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e 72aayes
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9. BENEREFT2EEICHATIAE
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9.2.1 EELBHEREDH 2E8H
BN E R REAMR N5 2 & 05H 5,
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WEINB 70, MR IR O GE e K O I ik BE- IR [ AT
WA (AUC) R T 22 L 3d %, [11.2, 16.6.1 BH]
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H = (2.5mg/H) 28523 5 % SHEEICRST 52 P HRBIR. RS, R R
Lo —RITBEDOREEIIITE L ZVvE STV S, RNE)E LR, R E AR
BT A% <L ML IR LRI A R < 22 B I 2SR U W3 LA 72— b b5t
BRTVRY, [16.6.3 2] CKC LS AL RERSS,
PRA7 R o Bk
10. #EEA i HRIUMER, ~NEZTE Y 1| MRS
AAI OB E L L TR AMECYPIAMAIE LTV 2 MRDED, LIS,
LEZBNTWVS R
’ e * k| BECGE | %5 T, CAKE, G| ZALHE. WA
10.2 BFAAE (FFRICEET S &) SBfgoRE %0 MASVETRIE
B WRIREIR - R 185 W - b T 1T GEHIC X D) AR
FeHEE 25 2 364 | BRI 23R S h b B2 (MR 2 85 % Zofi £ 2i05sy Lo, B HWE, | eslE. B
b5, BEZWADH 5, Setbiin, WRELIVE. 9ES7. | By 4L RE
CYP3A4FH ) ) A A T ROV V| EFH OACHASHE A W, e BUDBE. I B, ARERAD,
T)AuRA Ty | FTELALOBAICED, |ES L WRENENE TR, FEEE, ST, |, ROEAR
INFTEL ARAN DML REEED LA L2 2 5N b, s v 2
U hFEL EOWEND D ED B L Cl0mga 85 LABa1s, BeBETRo 5 h7[9.3, 17.1.1
A gary—nE %],
CYP3A4% A A O MDA T 3 % | AH O LB R E S FE2) SEBUEEE |24 R A A S
V77 YEY Y E B2 b, LA E 2 SND,
TV =7 7NV — Y RKAOREFPRREN| 7L =T T V=1 13. BERE
PERS LBENND D, F N2 WL HIAH DAL 13.1 ER
il f‘ﬁ*ﬁi Ao BEOKMIMEIIRICED ., Y3 v 7 2 EEHLVGIERT &
T A SUREMIIR RS 2 & 5 %,
IS Ve YRR F > 80mg (E A | BRI TH Do F 720 FROBEVEMIKIEAS, K O EA G D24~ 48K ] 212 5E
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NS A g0 7B (B OB AT AR & 22 2R D & 5o
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LB D, 2 B 7 =k S N AN S AS R BT
U AL D370 AR FRES 7 o) A, %%Taﬁwfgu&uoiﬁﬂuﬁﬁﬁn BEW20, BT
M AS 5 L BERESE| E & L CCYP3AMIC X L BIRRIAI T\,
%05 s 0y AAORER| ) R# SN B0, B 7o, AFMRAE R R 2 55 Lz, AAOAUCIE9%
PRIT B BTN DB |HISLD 57y AR WAL BRI B2 TUEA9% IR L7 2 &0 6, ARFE R 515
PSS 70 ) A 20| ORBHEES N B0 DOWILHIHIALE & U TR s 5068 Th 5 L i ST b,
MHRELZE=5 — L, &EEIEZ5N5,
FIZHELTY 270 AAD 14. BHEDEE
HRERET L Lo 14.1 EHBREFOTE
1. BIER SEBEROINTZ 28, HEBLLERTRIET %A

ROBEWEH D B HbI D T EWH LD T, Blgz 024w,
DD NI G 2 kT 5 7% CE 2B Z 1T 2
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11.1.2 SEFERERE CHEEARY]) . BMERRD (0. 1%AK5) . ML)k
Wb GHEEART)

11.1.3 BE70v 7 (0.1%Ki)

Wk, ©FVEOMPEIRDD HbND 2 EHD 5D,

11.1.4 BERUHRRE (FEAH)

. B, CK RS MR ORI 47 e ER%R
HobGaid, B a2k L, #YRRELIT) L,

T 72, BURUIBMPHEIC X 2 QM EHEOIMEITERT 5 2 &

ZiE, AL LR R TR T A 2k,
14.2 FEEIZFEFEOER
14.2.1 PTPUEOFFIIPTPY — b2 SHO LTRSS &9

8T 5T L, PTPY — FOFRIKICE D, WA A B R

JEAHIA L 1213229l %2 B 2 L CHERS IR 5 0 w2 A e

EHHRTHIEDD Do

14.2.2 AFZPTPY — b2 S Y I L THRAET 2413, BA
JF M TRET B L O HRET B L,

14.2.3 AHENITH O LIS CTHEE &2 328 28 5 L T 5720,
K LTI TH B F720 KTIRHTAHIEHTE B,

15. ZOMDEE

15.1 BRER{ERA ICE D <153
PRBIFRIZIN 5 20 TRV, ARANC X 5 BRI OHHER A
IR (LR Z GL) PR LN L OWEDVH 5,



16. E4EHEE

16.1 MARE

16.1.1 BEE%KS5
ERER 206117 22 V¥ v & L CTl0mg% H ¥ 5 L =Ko Il
S i O Tmax (FFJ2fl) . Cmax. AUCo-1ast X O Tr2 (CE- 34 4if)
X, ENZFNG.0RFM. 5.84ng/mL. 278ng * hr/mL & V35 15§
My, FHEANE LB L 2REE. FEETH - 729,

16.1.2 REHRSE
TEHERL N 661 CEI4ERIS3.5/%) 127 A0 Y ¥ v & LT2.5mg# 1
H1M14H M RAEHS L2 EolliEm 7 40 V8 Vi, &
H6~8HMZICEFIRBIEL., DEOERIIRDO SN h o7,
PG H (14 H H) @ Cmax K OFAUCo~2umr id & 2N 3.5ng/
mL &% U°61.8ng - hr/mLCT& . # W% 5 K (1.4ng/mL K O
19.3ng * hr/mL) ODFI3ETH - 720 B G-k th, MiE g
Wik L. #5-01k5H H12120.24ng/mL & 72 5 727,

16.1.3 &EFHIESEMHHER

(7 LAY E>OD#E2.5mg[EHET/])

(1720 r0DE2.5mgl iH 73] & J WINA 7 §E2 5mg %
ARG —=N—FEIE ) BERAS TICER TN (T A1
V¥ & LC2.5mg) %l L H AR G- Ui R ZE bk
EalEL, #oNn-8 YEE I 2 — 4% (AUC, Cmax) IZD
W T 90% 15 FEIX BT TRERT AT 2 1T o 7245 4 1og(0.80) ~log
(1.25) OFPANTH D WH O EW I DR S 72,

HE 8T A =5 BEING A=
AUCon2 Cmax Tmax T
(ng * h/mL)| (ng/mL) (h) (h)
K |71amIY 0D
% . . 8+9.2 |1.88+0.31|6.9+1.1(34.7+4.
[f 2 5mgl & 73] 67.8+9 88+0.31]6.9 34.7+4.5
<
Hﬁg JIVINA 7 §E2.5mg 61.4£10.5 |1.74+0.32| 6.7+0.8 |37.5+5.4
7 a1 Y ¥ OD§E
ES ES + +
Z‘? 2 5mgl & 73] 51.8+12.3 |1.47+0.38| 7.1+1.133.6+6.7
ik
W\ WS A 7§82 5mg 52.8£15.9 |1.48+0.44| 7.6+1.5|32.6+5.5
(P + fEiEfF 72, n=16)
- k7% L TR
25 ¢
20 b —e— 7 21 Y ¥ XOD#E25mg[ itH 7 /3]
3 0= J UINA 7 §E25mg
s I+ B, n=16
£ 15 T
P T
L o0t
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& T m—
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£ P+ R n=16
=
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&
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PO (h)

(7 LY E>OD#5Smg[REF/3])

2) 7 2v Y ¥ OD§E5mgl B 7 /3 & 2 WINR 7 §gbmga 7 1 A
F—N—RICL Y, BEEABFICERERISE (T uTE Lk
L C5mg) % i £ M 1 3% 5 U C A o R 2 bR % 2 L
BONEYBEE/ XS 2 — % (AUC, Cmax) 122\ TI0%LEHHX
RIS TREHIRAT 2 47 > 724 8. 1og (0.80) ~log (1.25) O HiPH A
THY . WA OAYFENFE SR S 72,

HENT A=Y BENT A=Y
AUCo-72 Cmax Tmax Tz
(ng * h/mL) | (ng/mL) (h) (h)
K |72wv¥r0ODsE
|7 AETEYODIE o) 5080 [3.3020.67| 7.8%1.5 |36.6+11.7
L Smg!_rtﬁEEiT/\J
<
Elg J VN 2 §Ebmg 116.4+28.1 [3.360.77| 7.3=0.9 | 34.0%6.5
ravE 7
* 7 - _/(?Dﬁ 119.3+27.8 [3.560.75|6.9=1.1 | 34.7+6.5
T |5mgl 73]
i
MW |2 WNZ 7 §E5mg 114.0£24.5 {3.47+0.65| 6.6+0.7 | 35.3+6.3
(T3 = FEH#E(R 75, n=16)
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E;:( 25
2 200 0 T
R
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0 . . . . . ,
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45 ¢
40 +
—e— 7 21 Y ¥ ODSE5mgl )7 /Y]
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;{E 20 + .
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= 10t )
05
0 . . . . . ,
0 12 24 36 48 60 72
P55 0R5 1 (h)

MEE RN NI AUC, Cmax 0785 2 — % 1%, B oI
L OFRINEL - RS OFRERSANC K > TRAR B HENEDD 5,
16.2 TRIR
16.2.1 BED
EFERAICT 20 Y & LThmgh 7 B AF —/N—jEIc kD
ZEPEIRE T R H R TR G- L 72 G 0 Y Big 7 X — ¥
CAEEAIZOONT, T2 Y ORI RIZTEROR
BILVWLDEEZ SNBY,
16.3 A%
16.3.1 MIFEBFEAE
M & DOFEGHEIZ7.1
16.4 X3
FARTRBAIVE FOUEy Y VBROBILL-EYY) VB
KR OEDOBALR T 3 2k TH - 721,
16.5 HEt
16.5.1 FRepHE

TR AGHIC T 21 Y ¥ v & LT2.5mg X id5mg % BRI
HLUYA, RPICREAE LTRSS A E A& E L
WO G-IV T IR RZEACARDEN SR 1L 8% 55 24 R¢ 1]
F TG R DOK3%. 144858 F TI2R8% TH - 720 £722.5mg
Z1H 114 H MG U 7236 o R PR3 5l H B
TIIZTEFRBIEL, 6HHUBEOIH Y720 OREALROIR
RPEIER136.3~7.4% TdH - 7271V,

fEHE 2B C- 1S5 7 2 1 V¥ v 15mg % BRI G L 723
Ay 5120 H F TS BEED59. 3% 3 IR i, 23.4%13
PRI S, B 5-%720H £ TORPIBURTE D% DS KEALRT
Holze ZOMIIZIFEDHPATRD S HEATFT—5)o
B, INLRHEWICIETLIEYE VAR Lo CEBERIZRD
LN TWian,
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16.6 HENEREZHT 28FEF

16.6.1 FHkRelEEERE
BN F 28 B 5 (Child 77 AL B)SBIIC 7 20y E e LT
2.5mg% Bl P L 72556 O M i BEHER I N ISR BB X 5
A—FFHBRDOE) TH Do REKAIZIL L, $5- 728
BOMPIRES AT LR L, Tiee AUCIERRHMHEZ R L7
PHEETRD SN o721, [9.3 5]

(ng/mL)
5
—o— JFHAEREEEH (n=5)
O fEHIRA (n=6)
d *p<0.05
1L 197 o Mean =S.E.
i T - i
05 o
i
_______ o
014 1
612 24 18 7 96 120 (1)
P G-
Tmax Cmax AUCo~w Tz
(hr) (ng/mL) | (ng - hr/mL) (hr)
MpErEREEEH | 7.2+1.2 1.9+£0.2 104.0+15.5 | 43.0+8.0
TR AT 7.3%x0.4 1.64+0.07 | 68.1+5.4 33.3%£2.2
HEABIE " n.s.
Mean+S.E.

16.6.2 /12
EIEREEREICT A0 Yy & LTIHL.3~20mg™ % iS5
L 72 PR B RO E. 20 7 T v A CEHMH) 1, 6~
12i% (34451) 24 .9L/hr, 13~175% (28%1) T27.9L/hr & i S,
BACBT BEEAETH -7 BHEAT—%),

T /N BV CAKI O S 721 HAlw 132 5mgTd %o

16.6.3 EE
BAEBMERE R FHOH (B2, Zd. FIHERTI. TR ICT 20V Y
v & LComgx Hnl, K U8H MRS Lz a o3RYyBhiE <
TA=FIFEDOBY) ThHb, HNEL LEE, HEREERA
(6, PHER22.3M) 1L L. Cmax, AUCIRAHZICHEE R
L7225 Ti2llABATRD O NEh ol RIEHGRHZIZ A
FOMMEh 720 I8 VIBEREEZ I OE R LA
ZONRY = VIFEERICHEBLTBY, BERTETOERIH
KT BEMTRD SN ho72Y, [9.8 5]

AR ML TR

Wl 5 | G | e | S GE

Cmax (ng/mL) 4.24+0.08"| 14.9+2.2* | 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
Tuz(hr) 37.5%6.0 | 47.4+11.3 | 27.7£4.6 | 34.7£2.7

AUC(ng * hr/mL) |116.9+8.4* —
Mean+S.E.. AUC : 0~48MR¢H]iti
*p<0.05. **p<0.01 (vsfdtHEE)
16.8 ZDfth
7 A8 Y ODFE0mgl H 73 Ji%, [Eaasitise 2 AP
BFH O B W R F B A A N9 4 2 CRKI8MEILH24H 3
FHEATHE112400475) 12D &, 7210 Y ¥ XODFE5mgl i) H
TN R L Lol & BIBEIAE L (L AWAENICH
HL AR EINLY,

17. EREREXIE
171 FIHRVOREMICEET 555
(E I EAE)
17.1.1 EREE MHEEER
TATYE Y& L Comegk 1 H 1S ERE G- #Ic, IUHIILT A
140mmHg V)l b % /R 3 30561 % B0 C. 7aud ey
& L C10mgX1d5mex 1 H 1S B 5 L 7= & & o Ui M ML E
DR=R T4 56 OELEOTHIEE. 10mghtT13.7mmHg
DOIET . SmghtT7.0mmHgDIKTFTH 0 WHEEIHETICHE
BhENALNT,
IR AT %~ & CRIMEH OB F 1L, dmelf T133.9%
(6/15441) 12, 10mgl T129.9% (15/15140) 1220 b iz, wEH

63.2%5.5 —

1 (10mg) $£5-BE I A3 F W EIE TRED S, 10mgHET3.3%
THh-o7", [11.2 ]

BT, #kbiaABRE LCEM L - RS REBCcTramI L
L Cl0mg# 1 H1mE 5 U Co28 M G- L7z B, P E o X —
AT A IS DZEALEOTFMEIZ, 15.6mmHgDE T &R L7219,
17.1.2 EINEERFER

T AU YE Yy NRYIOVEEGE RS L mEE (T0R L E) Ic B
B MUEAE A9 5 A5 51386.5% (45/5261) Td - 729,
17.3 ZDfth
17.3.1 ERBICRIFTHE

BRI % A3 B U 72 9 % o AR BB 185 0L S R 4381 GoF R4 ks
30/E~T4%) 12T 210 T R Y OVERKESEL H 11812, 5~5mg (—FB
DIEBNZIZT7.5mg F THE) 2 128 #% 5 LT HHAH Iz L
AEFBE Y. Z Biro 1217,

18. ZEhskiE
18.1 fEHEEF

MBI D JEFENARTEYE OV ¥ BF % ¥ ROV IZERRIGITRE A L
ML DOCa* DI AZIRD S 2 Z LI X 0, s <o A i
B OV & iR S5,

AN AEEBHEH OFBLIHERTH D HfTh 5, $7-,
CIHIEANGES <. MERIWED TR ST 31018,
18.2 REE{ERA

A ILERRREE 7OV (B IUE HARFERE T v by BESIILE A )
BT, B 5 C L T B o0 S 3 2558 44 C 1 ot e 1] A%
BwZea@oonhTtsh, Sk ThitoRsBlLanwa
EFRBOLNTWEY,
18.3 BIMEICHE S LIEBEANDIER

A& EDahl S v M7 20 V¥ U 2108 DL 54
% Z LA XD SRR S MUE S O BB AR O A K kA
74 7)) VIREFOMERELIH S 7z

A S IAEEMLE S v P27 A1 V¥ ¥ 3mg/kg/ H % Hidk
52212k 0, ME RSO L AR5 Sz,
F 72 O OMAEAL, B ORHMEBIIR %8, SREREKBEE, R
MM ORE DS D W S Il S h 72220,
18.4 sk OAE1ER

T v MO B T R I/ FRE G R 0 O PRI 2 JH X
TR, 7 A0 VY UG T RERIC R TOID o a)
BHRAE S N, RN Ca® B OB Bl & I fzo HERNATP
/RO LT F ) YBREORE S RE S O PREECER A
RENTZ,

A T MEHE TR OIS BV T AR dp/de e O SR IUE 1%
KT L, DR TSE DD L2 5,

19. BRI CEAY 2 EBLFEMFR

—#% 0 7 Au V¥ N YOV (Amlodipine Besilate)

1b4:4 : 3-Ethyl 5-methyl (4RS)-2-[ (2-aminoethoxy) methyl]-4-
(2-chlorophenyl) -6-methyl-1,4-dihydropyridine-3,5-
dicarboxylate monobenzenesulfonate

513 0 C20HzsCIN20s + CeHeO3S

43 F5 0 567.05

R g~ RO EORREORKRTH L, 28 —VITE
TR 287 = (99.5) ITRREITIT L RITH
FIZ Ve X7 7 — VEH (1=100) I3 et 2 /R & v,

HsC E o /\/NHZ
|

(0] 0 CHs

HsC~ ~ SOsH
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cl
©/ KOG AR
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20. BRV EDEE
T I e —ERIERERE T TRAT 2 L,

22. G
(7 LOY E2ODE2.5mg[RET /N ])

100%¢ [108E (PTP) x 10]. 500%¢ [108E (PTP) % 50]
(7 L0 EOD#5mg[EETF/3])

100%¢ [108E (PTP) x 10]. 500%¢ [108E (PTP) % 50]
(7 O E2ODEE10mg[RET/1])

100$¢[10%¢ (PTP) x 10]

23. FEXH

1)
2)
3)
4)
5)
6)

7)
8)
9)
10)
11)
12)
13)
14)
15)

16)

17)
18)
19)
20)
21)
22)
23)

Packer M. et al. : JACC Heart Fail. 2013 ;1 : 308-314
JRARBCR Al SRR, 1991 5 42 @ 167-176

Naito T. et al. : J] Hum Lact. 2015 ; 31 : 301-306

Z5 Bk b Geriatric Medicine. 1991 ; 29 : 899-902
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