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Background © A clinical trial was performed to evaluate the antihypertensive efficacy and side
effects of amlodipine. a new long-acting calcium antagonist, in patients with mild to moderate
essential hypertension as measured by 24-h ambulatory blood pressure monitoring.

Methods and Results :

1) The study patients consisted of 4 men and 6 women,and the mean age was 51 years.
Amlodipine monotherapy(5~10mg) was continued for 4 weeks, and blood pressure was measu-
red by 24-h ambulatory blood pressure monitoring.

2) A smooth and sustained lowering of blood pressure was clearly achieved without affecting
the circadian rhythm throughout dosing interval. The mean-pressure drop was 21.2/13.7mmHg
after 4 weeks of amlodipine monotherapy.

3) The ambulatory pulse rate revealed virtually identical average hourly pulses during the
recording period before and after amlodipine treatment.

4) All of the laboratory parameters including blood chemistry, glucose, lipid and electrolytes
did not change significantly after 4 weeks of amlodipine monotherapy.

5) Amlodipine therapy resulted in minimal side effects that were well tolerated.

Conclusion - Once-daily amlodipine monotherapy with 5 to 10mg in controlling blood pressure
throughout each 24-h cycle is effective and well tolerated in the patients with mild to moderate
essential hypertension.

KEY WORDS : Amlodipine * Essential hypertension * Ambulatory blood pressure.
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Fig. 1. Mean hourly systolic and diastolic blood pressure determined with 24-h ambulatorv pressure monitor,
comparing amlodipine 5mg with baseline measurements for 10 patients.
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Table 1. Change of blood bressure and heart rate with amlodipine monotherapy

Mean systolic BP

Mean diastolic BP Mean heart arte

(mm Hg) (mm Hg) (mm Hg)
Baseline(n=10) 150.21+ 5.0 97.5+4.3 74.81+ 5.0
AMDP 5mg(n=10) 185.1£ 7.1* 89.3+ 4.5 76.5+ 8.4
AMDP 5mg(n= 4) 131.8£ 7.0 86.91+ 5.8 76.8+9.0
AMDP 5mg(n= 6) 137.3+ 7.0* 91.0+3.3* 77.1£7.1
AMDP 10mg{n= 6) 130.0% 6.7%* 83.9+ 6.0%* 7941 8.0

Values are meant standard deviation *p<(0.05 vs baseline, **p<(0.05 vs amlodipine 5mg

Table 2. Change of blood pressure during davtime and nightime with amlodipine monotherapy

Davtime mean

Nighttime mean

Daytime mean Nighttime mean

systolic BP systolic BP diastolic BP diastolic BP

(mm Hg) (mm Hg) (mm Hg) (mm Hg)
Baseline (n=10) 15351 11.7 1441+ 12.6 4 100.0+ 8.5 92.2+ 9.0*
Amlodipine 5mg  (n=10) 1398t 11.7% 126.1+ 10.2%,# 92.8+ 7.5% 92.2+ 7.4% #
Amlodipine 15mg (n=6) 1382.7+£168%* 123.0+ 15.8%* & 87.0£ 10.7%* 77.0£7.9%% #

Values are mean standard debiation *p<{0.01 vs baseline, **p<C0.01 vs amlodipine 5mg
#p<0.01 vs davtime. Davtime : AM 6-PM 10 Nighttime : PM 10-AM 6
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Fig. 2. Mean hourly systolic and diastolic blood pressure determined with 24-h ambulatory blood pressure
monitor, comparing responded 4 patients on amlodipine 5mg with baseline measurements.
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Fig. 3. Mean hourly systolic and diastolic blood pressure determined with 24-h ambulatory blood pressure
monitor, comparing amlodipine 5mg, 10mg with baseline measurements for 6 patents.
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Fig. 4. Mean hourly heart rate determined with 24-h ambulatory blood pressure monitor, comparing amlodipine

5mg, 10mg with baseline measurements.

Table 3. Changes of hemogram, blood chemistry and
electrolyte with amlodipine therapy

Baseline After 4 weeks
Hemoglobin(g/dl) 143 £ 2.1 135 = 1.2
Hematocrit( % ) 43  *+ 5.7 40 £ 3.0
WBC X 1,000 7.7 £ 29 64 £ 1.6
Creatinine(mg/dl) 1.25+ 0.3 1.15x 0.2
Glucose(mg/dl) 100 +109 1018 +13.6
AST(1U/L) 164 £ 9.6 199 113
ALT(IU/L) 102 £ 83 10.7 £+ 9.2
Alk.P(1U/L) 28.7 £18.3 29.6 £20.3
Potassium(mEq/L) 49 + 05 43 + 0.5
Cholestrol(mg/dl) 213.5 £33.5 211 +37.3
Triglyceride(mg/dl) 1903 £90.9 1345 +63.1
HDL(mg/dl) 412 12 475 * 14.1

Values are meant standard deviation AST . aspartate
aminotransferase ALT : alanine aminotransferase
Alk.P : alkaline phosphatase HDL : high density lipo-
protein-cholesterol
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