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The name of the test product: " Transcutaneous Electrostimulator «ABP-051»
for correction of blood pressure according ТУ-9444-005-12342964-2015. Model:
ABP-051.
Registration Certificate issued by the Federal Service for Supervision in the
Field of Health, № РЗН 2016/3776 dated 31 March 2016.
Certificate for compliance with European standards under Directive 93/42 /
EEC of 01.09.2017
Legal address: Inferm, LLC, 86, Belinskogo st., apt. 487, Ekaterinburg, Russia,
620026.
Postal address: 12 bld. 1, Sibirsky Tract, of. 206, Ekaterinburg, Russia, 620100.
Factory address: 74, Mekhanizatorov st., Kamensk-Uralsky, Sverdlovsk
blast, Russia, 623417.
Division of medical organization that conducts medical study of a medical
device:
Federal State Budgetary Educational Institution of Higher Education "Rostov
State Medical University" of the Ministry of Health of the Russian Federation,
Department of Internal Diseases №1, 29 Nakhichevan lane, Rostov-on-Don,
Russia, 344022
The study was conducted on an outpatient basis on the basis of SBE of RR
"RRAH". Executive in charge: Candidate of Medical Sciences, Ass. Professor
M.Z. Hasanov.
This clinical study is conducted in compliance with the agreed and approved
study design.
Dates of the study: 02/20/2019 - 07/10/2019.
The urgency of the problem
The problem of high blood pressure (BP) is acute for the world scientific
medical community. This is due to the fact that arterial hypertension is a
central cardiovascular risk factor, causing death and disability in 70% of cases.
However, low blood pressure is also a cardiovascular factor, increasing the
risk of developing hypotonic encephalopathy, atherosclerosis, coronary heart
disease and other cardiovascular diseases, while adversely affecting the
quality of life and working ability of a person, often at a young age.
Arterial hypotension (AHT) is understood to mean a decrease in blood
pressure by more than 20% from baseline / normal values, or in absolute
terms, below 90 mm Hg. Art. systolic pressure (SBP) and 60 mmHg diastolic
pressure (DBP). Blood pressure is considered low at a level of <100/60 mm
Hg. in men and <95/60 mm Hg among women. However, it can be
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considered as a variant of the norm in healthy individuals, athletes and
residents of highlands. This option AHT is called physiological.
AHT is considered pathological in cases where it is accompanied by clinical
symptoms and a decrease in the quality of life, as well as household and
professional activity. According to ICD-10, there are: idiopathic (195.0),
orthostatic (195.1), medicine (195.2), and other types of hypotension (195.8).
The decrease in pressure can be acute and chronic.
Among all chronic forms, idiopathic AHT (IAHT) is distinguished, the
prevalence of which in the population is about 12-15% and according to some
data it is detected in 33% of women and 4% of men. However, in view of the
nonspecificity of complaints, the lack of clear diagnostic criteria,
recommendations on this topic, as well as the low appeal ability of patients
for medical help even with a clinically manifested decrease in blood pressure,
the actual prevalence of AHT seems higher.
Most patients are young women, who often complain of headaches, dizziness,
fainting, weakness, tearfulness, a tendency to depression, memory
impairment, meteo-dependent on the background of low blood pressure, and
the first symptoms they may appear already in childhood. About 70% of
women aged 18-35 years complain also about fatigue during exercise - 38%,
increased sensitivity to cold (cold wet palms, feet) - 42%, swelling of the legs
and feet in the evening - 13%, associated with impaired peripheral circulation.
All these symptoms in 80% of cases are manifestations of the somatoform
dysfunction of the autonomic nervous system (ICD - R 45.3), also known as
neurocirculatory asthenia or vegetative - vascular dystonia, requiring timely
non - drug and drug correction.
In order to confirm the diagnosis of idiopathic AHT, it is necessary to exclude
the causes of reduced blood pressure. The patient should be consulted by a
cardiologist, a neurologist, an oculist, an endocrinologist, and doctors of other
specialties, depending on the clinical picture and complaints. It is necessary to
conduct a comprehensive laboratory and instrumental examination, including
a study of the CC, the endocrine and nervous systems (3-fold measurement of
blood pressure with an interval of 3-5 minutes, daily monitoring of blood
pressure (ABPM), ECG (at rest / with exercise tests), EchoCG, EEG, blood test
for glucose, electrolytes, hormones, lipidogram, etc.).
The presence of IAHT in a patient requires the selection of symptomatic and
pathogenetic therapy. Non-drug approaches include lifestyle modification
(optimization of sleep / wakefulness, balanced nutrition, rejection of bad
habits), psychotherapy, use of more salt and a sufficient amount of fluid,
massage of the cervical-collar zone, acupuncture, physiotherapy (hardening,
balneotherapy, hydromassage, electrophoresis on the neck), exercise therapy,
wearing compression knitwear according to indications, etc.
In case of insufficiency of the measures listed above, drug treatment is
applied: herbal preparations (Schizandra, Aralia, ginseng, eleutherococcus),
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midodrine-based drugs, cerebroprotectors, nootropic drugs, antioxidants,
vitamins A, B and E, antidepressants, etc.
At the same time, the high prevalence of AHT, the lack of clinical guidelines
and diagnostic algorithms for this problem, as well as proper approaches to
the management of patients in this group, require the search for new
additional non-invasive methods for the correction of low blood pressure.
Currently we are testing a new physical therapy device percutaneous
electroneurostimulation "ABP-051".
In a prospective study with false control, it is planned to include 30 young
women with AHT and symptoms of low BP that cause discomfort (Figure 1).

Figure 1. Study Design.

Study aim: to assess the impact of coursework Electrostimulator ABP-051 on
the parameters of the daily profile of blood pressure in young women with
arterial hypotension and characteristic symptoms.
Object of study: currently there are 30 young women in the study (completely
completed the study n = 22). The average age of respondents was 23.9 ± 2.1
years.
Preliminary results: all patients underwent AHT, mean blood pressure was
97.6 ± 6.4 / 63.3 ± 6.5 mmHg, and the average duration of history of arterial
hypotension was 12.7 + 8.2 years, family history of arterial hypotension was
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burdened in 50% of study participants. Symptoms of low blood pressure and
discomfort were observed in the study group 4.6 + 2.4 times a week.

Figure 2: Changes in SBP and DBP in respondents before and after using the ABP051 device
Despite the absence of a pronounced increase in blood pressure in
respondents after the use of the Electrostimulator ABP-051, all had a
statistically significant increase in blood pressure (p <0 (1) (Fig. 2). It is also
worth noting that the frequency of symptoms of AH'T delivering discomfort 2
weeks after using the ABP-051 device significantly decreased from 4.6 ± 2.4 /
week to 3.6 ± 1.9 / week (p <0.05 ). The final conclusion about the retention of
the effect of the Electrostimulator ABP-051 use after two weeks of its
cancellation will be possible after the completion of the study.
Preliminary conclusion
Currently, clinical trials of the the Electrostimulator ABP-051 are in
their final phase and this is still preliminary results. However, it can already
be noted that young people with arterial hypotension are a special group of
patients who are in an area of increased cardiovascular risk; therefore, their
early detection will optimize approaches to diagnosis and treatment and
affect the quality of life and prognosis.
The lack of clear guidelines for the management of patients with chronic
(idiopathic) AGT expands the possibilities of using additional non-invasive
methods for the correction of blood pressure, especially in clinically
manifested forms. In this context, the the Electrostimulator ABP-051 can be
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recommended for the correction of low blood pressure in the presence of
symptoms in young women with idiopathic arterial hypotension according to
preliminary data.
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