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(clinical trial)
randomized open-label, parallel design
lercanidipine amlodipine

block randomization
' Ik ' 4 (first endpoints)

(second endpoints)
.. 2548 .. 2549

3.2

2548 2549

N = (Aa+Zp)2(a2ta2)

é
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a,2=4 2=C
N =2(Za+Zp)a2
d2
' ' Reams 1987 (20) amlodipine

Lund-Johansen 2003 (54)

(leg volume) lercanidipine  amlodipine

intention  to treat analysis :

lercanidipine 8.8 amlodipine
548 (standard error; SE) 8.5

HO 1 lewndge—  Avodpire
M1 lgaidgre  ~ Avidgire (one-tailed)
oc = 0.05 (two-sided); za= 1.645
p =02 ;Zp=084
= 2= (SR
a2 = 48(85)2 = 3468

lercanidipine  amlodipine
= 54.8-88 m_
=46 L

2 (1.645+0.84)2(3,468)
(46)2
202 « 21
30

=
11

(drop out =

40%)

80



(inclusion criteria) 3

50
CCBs long
acting dihydropyridine CCBs INC 7
(
1)
(exclusion criteria)
SBP >180 |  DBP>110
(severe malignant hypertension)
(hypertension emergency)
( )
angioedema
(
) thiazolidinediones ( minoxidil,
hydralazine, reserpine, methyldopa) monoamine oxidase inhibitors
1
(nasal decongestant)
1



10.

11.
12.
13.

14,

PTCA

(body mass index, BMI) > 30

coronary bypass 6

dihydropyridine CCBs

lercanidipine

amlodipine

kétoconazole, erythromycin, rifampicin

2
amlodipine

lercanidipine

lercanidipine

5

10 1

30

amlodipine
INC 7)



3

4
INC 7 lercanidipine 20
amlodipine 10
8
8

(eq ipotent dose)
33
1L lercanidipine (Zanidip®) 10 Fournier Pharma
2. amlodipine (Norvasc®) = 10 Pfizer
3,
4 ( )
J ( )
6. ( )
1. (Naranjo’s algorithm) ( )
8. SPSS version 11.5
9. BIA (Maltron® BioScan 916 Analyser)
10. (Microlife®automatic blood pressure monitor BP 3BT0-A)
34



lercanidipine

10 .. 2548
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DBP

BIA

reactance

BIA
SBP

(calibrate)
calibrate (MCR-1204)
impedance, phase, resistance

impedance = 505+7R (498-512R)
phase = 7.7+ 0.4 Deg (7.3-8.1 Deg)
resistance = 500z 7R (493-507R)
reactance = 67.7 1 4R (63.7-71,7R)

( ) BIA

30
(electrode)

BIA

34

BIA
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randomization

(Naranjo’s Algorithm)

BIA

15

36

lercanidipine amlodipine

2 block
simple random sampling

amlodipine 5 1
lercanidipine 10 1
0-4
4
SBP  DBP
22-24 ( )

INC7
lercanidipine 20 !
amlodipine 10
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8 4-8 L)
9
8

10

3

SPSS version 115

intention to treat analysis
(descriptive statistic) (statistical inference)
a =005 ' \

4
35

BIA
INC7
2

BIA  Chi-square
Fisher's Exact test Unpaired t- test ~ One-way
ANOVA
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ANOVA
SBP  DBP

Paired-Samples Ttest ~ Repeated measures one-way ANOVA

SBP DBP
lercanidipine  amlodipine

Chi-square test ~ Fisher's Exact test

INC 7
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