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R VO — 2, MK [FEEEro— A, HKY)
VEBKREANT T L, FIVBAKEINLT T LA, T
YT a—= VS NI ) a—=viEEF b
WAL (U a, AT T Y YEY|)T A, ATTY) VRV
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8.1 REMHICESCOTIVEDRHLDNDL I ENH DD T,
F TR B E O SE fEf & A O B 2 3R 0E S A BRI
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1) BE LT 10mg %5 L2412,
N7z, 09.3, 17.1.1 =]
1 2) BT EGEALE & D,

13. BERSE

13.1 fER
BEOKMEIRIZE D, ¥ a v 7 2E8LF L IUERT
ERATHHIRERE 3 2 DD %,
F72, IRCTEVERAMEDS, AH 0w 0> 24~48 Wi
WCHBS 52 WD D, b, HRIE, LnhEEREZ H
B & Lol (s o ames) 2%RE 2 5 Rl
Hbo

13.2 &
PR R e v RENIEPFEAEDST NI, BT
WX BDBEEFHMTE RV,
F72. AFRAERISEL K 255 L72mEa . AFlo AUC
13 99%84 L. MR 2 BRI 2 T3 49% A L7722 &b, R
At - B O W HIALE & L TR AR TH
b L s N TnBY,

14. BAEDEE

14.1 EFFAMBFOXE
SEIBITROICHET A 2 L, I T 2 5A121,
N - RIREFEO L 90 HUIPWIZHEH T 2 2 &,

14.2 FEJZFEFOEE
PTP @D ##IE PTP > — P25 Y L TIRET 5 &
HIgEST AL, PTP U — FOEAKIZE Y, FEOEMELDS
FOEREEARA L, I35 L2 B 2 L CHEbBR £ E 0 EE
LEPHEZ BT L D 5,

15. ZDMOEE

15.1 BERRfERICE D 158k
RBILRIZIE 5 2T \WAS, RAENZ X 2 HEF IO ES
AENR (CEWENT &) Ao oHErs 5,

16. ZEAEIRE

16.1 MmeiEE

16.1.1 BEEES
fEE N 20 Bllc 7 20 V¥ > & LT 10mg % HE#kS- L7z
HED MLAE 2 EE O Tmax. Cmaxy AUCoast 2 O8 Tz 1%, &
NZEN 8.0 Wi (fPyefii) . 5.84ng/mL CE¥fE) . 278ng -
hr/mL CE¥#fE) KOS 35.1 K (CF34fE) <h . 4HEIA
EILE L 2R R, FRECH - 729,

16.1.2 RiE#HS
fle R N 6 6 (CPY4ERS 33.54) 74T LT
2.56mg % 1 H 11 14 HEREES L-8aomiEd 7 o0

W EE TR 5

VE VIR, %5 6~8 HIRIEFIREBIEL., DiRoE

BERO SN Loz w5 H (14 HH) © Cmax
O AUCo~a24nr 1ZZF N2 3.5ng/mL 18 61.8ng - hr/mL T
HY ., AEFESE (1.4ng/mL K% 0819.3ng - hr/mL) O
3ETH o7z TGk, MFEFRE L ER L. &5k
5 HHIZIX0.24ng/mL & 7 727,
16.1.3 EZHRIFMHHER

TAUYEVEE25mg [T ANV] RO7 21T K U bmg
[7 2] & FEHERFNZONWT, TRrOEBY) 70 AF —
NS XD RS A I A R e 5 L C g
REALKBREZHEL., BoNT-HEYEE T X —F
(AUC, Cmax) 1ZDC 90% 8 HHIX 12 CREFHAT % 17
S 724ER, log (0.80) ~log (1.25) D#IFHNTH ). M
DA WA R SV EDHERR S 728,

R e 4 55) BN siacn
TAOYVY U . e FnenlgE (7Ludl
9.5mg [7xv) |7V IAZFZImE [ ) g
TATVV L o FNENLEE (740K
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FWBIRE N T X — & (WS [F )
HENT A =% BHEINT A=
AUC -2 Cmax Tmax T2
(ng-hr/mL)| (ng/mL) (hr) (hr)
TLAAYE
$¥2.5mg [ 7] 53.9+11.9 1.5+0.3 7.3x1.7 |47.5+16.6
A )]
IVINATEE 5a 02162 | 1.5%0.4 | 7.21.7 | 40.3%6.3
2.5mg
(Mean=S.D., n=12)
(ng/mL)
2.0 r
—e— Y A0 EE2.5mgl 7 AL |
i --O--- VN A 7§82, Bmg
g 15 | Mean=+S.D., n=12
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(ng-hr/mL)| (ng/mL) (hr) (hr)
TLraYE Y
$Ebmg [ 7 £/104.0£20.1| 3.0%0.6 6.9t1.2 45.4+9 .4
Al
SR 106.6+19.6] 31405 | 7.0£0.9 | 42.610.6
Smg
(Mean=S.D., n=12)
(ng/mL)
4.0
—e— 7 LAOTE EESmgl 7 AL
i T J N J$i5mg
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Mg R IE N2 AUC, Cmax H0/85 2 — 713, W
DOFIR, RO - B O R SM I L > T2 %
WHEED D 5o
16.2 TRIR
16.2.1 BEORE

fEFER AT 2B Y E L Chmg %7 0 AF —/N—E
L0 RO AR ISP RS LA o3RS
FTA—=FIIHAEEIBEOLNT, 720V ORI I
FTHEFEOEBIVENLDEFEZ 5N,
16.3 9%
16.3.1 MPFERFEEE
b MAEEE & oA E
16.4 R
FsRPRBEEEIY e Fa ) U VROBRLLZEY Y
CVBRIKRL O E DAL T I 2R TH o 72,
16.5 BEtt
16.5.1 FRepHE

R A6 BICT 20T ¥ E LT 2.5mg Xit bmg % H
PGS L 28 a s IRAICRZEILAR . LTSN 581 A
RS WFROFGRIZB W T H R RZE AR X
¥ 5-1% 24 BRf £ TICI G5B 08 3%, 144 FET F TI2H 8%
ThHorzo £7-2.5mg % 1 H 1Al 14 HE#EFEES L7235
EORPHER I G FE 6 H H TIRITEFIREICEL, 6
HEHUBEOD 1 HY4720) O RE(LEO R P HER =1 6.3~
7.4%TdH - 7201,

fEHERL N 2 B UC-1ERE T 21 ¥ ¥ v 15mg & HARE 1%
B L7236 85 12 0 H F Cle& 5 iEtaE D 59. 3% 1R H
23. 4%\ T F P ICHE S AL, #5172 R F Co IR d iR RE
D IBNKREALKRTH - 720 ZOMIC 9O DFRD
Szl MEAT—%),

B INHREWICIZT 20T E Y Lo CEIIEHIZEE
DHNTW R,
16.6 HENEHRZH T 2EBE
16.6.1 FFpefE=RE

BN JFREZE B (Child 78 AL B) 5Blicy2ayEr &L
T 2.5mg % HiE¥H G L 72856 O M A i EEHERS IF O SEY B
TENT A= FIZHKIROBY) Th D, BHERAIILL., %
H 72 BB oOMAPEENE=ICEA L, Tz, AUC IZRR
EHERLIDEEL IO NG -7219, (9.3 2R]

12 97.1%CTHh - 7210,

(ng/mL)
5 -
* JFHgREREERE (n=h)
- O fREREA (n=6)
i 1% *p<0.05
[==] Q, Mean+S.E.
0.5
E
D
0.14 ‘\9
612 24 48 72 9% 120 (B5R)
®5 % BB
Tmax Cmax AUCo~ Tz
(hr) (ng/mL) |(ng-hr/mL) (hr)
R
H+%£%[ﬁ% 7.2x1.2 1.9%£0.2 |104.0+15.5| 43.0+8.0
R AT 7.3+0.4 |1.64%0.07 | 68.1+5.4 | 33.3+2.2
HEEMIE "n.s.
Mean=S.E.

16.6.2 /72
EIMTERESREZIC7 28 Y2 LC1H1.3~20mg % i%:
Bl Lo B EHSEYBRERBOMEE. 20752 (B
i) &, 6~127% (34 61) T24.9L/hr. 13~17 i% (28 #1))
T27.9L/hr LHEE SN, BAICBIT A ERBETH - 72
IEANT—%),

E) NEEFIZBWTARKI K Sz 1 HlEH =X
25mg ‘F%Z}O

16.6.3 =&

EAEBIMEIERE 6 61 (B 2, 04, FHERT9.7/H) 27
ATV E LT 5mg #HE, KO8 HMKEXRS LY
BOSRYBIFENT A=Y IZFROBY TH DL, HEEG L7

Ve, HAEBEERA (B 6. FHFEHE 22.3m) 2L,
Cmax, AUC IZEEICEMEEZ /R L7225, Tie ICHEZEITRED
SN holz, KEHGEIIZEEZOMB R 7200
VIREEIIEER LD bR CHER L20S, 20Ny — VIR
FIZHEM L TBY , BEETZOLEEPHEAT L EMIZED
Sehro7zY, [9.8 K]

G LA PR 535N
B 50 | RS GEE | B 5 | ER SR
Cmax |y o440.089 | 14.92.29 | 2.630.35 | 7.51+0.32
(ng/mL)
Tmax (hr) | 7.2£0.49 | 8.0£1.8 | 6.7+0.42 | 8.0£0.7
Tye (hr) | 37.5%6.0 | 47.4=11.3 | 27.7=4.6 | 34.7=2.7
AUC N
(ng- hr/mL) | 116-9%8.4 — 63.2%5.5 —
Mean+S.E.. AUC : 0~48 [
a) p<0.05. b) p<0.01 (vsfEEE#H)
16.8 7M1t

TAUYEVEE10mg [ 7 AN 120V, [EE0 8 5%
LI 3A o = 2 SR 1 K94~ (PR 18 48
11 H 24 H FAFEIRE 1124004 7)) 12H£OE, 740
JYUEEbmg [ 7 AV BREHERH] L /- b & B REEE))S
[F45 LI S A, EEEICEEE L A S e,

17. BEERRIE

17.1 BshERUCRLEICEY 255k

(& IMEEE)

17.1.1 ERE DHEER
7Ar0YErELTComg 7 1 H 18 ARG HIC, I
A 2% 140mmHg VL b % 7R3 83 305 2 #2500 ¢,
TAOYEYE LT 10mg XiEbmg % 1 H 110l 8 35
L7z & EONEIITE DO N— 25 4 96 Db EDTY
fEix, 10mg # < 13.7mmHg ®{X T, 5mg # T 7.0mmHg
OIERTTH Y, WHEEIHEICHBERERA LN,

B RARAE R 2 SO REIEH O S EIZ, bmg BETIX 3.9%
(6/154 %1) 12, 10mg HTIE9.9% (15/151 #1) 12D 5N
720 EHE (10mg) F%5-W (2 3E A E W TR 5 1,
10mg BT 3.3% TH - 7219, [11.2 BHE]

B, kBB L CER L -BHFSHBETT o0V
YELT10mg % 1 H 1RGERE L T52 MG Lk, I
MIIME DR =25 4 U5 DEILEOTFIHMEIL.
15.6mmHg DT %7 L7219,

17.3 ZOfth

17.3.1 ERABICRIFTHE
BRI & & e UEERE 43 6] (39 LA TFH 5 70 Ll E)
728 YE¥ELTLIHILM2.5~mg (—EOMERNIZIE
7.5mg ¥ CHE) % 12 ARG L CHEAHIIZIZEAL
WEEE 2 hh ol

18. ZEhEEIP

18.1 fER#F
MM D BB AAKAENE 71 IV 3 ™7 AT % o VSRR 4
AL, MBANAD Ca2 " ORAZ WA SEL I LI2X Y, &
I 2 BRI O T8 % ik S &5 H v AEEHUE

MOFBIIRIETH Y, FeTh 5. T2, OIHIEIX
55 <L MM RINEDZRD 5TV H1018),

18.2 FRE1ERA
BHEMEHREE TV (EILEBHRISES v b, ST
A Z) A2BWT, B THLE T oS8 255 TR
AR N Z EARO 5N THE Y | EEH S T H o3
HLAWZ ERREDLENTWAEY,

18.3 EMEICHE S OIMEEENDER
&S Dahl 7 v MIC7 A0 Y E 2 % 10 B DL
5352 L&D R S ME A% O EIEE) IR 0O
AIKLAE 74 7)) 2 RSO MAERZE DI S iz,
MRS SRESMES v M7 A48 Y ¥ Y 3mg/kg/H %3
eG4 5 2 22 & 0 | IE R O K O Ay AT
LNTze Fz, OHIOMMAL, BoOBIAERIRZS, SERILE
BEALE ., RAEZEREOREDOIE LS 2 ICHH s h

A =5
72200.21)



18.4 ¥ OEIER

i v MO BT, I/ TR O O R R &
GV E AV BRIV l Ew i i M @I N
T ORIEHEAE S I, HLERIN Ca? * & OB HIH S 7z,
BN ATP 2R 7 L7 F ) Y EREO R D M S,
D PREE AR Sz,

A T L O S B T 228 dp/de B OV = NG
JEIET L. OHiEREEE D WL L2,

19. B ICREY 2E{LEMAR

—fi &
T LAY E XY VRS (Amlodipine Besilate)

L4
3-Ethyl 5-methyl (4RS) -2~ [(2-aminoethoxy) methyl] -4~
(2-chlorophenyl) -6-methyl-1,4-dihydropyridine-3,5-
dicarboxylate monobenzenesulfonate

PFR
Ca0H25CIN20s5 - CsHsO3S

SFE
567.05

{c RV
H~T A EOf OB K TH %,
AY )= VIZEFR T, T8 = (99.5) 12T
<KL ARIZEITFIZ v,
KD A5 7 —)Vigi (1-100) 3t e RS v,
Bl 0 49 198C (5o

BER

H
HiC N~ o~ NH:
|| :

0O {0
~_Cl
©/ T O A Ak
%22, Gt

(FLODEE2.5mg [7XIL])
100 ¢ [10 ¢ (PTP) x10]
1,000 $2 [10 ¢ (PTP) x100]
500 #E [, /¥ 7]

(LAY EEES5mg [7XIV])
100 ¢ [10 $ (PTP) x10]
1,000 $2 [10$ (PTP) x100]
500 $E [, /¥ 7]

(FLOYEEE10mg [7XIL])
100 8 [10%E (PTP) x10]

23. EEXWK

Packer, M. et al. : JACC Heart Fail. 2013:1 (4) :
308-314

AR, Ml S HEEBEL . 1991 5 42 (2) : 167-176

Naito, T. et al. : ] Hum Lact. 2015 : 31 (2) : 301-306
Z %, bl © Geriatric Medicine. 1991 : 29 (6) : 899-902
Laine, K. et al. : Br J Clin Pharmacol. 1997 : 43 (1) :
29-33

R AICBIT AT 40T €y 10mg B S-H O %4
& SEERE (740 Y §E/0D $E. VSR 7 §E/0OD
$E 0 2009 4F 2 H 23 HAKGE, #AEHmEE)

SR B BREPREESE . 1991 ;7 (7) : 1407-1435
IR Z, Al - B & PR . 2008 : 57 (5) 1562 [$E 2.5mg.
$t 5mg]

VLR, At - SEBE & 3R 1991 5 19 (7) © 2933-2942
T \SE H AR/ i . BINEE . 2021 ;
C306-311

Beresford, A. P. et al. : Xenobiotica. 1988 ; 18 (2) :
245-254

JENISERZ, M SEBEE L RHE. 1991 019 (7) : 2923-2932
Flynn, JT. et al. : J Clin Pharmacol. 2006 ; 46 : 905-916
FEERL - AR RSEERRER (A s )
Fujiwara, T. et al. : ] Hum Hypertens. 2009 ; 23 (8) :
521-529

SOsH

16) 740 Y Y bmg THIRAT S LEBEINT AT 20
JE Y 10mg OFEMEGRE (2 VvNA 7 §/0D $E. T

21 Y 2 4E/0D $E 02009 4E 2 H 23 HAKER., HAHEE)

17) W SaE, il 2 I E 9. 1991 5 19 (8) © 3205-3219

18) ILrh#H, b« HASEESHERE . 1991 5 97 (3) @ 167-178

19) hrp#ad, fi o HARSER MRS 1991 5 97 (2) © 115-126

20) Fleckenstein, A. et al. : Am J Cardiol. 1989 : 64 (17) :
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