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& LD E30HBNICERYT 52 &

14.2 FRIZMEOER
PTPEEOFEFIIPTPY — A SHWO M LTIRAT 2
EOHHEITLHIE, PTPY— FOERICED ., WO
FERREREARIA L, EITI3ERfL2 B 2 L CHEtRRIRE
REOHEELEGHELZHET LI ENDH S,

15. ZOhDER

15.1 ERARGERICED B
RRBERIEH S TR0 FHNC K 2IRFPITDAIE
EONENR (DEWHMZEL) PHONIEOHEN
H%.

16. ZEYENRE
16.1 MRE
16.1.1 OS5
R A0 7 20 Yy & LT 10mg% BE#KRS
L7 MEBEHBE D Tnaxs Cmaxs AUCo0-1ast X T
ti2ld TNEN8.0KER (HhRfE). 5.84ng/mL (%
HfE). 278ng - hr/mL (F¥fE) RO35.1%# (F
HiE) THO. AEANEHRBELARER, BETH -
729,
16.1.2 RiE®RS
BRG] (PHER3I3SRK) IKT7LRIE EL
T2.5mg% | H1E4HERERS LG O MiEH
TLUVEVRBER, B56~3HBIEFREIE
L. DBOERIIZOON G572, BEKEH (14
HE) OCnax&XUAUCo 243 2N ZN3.5ng/mLK T
61.8ng - hr/mLTH» V. #E#HE5R (1.4ng/mLK T
19.3ng - hr/mL) OM3FETH -7, HESHIEE. I
BEHRRETEE L, #5F1E5HH1C130.24ng/mLE
o727,
16.1.3 EYFHIEIFEEER
(7 LOYEVEE2.5mg [YD])
7LuT¥ U EE2.5mg [YD] &/ WNR 7 §E2.5mg%
JUAF—N—FKICX D ENETN2E (TLuIE &
LT5mg). BERABRTI6RICHARERRORS LT
MBEFRE(CFRELRE L, BoNI-EYBRE/N
5 X =% (AUC. Cmax) DWW THEHENT 21T 728
R WAOEYERNREE SR S N8,

HENRT A=Y SENRTA—Y
AUCo72 Chnax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)

TARTE LG 5034109 [32741.04|7.8+1.7 | 30449

2.5mg [YD]
I VN A T B 0544901 301407379413 | 324493
2.5mg
(FHfE = 2R, n=16)
(ng/mL)
3.5} ——T7L0uYEVEE2.5mg [YD]
I 3.0+t a— JVNAZ$E2.5mg
w25 (TA9ME + B, n=16)
o0l N
-]
1.5}
1.0+
0.5¢
0.0

0 1‘0 2‘0 3‘0 40 5‘0 60 70
K5I (hr)

MAEPEEN CICAUC, CraxSFD/87 X — 1%, #HEE OBEIR, KK OR
A - REEORBREMICL > TR SR D 2.

(7 LOYEVEE5mg [YD])
T ALAEIEUEESmg [YD] & IUWNA Y §E5mg% 7 1

VR R E

AF=N—HICEDENETNIGE (FLEIEELT
5mg). BHRRABF15AIHEEREEOKRE LTI
FAREGBEZHE LI, BoN-ENHENS
A =% (AUC. Cpax) DWW THEFENIT 21T 725
R, WA OEMERFEESHER SN,

HIEINT A =% BENRTA—%
AUCO»72 Cmax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)

7 LuIEVEE
5mg [YD]

JIWNZ 7 §E5mg| 78.8+19.6 [2.30+0.58|6.1+1.0 | 33.8%+5.0
(Pi9fE £ FE¥EMRZE,. n=15)

7771189 |2.33£0.44|6.7+1.1| 32.8+4.7

(ng/mL)
3.0,
—— 7L YE¥rEE5mg [YD]

a— J)VINAZ$ESmg
2.0+ (CEE £ EERFZE . n=15)

1.5t

25+

1.0t

0.5+t

0.0 : : : : : : ‘
0 10 20 30 40 50 60 70
5 %8E (hr)

MEEFREN CICAUC, CnaxFD/8T7 X =213, #HERE OBIR, FRORE
HXEIE - R OB IC K > TR AR D 5,

(ZLOYEVEE10mg [YD])
TALUYEVEELIOmE [YD] & WNA 7 $E10mg#%
TJURF—=N—HIZL D ZFNFTNIE (TLruPE &
LT10mg). BERAETFI2ZICHEAREREOKRS L
TIMHFEFRRECFBREZRJE L. Fon-EYHRE
8T A—=% (AUC, Cmax) KKDWTHEHENT 2T 7
FER. WAIDOEMZNRSEESHEER S N0,

HENRT A =% BEINTA—H
AUCo.72 Cmax Tmax t12
(ng - hr/mL) | (ng/mL) (hr) (hr)

7 LAua Yy
10mg [YD]

J VN R T BE
10mg

230.8+53.4 |7.34+1.94|6.2+2.0| 33.1£5.7

234.1+60.2 |6.84+1.62|7.0+1.7 | 33.0+£6.4

(9 fE = FEH¥EFZE, n=12)
(ng/mL)

—~— 7 LTI E10mg [YD)
a— ) )UNAZ$E10mg
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EXEIE - W OB IC K > TR 2R 5 5.
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16.3 £

16.3.1 MPFEARES
b MR EH EORBARIZ7.1% (in vitro . FHiE
Wik TH-o7212,

16.4 {3
F-ARPAREEAIOE Fury D UBOB(LL-YY
VUBARRTZEOBLMIT I (K TH o713,

16.5 kit

16.5.1 FRepHktt
EERAHIICT Lu Yy & LT2.5mgXiE5mg%
HERREO®REG L2GE, RPICREMAE LTHt S
NBEEFIINEL, WThOBRERICBVLTHRPR
BALIRPEM R II B 5% 24 £ TICRSEDH3%.
1440Ff £ TICHI8B TH 5 7z £722.5mgZ1HI1MH
14H BEGHR S L7z 5A O Ryt R 3% 55B6 H
BETIEITERREBIGEL, 6HEMEOIHY D DR
ZALAD R HEMRIZ6.3~7.4%TH > =713,
R A2B1IZ4C-1Z3#% 7 L0 V¥ 15mg % Bmf%
O%S5L7-5Ee. BE12HE Z CICRS RS EED
59.3%E R, 23.4%1d#EFIcHEt s ., F55720
% CORTMEEEDIUDRENMETH 572, D
oD REMP RO SNz FHEANT—%).
B, IhofREMICIEZTLuIE Y2 Lo SEHME
Iz s TLiRWNnId),

16.6 HENDHRZETESE

16.6.1 FHEEEEEE
RAREZEE (Childa#HA. B) 5flic7Lude
> & LT2.5mgw BEEE U735 a0 Mg E R
CICEMBEINT X =Y IR R OEROBY TH 5. B
BERAICH L., #E72RMBOMPBENIERICER
L. tioy AUCIRRREEEZRULIZPERZEIIRD S
nih o719, [9.32H]

—— P RE R E B (n=5)

(ng/mL) N (n=6)
> (Pt = P
* p<0.05

0.11
612 24 48 72 96 120
B 5% K5 (hr)
Tmax Cmax AUCO—OO t12
(hr) (ng/mL) | (ng - hr/mL) (hr)
FRERERE |7.2£1.2| 1.9%0.2 104.0£15.5 |43.0+8.0
fERRR AT 7.3%£0.4]1.64+0.07 68.1£54 33.3%2.2
(BREME © n.s.. THHE - HHERRZE)
16.6.2 MR

EIMEEREICTL0YE Y ELTIHL3~20mg#%
GG LI BEAEMERRABORER. 7V 7T
A (PEH9ME) &, 6~125% (34%1) T24.9L/hr. 13
~17m% (28ff]) T27.9L/hr&#EE SN, RAICHBIT
BEEFERKTH -1 GHEAT—%).

F) MREBEFICBOWTARORR SN 1 HEFHEIZ2.5mgTH 5,

16.6.3 =&
TESMEEREON (B2, &, FIHEHT9.7/K)

W7 LuY¥y & LT5mgk B, KO8HMKER
BUIBADEMBEEIST A —FIZROBEY TH 5,
BAKRES LZIBA. BEBERA (B6. FHER
22.3m%) ICH L. Cmaxs AUCIRERICEEZR L
M. Wl ABREZRRDONEP -T2, RIERSEIIC
BEEZOMBR7 L0 EEIEFEZLIVLE
CHB LN, ZO8Y —VIIBEEZICEBLTS
D, BEETZOERPEART 2HEAIIRO 61k
o749, [9.8%H]

EZERMERERS EFERRRA
HERGR | RERSE | BO#RSE | RERSE
Crmax 4.24 14.9 2.63 7.51
(ng/mL) +0.08P +2.29 +0.35 +0.32
Tmax(hr) 7.2%£0.49 8.0+1.8 6.7£0.42 | 8.0%0.7
t1/2(hr) 37.5%6.0 | 474x11.3 | 27.7£4.6 | 34.7£2.7
(ng /}Er(/:mL) 4_1-1%64?” o 632555 -

(Rl £ 1885, AUC © 0~ 48[ {HE)
a) p<0.05 (vstEE#)
b) p<0.01 (vsfdpE®)

17. BERRIHE

17.1 BMERURLEICET 5H5R

(EIEE)

17.1.1 EERREHER
EIMEEICN T 2FER ([T BLE) 1385.5%
(503/588f1) THH . —EERLBEHRBEICL-TH
TLUYEYOERAMENRO oz, £ BEER
PES S IMERE ISR L T1E80.0% (28/3541) . EIES
MERE ISR L Tix88.9% (8/9%1) OBEXMEEZRL
7-16)~22)_

17.1.2 EASE MEER
TLuYEYE L Tomg# ] HIEBHEMBEEHZIC, IX
FERA I EEAS140mmHg M % 7R 3 BE 305641 % 8
AT, TATIEY & LT10mgYi35mg# 1 H1E
SEMBE Lz & EDOIHRHMEDR—ZAF 1 5
OELEOFHMEIZ. 10mgBT13.7mmHgDK R,
Smg# T7.0mmHgDE TR TH D WERICHETHIIC
BRLRENALNTZ,
HRMEERER 2 & CRIERAORBEIZ, SmghTid
3.9% (6/154%1) 2. 10mgfTi£9.9% (15/151
fl) IcEDLNz. AR (10mg) HESRICZE
BOHEETRED 5. 10mgT3.3% T - 723,
[11.2%1#]
51T, MR E U CHEME L - RIREHRBTT &
oYy ELTI0mg%k I HIEEE L T52E/M#%E L
2B REHMED R— 25 1 ¥ H 6 DE(LEOFY
fElx. 15.6mmHgDE T %R L7229,

(GhEEHE)

17.1.3 ENERREER
T LAY RGBS L-ERE (70
L) BT AEMEEICNT 262HIE86.5% (45/
52f) TH 7222,

17.3 Z0fth

17.3.1 FEBEICRIFTHE
PR A 0B 2 & GRS M EERE 4361 (39
DTF»570RHUE) 70y & LTIHLIE2.S5
~5mg (—EORERICIE7.5mgE THE) % 12;8m
BELTOHERBMICIIILACHEZEZ D>
7229,

18. ZEZNEEIE

18.1 {EAER
RO RBARIEE LS T L F v > FIVITERIIC
WAL, fIlBAADCa2TORAZBLESEAZ EICE
0., EIMERRHMEDOFBGZMESE 5,
AN LEFERORBRIGERTH Y. BRENTDH
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18.2

18.3

18.4

19.

b Fiz. DIMHIEAIZTE . MEERRELSZD SN T
1 %26),27)

[EEER

FEENERETTI EBMEERFEES v ~. BES
MEA X) ICBWT, BEHRS TIE REOFKB P RER
TERBEGEREAEVWC EIRHONTE Y., EHEkES
TOHMEDOREBE L 2N EDPED SN T NS,
SIECHS DMEBEENDIEA
BERZEDahlS v M7 24022 2 10ER DL EE
W5 A EICKD . MEICEES ME L7 K ORI
BIROBIKILE . 74 7V VIEBZOMERE L] =
nrzz.

MR BRESMES v Mc7 LY ¥ 3mg/kg/H
PEFGRET A EICK Y. MEEFOIME K OEND
ByBO 6N Tz DO, SOtk
2%, REREEBEEE, RUEERSOREOREDLHS
I S N 722930,

PUROVE(ER

WS v bOBIZBWT, BIN/FEERE OO EE
AZRANER, 7200V U BERTIINBRICHA
TOIGEH O EESEE S . kN Cazt By
mHlsniz. HBHNATPEROCZ LT F2 ) VBRED
EES fEES N, DHRERRAIS RSN,

F 2 MEERHBHOEICB VT, EEdp/dtRUTEZIR
WHEIZET L. DHBREERELEAD L7332,

BMRS ICET B EEZHAR
—fREGEI : T AU VNV IVERE
(Amlodipine Besilate)

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

: C20H25CIN20s + CsHeO3S

1 567.05

R BE~HEACOEREOHEKRTH 5,

AF ) —=VIZBFPTL, ¥ ) —
(99.5) IZRREIFITL < KITEIFIZL

R
R
S B

W,

A% ) — VB (1-100) etttz Rs
2\,

Al : #9198C (%)

{bzegEt

!

RO H G
20. RV EDER
(&&10mg)
FERZITER 2B TRET S &,
22. ag

(7 LOYEV$E2.5mg [YD])
1008¢ [10%& (PTP) x10]
1000%¢ [10%E (PTP) x100]
5008 (7L 3I4%)

(7 LOYEVEES5mg [YD])
100%¢ [10%¢ (PTP) x10]
1000%¢ [10%E (PTP) x100]
5008 (7 3I4)
(FLOYVEVE10mg [YDD
1008 [108¢ (PTP) x10]
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1)
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3)

5)
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10)
11)
12)
13)

14)
15)

16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)
29)
30)
31)

32)

24,
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