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Abstract

Background: Currently, bronchodilator medication recommended in the basic treatment of stable chronic obstructive pulmonary disease (COPD) does
not have direct anti-inflammatory properties. According to recent researches Fenspiride has a multi-functional effect on various links of the inflammatory
process in the respiratory tract. The purpose of this study was to assess the clinical efficacy and safety of Fenspiride in the treatment of COPD in remission.
Material and methods: The research was performed on a group of 42 patients with COPD in stages GOLD 1 and GOLD 2. Depending on the treatment
applied, patients were divided into 2 groups. The first group received Fenspiride with basic treatment and the second group only basic treatment. The
main symptoms, pulmonary ventilation indexes and exercise tolerance were assessed in all patients.

Results: The results obtained showed that Fenspiride improves the symptoms of the disease, pulmonary ventilation and increases patients’ exercise tolerance.
Conclusions: Fenspiride is an effective and harmless remedy that can be used for the anti-inflammatory treatment of stable COPD in stages GOLD Iand II.
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Introduction

Chronic obstructive pulmonary disease (COPD) is a
common pathological condition characterized by persis-
tent, usually progressive, irreversible or only partially re-
versible limitation of airflow, associated with an inflamma-
tory response of the airways and lung tissue, as a result of
exposure to harmful or gaseous particles [1, 2].

COPD has become a major medical, social, and eco-
nomic problem for global health systems due to the dizzying
rise in both prevalence, and morbidity and mortality [2, 3].

The effectiveness of treatment aimed at stopping the
progression of COPD largely depends on the possibilities
of attenuation of the chronic inflammatory process as the
main link in the pathogenetic chain of the disease [2]. Cur-
rently, bronchodilator drugs are recommended in the basic
treatment of stable COPD, medication, which does not have
direct anti-inflammatory properties.

Current pharmacological treatment of stable COPD re-
duces the symptoms, frequency, and severity of exacerba-
tions, but does not change the long-term decline in lung
function and patient health. This dictates the need to look
for new medications, which would increase the effectiveness
of existing therapy [4], which refers primarily to the treat-

ment of bronchial inflammation that is resistant to cortico-
steroids in most patients [5].

Some perspectives in the anti-inflammatory treatment
of COPD are associated with the use of Fenspiride, which
according to multiple recent experimental and clinical re-
searches have a multi-functional effect on various links of
the inflammatory process in the respiratory tract [6, 7].

The purpose of the study consists in the assessment of
the clinical efficacy and safety of Fenspiride in the treatment
of patients with stable COPD, grade GOLD 1 and GOLD 2
over 6 months.

Material and methods

The study included 42 patients (38 men and 4 women)
with a diagnosis of stable COPD. The age of the patients
ranged from 46 to 55 years (mean age = 49.3 + 2.8 years).
The average disease duration was 14.3 + 2.5 years, and the
smoking index was equal to 11 packs / year. Patients did not
have major concomitant illnesses, which could lead to their
exclusion from the study. Depending on the treatment ap-
plied, patients were divided into 2 groups, comparable by
age, gender, duration of illness and smoking. The patients
in group I (baseline) (n = 20, 18 men and 2 women) were
administered Fenspiride (Eurespal, manufacturer “Servier”,
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France) at a dose of 80 mg twice daily per os, based on Sal-
butamol treatment, if necessary. The patients in the control
group II (n = 22, 20 men and 2 women) received only Sal-
butamol treatment when needed. All patients underwent
clinical, laboratory and instrumental investigations, includ-
ing spirometry and chest radiography.

To assess the functional capacity of patients with COPD,
exercise tolerance was determined using the 6 minute walk
test (6MWT) [8]. After completing the 6 minutes of walk-
ing, the distance walked by the patient was measured and
a questionnaire for the subjective evaluation of fatigue and
dyspnea felt (Borg scale) was applied to each studied patient
[9].

The statistical analysis was performed using the pro-
gram “STATISTICA for Windows, Version 117. Data were
presented as mean + standard deviation. The two-tailed sta-
tistical criterion “Student” was also used to evaluate the data
before and after treatment. A “p” value of less than 0.05 was
considered statistically significant.

Results and discussion

The main clinical symptoms (shortness of breath, cough,
and sputum expectoration) signaled a genuine decrease al-
ready after 3 months of treatment. After a 6-month course of
treatment, compared to the intermediate stage of the study,
a further reduction in the severity of all clinical symptoms
was observed (fig. 1).

Eurespal + basic treatment Basic treatment

25 25

2

1.5

il

Points

Points

0.5

[
Cough Dyspnea Sputum Cough  Dyspnea  Sputum

M Initial B After 3 months of treatment ll After 6 months of treatment
* P < 0.05 compared to the initial data.

Fig. 1. Dynamics of the clinical symptoms after
6 months of treatment.

The positive dynamics of clinical symptoms took place
against a background of improved pulmonary ventilation
indexes. After 3 months of treatment, the maximum ex-
piratory volume in the first second (FEV1) increased sig-
nificantly in group I and over the next 3 months this index
continued to increase, but its increase was not statistically
significant. At the end of the treatment course, a statistically
significant increase of the FEV1 / vital capacity ratio was re-
ported, compared to the initial data and the results obtained
at the end of the first 3 months of treatment. In group II, the
same indexes, calculated after 3 and then 6 months of treat-
ment did not show significant changes (fig. 2).

The assessed shortness of breath before and after the
walk test also changed. The degree of dyspnea at the end of
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Fig. 2. Dynamics of the indices of external respiration function
after 6 months of treatment.

the walk test examined after 3 and 6 months of treatment
was more pronounced in group II (fig. 3).
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Fig. 3. Dynamics of dyspnea on physical exertion according to
the data of the 6-minute walk test.

According to a 6-minute walk test, the administration of
Fenspiride in the complex treatment of patients with COPD
also contributed to increased exercise tolerance. The dis-
tance walked by the patients of the first group after 3 months
of treatment increased by 32.5% (from 296.1 + 18.3 m to
392.3 £ 17.4 m, p < 0.05), and by the end of treatment the
increase in the distance walked was insignificant, 3.1% by
the 6th month, compared to the 3rd month.
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Fig. 4. Dynamics of the exercise tolerance after
6 months of treatment.
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In group II this indicator did not change significantly:
after 3 months of treatment the distance walked increased
by 23.5% (from 289.5 + 16.8 m to 357.4 = 15.7 m, p > 0.05),
and over 6 months — by 2.4% compared to the 3rd month
(fig. 4).

The frequency of use of salbutamol in the group of pa-
tients taking Fenspiride was significantly lower not only in
relation to the reference values (p < 0.05), but also in com-
parison with the similar values in group II, which showed
a positive dynamic, but insignificant throughout the treat-
ment.

The doctor’s assessment of the tolerance of Eurespal
treatment showed no adverse reactions during the study,
except in two cases (nausea and headache), which did not
require drug correction.

The results obtained in the current study are consistent
with the investigations of other authors [5, 7].

Conclusions

The study results revealed that the group of the patients
who underwent treatment with Fenspiride in combination
with Salbutamol, if necessary, showed significant decrease
in main symptoms severity, improved pulmonary ventila-
tion indexes and increased exercise tolerance. This allows
us to conclude that Fenspiride is an effective and harmless
remedy that can be used for the anti-inflammatory treat-
ment of stable COPD in stages GOLD I and II.
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