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ABSTrAcT

Perinatal damage to the nervous system is the most common pathology in infants and is char-
acterized by not only a broad syndromic polymorphism of clinical manifestations, but also by 
high frequency of remote functional and organic neurological effects.

The aim of the study was comparative evaluation of the effectiveness of Homeostres homeopathic 
remedy and Phenibut pharmacological drug in the treatment of neurological disorders in children.

Totally 87 children with neurotic disorders between the ages of 4 and 12 years were under the 
supervision, who were randomly assigned to Homeostres (n=43) and Phenibut (n=44) groups. 
Homeostres was administered in a dose of 2 tablets three times a day for 14 days, and Phenibut 
from 0.25 to 0.75 g/day, course of treatment – 2 weeks. The study included a clinical evaluation 
of neurological and somatic status, magnetic resonance imaging of the brain, electroencephalog-
raphy, transcranial Doppler of the brain blood vessels, assessment of the emotional and psycho-
logical state (Luscher test and Children’s Manifest Anxiety Scale from 8 years), and examina-
tions of pediatrician, ophthalmologist, speech therapist and psychologist. The treatment efficacy 
was evaluated 2 weeks after the end of the therapy. Statistical processing of the results of the 
study was performed using Statistica 22.0 software package (Statsoft Inc., USA).

The therapy targeted at reduction of neurotic conditions resulted in the following positive 
changes in the children of the first group: disappearance of anxiety and phobias (46.5%), nor-
malization of sleep (51.5%), improvement of communication skills (23.0%) and the emotional 
sphere (32.0%). Positive dynamics was noted in 23.0% of the children in somatic status, namely 
reduction of gastrointestinal tract dysfunction. No patient was reported to have any adverse re-
actions while taking Homeostres. The children who took Phenibut showed improved motivation 
(18.5%) and communication skills (20.5%). Phobias and anxiety disappeared in 38.5% of pa-
tients, and 53.0% of the children had improvement of sleep. However, 6.8% of the patients had 
allergic skin reactions and 9.1% – abdominal symptoms.

Thus, taking into account the efficacy and safety of Homeostres in the treatment of emotional 
and neurotic disorders, it can be widely recommended for the use in pediatric practice.
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tations and a high rate of long-term consequences of 
somatic and neurological nature. It is known that 
neurological consequences of perinatal nervous sys-
tem affection include functional and organic nosol-
ogies [Barashnev Yu, 2001; Petrukhin A, 2009; 
Kliegman R et al., 2011; Ivanova D, 2015].

Analysis of the prolonged catamnesis (7 to 15 
years of observation) in 398 patients aged from 

introduction

Perinatal nervous system affection is the most 
common pathology in infants [Elkonin B, 2001; 
Dubrovskaya O, 2005]. It is characterized by a 
broad syndromic polymorphism of clinical manifes-
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1 to 16 years allowed to follow the time-course 
of the clinical syndromes as well as the inci-
dence of different nervous system disturbances 
in those patients.

So far, the discussion about the reasons and 
consequences between perinatal damage and neu-
rological diseases of children after 2-3 years of 
age continues in domestic and foreign literature 
[Barashnev Yu, 2001; Petrukhin A, 2009; Klieg-
man R et al., 2011; Khachatryan L, 2012; Iva-
nova D, 2015]. Long time observation had proved 
transformation of one syndrome into others: for 
example, syndrome of motor disorders into hy-
perkinetic syndrome and neurotic disorders, li-
quor-vascular syndrome into cephalgia, and veg-
eto-visceral syndrome into first enuresis and pa-
rasomnia. According to different author estimates 
the incidence of the functional outcomes of peri-
natal nervous system affection varies from 32 to 
43% [Nemov R, 2001; Studenikin V et al., 2008; 
Kurinczuk J et al., 2010, Martinez-Bierge M et 
al., 2012; van Laerhoven H et al., 2013]. 

Those patients need comprehensive medical 
and psychological support which in most cases 
must be long-lasting. Thus, the search of novel, 
safe and effective means of perinatal nervous sys-
tem affection treatment is really topical now.

The aim of the study was comparative evalu-
ation of the effectiveness of Homeostres homeo-
pathic remedy and Phenibut pharmacological 
drug in the treatment of neurological disorders 
in children.

Material and MethodS

Out of 398 observed patients with the conse-
quences of perinatal nervous system affection 168 
patients (42.2%) aged 4 to 12 years with functional 
impairments and disorders of the nervous system 
were identified. Among them were 98 (58.3%) 
boys and 70 (41.7%) girls. The diagnostic design 
included the evaluation of neurological and so-
matic status, neuroimaging (brain MRI), electro-
encephalography, cerebral transcranial Doppler 
angiography, an assessment of emotional and psy-
chological state using the Luscher test and Chil-
dren’s Manifest Anxiety Scale modified by A.M. 
Prikhozhan for children above 8 years [Prikhozhan 

A, 2002; Miklyaeva A, Rumyantseva P, 2004; Du-
brovskaya O, 2005; Luscher M, 2008; Zakharov V, 
Voznesenskaya T, 2014]. 

Laboratory assessments included biochemical 
and clinical blood tests. All the children were ex-
amined by speech therapist, psychologist, ophthal-
mologist and pediatrician.

From hetero-nosological group 87 (51.8%) 
children out of 168 patients had different neu-
rotic manifestations and emotional disturbances. 
Those children were randomized into two groups 
(Table 1). I group (group of Homeostres, n=43) 
received Homeostres (“Boiron”, France) as a cor-
recting drug during 2 weeks, while II group 
(group of Phenibut, n=44) received Phenibut 
(“Olainpharm”, Latvia) during 2 weeks adminis-
tered in age-specific dosages. Baseline data were 
taken into account in each study group separately. 
In both treatment groups children received medi-
cines in accordance with age-specific recommen-
dations. Evaluation of the effectiveness was per-
formed by means of the control clinical examina-

TABle 1
Nosological structure of disorders in children 

with functional consequences 
of perinatal nervous system affection

Nosologies Incidence
n (%)

ICD-10 
code*

Motor dysfunctions:
Discoordination

Motor awkwardness

Delay in mental and speech 
development and general 
underdevelopment of speech

54
(32.1%)

G 99.8

G96.8

G98.0

Disturbance of conduct and 
attention deficit
hyperactivity disorder

27 
(16.1%)

F91.8

F 90.0
Emotional disturbances/instability
Nervousness, 
Agitation, 
Hysterics tantrum

29 
(17.3%)

R 45.0
R 45.1
R 45.4

Neurotic manifestations:
Enuresis
Tic disorders
Tension cephalgia
Anxiety, phobias
Sleep disorders

58 
(34.5%)

F 98.0
F 95.0
G 44.2
F 41.0
F 51.0

Note: * – International Classification of Diseases
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tion by extra- and intracranial Doppler angiogra-
phy of cerebral vessels, electroencephalography, 
Luscher test and Children’s Manifest Anxiety 
Scale before and after the therapy.

Homeostres is a mixed homeopathic drug con-
taining six active components, which determine 
its polyvalent mode of action (Table 2). Homeo-
stres action is not only determined by it anxio-
lytic effect on the nervous system but also by its 
normalizing effect on somatic status of the child. 
The drug was used in a dose of 2 tablets 3 times a 
day during 14 days.

Phenibut contains two active substances: amin-
ophenyl-butyric acid (phenylethylamine derivative 
with tranquilizing action) and gamma-aminobu-
tyric acid (with nootropic action). Excipients: lac-
tose, potato starch, polyvinylpyrrolidone low-mo-
lecular, stearinic calcium. The dose of Phenibut 
was 0.25 to 0.75 g/day during 2 weeks. Efficacy 
was assessed twice immediately after the treatment 
course and two weeks after its termination. 

Statistical processing of the study results was 
performed using Statistica 22.0 software pack-
age (StatSoft Inc., USA). The significance of 
differences was assessed using criteria of Mann-
Whitney, Fisher, and Student’s t-test. A two-
tailed p-value of less than p<0.05 was consid-
ered significant. “IBM SPSS Statistics, version 
22”and “Microsoft Excel 2010” were used for 
all statistical analyses.

reSultS and diScuSSion

Nosological structure of disorders in 168 pa-
tients is represented by the following functional 
impairments and disorders of the nervous system 
(Table 1). Out of 168 patients 29 (17.2%) were 
presented with emotional disturbances, while 58 
(34.5%) had different neurotic disorders emerged 
at the age of 2.5-3.5 years, when children were put 
under the conditions of the primary social adapta-
tion (nursery schools, early development groups, 
etc.), and their nervous system “could not cope” 
with its adaptive and regulatory function.

Complex diagnostics of 87 children with emo-
tional disturbances and neurotic manifestations 
demonstrated that the most pronounced disorders 
were observed during transcranial Doppler angiog-
raphy characterizing the cerebral blood flow. Dif-
ferent disturbances of the blood supply in the main 
vessels and venous outflow were observed in all 87 
patients. A statistically significant decrease in the 
blood flow in the anterior and middle cerebral ar-
teries of 28.0±4.2% and 26±2.3%, correspondingly 
(р<0.05), was observed as well as the disruption of 
the venous outflow of 34±5.4% (р<0.03) worsen-
ing under stress (neck flexion and head rotations) 
by an average of 1.4 times compared to the back-
ground values. All patients were presented with 
insufficiency of the regulatory function of the au-
tonomic nervous system of the mixed type with the 
signs of tension of adaptation processes. 

According to neuroimaging data, 32 (37%) of 
87 children were diagnosed with changes pre-
sented in the form of minor residual ventriculo-
megaly. According to the results of the neurofunc-
tional brain examination performed by electroen-

TABle 2
Structural components of Homeostres and range of their application

Active substance Indications

Aconite (aconitum napellus) Agitation, nightmares, headaches

Deadly nightshade (belladonna) Agitation, anxiety, spastic pains/aches

Marigold (calendula officinalis) Nervous system asthenia, jitteriness, sleep disorders

Celandine (chelidonium majus) Depression, fatigue, abdominalgia, 
dyskinesia of gastrointestinal tract 

Licorice (jequirity) Irritation, spastic disorders

Viburnum (viburnum opulus) Emotional lability, gastritis, irritation
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cephalography, 78% of patients were diagnosed 
with midline structures dysfunctions, disorganiza-
tion of the bioelectric activity of the brain in the 
form of the irregular basic rhythm, and paroxysmal 
activity was found in 12 (17.2%) of them.

According to the clinical and biochemical blood 
tests, none of the children had significant differ-
ences from the age-specific reference values (all 
children were examined in the absence of acute so-
matic conditions).

All 87 children underwent Luscher test with the 
assessment of emotional, communicative and voli-
tional spheres (Fig., blue columns). The disorders 
that the children had under the observation were 
verified by the sequential selection of the colour in 
accordance of its pleasantness for the child. 
Changes in emotional balance were noted in 51% 
of children, changes in motivation in 23%, uncom-
municativeness/unsociability-related disorders in 
51%, and symptoms of phobias and anxiety in the 
majority of the children (88.5%). Detailed anxiety 
analysis (according to Children’s Form of Mani-
fest Anxiety Scale in 45 children above 8years) 

with testing from 53 points detected three levels of 
anxiety: slightly increased (37.6%), clearly in-
creased (35.1%) and very high (27.3%).

Patients of I group (43 children) receiving Ho-
meostres was shown to have positive dynamics 
during the second Doppler angiography in the form 
of venous outflow improvement in 28% patients 
and autonomic supply improvement in 48.8% pa-
tients with the tendency towards normalization. 
There were no statistically significant changes in 
the blood flow in main vessels. In patients receiv-
ing Phenibut (44 children), the improvement of ve-
nous outflow was observed in 31.8% of cases 
(most likely due to functional spasm reduction) 
and positive dynamics – in 38.6% (17 children) 
(р<0.06). Patients in both groups didn’t demon-
strate statistically significant changes during elec-
troencephalography, however, positive changes in 
the form of irritation decrease were observed in 
32.5% of children in I group and 36.3% in II group.

As for neurotic conditions reduction positive 
changes were observed in children of I group in the 
form of anxiety and phobias leveling in 46.5% of 
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Figure. Structure and frequency of disturbances of neurotic manifestations before corrective treatment 
(blue columns), and dynamics of improvement of neurotic disorders after treatment with Homeostres 
(red columns) and Phenibut (green columns)

NoTeS: 1 – anxiety and phobias; 2 – uncommunicativeness; 3 – motivation disorder; 4 – emotional 
disorder; 5 – sleep disorder
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patients, sleep improvement in 51.5% patients, 
communicability improvement in 23%, and normal-
ization of emotional sphere in 32%. The reduction 
of the main symptoms in patients receiving Homeo-
stres is shown in figure (red columns and table 3).

As for the children receiving Phenibut the im-
provement of motivation (18.5%) and communica-
bility (20.5%) was demonstrated. Phobias and anx-
iety leveled in 38.5% children and the improve-
ment of the sleep was observed in 53% patients 
(Fig., green columns and table 3). 

According to the aforesaid, it is clear that the use 
of Homeostres in the treatment of neurotic manifes-
tations is justified by its effectiveness, which is 
practically similar to that observed in the treatment 
with Phenibut (Table 3). A positive feature of the 
corrective therapy was its short duration lasting 14 
days only whereas the recommended duration of 
Phenibut treatment was at least 2 weeks (more often 
3-4 weeks). Also, Homeostres was well-tolerated 
and was not associated with side effects, which is 
especially important in pediatrics. It is also impor-
tant that neurological dynamics in 23.0% of chil-
dren was accompanied with somatic status improve-
ment particularly with the reduction of gastrointes-
tinal dysfunctions (leveling of atonic constipations).

concluSion

Correction of emotional and neurotic changes re-

quires the active participation of the doctor. The 
range of the drugs used for the treatment of such dis-
orders is rather wide; however, many of them have 
serious side effects. This fact indeed motivates doc-
tors to find new and safe drugs. For a long time doc-
tors have had a cautious attitude and sometimes even 
mistrust to homeopathic preparations. However, after 
the official recognition of homeopathic treatment in 
traditional medical practice in Russia (Decree of 
Ministry of Health of the Russian Soviet Federated 
Socialistic Republic, dated July 1, 1991, No 115, “On 
the development of the homeopathic method in med-
ical practice and improving the organization of pro-
viding the population with homeopathic drugs”) a 
huge interest emerged in homeopathy in different di-
rections of medicine, especially in pediatrics.

This verified clinical-paraclinical and neuro-
psychological study demonstrated the efficacy of 
the use of the homeopathic medicine Homeostres 
in the treatment of emotional and neurotic distur-
bances. Contrary to allopathic conventional drugs, 
Homeostres use is not accompanied with side ef-
fects. Additionally, a positive effect was observed 
on somatic status in 23.0% of children.

Thus, in accordance with the aforesaid, the 
use of Homeostres in the correction of neurotic 
and emotional disorders in children is justified 
and can be recommended for the use in general 
health care practice.

TABle 3
Comparative evaluation of Homeostres and Phenibut effectiveness in neurotic and emotional disturbances 

correction in examined children, n (%)

Characteristics

Neurotic 
disorders 

before therapy
(n=87)

Improvement of neurotic disorders after treatment with

Homeostres
(n=43)

Phenibut
(n=44)

Leveling of anxiety and phobias 88.5 46.5 38.5*
Sleep improvement 88.5 51.5 53.0
Motivation improvement 23 4.0 18.5*
Communicability improvement 51 23.0 20.5
Normalization of emotional sphere 51 32.0 36.0

Tolerance Good Allergic reactions (6.8%), 
abdominalgias (9.1%)

Onset of the effect Beginning from the 3rd day On 5-7th day of the treatment
Age Children above 3 years Children above 2 years
Note: * – differences between the groups are statistically significant (р<0.05)
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