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A%579 %, 28, BRI CEEERT 205, 2RAT77%
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WHE. 6 EO/NRICIE, 740 YEE LT 25mg % 1 H
1 BfEOHET 2. 2, Fie, (A=, ERICK DBEEERT 5.
BRIVEE
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15. ZDDER

15.1 BEARERICE D IEHR
FRBMGIZBE & 2 T VLA, AAIC X208 IC DEEES R
IR (DERSENEAD) AN EDOREND 5,

16. EYBHHEE
16.1 [MEE
16.1.1 BOkS
R 20 flic7AT Y2 E LT 10mg 2B EHRS LB o
FHRED Tmax, Cmax, AUCo-ast XU Tz &, #1124 8.0
M (FPoRfE) . 5.84ng/mL (F#9{E). 278ng-hr/mL (FF41H)
KO 35.1 Bl (F9ME) THH. SHEAEHELIER. FEFET
Ho7z %%
16.1.2 RELRS
R 6 il (kR 33.5/%) IC7LAu Y & LT 2.5mg
Z1H1[[HE 14 BHERE®RS LGE0MERF 7 L0V E VB
Eix, #5606~ SHBICEFKBIGEL, DBOERIIRD S
Naw-oiz. B¥EEE5H (14HE) ® Cmax &% U AUCo-24nr
lZZh2Nn 3.5ng/mL U 61.8ng - hr/mL Tdh 0. WEKE
B (1.4ng/mL &% 19.3ng - hr/mL) OF 3B TH -7z, &5
kg, MEFBEIIEE L. 59k 5 HEICIE 0.24ng/mL
Loz,
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(Z LOYE VSR 2.5mg [TCK])
7 LU rEE2.5mg [TCK] &/ IWNR T EE2.5mg %, 7
O2F—N—FIckDZEnZhliE (7LuIEELT
2.5mg) BRMABFICHEERRERO®RS L CEHRREE
BEZHEL. Bon/-EYEHRE/YT X —% (AUC. Cmax)
12DV T 0% EHEX IR IC THRETARIT 2 T - 72 f55%  log (0.80)
~log (1.25) OHENTH D . WHIOEY I EE TR

HEINT A —H HE)ST A — 4
AUCo-72nr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
syrﬁgr/chﬁ% 1279842355 3.65£0.39 | 7.0+19 |33.92%10.53
5355“17%314671¢3283 428+1.12 | 70+12 |31.25+6.23
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OHFENTH V. WHIOEMZNRSFESHER SN2,

72
5 (hr)

LS 4 3 012 AUC, Cmax &0 85 A— 1%,
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WTNOBRERICBWTHIRPREAPRTERIT 5% 24 BRI
FTICHREEDN 3%, 144 BEEETICHNEB TH -7z F 72
2.5mg % 1 H1[H 14 HEEGEERS Lz5a O RP PR3
B 6 HETIZIZEEREBICEL, 6 HELUED 1 HY4720
DOREAUERDIRPPEHRIZ 6.3 ~ 7.4% THo7= 713,

R 2 fliC “C- =57 20V 15mg Z B EREHR 5Lz
Ba. %5 12 HEXTICHRESBETEED 59.3% 3R+, 23.4% i%
w514 72 B E CTORFRETEED 9% KR ZE AL
A CHoIz. ZOMIZ I BORBMARDOSNI Y (HEAT—%)
B, IneREMICIZTLAOIE Y R LD SEIEER TR
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16.6.1 FHt&eEE=EE
BRAFFREZRZE (Child 3% A, B) 5flic7ayErELT
2.5mg % B[l 5 U 72358 O M B EHER I O IR #he/ 85
A—HIIROBY Th D, BEMAICKL, %5 72 KiEEOM
FEENSERICER L. Tz, AUCIERPEEZRLEZDPER
ZIFED SN o729, [9.3 ZE]

(ng/mL)
57 o fFRERERE (n=5)
o fEERA (n=6)
_ %p<0.05

Mean+S.E.

B R I ERE B HEEBREA
HEkKER | REKRSE | BORSE | RERSE
Cmax (ng/mL)|4.24+0.08” | 14.9+2.2%9 | 2.63+0.35 | 7.51%£0.32
Tmax(hr) 7.2+£0.49 8.0£1.8 6.7£0.42 8.0£0.7
T2 (hr) 37.5+16.0 | 47.4+11.3 | 27.7x4.6 | 347127
AUC (ng-hr/mL) | 116.9£8.4Y) — 63.2+5.5 —

Mean £ S.E.. AUC : 0 ~ 48 Ffii{#

0.1 E ~.. o
612 24 48 7 % 120
B¢ (hr)
5%
Tmax Cmax AUCo~e NV
(hr) (ng/mL) | (ng-hr/mL) (hr)
fFikaERERE | 7.211.2 1.9£0.2 |104.0£15.5] 43.0£8.0
TR A7 7.3£0.4 1.64+£0.07 | 68.1+54 | 33.3%£2.2
BREZEME ©ns.
Mean *+ S.E.
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EIMEERZFICT L0 ELT 1 H 1.3 ~ 20mg % #iEiRS1L
REFAEMBHRABOKER, 7UTI0A (FHE) & 6~
12 (3461) ©T249L/hr. 13~ 17 7% (28 ) < 27.9L/hr
LHEESN, BAICBIAEERETH-72 S (HEAT—5).
) MRBEFICBVLWTKAIOEKGESW 1 HEEHARIL 2.5mg
TH b
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ZEBMEEERE 64 (B 2. 4. FHER 79.75%) L7 L
OYErE LT 5mg ZHE, K8 HERERS LIziGH 0K
MEBEEINT A —F ZEDOBY TH 5, BAKREG LB, BE
BERA (B 6. FI9EH 22.35) ICH L. Cmax. AUC I
EEICEEZRLEDY. TRICEERZEIFDoNnNkhr-o72, K
EHRERICIZEEZOMBEFR T LU0V VBERIEEELD D
BB LN, TONY -V IIBEEZICEYNLTBY, EE
ETETOEBIERT BHIERIZED NG -7 Y% [9.8 BE]

9p < 0.05."p < 0.01 (vs fEEE#)
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FAOYYYELTSmg % 1 A 1 8EMHE5HIC, INEH
MEA 140mmHg Bl E#/R9 & 305 fl% B iC3iT <. 7
LUV ELTI0mg Xik5mgx 1 H1HIEMBZSE L
EEDOIERHMEDR—2 51 > » 56 DELBOFHEIX.
10mg # T 13.7mmHg O{& . 5mg B T 7.0mmHg D{E TR T
HU., WEEICHEICERZELSA SN,

BRREEREY 2 ECRIERA ORI R, Smg B#TIE3.9%
(6/154 f]) 12.10mg BTl 9.9% (15/151 fll) 158D 5Nz,
mAR (10mg) HERIOZEISVHEETEO 5. 10mg B
T33%Th-o7219, [11.2 ZH]

51T, MR LCERL-RARSRB T LAY Y
ELT10mg% 1 HI1EM@ELTS2EMEE LZE. [HEH
MEDR—=ZF A »H6OE{LEDFHEIX. 15.6mmHg DK
TERLEZ 7,

17.3 ZDfth

17.3.1 BRHEICRETHE
RAMEzEUEMERERE 4361 IR T2» 5 70 L)
K7L YErELTLHILE25 ~5mg (—HOREMICIE
7.5mg ¥ CHE) % 12;AMKFE L COERBICIRIEEALE
BEREZ o719,
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18.1 1EFER
MR DR BRI L 7 LT ¥ ¥ ZIVICERRIITES L.
HAANAD Ca>* DAZBPOSE S &ick D, BIMERLKH
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AN LEFEHORBRITERTH D, FiRiITh s, £,
DIIEERNIZEE < . MEERES D SN TV S 1219,
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BV EMREDONTED, EFRESTOLMEORA L 2N
EMRDENT WS 2,

18.3 BEIMEICHES DINERENDIER
BIERZM Dahl 9 v M7 A0 Yy % 10 BREL EEER S
TBHIEICED, Il ICAES ME L7 K ORGSR RS IR O 6 KT
E. 747 VIESOMERESIHI S Wiz,
MEEFRBHESMES v MI 748 Y 3mg/kg/ H % E
By sz ek, MERFOIGIROEGLRIRD 5Nz,
F7z. DAORRMEL. BOHEMEEIRAE. REREEREE, R
MESHEDOREDOFEL IS 2 IMF s iz 2022,

18.4 HFDVE(ER
Sy MDBICBWT, B/ BEREO.OFREER 25
NIfER 7L YRS IR BEIC A TLIE O
[E1E AR S, AN Ca>* B0 M MG &Nz, N
ATPERUZ LT F ) VBEOEEL EES . DEREE
RAPRE NIz,
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EETRL, DFBREEELED L 22,



19. ARSI 2EEFHAR
—fREEHR : 7L a YU RYILERE (Amlodipine Besilate)

b % &

HEDD
N

[

2b I B

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

: C20H2sCIN20s - CsHeOsS

1 567.05

149 198C (431%)

R USHEGEREE

R:BE~HEABEORBREOHRTH S,

RXE ) —=VICEITFRT L, T —)L (99.5) 129
BT L AKIZBFIT W,
X&) —)LIEHE (1 = 100) 3FERMEEZ RS20,

* 22, @

(7 LOYEVEE 2.5mg [TCK])
100 $& (10 %% (PTP) x 10)

500 & (10 & (PTP) x 50)
50088 N, RYIF L REE)
(Z LOYVEVEE 5mg [TCK])
100 2 (10 8% (PTP) x 10)

500 $& (10 $E (PTP) x 50)
50088 (NT. RUZFLUESE)
(7 LOYEVER 10mg [TCK])
100 & (10 %% (PTP) x 10)
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314

WAREK T ISHEEE . 1991 ;42 (2) 1 167-176
Naito, T. et al. :J Hum Lact. 2015; 31 (2) : 301-306
25 B3Iy BEEY 1991, 29 (6):899-902

Laine, K. et al. : BrJ Clin Pharmacol. 1997 ; 43 (1) : 29-33
BFERAICBIT7 400y 10mg BEHRSROL 2 kS
HYghRE (70 8 - OD $E. JIIVNAZEE - OD $E -
2009 £ 2 A 23 H&AR., BEHES)

R EFAFITA  BRRESE . 1991, 7 (7) 1 1407-1435
ENER D EMERESERSE (5 2.5mg)

HEAER AR ESEEREE (8 Smg)

HEAER AR ESEEREE (5 10mg)

VEVLR&ERIE A ISR L 19915 19 (7) 1 2933-2942
F+AUE BAERAMHE. E/FNE. 2021 : C306-
C311

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

JEALFEEZ T EEEIGE . 1991 ; 19 (7) £ 2923-2932
Flynn, JT. et al. : ] Clin Pharmacol. 2006 ; 46 : 905-916
Fujiwara, T. et al. : ] Hum Hypertens. 2009; 23 (8) : 521-529
TLUYEY 5mg THRATDLEFITNT LT LUTE Y
10mg DEHH GRS (VVNA78E- 0D . 740V 4
OD $&:2009 £ 2 H 23 HA&RR. BEE®RES)

FE BT, FEEEBRE. 1991 19 (8) 1 3205-3219

19)
20)
21)
22)
23)

24)

A 137 HARSEIEAEHEEE | 19915 97 (3) : 167-178
RS I - IR ZHEEE 19915 97 (2) © 115-126
Fleckenstein, A. et al.: Am ] Cardiol. 1989; 64 (17) :
21 1-341

Suzuki, M. et al. : Eur ] Pharmacol. 1993 ; 228 (5-6) :
269-274

Nayler,W. G. et al.: Am ] Cardiol. 1989; 64 (17): 651 -
70 1

HRHE I, 5 &34 . 19905 18 (Suppl.2) © $339-
S345
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