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Bk IR SIMEE - $/OAEREE
FAH £ 3% ;cef'.fr.m M Calkiis
BAERS 7LOCECNDIVERIESE
N1} O mm r —
PAOSED::2.5mg -,
-u o mm I_ —
g O Em r —
ilAI] B 10mg -3,
r
AMLODIPINE meLers 2.5mg, Smg, 10mg  OHARA,
el s $¢2.5mg $5mg $¢10mg
QL7 S B K5 | 22000AMX01031000 | 22000AMX01034000 | 22500 AMX00176000
1) P - R DM X ) T2 2k Wi 2008471 2008478 201346)1
i
2. g = (d\@%%k(ih%btﬂ\‘_c‘:) W7 ATV E Y E L Come% 1 HIERI
Je Fuey e a P LS BOE OO b 5 B zoo &iﬁj\rlk L\L@/ﬂfé/{mao me IS
2 SR - bR zﬁmﬁ&vggccfagma@,
i 2.5mg. 5mg
3.1 88k . . = 6L ED/NBADTEEIZE L Cid, 1HmgZ B 2w &,
s TAuYE VEE TAraYE U Y AE
Wit 2.5mg F;J\;J 5mg I’;—/(;:J 10mg r%—//\% 8. E%tst%:ta’ﬂ;i,a
AR720YEY|HR7 20V Y| HR7TA0YE YR S El 0)1_1: -9 >E}= Z> BIITER
RS |V OV ERIES . 47Tmg | N YOV NG, 93mg | T v B Hi 13.87mg é@é Eo
(FABYEYEL|(TAUVELLL(TABTE Y EL 8.2 AN BE I A3 5 G- k12 b MR AR e BRIE R A DY
C2.5mg) %4 |Tsmg) &4 |Tlomg) &4 ROLNLDT, KEFGHILZIMMORITA 2 EHT 5 L &
D-v ¥ = b=, MK VEBKEANVY YA, PYERD . HERICRGEBICHET 2 2 CEEICESGT5 2 8,
A VFEVT v e FadFy ok —A, AV AT—R
o AN, Ny AFTY VBRI A YT A BT R 9. RENKEREZHI 2BEICHTIER
u—2, B{tF5 . AvFooNay 9.1 &6HE - MEEZEDH 2 8E
3.2 HADKR L P B A
Wen | TAEVEVE | 7ROVELER | 7ABVEIR 97 é’% Ep,itg%% °
T |2.5mg [+ =7 | 5mg [+=/F] | 10mg [A—=,7 ] g =
o o o 9. 211 E%&Eﬂ%ﬁzﬁ*iwﬁ)é%%
R A 7 (Vb7 | DT (L | HRAD T ¢ N g*ﬁ%gtéiﬁgﬁ WET 22 e8D 2.
e AR el o =1}
ES Eaa 0) ﬁm % B2 é N3 F TR S R
1ff s/ b0, mq:«;ar##«rﬁﬁﬂmi_ﬁﬁomq:w* T D T T
o (AUC) 2 KT B DD B, [11.2, 16.6. 1]
B | E 9.5 1w
1 HLAR I IEAR LT B W RETED & % PR 128055 %35
I B L O RENED fﬂ‘ﬁﬁ%i[ﬁlé LW SN B GE L(D(A&Er
1 — 52 Lo BB LRI 3&5*?'79 ¥ EARI ) 7 OV 1
KEX J‘Eﬁ;ié}.lmm\ J]Eif :8.1lmm 9 gj‘;ggl‘kﬁj—% SEMBOHNT BT
= =R 1 2.8 =X 3.4 b N o o2 {ﬂ:
R Simg T ORI R ORAR RO & HI L, HALORBL
o | 7huvvyas | 7AuvEs S AaUv o0 Bk ERET A2 L, b ML AT 2 2 A S 1
GYIESN SRl Pal Faligies Twa?,
9.7 /NRE
4. % Abi(i' 1&Hjif$£/u\ %ﬁi/u\ %XﬂiG%*(ﬁ%@Aﬂ E%ﬂ‘%ﬁ& L7
JAEX LR Rl L <
O E 9.8 EHE

5. REERIHRICEET 2FE

K (2.5mg/H) 2 5H52MAd 5% CHEICHRS T 5
- —RICBEOREE I E L 2vE SNTWD, KNE)

ARH ix}J?iy‘fRﬁ AR TH b0, BERHREET 5 REE

ARG CILRRIEATS < o LR TR A < 7% 2 M52

BRUE

6. AERUVHE
(#€2.5mg. $#E5mg)

o5 ML S

R R WIRFTE v,

HHNTW

10. HHE(ER

AH ORI

%Y, [16.6.3%H]

3F & U CHEMRHELECYPSAAR G LT

EEZLNT WA,

HE. WA T LAY E e LT2.5~5mgx L H1EHETH
59 %0 b, RIS CEEIRT 2725 RS T2 %56
WZIZTHIM10mg $ THE§2 2 LA T& %,

WL 6L Eo/NRIZIE, 7ARYE & LT2.5mgx1HI1M
g‘ilélj%%i‘?%o B, A RE, JERICK D ETHEET %,
RALMIE

WE, WACIE 72T e L Comgx I HIBZEOHRS T

Bo By FERIOG UE TR 5.0
($£10mg)
15 IMLFESE
WHE. RAIKIE728YE & LT2.5~5mg% 1 HI1REECIH

59550 B, JERICIE UEE KT 5%
IZIXTHIM0mg S THET 5 Z LA7TE b,

IR Y

10.2 GHAER (BHAICEE TSR &)

S 4 55 WP E IR - HE i i B - fabrin T
FEIEME % A5 2 3870 \REIEAE AN S N2 (MBI 2 R 3 %
BENWKDH 5, BENKDH 5,

CYP3A4RHEH] I AT A Ty ROV ARH O H A A IS

TN 2AuxA vy |\ WFTELLOBHICX [E SRS RS E

VIWVFTEL 0. AFOMApREEDS | 255,

JFFEL AL OWmERD 5,

V< hLVE -

DA<

A bFaFy— %
CYP3A453HH#] AH) O 1ML P EE AT AR A AR SR AE S

V77 TV | TABENED L, LA E Z Hbb,
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ENDBINDDH 5,

VAl i e
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W E L, AH oI
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HDrEZLND,

VUNRYF

v Uy ON R F r80mg
(E KGR )
LOBEHIZE D, YN
A5 F ¥ DAUCHTT%. L
HA LIz OWEDD 5,

B EANTH %,

yoruav) LA

I N QI A/ dh w ) VA
A DML HIRFEEDS 15 L
BEESDy 70 A
A DFEIVE AT 5
BENDD D OFH K
IZikg 20y A ZolH

RKHlE y 720y AR,
F & LTCYP3A4IZL D
R#pIhsizo,
[P IE A= ) VA 90
DS S 5 W RE
WrEzZ N5,

pE A ey —L, &%
FIR LT 7a) AR

OHEEHRET LT L,

1. BMER
ROBEWER DD S5bNDZ EHNHDHDOT, BEE 54TV,
BHARD DN E NG 2 LT B 4 LEY) 2 AL % 47
)2 &

1.1 EXAEMER

11.1.1 BYERFR (BUEAI). FFEEEREE. |E (0.1%£iH)
AST. ALT. y-GTP® LH3S%% k) IWEREbEE2H S b b
e b,

11.1.2 EFERIRAE CEEAH), BmEGHD (0.19%A500) . M/
WD CHEEA)

M3 EE7Ov 7 (0.1%HKi)
TR, O FWEOMIPERYD S bbb Z E0dH b,

11.1.4 ERUHREE (BEAH)
B, BT, CKEH. M RORp I+ 7oy LRSS
BHOSbNGEICIE, S kL, EWRLEET) 2 &,
F 72, B REAE IC X 2 AR EDOTIEICIEETH I &,

1.2 ZOMOEHER

14.2 FEHIZHFEDZE
PTPUEDIANIPTPY — s 25 L TR 5 & 9 45
FT5H5Z L, PTPY — P ORI X D, TEOHA EEATE ERE A
FIA L, B39l 3 2 U CHERRTE 45 0 E 1 20 & FE % BF
BITHLIENDH D,

15. ZOMOER

15.1 ERERGERICED < 154

BRI IEWT 5 AT\, AN X 23T O AT
IR LSRG D) DA 5 & OWEAD b,

16. EYEIEE

16.1 MAiRE

16.1.1 BEAEIEKS5
REHE 2060127 28 V¥ v & LCl0mg % HAHE S L 720
m].aﬁl:’:‘i’ﬁgo)tmaxx Chmax~ AUCU*last&(}vtl/ZCi\ %ﬂ%‘ﬂSOHﬁﬁaﬁ
(Fhyefii). 5.84ng/mL (*F-341). 278ng - hr/mL (‘P34 1)
FOv35 1 CEIfE) T 0. FHEIA & IR L 22/ 0, kR
ThHo72Y,

16.1.2 REE#H#S
TEFERR 6B (P #R33.50%) X7 LAY & L T2.5mg
Z1H1M14H B ER S L-SaGoliEh 7 2a V¥ Vit
1 BH56~8HBICEFEIRBIEL, DRoBERIBOOLL
Dotz YRS H (14HH) ®OCuax FAUCH-2a0:ld ZF NLZE
Nn3.5ng/mLK %61 .8ng - hr/mLT®» V. #hFx5H (1.4ng/
mL &% 0°19.3ng * hr/mL) O3 TH > 720 FG- IR, 1M
TE RS IR Ly $5-Hk5 H H 121320, 24ng/mL & 72 - 729,

16.1.3 & MFHIE M4 HER

(FLOTVE $R2.5mg [#—N1F])
TAUYYE VEE25mg [A =T ] L VINAY§E2.5mgxk. 7
TR —N—{EI2X)ERZENIE (T2uI e LTENRER
2.5mg) EFER AT LM A LRS- Ui T AR 22 b A
ErllE L, oY EE T A—% (AUC, Cma) 12D
THRFHANT 2 AT o 7R, W04 Wy 2A R Sk s R S 727,

BRI ST A — 5

0.1~1%Ai ™) 0. 1%A1i A

AUCo-144 Cmax tmax ti2

ALT. AST ®|y-GTP.L5, i JiEk
e A I RERERE

% Al-P. LDH
L5

(ng *+ hr/mL) | (ng/mL) (hr) (hr)
N =S
2 5mg [F—15 | 19| 64.24+12.77 |1.48+0.24|7.7+1.9|43.9+8.2

JWVSZAZ§E2.5mg| 19| 67.45+17.10 |1.55+0.25(7.6+1.9/41.8%6.7

I, (30 (Hede. BIAMIGR. 5 0] ik
g | B, BURHIAL B3 70 v 2 g Ik, O
AT s R, LT | DRE, et MR

KT
R - (DT S SORK, RIR, RRAERE | SO0EIE AR
R | &, U - IR SHEPRS MR

0 % 6,
Wfem B W - Wk

178, HALASEL, FH - Bk
i, PRI, A g8,
NS ERIZ i, H s g%

5 - R ITAE, R, | BOEE. 5
R
W - BUN_LH- I LT F =y b BUR (SRR YRR
jgorn BRPBUR, RAER A R |
B Lk BRH 2 F1 R
MiEa L AFa— k5,
[ By CK 5. wibE. BRI
JRAT o B R
L HRMER, NEZTE > L MR
R, BBk, e
i 5895 ZHFE CARME, JLHE| % AL, A
fiE g, M TS
1) GEMIZEY) BAE
Ercgiy=Nrd LY, BT Hug, Sz, B
i, BREERE. Y. LB, R R E
Z A FEE, WD EH, PR, (B, AR A

FEIEAL. S MY
N %

L3N

{ED) 10mg ORI X ) @I 57z 9.3, 17.1.220 .
1£2) FEBFUL MM HHRAA 2 & o

13. BERE
13.1 fEIR

IO R MAEFRICE D

PORHHERIRZ R T2 DD %,

13.2 A&

Yav s EECEHELVILIERT &

PRI 2R I 2 v RANZEBAR AR R 20, BT
LLBRITA TR,
720 ARAMJHER ISR 2 55 L6, AR OAUCKE
99% %A L. HRHI2WE [ # Tl349%R A L 7= 2 &2 6. KA
BT R OWIEIHLE & LT EREGPHETH 5 & Wi

SNTwaY,

14. BALDEE
14.1 EZIFARBEOIEE

SEBIEIROICHEHT A2 & HEIBICHERT A2LE101E, K
Y6 E30H DT A2 &,

(PfEi+s.D.)

(ng/mL)
o
] —O= 7 ABTE §E2.5ng [A—NT ]
; L5 —o— JJLNA 7§52, 5ng
A FHIELS. D., =19
A
E 1+
>
e
>
105
5
¥
£
0 2% 48 72 96 144 (hr)

BEZRERE
M7 50 V¥ ¥ N OV E O

(FLOYE EESMg [A—NT])
TAUTE yEEbmg [ =T ] & VNA T Ebmgk, 71
AF ==Ly EnENIEE (TruYErELTERER
5mg) AR T T A HLRRE T 5 L C i AR 2 LA
BERWEL, 56N EYBRE ST A—% (AUC, Cua) 12D
THEHBANT 24T o 72k H WiHI O L 22 R S0k DS hE R X 727,

EYBE ST A =5

N AUCo-144 Chmax tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
N EAZ
S5mg [F—/5 ) 20| 159.01+63.16 [3.67+1.36|7.3+1.3]38.4+8.3

(=}

151.75+52.03 |3.39+0.97|7.2+2.0/40.1+9.8

J VN T §iEbmg | 2

(FfE+S.D.)



—Oo— 7 A0 SN [F—/N\T ]
—o—/ )N §E5mg
I £S. D., n=20
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0 % 48 72 96
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ML 7 21 8 Y NV OVERIERIE OHERE

M DIRILIEL - WERIFE ORI L > TR DR D 5,
16.2 ORI

16.2.1 BEOXE

EFER AT 2B Y LThmge 7 B AL —/N—E2 LD
eI U BRI R OG- L 7235 5 03 BB T A — %
WCAEATIROONT, 720V yOWRIUI RITTEFOZ
BILLEVEDEEZ SNBY,
16.3 9%
16.3.1 MIFFAHEEE
;b@%%ﬁt@%ﬁquJ%M7mm\?ﬁ@ﬁ&)f

j®) f:')o
16.4 35

FARPAEARIEIIe Fue) Y VEOBIL L) U B
KR OZDBALIBET I /K TH - 7210,
16.5 HEittt
16.5.1 ERepHEt

R N6BICT 20T ¥ v & LT2.5mg X i35mg % HilalkE
B LA, IRAPICRE MR E LTS N B AT/
v WTFNROHEG RSBV T IR P RZLARPE R 35 5424
B Tl SR 03%., 144 TICH8% Th o720 £
722.5mg% 1 H1IA14 H B difed 5- U 72356 o R b PEIER 133 5
BAGE6 H H CIZIZEFIREIE L, 6HHUBEOIH 4720 ok
ZEALIR D SR PP ER136.3~7.4% T - 728 10,

R N 2B MC- IS5 7 21 V¥ v 15mg % B 1% G- L 7235
B 5120 B F TG EED59. 3% 1k iR 23.4%13 3
WCHEE S AL, P 57205 F T ORI EDI% AR ZELE T
Holze TOMIZFEDRHWHFRD SN0 HEANT—2 ),
BB, THHAHWICIZT 20T Y E Lo CEBENIZRD
LN TniRn,
16.6 HENDER2Z2F I 28F
16.6.1 FFikpEfEEEE

B AFZE B (ChildsHiA. B) 5Blic72uy¥re LT
2.5mg & H.In 5. U 7256 o i i BEIERL SR NI SR Bh RE X 5
A—=F IR OEDBEY Th b HHERAIIE L., $5721
BOMPEREIFEICEFA L, e, AUCKKRREHZ R L7
PHEBEAZHD SN o720 1V, [9.35H]

(ng/mL)
5.
o [FHEERTEBE (n=5)
s © [ AN (n=6)
148 *p<0.05
$ ; VI = SE.
0.5
=
el
0. 14 9
612 24 8 7 9 120 (B5RE)
5%
tmax Cnax AUCo~ 12
(hr) (ng/mL) |(ng * hr/mL) (hr)
MrpkrEREEEE | 7.2+1.2 1.9+0.2 104.0+15.5 | 43.0+8.0
TR 7.3£0.4 | 1.64%0.07 68.1x5.4 33.3+£2.2
HEAEMGE " n.s.
FHE+S.E.

16.6.2 /M2
EIEE R IC7 20 Y v & LTIHL.3~20mg% # itk 5
L7 BHEREE M ERBROM A, 20 77 ¥ 2 (CFIgfl) 13,
6~12i% (34#1) T24.9L/hr. 13~175% (28]) <T27.9L/hr&
e S, MACBY LK THo72 GHEAT—%),
) ANREFICBOTARHOKZ S N 721 HilH Hw132.5mgTh 5.

16.6.3 =k

ARSI RE B H6H (382, &4, FIHERTI.TH) 7 a0
VYL LComgxHm, K OSH M ERS LA o3y
BRENS XA —F 13RO TH Do WS L7z,
BN (U6, FX4ERE22.3m%) 1S Ly Coaxs AUCIEA RIS
BHEZR LD el A BEEFEOONL Do KBRS
BRI BAEZOMEH 7 20 V¥ VIREEIZEESL L b
BLN, TORF — VIZEFEZIHEBLTBY, BEZRTE
DBEREDRIR T HMEMITED SN h o729, [9.85H]

BAR L AT AR HER N
PG | ARSI | B MG | BRIk
Cmax (ng/mL) 4.24£0.08”|14.9+2.2Y | 2.63+0.35 | 7.51+0.32
twax (hr) 7.2+0.49 | 8.0+x1.8 | 6.7%0.42 | 8.0+0.7
trz (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" — 63.2%5.5 —

FE S E.. AUC : 0~48H5 i
4 p<0.05, ¥ p<0.01 (vstHEH)

16.8 Z0ft
7 ARV EYEEOmg [ =17 | BENEHICESE, 70
V¥ vhibmg [4 =T | LAEWFEICES L B SN,

17. ERPRELIE
171 EIHRORESMICEAT 555
(& MEEE)
17.1.1 ENERFRRER
EMLESE SR T 5 %% (TFR] L) 1385.5% (503/588
Bl) THH., “EERILBRBFEICE->TH 720NV )L
BIRSEDO A BD SN e Tz, BREEZ L) &I i
W2k L CTix80.0% (28/35M1),  HHE = ML AE LS K L CTi%88.9%
(8/9B1) DA A R LW ~2,
17.1.2 ERE THEHER
TAaaYE e LComg#x 1 H1SHEMS %12, YUY E
A140mmHg Pl b % R B#H3066 2 BT, Taa Y
¥ e L C10mgXiEbmg#x 1 H1mSHE G- L 72 & & O L
WMLEDR—=ZF 4 5 OELED I, 10mgh T
13.7mmHgD T, 5melE T7.0mmHgDI T TH ), WjEER
WHRET IS A B R DR SNz,
EER A R % & ORI o B3Rk, SmelECTiE3.9%
(6/154%1) 2. 10mghETI139.9% (15/15161) 12780 57z,
EHE (10mg) 5 FE A WHE CTRO 41, 10mglf
T3.3% TdH o722, [11.25MH]
I, MR e L CEML -EMESABRTT2uYEr L
L C10mg% 1H1M@ 4 U Co2:M M4 - L 7zFs, U I ME o~ —
254 U HOELEDOESEIX, 15.6mmHgDIL F 2R L7422,
17.1.3 EINERKER
T AUV RV IVEESE RS Lo E S (TR 2B
VB LERE (XS B A% 1286.5% (45/5261) Td - 722,
17.3 ZOft
17.3.1 FERBICRIF I &
BERRIR A DEB1 % & T AT U B 4361 (393 LU T 20 570
VLE) 127 28V y NV SELH1H2.5~5mg (—#RDRER]
12137 .5mg ¥ CTHiR) Z12BMH% G L ORIz E AL
Bh G2 o,

18. ZEh=Ig
18.1 {ERHF

M OBEEMARIEE S VS o A F v ¥ FIVITER RIS
L. HIBEANOCA*DRAZ B EEE LX), s
A ML O T8 % iR S 4 %,

KNy NEEPHER OB ETH Y, RN TH D, F
7ov DEIHIERZES < M RIRMEDRD HITn 52 2,
18.2 BRE1ER

KA EIMEREE TV (BIEHRISES v b, B IE A
) AIBWT, HEHES CHUE T BeDFEBIATRLEE T Fibi
2SRV EAEDONTE Y, EEHES THMEOFRHL 4
W ERREDENT VDY,
18.3 EIMEIZFES DIEREEANDIER

B EDahl T v M7 A8 T V2108 B DL L 5
T5HZEIZED . INERCRE D M b5 R OB B B IR O 47 K ik
. 74 7)) ViIkESEOMEREIH S vz,

WA S IIEBINE S v MZ7 a1 Y ¥ »3mg/kg/H % i
BeH3 A2 EIX D, ME LA ORE K TR S
N7z F7o. LHOMMEAL, B OREEBINR % IR
JE, SRAVE SIS OREDOTE L S Il S h7z® 2,
18.4 HiR UAE1ER

TS v MO BT B I/ RE TR O L PR % 3
RFER, T A0V UG HE IO IREE I A TOIRE
DO EEHMEME S A, HERPICa® B ORI ASHE S o #REAN
ATPEM O Z L7 F ) YIEEORE S Mk S, O
TER AR E N7z,

F T ML RE SR DRI BTy A% dp/d e 04 2 Ik W IE
T L ORI R D i L7230 9,

19. BRI AHCET 2EEZRIFR
—RREIRFR : T AR VY U RYVER (Amlodipine Besilate)
1t % % :3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy)
methyl]-4- (2-chlorophenyl) -6-methyl-
1,4-dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate
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22. A%
(7LATSECSE2.5mg [F—N1F])
(PTP) 1008% (10%% x 10 % 14%)
5008 (10%E % 10 % 54%)
(N5) 5008
(Z7LOYE $E5mg [F—/1\F])
(PTP) 1008 (10%% x 10 % 14%)
5008 (10%E % 10 % 54%)
(N5) 5008
(ZLOTECEI0mg [F—/1F])
(PTP) 1008% (104% x 10 % 14%)
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2)Naito, T. et al. : ] Hum Lact. 2015 31 (2) : 301-306
3)% k5 Ml : Geriatric Medicine. 1991 ;29 (6) : 899-902
4)Laine, K. et al. : Br J Clin Pharmacol. 1997 ; 43 (1) :
29-33
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