | O - —
o L K EEL00mg [ A — 5 ) -
80 | —e— — = — 11 ZBE100mg 80 |
g 07 {*’*fgwmiw“‘ﬁjdpﬂ” ¥ 07 —o— B LS KB 00me [ — T
= = —— =X 4#100mg
g Z 40
20 | Jrestensio e spatsh 154
0 20 o % 20 0 o 20 180 240 300 %60
min min
#521%(pH6.8)/50rpm 7K/50rpm
100 | 100 |
80 | 80 |
# ° —O0— YL Z U KEEL00mg [ A —NTF | # 0 —O—D'H'/V&‘/Kﬁ;lOOmng‘“—/\9j
& ——— o — X $E100mg & —e— == — X FE100mg
S0t S0t
20 | 20 | Jrmmano st 2154
0 1I5 3.0 4I5 6IO 0 1I5 3.0 4I5 6IO
pH5.0/100rpm
100 [ ig0-0-8—8—0——0—9 BRI pH1.2= A ARIR 1V HH BRI O 55 11
pH5.0=7& 7= Mcllvaine DFEEHR
= pHE.8=F SR ¥ IR > H 21
o —o— aHL AU KEEL00mg [ A — T |
{g —— — o — XU EEI00mg 7k= | AHK 5 5 Lk
B
60 120 180 240 300 360

13 -




10. &3 - 3%
(1) EENMRELRS - A%, NEIEFKRLGRRE - OEICET H1ER
YL
(2) a%%
YL KEE 26mg T4 — T ¢ (PTP) 100 £ (10 $£X 10X 1 4¥)
500 & (10 HE X 10X 5 4¥)
YL H 2 KEE50mg 4 — T+ (PTP) 100 $£ (10 $£X 10X 1 4¥)
500 #E (10 HEX 10X 1 £3)
LA 2 KEE 100mg A — T |« (PTP) 100 £& (10 $£X 10X 1 4¥)
Q) FiEB=E
PR
4) BHBEOME
PTP @)%k
PTP : KU HELE =L R OT LI
TVIZETANLE  R)=F Ly TAIHE RIZFLorrr 7y —
N

1. ARRESNLEME
Y L

12. Z0ith
Briz7p L

_14_



V. JAEICEEY 4I1EH

1. BEEXIIRE
O=ImEsE
OrmMERUVEBREMR S 2 HBERRKICEH T 5 HERKRIEBE

2. PEEXIFHERICEHET HFE

5. ShEEX (XX RICEEET 5FE

(BMERUVEARZHED 2 BIBERBIZH (T 5 HERFEERE)
BIENVEARRFT VT /7 LT F = H300mg/g LA F) ZA&PEL 7
WHREIZBIT DARAN O AR OV M TR STV R0,

3. RERUVAE
(1) AZERUVAEDOMHESR
(B MmE%E)

WHE AT e L Z o) sl LT25~50mg & 1 H 1A A&ET 5,
7pF. A, ERIC E D EEIEET 525, 1 H 100mg £ THETE 5,

(BMERUVEBRZEZRED 2 HHERKIZH TS HERBEEE)
WE. RACIEed 2o ) Al L Thmg 2 1 B 1 ERAFKS TS, 72
B, MEEE AN 5 1 H 100mg ETHETE 5, 2720, WEOMTET
ERITEBEINOH 5 BEL T 25mg 2> HEGE2BGT 5,

(2) AERUVAZDRTERE - 1R
MUERR L

4. AERUVAEICEET HEE

1 BERVHAEICEET 5T

(BMERVEARZEFS 2 BRERKBICE T2 HRERFEEE)
AR G%, MF7 L7 F = AEAaial O AE & Fig LT 30% (& 2\
Img/dL) LB L7256 ROSKRERIE SilfE, 1/fig 7 L7 F = fED Akl
S5 TR U 72 B R RERE F OME R E IR S LG AR, D D VIR G
hikzBET 52 &,

5. ERFRALAE

(1) BRT—5/ 84—
BB L

(2) EREREERR
LB L

_15_




)

RERGRRER
BB L

(4) HREEAIEAER

1) BN AERELEHER
(BIMEE)
@ ERERRER

B - hAEEARRRME S MEERE 2SR L L —HEEMERRICBW T, &
JERNRICBET D= F T TV b~ LA VR L ORIEERSKIES N, nd X
PH VT LOFMENRED LTINS 12,

@ BHMEMAEAER

TV FT i B HEESR (ACE) ILEMNC K 2O E A AT 5 BE & R
L _HEREERBR T, VY 7V AEEHEOBROFRIIE (T1. 7% 1%,
ERasuaaF 7y REGER G4 1% KO0 ez R (29.2%) L HE
@<, e BRI Frsand 7 U REGREERBEE CTh-

7 13)O

(BMEXRUVEBRZMHS 2 BHERRBICE T 5 HERKEIEEAE)
@ EFFRIE MAAHER

[E PR AL A R & U CFEM S 7z ZHE B MR (RENAAL #5R) (230 T
1, 5131 (H AN 96 1 & G de) 23FHAM S dv7z, ABBR O EF T > RARA > M,
MG 7 V7 F = EREHE. KB AR GENTH D WX BAE O MEE) & UFE
COHEAET RARA L N ThoTz, O AZ U 7 AG2THN)IX, 7T 8R
(359 BN IZH_T, FEHEZ LV RARA LV MIBEFET DY X7 % 16. 1%8)K
(p=0. 022) &H7=, &HIZ, P LF B Y T NRRERICBWT, M7 LT
F = ERFHE T 25. 3% (p=0. 006) , ARHIEF 4T 28. 6% (p=0. 002) , RHITF A4
STFETE T 19.9% (p=0.009) . IfLiF 7 L 7 F = MEAEH UL KRB A 2T
21. 0% (p=0.010) DV A Z BN FRD Tz, =2 RiRA v MEREZETH D
BRI K DT RIZOWNTIEL, WM CTHREREIIA DR N> T,
ARAERD ZR>= v FARA M, REBOZEE, BREOEARE, LilER
B DOMEIRE L O CEOBE (AT X D ARBL, OAFEZE, g7,
Mz R EFOMEIZ XD AP X3 DM E RIEEIZ L D) THho7z, B
P a T3 )T NE) 3.4 AR EFRG SNTEREICB W T, JREAEN Y
T 34.3%K T (p<0.001) L7z, £72, & U UL, MiE7 L7 F=
EOHEL OB E T KV RN S 41 5 BEHEREIR T2 A 13. 9% (p=0. 003) X T~ =&
7o R TFEOHFRAL 18. 5%, p=0.01), —J7, DIME REBORRFH R K OB LR
DEBT L RRA VN TIE, v YL Z B ) o NRIEREE (247 ) & 75 R R
(268 f3]) & ODRNCH BRI A DI Tohy, THUIARERN Z 0 X 5 724
RIZKFT 2N ZRLEDE TR -T2 TH S, ok, ARBRICk
FoaY s o LOERFEIRFTHY . BERHICX 29 ILEIOEE
X7 7 BRBELRESEThHo T2 10,

_16_



RIVERNE 751 Bl (AARN 44 B2 Ede) 129 6 (17. 2%) IZTRD bivlc, E72AI
TERNE, O FE 3441 (4. 5%) . 7 U & e 28 451 (3. 7%) AR+ 19 1] (2. 5%)
MERE/ WS 12 Bl(1.6%) ThH-oTz, T, BRBRAEMEORELEEIL, 111
(14. 8%) IZWRO BT, FRERKMAEO R FEEZET, MyEH VY v L EFH 89
Bl (11.9%) .7 L' 7 F = E&H 30 %1 (4. 0% BUN L5 10 i (1. 3%) TH->7= 9,
2) T MEAER
MR L
(5) #BE - RAERIHER
UERR L
(6) AERIER
1) FARERE (—REARERE. HEFERARERE. FRARELRERTD) . #iE
BRFERT—IN—XFE. HERTRERABROAR
UERR L
2) RRBEHE LTERFEOHNRXIIER L -HE - HROBE
EUERR L
(1) =it
MERR L

_17_



VI. E3EFEEICER T HIEH

1. EEZHICEAESH SLEMRITILEMEF
T VAT s MR RSP
(o TFHLry X Fi, SAPALEL FAIFLEZL . FILAYL
By ARFVIN, ANRXYPILEL TIONLHILEL)
HE  BEDOH DB ORREX I REIL. EHOBTHRXEABZRTHZ L,

2. EEER
(1) YERERGL - YEFMER
aH L H YT MR ORGSR BTN S, FO N EREMTH D
HNVRUBRIRICER S NG, B H RO IVR CERIRIL, Wb AR5
HEWETHLT AT T (A-TDIZx LT, ORIV TREEIC
L, BENRERESTD 19,
(2) ENEEfH T ZREERIE
) 7ooHTooo2BRAERER
O A-TZHEERIZIIT T 2A TRMLNTEY, gy o RO VER S BEIR
I3, ATV SRR EBIRICHA L. AT OEFEHZET A8, 73=2
MERIIRE 72T 75 Ok = U 53Rl T % ACE(F =7 —F1I)
T EBEOREE RKIF S 7202,
@ FEBREW) (T > 8K 2 NAM A- T FESOG 2 Jdl32 1519,
2) BIE/ER
BV E B YT LR ORI E T ARRIET > b 22 B
MET > k202 @ifE B RRIE A X 20 A 5380 ) T B AR TIE T
N PEOEMEET VBB T, MEE TS, k&5 eE
LB R a2 md, £, MED FREIZHE S DA OBEMEZRD T, &b
HIEIZPES fED U N o REBRITA Ul 2V,
3) BREMEH
a LA LB Ol A ENR 2 SRR PER X, SRERRNEZ IR T S E5
Z LI XV ARERIE~OBRFI AR ESET D Y, Flo, ARMLT NV MU
FEIRIFT T > b (A v RV ARTFHREIRIGE T V)20 ARFIEA A Y U3
(RIS IR I~ 7 A 2 5/6 BUIRT » b 2% BRI & OFERE R OB
T 7 VBN IS 33\ TR PR BRI R OB INE ONC R AR R 2 B3 5,
() VEFARIREHR - iR
MR L
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VI. EYEiEeIcBi9 51EH

1. MAREDHR
(1) AELEFEDLGOGRE
EERR L
(2) BRERSAR CHRE SN -OPRE
1) HEZS
R I T L& T U v W25 K ON50mg & ZEMERFIC 1R 035 L7254
w2 L& R ONTI VAR ERR O IE R X E S VB SR LR R & ORI 3IRE
MCTE—27I1Z#E L, FRINTA2RHE K ORIARERTH Y | VR BIED
AUC (if i FR i FE ph AR F i) 1X e v 2 v DR TS Tdh - 729,
2) REERE
R AIC L Y 7 5100mg % 1 H 17 H fhEkeR O &5 L2560
MAFFRENS, g Z U RO VR VBEOERFEMEITRO b o
tsl)o
3) EYEMIEFMERR
LA UKEE25mg, 50mg M M 00mg [A— T | & ==o—1 ¥ L §E25mg, 50mg
KLO100mgZ, 7 B AA—"—{KIZ LD ENENEE(aF L2 Y onE L
TEANZN25mg, 50mg M N00mg ) fEFER A B FICHE A& BRI O % 5- L C i
FIEME R (D VR BRI REZE Lz, o= mERE Z
A — & (AUC, Cpax) 1T DV T90%1E X W VLIS THEFHERENT 21T o 7o il 2R
log (0. 80) ~1og (1. 25) DHIFHTH ¥ | MiHI DALY FHIFR LMD HER ST,
F7o, FRHICHNE L7z AR (m L 2 ) REICOWT S, WiFlo
A RIS DS HERR S Tz,
) A IZ Y —LBODs-t Fa X A F /L EDf by
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<AHYILE I KEE25mg TA—NS ] >
(I LR o BRI )

HKYENRE ST A —H

AUCOHB Cmax tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
oYL H L K
ki fm 24 | 1573.574404. 82 194. 83 £56. 37 4.6+1.213.3+x0.7
25mg [ A —/"F |
—a—H & ?/ﬁri
95m 24 | 1626.601+396.42 | 200.67+59.17 4.5+1.01]3.3+x0.7
g

(ng/mL)

11T

CE¥IME=S. D.)

—o—rt LA EEE S e[ A — 1T

—— A2 O mE
FHHE £ 5.D., n=24

f=51EFE

MmEFPHILRBIKREDOHR

IMHE PN ONT AUC, Coen FFD/3T A — (T, BB DBER . IR O EREL

[F1%% - BEfR) S D

_20_
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(i = Y1 2 R EE)
HYBRE ST A —H

AUCOH48 Cmax tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)

oLz K BE

_ 24 | 216.91%x73.18 105.92+70. 54 1.620.8 | 1.6%£0.3
26mg A —~T |

:1~D§"/$§E

95m 24 | 221.46=£72.92 100.54=%53.28 | 1.7£0.9 | 1.6=%0.3
g

(CE¥ME£S.D.)
(ng/mL)

150

i 125

FE
%v —Oo—rF LA EEE2 S g = T
o1 L —— " —TRLAE g

T4 + 5.0., n=24

24 43 (hr)

E{LsRE IR
Mgy L2 VREDOHT
MAE BN NS AUC, Couy D /85 A — 2|3 HEERF ORI IR OELHR
[E1% - BRI ORBRSIEIC L > TR D RN S 5,

_21_



<AHIILE KEES0mg TA—/NS ] >
(I LR o BRI )

HKYENRE ST A —H

n AUCOHB Cmax tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
oYL H L K
ki _?E 24 | 3255.941+856.44 | 527.67%=128.98 | 3.1x0.8 | 3.3%x0.7
50mg [ A— T |
—a—H & ?/ﬁri
24 | 3162.672+=900.52 | 510.11%x136.49 | 3.3*x1.1| 3.4%=0.6

50mg

(ng/mL)
Too F

60
ik
H s b
yal

M-
400
-

% 300

B
E 200

100

CE¥IME=S. D.)

—o— LA EiRSing 715
—— TR AENIng
FHHE £ 5.D., n=24

1012 24 43 (hr)

IR 1A
MmEFPHILRBIKREDOHR

IMHE PN ONT AUC, Coen FFD/3T A — (T, BB DBER . IR O EREL

[F1%% - BEfR) S D

RERGAEIC L > TR D AREMENRH 5,
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(i = Y1 2 R EE)
HYBRE ST A —H

50mg

n AUCOH48 Cmax tmax tise
(ng-hr/mL) (ng/mL) (hr) (hr)
I/ N \/r"»
R Kfm 24 | 442.341+161.25 | 298.47%155.73 | 1.2£0.6 | 1.6%0.3
50mg A — T |
—a—H & ?/ﬁri
24 | 428.831+135.40 | 264.85%+133.27 | 1.4£0.9 | 1.6%£0.4

(ng/mL)
380 F

300
B
Hoagn |
v

‘_ﬂ‘
I 200 |

&
-
oy 150
i3

CE¥IME=S. D.)

—O— Tt LA EEES Dme [ 20
—— " TR 0ng
THE £ 5.0., n=24

24 43 (hr)
T 5. iR IR

Mgy L2 VREDOHT
MAE BN NS AUC, Couy D /85 A — 2|3 HEERF ORI IR OELHR
[E1% - BRI ORBRSIEIC L > TR D RN S 5,
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<AYILE KEEI0mg TA—NF ] >
(f e rp 71 V7R o BB )

HKYENRE ST A —H

AUCo—48
(ng-hr/mL)

Cmax
(ng/mL)

tmax

(hr)

T2
(hr)

oYL Z KB

T 24
100mg [ A—/~F |

7450. 64£2142. 74

1403. 31£315. 48

2.5%0.7

5.9%1.5

::L‘—‘D&?/ﬁri
100mg

24

7276. 85+2060. 65

1367. 59£324. 07

2.4%0.7

6.51+2. 1

(ng/mL)

1780

1a00
ik

ih
H1250 |
#

L
1000
L

B
£
i
i3

Tal

aln

290 F

CE¥IME=S. D.)

—o—trth LA B 00mel 725 )

——— 1 AE1 00ng
FHHE £ 5.D., n=24

[F1%% - BEfR) S D

24
f=51EFE

MmEFPHILRBIKREDOHR
IMHE PN ONT AUC, Coen FFD/3T A — (T, BB DBER . IR O EREL
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RERGAEIC L > TR D AREMENRH 5,

48 (hr)




(i = Y1 2 R EE)
HYBRE ST A —H

n AUCOH48 Cmax tmax tise
(ng-hr/mL) (ng/mL) (hr) (hr)
LA e
i Kfm 24 | 1035.36%£311.60 | 785.19%356.29 | 1.3£0.7 | 2.1%x1.0
100mg [ A— T |
—a—naX ?/ﬁri
100m 24 | 993.741+268.87 | 791.49%349.85 | 1.3£0.7(2.2*x1.1
g

{ng/mL)

oo ¢

gl0 |

BO0 |

400

MEvwesIoREE

200

CE¥IME=S. D.)

== LA EEE L 00mel 7 077
—a—" 2 BHELAE 10ng
T + 5.0, n=nd

0 248 81012

[E1% - BRI ORBRSIEIC L > TR D RN S 5,

Q) hEE

L E R L

4) BE - ftRAEOTE
1) BEOEE

BREERRL

2) HHRAROEE

IR EIFE

mEhOFILE VIREDHR
IMHEFPREEN ONT AUC, Coay FF D/ T A —Z (T, BRBRE DOBR . MLIK ORI

(VI 2t (B L ooEES) (2B A 7. AN oEHZZM]
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2. EYRERNS AL
(1) R 7AE

UERR L
(2) IRUGEE E
EERR L
() JHRREESR 2~
(T IVR FRIK)
fEER N 57 B a5
G 25mg (n=24) *? 50mg (n=24) ¥ 100mg (n=24)*¥
Kel (/hr) 0.221+0. 047 0.217+0. 044 0.1247+0. 027

(CE¥fE+S.D.)
CRZAUAR - Lz )

fRERER N B 1 B e e 5
H& 25mg (n=24) 32 50mg (n=24) *» 100mg (n=24)*¥
Kel (/hr) 0.457+0. 075 0.458+0. 103 0.387+0. 135

(TS, D.)
O DPEP
DR L
5) HHEH
DR L
6) Z 0t
Rk L

3. BEH (REaL—vav) @
(1) FR 3%

B R L
Q) NS A—FEFHER

B R e L
4. RN

BTN S35, fEFERR AT L& ) o A 100mg & B 1% M OVZEJEIRE I
L RO G LIc G a, WIIOHE IR %G TR T L7y, WU E O 1)
ThHhot- %,

5. 9

(1) %Ak B FY @i 1%
A ERR L

_26_



(2) Mm%-FEEEREFT BB
CHHELTWAZ BRI T T U T v BRI ER T Y

FT v UWRFEETHRIZER L, B - B R~0R 8 (B r4e, B -
fifi - B OIERRA R, FETE) B8O bR RE ST D %9, (VL
LM (M EOEES) ICETLEHA 6. FEDHEREA T LEEICHETD
TEE WAEEEZAT 58 OEHEMR)

s ERTH R ORI T o F T o BRI ER LT AT v

I 2R AAETH & 355 S BB TFrAmE, IBIE - FAERDET, Bt
RoRiiE, BAe, ZiEGAe, HEOTEHRAEM OFEKEBDIEICL S &
HEH S 0 2 B o, BB O W, MOREKEN H b bhic & O
TR D, (L ZeEfE(EM LoEEF) ICETSHE 6. FEDHREA
THEEICET LR 6) i) OEZM)

) EiA~DFBITH

UERR L

<HBE>

W FER (T v B TAHF~BIT T2 2 nHE I Tn5, 7 v bOJEE &R
O ALHNT 10~100mg/kg/ H 5 L 72 3ABRIZFV T, 100mg/kg/ H TRENIET D8
FEDOEEINNTRD bivlz, Flo, FHREGHETEROEREENTE D b, AR O MK
FERITBINERBR ORAE D bmg/kg/ H TH -7 0% (VI ZatEEH E
DEEF)ICETL2HA 6. FE0Y a2 AT 2E8EICHT 2R (6) =M O

HZ )

4) BEHRA~DBITHE
MR L

(5) ZTDhDMBH~DIEITHE
MR L

(6) MBFEABEEE
MR L

6. it

(1) HRBERL B UL BHRER

fEEERR A C 2 YL B U 4 25, 50, 100 E 200mg P A& 1 BRI L=
B BRI E ., FICHIRICB W T ERFM TH DI IR BBIE (A I 4
V—VBRD 5-t Ru %3 A FLEO) I B S5 0,

) ARFN OGRS 1 FIHEIX 256~100mg TH 5,

(2) R#IZPIET HEE CPE) OHFiE FEXR

?’4

27 & — A P450 2C9 (CYP2C9) } TF 3A4 (CYP3A4)

(3) NEBBHROERRVETOHE
DR L

() RBMOEEDERRUEIL L, FELE O
TEPERH © R R
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7.

8.

Bt

R Al e L2 ) 7 A 25, 50, 100 X% 200mg P & 1 [E#E A5 L=
A BE5% 30 Bl E Tom L Z U RO VR IR O JR P HEI SR T A R
DZENZI 3. 2~4. 1% 6. 1~T. 9% T~ 7= %,
) ARFNOAGRE 7z 1 [RIHEIL 256~100mg THh 5,

kS RR—5—I2ET B 1R
LR L

9. BHEICLIREE
LB L

10. HED

11.

(M

(2)

®)

Z Dt

BEREHILEE

BEEERE

BB A S i E A S, m L ) U A B0mg AR 1 EIRR O
HLUIGA, G VT F=MEOEWEHZ Ea Y NS VR R
RO fe 2 A PR S (Coo) LY AUC 1K E R Z /R LT, MG LT F =
fil 3. Omg/dL LA EDORETIX 1. 5mg/dL R OFFIZLHEL L TP Z D Crax &
NAUC 1% 2.4 FeOR 2.2 f31T, HARUEBIATIZ 1.6 V2.0 fEDfEa =L
f: 39) .

ETEE

ELERE &0 5 BRI, a X o) A 50mg A ZEfEIEC 1 Bk O
Be b LA, aP v Z o d Co LOVAUC W F BN L, R A S 7
KOV IMLEAE B & Hef LT a2 2 D Cuax OV AUC 1XZNVE R 2 KO
3~AfEDfE R LTz 0

ETERFICa Va2 o a B E Lic b & gLy U RO VIR R IRITE T
IR NSBRESNZNZ ERREINTWD GEANT —2)",
[9.2.2 BHE]

=EE

R i R OEREFE sl 12, v ¥ v % U o A 50mg % ZEfERFIC 1 (5]
BO#E LI5E, v 2 o OWRIGEE & OLAEF 2> b DIE I EIZ A B
AV T2, S TIE e L & D Coa KON AUC 1FFEEIE O 2 (5%
R LT, — . BERE IR D VR VERIROD ) Cou L OV AUC 1, FER R
FAHARTENZIVR 256 KON 270D EE /2N Th -7 9, [9. 8. 3 & H]

R L
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et ERLDIEEF) Y LIEH

. BERBRETDER
EIN TV

/U
AX

%
*

. ERRRLEDER

M

2. BZ (ROBEICIEIEBEELENI L)

2.1 RANO RSk UIBHEUE OBEERE O & 5 B

2. 2 il XATEENR L T2 ATREME D & 5 £otk[9. 5 2R

2. 3EERIEEDH HHEE[9.3. 1 ]

247V AX L 2 EGRORERFEE (7272 L, MOBREEREEZIT-> CTHRBMmE
Dary ba—ANELIAREORBEZFRS) [10. 1 ]

. EEXRIIHRICERET HFE L TDERA
(V. IBRICEET2HE 2. e UIZRICEET 1R 228752 &,

. RERUVREICEEY 2TE L ZDHER
V. BRICET 2HA 4 EAOHEICEES 2R 220725 2L,

. BEEGERMIE L ETDOER

8. EELERNMIE
(FhRESIR)

8.1 — i MEDIMELT (2 v 7 ek, BikiEdk, MR RNEEELZE ) 2k 2T BZEh
WD DT, ARBHHFITEMN BERLARE : 2 BT &, ZE%R : A 1R
EZIEDE=F 1V 7% FEfETH L,

.2 EAEHICH AL O EWN, S0 RHLDLNDLZ ERHHDT, HATEE. B
B o O SR SE f bR A 1 O B A B ET A BRICITER S5 2 &,

8.3 TlrHT 24 BRI G- La W Z EMEF LV, 7o oA T v v DB IRiEHA
BEHROBREIL. M EOFERRICL=y T o O T o U ROIEIERIC X
HEERNER T2 ZTB8Znd 5,

BARKEG LT AT v MZFEETRAE G IS ENCFREOREE RN
[EEN D Db L OWER & 5, TR L EiT 5708, Blg2a 01217
VN, EBERTRO G NG ARG 2RI 5 SRR AE AT O Lk,

(BMERVEBREHES 2 BBERRKICH T D HERBEEE)

8.5 A MM S HLICTND T, AAIFG HILEMN (55 2 BT E, &7
ER A1 RIRRE) I ik E & Ehid 572 EBEE 0T o 2 b

o
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8. EELERNMIE
(BMERVEBREZHS 2 HBERKRICH TS HERBEELE)

8.61MIEN Y ¥ A LFHEOMIES LT F =0 ERAND LI T WO T ARG T
IXEWI) (B GBHAARE - 2 B Z & LER - A LR ICmiED Y U LMEKE D
Mig7 V7 F=l0E=2V T E2FE T H L,

6. RENEREHIHBHICHT IR
(1) BHE - BEEZFOHLEE

9.1 BHHE - BRAEEZEDHLEE
9. 1. 1 HAIEBRERDHLIBEEXIABTTEDIREEOH S EE
B LR a2 G n i s GaabkEs, AT 2 L, Biii&Eo
BUORARERIRAIEEDRTIC L 2R ICB L B LI BENRH 5,
9.1.25H 1)) LMFEDEE
B L0 E2 G en i s sGa ks AT 2L, G Y A
MEZEEIELBZNNH D,
Fo, BHEREREE, v P — A REOMERFEIC I D miED VU U AMERE L
RYRLTWEETIE, MEN Y U AMEIZERT 22 L, [9.2.1 K]
9.1.3RMEEEDHHEE
W DOREEPMMTEA R EZEHE L, WEEZELIEI2BENRH D,
0.1 ABRELBIEREDPDES
AFNOEEZERHEP GG L, HET 25 AI3RAITITH 2 &, —ftkom
JFIE TR -TBZEnRH 5, [11.1.5 5]

0.2 1 EELEHRERET(MFILT7F=2.mg/dl LLE)DHDEE
BHEBEZHO TR SHEEICRSG T2, @AY UAMENRD ST,
Fo. BHREOEANEZ IBENLRH D, [9.1.2 ]

9.2 2MAEFBEHHPDEE
AHNOE 2 ERHEN GG L, #HET 2513 RAIITH 2 &, —latEom
FERTEZEZTBZENARSH D, [11.1.5, 16.6.2 ]

Q) FiRelEEEE

9.3 FFHRElEERAE
93N ERLGHEENHLEE
BH LW L, [2.3, 9.3.2 2]
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9.3 FieElEERE
9.3. 2 HREEERIXENEAENH S EE (L. ERELCHEZTDOH SEEHER)

SAENZRBW T, R & b U Tl - D 7 L o — LTS B Tl
LA DOWIEEE DN EIE L, v YL & o RO VIR BRI O M rh i EE A3
FNENRSER I 2HIC ER T2 EnHEINLTWVD, [9.3.1 &[]

(4) 45ER

EERITSFE

9.4 £MERRERT HE
9.4.1934R9 A REMED H DS XM

FIRL TWAD Z DR SN T T U T v VBRI ER ST T v
FT o MR ZER L, B - FrER~ORE (B A4, BHE -
Jifi « B OERRA L, FEEE) 358 LI FIRHE T g 399,
AR OEEAZNL S | NEIEOFIEE B [E L TAFIER G- O EEME 2 [HEH IR
FHU. 1B EOFREDRGRMEL A5 S MBS 25 8IC0REET 52
Lo Flo, BEPMERGAIIZROFEEFHICHET S 2 L, [9.5 ]
(1) AFEEBAERTNCIRE L TWARWD L 2RI 52 &, ARG T, iF
PRLTW WD &2 EMICHEGRT 5 2 &, G FITRS A L 55
Wi, BEbicEGERIETs 2L,
(2) WORIHIZOWT, ARAIEGBIARFICEF AT L, /o, &54
HMEIZILN TR 95 2 &,
s AERICARA AR LGS, B - AR E R KITT Y A7)
HHZ k.,
< ARERAVEI U7 XATER b A AT, OIS EICHRT D 2 &,
- MR A BT A5 AT, HUYEICHRT D 2 L,

OR=3

9.5 1147
TR SUTIEAR L TV D A REME D & 5 LVEITIT R G- L 22 2 &y &G HITERIRD

HLSEICE, BEBIEGEPIET S 2 L, MIRTHIR ORI T 4T
VUBMBERILERN T AT v v MR E G S B T

ADRE, BBV - AR T, FrAEROKLE, BAe, SR A, HED
TERA 2 M OF KD RELS K% EHERI S 0 2 WU o #offE, BHEBTR O, Mo
BEREN D bR LOWERH D, [2.2, 9.4.1 ] ]
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(6) XELim

9.6 =FLiF

BA LN EREE LV, BWEER (T v b)) THHFR~BITT 2 Z A S
NTW5, T v NORBRFEMR KON 10~100mg/kg/ B #5- L7-#ERICBW T,
100mg/kg/ H CREWIAETE DEELFE DIEINNGRD BivT-, £7-. HEGEETEROIKK

HORO b, ARSI &ITEN

7‘: 37,38) .

R DORKAED B bmg/kg/ H Toh o

(1) INR

9.7 INR%
H

o,

LA G & L2 BRRRBR IS4 L T2y,

(8) EtnE

9.8 mimE

9.8. 1 —fRICAEIKEMET L TNLOT, BEORBIZEET L L,

9.8. 2EMENLHREG 2T D2 LEEICRE T D 2 &, —RICEEDREIIAF £
LSRN ESRTND, IMEEENEZ ZBE01H 5,

9.8.3 FilinE TORNIEMEERER T, v ROV R BRI D MR
HEEME TR o7, [16.6.3 B

7. tHE%RA

(1

10. fAE{EA

AFNT. EREEE T b7 o — L4 P450 209 (CYP2C9) & TN 3A4 (CYP3A4) 12 & v IE&
PREWTH A I NARUBIRIRH D,

ChERIR BRF I3 555
Fo 722 L, OREETRE
AT CHRBIMED =
Y= RNELILARR
DEEZRLS, )

(2.4 2]

MED Y A7 BN HE S
NTWA,

HRAZSELZOEH
10.1 BEAZER BHRALAGWLIL)
HHI4 5 BRAIEIR - 18 515 By - falbRiR -1
TUAX LY IEBSEER e | BRERERE | L= s T U T v
A F.EH Y U LMAE R OMK | RFER I HER IS

ATREVEDN B D,
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(2) BtREFELZDER

10.2 HtAZEE (BFRAICEET S L)

A4 5%

BRAEAR - HE TR

BRFF - falRIN+

J1 U 7 BNEREFERIIRA
Av'wm /)77 b

MigH Y 7L EH, @mhal
U AUE A 2B

71U TR 23 HE 58
TERBETNRH D, EiEE

LN %, eGFR A% 60mL/

min/1. 73m* ¥ O B F HE S
EOHDLBE~DT IV AF
L ORI DWW TIL,
1RE LT 245700 &
ENDLAEREEET D Z
L,

T Ty B
FIHEA

aMEREREE, mA Y v A
JEDO Y A7 N4 5 & D
WENHDH, iz, KilnE
ERITEBENLED D,

NV N 2 b5, fEEOH D BFITITFEIC
71U T LERGA HETDHZ L,

R o VN Fo. AR ET U T
TV HT Y I U AR R B E A Y
FILEH 71U T DMERHERRAID 3
FU A NFY LEARA B0 OB A I3 RICE

AT 7 A RFH Y — BEILZ L,

e U XA RTY A
FIIR A - —IWPEO ML T 238 23 | FR B LA CTIRE & %

AR BEWIRAH DL, AFOFEE | THWDEFIZIFTL =0

MU Z oL AF7Y N ZEHELOHBL, #HE (N ITLEL TWDEBEN

% TOHHAIERAITIT Y 2| 2L REABFH LT
[11.1.5 ] & W,

T AFL BHREEE, m ) vah| =T UF T
JEK MR EZE - T8 [RAEEA M ERIND

AIREVEDN B %o

FEAT A KPR R
Al -
AV RAHF A

BEEAER 2SS S h D k%
NhRH 5,

TRART T DR
FRLEMERIC LY . KHF D
BEJEAEH 2 9098 S & 5 Wl
BN D D,

ERERENEAL L T 5 B
T, & HICBEHREE L
TORBETNND D,

TRABET T DE
FPLEMERIC LY . Bk
BENRKTT2HEE X
b,

VF oL
fRER U F 7 A

UF U LPEIHRE ST
W5, IMH Y F U LREC
FEETLZ &,

AKAIDT bV T LPEHEAE
Mickv, UVF v Lo&EH
WEZDEEZLNTY
Do
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10.2 AR (BHRAICEET S &)

Ba

Gra 3 G2 ik 27 EHEE RLEEZLTO L,

HHN 4 g AEMR « HEYE 1A Hre - fERRE T

TV —TTN—=2 T a— [FEERBNEE SNIBZE | 7L —T T =YV a—
A NndHs5, AFOEGETI| 2 ICEHE EN D K O
TV —F TN — a2 —A|CYP3A FREEHIZ LY 2

DERUTRET D Z &, v H L DIEEREY O

MAEREME T T 57290,

A D B AR D35S S

NHEIBFNNH D,
8. &lMER
1. 8EA

WORWERANH oD Z ENHDHDOT, BEEZTIITV., BENED LN

(1) EXGEMEREDHAER

1. 1.

1. 1.
1. 1.
1. 1.

1. 1.

1. 1.
1. 1.

1. 1.

1.1 EXGEIERA
N1 7HI245F—BHERH)

APEG, DNERFERL, T, SRE, WEREEE, SR, REERH HD
nNozZERnH D,

M EMFE A

B, O, WEE, BFEOMIERH LD 2 ERb 5, £z, 8. TRX.,
Wi, THIEZE O IBE MEEEER S b Z ERd b,

2T % UL BIFERF 2 (W40 b S EE A

4 BARE GERY)

vavd., KM, BREEEX(OTHBHEEARD)

gk, MR, R REN H D DONIZEEIIE, BEDICHERLEZIT ) =
Lo [9.1.4, 9.2.2, 10.2 &H]

TR AR RAARAE (BHEE )

AR IR, CK BF-, I R ORI A 7w e BR 2R L T DR
AIRMIE DS & b DTS EIZIE, G2k L, @URREZ T 2 &, £
7o MBUHERIELS L 2 MR FREE OFIEICTER T 5 2 &,

1 &hY) o LnfE BEEARH)

FERR B A
OEMEIASMRE, DEMENIEORNEIRYN D o s Z N5,
RImBREA . BmBKEAD ., /MR (O3 S B AR)
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(2) ZzDHDEER
11.2 Z0ttoEIER

1.1 EXTENMER

11.1. 10 K dfn 4% (BHEAIA)
B, 22, mit. FORL, EBRET, K8, ElMEEERH 5D
NIEGEITIE, &E5 2Pk L, BOREZTT O 2 &, FERRIGRT O-BHE
Th bbbV,

1S B Y D LdnfE B AA)
ek, BACNR, R
DHLONDLZENDHD,

U it N

R E 2O RT MY U A

0. 1~5%ATi5 SR
KRR R B, O F, RIR, FIE Hig . IRE
TEER R e, ENTEAR T, fE AR E (RS . B
T s AR, M- TR, BT, B | ANE, TR, 1B
i
JHF ik T RERE T (AST L5 ALT 5, LDH | BEYH
R
5 ik BIN F&/., 7L 7F=r 5
] ¥, IR B, SIUALBE, JLfmmg. AL
JiE, ALEE
ik IRIMEREAD, ~~ ~7 U METF, |&if
TP BRI %
Z Dt ETO ., B, EEDE/ETT. VR | TER, FEEN RREEE, L O,
B, PR e L AT m— b B IRIEIR (D3 2, BFNERSE) | RIS .
CK B&. i REEME EA A P LELE. #EAS

o. HRRERRICRIZTHE
DR L

10

11.

BERE

LR L

BALEDIE

4. BHLDZFE

141 ERRABREOTE
PTP @ZEDIEAFNL PTP > — F 2 OHOD H L CTIRHT 2 K 5885252 &, PTP
T— ORI LY, WSS BEREA~RIA L, BIZIEEALEB I LT
it FE DO EERAGIHEL IR T D2 03 2,
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12. ZOHMDEE
(1) BEERGERIZES 155
TR L

(2) JEEREREASRIZED 158
BB L
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X. JEERIREAERICBEI HTHE

1. FEEHER
(1) EhIEAER

( TVL SRR RE4 2 HHE | ZH)

(2) REMEDHIER
U L
(3) ZOHOEEHER
BALE R L

2. HHEHER
(1) ERRSEEHER
BREERR L
(2) REHRGEMAER
REERR L
Q) Ei=EtEER
EERR L
4) BNARMEEER
REERR L
(0) EEFRAFMHR
REERRL
(6) BATRIIEHER
REERR L
() Ztn%rstE
REERRL
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EHEMEIEICEHY 51ER

. RHIRX S

B K oYX K BE25mg (A — T ALFEE LD
oYL K BES0mg [A— T WLFEEESK LD
LXK BE 100mg [A— T | LGS ST
W) EE-EAEOMFEIZIVERTL &

HRRSy caV vz o Y Ly

. AREME
34

. BERRETOE
FEIRRAF

. BRWLEDEE

20. L EDEE
FAE IR AT TRIFET 5 2 &,

. BERITEM

- RBEWMERLTARN AD
- <TFTYHDOLEBY : fAY

© TOMOBHEETEM 2L

[Fl—m03E : == —n1 & > §E 25mg, 50mg, 100mg

% . ToUAT UV NERBEERETEE (I T2 s R T
PN NE L TNITNNE L FNNAYTILE L A RFEY I
ANRY P H TN A L)

. EffEEAR

19944 9 H 2 H
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10.

11.

12.

13.

14.

. PhREXR(FIZHEREM,

- RERFTADFABRVARES, REEENFFAR, RTHBFAB

100mg A — T |

— BTG 75 AR - AT SLEI G W72 B Ah
o A A i A A A A
D‘ﬁ‘/l/&‘/K;ﬁnz 2012 4F 2 H 15 H| 22400AMX00478000 |2012 4 6 H 22 H|20124F 6 H 22 H
25mg [ —/~7 |
D‘ﬁ‘/l/&‘/K;ﬁnz 2012 4F 2 H 15 H| 22400AMX00479000 |2012 4 6 H 22 H|20124F 6 H 22 H
50mg A4 —/~7F |
BY NS K G 20124 2 H 15 H| 22400AMX00480000 (20124 6 H 22 H|20124 6 H 22 A

BINAEH H

20124F 7 H 18 H

BN

RERVAEEEENFOEABRVZDORAE

e - R

% - HE

BiE

SMERXRVCEBRERS 2
RERRICH 1T DRERFME

W AT a L2 o) al LThmg & 1 A 1
B OG5, b, MFEMELZ 72735 1 H 100mg £
THETZ 5, L, BECMEKRTZEZTBZEN
D B BEEETIT 26mg DG ZBIET 5.

BEERR BIMERAKRFABRVEZOAR

BARSAYA

BEEHM
PSRN

REHRFIRICE T 5157
AFANFEALTGBREDOED D THREEHENC EIRAERIT 5 TW DMK 1Z5%Y

L72uy,
&Ea—F
. JE AT SR | L 7 N B AL
W74 HOT9 - . = .
I EHE S —F [ AT Aa—F
a2 K BE 26mg [A— T ] | 121389802 2149039F1074 622138901
a2 K BE50mg [A— T ] | 121390402 2149039F2011 622139001
L2 2 K BE 100mg T4 —/~F || 121391102 2149039F3018 622139101

RIR#ET EDEE

AANIORBRZIE L OB IFEIEEK L TH D,
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XTI.

1.

ik
5| FRAXAK

1) FEPVERE W EE R (BE 25mg) (2012 4F)

2) FhPNEERE WIS SR (B 50mg) (2012 47)

3) AR wFES B (€ 100mg) (2012 4F)

4) FENEE &R AR (B 25mg) (2018 4F)

5) thNEHR & Bk AAFER (BE 50mg) (2018 4F)

6) FENERE & WIOR AR (BE 100mg) (2018 4F)

7) FEPVERE I AR (BE 25mg) (2011 4F)

8) FLPNEERE : INiE K BR (FE 50mg) (2011 4F)

9) FEPERE  INEFAER (B£ 100mg) (2011 4F)

10) #NEEL © HHSUUE B AR TG 5 — B AE A PRI DUV T (2012 4F)
11) Kot < B & B, 2012 5 61(3) @ 671-691

12) FKEM : EFOH DI 1995 5 172(12) : 785-823

13) Lacourciere Y, et al. : J Hypertens. 1994 ; 12(12) : 1387-1393
14) Brenner BM, et al. : N Engl J Med. 2001 ; 345(12) : 861-869

15) RENAAL 3 (= = —nv & L6 : 2006 4F 4 A 20 AKGE, HIGEEEMSEE k. 1)
16) -+ /\SIE B AR/ fEpE BEIIEIE. 2021 @ C6319-C-6323

17) Chiu AT, et al. : J Pharmacol Exp Ther. 1990 ; 252(2) : 711-718
18) Wong PC, et al. : J Pharmacol Exp Ther. 1990 ; 255(1) : 211-217
19) Wong PC, et al. :J Pharmacol Exp Ther. 1990 ; 252(2) : 719-725
20) Mizuno K, et al. : Eur J Pharmacol. 1992 ; 215 : 305-308

21) [ A - ELRE & RRIR. 1994 ;5 28(13) @ 4063-4073

22) Wong PC, et al. : Hypertension 1990 ; 15(5) : 459-468

23) Wong PC, et al. : J Pharmacol Exp Ther. 1990 ; 252(2) : 726-732
24) Bovee KC, et al. : Am J Hypertens. 1991 ; 4 : 327S-333S

25) Okada M, et al. : Hypertens Res. 1993 ; 16 : 49-55

26) Anderson S, et al. : Am J Physiol. 1993 ; 265 : F477-F486

27) Remuzzi A, et al. : J Am Soc Nephrol. 1993 ; 4(1) : 40-49

28)
29)
30)
31)
32)
33)
34)
35)
36)

Sasaki M, et al. : Life Sci. 2004 ; 75(7) : 869-880

Pollock DM, et al. : J Pharmacol Exp Ther. 1993 ; 267 : 657-663
oA - BEPRERFR. 1995 ; 26 (3) : 671-684

W EA - BRERSKER. 1995 ; 26(3) : 685696

TR« AW R R (BE 25mg) (2011 4F)

FENERE © AW 7R [RI MR (BE 50mg) (2011 4F)

FENERE - AW R SRR (BE 100mg) (2011 47)

B[ ER Lt « EPEMIEES:. 2017 ; 47(10) : 1353-1355

PRERAM « BB S PERMm NP MERE. 2021 5 29 : 49-54
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37)
38)
39)
40)
41)

42)
43)
44)
45)
46)
47)
48)
49)

Spence SG, et al. : Teratology. 1995 ; 51(6) : 383-397

Spence SG, et al. : Teratology. 1995 ; 51(6) : 367-382

IR AL BRREESE. 1994 5 10 @ 157-171

) FAh - BEIREHT. 1995 5 11(2) : 247-264

Atk E MEERE (=2 — 1 2 8 2006 45 4 F 20 H/KZR, HaEEpHgEsE
~.2.1)

WS CORGE (= 2— 1 Z 8E:2006 4F 4 A 20 H7KRE, HEEEEHIEE~. 3. 3)
IO (= 2 —1 Z 88 12006 4F 4 F 20 HI&KGR, :*iéfﬂ@ﬁ%?f\ 1.1.1)
FENER} Byt D2 E MR (BE 25mg) (2012 4F)

FENER) - Mtk D2 E MR (B8 50mg) (2012 4F)

FEPNEERE - it D22 E MR (BE 100mg) (2012 4F)

FENE R - R EE R (BE 25mg) (2011 4F)

FENEEL R EIE R (BE 50mg) (2011 4F)

FENE R R B EER (BE 100mg) (2011 4F)

2. ZDHDSEH
AR L
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XI.3EZEH

1. EHENETORTRKR
ARFNTIESS TITFETE S AL TR,
W, B Z B U AREIE U TGS LTV D,
(2026 4F 4 AW 5)

2. BB SBRKXIEER
RN
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X1II.

o]

. BRA - REXZIEICIEL CERKHIBRZTSI12H-> TDSEER

AREOEHRIZET AR  REIITARZZT CORWREIZET 2 EWRAE £ 5,
RETESEPNHEL L T ARVARLEEN TR, b ETHRBEIN TV DR
ETHEONEEREZEEL LTIRRL TV D, EREEENEREN Zhard s BT
DBEFERTHY . MITEOAEEZFTEHDTIER,

(PORARIL TP 3R O B IR RN BT 2 A R T A BT 5 Qe
[ZDOWT(ZED 3) | SR 9 H 6 AFHEADEEESR « AL RS - FER
KRR

(1)t e

IEEIZ DWW TERAT L, ZEMERER (MRIR, MERER, 8 21T7-o7,
v YL K BE 25mg. 50mg. 100mg [ —/ T |

BRI (RS
25°C, 60%RH, 1 » H GEEE - BAD ETEZL,
(2) HiE - BAMRURBRERESF 1 —J0&EBEKE
BRI
A B v R )

T A AR =DV N AR RKERY , T4 AN 1 g2 AT
A RUERL, T 4 A —(TK) 55°C DRSS 20nl 2 WVERY | fEko#EE L
TH5 M ERKRET D, 5 DH%ICT 4 A —%FC 90 F 15 {FHERER L, fylE-
IR OIRREZBELT 5, b DRICHE L WA, S 6125 ofiiE%. RO
EZAT 9, 10 [EiE LT H s -8 L2 WGE . SEflE 2 —7 ¢ U 7l LT
MH T 4 AR —WNIZ ANV TRBEDOEIEZATUV FEE - B OB Z BT 5,
(G PR )

AR RER TR O NT-BBIR E . T 4 AU —ZRVERDY  BREF 2 —T D
HEAGE D 2~3mL/BORE THEAT D, Fa—71FXy REOBEFZHEL, &K
WHFF AR D 3 70D 2 Z /KT L, s (EANR) &2 30em DEm Sty L, Fa
— 7 (HA X ;87 L F) omiatt a2 BlET 5,

BB, 8 L rFOFa—TEEBLEWVWEAIEL. 18 7L TFOF a—TEHWN
TRk EEEZ BT 5,

1) v¥ L KEE 25mg [A— T |

B 7 15 AR R R AR IR B HE
10 I CIEsE IR Ls o 72,

oy (25 7RI CHALE - BRiE) Fa—T@T7LrF)E | .

AR . . i 2

TR BERZ a—T7 ¢ 7 EET X 10 | EilE L, -
Oy AN s - Wil L 7=,
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2) vYLH K EES0mg T4 —/T )

BTk R AR 1t M AR HE
EICIISERICRE Lo T,
g (% TR - BRiE) Fa—T@BT7LF)E | .
RIS fﬁ%:—74/7W%¢Mﬁu> I L7z, i 2
LN RS - 1Rl L7z,
3) mH L& KEE 100mg [4—/T )
kbR 1k Ji R Ve AR i I P AR HE
EICIISERICRE Lo T,
g (m T TTHALE - RRUE) Fa—T@T7LF)E | |
RIS BERZ 2 —T 0 VT REET UL 10 | @il LT, i 2
ST LA RS - 1l L7z,
2. ZDMOBEEER
Krlz7e L
®
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BE:

SEEFEH 0331016 5 (CERR 17 4 3 H 31 A) (ZHD < AGRHFERFIZIRS & 5 BB
BIF 1 KON 2- (1) PR AR L 0 ek

X R 1T 4 H 1 HO B AR 26 4F 11 H 24 H OIZ S L2 EEGISE T S vz,

B RS B A e | FUBSE AR 2
VR Y A e | EE
(e E IR i (14 3 E 3,50
S BEEIEROR |1 EFE LI RO o % o
FEMN OSMECB T HE
HUFRIVECE (2 S EIC S T B 5 A
+ 5k gt X
3 B K OMith oo | 3K
& 0 el O % O
b BB ONCHL | 1 M e K O B o y "
R OB SES | (LSRR
BB R o Rk O A O
3 B ORRER O O O
N REMICETAE |1 EMRGRER O X A
Bt 2 WA BR O X A
3 R O O O
= SEFYWERICEET A |1 @2 ENT 5 o « y
wh B
2 RIRIIEER « L4
e O x x
3 FOMDOIEE A X X
WAL, AR, BN [ 1w O X X
PRIHCBIT &R [0 oy O > %
3 R O X X
4 e O X >
5 EMEHIRS > O O
6 7O EHE A X >
~ AR, EANE |1 HEE SR O X X
%ﬁ%ﬁﬁﬁﬁ‘2 AP 5w O X X
%%\t 2 DL D e p— == )
e e L e S a X
4 DAJEME A X X
5 EREE RN O X >
6 JRATAIRLIE A X >
7T FoMmoENE A X X
N OBRRRBRO RSN | BaR R o " "
B % &k
Ol X : IWRARE A fixOEERDLICL 0 HESAS

ABFNT R 26 4F 11 A 21 BIERF 1121 FF 2 Hlc L W ZE SN~

_45_




	Ⅰ．概要に関する項目
	Ⅴ．治療に関する項目
	(1) 臨床データパッケージ
	(2) 臨床薬理試験
	(3) 用量反応探索試験
	(4) 検証的試験
	(5) 患者・病態別試験
	該当資料なし
	(6) 治療的使用
	Ⅶ．薬物動態に関する項目
	Ⅷ．安全性（使用上の注意等）に関する項目
	「Ⅴ．治療に関する項目　2.効能又は効果に関連する注意」を参照すること。
	「Ⅴ．治療に関する項目　4.用法及び用量に関連する注意」を参照すること。
	該当資料なし
	10． 過量投与
	該当資料なし
	11． 適用上の注意
	12． その他の注意
	(1) 臨床使用に基づく情報
	該当資料なし
	Ⅸ．非臨床試験に関する項目
	Ⅹ．管理的事項に関する項目
	８． 製造販売承認年月日及び承認番号，薬価基準収載年月日，販売開始年月日
	９． 効能又は効果追加，用法及び用量変更追加等の年月日及びその内容
	10. 再審査結果，再評価結果公表年月日及びその内容
	11. 再審査期間
	該当しない
	12. 投薬期間制限に関する情報
	13. 各種コード
	14. 保険給付上の注意
	ⅩⅠ．文献
	１． 主な外国での発売状況
	本剤は海外では発売されていない。
	尚、ロサルタンカリウム製剤としては海外で販売されている。
	（2026年4月時点）
	２． 海外における臨床支援情報
	該当しない
	ⅩⅢ．備考
	１． 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	本項の情報に関する注意：本項には承認を受けていない品質に関する情報が含まれる。試験方法等が確立していない内容も含まれており、あくまでも記載されている試験方法で得られた結果を事実として提示している。医療従事者が臨床適用を検討する上での参考情報であり、加工等の可否を示すものではない。
	(掲載根拠：「医療用医薬品の販売情報提供活動に関するガイドラインに関するQ&Aについて(その3)」令和元年9月6日付厚生労働省医薬・生活衛生局監視指導・麻薬対策課)

