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wHE (%) 6241001 77~79 77~79 76~178 76~178
PNV H 6241002 78~80 78~80 77~80 78~80
<4574y, 70%LL E> 6241003 78~82 79~80 78~80 78~80
wHE (%) 6241001 82~85 81~84 81~84 81~84
TArUE Y 6241002 82~85 81~84 82~84 80~85
<4574y, 70%LL F> 6241003 82~87 81~84 81~84 81~85
G (%) * 6241001 99.3~100.6 100.3~100.9 99.6~100.5 100.7~101.4
P H 6241002 96.4~ 98.9 98.5~ 99.1 97.2~ 99.0 98.8~ 99.8
<95.0~105.0% > 6241003 98.6~100.2 99.2~100.4 99.0~100.2 99.6~100.4
G (%) * 6241001 99.4~100.2 100.4~101.0 99.2~102.2 100.6~101.2
TArUEY 6241002 96.3~ 98.7 98.7~ 99.5 97.1~100.7 98.4~ 99.5
<95.0~105.0% > 6241003 98.8~100.3 99.8~100.6 99.0~101.9 99.5~100.3

Ko RTRBICHTOEAER (%)




(3) #EOUILREOLENE

BRI : 2015/8/5~2015/11/18

O7 s mflaiE TAET]  #adE 40C L, KERR]
HERE A =RV PRAFHIR
<Kk > Ty BA#hI 2 i 1A 2 % A 3 %A
PR n=10 WHEEHAOY | HEHADY | HFEHAD Y | HEHAD 7 | HFHEARDO 7
<HEHOD T 453 —F| DRI70 | 1 vbha—F | qvbha—F | gvbha—F | f)bha—TF | fbha—T
ST EE> °4 T EE °4 T EE °4 T EE °4 T EE © T EE
WHME (%)  n=6
Sz DR170 92.4~939 | 91.2~93.6 | 91.5~93.7 | 90.5~93.5 | 89.3~93.7
<30 %y, 70%LL >
WHME (%)  n=6
[7T2ua PRl | DR170 92.6~95.4 | 91.0~94.4 | 92.6~945 | 86.8~945 | 85.9~93.3
<30 %y, 70%LL >
8 (%) ¥ n=3
[Pz ] DR170 |101.8~102.9| 99.5~99.7 | 99.2~100.0 | 99.7~100.4 | 100.3~101.6
<95.0~105.0% >
&8 (%) ¥ n=3
[T 2r Ty V] | DR170 | 101.2~102.0 100.4 99.0~100.5 | 100.0~100.6 | 97.9~99.6
<95.0~105.0% >
s (f”;)%@n: 10 DR170 77~90 82~92 77~97 78~94 82~99
¥ FREICKT B EHHE(%)
OT7 s uliltE THET) MadE 25C - 75%RH L, B
HRERE A =RV PRAFHIR
<Kk > H5 BR G IRE 2 1% H 2 5 H 3 »H
PR n=10 WHEEHAOY | HEHAO7 | HFEHAD Y | HEHAD 7 | HFHEARD 7
<HEEHABOTZ 4V ha—T| DRIT0 | 4 vAa—T | g bha—F | gl ha—TF | fbha—T | fLha—T
S$ T EE> £ T EE g THE gV THE gV THE °© TR
BHE (%) n=6
[Pk ] DR170 92.4~939 | 91.4~93.9 | 86.4~91.9 | 91.9~932 | 90.1~92.8
<30 %y, 70%LL k>
BHE (%) n=6
[7T2u P ERiE] | DR170 92.6~95.4 | 91.8~96.0 | 90.5~97.2 | 92.5~95.6 | 87.8~94.4
<30 %y, 70%LL k>
a8 (%) * n=3
[Pk ] DR170 |101.8~102.9 | 99.3~100.5 | 98.4~100.1 | 100.0~100.8 | 101.5~101.8
<95.0~105.0% >
a8 (%) * n=3
[Tl U VEiE] | DR170 | 101.2~102.0 | 100.1~101.2 | 98.3~100.1 | 100.1~100.9 | 99.3~99.8
<95.0~105.0% >
i (%1%\1)%1@11:10 DR170 77~90 69~85 72~91 72~81 71~84

¥ RO 5B A R%)
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O7annfidgfE THETL) Mol =i, Bt (D65 I (19 1600Lx) . KA %]
HBRIER =R Fahg o &
<> B BHAGEE 40 77 Lxhr 80 /7 Lx-hr 120 7 Lxhr
PR n=10 .
_ EHEBOT 4V | HEAGD T 4V | HEARDO T 4V | HHEABD T (L
< DT 4 a— T R = R = R = .
WRBAOT A v ha=7 | DRIT0 | ) 0 2 | na— o 78| na— (o Ihi | ha— 4o B
ST RE>
B (%) n=6
(ST ] DR170 92.4~93.9 91.7~96.3 92.1~94.5 92.2~94.4
<304y, 70%LL >
B (%) n=6
[T\ v e Ry U] DR170 92.6~95.4 92.0~97.6 93.0~95.9 93.2~94.5
<304y, 70%LL >
G (%) ¥ n=3
(ST ] DR170 101.8~102.9 98.8~100.4 100.0~100.4 98.7~100.1
<95.0~105.0% >
G (%) ¥ n=3
[T\ v e Ry U] DR170 101.2~102.0 98.1~99.8 99.5~99.8 97.8~99.1
<95.0~105.0% >
(BE1H)
BE (N)  n=10 DR170 77~90 81~91 77~88 65~81
¥ FRBICHT A EHR®%)
SR EHEHIN - 2016/2/23~2016/5/30
O7 A "\mfls ODsE THET)  ®MadE 40°C LEYL, [UER]
HBRIER =R PRA7HAM
<JHHE> &E5 BH AAIRE 2 i 1% H 25 H 35 A
Mk n=10 - . . . .
. v DFREE | RHEODFTIE | IREADOREE | B DOREE | 8HE SEHE
< Yt DR S AV0100 | RFHEBOFREE | IRHEBOREE | IRABOREE | IRHBOREE | IRHEBOFREE
AR n=6
<60 BB > AV0100 29~31 30~36 28~33 29~38 30~33
wHYE (%) n=6
[ AV0100 | 81.0~83.3 79.3~80.8 78.7~80.5 78.8~179.9 76.3~77.4
<454y, T0%Lh >
wEHE (%) n=6
[T 2TVl | AV0100 | 85.9~90.2 81.1~83.4 | 80.3~81.9 82.0~83.5 77.6~78.7
<45 4y, T0%Lh >
a8 (%) * n=3
[ ] AV0100 |101.9~102.4 | 99.0~103.5 | 101.6~103.4 | 101.7~102.5 | 101.3~102.3
<95.0~105.0% >
a8 (%) * n=3
[T _ U] | AV0100 | 102.1~103.1 | 98.8~102.9 | 102.2~104.1 | 102.2~102.8 | 101.3~102.2
<95.0~105.0% >
(&)
WE (N) 1=10 AV0100 75~115 89~123 85~122 83~117 107~126

% : FORRITHT B A0
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O7 L mllG ODgE THET)]  HEadE 25°C - 75%RH LG, BHA]
EX ERA) A7 1R
<JiHs > & PR 4 2 i 2 1 3 »H
<%§§%£¥%> AVO100 | #EGORIE? | ORI | Y 0RE™ | QORI | ka0
EHG%%L,LE\]_G; AV0100 29~31 22~25 21~23 28~31 25~33
WHIME (%) n=6
[k ] AV0100 81.0~83.3 76.4~77.7 74.8~80.3 72.9~75.2 72.2~73.2
<4545y, 70%LL k>
WHIME (%) n=6
[T LU Ny Uik AV0100 85.9~90.2 77.2~78.5 74.1~77.4 73.56~76.4 71.0~72.1
<4545y, 70%LL k>
a8 (%) *' n=3
[tk ] AV0100 | 101.9~102.4|101.7~102.3 | 101.9~102.4 | 102.0~102.7 | 101.1~102.1
<95.0~105.0% >
a8 (%) *' n=3
[T LU U U] AV0100 | 102.1~103.1|100.8~101.7 | 102.0~102.5 | 102.0~102.2 | 100.1~101.1
<95.0~105.0% >
R (%;?1@)11:10 AV0100 75~115 41~55 39~57 42~52 40~51

M1 FREICHTDEAR%). K2 BT KA

X3 HIFENEARLDTNCEF S IXS £

O7 o ufids OD§E THET) Mokt =R, Bt (D65 IR (]9 1600Lx) . K% %]
BRI H D A7 HI
<> B B AR HF 40 )7 Lx-hr 80 5 Lx-hr 120 )5 Lx-hr
<£¥E£¥%> AVO100 | mEmos | meskswr | Sesksw | Eesks
EHG%%L/LII;\]_G; AV0100 29~31 31~33 28~31 23~29
VAP (%)  n=6
[Pz ] AV0100 81.0~83.3 80.3~82.6 80.3~81.5 80.7~82.4
<454y, 70%LL >
VAP (%) n=6
N =B PN 7 751 AV0100 85.9~90.2 84.2~87.4 84.3~86.0 84.5~87.4
<454y, 70%LL >
& (%) * n=3
[N ] AV0100 101.9~102.4 100.1~101.7 99.3~103.1 101.4~103.9
<95.0~105.0% >
& (%) * n=3
([T L R ek AV0100 102.1~103.1 99.8~100.9 98.1~101.6 99.5~102.3
<95.0~105.0% >
B (%;Aj)%ﬁ)n:lo AV0100 75~115 80~101 78~108 75~98

% TR BRI B A0

7. RASERUVBERROREN

AR/

8. AL NEAELL (MEBILEHEIL)

FAR/YA
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9. BHfE
BHRER
<TLmflGiE TREL]; Sy s>
BRESR S DY RSB T A T A VD —HIEICOWT (R 2442 A 29 B AER
¥ 0229 55 10 75)

ARG
2EE - ARG BHEBE N RVE
[l ORI : 50rpm (pH1.2, pH3.0, pH6.8, 7/K). 100rpm (pH1.2)

[lE]

-pH1.2 (50rpm) Ti&, EEHERLAINS 120 431234617 2 A HERD 1/2 OWGERHHFEZ R L O 120 47
(ZIUNT, AR DR R AT HER O S-S HH =R 4 12% OFEPRIC B o 7,

- pH3.0 (50rpm) T, FEHERIAID IR D 40% K% Y 85% I D 2 B SIZ B\ T, AR
S HH R AT R B D SR 3R £ 15% D HEPHIC do - 7,

- pH6.8 (50rpm) TiL, FEAERIAN K OV SHIE & BT 15 4y LANIC P8 85%Lh BiRH L7z,

- /K (50rpm) Tik. FEAERFIO SRR 60% M X 85%TUT D 2 B2\ T, AL DI
FH R A HE B 0D SV HI R £ 15% O FEPHIC B > 72,

- pH1.2 (100rpm) TiL, FEYERIAIOFEEIAEH D 40% MK O 85% T D 2 B SIZHB W T, RO
A R AR HE B 0D SR S HH R+ 15% DI & o T,

PLE. REDOHZIR G S0 B2 AT DWW TR 2R ERLA] (= 7 27 4 —VELAEE) & Hig
L7-FER., 2ToRBIRIZB W T IEEERLOEYZE SRR A R 74 ) OHEEEICHE
&L7.

e %
(P H )
BHE (%) pH1.2 (50rpm) EHE (%) pH3.0 (50rpm)
100 ST 100 S A
80 _ 80 e e S
60 g 60 . gk
40 A 0 L oAb
20 —e— 7 £)i0ACEEE TBETL 20 —e— 7 4088 BET
0 | I??R?’z*ﬁ"ﬁﬁ‘%ﬁ 0 | = m- I\;)?R?z*‘):'ﬁﬁ‘%ﬁ
30 60 90 120 30 80 90 120
B (50 B (7
T (%) PHEB (50rpm) IERE (%) 7k {50rpm)
100 L HWLTILE " n PLTILA
ot S |ls+ g =--""
60 ~ e
40 /
20 —e— 7 L)iOECSE THELL —e— 7 L)IOECSE THEDLL
0 == TP 73— VEEEHE : == IvD27x-ViREE
0 10 15 10 20 30
BFfE] (%) BFf (0
EHE (% pH1.2 (100rpm)
100 } VIR I L
80
B0
40
20 L —e— 7 4i0EREE TBEL]
il | == Iy BT JICEE
0 30 650 90 120
BEfE] (70

(n=12)
13



<TuaRNafldiE TAETL) ; 70208 0 LRl >
BIEIE OEW IR SRR A NI A EO—HWEICOWTCER 2442 H 29 H  HEARSE
% 0229 55 10 &)

PR A
ILE  AARKF WHERE SR
[ElEHOR ORER R - 50rpm (pH1.2, pH3.0, pH6.8, /K). 100rpm (pH3.0)

[ClE]

- pH1.2 (50rpm) Tid, FEAERFIK ORI E HIZ 15 /3 LANIZ ) 85%LL BV L7,

- pH3.0 (50rpm) TlE, FEUERLF] O PR D 40% K Y 85% LD 2 KEAIZIEWT, RO
PSS AT R O SRR R = 15% D FEFHIC b - 72,

- pH6.8 (50rpm) TiL, FEAERIA K O SHIE & BT 15 4y LANIC P8 85%Lh BiRH L7z,

- K (50rpm) TliE, AEHERLF|ONHIAH RN 60% M O 85% (UL D 2 FFfFIZIBUW T, Adh DB
FH R A HE B 00 SRV HY R + 15% D FEPHIZ B o 72,

- pH3.0 (100rpm) ~Tid, FEHERIFIDIFELEVEHIZED 60% M O 85% 1T D 2 RE IV T, RO
A L R | AR HE B 0D SR S HH =R+ 15% DI & - T,

YLk, REDERD T 2a D8RO VBEIZOWCEFEB AR ERE] (=Y 7 27 +— VA
F8) LR L72RE R, &2ToORBREKIZI W T MERERLOEYFHIRFEERBR T A BT 121 OFf
EREMEIHA LT,

NN %
()
BEE (%) pH1.2 (50rpm) BHRE (%) pH3.0 (50rpm}
100 TEA_III_‘);E_‘/_’X‘/_J@_%% RN 100 F OV o LERE
80 - 80 i
P
60 60 A”
40 40
- —e— 7 4 1AREE TBETL) 20 Lo —e— 7 4)10EEE TBEL)
5 == I~39R77{—9EE3§E . g 5 =i I??R?z—‘{"ﬁaéﬁ
10 15 15 30 45 60
BFfd} (7 B¥R om0
SEHE (%) pHB.8 (50rpm} FEHE (%) A (50rpm)
100 FLOVE ot FEE 100 T L OVE et JLEEE
80 80 - =
60 60
40 40
20 —e— 7 L)iAESE THEL] 20 —e— 7 LIiOESE TBEL]
: - - I-ujR?:{—i/”EET%iE ) : - - I-yb}?:{—ﬂﬁﬁéﬁ
0 5 10 15 10 20 30
BERE (50 BERE (52
FHE (% pH3.0 (100rpm)
100 FLOVE i e
80 o op-===mm=ooT oS
60 ==
40
20 —e— 7 4)I0CEE TBEL)
0 = Iw’}’}?:{“)‘ﬁﬁ‘éﬁ )
10 20 30
BFfd ()

(n=12)
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<TARNulSODEE THET) ; Sty >
BIEI OEW IR SRR T A RIA SO EICOWTCER 2442 H 29 H  HEARAE
7% 0229 %5 10 =)

B SAF
iE  BARIERS  BWHRERE S RE
[Elfin g K ORBR K : 50rpm (pH1.2, pH3.0, pH6.8, /K). 100rpm (pH1.2)

[ClE]

- pH1.2 (50rpm) T, FEAERIF|O IR RN 40% K Y 85%FFUT D 2 HESIZRB W T, AL D Y
PSS AT R O SRR R = 15% D FEFHIC b o 72,

- pH3.0 (50rpm) TiE, FEUERIF|O PR 40% K ) 85% 5T D 2 FEAIZH VT, AR D
VoS H SR AR B oD SRV R = 15% D FPHIC B o T2,

- pH6.8 (50rpm) ~Tl, HEHERIA R OARFhIE E HIT 15 43 LIS T 85%LL R L7z,

« /K (50rpm) TliE, f2 B OMEIX 42 ETh-72,

- pH1.2 (100rpm) TiX, FEAERLIFOFLEEHFED 40% MK O 85% T D 2 KEIZIBWN T, AL DI
Py HH R | AR E R 0D SRR HH 3R £ 15% D RPAIC & o 7,

PLE, REDOHRGT SV Z AT TR RN A ZEERA] (= 7 27+ —VEEEE) & ik
LR, 2 ToORBRIKICEWT [EBREELOEWZRISMERBR T A RT 4 2] OHE L 1o
& L7,

NN %
(P b )
FHE (%) pH1.2 (50rpm) SEHEE (%) pH3.0 (50rpm>
100 PRI IL S 100 } ST E
80 e === g0 |
60 60
40 40
2 L —e— 7 4 OBCE0DE TBET) 2 L —e— 7 4 0BCS00EE TBEET)
- = I3 7x-VESH - = I 237z VESH
o - : i ‘ 0t ‘ :
0 30 60 90 120 0 30 60 90
BFR () BERE ()
B (%) PHES (Sorpr[w) BHE (%) 7 (50rpm)
100 ST IL R 100 | R [V PR
_———
80 ) L
60 60
40 40
20 —e— 7 L) OFE 008 THEL) 20 | —e— 7 i) OBECE 008 THETL)
-a- TIP3 Tz VEEHE -= TP T+ VEEHE
0 re s = 0 rr . s
0 10 15 0 10 20 30
BERA () BERE (70
FHE (%) pH1.2 (100rpm)
100 | PRV Pas i V-
80
60
a0 |
20 L —e— 7 L) 0008 THET )
- L2274 VECEIE
U L‘ L L
0 0 60 90
BERA (5

(n=12)
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<TANuflE0DEE THET] ; 7ArYE >
BIEI OEW IR SRR T A RIA SO EICOWTCER 2442 H 29 H  HEARAE
7% 0229 %5 10 =)

AR A
EE  BARIER S WHRBRE N s
[ElEH R ORER R - 50rpm (pH1.2, pH3.0, pH6.8, /K). 100rpm (pH3.0)

[ClE]

- pH1.2 (50rpm) Tid, FEAERFI K OARGITE HIZ 15 /3 LANIZ ) 85%LL RV L7,

- pH3.0 (50rpm) Tl&, HEHERF O IR HEFEN 60% K% Y 85% LD 2 KEAIZIH W T, AdhD
B R A YR ) O SE PR HH R = 15% D FEPHIZ 8 o T2,

- pH6.8 (50rpm) ~Tl, FEAERIA R OASIE & HIT 15 23 LANIC ) 85%LL FisH L 7=,

- K (50rpm) TiE, FEERFOF-EIEHED 60% K O 85% LD 2 FEAIZIBN T, Adh D FEIER
FH R A HE B 00 SRV HY SR + 15% O FEPHIZ B o 72,

- pH3.0 (100rpm) TiE, FEAERFI K OAR T E 12 15 53 PANIZ Y 85%LL RVt L7z,

YLk, REDERD T ba V8RO VBEIZOWCEZEB AR ERE] (=Y 7 27 4+ —VEE
B8) LR L7z R, &2 ToORBRKIZI W T MERERLOEYFHIRFEERBR T A FZ 121 O
EREMEICHA LT,

NN %
(s )
EHRE (%W pH1.2 (50rpm) BHE (% pH3.0 {50rpm)
100 FLOVE LA LEE A 100 7 LAY LEE
80 80
60 60
40 40
20 —e— 7 L) OBCE00EE TAETLY 20 4 —e— 7 4 AFCE00DEE TAETY
" - == Iuﬁxj‘zl—i)‘EE‘é‘S’f_ i i I~:«927zj‘i‘§ﬁé$’i
10 15 ] 10 20 30
BFfd} (7 BFR om0
FLE (% pHE.8 (50rpm) S (%) Ao (S0
100 L F L0 e LR 100 F A0 e LR
_____ A
Wy 80 i
oo
60 60 il
»
40 40
50 | —e— 7 4/ NES0DH TBET] 20 —e— 7 4)iQE40DE THET)
o o - I P73 VICEHE ) 0 -= IU2Tx - VEEHE )
0 10 15 10 20 30
BFfd (0 BFR (7
ERE (%) pH3.0 (100rpm}
100 F FLAVE vy LEE
80
60
40 -
20 b —e— 7 L/ i0ECE00EE TAET]
- - == Iw2A7x VSR ;
0 15

10
BEf (50

(n=12)
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10. 5% -aE

(1) FENDELGER - 2K, MK LCERSR - EKICEYT H1FR

M ER e L

(2) A%
W 5e4 PTP ik
T Lo m Bl ARENH E L 100 #& [10 $£x10 ; PTP], 140 ¥ [14 $£x10 ; PTP]
7 Ao3ufild OD §El HE T 100 £ [10 $£x10 ; PTP]

(3) FREE
LR
(4) BEHOHE

Mot

PTP w3t

T o uldGEEHET)

RUEEC= LT 4 VA, TAI= L
ro—: Ry F Lo TV T7HXL—h-TLI=
LRV EZFLUTIRX—FT VA

7 Lo fids OD gElAE L

RV = LT 4 VA, TAI=T A
Fo—: 7A3I=vh - RIZFLUITIX—F7
PYIPA

1. BRRHEhEHHE
LR L

12. Tk
Briz7e L
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V. ARICEYSEE

1. PEXEHR

N

3.

i L FEE
. WRERIIHRICEHET HER

5.RER IS RICEET HEE

51 WERMERTOBENERH Y . KAz S IMERROSE —BIRIEL Lz &,

52 FHIE LT, "AHLZy 80mg KOT APy bmg ZHH L TWAHEE, HH0TWVThHh
M= E R LILE=R > b a— AR R 8 I AFI DUV 2 25T 5 2 L, (8.1 ]

(fi#E)

51 AANT 2 FEHOBKEIEEOEAFITHY . 2Pz (VAL) B, 722 Yy (AML) Hl
G L U CENICBEDREG T 5700, MEOMERTICEET H2LERND D, KR
OO, ARG BEOMERTOY A7 T/hENbDEEZEx b, Ll @millEiE
BEIELS A SNEEBAIC, BEOMERT 2 2T ARG E TE 220,

5.2 SRR O ERARER T, LR EEK N & VAL KON AML LIS O BEESK & OF MR O 2% E
PELEHE LT ey,

RZERUVHRE

(1) AERUVAEDHESR

RAZIZTH 1IELEE O P L2 LT 80mg KONT Aur Pt LT bmg) Z#RAO#K5T 5,
AFNE @ MEEROH — @I L LTV R,

(2) AERVARDHERE - 175

B R L

RERUVARICEEYT 5T

7T.AERUVAEICEET R
UFOANY N E e T ha P B RUOVERIEO AL - HEZEE 2 BEEICRFI OIS % B &
THZ L,
/Ubﬂ-)b@ v
WE . RAIZIZ ALY L E L LT 40~80mg &2 1 H 1 R O#& 545,
7ok, . JERIZS U CEEHEET 525, 1 H 160mg £ THETE 5,
FLAODEURYEE
(e I E)
WHE, AT e e LTC25~bmg % 1 H 1ERO#FGT 5, 2B, RIS ey
BT 208, RART5725E8120E1 8 1E 10mg FTHETHZENTE D,

(fi)
AANL 2 FIHOREEEDOELAEH TH Y . VAL X' AML 20 L T\ 2556, VAL Bl X3 AML
MTHE =Y b u— VR GRGEICAFA~OY W EZNBESND D, ThENOKRENT
WO HIEROCHEZIARL LT,

. BRER AR
(1

) BERT—2 1Ry Hr—o
MR L

(2) ERERZFEEHER

AU L
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(3) AERGERFEAR
MU ERR L
(4) BEEMEER
1) ENEREERR
17.1.1 ENEMAEER
BE D B W E O AREM: & M EAE B E 25t BRI E N CTER L7 “HE MG (FERRER) 12k
W, 2L F 2 80mg/ 7 Av U E Y bmg BlGEEA 1 A 1 [H 8 MR ARG LR L AR
H— B (F &R ERE O PR M= A 90mmHg R IZIK T L7 I —RA T 4 LR L T
10mmHg VL IR L7 BFOFIEG) KOMEDOELEIZ, RO LBV TH D,
THERERERBRICBIT D VAR X —REOMEDOE L&
I HERTAMRRELZ 33 UF 2 USUHE 9 ifn -/
SEH| VAR H—R PEEMIMEDR—2F A L inb D
Ak (CEEE)

PV E L 80mgl T AU 86.4%
-23.6/-17.0mmHg
5mg Bl & HE (140/162)
R 36.1%
77 R -4.7/-4.8mmHg
(60/166)

AEERRBRSAE LD . NPV E 7 La P RS EOENT-EIEN B HER S Y,
BIERR B X, SAYAE T Aa U AR T 6.8% (11/162 i) Tholz, 7L L
AT La U UREERTCOERABIERIL. v-GTP # 1.2% (2/162 ffl) Th o7z,

17.1.2 ERNEMHEEER @HERVURERER)
CHEMEERR (EREBR) 0O ok G RIEBRE LT, AL 2 80mg IET Lr Y
vy bmg & 2 WM& Lc#, IGEIE 130mmHg PA ESUIEER )+ 85mmHg P Eo> B
(VL& 2 80mg/ T A v VY bmg Bl G REE 52 WM& E LT,
AP H L 80mg XL T AR TR Y bmg & 2 WG U721 ONUHE £ & OEE i+ (F
¥IE) 1% 138.6/89.1mmHg TH Y, /YL Z T 2n P U EEEEICE 0 X % 2 #HET
129.4/81.7TmmHg £ T F L BEINS ALY X T 2a P8 U AU 252 Lickb
HRBBEERRO N, Fiz, SV Z T Aa U U ELAEE 52 1 MHEEE-1% OUHE H LT K&
OMEIRMIMEIX 126.7/79.3mmHg TH Y . BWNCHIZ 528 LIBIESHR IR bl
BITERZBUERE X, NPV T sa P U EAEERET 15.1% (55/365 i) Thoiz, 7L
NZ AT ba P CREEEREO EREWEMIE, @IEILE 1.4% (5/365 ffil) TH Y, &WT ALT H
M 1.1% (4/365 fil) TH -7z,

2) REHER
U ERR L
(5) BF - WA
MG R R L
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(6) AEMER
1) EARERE (—REARKRE. FECEABRKRE. EARGELERRAE). RiERST
—RARE. REFRFTREBRAROAR
U ERR L
2) RBRFH L L TEREPEOABRNITERIE L-AE - HROBME
L7
(7) £k
PR

#T—4~
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VI. ENEEICEET SHEE
1. EEZMICEEHSLEYMNITILEVE
TURFT UV NSRRI (e YA 2o T L BTN E oy LT ILE)
TUXFT v CERERILEE (=7 7Y v~ LA RIS
14- e Rt U P rR LT LAETE (2720, =P U ERRES)
HE  BEO D 2ILEWDORIRE - WRFIL, BHMORMNLELZRT 52 L,

2. XBEFER

(1) {ERERL - VEFFF
AENX, VP LE R OT La P ORGAITH D, VT LE AT, TV T v T RE
OV T2 AT ThHhDH AT ZHFERICHEAE L, FERE LTERT A7 U4 7 v Tk LT
THZLILL o THEDREFRIET 5, 72 E, BARGFET LS T AT ¥ XVTHA L.
RN A~D BV 7 DA Z IS5 2 & TR ME O VI8 2 ik S CRIERERBFET 5, 7
LB TE U DOBENFICL > TREMERNEM LSS 2 & T, MEFAFSICE T L= - Ty
FT UV RANDIRIFE N KT 5720, NS AX UDEIEREPEREINLI LD EEZBND
6)

(2) ENERMT SRR

18.2 EE1EA
EMEBRRIET » MM L Z L T Au Py 20 L CEET AL FRENOEMEEE %
EIE 2 B ER AR E T,

(3) {ERARINFAE - FribE
Pl v/
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VI

1.

EOBEIEIT SHE

e RAEDHRS

(1) AmEANLDPRE
DR L

(2) BRBRTERSh-OPRE

16.1.1 BEEIZES

TREERR N B2 L L% v 80mgl/ T Av DY bmg Bl adE & 2SR I R OG5 L= & &, i
RO NP N Z U JROT hr UL, ENENR % 3 KT 6 Rl Chesmi EIC B L, HRF
BT F N ZFh 85 KN 382 I Th o7y ALY NZ T L U ERAEERGRFICEBIT 51
PZ O Cmax (£, 7P 2 80mg M ONT Av Vv 5mg OOf P G-RF & bl L T R
STebDOD, DT A —Z ZFREETH -,

BERANB IV LT T 2u P BASELE OV LS T Aa e & RO &
BULFEONSNLYLEZ RT3 O ERE T A —&

2L H L 80mg/ ZPILH 2 80mg K TN
AT A — s 7 Av Y bmg Bl A B 7 Au e bmg D
B 5HE (n=64) OB GR (n=64)

VA% Wi, g ThAhaTE VAV % S =R
Cmax (ng/mL) 3,260+1,330 2.63+0.462 3,630+1,200 2.75+0.584
Tmax (h) 3.0 (1.0~4.0) 6.0 (4.0~12.0) 2.0 (1.0~6.0) 6.0 (3.0~12.0)
AUCo-- (ng + h/mL)| 20,000=+7,890 126+32.9 22,000+ 7,230 129+33.7
Tz (h) 8.5+2.2 38.2+7.2 8.4+2.4 38.1t6.6

PEMEHAEAERZE, Tmax (ZB LTI RiE OR/lME~ kK fE)

16.1.2 £YPFHNFF1EHER

<T o uflgdE THEL] >

TAaNall AR THET) ROy 7 A7 4+ — VA6 L, 70 24— —{EIZ L) 221 1 8 (N
NP H L LT 80mg KONT L P L LT bmg) EEER A BHEICH A BRI 0 %5 L g
NAPNVEROT 2u P REZNEL, 5o 3EYEiiE 7 A—% (AUC, Cmax) (ZDW
T 90%15 18 X MBS TREFHIENT 21T - 725 3. log (0.80) ~log (1.25) O#FHNTH V. WiFlOA4
YRR S VE S R St ),

KERE T A—F (LI E L)

PIENRT A—H BENG A—H
AUCt Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
TAaNaEAE THET] 24.62%6.02 4.22+1.15 3.21£0.88 5.27+0.58
Ty 7 AT F—VEEHE 24.23+7.32 4.16+£1.32 2.67£1.09 5.62+0.86
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(1 $2#% 5., Mean*S.D., n=24)




6 -
f [ —e— 7 LNORASE [HET]
®
ﬁ 4 1 - A-- Ty RT 4 — VR
ij‘: 132485, Mean®S.D., n=24
p1
2
27
B
&
0 ?
0 4 8 12 16 20 24
BER (hr)
MmAE SRR ERERS (L L x )
HYFhHE T A —F (T L)
HIE/INT A—H BEIRT A —H
AUCt Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
ThaAnllesE THETL) 137.93+34.39 3.68+0.70 6.40*x1.39 38.691+6.44
Ty AT F— VA 132.60+=26.86 3.4610.66 6.75*t1.59 38.35+5.95
(1 $2#%5-., Mean*S.D., n=24)
(ng/mL)
5 _
% 4 1 —— 7 LNNOFASE [HEL]
= ATy YR A — SRAR
7
é 152485, Mean+S.D., n=24
5
E
=z
P
B
0 T T T T T T T 1
0 12 24 36 48 60 72 84 96
B8 (hr)

eI REHER (T Lr e )

AP EEN NS AUC, Cmax %O/ T A —H 13, #ERE ORIR, (RIEOSREREEL - B % ORBR
R &L > TR D RN D D,

23




<T7ALARNufla 0D THET) >

TARuflAODEE THET) MOxy 7 A7+ —VllatEsE, 7 n A4 —"—EICI D EnEh 1
BE ONLY L Z L LC80mg KON AP b LT bmg) EEEARABMEICHARERBRE O#&S (K
THRA KL OKZ LTIRA® LTmEF ALY L Z U ROT 2a P BELZHE L, SGHhEY
hE/NT A —4 (AUC, Cmax) (22T 90%(5#E XML THEHIFIT 217 > 725 %, log (0.80)
~log (1.25) OHPFHANTH YV, WAIOEY RS HER Sz,

KR LUTIRAIET 230 fl5 0D 8 TAET] OAT, Ty 7 A7+ — VA EEIEK TR

HMENHE R T A —& (NP E v - KB D)

HENT A—H BBINT A — K
AUCt Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
7 Aosafils OD §E THET 25390+ 8662 4166+1499 3.2+1.1 6.4+0.9
Ty AT F— VA HE 26993+ 8990 4505+1546 2.9+1.0 6.5+t1.1

(1 $8#%5-, Mean*S.D., n=56)

(ng/mL)
50001 T i
m —e— 7 LANOFREE0DEE [HEL]
#4000 1| | JA.
ﬁ ; ~A--Ty 7R T4 —TEEEE
jj‘:3°0°’ 152385, Mean®S.D., n=>56
i
%2000
=
;_
B 1000 -
0 T T T T T T T T T T T 1
0 2 4 6 8 10 12 14 16 18 20 22 24
BERS (hr)
MAEFEMREHSE (v s - KB V)
HEPENIE NN T A —H (TLraTlEr - KHY)
HIE/NT A —H BEIINT A —H
AUCt Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
TAAnEE OD fE THET) 147.1+37.1 3.46+0.68 6.3£1.5 | 41.9£10.1
Ty 7 AT — VA 152.8+40.2 3.67+0.93 6.0+1.4 41.8+9.8

(1 $2#%5-. Mean*S.D., n=56)
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4 -

i —o—7 L/N\OEEO0D§E [AET]

i3

3 ~-A- Ty VAT 4 — VEEHE

7

‘é‘ 18E#% 5, Mean*S.D., n=56

5

v

=z

P

E

0 T T T T T T T 1
0 24 48 72 96 120
BERE (hr)
MAETPEpREHER (T 2aaTr - kHY)
HRMENHE R T A — & (NP H e KR L)
HE/NT A —H BEIRT A —H
AUCt Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
T A EE OD EE THET) 20447+17141 3510+1420 2.6+0.8 6.0+1.1
Ty U AT 4 — VA bE 229167879 3918+1339 2.7+1.0 5.8+0.9

(1 $g# 5., Mean+S.D., n=136)

(ng/mL)
5000
1 Jll T —e—7unomeopst [BET]
4 4000 -
ch -A--Ty VRT4—JVEEE

N AD-A
JL3000 - A '\ l

188485, Mean®S.D., n=136

MAE SRR EHERS (N L a2 KAL)
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HYENRERT A —F (T LuaIdEr - KRL)

HE/NT A—H BBEINT A — K

AUCt Cmax Tmax tie

(ng * hr/mL) (ng/mL) (hr) (hr)
7 AoNafils OD §E THET 122.1+26.6 3.48+0.64 5.2+0.8 37.5+7.4
Ty AT F— VA HE 121.8+28.3 3.57+0.70 5.0+0.7 38.3+7.4

(1 s8¢ 5., Mean+S.D., n=136)

(ng/mL)
4 -
Im —o— 7 L/NOFES0DIE [HEIL]
<3
f 3] ATy TR T A —VEREEE
7 x
é 1§84%5., Mean®S.D., n=136
5
E
D
P
E
0 T T T T T T T T 1
0 24 48 72 96 120

#5fEl (hr)
MAE TR EHERE (7 Lm e - K2R L)

MR ONE AUC, Cmax %O/ 3T A —Fd, HBRE ORI, (R OERREH - W5 0 3R
R &L > THRARD RN D D,

(3) shmiE
MG R R L

(4) BE - ftREOTE
TR A BTNV L 2 v 160mg KON AP bmg B 2R HERE L2 & & 0o v L
2 ROT LY s OIEYENRRIIA HAR 5% LTRSS Z LT Ar T ORI
WENEELHIME BEAERIERRD S e otz 10 GMEADT—4),
H 1) ARFOARESNZ 1 HHEZ, AL LT 80mg KUNT AuYErE LT bmg Th
5o

2. EMEERB/ITA—4

(1) BAHEE
M EE R L

(2) WUREFETEH
EUERR L

(3) HREEEH
MR L

(4) YVF7S VR
MR L
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(5) HHMEHE
MR L

(6) Tt
MR L

3. BEMA (REaL—Lay) @&
(1) A ZE
MR L
(2) RS A—LETHER
R L

4. IR
16.2.1 BREOEE
R A B 2L L 2 v 80mg/ 7 v VB bmg B A lE A IR OG- L& &, SuY
> @ Cmax KN AUC IFZEJERFH R GIC AR TREERLE TENENL I%K D 16%IE T L, TLarT
TBFEORELZ T ehoto 1,

5. 9%
(1) itk -FeiBE P& @ tE
MR L
(2) Imi%k-fadkEaFE &
("VIl. 6. (5) iThwt] DOIEZH)
(3) Ait~0BiTiE
(IVIl. 6. (6) #lbaw) DOHSM)
(4) HE~ADOBITHE
Pl v/
(5) ZofioBm~DBITHE
MM ERR L
(6) MBFEAKESE
NN E L RONT Ar Y O MR ARG RIL T T 93~96% K% Y 98% Tdh > 7= 12 13),

6. i
(1) REBLIRUCKBER
MBI L
(2) REICEAE5T 58K (CYPH) OHFE. 5=
TREER A 55712 14C 7L L & 2 80mg A ZZ AR HLIEIRR 1 #5255 8 HEfEI 4 O A I iE, =& L TRE
BEBRTFEL, TOIENIREE L T4 R KRB 5N 19, in vitro DRBRIZB W TE L
LT CYP2C9 OB EN R ENTND 1D UEADT—4),
FAR YT EIC CYP3AA IC L0 REt S s s E2 b5 16,
(3) MEEGBMNROFTERVZTOEE
MU ERR L
(4) REVOFEEOFTERVFESEL. FHELE
MM EER L

7. EEit
fERER A B 712 14C 2N LY L 2 v 80mg & ZEERFHEIRR O h- L7 & & B 5% 168 Bl & Tl b
D 13% K% 86% D HMHREN TN EIIRFT R OHEFIZHEE S L, 202 HIFE A EBRRENAKRTSH
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10.

1.

S W GHEADT—2),

TR A 712 UC 7 4 V¥ 15mg B2 2 Z2ERrEEIR O G Lz &, & 5% 12 B £ Tlo#
H80D 59% K O 23% D FHHEEN Z L E TR 1 e OFE RIS P X v, IR BN TED 9% RELIKTH

S GHEADT—2),

1k 2) AAOKRBINT 1 HHRIE,

60

b5 U RK—5 BT B
DR L

. BREICLSBER

(TVil. 10. WEHRE] OHESMH)

BREDERZHTHE8EF
MAER e L

Z 0t
MU ER e L

SAFH LT 80mg KT LrUELE LT bmg T
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VI. £t (EAELOZXESF) CEYHEE

1.

3.

4.

5.

EENBLEFTOER
BEEIN TR

. ERABLEDER

2EE (ROBHEICFBELEWLNIE)

2.1 KRB ORI LiBUE OB ERE D & 2 B

22 Ve Fr vl Uy R bAEMITR LBHEUE OB D & 5 B

2.3 1T TR L CW D IR O & 5 etk [9.56 S ]

24 7 U RX LT REE B G RORERBRE (72720, OBEERRZT> ThRBMED =
Y= A RE L ARROBEERL) [10.1 B]]

(fian)

21,22 AFOHKSXITVE Ra v ) O R LAY CLARNCBREUE 2 2 = U2 BF X, EERE
FERD I T 5 ATREME N B 2D, RGBT D LERD 5.

23 (Ivm. 6. (5) #fhw) OHESM)

24 TV AX L U7 B ORMNGE L OBEEZKY . ACE HEHZ: 5 ONT ARB (2@ O
BHEEE LT e ROMMEERIOEIZT Y AF Ly 7<) ViRt & OfFHICBET 2 EE 2 fL#
LTwg (vl 7. (1) AR L Z0HE ] OHSMR)

PRERIIHRICEET HEE L ETDER
(TV. 2. ZEEIIRICEE T ZER) 22T 52 L)

RERUREICEEY 53X LT OEA
(Tv. 4. HEACHEICHEESZER] 220752 L,)

EREGEFNIE L EZNER

BEELEXNIEE

8.1 AAIX. "B FL 80mg K NT Ly bmg DEAHITHY ., NAH L LTy
VU OREWERNRBT 2800350 MUNCARKOHER 2T 22 &, [6.2 2]

82 NNYNF U EEGLT VAT v MR FEEETAIE G PR REOEERIFEERH 5 b
NIz OWMENRHLHOT, IEEEREZFMT 570 CBEE o272 2 &, [11.1.2 B3]

8.3 TiTAl 24 BEIIZIE G- LW EREE LV, T VAT v v v N ZFRETAIR 55 o BE 1,
BRI N VAT L =07 AT 2 RO ERNC X DRI E AR 2 RTREEDN B B

8.4 [BIEEHICE S D EN, S6OXERNLLDLNAZENHHDO T, EEE¥E. BB OEER%
fElg % PE D B A B ET 2 BRIITER S D 2 &,

8.5 7 Anu U LI R RN E < B 5 IR DRER BTSSR NRD SN D DT, AAIEE
FIERZICHOBERIZHER T2 & & id, ART OISR SHBICEET R PBEOREZEE L

DHEEICERETLZ L,

(i a)

82 NAYNEZ G UFAT 3 MR RRETA TR IME S TR Y | IFHRE DA
HE=ZH—FT L5 EFTDICHEETORERND D,

8.3 VLY A B BERBICTHN AT ) & PO MER T 2hE L BEOKNEZE - FBZh
DD, FIAT 24 FRIIFHEG LW EDREE Ly,

8.4 MDRETEAI L [FERIZ, BIEERICEDZOEN, S6OXENRNEZ LN Z s, BEAIIED
HEEHEEE LR L,
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6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBE

9.1 SHHE - IEEFOHLEE

9.1.1 MAIBHREEOH S BEXIABETREREEDOHSESE

B LTSRSl S5 aERE, BI85 2 &, B MR DR <% BRI IERE
DIETIZ L 0 2HICBEHELZ B S IBEZNND D,

91.2 mAY D LMEDEE

B LR 2GR SN 2562 RE, &I 2L, SV ALZ TEA U U A MIE
FHEIELIBZINNSH D, o, BHEREE, 22 b — L RRORERFEICI D MFEL Y 7 A
EAEL 20 RLTWERETIE, miEH ) ¥ MECEET S L,

9.1.3 RNEEEDHSBE

WWEORBRENMIEA2EEZ SR L, REZELLIEL2B8FNRH 5,

9.1.4 BMELFEEREPOBRE

—IEPEDOBI AR MR T (R R ONERREREEZEY) 2EZTB8ZnH 5, [11.1.56 ]

(i)

9.1.1 WA BIRIEAE I A& CEHEIRIRE DO H 2 B T, 7o V47 v T K0 SRERIRIE
BENHEFRFSN TV D, 2D X 9 7B IC RAAS # T 2 3K 2 % 595 & | S AREI R LR
L., REMREREMET T2 2 & FBEARPAED & 5 EE TR EKIKIEREDIX T b 20
OB MEAHMNE T, WEEZEICELIEI2B8ZARH Y | HE L2 S0t s
GEAERE, BT ONERD D,

912 FEH LB, SV NZ UEEORM TEIZH DO THRE L,

9.1.3 1LY F AEIKINE RS Db 5 BE T, WEDOREEIC X MR T2 2 L, Wik
LSEBBZINNH L0, EECHEGTHLERD D,

9.1.4 IKIFEDHAIZE Y L= dEBENRTUE L TWA 72D P L & o O #5012 X0 SEEME oKL
FEEEZTBZIARHY ., BEORKENSATUZEEZ ONDL KB I OERBEEENRBO LN T
W5, ZNODBREICAAEHRET 256, BEORELHSTEET OILENH D,

(2) BHEEERE

9.2 BieEEERSE

9.21 ERGEBREREE (NEFI L7 F=UEA 3. 0ng/dL LIL) OHZEE
EHREEEL LI BENLH D 19,

9.2.2 MEEHDPDEE

—IEPEDO B MR T (R R ONERREREEZEY) 2EZTB8ZnndH 5, [11.1.56 ]

(fign)

921 NP Z L T AR YU TEELREREREDO S L BE TIIBKERET 2B LYokt
NHRDH LTI, MiE7 V7 F =878 3.0mg/dL L EOGEIZIE, HEICKRGTOLERD D,
9.22 KIREDWPITE D L= IEMERTTEL TWAD 72D 2SI L & o OF 5T X0 e ORI
JEERZTEZEARDY | BEDOREENGAELTLEB X DD KM LOERIBERENE O HILT

WoH, INHDOBEIIAAERET 256, BEORELZ TDICEETLILENH D,
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(3) FitkeRERA

9.3 FFitREEEBRA

9.3.1 FEEDHSBE. WICHEAKFEZERUVELS >HOHSEE

NG AFFEITHET ISR SN S 720, IMTIRED ERT AR ERNH D, SMEICEWN T,
HRJIE ~ TR A JE OO TR (88 oL L 2 o D UE IR EE S RN & B L TR 2 RIS B RS
ZENMEESNTWD, o, TLAr P EEECFTRB D20, IFEEFEEE TIE MR
JEARAY OIE R K OV i FE - TR A (AUC) R T2 2L 03d %,

(fi#s)

BT HEE & 41 2 FEHN O TR E R O Peit~ 0 528 %, TR TE 10 B8 © - WiFFEE 0 5208 10 HEHE
TELELTEINTND, 2L uZ g3 FE UTHEA IR S v, FFREEOBRSE, R
JFEZE 3 K OVBYE 9 oD & 2 B TIXMFEMIRED LR8N0 H 5, £/ CRE~h
SEEOREESRE T, BERAL LR LT LY ComiETEED EERROLNTEY ., £7-
TAu BB FEERE T AUC O EARALN TS Z LD, ZTNHOBFITITHEEICE ST
LZMENRD D,

(4) 4WEREZERT HF

(5

9.4 HFEREEZHT S
9.4.1 IR S ATREED H H K%
IR L CWDZ ENEIRENT T v U4 T vV VERBRILER I T o4 T v v T2 FR
AR L, B - BER~0RE (FAR, HE - i - BOERAR, ECE) RO bh
TN ST B 18 19),
AR OBHITN D, RBEROGEE L EE L CABIRGOLEM 2 EEICHRH L, 1B EOALR
PER R B Ll SN DG RICOREET D2 L, £lo, BENLERGEIITROER
FIHIIEETHZ L, [9.5 2]
(1) RABGBERNIEIR L CO RN L 2R T 52 L, ARG T, IRLTWenWZ & %
EMICHERT 52 &, BEPITEIRSHA L7 HA1CE, Ebicgba k352 &,
(2) WOFHIZOWT, A GBMGRFICEZFICHAT L2 &, Fio, BEP L MEE USRI
LT L,
S IERERICARRI R Lc A, BRI - BrAERICEEEARET IR RS 5 2 L,
ARV L7 XX B DN DA IR, MY EICHRT D 2 L,

IR ZFTET D551, HEEICHRT O L,

) YENR

9.5 iTiF

A0 SUTATRHR L TN D ATREME D & 5 eI I3 5 Lisn 2 & G FITHRIRAVEIE L 723568121,
EHIZEEERIETL 2L, AP ALE U EELT VOFT v MR ERERFN ST v o4
TV BB FILER T, ERT I~ RIS S S BE TR - AR, EARAE,
FeIR - BrAERORME, AL, @h Y v AME, HEOKMALE, FARMMEIZL D EHH S
LM OWHE, M, BHEEE O, MOBBERAARERND b OWENHH 200 20, F
o, WMANTEMINTT v OFT v CVEBBERILEANCK T 5V b a A7 T ¢ 7 IE A
T, ARG T AT v VSR I EA 2 B G S D BE RSB W TC, IR AT OFE %Y
AT IIBEERIN B E SN TV RWEBERIZLERE N T EOMERH D 22, £1-, TV EIC
BT 2B EBR CHERAR NI 595 LARIRIIM R OV NMER 375 Z L ARBO LTV 5,
[2.3, 9.4.1 /]

(i)
AFNTAEIRE & R DO 3400 SUTAEIR LTV D ATREYED & 2 L~ DR BIIEER TH 5,
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(6) 7w

9.6 RELIF

I LARNWZ ERZEE LW, SV BT 2B ER (T v oA O#5) © 3mg/kg/
HT, At ~BITT2 L oHERH D, £z, 7Launl it b THHT~BITT 52 L3
HINTWD 2, BT, LY BT 28WER (7 v SOEEY R ORAMRAOKRE) ©
600mg/kg/ H CHARDIKEE K VEFROK T RO L TE Y, 200mg/ke/ H UL EToHESL
DN H BTV D,

(figan)
R LRV, TArYEVIE FTHITICBITT S 2L AHmE ST D,

(7)) MNR%E

9.7 NE%
AN st G & U T2 IR R BRI T S i LU 2R,

(8) EinE

(

—

9.8 Ei&

9.8 RICEEDELIZHE LN EEINTNDS, MEEENEZABENEH D,

9.8.2 /LY L& U HUMPL 51T X D EilE COIEMBRERER T, 2LV F O SR D IE
FICHARTEL RDZENRRO LN TN D, Fio, T Aa V&L X 2 EE ToXRYE)
RERBR T, MR EEA R < L PR EE I AN R < A2 DB AR HALTWVW D,

(fian)

9.8.1 BFEANCILBOEEFIHE L CRLHL,

. HEER
10. 8B/
T Au e ORENIEE L L THEMRHEIEESR CYP3A4L 3B 5- LTV D EEZ BN TN D,
) BIREREZDOHEH

101 EAEZ (BFALARWL &)

HRAI 4 % BRI IR - (& 51k HEFE « faliiN 1
7Y AFL LT LR FEBFEMERZE R | BRI E . Sl =2 - T o U AT UV U RE
UL B Y Y N UE R OMEILE 0 U A DR S 2 TTREMEDS & 5,

BERIF BB T 256, I| 7 piE s <Tnsd,
72U M OREERFR 21T > TH 7R
BIEDO =z ha—Li3zgE L<
FROBEHEZRS) (2.4 ]
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(2) FRAFEEZOER

10.2 GiFAERE (BHRICEET S

&)

AL

B AAEIR - FEE 7T

P - fEbRIA T

T YRR LT VR

EHREEE & Y U A iE K UMK
MEZEZTBENRH D,

7¢¥. eGFR 7 60mL/min/1.73m?
Al D BHERE IR E O & 5 BE~D
T U AR LT VR & OB
WZOWTITER R 270 &
P SN DG G2 RERT D L,

TUUHT Y U ERE R E

#l

ERERERRE U U v A IUE K& UMK
MEZEZIBEARH D,

e 2 A A |
EVERI D HETE S D FTREMEDS &
D

FI PR B 71

Zut3I R

NV Z eV AFT Y RNE
[11.1.5 ]

—IEPE O IR AR T (R kOt
EiHAREZHEY) ZEZTBTh
N5,

FUREEEAI TR ZZ T TV D
BEIIT L = EE T LT
WHBENEL L REIREY L
T,
FEEDOTF M) AR UK E
DWW LT-BETIX, FHITE
BEMEDRIMENRET D Z 0D
5o

7V 7 DERFEFER BRA
Avwm /)77 b
NUT LT L%
7Y T A A
HAvA ) 7 L

Fexv¥'L /)y« xF=)LTRA
FT A=

I ARY v

MU A RT Y LEARA
ANT 7 A RFF =)L b
UARTU A

MmigH U o LMEN EFS 52 &0
H5,

NIV NE DT IV RAT ' s
SWEHENZ E 0 B Y U LETEIE
F RS 2 FTREMED & D
fElRA 1 B RERE

PN NE AL DIMIER Y T
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4 B
214 Nichi-Tko Pharmaceutical Co,Ltd.Toyama Plant 1
Ar7e 44 NIKP-Amlodipine/Valsartan tablet 5mg/80mg
HIE - Bk | amlodipinebmg / valsartan80 mg tablets
INDICATIONS AND USAGE

Hypertension

DOSAGE AND ADMINISTRATION
The adult dosage is one tablet (containing 80mg of valsartan and 5mg of amlodipine) addistered
orally once daily. NIKP-Amlodipine/Valsartan tablet 5mg/80mg should not be used as first-time

treatment for hypertension.

<Daily Med (USA), 2023 4 5 H &>

4 TAUA
24 Novartis Pharmaceuticals Corporation
W7es EXFORGE- amlodipine besylate and valsartan tablet, film coated

amlodipinebmg / valsartan160 mg tablets, amlodipinel0Omg / valsartan160 mg
I - Bk | tablets, amlodipineSmg / valsartan320 mg tablets, amlodipinelOmg / valsartan320

mg tablets

INDICATTIONS AND USAGE
Hypertension

DOSAGE AND ADMINISTRATION
General Considerations
Dose once daily. The dosage can be increased after 1 to 2 weeks of therapy to a maximum of one
10/320 mg tablet once daily as needed to control blood pressure. The majority of the
antihypertensive effect is attained within 2 weeks after initiation of therapy or a change in dose.
Exforge may be administered with other antihypertensive agents.

Add-on Therapy

A patient whose blood pressure is not adequately controlled with amlodipine (or another
dihydropyridine calcium-channel blocker) alone or with valsartan (or another ARB) alone may be
switched to combination therapy with Exforge.

A patient who experiences dose-limiting adverse reactions on either component alone may be
switched to Exforge containing a lower dose of that component in combination with the other to
achieve similar blood pressure reductions. The clinical response to Exforge should be subsequently
evaluated and if blood pressure remains uncontrolled after 3 to 4 weeks of therapy, the dose may
be titrated up to a maximum of 10/320 mg.

Replacement Therapy
For convenience, patients receiving amlodipine and valsartan from separate tablets may instead
wish to receive tablets of Exforge containing the same component doses.
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Initial Therapy

A patient may be initiated on Exforge if it is unlikely that control of blood pressure would be
achieved with a single agent. The usual starting dose is Exforge 5/160 mg once daily in patients

who are not volume-depleted.

2. BB SRR FIER

ERICEY SiBsMER (AR LS UT7SE)

KINC BT 2 EOEBEOHOGLH E A—A T VT LIRS,

( TVII. 6. FrEDE Rz AT HEBHEICHET LR OEHEMR)

Drug Name

Category

A=A KT VT DOFE

amlodipine / valsartan

D

25 SO

(2021 4E 4 AMR)

F—A NZ U7 D4%E (An Australian categorization of risk of drug use in pregnancy)

Category D :

Drugs which have caused, are suspected to have caused or may be expected to cause, an

increased incidence of human fetal malformations or irreversible damage. These drugs may

also have adverse pharmacological effects. Accompanying texts should be consulted for

further details.
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