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ABSTRACT

Background and Objectives : Amlodipine camsylate (Amodipin™), a newly developed amlodipine formulation, has similar
physical properties and pharmacokinetic equivalency to that of the conventional formulation (amlodipine besylate,
Norvasc®). Subjects and Methods : This prospective, randomized, double-blind, parallel designed, multicenter study was
conducted at a total of 7 sites. 95 patients with mild to moderate essential hypertension were enrolled. Following the 2
week administration of a placebo, the patients received 5 mg of amlodipine once a day for a total of 8 weeks. If either
the blood pressure was =140/90 mmHg or the sitting diastolic blood pressure had not decreased by =10 mmHg from
those at the baseline after 4 weeks of treatment, the dose of amlodipine was increased to 10 mg. The blood pressure
was measured twice every 4 weeks and mean value recorded. Results : The diastolic and systolic blood pressures were
significantly decreased with both amlodipine camsylate (baseline DBP: 97.4+5.8 mmHg, 8* week DBP: 84.1 8.8 mmHg,
mean differences: —13.3+7.4) and amlodipine besylate (baseline DBP: 95.9+5.9 mmHg, 8" week DBP: 83.2+9.2 mmHg,
mean differences: —12.4+8.3). The incidence of drug related adverse events was similar in both groups. Conclusion :
This study suggests that once-a-day monotherapy of amlodipine camsylate is effective for the control of blood pressure
in patients with essential hypertension, without significant adverse events. (Korean Circulation J 2005;35:247-252)
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Table 1. Baseline clinical characteristics, blood pressure and heart
rate

Amlodipine Amlodipine
camsylate (n=42) besylate (n=42)
Sex
Male 23 (49.5%) 24 (50.5%)
Age (yrs) 52.3+9.9 540%9.5
Height (cm) 162.2+8.2 163.4£8.1
Weight (kg) 652%9.1 67.1+11.1
Diastolic BP (mmHg) 97.4+58 959159
Systolic BP (mmHg) 146.9+12.9 147.8£14.1
Heart rate (BPM) 73.81+8.2 71.9+8.1

BP: blood pressure, BPM: beats per minute
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Table 2. Changes of blood pressure after treatment

Amlodipine Amlodipine
camsylate besylate P
(n=42) (n=42)
Diastolic BP (mmHg)
Baseline 97.4+58 95.9+59 NS
8th week 84.1+88 83.2+9.2 NS
Mean differences —-133*+7.4 —-12.4%+8.3 NS
Systolic BP (mmHg)
Baseline 146.9+12.9 147.8+14.1 NS
8th week 129.2+12.5 129.5+10.7 NS
Mean differences -178*11.5 —18.4*+13.1 NS
BP: blood pressure
mmHg
180 p<0.05 [ Amlodipine
160 camsylate
p<0.05 Bl Amlodipine
140 - besylate
120
97.4 959
100 | 84.1 832
80 |
60 -
40 + NS
20 -
-13.3  -124
0 |
Baseline 8th week
-20 - .
Mean differences

Fig. 1. Changes of diastolic blood pressure affer freatment. NS:
non-significant.
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Fig. 2. Changes of systolic blood pressure after treatment. NS:
non-significant.

Table 3. Summary of adverse events related drug

Amlodipine Amlodipine
camsylate (n=47)  besylate (n=48)

Headache 2 1
Dizziness

Adverse events

Cough
Edema

Elevated liver enzyme
Skin rash
Total

2 0
1 1
1 1
Palpitation 0 1
0 1
1 1
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