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B L EERE
BXHARS - 34
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RMELE - IROESEA] (FFRittCaisngg)

BAFERM D HES

872171
ARES HR7epAta
#£2.5mg 22000AMX01041000 200847H
#ESmg 22000AMX01042000 2008%7H
#£10mg 22500AMX00337000 2013%6H

gxzrs 7 LOJEIRYVEESEE
7 LOJEVEE 2.5mg[CH]
7 LOYEVEE 5mgCHI
7 LOJEVEE 10mg[CH]

Amlodipine Tablets

F) FE—EMEOMSTBICLVERTSIL

2.2 (ROFBHEICBIESLBEVIE)
TerRobvy D UREEWION LBBREORERED H 5 BE

3. 4R - IR
3.1 8RR
B4 TLOUYEVEE | TLAUIEVEE | TLAUIEUEE
e 2.5mg [CH] Smg [CHJ 10mg [CHJ
15E 1§Ed 15
HE 74uy¥ |HRE 74uY€|HRE 74898
YRV IVERE VAR IVERE ORYIVERE
AR 3.47mg 6.93mg 13.87mg
(7rayErEL| (7LruyErEL | (TLruIy¥ &L
T2.5mg) T5mg) T10mg)

A

ERERELO—Z, Y VBKEALTY
LKHIMI. e FaXua—2, AFTY
M S AVFN | L NP

EEEtLa—2,

WK VERKFEA
Vo h, TS
V) a— )LEE S
NID L, ATT
UG A/
L, 7o xn—
A, ¥r7uad—)
6000, E&{LF %

>\ AvFoNany

3.2 HEOHIR

B4 TLOAVEVEE | TLUVEVEE | TLUIEVEE
- 2.5mg [CH] 5mg [CHJ 10mg [CHJ
HEORHERA | BEOERRAD O
@ - Al E%?ng’% VD74 NLT— | T VLT=T 1
’ T4 THE N4
sz @/\& NEY%
BE 6.1lmm 8.6mm
&
K Ex 2.9mm 3.3mm
= 100mg 200mg 258mg
I RN FLUIEY FLOuIEY
ABRR 25 ch 5 ch 10 ch
4. WNEE TR
O SMEAE
O JRVEE

5. MEERFHNRICEHET BEE
KA BRRRDPBIRTH L7120, BRAGBEEZET HRELE
BDE I I REASERFTE 20,

6. FiERUHE

(&E2.5mg. £E5ME)

SIMEAE

BH. BAICET LYY & LT2.5~5mg# 1 H1EREO#

59 %,

BB, OERICE CEEEET 2. BWRA+SLGEICIEIE
1E10mg % THEET 2 2 ENTE B,
WHE. oL Eo/NRICIE, TAu Y ELT2.5mgElH]
ERO#E5T 2.
mH. Fin, RE, ERICKDEEERT 5.

RIDVEE
WHEORAIIE7 40V & LTomg% ] B1ERROES T %,
BB, AERICIE CEEREET 5.

(&10mg)

SIEE
BE. BAIIET A0 Yy & LT2.5~5mg% | H 1 EREO%
59%,
BB OERICE CEEEET 22 BRAR+HSLGEICIEIE
1E10mg % THET 2 2 ENTE B,

BIDVE
BEERACRT L0V E LT5me# | HERORET 5.
BB, RIS CHEEERT 5.

7. HERUHECHEET 3ER

(#€2.5mg. #E5mg)
O L ED/NEADESICE L TIE, 1HSmgZBA RN &,

8. EEREARNIR

8.1 BEEMEHICEDLDFENENHODLNLZZEFHHDT. &
FifEZE. BEIEOERSEMEZ S B2 IRET 2BICIEER
SHBHT &S

8.2 ARANIIMAIEE LRI E < &5 H 10 b R 2 R ER RS
BOHOENBDT, RARSHILBICHOBRTERZ2FEHRT 5 & X
3. AR IR ERERBICEET AR CEEICKRET ST &,

BHEDERZBIZEECHIZER
J GIHE - BIEESFDH BB

9.1.1 BE[CIMEDENEE
SHIMEPBETT 2BLNNH %,

[Ye JVe)

##9.1.2 DAEDH D EE

JERMAEDANEIC X A2 EELRLEED 2R E LiziEsE
RRBRICBWT, 77 RBEE B L CARFIR SEECRZKIED
HIBEDS =D > - EOREDH BV,
) ABNOAE SN EEXIZMR I [SIEE] RO (I
IDE] ThH 5,

9.2 BEEEEESE

9.2.1 EERLBIREEEDH 2 EE
BEFEICHEWBHENME N T 52 E0H %,

9.3 FTikEEESEE
HERICIIEEICRETS2E, AR (10mg) IKBWLWTE
TERORIBSEE NS L L HAEED B 5. KRAENEEE L THE
TRES NS0, MAEE RO ER R O E - R
RERE (AUC) AT 52 ENDH 5, [11.2, 16.6.1 ]



9.5 1%

TR IR L C WA FREM D B 5 i ICHR 5T 5841213,
B EoBFEESEREE EE S EHE S N AR ICOARERS
T5T &, BMERTHERICHRS T 5 & ERIAR ROV i%
BREAEET A EFBOOLNTVNS 2,

9.6 IZAIE
WBELOAREROCBIFEOERE 2 ZE L. B ORMEY
ERIEEBETT A2 & & NERLHRABITT 52 EAHE SN
Tn33,

9.7 1IMNR
ERHEAERER, #iER, ARXIZOEARBOS R EZRE L
g PRABRISSEME L T L,

9.8 BEnE
ERE (2.5mg/H) »oiE52MAT 52 CEEICHSET 5
CE, —RICBEOEEIIFE LI ZNESNTWVS, (ENE)
ERBETmPEENE L. MHAEEXEHIE < & 2 ER 2558
HohTns4, [16.6.3 3R]

10. B EfEA
ARNORBICIZE L U CEYRBEBERCYPIA4YESE LTV A
EEZILNT WA,
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10.2 HEZER (HAICERTSHI L)

SHRE R - HEHE W - fEBRET
WEEEREET 254 | REERS ERES NS | BEICERA2EHRT 5
BENNH 5, BENNBH 5,

CYP3A4BHEH IYRAUYA T RO | REIOREPHEERIC
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&, F& LTCYP3A4
Lo R#an B
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1. BIEA

ROBEWERANH5DOND I ENHZDT, BEEZTFITITL,
BEDPRD NG EIIRE 2T 274 CE) L LE 21T

ST &
1.1 EXBEIER

1111 BEERFR BEEAH) . FFEEEE. BE (0.1%iH)
AST. ALT. y-GTPO LAFEz O HFHEREFHLDND

ZEDDH B,

11.1.2 EFRAEREE (SARERBA) . BmERiEIA (0.1%-K%) . M
IWRIEIA (BREEANEH)
MA3IBEITOvYT (0.1%KHH)
IR, OFVWEOWHERDP H5DNEENDH 5.
11.1.4 t&RRERE  (SHEAER)
PR, B, CKER. MARURTIA 7oy ERE
BHobNHEICE, &EEzHPIEL, BYZLAEZTS
Lo F/o, MRATRAPEIC L5 SHEBEREOREICERT S

Eo

LV ER. CKLE
F. IR, HR
A IRAT R 8
1

ik FRIMER. NEZ T
vy BIEROHE
A HImERIE N,
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/MR

BHUE 5. CAK

. JERMBEUE
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%, MEEE

(m)iy (EAICED) B

WIEE
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HIg, BHiMm, Ik
HEWE. K.
. FEE ROR
. IR R
WEE, 20T, M
AT LR

ZHALAE. K
£ BR FEHE
. FEED, &
. KEEE

5
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ZDfth Et)sv

F1) HEEL T10mgE#E5 LB AIC. BUWHEE TR 5N,
[9.3. 17.1.2 ]
H2) FBUAE EAREREE &

13. BERS

#£13.1 IR

BEOKRMBIMENIRICED, Yaviz2&EOELWNEEKRE
RAHHSER R T 2 & DD 5,

7z IEDREMKED. KB OBER G D24~ 48 1% 12
HETHENHAH. od. BEREE, DIAHEHEELENE
L-HERE (BMROBARTNSE) PERELZAAREELD 5.
13.2 00L&

RMENZHERITILV., AFIEEREERIEVL-O. BITIC
K BBREZEDTIEE VN,

Fo. ARIRHERZICEERERZEE LIZBE. AFHIOAUCIK
99%EA L. IRFA2EERIZ TIZ49% RS LizZ &6, AHLE
B SBROMINELEE U COEERIESHPER TH 5 ERE
ENTWV39,

4. BRALDIER
14.1 ZHRREOIE
SEIRIGELD B, BOIERTS I &
14.2 BAIZMEOER
PTPRZEOEANIPTPY — F 26D I L TIRAT 2 L H1E5E
T5Z &, PTPY— FOREAUC K D BOWSIA R EEREA
FAL, BIZI3gFlze B 2 L THtlRIAZ$E 0 BE L aHHE % i
HILHIEDN DS,

15. ZDfthDER

15.1 BRREAICE D < B
ERBERIIBAS 2TV, KRANC L HRBETITODFHEEPL R
Bk (DEMBERZET) PHRONLZEORENH S,




16. EMENE

16.1 MUEE

16.1.1 BEigS
RERA20FIC7 40 V¥ Y & LT10mg% BElES L7z Ko
MmAEFEE O Tmax, Cmax. AUCO—last&zﬁTl/ZLi\ rTnzn
8.0MiR] (fhsRff) . 5.84ng/mL (FHfE) . 278ng - hr/mL
(CPofE) RU35.1RE (FEfE) <cab. SEAEHE LT
R, FfkTH o729,

16.1.2 RfE#¢5
RGOS (FHFER33.5K) 7Ly &L T2.5mg
Z1A1E4EERERS L BeomET 700 ¥ EE
1. BE56~8HBICERREIGEL., DBOERIIRD SNk
Moz, BEEEH (14HE) OCmaxK U AUC~pnlE 1
Z N 3.5ng/mL K% 0'61.8ng - hr/mLT & 0. ) [H#% 5 i
(L.4ng/mLK&% 0'19.3ng - hr/mL) OR3ETH 57z, HE5F
15, MEFREIZNR L. #5F1E5HB10130.24ng/mLE
o727,

16.1.3 &E4FHIESFHEHER

(7 LOYEVEE2.5mg [CH] )
7LuT EE2.5mg [CH] &/ WNA U $E2.5mgs, U
AF—=N—FEICKDENZTNIEE (FLO I &L T2.5mg)
TR A B FIC ISR RO 5 L C g7 2 u V¥ i
EEHEL. BoN-5EMENRE/SF X —4 (AUC, Cmax) <
DT I0WEFR LI TREHENT 21T - 72#5R. log (0.80)
~log (1.25) OEENTH D . WAlOEWEIFREEH D
Nz,

=
6o
N
3
c

(ng./mL)
2 -
——7 L0V $E2.5mg [CHI
% 150 - /N Y $§2.5mg
h Mean=+ S.D.,n=10
T
N
o 1r
>
=
8 o5
O L L L L L L L |
0 10 20 30 40 50 60 70 80
B 544 OB (hr)
HEINT A =% BEINT A —H
AUCq.7, Cmax Tmax ti2
(ng-hr/mL) | (ng/mL) (hr) (hr)
T LU UEE
2.5mg [CHJ 53.0£5.8 1.6+0.3 7+15 38.6+9.3
JMRAZEE 511484 | 15403 | 65407 | 381485
2.5mg

(Mean £S.D., n=10)

MEAFFEEI NICAUC, CmaxZn/$5 X —7 13, HEEDE
R AR OFRENEIE - FFEEOREESEMFIC K > TR 578
BH 5.

(7 LOYEVER5mg [CH] )
T La Y reESmg [CH] & WNZA 7§E5meg# . 71 A4 —
N=FIZXDENZNIEE (TLO I & LTomg) BERK
ANBFICEEREERORES L TRy 20 D ¥V BE 23
E L. B6N-ZEWERE/) ST X —% (AUC, Cmax) IZDOW\WT
90 % [EHEX IEIC TREHENT 21T - 72/ R, log (0.80) ~log
(1.25) O#HFENTH Y. WAIOEMENESEEPHEZ SN
729,

5 -
1 4l +7AU>1:°‘/§ESmngHJ
%E —o— ) LN R 7 $E5mg
7 Mean= S.D., n=9
A 3F
E\
¥
i
i3
1 L
O 1 1 1 1 1 1 1 |
0 10 20 30 40 50 60 70 80
H 5% O (hr)
HEISTA—% SENTA—F
AUCq.7, Cmax Tmax ti2
(ng-hr/mL) | (ng/mL) (hr) (hr)
T LU YV 122.5
5mg [CH] 4334 3.5+0.8 | 6.6%1.1 | 42.5+£438
J VN B 120.0
5me 4254 34+0.6 | 6.4+0.5 | 39.1+8.2

(Mean +S.D., n=9)

MAFFEEILICAUC, CmaxZEn 8T X —# 1%, #HiERE D=
R AR ORENEE - RS ORMEBREMIC K > TEL ST EE
Wb,

(7 LOYVEVEE10mg [CHI )
TLEIVEVEELIOmg [CH] &/ WNAZ$E10mga. 70 A
F=N—FIC LD ENZTNIE (7L ELTI0mg) &
RSB FICZEEREERR RS L ClEd 7 A0 DV BE
RHIEL. BONIEYHE/ST X —4% (AUC, Cmax) 12D
W TI0%FEREXKENEIC TIRETHRIT 217 - 72453, log (0.80)
~log (1.25) OHEHNTH V. WAIDLEMFHIFEEMEH TR
Ehi-1o,

(ng /mL)
12 ¢
1oL —— 7 LUV VEE10mg[CHIJ
% —-o— JLNAZ$E10mg
=] 8 Mean= S.D., n=14
7
A
=i 6
>
o 4r
7
EE
2 H
O | | | | | | | |

0 10 20 30 40 50 60 70 80
e 545 DR (hr)

HREIST A=Y BEINTGRA—Y
AUCq.7, Cmax Tmax ti
(ng-hr/mL) | (ng/mL) (hr) (hr)
VN AT 264.4
+
lomg [CH) Tioo | 8918 | 59£10 | 338%69
JIVNZ D §E 246.1
10mg 446 8.8+%1.1 59+1.1 | 341£7.6

(Mean £S.D., n=14)

MAFFEEI ICAUC, CmaxZn/ ST X —# 1%, HEEORE
R AR ORERE S - RS ORBREMIC X > TRE B ATREM:
WH %

16.2 ORIN

16.2.1 REDFEE
R AICT A0V e LTomgE 7 a At —N—FEIIkD
ZEERE I B IC AR OIS L 255 0E B/ S5 X — %
ICEBZEIRDSNT., 740V VORICKIZTEEOE
BIILVWbLOEEZSNS D,



16.3 21

16.3.1 MIREEHRS
b MEEREORKEE
Hot-12),

16.4 (X5
FARAPREEAZ Y R D UBOBRL LY
AR OFDOBALIT 2 /A TH 571

16.5 HEittt

16.5.1 FROpHEH
@%ﬁk&ﬂm7An78>tbfzmgxmagéﬁ@ﬁu
BE Lz FaE. RPICRELEE LTHRt s N2 E& 13/ E
<\m¢ﬂ@E5§L 5T B IRAARE AR R I3 5424
R & TICHREEDRN3%. 144 E TITNE% TH -7z, &
7-2.5mg#% 1 H 1B 14 H R #EFRER S L7256 O R PP R IT#
ERth6HE CIZITEFIREICEL., 6H EL,(Frp(Dl H47-0D
REED RAPHERIZ6.3~7.4% TH > 727
TRRRRL A 26101 MC*%?AUV@>&%@%$E%DE5b
72H6. BEI12HE £ TICBREHEEED59.3% 3 FRH. 23.4%
WFEFICHRt S, BERT2EM E TORFBETEEDI% K
ZETH 5720 TOMICOBOREMNVRO N1 (SHE
ANTF—%) &

B, ISR TLUIE LR L SEEERIZRD
5NTWVR N,

16.6 BENDEREZFIHIEE

16.6.1 FFEEEEEEE
BRAFFEZSEE (ChildafEA. B) 5Hlic7aaler&LT
2.5mg#x B[O 5 L7258 0 MR EH#ER I NI ED RS
A= IKFOEORED TH 5. BEBEAICH L, &E5720/-
?(ﬁ@[fﬂ‘:’:'(i%l#ﬁ”ﬁz J:S%lf‘l/ TI/Z AUCLi%’%%{E%ﬂ__\‘be

RI1397.1% (in vitro. FEBENTE) T

)YV

PEEBZIZEO NG -721%, [9.3 3R]
(ng/mL)
2+ —o— MHERERERHE (n=5)
—0— fBEERA (n=6)
*p<0.05
E& fg Mean = S.E.
Eop? T
0
0

0 12 24 36 48 60 72 84 96

B 58 (hr)
Tmax Cmax AUCp~ Ty
(hr) (ng/mL) | (ng-hr/mL) (hr)
MR ERE | 72+1.2 1.9+0.2 | 1040+155| 43.0+8.0
N 7.3+04 ]1.64+0.07| 68.1+£54 | 33.3%£2.2
BEEWE ' n.s.
Mean =S.E.

16.6.2 INR
EMEERHFICT L0V & LTIHL3~20mg % #Eit RS
L7-BEREMERERBOBR, 7772 (F9E) &,
6~12r% (3441) ©24.9L/hr. 13~17#% (28f) ©T27.9L/hr

LIEE SN RAICBI 2EEAETH 27215 GHEAT—%).
F) MNREEICBWTAAOAR SNz 1 H@EARIZ2.5mg
THo,

16.6.3 S

ZEBMNMEREON (B2, ©4, FHERTI.7TR) 7 L0
V&L TomgE HE, RUSHERERS Liz5a 0%y
BRSNS X — Y IIEORY T D, BERS LziGE, EERE
R (B6. FHEmM22.35%) IcH L. Cmax. AUCIIER
ICEEZ R L7275, Tyt CHEEEIRO NG oT. RIER
ERICIIEFEOMEF T LU0V VEEZEFEELDHEL
WH LN, 2085 —VIFEFHITENL TS, BEET
ZOEBIEAT HEEIERO SN2 7Y [9.8 %HR]

EEBIMEERE EERRERA
HBEES5E | REKZSE | Bok58 | REKRSE
Cmax(ng/mL) |4.24+0.08Y [14.9+2.23 |2.63+0.35 | 7.51+0.32
Tmax (hr) 724049 | 80+1.8 | 6.7+£0.42 | 80+0.7
Ty (hr) 37.5+6.0 | 47.4+11.3 | 27.7+4.6 | 34.7+2.7
AUC(ng-hr/mL) | 1169 £8.4P) — 63.2+5.5 —

Mean +S.E.. AUC : 0~ 48z fE
3 p<0.05. P p<0.01 (vsfRE#)

17. BRIRRRE
17.1 BERURLEICE T B HER
(SIMEE)
17.1.1 ERERPRELER
RILEREICT 9 A% ( [REE] BLE) 1385.5% (503/588
Bl) THL, —EERHEFEBRICL-TL 7LV OFH
HAROONT, /. BEREZMHE SMEREIIT L T
80.0% (28/35f) . BREMIMEREIZN L T1388.9% (8/94)
DEHRER L1022
17.1.2 EARSE IE5HER
7LV Y ELTomgE ] HIEEMZEHIC. DEHIME
A 140mmHgll k%<9 BE3056]% —#ITh1 ¢ 7LaY
¥ & LT10mgXidsmgz 1 H1ESEMKRS L7z & & DIHE
HIMEDN—=ZZ A 7o OZ({LEDOFHEIR. 10mgh T
13.7mmHgDE R, Smg#T7.0mmHgDE R TdH 0. WL
ICIREHICER R EN A SNz,
BAMEEEE ZECEIERH OB ERIT, Smgh Tl
3.9% (6/15441) 12, 10mg#ET139.9% (15/15141) 138
Shiz. mAR (10mg) BERIOFESEVHEE RO 5N,
10mgRtT3.3%CTd > 72 23) [11.2 28]
é%u\%ﬁﬁﬁtbf%%bt%%&%ﬁ%??An?Ey
ELT10mg# 1 H1EMEE U CS2AMBS U7z BE, IUEE T
DR—=AFA 7 5OELEBOFEIR. 15.6mmHgDE TR %
RU7z29,
(GhgettiE)
17.1.3 EMERFRELER
TALAUVE YRV VEBEFEE RS L-akE (TORLLE) 126
\F B I ERE I 2 B RERI386.5% (45/52f) Tdh -7-22),
17.3 Z Dfth
17.3.1 BRBHICRIEFTHE
WERRIR & 0 % & AR I EEEZ 436 (39 T2 5
70l L) 7YY & LTIHLER.5~5mg (—HDiE
BICi37.5megE CHEE) = 12BMKRS L TOEREICRIEEA
EEEBLREZ o722,

18. EEhEIE

18.1 {ERERF
MR O BAARIEE LY 7 LA F v FIVICBRIRICHES L.
R ~DCa2t DA % FA & ¥ TR ME SR ME O TFEA
RHFESE S, OV LETERIGBRICRRT L&
HICHEFE AR L. F0MEIERA AT < MEBIRMEL2RT
ENRDOHN TS 260 27

18.2 BRE{EA
FHEEMERETT IV (SMEERKET v M, BHEEMEA
) IZBWT, HERS THE REOFESBER CrEARRR
ARV ENTHOENTBY., EREFESTOMEOHKA L%
WZ EDRBOOLNT NS,

18.3 BMEICH# S DMEBEENDER

AEEZEDahlS v M7 2a VY & 0B F RS
THIEICXY, IEICES ME R R O EEES RO G IR
E. 7«47 VILESOMERE SIE S Nz,
MRS FAEBIME S v M7 40P 3mg/kg/ H % #ii
BEyzpzeicky, MELFOMIEIROESHENSED SN
Too Flo. DML, BOBEBEEEIRA., KEREERE
B, REEREDREOFKEL IS I s h 7229, 30

18.4 FUIRDVE(ER
BTy FDEICBWT., BI/EEREO O EEERZHA
NAER, 740V UERSE I BRIC A TDE O
EEABE S N, P Cat BoEMAIE Sz, N
ATPERUVZL7F ) VEEBOEED EES N, DAGREF
BAMRENnz,

F O MEERBEOEICB VT, AZdp/dtR OESEINERE
IHET L. DBEEBEELED L3, 32




19. B¥M S ICE T S BILENIAR 29)Fleckenstein A,et al. : Am J Cardiol. 1989 ; 64 (17)

—HRHIRFE: T L0V AR Y LEE (Amlodipine 211-341
Besilate) 30)Suzuki M,et al. : Eur ] Pharmacol. 1993 ; 228 (5-6)
{b24 : 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy) 269-274
methyl]-4-(2-chlorophenyl)-6-methyl-1,4- 31)Nayler WG,et al.: AmJ Cardiol. 1989; 64(17):651-701
dihydropyridine-3,5-dicarboxylate 32) RSB IF 2 S VA, 1990; 18 (Suppl.2) :S339-S345
monobenzenesulfonate — . -
BT : CooHyeCIN,Os + CoHgOsS *24. IR RERUENS DY
PFE: 567.05 HEY 23U v VRSt BESIHEHRE
MR aE~ 'FFJ'EE'%@%EIEIEI DMK TH D, T108-0014 HE#EHEXZHTH33ELLE
RVEIFIC N 7K ?"’D‘ <, 26.%%5&%%%%
x?]—)b?{?é?&‘ (1—100) 1FfEttEemns i, 26.1 BIEIRES T
BiE : i .
i Ghosei = 2E BRI St

o >~ B hOE A R R 92 E M
*26.2 BR5ETT

o .@S@H @ BAYIrUvOBRREH

_ a ERBMEXZATEI3E 112
©/ ROBGEEAE

8 51 #9198°C (43R)

22. A&

(7 LOYEVEE2.5mg [CH] )
100%% [10%E (PTP) x10]
500%¢ [10% (PTP) X50]
5008 D, /7]

(FZLOVEVEESmME [CH] )
1008¢ [10%F (PTP) x10]
5008% [10$% (PTP) X50]
5008% [Dffi. /N 7]

(ZLOYEVEE10mg [CH] )
100%E [108% (PTP) x10]

#4123, FEER
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