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(ENGLISH TRANSLATION (only pertinent portions))

1. INTRODUCTION
(Extracted from page 199, right column - lines 13 to 29)

As discussed above, nicotinic acid shows strong lipid lowering action, and at the
same time reported to be effective in the secondary prophylaxis against myocardial
infarction; and currently, National Institutes of Health (NTH) in the United States
mstructs nicotinic acid as first-line therapy'® for hyperlipidemia. Howaver,
nicotinic acid in Japan has not always been regarded as first-line therapy. The
reason for this is that when compared with other countries, nicotinic acid dosage in
Japan has been one-half or less; that is to say, extremely low dose. This is
congidered to be attributed to nicotinic acid-specific adverse side-effects such as
flushing.

VI. CONCLUSION
(Extracted from page 206, sub-titled section)

(1) By niceritrol administration (1,600 mg to 3,000 mg), in each of the items TC, TG
and HDL-c showed a significant improvement from week 8 onwards.

(2)  Dose-response of niceritrol was verified for each dosage, where for those groups
increased to 2,250 mg or 3,000 mg showed high rate of decrease for TC and TG; and,
high rate of increase for HDL-c.

(3) By adopting a gradual dose titration for niceritrol, development of adverse
side-effects such as flushing have been suppressed; moreover, by reducing dosage
adverse side-effects disappeared enabling of increasing dosage up to effective
administering quantities. Thus, optimal dose for each of the patients were found
and able to obtain valid therapeutic effects.
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Summary

Effect of Large Dose of Niceritrol (Perycit®) on Hypercholesterolemia
—by Administering Gradually Increasing Doses
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We studied the effect of large doses of niceritrol
in 120 patients with hypercholesterolemia. The
dose of niceritrol was increased every 4 weeks
from 750 mg, through 1,500 mg and 2,250 mg to
3,000 mg/day. The final dose was adjusted to
obtain good control or good compliance of each
patient. Four groups of patients were established
according to the final dose.

Serum cholesterol decreased 1,89, 8.1%, 11.99,,
and 13.2%, and HDL-cholesterol increased 6.3%,
16.9%, 18.4%,, and 13.89%, with the dose of 750
mg, 1,500 mg, 2,250 mg, and 3,000 mg/day,

respectively. In 23 patients at the final dose of

2,250 mg/day, whose initial cholesterol levels were
higher than 240 mg/dl, the serum cholesterol
level reduced 169%. In 21 patients of the same

group, whose initial LDL-cholesterol levels were
higher than 150 mg/d/, the reduction rate in LDL-
cholesterol was 21 9.

Side effects were found in 17.5%; of the subjects.
There was no difference in the frequency of the side
effects among the 4 groups.

This study indicates that a large dose of ni-
ceritrol administer in gradually increasing doses
Jeads to a significant reduction in serum cholesterol
and LDLl.-cholesterol levels and a significant in-
crement in HDL-cholesterol level without in-
creased side effects.

Key words: niceritrol, nicotinic acid, gradually
increasing dose, total cholesterol, HDIL.-choles-
terol,
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