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)W - BRSO A I X VAT 5T & [l 20094118 2013%1H
2. BR(ROBECHES LENT &) S omeg)
Ve Faey Iy HMeadicon LBREORERN S 5 BE HE. AT A0 VY & LT2.5~5mg# | H 1 EROS

3.1 #Am%

Wisps |7 APYEODE| 74T VEYODgE | 740 Y ODs

t 2.5mg[ZE) 5mg[ZE/ 10mg[ ZE
HRE 74u?y | HRE 7AuY |HR 740y
" e l:"‘/;\‘;‘;lbwﬁ EURYVEIE | EORYIVEE

(18t Armg 6.93mg 13.87mg
(7ruyr|((7ruydy | (rrudry

L T25mg) | &LT5mg) & L T10mg)

D-v>=bF—, fEFEELTO—A, JOAKRE R
Vs TANNUTF—L(L-7 2=V 7 T L&)

WAL s o, 257 ) VB TR A, S
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3.2 EHHlHIK

Bz 7ALOYYYODEE | 7AUYEYYODEE | 740 Y ¥ 0D
i 2.5mg[ZE] 5mg[ZE] 10mg[ZE]
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®| A iﬁQQEMﬁ A D F 8 (P80
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- $e%(mm) 7.0 8.0 8.5
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6. FHERUAE

(OD#£2.5mg. OD#E5mg)

SIFERE
WE. RAICE 709 &LT2.5~5mg% 1 HIEREO#
533,
B ERICE CEEERET 5 5,
E10mgE CHBITHIENTE S,
EE. oMU Eo/NRICIE, 74V ELT2.5mg%E1HL
EEO#%59 5.
B, Fh. BE, ERICKDEEEET 5.
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BE. RAICR7 L0V & LT5mg# 1 HIEREOHRET
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B, AERICIE CEEERT 5.
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E10mgE CHBITHIENTE S,
BLE

BE. BRACIR 720 ELTomgE I BIEROKE S

%,

BB, ERICS CHEEERT 5.
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8. EELBEFIER

8.1 BEEMFHICESKDEVENFHSDLNLZIENHHDT. &
FifEE. BBEOEREEREH S BRZRET 2BRICIIER
SEBHT &,

8.2 AANF M AR A & < B Gk R b BIR B ERD R A
ROLNZDT, FAEREHIERICMOBRERZHERT 2L E
13 AR ICRESHBICHET 22 CHEICRET S &,

9. BENDBRZFIDIEEICHTIER

9.1 GHIE - BITREEDH D EE

9.1.1 BEICMENKEVEE
ELIIMEPMERT 2BFNDH5,
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REENEP ST EOWENH BV,
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9.2 BipEEEESE

9.2.1 EELBREREDHZEE
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9.3 FTikeEEEERE
ﬁ%ﬂ#ui%ih?{i%@“é &, BAE(10mg)IcB W TEIE
HAORBEEENEL 220G H 5. AFNEFEE LTHIET
R#tsnsiz0, MAEEERIA O ER % O A i 5 - R dl i
THEHEAUC) PRI B ENH 5. [11.2. 16.6.1 BE]
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T3,

9.7 INR
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e PREBR X SEHE L T L,

MIRATFEHEICEIH]L



9.8 SE
EFHE(2.5mg/H)» o5 2MKBT AR EEEICRST ST
Lo —RICBEOBEIFE L ZVESNTWVS, ANERE
RECmMABEI R MPBELBHAPEL 22HAPED
5N T3, [16.6.3 BHE]

10. #HE{FH
ARIORFIIEFEE U TEPRBBERCYPIAAPEEL TV S
EEZLENT WA,

* 10.2 HEEFE(HBICEFRT D L)

A E ARG - BB AE | BF - BRRET
BEEHZ2E9 558 | BEEASERS N | HEIC/EH 288
il 5BENDDH B, BBENDPH 5,

* | CYP3A4RHZEH] Yy Ra~vA K| AKEROREPHEEH
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BT E,
11. BIfER

ROBUWERANH 5 DbNBZENHBHDT, BEEZ+FITITL,
RENPRD SNIZBEICIREG2HIET 5 % S#E) 0B 21T
2T &,

1.1 EXBEIEA

11.1.1 BIMERRK GREARBA) . FFREREREE. &YE (0.1%K)
AST. ALT. v-GTPO EREZ S FHEREFH5DNL

ZENDHB,
11.1.2 SEFRAUIRAE (BEA) . EHMIREA (0.1%K3%) . /iR
A (BHEEANA)

11.1.3 BEJOv 7 (0.1%K1H)

0.1 ~ 1%+

0.1% Kt
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. R
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/MR
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Z5F. LA
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ZRALHE. M
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I
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(HEAHICED)
AR

Z DAt

Lo, B
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FEL. RANE
W FRIRRIEE
BEBHE. 2
F.omEFA Y
N %)

Z AL A TE |
BE. BK.
REEM. &
HED. KR,
R

FEDHEBLTIOMgEHES LHBEIC. BLEETRD SN,
[9.3. 17.1.1 ]
2) RBUEE XA BRERE 2 & T,

13. BEES

* 13.1 fEIK

BEOKRMMEMRICELD, Yav/2EGELVIEKRTE
REESHIREECT &N D 5,

Bk, DFVEOMHERYH 5 bNDZ ENH S,
11.1.4 HEHERRIERAE (SHEAEA)
PR, BO&. CKER. MR ORP I+ 7oy EREN
HOOLNZBHEITIE, BEZPIEL., BYLZLEZTI I L,
F7z. BRRAHEIC X2 S BREOREICERT 52 &,
*x 11.2 ZDOEIER

0.1~1%KM* | 0.1% A+ BE
JiF Rk ALT. AST® | y-GTP LR, | K

EF. FRERE | BE

£. ALP.

LDH® E&

F7z. JEDEMRIKES . AFOBWER S D24~ 48R %I FH
BIs2&Mbsr. ob. BREE. MAHEMRZENE L
HERBE (EROBEFEE) PER L 250 EELH 5.

13.2 &

RENZEEEILV. AFIEERBERIEWIZD. BT
KBBEIENTIE RV,

Fo. AFRABERICEERZ&RE LGS, KFIOAUCIKK
9% WA U IRFI2EEREI%Z TIX49% A Lz &h 6. ARFLHER
ERESROMIUNHILE S L CEERBEEPENTH 5 L H]E
EINTWV3BY,

14. BRALODFE

14.1 ZERIFRREFOER
FEIBRIIBEDIHERT AL, FEBRRPTEZEITHRET S5
I, BR KRB THRET A &,



14.2 ZERIZZAIEFDER

14.2.1 PTPEEOEFIPTPY — 2SO H L TIRHAYT 5 &
BT HZ &, PTPY— FOBERBICK D, LS ATHIAE
REARIA L, B2 2 B L THIBIRAASORE 2 &6
EEHHET B ENDH S,

14.2.2 BF|#PTPY — b XUIHAL SELD H L THRET 21561,
BR. 2RI TRETAHEIOEET S L,

1423 AFNTED LICOBTEEZZFHES T2 EAET 57120,
K72 UCHIRATIEETH . £/ KTIRATHZEBTE %,

15. ZOfDER

15.1 BRARERICEDIER
HRBERIEHS 2 TRV AN X2 HHBEFITOAEEPL AR
BIR(OERERZEG)PAONI EOWMENH 5.

16. E4PERE

16.1 MAEE

16.1.1 BOi%S5
BRERA2061IC 7 2u Y ¥ & LT10mg% BE%S L zB o
[mgﬁqj%%fg@’rmax\ Cmaxx AUCOflasl&()\\tl/zti\ %ﬂ%‘ﬂSOﬁ
f (P ofE) . 5.84ng/mL(*F¥9fE) . 278ng - hr/mL (FHME) K&
O35. 1K (FHE) TH O SAEA KB LR, FET
Ho7z9,

16.1.2 RIS
R A66 (F¥E#H33.5/K) Ic7Lu Y & LT2.5mgs
REZEOHRS (1HLIEI4HE) LBEOMER 7 L0 ¥ VR
Eld. B56~8HBICERRBIGEL, DBoERIZDON
B ot mEREGH(14HE) OCrax &k FAUCo~2amlE ZH 2
N3.5ng/mLE'61.8ng - hr/mLTH V. HEEESH (1.4ng/
mL&019.3ng - hr/mL) O35 TH 5 7z & 5H %, MiF
FRIBEE IR L. B 5 IESHEICI0.24ng/mL &R 5 727,

16.1.3 EYPFHEF4ER

(7 LOYEOD§R2.5mg ZE])
7 L0 VY OD§2.5mgZE] £ 7 40 ¥ > OD$E2.5mg %
JHAF—=N—FIEIDZNZTIIE(TLuIEELT
2.5mg) BERABFIEER. Kb D KUK UREREO#RS
U TR RELFREZRE L., 85N RYBE/NT A —
% (AUC. Cax) 12DV TI0BEERMIEIC THREHRNT 21T 5 72
R, 10g(0.80) ~log(1.25) DHFEANTH V. WHIDEYZEN
AR S N,

EMBRIST A -5

HENRTA—4 BEING A —%
AUC -7 Cinax Trax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
K | 7LHaYEODSE
+ + + +
% 2.5mg[ZE] 50.6x12.1 |1.40+0.25|7.1+1.5| 41.9+£7.0
fi ;é;;’/ODﬁ 53.010.6 | 1.51£0.24| 7.0£1.9 | 41.5£9.9
K | 7LaIYErODEE
+ + + +
75 2.5mg[ ZE] 455+11.1]1.19+£0.29 | 8.8+2.9 |43.2+14.1
T’_% ;;mzy ~ ODj 48.4+9,9 |1.27£0.32]9.3+£2.4 | 40.9+9.6
(Mean*S.D., n=20)
(ng/mL)
.-
35 [
—e— 7 O Y E > OD§E2.5mg[ ZE]
w5 —A— 7 L0Y >OD$#2.5mg
;f Mean=*S.D., n=20
7 25 [
I
[m] 2
‘E 15 [
b
g
05 [
0 1 1 1 1 1 I}
0 12 24 36 48 60 72

B5f (hr)

Kd D HRGROMEEHT L0 REHER

—e— 7 L0 Y & OD§E2.5mg[ ZE |
—A&— 7 10 > 0D§E2.5mg
Mean=£S.D., n=20

WMLV UOSNBHE
~
T

0 12 24 36 48 60 72
B8 (hr)
K7z LIS RO MR T 20 Y BEHR
(7 LOYEODEE5mMgZE])
7L Y ¥rODESmg[ZE] & 7 40P OD#ESmgE. 71
AF—=N—RICE D ENZFTNIE(TLE I & LT5mg) &
RRAB AR, KD KRUKZE UREFREORS U Tl
PRELABEZRE L. 85Nz EWERE/ /S5 X —% (AUC,
Chax) 12D W T90%1E X MR IS TIEHRIT 21T - 12458, log
(0.80) ~log(1.25) D#EFANTH D . Wl DM H MRS
s h7,
HYBREISS A — %

HEINT A= BENGRA—%
AUC -7 Crnax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
KN TADTEYODIR 9304145 254£045 | 7.2+ 16 | 433299
" Smng]‘E\‘J
{,ﬁz‘} TARYYODEE | o5 1181 | 2614054 | 7.621.9 | 41.6+7.5
Smg
K\ 7HRIESODIR gh 44134 2122041 | 7.741.8 | 39.2%5.4
¢ Smng]‘Eﬂ _
i TAUYYODE | o) 1182]238+£061 | 7.842.5 | 383+7.3
Smg
(kB #HS5 : Mean+S.D., n=17)
(k7 L#%5 : Mean+S.D., n=18)
(ng/mL)
Ve
35 [
—e— 7 1O K > OD$E5mg[ ZE |
o5 b —A— 7 0% >OD§E5mg
f Mean£S.D., n=17
7 25 [
N
D‘ 2
£ s
2|
I3 1
05 [
0 1 1 1 1 1 J
0 12 24 36 48 60 72

B (hr)

K VEREGBROMBEFTY L0 VY BEHER

(ng/mL)
-
35
—e— 7 L0 Y EOD$E5mg ZE |
% 3 F —A— 7 L0 Y > OD§E5mg
7 Mean+S.D., n=18
i L
5 25
L
o o 2r
s
>
'L
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05 [
o | | | | | )
0 12 24 36 48 60 72

B (hr)
Kz LI GROIMSEH Y LAu DYV BEHR
MEEFEEIL CICAUC, CaaxZDI8T X —F 1%, HEBEDRE
R AREOREUE L - BRSO RBREMEIC & > TR B HE
BH%



16.2 ORIR

16.2.1 BEDXE
BERAICT LTI ELTomgE 7O AL —N—EIC LD
ZERER IS B ICHERE OB S L Ba 0 EENNT A —5
ICEBRZRIRDONT, 720V VORI RIETREDE
BiIY0WbDEEZHSNB,

16.3 9

16.3.1 MEEEEHESE
bt MIEEH E OBEERIFI7.1%TH > 721,

16.4 Xz
F2RFPREERI Ve FuY DUROBELZEY DV UR
EROZOBALHBT I/ TH - 7212,

16.5 it

16.5.1 FROHEM
BERERAFIC T Au Yy & LT2.5mgXid5mg % BEiE
|5 L7zBa. RPICREEE LTt S h B EI&I3/hE <,
WINOBRERIZE W TS RARELAEIRM RIS 5% 241
FTICHEBDK3%. 144KBHETICR8B TH 727 72
2.5mg% 1 H1[E14HEER S U 72356 O FRAPFEIRIZR 55
HOHE TIRITEHRBIGEL, 6HEUEROIHY D ORE
(RO RFEEMH136.3~7.4%TdH > 72,
T/, EERA2MICHYC-T LA V¥ 15mgE BEFEOHRS L
oA BERI12H & TICBREHETEED59.3% A FRH1223.4%
AEPICHRE SN, BERT2REE TORFBHAEDI%H R
BALAETH > 7z. ZOMICOBMDOREMATED 517212 (FHEA
F—=%),
B, InoREWITLaIE R Lo SEEER LT
L5NTVEW,

16.6 BEDHRZHI HEE

16.6.1 FTHkRERERE
RARFEZEE (Child A, BZFR)5flic7Lud & LT
2.5mgEBEREORE L BEa0EMHRBIINKUTROESD
THolze BEBRACHEL T, BE5720HB O MFEENE
BICERL, tin, AUCRPRPEEZRLEPERZIRDS
N o719, [9.3 ]

54

-
§D oo [FEEERE (n=5)
< 00 fZEEM A (n=6)
i § 1 p<0.05 (t1&%E)
. I Tl
¥k
o 054
2%
N
#
g T
0.1 T
612 o4 48 72 % 120
®E5 %E EFE
Tmax Chnax AUCo~w ti2
(hr) (ng/mL) | (ng - hr/mL) (hr)
frkpERERE | 7.2+1.2 1.9+0.2 104.0+15.5| 43.0%£8.0
fRERRRA" 7.3+x0.4 1.64+0.07 | 68.1+£54 33.3+2.2
S fE - AR HERRRE
BEEME ' ns.
16.6.2 NG

EIMEERFICT L0 YE Y E LTIHL3~20mg™ % @ik
5L BEAEMHERABORER. 7V 7 7 > X (FigfE) &,
6~ 125% (3461) T24.9L/hr. 13~ 175% (2861) T27.9L/hr & #
ESN. BRAICBIBEEFERTH > YOEAT—%),

E)VNREBEICBWTAROERR S N1 HEBEFHARIZ2.5mgTH

%o

16.6.3 Bin&
CESMEESRE (B2, &4, PHERT.7R)6BICT LY
¥y &L Tomgx B, RUSHBRERORSG L-Ha0E
MBREIRDOEBY TH -7z, BEKRES LIHE. HFEERK
A(B6. FHER22.3®) ICHE L TCra KCTAUCIRERICH
EZRULN, LRl BARERRD SN D oz, RERSRIC
BEFEFOMBEFRT LAV BEIIEFEL D OEHERL
e, FONY -V IEFEFICHEULTBD, BEETZOE
HAHEAT BERIZED Shah -7 [9.8 BHE]

EERIMTERERE HEERRA
HERGR | RERSGE | BORSE | REBRSE
Cuax(ng/mL) | 4.24£0.08%% | 14.9+2.2% | 2.63£0.35 | 7.51+0.32
Trmax (hr) 7.2+£0.49 80£1.8 6.7+£0.42 8.0£0.7
tis2(hr) 37.5%£6.0 474+11.3 27.7+4.6 34727
AUCo-~48nr
(ng - hr/mL) 116.9£8.45%% — 63.2%+5.5 —
S fE AR
$p<0.05, $%p<0.01(vs fERERLA)
16.8 ZDftt

(7 LOYEVOD$E10mglZE])
740 YEODSEI0mg[ZEIE. [&BARL 2 BOERAHA
OEMENRIEERBE T A R T4 2 (FR18F11H24H &
FHEFEE1124004%) IS &, 740 V¥ 0DEESmg[ZE]
IR Lo &, BREFHIELL, EMENICEE S
HrzENY,

17. ERPRRRHE

17.1 BWERUREE(CEET 255

(SMEE

17.1.1 EASE MEEER
TLAUYEYELTo5mgE 1 H 1[0 &8 %54 (U HA I E A
140mmHgll E2/R9 BE30561% Z#IC3F ¢, 7LudY
&L T10mgidsmg# 1 HIESEM KRG Lz & &, IUiEH
MEDON—=ZAF4 2ipbDEBOFHMEIX. 10mghT
13.7mmHg. 5mgi<7.0mmHgE T L. WEEEICHENICE
BlaEPHAONT,
BARREEEE 2 ECRIERORBEE L. SmglTl33.9%(6
/154%1). 10mghETI39.9%(15/15161) ThH -7, EHE
(10mg) B ERICFESEVHETEO 50, 10mghT3.3%
THo719, [11.2 ]
S5, ZEPOBITLZL34MI2Mic 7YY ELT
10mg# 1 H1E44:8M# 5 U7 & & GRES2:EME) . IUEInE
DR—ZF 4 75 DELBROPHMHEIE. 15.6mmHgDE R %
AU,

18. FEMFIE

18.1 1ERHERF
MR D BARTEE L ¥ L F v FOVITBIRFNICHES L. M
AR DCa2 DA Z B> S8 CRIME P REME OFETH %
M2, FOHNT T LAEFERIIBRICHERETIEEDS
IR 2R Uy S0 MRIERYP T < MEEREERT &
BRHHEN TR,

18.2 FEEER
BEERNEREETIV(ROLEEBRKET v b BESIMEA
INTBVT, B[S TILE RO FIAREMR TIEH R R
PRWCEPROONTED., EHEKESTHMEORHAL 20
ZEBRHENTNSY,

18.3 BIMEICH#S DIMEREDIER

AIERZEDahlS v Mc7Lau Yy 2 10 BB EEER S
TBHIEICKD . MEICEES ME L7 K% OGRS RO G KL
EH. 747 yESOMERE SIS hiz2,
R SRESMES v M7 L0 Y >3mg/kg/H % #EiE %
Bgpziicky, MEEFOIHIRCEGRIED 5Nz,
Fz. D OMKEL. BOBIEEEIRK . RIRERBEEE, R
MEZEMEOREOFE LIS 2 ICHIH S hiz2l,

18.4 HBLOE(ER
S v MEHEIMEFEERDEICBL T, EHoRE2NEL.,
FAMANCa BOEMAEMHIT 2L & bic, HBHNATPERT Y
L7 F oV YBRBOEEERRET 5% S0 0HREERPRD
5NTWV5%,

F I MEERFE ORI B VT, EZdp/dtRk O ZEZE IFE T
BETRL. DFBREREELED LY,

19. BRI CRET ZIB(LFMFR

—f&% : 7T LAu Yy Ry )LEEE (Amlodipine Besilate)
(JAN)

{bZ4 : 3-Ethyl 5-methyl(4RS )-2-[(2-aminoethoxy)
methyl]-4-(2-chlorophenyl) -6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

FFI - Ca0HzsCIN2Os + CsHeOsS

FFE :567.05



B OR: 7LV YRYVUBEIIEE~EEEEOERED 26. BhEIRTEEES

MERTHB. A¥ ) —ILIZBIFRLIL, T /)= 26.1 SHSAR5TIT

(99.5)ICRRHEITIT KL IKITHEITFIZS Ve AT ) — P =
. EEFam LFEMIN=SHt

VBT (1—100) I3t 2 mn & 0, Z iﬁ/;;ﬂﬂ%ﬁ@hﬂmﬂ _2_:7: '

26.2 F5TT

Z EEEXRKIAEN
FHRXEERET2-4-12

‘_Cl
©/ S O Fifg S

BN A198C ()

20. BURWL EDER
20.1 7V I 0 —FHRZRESC®I TRET S L.
20.2 MROBIE R INESR. 2B TRET 52 Lo

22. g%

(7 LOYEVODSE2.5mg[ZE])
100%E[10%E(PTP) X 10, #RAIAD]
500%& [108€ (PTP) x50, FZEAIAD]

(7 LOYE~ODE5mMgZE])
100%E[10%& (PTP) X 10, #RAIAD]
5008 [10%E (PTP) X50, ¥Z2AIAY]
5008 . /N5, ERAIAD]

(7 LOYEOD$E10mg[ZE])
100%E[10%& (PTP) X 10, ERAIAD]

* 23. FEHR

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

2)JEARBRIZ A IDHEEIE. 1991; 42(2): 167-176

3)Naito T, et al.: J Hum Lact. 2015; 31(2): 301-306

NFBEREITZD: BEEZ. 1991; 29(6): 899-902

5)Laine K, et al.: Br J Clin Pharmacol. 1997; 43: 29-33

6)EEERAICBIT A7 0V 10mglEEREGHOR 2N &
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