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N = < TLAOY E > TLAOPE >
BRI NV NV NV
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WHE, AT LAY E S EL T2 5~mgzl HIERKO#S
T3, 128, FERITR CEEET 55, SRR +7RBEIC
FIHIENOMEE THET S ZENTE S,

WH. 6L ED/NRIZIE. 7402 EL T2 mgZlHI1E
RIORG59 5, 7B, Fin,. KRE ERICK D EEERT 2.
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9.2 BHEEREEEE
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1.2 20D EIER
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13. BERS
13.1 fEIR

BEORMMEIRICED, Pavr72a80FELWINFERT &
KR ZRE T Z 01D 5.
13.2 SLE

R MHERIIRV, AFZEAKBERNEmNZD. BT
KBRETERTIIIRN,

Fiz. AFIRABERICIEERRZ %S L2EE. AFDAUCIZI9%
WAL, IRARRZ T4 L2 &6, AFIRERS
ﬁmgwmﬁmﬁtLfﬁﬁﬁ&ﬁﬁﬁﬁfﬁét%%émf
nah,

14. BRALEODEE

14.1 EFIFAMBOEE
DEBIEDICTHEATZ &, ERICHERTHEIE. #E
HDOEHLINICHERT S Z &,

14. 2 ERIRMFEHOEE
PTPEEDHEFNIPTPS — E MO U TIRAT 2 L 5158
52 &, PTPY— FO#EAKICE D, WS TS AY kR A~ A
b‘EKg?H%%zbfm%ﬁﬁ%wi%ﬁéﬁﬁ%ﬁ%ﬁ
LT END D,

15. ZDHOEE

15.1 BRRR{ERICED IR

RRBIRIIIA S N TRV, AFNC KB EFEPITOHHEESR
Bk (DEEFEHZED) BHRSNEEORENRD 5,

16. EYBNHE

16.1 MAEE

16.1.1 BEE%E
EER A0 7 A0 P E > & L TI0mgZ B ml#% 5 U /=K o [ 4%
':P?%’g@’rmax (*9&{@)\ Cmax\ AUCO—last&U:tl/ﬂi\ %h%hSO
FERT. 5. 84ng/mL. 278ng « hr/mL& U35, IR TH V. FLEA
LU 7AER, Ak TH o725,

16.1.2 RiEKkE
fERERR A 661 CEEERSS. 5 2702 E > EL T2 imgal
HI1ENAHMXERS LZ2Ea0mES 7 4028 VRER. &5



6~8HBRICEHIRBICEL, DBOEHMIBO SN h>7z, &
%*&5’ H (14E| E) @Cmax))—’(UiAUCsz/lhrbi%ﬂ{:mg. 5ng/mL&
61, 8ng « hr/mLTH D, FEHFSGK (1. dng/mL&U19. 3ng -
hr/mL) OKBETH >z, FGH I, miEPRET®ERL. &%
HrhikE5H HIZIZ0. 24ng/mL & 785 729,
16. 1. 3 EMFHIREMHER
TAOYE 2. 0mg -k no), 7AO0PE Mg 7=k
O] & JJVNZ 7 §2.5mg. JIVNA 7 gghmga, 7 O A% —
N—=iEIZXDFENZENIE (L0 > &L T2 5mgXidbmg)
ZIRERA S TICHAE FHEEROKE LU Tl b RERREZ
HIEL. 55 NZREHS K OEDERE)NT A =Y IR K ED
WO ThD, MR 7Y LOPE EEISIHEICHE L THBE L.
Mg EELBEHIEIEN /-, £7/2. EVBHENSA—%
(AUC)-790r Cmax) ICDWTIO% EHERX BHEIC THREHET 217>

TeisR, 1og (0. 8) ~log (1. 25) DEENTH V. FHEDWAIDE
WEERISE SR S N,
(ng/mL)
164 T
B —O— LV HE 2.5mg [/=kH]
--%-- JILRATEE 2.5mg
PRE: L
ey (Mean=S.D.,n=20)
By
-
ﬁ 0.84
v
¢
D
i
JE0.44
0 -1 T T T T T
0 6 12 24 48 72
Pe byt DWEH (hr)
MR 7 L0 REDHER (2. 5mg)
(ng/mlL)
289 7
T —— T AL U EE bmg [/=kn )
L o 1 --%-- ) )L/NAYGE bmg

i e
h N (Mean=8.D.,n=20)
7 IR

EEECmn

0 6 12 24 48 72
He 51 DORERH) (hr)
g7 A0 S EEOHE (Gmg)
T LAODE Y ERE)NT A —F

HEINT A—F BEINT A—=F
AUC0772hr Cmax Tmax t1/2
(ng + hr/mL) | (ng/mL) (hr) (hr)
TLAAYY U
2.5mg 45.8%112.4 | 1.4%+0.4 |7.7£2.7|65.0+138.0
7=—knOj
/)l/{\XD 44.5E11.4 | 1.3+0.3 [7.3£1.6] 35.2£11.0
2.5mg
TLAODE 8
Smg 65.8E18.7 | 2.1£0.5|7.3x1.9] 37.2£12. 1
=kno)
/)I/Qn;;ﬁﬁ 72.9+£23.4 |2.3£0.6 |7.4£1.6] 37.9%£9.3

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

MR NZAUC, CoaxFE DN T A =13, #rE ORIR,
PRI DEREUEIEL - RS ORBER T L > TR D REMEN D 2,

16. 2 MRIX

16.2.1 BEDHE
BERANCTYLAOPEELTimgE Y O —/N—iEIc & D2E
JERE T BRICHEIRO#%G U 2Ga 0OEMEIE/NT A—FI1F
BEIFDLNT., 740V ORI MIEFTREDZE LD
BRHDEEZENBY,

16.3 9%

16.3.1 MIFFHFEEE
| tmﬁﬁ%éc‘:@%é%uw. 1% (in vitro. V&L THo
729,

16. 4 {3
EBHRFPMAHAEIEIE ROEY D UROEBELZEY O VBRIK
OZOBLIRY 2 /KA TH 57210,

16. 5 HEtH
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fEERAHIC T AP > &L T2 dmgXidomgZ B[ %5
L728BE, RPICREBIAE L TH N2 EEIE/NS <, WT
NOHFEGEITBWT B RP ALY RI3H 55 24R M £ Tl
BEROKY, 44 E TICTRISS TH o7z, £722.5mgz1H1HE
14 HEER S U 56 OR P PRI 5 h6 H B TIRIEES
RAEIZE L. 6H HEABO1TH 472 0 OREBILA DR HERIZ6. 3
~TAYTH > 72010,
fRFERR A BN MC-HE# Y A0 D E > 1omeg 2 BERE L% 5 L /-5
Ay 5120 B £ TICEEHETREDSY. 3% R H. 23. 45133 I
Peit S, e EE TR E TORF B RED ISP REAR TS >
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B, IhefREMIZZ7TLOPE 2L O SEBEEMRITRD S
nTuinio,
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16. 6.1 FFiREREE=2E
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2.5mg & B[O 5 U6 O F iR EHES I I Em BN S
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OMHPBENEZICERL. tip, AUCIEPEEZRLZ0EE
FEIRD NN, [9. 3BH]
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s O fEEEA (n=6)
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Tmax Crmax AUCo-0 tise
(hr) (ng/mL) (ng « hr/mL) (hr)
FHSREREERE (7.211.2) 1.9£0.2 104.0+15.5 |43.0%8.0
fRER A 7.3+0.4[1.64%0.07 68.1+5.4 33.3+2.2

(FEZBE n.s.. Mean+S.E.)
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(3441) T24.9L/hr, 13~1T% (28%1) T27.9L/hr LH#EE S .,
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16.6.3 ShE
BEEIMTERZFR (B2, 4, FEHEMTI. TR T7L0PE
&L Thmga e, RUSHBKERS LZGEOEMBIRE/ NS
A—FIZEROED Th b, HEHFKEGLEHE, GE/BFERAN (5B
6. FHEm?22. 3%) 1T L. Cuax. AUCIRARICEEZRL
M LpICEBETRED S NRho . KIERGRIIZEFEZ DI
BEH7 L0V RBEREEEIDOOEHER LN TON
Y= REFEFIEYULTBD, BEETZOZIHENE KT 2EH
FNEERD S0 729, [9. 8]

SRYENRE)N T A — %

AR I TEAE R EHEERRERRA
B 50 | SO G | B G | R 15
Crnax 4. 24 14.9 2. 63 7.51
(ng/mL) +0. 084D +2. 20 +0. 35 +0. 32
Tax (hr) 7.24+0.49 | 8.0£1.8 | 6.7+0.42 | 8.0%+0.7
t1/2 (hr) 37.5+6.0 [47.4+£11.3| 27.7£4.6 | 34.T£2.7
(ng -AklljrC/mL) J_rlég.bz'lg” o 63.245.5 o

(Mean=S. E.. AUC : 0~48HF[#fE)

EDP<0. 01 (vefidFES)
EDP<0. 05 (vslHEH)



16.8 ZDfth
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O] ZREEREE L ss &, WHEBEHNEL <. EYE0ICHS%
EHBEINED,
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17.1 BHERVRZLHCET S8R

(& MEEE)

17. 1.1 ENEEREER

ARREME & I EE IS 2 T E B M B & B DR BRIC B W
T, 750 E>0FMAENED N1, F-, BEEEE
S ML ERE I & U T80, 0% (28/356) w&E#ZEZRL. HEiES
MEE IS LT HAEMEDGRD 5121919,

17.1. 2 EIRNE NBEER

YAOPE>EL TimgZ 1 HIESTARBMEE G412, IUHE B i F A%
140mmHgPlL k2R EBF30F 2 I T T, Y0P E &
L Cl0mgXidomegz 1 H1EISHAMIZS L /- & & o IUHE il £ o
NR=ZTA M6 LEDFEEMEIZ, 10mgiET13. TmmHg DK
. SmgEETT. 0mmHg DK FTH 0. MR MICH Z 2 E
MAHBNTz,

FERRAME B 2 S ORER OFRBZRIT, Smeht Tids. 9% (6/154
B 2. 10mgHETIEY. 9% (15/15161)) @RDHHNZ. EHE
(10mg) HEGRHITFENEWEE TRO 5N, 5mglET0. 6%,
10mg#ET3. 35 TH 7220, [11. 28MH]

I 5T, MEEE S L TRBL ZRNKZGRABTTYLoOYE &
L T10mgz 1 HI1EGESE U CTH2EE 5 U= Fs, I A I E o X —
AT 25 OELRDTIfEIR. 15, 6mmHg DX T 2R L 7220,
FERMRE WA 25 ORIEHORBRIZ24. 6% (B3F]) IZED 5
N=. EREWETIZEN. 4%, HEW - X5DE3 0%%THo
7220,

QRiIEE)

17.1. 3 EANERFRRER

BEICH T HHEE (TdE) Db, HEARREANIR) 1
74. 0% (108/146%1) Tdh > fz. KRB OH BRI I 1E B LIE
82. 0% (73/8941). FF1EMLERFLEGL 4% (35/57H1) ThH o
7’:’_23)’28)0

(ShEedti@)

17.1. 4 EINERKRER

TLAOVE RV RS L ZERE (0% E) T8
D EMEE TS 2 G 2021386 5% (45/5261) . FAMEICKH L TO
HRNEIZ82. 8% (24/2961) TH -7z,

BIVEF O FEBUEEEES. 8% (5/133451) . K& PR A2l 0 B4 2581
3.0% (4/133%1) ThHo7. ERFEMERAIIHEN - 55 DETH
0. EEEBREMEORBELEEIAST, ALTRFALPO FR%TH -
7229,

17.3 Z0fth
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e PR 9 & DE % 2 0 A BB 0 ifn JEAE FR 4361 (39FR LA R 5 T05%
Pk 7y AaoP ¥ ELUTIHLIE 5~5mg (—EBOREHNITIE
7.0mgETHE) ZIGAMBES L THHERHICTIZEAERER
BRI 7D,

18. EEZNEEIR
18.1 et

IR DR B ALK FETE IV 2 A F ¥ > RIVITRRICHEE L.
MR ADCAt DFEAZBOIES T EITL D, FIME LRI
BONEHEMEIE 5,

AN LAEFHERAORIUIBIRTH D, FiNTh . £,
DHIHEIERNZES < . MERIR MDD 5N T B 30.3D.3D
18.2 FREER

HREEMERETT)) (EMEERRET v b B E-
X) IZBWT, HEHE TIE T O FEBHEIR TEH fki R
MENWZENFEOHOLNTHYD, HEZKGTHMEOHES LN
ENBOENT NS, Fio, FRER I EFRET X TREEBIR.
e ENAR B OKEB BIAR O i 8B & RIS E 2 & & biT, #f
BRI 2R MIME IR 2D S B MEZ TS E2 2 N5
nTtwasy,
18.3 SIME LD COEREADER

BHEZMEDah S v M7 40P E > 210K k535
ZEIRED. EIT D T b O R E Bk O £ K LA
T 1 7Y DRSO MERE S HIH S 0,

Wz S RESIIE S v M7 A0 P > 3mg/kg/ H 2 ik 5
T5ZEICED. IEEFOMH R NERERNBD 5N, £
Too D ORI, B ORI EEIIRS. SREREERALE, R
FEMRBEDOREDFLE SIS NMTHIHI S /=3,

18. 4 HUIRLAEVER

BB EY MIZBWT, 7757 v 7 ZEBIRERICK D00
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W5, E7z, Ty bW T, i/ AR OO AR
EHZRRZRER, 7 L8P 53 Cldo BT L X TOIX
fEH DEESEE SN, MBENCaZ T R OIS IIH S Nz, HLk
WATPEN TG L7 F 20 Y EOEEbEES N, LIRENE
MMED 5N TN,

Z MR LG IC B W T, AEEdp/dt K O/ B IGHE RT3
TL. DfifRHERDED LR,

19. B SICET SE{EEMMA
— LR T 7 AR E > NY)VERE (Amlodipine Besilate)
b4 : 3-Ethyl 5-methyl (4RS) -2- [ (2-aminoethoxy) methyl] -
4- (2-chlorophenyl) -6-methyl-1, 4-dihydropyridine-3, 5-
dicarboxylate monobenzenesulfonate

feg X

H
H,C ‘ N ‘ O/\/NH'z
e A Ot [::I/SOJ{

o | 0]

Cl
©/ RO NS RIS

12 1 CooHasCIN2O5 + CeHgOsS

P 567,05

Rl #9198°C (i)

IR - A~ EE OO EEOMARTH 3,
AZ ) =)VIZEFRT <, T =) (99.5) TR
12< <L KIZIRTIZ < W,
A% J—=)ViEw (1—100) WX ZRE R0,

22. A%

TAODE 2. 5mg 7=k 0]
1008 (PTP : 108£X10)
1000%¢ (PTP : 104£X100)
50088 (NZ)

TLAOYVE gimg [V =kb0O)
10042 (PTP : 104 < 10)
10008 (PTP : 104£X100)
50088 ONZ)

7 LAOPE U EEI0mg (7 -0
100g (PTP : 1082 X 10)
50088 (PTP : 104EX50)
50088 ONZ)

23. XEXHE
D EARBGIEN - B 1991 42(2) : 167-176
2) Naito, T. et al. :J Hum Lact. 2015 ; 31(2) : 301-306
3) FEEEH @ Geriatric Medicine. 1991 ; 29(6) : 899-902
4) Laine, K. et al. : Br J Clin Pharmacol. 1997 ; 43(1) : 29-33
5) HEEERAICBIT BT LA0PE 2 10mgH Rk 5K D& 2k & 3K
Z)@)ﬁﬁ (JIVINA 7 §8/ODgE © 20094E2 A 23 KGR, HBEMSE
6) HEJEEFIED - ERIRESR. 19915 7(7) : 1407-1435
7) SRR R
8) JHILFERIZD © SEFE &G, 1991 5 19(7) : 2933-2942
9) FH/\KIEH ARG A MRHE EIFEE2021 @ C-306-311
10) Beresford A. P., et al. : Xenobiotica. 1988 ; 18(2): 245-254
1) BYEFEEE) I EJRE. 19915 19(7) : 2923-2932
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