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PR (WREEOERIA Y F#5E) FAEN FEN &
EixE (%)
¥ 20001x | (&dk. 0.8%LLTF) P P A
KRB | RHYE (15 4y 75%L4 1) FEN FAEN &
ERE (%) (93.0~107.0) 99. 61 99. 02 97.92
fEEE* (N) (46N DL ) 49.6 42.0 50. 4

x1: BEH

*2: TIREHETH D 40N 2 T 0 | T5EH] - 7 7' AF O BAEREE TOREMERBREICOWT (X
) CERE114E8 A 20 H, BAJRPREAIME) OME OFMEILHET Tk, mEZLA 30%2L E
T, MHEEN 2. Okg EHATHOE S, KO TH D

7LOTE> O 10mg TZE] 7

TRAFSRAT: ABRTE H BRAGIRE 0.5 & A 1 4 H 3 f& H
PER (R EOERIAND F8E) | BB N KN N
5 mzwmE %)
40°C 23 0. 8YLLT) HirE N HikEN HiAEN HiksHN
WA | - o
b eenn | TAHHPE (15 43 T5%LA ) N k&N HiAE N ik
A Ew (%) (93.0~107.0) 99. 92 100. 31 99. 64 99. 50
e (N) (30N EL|) 88. 6 86.0 90. 6 83.8
PR (R EEOERIAD F5E) | BN HEN SN HAE N
25°C  |HikamE %)
i 75%RH (&FF. 0.8%LLTF) A A A A
TR - | EEHE (15 4y 75%PA ) g k&N HiAE N ik
P | &R (%) (93.0~107.0) 99. 92 100. 28 99. 21 99. 69
e (N) (30N BL 1) 88. 6 53.6 43.6 35.0
PRAFSAF AERIEH B 4G IRE 60 7 1x * hr 120 /5 1x * hr
PEIR (PR OERRA Y FED) HASE N HASE N AL
HixmE (%)
" 20001x | (Adt. 0.8%LLTF) A A A
KR | TEHE (15 4y 75%LL 1) HAEN HAEN N
Eg (%) (93.0~107.0) 99. 92 100. 10 98. 17
fEEE* (N) (30N BLE) 88.6 90.0 88. 4
% BEE

RELER VAR EOREMN
3 LA



V. #HFIZE94 51EHE

8. ¥l DEELIL (WEBILEMZEIL)
R LR

9. BHM

(1) BRERAEERBZFORAKICHT HEE M
TR H AR BRI
HARSER F — ki - s S Rk
ABRSE - [A] #5 4: 50rpm
AR K oK
BRI & 900mL
HE L k7 a~ N T 70— QUERE : 237nm)
FEE  ABNILL T OB ICHES L7z Y10,

W5t BUE R[] =
7 An YL 0D $E 2. 5mg [7E)
7 AV 0D §E Smg [7E) 15 %y T5%LL L
7 Am Y B 0D E 10mg [7E )

(2) BHEBICHITSHELM
(RIEE L DM FRIREIERR T A 7 A > CFRR 18 45 11 H 24 HATIRFEAIEF 1124004
) AT, RFIEEGRER 21T - 7o,

7LASE 082 5mg TZE] ¥

AR LA 7 AP 0D BE 2. 5mg [ZE]
FEAERL A 7 AP 0D BE 2. 5mg
AEE H ARG — Bl - Wi SRk
ARBR I 900mL
R 37+0.5C
EIfEe 50rpm (pH1.2. pH5.0, pH6.8. 7K). 100rpm (pH6.8)
i pH1. 2: A AR 7 OB 117
% pH5. 0:0. 05mol/L U U FE/KFE —F U 7 LK & 0. 025mol/L 7
%5 AR TURRIAREA VT pH &2 5.0 & L7zb D
pH6. 8: A AR )7 s HHakBR A 2 i’
7K
RmiErERESIn | 72 L
FEAERLE O FIGPR =R AN 85% & R 2 TR TR T &4 5,

@pH1.2 - pH5.0 - pHe. 8

FEYERIFIAS 15 43 LIS 1) 85% LA HIAH 4 2 B4 <. s BR R
23 15 43 LANIZ ) 85% LA BT 22>, YT 156 2icki) o3t
Bk 1] 0D S22 Vs HH SR DS AR R L oD S PR HH SR £ 15% D HiPHIC &
Do

) E HUE [ JIN
FEAERLFN A3 30 43 LANIZ W) 85% LA LV H L7 WA T, BLE S
AT RBRIRER F0 W THE R LA O SE A 2% 8% LA B & 72 %
L& EUERLRI OSSR N 40% K TN 85%fTIT D 2 2 2 B
FUZEWT, BRERELK O SR SR ME HE LA O SER A R
15%DEFRIC B H >, XL £2 B O 42 UL ETH B,




V. #HFIZE94 51EHE

120 ¢ 120
100 b g i g " 100 .
[lif' 80 Ho80
= e
9% 60 [ ——— 7LOUE 0D 5mEIZES % 60 —e— FLOTE 0D 5melZE)
= 40 ===@---- RERH (5F], 25mg) ~ 40 b ===@---- RENA (52H). 25me)
. R DT I e A Oy
0 e 2 B i 159
0 + s 0 L s
0 15 30 45 0 15 30 45
BB (5) AR ()
120 ¢ 120
100 100 +
B g R B O o — 2
H 80 W80 g T
x e = | [ '
~ 60 } —@—— 7LRIE L ODEE25melZE) ~ 60 } Jeg -
% s % g ——e— 7LOUE L ODE25melZE )
z oo B--- A (A, 25me) 2 )
o \ 40 o eoBeoo- R (EEHL 25me)
m. R o A U ) oo T
20 | P s 15% 2 w Lfﬁ”ﬁw
0 * * * g 0 L L L ]
0 15 30 45 60 0 15 30 45 60
A HEERE (53) BB (5)
120
100
& g
w80
E 60 —&—— 7LOTE T O0DE25mel ZE]
% --- G- R (AL, 25mE)
40 ,
20 '
o .
0 15 30 45 60
BB (5)
TRHZEENC I T D5 (BRUBR LA K O HE R O SELER I 0 L)
o R ERG T AR Y E L 0D
FANR R
(BEAI. 2. 5mg) B 2. bmg [ ZE | Ffj;( W
e . v | rpmone | o R - £
ARERTE | BlEREL | ARBRR | TR | SRR ER (%) | EEEmE (%)
pHI. 2 5%y 93.0 88.5 - W
pH5. 0 5% 88.3 86. 0 - BliiE
) 50rpm | pH6.8 15 4y 85.9 87. 4 - 1 &
X RILE
5% 41.2 80. 1 R
7K 31 A
45 4y 86.6 97.6
100rpm | pH6. 8 10 4y 87.4 90. 5 - Blikey
(n=12)

<HEH>

ERK pH1. 2 (50rpm). pH5.0 (50rpm). pH6.8 (50rpm) 33 LN pH6. 8 (100rpm) ~ClrIAZUERIA
IR QLN TR O 4L, K (50rpm) TITFREMEITFRD STz, ks, RN
R a2t & LAY FRR SRR CIX, MANEDFRICFRSEETH D Z LB HR SN
TW5, (IVIL 1 mHRECHRE] OHEBH)




V. #HFIZE94 51EHE

F7LOPEY 0D 5mg MZE) ¥

RS 7 AP 0D BE mg [ZE)
T E LA 7 e 0D E bmg
AEE H AR — Bl - Wi SRk
AR 900mL
e 3740.5C
EIfR e 50rpm (pH1.2. pH5.0, pH6.8. 7K). 100rpm (pH6. 8)
i pH1. 2: B AR OV HFREBRE 117
%? pH5. 0:0. 05mol/L U &K T ~ U o A¥HR & 0. 025mol /L
% R J T U E VT pH 2 5.0 L LD
pH6. 8: H ARy J7 D HHakBR A 2 ]
7K
FIEERGM | 72 L

FRAERL D s RS 85% & 8 R 7o P TR T &2,

@npH1. 2 - pH5. 0 - pH6. 8
FEAERIAI S 15 43 LAPNIC Y 85%LL Bin 4 534 <, Bk
FUHKIAS 15 43 LI ) 85% LA B¥EH 32 2>, T 156 31k
V% Rk LA 0 S 2 VA SR A AT HE LA 0 SRV HH SR £16% D

|

#HPHIZH D,
T [ Vi
EF'J/:E%@ T ¥ 1] - IND - ~ N H_/\
FEAERLRIAS 30 4y LANIZ ) 85% LA EIRH L7aWiBE T, R
E S A7 ARERIRE 2 d6 U TR R D SRR HH 22705 85% LA [
LD L& R O SRS AR DY 40% K O 85% (T D
W7 2 IR RIS I T BRI D 2R A H R DA VE LA oD
IR 15%OFMHICH 57, T £2 BIFofiiL 42 DLk
Th D,
120 120 ¢
w5 100 | . s 5 10T g
o | H 80 |
f —@—— 7LOYE T ODi5mglZE] $ —@—— 7LOTE 2 ODE5melZE)
% 60 | ~ 60 |
< === R (825, 5me) % oo (AR (BRI, Sme)
40 1 40 r 1 5
- BRI O M. B O
2 | DO HEE15% 2 T EIEE15%
0 . . ; 0 L L )
0 15 30 45 0 15 30 45
AR (5) B HEER (5)

10




V. #HFIZE94 51EHE

<FEF>

120 120
. 100 F .. 100 ° —
= - & 3 N N e R
o8 b s Ho80 g B
% 60 e 7LAOUE Y ODEESmEIZEl 8/: 60 —&— 7L0UE L 0DESmEIZE)
~ 40t B R (SRR, ) ~ a0 -=-B---- WA (FH. Sme)
o . . . . , . . . .
0 15 30 45 60 0 0 30 60 90 120
AR () ALEERE (5)
120
_ 100 | = _ o o
s . o & 9o
B8
3/; 60 [ ——e—— 7,0 Ut L ODsR5melZE)
~ 40 F ----8---- BEWNH (FEF]., 5me)
o . . . .
0 15 30 45 60
AL ()
A ENC I 1T DA GRIBRELA K UVE HERLA) D S )9 HH R 0 L)
) 5 4 i 5 TAOYE
AR ﬁﬁi{ﬁj " £2
(#EA4, 5mg) 0D &% 5mg [ ZE ] g
. : I T " " B %K
RERGVE | Pl | BRBAWE | BEHRERD | PR HER (%) | EHREHE (%)
pH1. 2 5 4y 89. 6 88. 8 - A
pH5. 0 10 4y 99. 0 91.9 - A
| 50rpm | pHé.8 15 45 88. 1 78. 1 - A
AR S
5%y 52.7 74.6 .
7K 39 | AEA
45 4y 83.2 94.3
100rpm | pHe. 8 15 %y 92. 6 83.6 - A
(n=12)

R pH1. 2 (50rpm). pH5.0 (50rpm), pH6.8 (50rpm) F3 T pH6. 8 (100rpm) ~CIIARHERLA
EVRHZEE O RIMENTRD v, 7K (50rpm) TIHIFELIME T
BraRGR L U AR SRR Tk, WA FRNCRSEETH D 2 & PR S
TW5, (IVIL 1L PR EOHER ) OERR)

11

DB T, TRk, RN




V. #HFIZE94 51EHE

Q) BHEBICIEITLEFMN

(& BN 570 5% 1 E TR O W AR SRR T A BT A > ) CFRL 18 4 11 A 24 AR REHE

FEE 1124004 5) (L, A HLEGRER 21T o 72,
7 LB 2E> 0D & 10mg MZE] 0

AR AL A

7 Au T E Y 0D EE 10mg [ZE)

PR R

T LAma T 0D SE bmg [7E ]

BILHT A8 B K

B 7k #E

e

HASER T —faklRis - ity S Bvik

BRI

900mL

i

37£0.5C

[EIL 2o

50rpm (pH1.2. pH5.0, pH6.8, 7K). 100rpm (pH6.8)

BRI

pH1. 21 H RSG5 O HFkBR o 1

pH5.0:0. 05mol/L U U EE/KFE T MU 7 AWK & 0.025mol/L
U AW TpHZ 5.0 L LI=H D

pH6. 8: H AR FH DI HIFRERE 2 )

7K

SIS PR N

L

FRAERUF OO S RN 85% & B R TP TR T &4 2,

I HHE

@piil. 2 - pH5.0 - /K

FEHERIK Y 15 4y AWNIZ ) 85%LL BRI 2156 <, Bk
KA 15 43 AN ) 85%LL By 32 0>, UL 16 71k
V% BRI LA 0D SR HH SR DS A HE L 00 SRR HH R £ 10% 0D
FHNICH D,

@pH6. 8

FEAERLA 23 30 23 LANIC ) 85%LL FIE M L7a WA T, #
E S AT RRRINE L2 30\ TR HERLAI O SR PR H =R 73 85% LA
Lo b & EMERLA| O SRR DY 40% &% OY 85% (1T 0l
W72 2 B RIZ 3T BREBRELAI oD S5 HH SR 3 A VE LA oD S
P2 2 10%DO#IPRIC & 5 >, X £2 B fEIE 50 DLk
Th b,

(fifl 2 DY HI=R)

FEYERIA| O IR RS 85% LA BICET 5 L& RBRHAI D
TR R 1I5%D&EPHE B 22 H OO0 12 il 1 ELL T T,
E2BUDEFAEBZ D H DN,

() B EE B

120

100 B . 3

pH1.2, 50rpm pH5.0, 50rpm

120

100 =g a o

80

80

60

20

—— 7LBYE L ODEE0mel ZE)
---B---- RENF (FH]. 10mg)

e ERMAO TR E
Yox15%

L L y
15 30 45

R (5)

() HEEB

60
40
20

——@— FLRATE L ODER10mel ZE)
===B--oc REMH (525, 10mg)

'
B RERFIOT YRR
- +15%

15 30 45

BB (43)

12



V. #HFIZE94 51EHE

[oH68. 50rpm | [ k. 50r0m ]
120 120
B 100 AL I GE——
% 80 [igmal—a—f——l—— T 2 s T
‘;/; 60 ——— FLOTE > ODEE10mel ZE) ;/z 60 —8—— 7L0OTE > ODER10mgl ZE)
=~ © o AR, 10m0) = 2 ---1}--- ALY (SR, 10mg)
B BENEIOFIEHE B RERROTOEHE
20 +15% 20 B +15%
os - - - . - ! o - * ’
0 60 120 180 240 300 360 0 15 30 45
AR () TAHIER (5)
[pH6:8. 100rpm |
120 ¢
100 i
H P " ™
= 80
% 60 —@— 7LOTE > ODER10mgl ZE)
40 F —&— {REUF (5. 10mg)
20 } é’l BEMRNOFHFHE
. +15%
0
0 15 30 45
SR ()
RHZENZ B T DA GRBRELA M OVEEYERLE| O S8 SR 0 Lhifg)
. R e | TAETYEY 0D
R4 o .
($EA1, 5mg) $E 10mg [ZE) )
REHE| S | REBR | WEHEERT | SEWE R (%) SR (%)
pH1. 2 15 4y 95. 47 100. 40 A
pH5. 0 15 4y 98. 69 94. 88 WA
50rpm 54> 72. 35 67. 72 .
o e pli6. 8 A
X Rk 240 4y 85. 08 88.13
7K 15 4y 87. 00 91. 52 HWE
54y 80. 63 78. 18
100rpm H6. 8 Bk
b P 30 4y 84. 87 84. 64 a
(n=12)
B ORI EMEOHEE R (A ORHIR)

RS SEBRH RO = 15%DOEFHEBZHH D HE
pH1. 2 0 i A
pH5. 0 0 1A Bk

50rpm N
pH6. 8 0 i A
7K 0 & WA
100rpm pH6. 8 0 & Bk
(n=12)
<FEEL>

AR IA) AR ERA O HEB A2 R L2 & 2 A T X TOLRMITI U TH 2 H) o0 4] i L
A Lo, BLbEX Y RBRERGH L AEERANI A AR & A ST,

10. &% - g%

M
Y Lg

EENDELRS - %, HENERLGRS - 2RICEHT H1ER

13



V. REIZEHTLHER

(2) %

(7LAOTE> 0D %2 5mg TZE])
100 8 [10 8 (PTP) X 10, #if&IAY ]
500 € [10 & (PTP) x50, EZMEEFIA Y]

(F7LBPE> 0D & bmg TZED)

100 8 [10 8 (PTP) X 10, BZMAHIA Y]
500 £ [10 82 (PTP) X50, BZEEKIA Y ]
500 #& [, /N7, HERFIAY ]
(7LBOTE> O s 10mg TZED)
100 & [10 & (PTP) X 10, HZMAIAY ]

Q) FPHEE
Y LR

(4) RHBEOME

GRS Kw ME
PTP 7l3& PTP R) T L7 00 h, TV
(REMAIAND) Po—AadE | 7= A BYTFLLTIF—KRT LA
VAL A kv Ky xTFL
(HZIRAIAN D) Xyv7 |R)Forryr

1. BERH‘ SN OEME
%M LR

12. Z0ft
LR L

14




V. afkIcBY HIEE

V. AEICEEd 41EH

1. BhEEX(ETHE
O e L ESE
ORME

2. MREXIIHRICEET HEE

5. MREERITHRICEES HEE
ARANINRIEHDPEEIR TH D720, BERIBR 2 B3 2 N L ERDIEICITNRB T TE oy,

3. AERUVRAE

(1) BERUVRAEDHER

<0D £& 2. 5mg. OD £& bmg)

= I F5E
WE, BAIKIET LAY L LT 2.5~6mg &2 1 H 1RO EET 5,
7pd, FERICES CHE BT 223, IRA 005 EIE 1 H LE 10mg £ THETHZENT
x5,
Wi 6Ll Eo/NRIZIE, TArYE L LT 2.mg & 1 H L ERAKST S,
7ok, i, RE, ERICE D EEEET S,

BlME
W, RAIIET et LTmg &2 1 B 1 RIRO#EET D,
7eB. ERICIS Ul EHER T 5,

<0D £& 10mg)

= I F5E
WE, RAIIET LAY L LT 2.5~6mg & 1 H 1 [EfO#EET 5,
7B, FERICE Ul EHERT 23, IRA 02558121 B 1E 10mg ETHETHIENT
x5,

BlME
WE. RAIET e LTmg a1 B 1 EREAFRST 5,
2B ERICE Ul E R 5,

(2) RERUABOBERM - R
AR L
4 FERUBERCEEY 518

1. BZERUVHEEICEET 3R
<0D £z 2. 5mg. 0D £ bmg)
6Ll EO/NRADFEEICEE L Tk, 1 A bmg B RN &,

(2) EEREEHR
LR L

() MERGRRHR
DR L

15



V. BEICEET 5IEH

(4) HREEAIEAER

1) BRI
(SIMESE)
E N5 M ARG ER
TLArUEELThng &1 H 1A 8 MM 5% ICIGHE Mm% 140mmHg LA F % 7~ 3 F85% 305 f4il &
TREZTTC, T A Ve L LT 10mg X bmg 2 1 H 1A 8 AL L & &, IUHEIE DX
— AT A NS DAL EDEHEIL. 10mg BT 13. TmmHg, 5mg FET 7. ommHg X T L. WREMICHEET
HINCH B R AN B BT,
B AR MR A 2 B e BIEH OFBUEEE X, Smg #ECTIE 3. 9% (6/154 f41]) . 10mg A TIE 9. 9% (15/151
) THotz, mARE (10mg) HGHHIIRENEOVEE TRO B, 10mg B T3.3%ThH-72 1,
BT, ZHNOBIT L 1347 ooy LT 10mg 2 1 A 1 [E 4 @S Lz &
(GE S 52 JRE) | EHA I D_— 2 T A 03D OEALEOEEIEIX, 15, 6mmig DK T 2R~ L7212,

2) REMHR
RECHER R L
(6) BE - IREHIAR
AR L
(6) amrIfER
1) ERAKERE (—REARERE. BEERRERAE. EARRLEERRE). HERTRT -2~
—RAE. HERFTREBRZBRONE
AR L
2) ABEHLELTERFPEOANBERIEER L -AE - HEBROME
M LA

QIEZoT
PH R L

16



VI. EDREICETSER

VI. ExhEFER(ICEH 9 5IEH

2.

@)

EEHPACEAED S 1ILEMXITIEE MR
LA4-Ce Fabt Y VU R b AR (=72, = LIy, =AY U ERRE )
EE  BEOHLEMDORIEE - IREIL, BFTOETIRLEZRBTH L,

A

(1) YERERLL - fERHF

AR D BNALAFME T Vo T BT FVITEIRAVICHE S L I ~D Ca® DA Z 8 & Tt
BRORMMLAE ONI87 25tk S D, TDOH N U LEFUERITRERICEE T 5 & & bICRkelt 2R
L. FO0sERZRT  MEBREAZ ST 2 EBRBOHATND D1,

(2) EMERMTHHEBRMIE

1

2)

3)

REEER

AHEEMLEREET LV (EIEARIIET v b BESEA X) (B0 T, BERE TlE TR
DREBDEAR TYEMFHERFH A RN ENRO N TR Y (E i 5 THMEDOREBE L2 &
RBHHNTND P,

SmMEIZES DMEEE~DER

B ME Dahl 7 v M7 A U % 10 B BEFes53 25 2 L1 0 s fE: 5 i+ -
AR OGMBEENRO A KIEE, 7« 7V kA O M RZE S < iz 19,

AR B FAEmMLE T >~ MZT L1 P 3mg/kg/ A ik 542 Z LI X 0 | fE EF oMl
K OSEMEN NS Hivlz, £, OO L, B OBEEBEIRAE ., SRERFEERBANE, RS2
MZEDOWREDFRA LW LI Ifl Sk ',

MIRIVEE A

Z v MR % R DRI 38V T UG ) OEIE A 2 L, FHLERN Ca® B HE I & Ml 3~ 5 &
& BT KRN ATP BN O LT F o) UEEEDRIE 2 RIET 5 72 E O REE O b T
vy é 18)0

2 = MR RESRAA DB W T, 25 dp/dt S OVEBIGHEIE IR T LU, DR EE E D L
o,

YEFRFEIREFR - Friuher
EER R L

17



VI. EYEREICET SRR

VI. EMEREICEET 518H

1. MmAREOHRE

(1) ARG MPRE
DR L

(2) BRRAB THESNOPRE

1) BEEEE
TERERR 20 2T Lm e & LT 10mg Z Bl G U 72 RE O MAE PR EE D Toy Cpaes AUCo-10s0 &
O tipld, TEh 8.0 BFfA] (FFRAE) . 5. 84ng/mL (CF¥ME) . 278ng-hr/ml (CFHfE) KO 35. 1
e CEYE) Th Y. AAEAN & B LIZfER, FfEch o7z 2,

2) REHRS
BEEERCA 6 5] (X4 33,5 7%) IZ7 Am Y B & LT 2. 5ng %}iﬁﬁﬁ%m&'gﬁ (1 H 1A 14 B
L7ZGAOMET T 2u P U BE T, B85 6~8 HEICEFIREBIZEL, UBOERIIZEO LN
oot EFEEH (14 HH) O Cuy X O AUCo~oane 1EZEILZE L 3. 5ng/mL KN 61. 8ng + hr/mL T
b, YA SR (1. 4ng/mL 2 OV 19. 3ng « hr/mL) OF 3{HETH o7z, BHHF L%, Mg HREIX
Wi L. #Ehik 5 A BiZiX 0. 24ng/mL & 7o 72 20,

3) EMFEMRIFERER
(FLOTE> O %2 5mg TZE))
T AP 0D BE 2.5mg [ZE] &7 AP 0D $E 2.5mg &, 7 0 A4 —_—iEICkh ZFhTh 1
ﬁ(TAHVHVkLT25m)@%WA%%:%ﬁ% KoV e OUK7Ze UBERE ARG Ui
HRELRIBIEZIIE L, SONT-EYBHRE/XT XA —4 (AUC, Cu) 1Z2OWT 90%[FHE X RIEIC T
WEHRAT AT > T hE 5. 1og (0.80) ~log (1.25) DOHFPHNTH Y, A DAY [RIZEE D R

Ehi=®,
WEhAE T A — X
HENT A—H BEINT A —H
AUC 0—172) Cmax Tmax tl/Z
(ng * hr/mL) (ng/mL) (hr) (hr)
T AT 0D EE
;{j & 50.6%+12.1 1.40%0. 25 7.1x1.5 41.9£7.0
y 2.bmg [ZE]
T LhaT 0D EE
i_% & 53.0*+10.6 1.51+0. 24 7.0*1.9 41.5+9.9
2. bmg
TLAaIr 0D §
;k it 45.5+11.1 1.19%+0. 29 8.8%t2.9 43.2+14.1
ff 2.5mg [7E]
T AaY 0D B
i% & 48.4%+9.9 1.27%0. 32 9.3x2.4 40.9%9.6
2. bmg

(Mean=S.D., n=20)

18



VI. EYEREICET SRR

(ng/mL)

2 %
35 |
—e— 7 L0 YK OD§E2.5mg[ ZE)
moo5 —&— 7 L0 Y > OD§E2.5mg
z Mean=+S.D., n=20
» 25 [
L
o 2
£ s
~
p
x 1
05
o . L . )
0 12 24 36 48 60 72
B (hr)
. ST O Y
K BEROMER T 2w v U REHER
(ng/mL)
& P
35
—e— 7 L0 Y E > OD§E2.5mg[ ZE ]
m 3 —&— 7 50 > OD§E2.5mg
: Mean=S.D., n=20
5 25 [
I
[u} 2
E 15
>
2
05

0 12 24 36 48 60 72

B3 (hr)

K7 LG O MBER T bv o e R EHER

(7LOTE> 0D & bmg TZE])

TAaYE L DEESNE [ZE] &7 LY 0DEEbmg %, 7 2 A4 —_"—iEic ko ZznFhn 148 (7

LA VE L E LT bmg) fEEMRAS TR, Kb KROUKZR UREREOES L CiiEhRE (b

RREZRIE L, HOoNEYBIEE T A —4 (AUC, Cp) (22T 90%ZREX A IS THRERHIRIT

EAT o T, log (0.80) ~log (1.25) OFPHNTH U |, WA LW IR SMSHER S Nz 2,
BT X — X

HIENT A —H BEINT A —H
AUC (0—72) Cmax Tmax tl/Z
(ng * hr/mL) (ng/mL) (hr) (hr)
TAaIr 0D FE
;{j 93.9%t14.5 2.5410. 45 7.2%+1.6 43.3%£9.9
0 5mg [ZE]
7 Am P 0D §E
:‘E 95.1%18.1 2.61%x0.54 7.6%x1.9 41.6£7.5
5mg
7 AP 0D BE
?{é 80.4=*x13.4 2.12%0.41 7.7%t1.8 39.2%5.4
s bmg [ZE]
T AaY 0D B
% 5 t 84.1%x18.2 2.38%0.61 7.8%£2.5 38.3%£7.3
mg

19

(k&Y #E : Mean=£S.D., n=17)
(K72 U#E. - Mean®S.D., n=18)




VI. EYEREICET SRR

@)

4)

(M

(2)

(ng/mL)
4 P
35
—e— 7 L0 Y ¥ > OD§E5mg[ ZE |
m 5 | —&— 7 L0 >0D§5SME
g MeantS.D., n=17
» 25 [
L
o 2
s
>
p ]
& 1
05
0
0 12 24 36 48 60 72
B (hr)
5. SS O Y
K B GROMBET T Lo e s REHR
(ng/mL)
s &
35
—e— 7 L0 YK OD§E5mg[ ZE ]
m o5 L —&— 7 L0 Y ~OD§E5mg
z Mean*S.D., n=18
» 25 [
L
o 2
€ s
~
P
B 1
05

0 12 24 36 48 60 72
B (hr)

K72 LEER O MERT v v o REHER

ISR E AN TNE AUC, Coa DT A —Z03, HBRHE ORI, (RO TRIRIEL - W3] % O FABR A
(k> TRLD RSN D S,

(7LATE> 0D s 10mg TZED)

T AmYE Y 0DEE 10mg [ZE) 1%, [E &N 280 BERRH O AR SRR T A R7 A
CERk 18 4F 11 H 24 H MABERE 1124004 5) | ([ZHS&, 7L 0D §E 5mg [78) %242
WERIFN L Uiz & & IEHEEINE L EMFRNICRSG E R s iz 2,

e
DR L
BF - HAEOBE

1) BEOZE

@%mk IT7 AV E LT bng AV 0 AF— =B LD EER IR %ICHERO®RE L
B DOEYERE T A —Z ICHBZEITEO LN . 7T 2a Vv ORI KIETBEO LR/
ﬁm%@k%z%hé%o

2) FRROE

VL 7. AH AR ) DS M

EMEERINS A —5F

i ik
DR L

R AR 238 E E 3K
MM ER e L
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VI. EYEREICET SRR

(3) HEEEEH
DR L

@ 2UTIUR
gk L

®) 2MER
EEER L

6) zoft
AR L

3. B&H (KEaL—ay) @i

(1) BBHT A%

BB L

(2) 155 A — S EHEE
AR L

4. WRAR
A L

5. 9

(1) % — RaRIPTEBE
AR L

(2) hE—BAmRRIPTEB
A L

(3) Eitr~nBiTHE
VI 6. (6) 1%FLhw) DIESME

) BB
DRI L

(5) ZOROEEADBTLE
DR L

(6) MEEERBEE
E bR & ORFARIL 97, 15 ThH o7 ),
6. ftil

(1) RBEEPEL R VRSB
E-ARFREEIIVE e DUVERoBb L7 ) D URKEONEOBAVBIM T 2 /K TH -
f: 26) 5

(2) RBIUZBEE5T 5% (CYPE) OnFiE. F5=F
4= & LT CYP3A4

Q) YEBREMNROEERUVZDEE

YR L
4) REMDOEFEOFERVE S, FELSE
YR L
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VI. EYEREICET SRR

1. it

(1) HER ARG B UHEER
MVIL 7. (3) HRMEE)] OIHZM

(2) HEiits
TVIL 7. (3) HEMEEE | DR

(3) it EE
fERERR A 6 Blic 7 2 VB & LT 2. 5mg XX bmg & HERR O &G L72BA RPICRE(IKE LT
et S A EA TN E . WTFROBEERIZE W TS R P R AR T8 5-1% 24 B £ Clo#
HEOK) 3%, 144 B £ TIZK 8% TH o722V, £72 2.5mg &2 1 H 18] 14 HEEREE L7-HE DR
R R II R GBAG 6 H B CIIEERIRIEISEL, 6 H BLRED 1 H 4720 ORE(ARD JR R HE R
12 6.3~7. 4% TH o7,
F o, REEERCN 2 Bl MC-7 Am U 16mg A HERR OGS Lo G A, 5% 12 B £ Tloib G
HEOD 59. 3UIRHIZ 23. A% FEHUTHEIE S v, B 5% 72 IR £ TORPHEIRED N KRE(LIETH
STz, TOMIZ I FEORFH RO L= GEAT—4),
B, INOHREWIIETT An T A Lo SEIERITRD 5 TR,

8. +IURK—E—(ZET D15
LR L

9. BHEICLDIBRER
MR L
<BE>
BHIIC L > ThrE S22

10 BEDEREHIHBE

(1) FHeEEERSE
PR ZE B (ChildA, BZ &) 57 AP & LT 2 5mg & A& O L 5E 0%k
WEREIZX KR OED LB ThoTm, BEEERAICHE L T, &5 12 Bif#gom P EENFEIC LR
L. tie. AUCITROREE 2R LA BZEITR D bR hotz P,

=

é‘ 57
E: o—& [FEMEMEREE (n=5]
s O----0 BERALA (n=86)
e e § 1 p<0.05(t#&7E)
1“!; 1 ?r E\?u FiofE + 1B Mg
N e
O 0.5+
4
B,
i+
= -

0.1 4 9
é 1I2 EI4 4IB '.-"2 9-5 1éﬂ

2 5 i 3B ()
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VI. EYEREICET SRR

T Chax AUCo~eo tie
(hr) (ng/mL) (ng * hr/mL) (hr)
i re ke R 7.2+1.2 1.940.2 104.0+15.5 43.0%8.0
(ERER D 7.3+0.4 1.64=+0. 07 68.1%5. 4 33.3+2.2
R - A ERR
AEERGE @ n.s.
(2) INR

EMEERFICT AP & LT 1 H 1.256~20mg P Zdfgif 5 U 7= RHEM SR B BR O F5 R
77T CESME) 1%, 6~1275% (34 4]) T 24.9L/hr. 13~17 % (28 ffil) T 27.9L/hr & H#HEE

S, RACBITAEEREETH-7-2 OEANT—4),
E) NEREICB W TAAOAR SN2 1 HEE A®i% 2 5ng TH D,

Q) =EnE

EHEEMEERE (52, &4, VHEFERmT9.75%) 6HIlcT Ly L LT bng ZHE, KO8 H
WRERO#FE LA ORYERIIERD B0 Tho Tz, Halk G L 5Ha FEmFRR A (B 6,
ARG 22. 3 %) IZHHE U C Cux KON AUC 1T BNCEMEZ R L2, tip ICHBEZITFRD bR h o
Too RIBBHRHIIIBEFEZEOMER 7 2 PV REIIEFE LD bEHEB LR, 2oy —
IFEEHICHEL L TR, #EFETEZOERMERT HHEIITRD Shiehro7 20,

BAE I SE R EERERE R
EAEIESSER A G- Hilal e 5 Rf RAE$% 5-RF
Coax (ng/mL) 4.24+0.08% % 14.9+2.2°% 2.63+0.35 7.5140. 32
Tyax (hr) 7.240. 49 8.0+1.8 6. 70. 42 8.0+0.7
tie (hr) 37.5+6.0 47.4+11.3 27.7+4.6 34.7+2.7
AUCo~ s 116.9+8.45 % — 63.2+5.5 —
(ng * hr/mL)

. Z0ft
DRI L

$p<0.05 (vs EEEREA)
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VI &2 (EREDIES) ICBYHER

VI. Z&% (ERALOFEF) (CHAYTLHEE

s I

RNEEZDER
TV

==
=
Ju.
E

2. ERABLENER

22 (ROBFBIZIFBELEWLI L)
Yk Fa vl PR bEmTxt LiBBUEOBEERD & 2 B

w

DEXIFRICEET S EFELENEH

5. MREERITHRICEES HEE
ARANINRIBEHDPEEIR TH D720, BEVRIBR 2 B3 5 N L ERDIEICIINRBHF TE vy,

4 RERVHAEICEEYT HIELTDEH

1. HZRUVAZEICEET 5EE
<0D £z 2. 5mg. OD £ 5mg)
6 Ll EO/NRBA~OEEIZER LTI, 1 H bmg 227202 &,

o

EELGERNIE L ZDEH

8. ERLEAMIRE

8.1 BEFEHICESSODENERHLDLND Z LR H LD T, @pTfE¥. BB HOEGRE MR A 1
O 2 BT D BRICITEE S S 2 L&,

8. 2 AFF il i BE B S K < B G IR B RRIR R ERRDFRD 5D DT, AKAlERE PR
(AL DREEAZEHT 5 & i3, ABRECICRGHRICEET 2R EERICREGT 52 L,

6. WENERZAIVEHICHTHER
(1) EHE - BEEZFOHLEE

0.1 afHE - BEEZOHHEE
9.1.1 BEICMEDENES

S LICIEME T 52BN 5 5,
9.1.2 DXRL2DHHEE

I A DIREIC & 5 B DR ARED 2515 L LIEWSMERRRICBO T, 75 LR L i
U CAAH 5RO FBURIE N h o T2 & DBERD S ),

) AAIOER SN (I RO elE] Th B,

(2) BHREESRE

9.2 BHeEEEES
9.2.1 ERLBHERENHOES
PRI BSRENME T 5 2 L 230 B,
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VI &2 (EREDIES) ICBYHER

(3) HikrelEERE

9. 3 HWE BEPEE h%
BIFICOITERICKREGET 2L, &R (10mg) ([ZBWTEIWEMOIHAEE N E < 72 5 aTREM N
%50Kﬁif&bfﬁ%?ﬁ%éhétw\m¢%f*ﬁ%@LE&0m¢%fWﬁﬁﬁﬁT@
& (AUC) NHERTHZ 0B D, [11.2, 16.6.1 2]

4) 4XhEgeEET 5F
BIE STV

() Wi

9.5 147
TR TR LTV 5 AJREME D & 2 MEIc & 5T 2 35811%. 15 LB WSIEN kit 2 ka5
k%ﬁéﬂéﬁA’@ﬁ&ﬁ#é:ko%%%ﬁfﬁ%ﬁ%ﬁ&@#é&ﬁ%%%&wﬁﬁﬁ%
DIEETHZENBOLATNS ¥,

(6) ZFLI%

9.6 &=FLIm
B EOF RS ORAREOFREIEZ BB L, RAOMESUIPIEEMEFT5 2 &, B MR
FABITT D ERMESNTND Y,

(N IMNRZF

9_ /J\IE

R ARREN, B, FLIR ST 6 ARim DS 25t 5 & U7 B R AR 540 L TUh7eny,

2
Tt
=

Bz

SRS

KHE (2.5mg/H) No&EGERET AR EEEICEGTHZE, —HITBEOREIZHE LL
BNEINTWD, RNENRERER T FIRE N 5 <. M EE PN E < 2 2HRBR O 5
TWn5 O, [16.6.3 ]

©
oo
M

REAEA

10. fAE/EF
AR OMRFEIITE L U TEMERER CYP3M 2S5 LTV D EB 26TV D,

(1) BtRZEEZDOER
REIN TN
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VI &2 (EREDIES) ICBYHER

(2) HtREE L ZDHEB

10.2 EREE (BIRISEESSHC L)

b5,

AL BEAER - BT R &R - fabRIA T
W EVE ] 2 A4 2 HEA) BEIEAE 2N IR S 112 B2 s (AR EIAEM 28T 2 B2 huh

b5,

CYP3A4 [H A4l
b ll) B G w S GRS

Y22, ORIV TFT
YA LofHIcE Y, AF o

ARANOAB 3B A RIS S
LA REMENE L BN D,

R SV g

D%,

CNFT Y L e s LR Lz L OWEN D
U rFENL Do
A Fary—n %
CYP3A4 #5 A4 AF O FPREEMET T 2 B2 | ARFORBAELE S D ATHEk:

MWBEZHIND,

T —FTN—I a2 —2R

AFNORBEEEMAER S DB
TNNDH D,

T —T T N—VICEFENDRK
DDA KNORBZLE L, AH
O I P EE S B F3 A TREME S
EZiohbd,

SUNAKTF

VUNAZ T 80mg (ENARK
BOmmMAE) EofFRIckY,
VUNRAZF O AC B TT L
ALIZLEORER DD,

BFIIAHATH S,

Zrwal) LA

BEHICE D Z7v ) AZDMH
RENEH L, BEESOX 7
2 AZORIWERDBET 55
TN H D, PHARICIES 7 v
ULAADOMPREEZ E=F—
L, HRBESLUTH 7Y AR
OREZRESTDH L,

KRB LA T, FEL
T CYP3A4 IC kv fEansc
O, PERICEY X278 ) ARXOD
R DBHTE S D ATREMEDN B 2
bivd,

BlEA

1. 8lEFA

ROBWERNHDDOND ZLR3dH D DT, BEEELTHIATV, REFRO bNHEILI3RE %
k4% 70 EIEU R ME ZAT D 2 &

(1) EXGZEIER & MHER

1.1 EXGEIEA

11.1.1 BERF R (BHEAE]) ., RS, &EE (0. %R0
AST, ALT, v -GTP @ EHE %) FREEENH LoD Z LD 5,
11.1.2 |EBRIERAE (HEAH]) . BOBREA (0. %K) . /MRED (FEEA)
11.1.3 BEJOvs (0. 1%HH)

Wk, DFENVFEOYHIERR O LDbNDZ ERH D,
11.1. 4 HEWFEHRARAE (BERI)

HRE. W&, CK EH, A M ORFI A7 ey ERERL L b HEICIE. 5% FiE
L., WYRMEZITH 2 &, £, BEmMREIC L2 8MBREEORIEICEETH &,
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VI &2 (EREDIES) ICBYHER

(2) ZothDEIER

11.2 Z0inEIEA

0. 1~ 1%A75 0. 1%ATi ™2 BHE A
JFlieg ALT, AST ® L5, fF#eE| v -GTP L5, A JE K
2 ALP, LDH @ F5
T B FEIEEY O FTh (B, | MdE . HIAMRE, TR X | Bk

PAIITALSE) . B, I e
KT

FEET Ty 7 JRfELL,
NP ENE VS

Rt - fhiet R

HENSHOE B -

MRS, HRER, ORAH AR f

KoTENRE, AR, SRS

SHEH = FEAEAR
THibas O, (B, TRA - | PYe, HIEARE., TR - (R
U WE, PEERIESE N, N
Wk, IERBIZE . HIBR
- AR BRI, R, T | PAERE. P

Ui

WIR - Afids

BUN 5.

JVvT7F=r bR, M
PR - WRIBEIR . IRERE A
RGBS TE. R AR
M

PNEepEE . PRIRMEE

(B Y

B

\|

miE= L 25— |k
H-. CK L&A, @bk, #f
JRIR. IR R o G

1%

RIMER, ~F7mEs,
H L ER O P BRI
NS

IIRAN 73l 22

Z O, CAWE, Ltk

EUE

ZICALBE, MK, M
b2

GEAIZ X )
A A

g
h
B
cop

LU, B, HS,
s, BRTEE G I,
. FEEN HHEE .
W IR, BERTE, 21T,
i o A

LMEALILE ., BB, MR,
RIS, REBD, &
. B

FEDHEELT 10ng 2% 5 L7ZBAIC,

T 2) FEHSHEL I3 A R A & & e,

EWHEE CRO bz, (9.3,

17.1. 1 W]

RRBRERRICRITTHE

REIN TN
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VI &2 (EREDIES) ICBYHER

10. BERE

13. BERS

13.1 fEIRK
WEORMMEILIRICE Y, va v 7 2a80E LOMERT & KSRz E 52 L0355,
Fio. DFIERKIER, AR OEER GO 24~48 FEBICHEITLZ N3 D, B, kR
e, DI EMER 2 B E L7oBEIEE (kOB AansE) "ERE 2D WREES H 5,
13.2 W&

REARERIT RV, AANTE AR EGERNE WD, BITIC K DREITEZTIETR,

Flo, AFRAERITEER 2 &G L2, AFIO AUC 13 99% L, AR 2 FFEIER TId 49%
WA Lo 2 b AADE R G R OWIHNHALE & L TEEREGDAR THD L i ShT
W3 34)O

N, BRELDIE

4. EBALEDIE
141 EFIREFOEE
SEBITEDICHERT 52 L, SRRSO ESTRET 2HAICE., BR, 2T CTRET S
zl,
14.2 EFRFHEDEE
14.2.1 PTP GLEEDHKANTL PTP > — O H O L CTIRMAT 2 X o fRiE+ 25 Z &, PTP v — b OFEAK
&0 BRI A L, BIZIE R E R 2 LU CHERRTR 2 % 0 B 22 A OHE 2 0F
RTDH DD D,
14.2.2 RHK%& PTP >— R U HELY H U CTRIFT 2581%, B, CE#ET CTRFET D L 94
WyHZ L,
14.2.3 AANIEO LICOV TEREZFB ST ERETL720, K LTRHATETHS, /-,
KTIRATHZ L b TE D,

12. ZDHMDEE
(1) ERREEAIZE D 1EH

15,1 BREREEAICE D < 1EHR
RERBIRIZH O TRV, AANZ K 2RI OHEECAEIR (DEEENEZET) KA b
NI L DWEDRH %,

(2) FERGPRERERICE D < I1BH#H
BRE I N TV
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IX. JEEREREERICEHd SIER

X. JERRPRFABRICRE Y SIRE

1. ZEIEER

(1) FEhEFEIBHER
(VL 3BT 2THE | OIS

() REMEEHER
gk L

Q) ZDihnFEEHER
CAEE R L
2. HEHER

(1) BERSHERR
PH R L

(2) REBSHERR
PH R L

(3) EEBIEHBR
PH R L

) BARIERER
PH R L

(5) EFERLHMLRR
VAR L

(6) BAFRIBILHER
PH R L

D) ZOtORHENE
DR L
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X. EHEMEIEICEEYT S5IEH

X. EEMEIEICEHT 4I1EH

9.

HREIX 5

B BIEE, MFEERS (FER-EMEOLMFEIZLIVERTSZ L)

Aoy - R (BEEBEEIX 720 _XUVBEENEORAF, 72720, 1 EF 7 LAa vy
NN E LT 13.8Tng 2B T 5D EHL)

BEAR
AR : 3 4

BERETOITE
HPi%  SIRRAF

L EDTE

20. RV EDEE
20.1 7 B r—BRERITEK L BT TRFT 2 2 &,
20. 2 JROBIERITIRA, Sk TREFET D2 &,

BEMITEM
BEMERLTAR : HY
<ThoLEY : HY
ZOMDBEHEWTEM : 72 L

Bl—R 5 - RZEE
SeFEEIR A+ L R A 7 0D $E 2. 5mg + 5mg + 10mg (V¢ 7 kU R HLEK)
7 Au 0D $E 2. 5mg ¢ bmg ¢ 10mg ((FRLT7 7—=)
FZh3E . ,4-P e Re bt VPR BNy AEHE (=723, = LIy, =L
TR )

ERREEERAR
1989 43 A 8 H

HERTAZFABRVARES. EMBLNRHFEAR. RETFABEAR

R4 fEIR e AR A H HKRE = IMIEENEEA B | RGP+ A H
TLAaIE L 0D EE
2. 5m [ ZE] & 2009 4E 7 H 13 H | 22100AMX02079000 | 2009 4E 11 H 13 H | 2009 4£ 11 H 13 H
. omg
T AL 0DEE
5ma [ ZE 2009 4E 7 H 13 H | 22100AMX02100000 | 2009 4% 11 A 13 H | 2009 4F 11 H 13 H
mg
TAuIE L 0DEE
| Omg [ ZE 201248 H 15 H | 22400AMX01323000 | 20124F 12 H 14 H | 201341 H 15 A
mg

MEEX LR EM., AERUVAZEEZEREMEFEOFABRUZOAR

2009 4F 12 H 15 B

M - H&E)
ELESEICRT LT, TRA 072 5E81iE 1 B 1A 10mg ETHEETDHZ ENTE S, | 2NBMK
mEnr,
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X. EHEMEIEICEEYT S5IEH

10.

11.

12.

13.

14.

2012 4% 10 A 19 AAT

MR - &)

EILEREICR LT, T, 6 bl Eo/hNRIizi,

T 5, pd, Flp, E, ERICIVEEERT 5,11 MBI ST,

BEERR. AFMERARFABRRUVETORE

AR OANA

BEEHM
AL L7220

BREHRIFIRICEE I 515
AANE, B (DDWIEET) HIRICBET 2 HIRITED ST,

TraTrrE L T2.mgx 1 B 1 HRORE

&Ea—F
. JEA S BEERMEYE | EER Lo — R - Lt 7 NER A
st FETIARMIEE | FHERGLT—F | o o g | VBT PERAR
I EZE L a2 — R (Y] =—F) AT Afa— R
TAaYEY 0D E
e 2171022F3013] 2171022F3129 119592701 621959201
2. 5mgZE |
7 AaYE Y 0D EE
2171022F4010] 2171022F4125 119597201 621959701
5mg [ 7E |
T LAY 0D EE
2171022F6098 2171022F6098 121838101 6221838011

10mg [ ZE ]

RERFEIT LDEE

AANTZHRAN L OEFEEIRKLTH D,
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XI. 3Tk
1. BIRAXE
D (M) BARXEEWSR: EFEMAEES SEIEHE No. 27, IEEHH4L; 2007: 167
2) tENEEE: EEEER (0D $E 2. 5mg)
3) FEPNEEL: INEEER (0D $E 5mg)
4) fEPEEE: IERER (0D £ 10mg)
5) fENEEL: MEEERREIC BT 2 REMERER (0D §E 2. 5mg)
6) FLNEEL: MEEERREIC BT B REMERER (0D §E Smg)
7) FENEEE: EEERRREIC BT S REMERER (0D §E 10mg)
8) LB FAHIEER (0D £E 2. 5mg)
9) thWNEEL: FEHRER (0D £ 5mg)
10) tENEEL: FEHFER (0D 8 10mg)
11) Fujiwara T, et al.: J Hum Hypertens. 2009; 23: 521-529 (PMID: 19148107)
12) 7220y bmg THHRATSRBEICHTHT L0V 10ng EFHRGRBR (/) VA7 8/
0D $E. 7 L1 BE/0D BE: 2009 4 2 A 23 H/&GR, TBHBEE)
13) -+ /\SE A AR g E. EIIEN; 2001; €-306-311
14) (U #adiEs: HIRPEGE. 1991; 97: 167-178
15) (U #adiEs: HERPEGE. 19915 97: 115-126
16) Fleckenstein A, et al.: Am J Cardiol. 1989; 64: 211-341 (PMID: 2530884)
17) Suzuki M, et al.: Eur J Pharmacol. 1993; 228 (5-6) : 269-274 (PMID: 8482318)
18) Nayler WG: Am J Cardiol. 1989; 64: 651-701 (PMID: 2530887)
19) WA FEIZH>: KFE LB, 1990; 18 (Suppl.2) : S339-S345
20) MEFERRC AT D7 Lm P 10mg A G-RF D22 e & SFEMENRE (/) )L/ R 7 §E/0D i,
T AT UHE/OD BE: 2009 4 2 A 23 HIKRR, BAWEE)
21) FEEEA: BERESR. 19915 7 (7) @ 1407-1435
22) tENERL: AMFRFE S MERER (0D 82 2. 5mg)
23) FENERL: AYFRFE SRR (0D 8 5mg)
24) fENERE: AR lESEERER (0D $8 10mg)
25) JHTLMERIE D> SEHELE VA, 19915 19 (7) : 2933-2941
26) Beresford AP, et al.: Xenobiotica. 1988; 18 (2) : 245-254 (PMID: 2967593)
27) WM &G 2 EITERE ~OTRET A N7 > 7. UlE 9 Fk; 2009: 303-304
28) JENLFEZIED FEBLEJRME. 19915 19 (7) : 2923-2932
29) Flynn JT, et al.: J Clin Pharmacol. 2006; 46: 905-916 (PMID: 16855075)
30) ZEERIE: BAEES 19915 29 (6) : 899-902
31) Packer M, et al.: JACC Heart Fail. 2013; 1 (4) : 308-314 (PMID: 24621933)
32) HRARECFIE A S HEKEE. 19915 42 (2) @ 167-176
33) Naito T, et al.: J Hum Lact. 2015; 31 (2) : 301-306 (PMID: 25447596)
34) Laine K, et al.: Br J Clin Pharmacol. 1997; 43: 29-33 (PMID: 9056049)
35) FENER: Btk DR EMRER (0D §& 2. 5mg)
36) fENERL: etk oL EMERER (0D BE Smg)
37) FENER: itk R EMERER (0D £ 10mg)
38) tENEEL: BB OTF = — 7 @i tERER (0D §E 2. 5mg)
39) tENERl: SR N OF o — 7 mim B (0D 5E 5mg)
40) NGB TR K OF = — @i ER (0D 8 10mg)

2. ZTDHhDSETH
MM ER e L
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Xi. 3E&H

XO. 5&ZE&H

1. ELNETORTRKR
WA TOTERRRLITILLTOEBY THD (202441 )

=4 HRot4
K[E NORVASC
e ] ISTIN

H) ERREBIZOWTIET A B ABRO R WEENRRIEL TS,

2. BHCEIT SRR IEER
FiRICBET H5BMER (F—X S T2
HAROE RO 9.5 #ha) 9.6 #2HiF) OHEOTHIILUUTOLEBY THY, A—A T VT
L ITRR D,

I BENEREHITHEBICHT IR
9.5 iiim
B0 AR L TV D AJREME D & 5 e tElc & 59 2 568121, 1RE Lo RERfaRME % LRl
EHIB ENDGEICOREET 5 L, BWFEERR CHRRIICE 532 & ATURIAM & O iR
PIERT 5 Z ERBOLNTND P,
9.6 &ELIF
REEOFRER ORI EZEOAREELBE L, RO UITIEEZRETT562 L, & MR
HABITT D2 ERHE SR TG ¥,

Si

F—A U T C (2024410 A) *

C:Drugs which, owing to their pharmacological effects, have caused or may be suspected of causing,
harmful effects on the human fetus or neonate without causing malformations. These effects
may be reversible. Accompanying texts should be consulted for further details.

% Prescribing medicines in pregnancy database (202471073 727 & R)
<https://www. tga. gov. au/products/medicines/find-information—about-medicine/
prescribing—medicines—pregnancy—database >

INRZFICEAT 5588
HAROE RO 19.7 /MR OHEOFLHEITLL T DO LB TH Y | KIEOUHT CE K OFEDSPC
LITR D,

I BHENDEREATHEBICHT HIE

9.7 MR
AT, B, PR ST 6 ARm DS IR 25 5 & U2 BRRERER I 520 L T 722wy,

(s R
KEGA 3G Pediatric Use
(201941 H) NORVASC (2.5 to 5 mg daily) is effective in lowering blood pressure in

patients 6 to 17 years.
Effect of NORVASC on blood pressure in patients less than 6 years of age

is not known. [
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H[ESPC
(20234104 )

Paediatric population

Children and adolescents with hypertension from 6 years to 17 years of
age.

The recommended antihypertensive oral dose in paediatric patients ages
6-17 years is 2.5 mg once daily as a starting dose, up—titrated to 5 mg
once daily if blood pressure goal is not achieved after 4 weeks. Doses

in excess of 5 mg daily have not been studied in paediatric patients.

Children under 6 years old

No data are available.
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1. FR%H - REXEICKRL TERRHIBZET S ISH=> TOSERER

AN

RO T 21EE  AHIZIIAR 22T TORWREICET 2HRS S END, RBRITIEE )
MLTWRWHNAELEENTEY, HSETHRBMSN TV IRBRGETHE LN REZFEL LT
AL TS, EREFEPBAERNZHBFT 5 LTOZBFRTHY . MLFEOAGZRTH O TIEAR

FerfARAL - TR FH 1= 3 5 D BRSBTS TR N B 2 U A BT A 2B 2 QA IZHONT (2D 3)

(HRITLEE 9 A 6 R A5 I - AT BB - R

(1) Bt

7L EY 0D &2 5mg TZE) *

PRAESAE © 40°C, I - Bt

RS ES)

ERIA B BA AG B 0.5 & A 1f&A 3 & H
45 RN DY N O RERDY (N O RERDY (i BB EOB R
EE (%) (93.0~107.0) 100. 82 100. 20 100. 38 99. 89
MEEWE (%)
23 0. 8ULLT) FRFEN JRFEN JRFEN AN
RAFEME © 25°C/TH%RH, FES - RS
ERTEH BR bR 0.5 f& A 15 A 3 & H
4S BIB OB R A CNDY PN AN DY TN BB EOBKR
TE (%) (93.0~107.0) 100. 82 100. 13 100. 31 100. 11
fHiamE (%)
(B3 0. 8ULLF) AN AN FRFEAN FRFEN
RAESAE - 20001, i
PERIE H RS 60 77 1x * hr 120 77 1x * hr
A8 RIBEOME A DR R RSN DY HEN
EE (%) (93.0~107.0) 100. 82 97.94 97. 35
K% JEI %
RO @ ik ik s1 i s1
7.LATEY 0D fEbmg ZE] ¥
PRAFESANE - 40°C, WL - Bfe
A BRIE B BA A 0.5 f% A 15 A 3 & A
A8 O RERDY AN RGN DY AN RGN DY AP RSN DY HEN
EE (%) (93.0~107.0) 100. 66 99. 68 99. 74 99. 82
aEmE (%)
3k 0. 8ULLT) JRFEN AN AN AN
RAFEAE © 25°C/TH%RH, JEYE - BEA%
FRBRTE H BA A RE 0.5 f& H 1 & A 3 & A
A8 U RERDY AN RGN DY AN L IRER DY PN SRS DY AN
ER (%) (93.0~107.0) 100. 66 98.97 99. 94 99. 53
e (%)
3k 0. 8UEL ) AN AN AN RN
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RAFESAE - 20001, 4

ABRIE H BH AR 60 7 1x * hr 120 5 1x * hr
45 LSRR DY 515 O RERDY (i PAS DR
ER (%) (93.0~107.0) 100. 66 97.57 97. 71
MEwE (%)
23 0. 8ULLT) JRFEN Ji YN g
7LOTEY 0D 10mg TZE] *7
PRAESAE © 40°C, I - Bt
ERIA B A hA 0.5 f& H 1f&A 3 & H
sl WRBEOME | BEAROHE A DR R PAS . DBR
ER (%) (93.0~107.0) 99. 89 99. 38 99. 31 99. 00
i’gj\ o 00
e R T T P
{RAFLME © 25°C/TH%RH, FES - BAR
ARERTEH BR b 0.5 & H 15 A 3 & H
S WO E | RBAOBRE BB DR PAB DR
TE (%) (93.0~107.0) 99. 89 99. 42 99. 73 99. 16
H ’\ Je 00
RO @ Rk kY kY P
RAESAE - 20001, g
PERIE H RS 60 77 1x * hr 120 77 1x * hr
A8 UL RERDY i A DR R YRS DR
EE (%) (93.0~107.0) 99. 89 97. 39 97.18
H ’\ Je 00
RO @ Y e P

(2) B - BAMRURERSF1—JD&BN
ARBRIT, TNIRE RELE NV KT > 7 (K CIE ) 1 IHEC T FRFPIEICHEN I L7z Y 1,

1) ABRGE
[AA g el ]

< 30mL DF 4 AR Y U DITEEA 1 BER AN D,
« 55°CICZIR O T2 /KIEK % 20mL W AT 5,
-5 pMIERT 4 ARV Y AR TFT 0 BB HEBERT 5, RELRVWERIX. E5I1C54
kB, FEOBIEEZLIT S,
- AEt 10 43 THAERRE L 22 WA, BER LR A SRORICE A, s B CHURII O TR A
%, ERREREBROBIEETT O,

[iEE e R ]
BN IR A SFr. Fa— 7 OFEAREL Y . K 2~3mL/sec DEE THEANT D,
2) B R
MR 7e4 A AR R IR
TAaYEY 0DEE 2. 5mg[ZE) | 5 y[MikE %, FAEERRE L7 8Fr. F = —7 & i@l L7z
T Aa Y 0D BE bmg [ZE] 5 orMkE %, FREEEE LT 8Fr. Fa—7Z@imLi-
T Aa B 0D EE 10mg [ZE) | 5 oy[iEfs. ARERE L7 8Fr. I = — 7 % i@ia L 7=

(n=1)

Z DA ORSERS
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