HPE,HBAPHTEJII:.HI)Iﬁ NPOTOKOJ KJIMHUYECKOI'O
UCCJIEJOBAHUMSI

HaumenoBaHue  HCINLITYeMOro  M3JeJusi: «DJIEKTPOCTUMYISITOP
YPeCcKOMKNBIH /151 KOPPEKUHH aPTEPHANLHOTO NABICHHI «ABP-051» o TY-
0444-005-12342964-2015» (ranee — DJIEKTPOCTUMYIISATOP «ABP-051»). Mozeib:
ABP-051.

PerucrpalldOHHOE YIOCTOBEPEHHE, BBIIAHHOC denepabHOR Cyk00# 110
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Ceprudurar Ha COOTBETCTBUC EpporiefickuM HOpMaMm MO IHPEKIHBE
93/42/EEC ot 01.09.2017 roxa.
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Ceepaosckas o6nacts, r. ExarepunOypr, ynuna Benunckoro, 86-487.
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AKTYaJIbHOCTD NMPOOJIEMBI

[IpoGiieMa MOBEIILIEHHOTO apTepHallbHOTO NABICHUA (A]Jl) ocTpO CTOUT TMEPe]
MUPOBBIM HAy9HLIM MEIMLIMHCKMM COODIIECTBOM. D10 CBsI3aHO C TEM, HYTO
aprepuanbHas —TUIEPTEH3US  ABJIACTCH BeJyIledl TNpPUYMHOM  CMEPTH H
uHBanmaHoctH B 70% ciydaes Ha (QoHe pasBUTHA  CEPACHHO-COCYAMCTbLIX
OCJIOKHEHHH.

Bmecre ¢ Tem, Hu3koe AJl Tamke sBIAETCS CEPUAETHO-COCYAMCTBHIM
(GakToOpoOM, NOBBILIAS ~PHUCK  Pa3BUTHS IUMOTOHUYECKOW — dHLEe(aNoNaThH,
aTepOCKIIEpO3a, HIlIeMUIeCcKO# DoNe3HK cep/iua 1 IPYrux sabonesanuit CCC, npu
YTOM HETaTHBHO CKA3BIBASCH HA KAUECTBE JKM3HHW M TPYIOCIIOCOOHOCTH YEOBEKa,
4acTO B MOJIOZOM BO3PacCTe.

[on  aprepuanphoi  rumotensued  (AL'T)  moHMMaOT — CHKEHHE
apTepUaILHOrO JaBICHUS 6onee, uem Ha 20% ot MCXOMHOTO/00BIYHBIX 3HAUeHUH,
unu B abconmoTHBIX nubpax - Hwke 90 MM pT. CT. CHCTOJIMYECKOro JaBJICHMUS
(CAJD) # 60 MM PT.CT. AMACTOJIMUECKOTO JaBJICHHUS (JIAL1). AJl cunTaercst HU3KUM
npu yposHe < 100/60 MM pT.CT. y MYyXHYHH d < 95/60 MM pT.CT. y >KEHIIHH.
OnHAako MOKeT PpacCMaTpUBaThCsl Kak BapWaHT HOPMBI Y 3A0POBLIX JIMIL,
CIIOPTCMEHOB M JKUTeNel BbICOKOropbst. Takod BapuaHT AI'T HazpIBaroT
(hHU3UOIOTHIECKUM.

AT'T cumdTaeTcsl aTOJOrMYECKOH B TeX CllydasX, Korja OHa COMpOBOKAACTCI
KIHHUYECKOM CHMIITOMATHKOMN ¥ CHIDKEHHMEM KaueCTBa JKM3HH, a Takke ObITOBOMH
u  mpodeccuonansHoit  akrtusHOCTH.  CoOrnacHo MKB-10  BBIIEISIOT!
unronatndeckyio (195.0), oprocratudeckyio (195.1), nekapcTBeHHYIO (195.2) u
npyrue Buipl runotensuy (195.8). CHnkeHHE NaBIEHAS MOXET OBITH OCTPBIM M
XPOHHUECKUM.

Cpeay BceX XpOHMIECKMX (OPM BBIICIISIIOT MAMONATHIECKYIO ATTI (MAL'T),
pacpoCTPaHEHHOCTh KOTOPOH B IOMNYJSLIUKA COCTABIACT OKOJIO 12-15% wu 1o
HEKOTOPLIM JAHHBIM OHa BbIsBIseTCT Y 33% XeHIMH 1 4% MYKUMH. OpnHako, B
BUIAY HECTeUM(UYHOCTH Kanod, OTCYTCTBHMS — UeTKMX  IMATHOCTUICCKUX

KPUTEPUEB, PEKOMEHIALMK [0 JTOH TeMe, a TaKike HU3KOH 00palaeMOCTH
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MalMedToB  3a  MEOWLMHCKOH  IOMOIIBI  JaXe  [pu  KIHHMYECKH
manudectuposantoM cHwkenun AJl, peanpHas pacrpoCTpaHeHHOCTH Al'T
MPECTaBIISIETCS BLILIE.

BOJBIIMHCTRO [MALlMEHTOB — MOJIOJble JKEHIIMHBI, KOTOPBIE 3a4acTylo
NPEJ(BABIMIOT JKAIOOBl Ha TOJOBHBIE OOJH, TFONOBOKDYKEHMS, 00OMOPOKH,
cnabocTh, IUIAKCHBOCTL, CKJIOHHOCTH K JIENIPECCHM, HapyLIEHME MNaMATH,
METE03aBUCHMOCTE Ha (DOHE MOHMKEHHOI0 apTepHallbHOrO JAABJICHHUS, NPHYEM
epBble CUMIITOMBl Y HUX MOIYT TOSIBIATBCS YK€ B JIETCKOM BO3pacTe. Oxoo
70% skeHlMH B Bo3pacte 18-35 yer MpelbsBIAIOT xkajno0bl TakKe Ha OBICTPYIO
yTOMIIEMOCTL — TIpM  (Qu3mdeckod  Harpyske - 38%,  TOBBILLICHHYIO
UYBCTBUTENBHOCTE K XOJIOAY (XOJOAHBIC BIIAXKHBIE JIAZIOHH, cTotel) — 42%, OTEKH
rofeHeil M CTOM K Bedepy — 13%, CBsi3aHHBIE ¢ HApYIIEHWEM MEPU(pEpUHecKoro
kpoBoobOpaieHust. Bee nepednciieHHbIE CUMIITOMBI B 80% cny4aeB SBISIOTCS
[POSIBIICHUSAME COMaTO()OPMHON AUCHYHKIUH BEreTATUBHOH HEPBHOM CHCTEMBI
(MKBD - F 45.3), u3BeCTHOM TakKe KaK HeMpOLUPKYIATOpHas aCTEHUS MM BETCTO-
cocyiaucTas JMCTOHMS, TpeOylomen CBOEBPEMEHHOH HEMEIMKaMEHTO3HOW |
JIEKapCTBEHHON KOPPEKIIWH.

C uensio MOATBepAEHHs amarHosa uamomaruueckod AT rtpebyercs
pcmodenre  npuuun  cHwkenHoro  AJl. TlamweHT  JIO/DKEH OBITD
MPOKOHCYJIBTUPOBAH Yy KapiMOJora, HEBpOJora, OKYIMCIa, 3HIOKpUHOIOra 1
Bpaueil Ipyrux CIELHaJbHOCTEH B 3aBUCHMOCTH OT KJIIMHUYECKOM KapTHHBI U
xano6. HeobXomuMMo IPOBECTH KOMIUIEKCHOE J1abopaTOpHO-HHCTPYMEHTaIbHOE
obcneqosanue, Binouaroniee uccienosanue CC, SHIOKPUHHON ¥ HEPBHON CUCTEM
(3-x kparHoe usmeperue AJ[ ¢ untepsanom 3-5 muH, CMAJL, DKI (B rokoe/c
Harpy3ouHbIMu Tectamu), DxoKI', D217, anaiii3 KpoBH Ha IIIIOKO3Y, 2IEKTPOIUTEL,
rOPMOHBI, JIUITHAOTPAMMY H IP.).

Hanuune y mnaumenta MAIT tpebyer monbopa CHMITOMaTHYECKOH K
MATOreHETHYEeCKOM Tepariuy. HeMeankaMeHTO3HBIe NOJXOBI BKIKOYAlOT B ceds
mMommbuKauio obpaza KM3HM (ONTHMM3alMs peXuMa COH/OONPCTBOBAHMUE,

c6ana1—1cwp013a1—n-loe Irarme, OTKa3 0T BpPEAHBIX HpHBbl“IEK), rMcuxoTepanusd,
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YHOTPE()J'IGHHE DoJIBIIEro KOJIW4ecTBa HOB&pBHHOﬁ COJIM ¥ JO0CTaTOYHOI'O

KOJTMYEeCTBa HKUJIKOCTH, Maccax LIEHHO-BOPOTHUKOBON 30HBI,
urnopedrexorepanmio,  (usnoTepanuio  (3aKanMBaHue, OanpHeoTEparusl,
rugpoMaccax, — anexrpodopes  Ha  00nacTh wen), JIOK, wHomeHue

KOMITPECCHOHHOTO TPUKOTAXKa 110 MOKa3aHUAM U JIp.

TIpy HeOCTATOYHOCTHU HEPEUMCIEHHBIX MEpP PUMEHACTCS MEAMKAMEHTOZHOS
MeyeHe: Mpenaparsl PACTHTENHHOIO TPOMCXOXKUEHMS (JIMMOHHUK, —apalus,
JKEHBIIEHb, HIICYTEPOKOKK), npenaparsl Ha OCHOBE MUI0ApKUHA,
LepeGponpoTeKropsl, HootponHble JIC, aHTHOKCUAAHTHI, BUTAMUHbL I'PYTIIDI A, B
1 E, anTunernpeccanTsl U JIp.

Bmecte ¢ Tem, BbIcOKas pacmpocrpaHeHHocTh AL, oTcyTcTBHME
KJTMHAUECKIX PEKOMEH Il U IMAarHOCTUHYECKHUX alTOPUTMOB 110 3TOH npobneme,
a TAKOKe HAUTOKAIMX MOJXOA0B K BEIEHHIO TIALMEHTOB TOH IPyMIbl, TpedyIoT
[OMCKA  HOBBIX  JOIMOJHHUTENBHBIX ~ HEHWHBA3MBHBIX ~ METOMA0B  KOPpEKLHH
CHIDKEHHOTO apTepHabHOro AaBleHU.

B uacrosuiee  BpeMs ~ HaMH  [IPOBOAMTCS  ampodalus — HOBOTO

(][')I/ISHOTep aleRTHUYeCKOoro  darrapara qPECKOH(HOﬁ BHCKTPOHBf’IpOCTHMYH SIOMUH

«ABP-051».

[MrzarH MccnenoBaHuA
«KoppeKL A NOHMKEHHOro apTeprasibHoro AaB/1e@HHUA Y
MOIOAbIX XEHLMH MpK Nomou annapata «ABP-051»»

it i
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=

14 1Hel

Pucynox 1. Jluzalin UcclienoBaHuUsL.
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B [poCHeKTHBHOE HccienoBanie ¢ (anbll-KOHTPOJIEM  ILIAHHMPYETCs
prmounTh 30 wmomomnix okenumH ¢ AI'T w  cumnTomamu  HH3KOTO All,
nocTaBIsEonero auckoMdopt (puc 1).

ear WcceaeloBanusi: OLEHWTh  BIMSHME  KypCOBOro  INPHMEHCHHA
crumynstopa ABP-051 Ha moxasarenu CyTOYHOIO npoduns Al y MOTOIBIX
JKEHIIMH C APTEPUATIEHON MMIIOTEH3HMEH 1 XapaKTEPHbIMU CUMIITOMAaMHU.

O0BLeKT HeCae0BaAHMSA: B HACTOsIee BpeEMs B MCCIICIOBAHHH HAXOAUTCA 30
MOJIOJIBIX JKEHIIMH (MOJIHOCTBIO 3aBEepUIMIIA  MCCIIEI0BAHUE n=22). Cpennui
BO3PACT PECIIOHACHTOB cocraBui 23,9+2,1 ner.

IpeaBapureblible pPe3syiabTATbI: BCEM IalHUCHTAM OBIJIO  BBITTOIIHEHO
CMAJI, cpemiee AJl COCTaBHIO 97,6£6,4/63,3£6,5 MM pT CT, CpeIHss
MPOIOJKUTENBHOCTE AHAMHE3a apTepUallbHON THMOTEH3UH - 12,7+8,2 rona,
CeMeHHLIH aHaMHe3 [0 apTepHalbHON THUIOTeH3WH OblT OTArOLIEH Y 50%
y4acTHUKOB HccieoBanus. CHMITOMBI, [OHWKEHHOrO AJl, nocraBisioLe

JHCKOM(OPT, BCTPEUATHCEH B HccrenyeMolt rpynne 4,6+2,4 pasa B HEACIO.

| Usmenernne CAA n JAL Y pecnoHAeHTOoB 40 M
i nocne npumeHeHus annaparta ABP-0,51%

\
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Pucynok 2. Wsmenenne CAJl w JAJl y peCnoHAEHTOB 10 H TOCIE

npuMeHenus armapata ABP-051.



HecmoTpst Ha OTCYTCTBME BbipaxeHHoro npupocta undp ALy pecndﬂﬂeu'ros
nocne npumeHenus anrnapata ABP-051, y Bcex HaOmoianoch CTaTHCTHHECKH
spauumoe noseienne AJl (p<001) (puc 2). CTouT TakxKe OTMETUTD, YTO 4aCTOTA
cumnromoB AT, pocTaBnsionmx AUCKOM(OPT dYeped 2 HemeNd I0cCie
npuvenenns anmapara ABP-051 noctosepno cHusmnack ¢ 4,6+2,4 /Hen 1o
3,6+1,9/uen (p<0,05). Cuenath OKOHYATEILHBIH BEIBOIL O COXpaHeHu: d(phexta oT
NpHMEHEHHs MCCTIelyeMOro arrnapara 4epes 2 Heslelld [0CIe ero OTMeHb! Oy/ieT

BO3MOJKHBLIM [1OCJIe 3aBEPIICHUS MCCICNOBaHH L.

IIpeaBapuTenbHOE 3aK/II0YEHHE

B Hacrosiiee Bpems Kiunudeckue ucrbranus anmnapara ABP-051 naxossirest
B CBOEH 3aBepliaionieil asze u 3TO MOKa NpeaBapyUTelbHbIe pe3yibTaTel. ONHAKO,
yske ceiuac MOMHO OTMETHTDL, 4TO JIMLAa MOJIOJOrO BO3pacTa ¢ apTepHanbHOH
FUIMIOTEeH3MeH — ocobast rpynra MauMeHToB, Haxosllascs B 30HE IMOBBILIEHHOTO
CeplEeUHO-COCYAUCTOr0 pHUCKa, MOITOMY, HX paHHEe BLIABICHHE IO3BOJIMT
ONTUMM3UPOBATE TIOAXOJBI K JIMArHOCTHKE W JICYSHHIO W MOBJIMSATHL Ha KauyeCTBO
KU3HU U TIPOTHO3.

OTCyTCTBHE YETKUX PEKOMEHALMH 110 BEACHHMIO NALMEHTOB C XPOHUYECKOH
(nmuonatuyeckoit) AI'T pacmupser BO3MOXKHOCTY MPAMEHEHUS JOTIOIHUTENLHBIX
HEMHBA3ZUBHBIX ~ MeTOHOB  Koppekuwud AJl, ocobenno, mpH  KIHHUYCCKH
maHuecTupoBaHHbx (Gopmax. B nannom konrexcre anmapatr ABP-051 moser
OBITH PEKOMEH/I0OBAH [JTsI KOPPEKLMU NOHKKEHHOro AJl Py HaIWYUKM CUMITOMOB
Yy MOJIOJBIX JKEHIIMH C WIMOTIATHYECKOH apTepualibHOM TUMOTEH3HEH COTJIaCHO

[TOJIYYEHHBIM ITpEeABapPUTEINBHLIM JIaHHBIM.

3as. xad. puyTpennux donezneit Nel PoctT MY,

rostoMouHe# nipeacrasutens PHMOT B FODO,

JL.M.H., Tpogeccop Tepenrses B.I1.



Federal State Budgetary Educational Institution
Of Higher Education
"Rostov State Medical University"
Ministry of Health of the Russian Federation

PRELIMINARY PROTOCOL CLINICAL
STUDY ON THEME

“The effectiveness of the course application of the
Electrostimulator ABP-051on the indices of the daily blood
pressure profile in young women with arterial hypotension”



The name of the test product: " Transcutaneous Electrostimulator «ABP-051»
for correction of blood pressure according TY-9444-005-12342964-2015. Model:
ABP-051.

Registration Certificate issued by the Federal Service for Supervision in the
Field of Health, Ne P3H 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 Nel, 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).

Use of Electrostimulator ABP-051 for correction of low
blood pressure in young women

30 patients with low BP BPDM

“ Placebo-controll

Use of the device 2 times a day, BP monitoring 2
times a day before and after the procedure 14 days
(after 20 minutes)

BP monitoring 2 times a day 14 days

BPDM - control

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



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.

SBP and DBP values in patients befor and after
using of Electrostimulator ABP-051*

120
100,8 100.9%
80 4
60 8 B Beforusing
B After using

SBP morning DBP morning DBP evening  DBP evening

* p<001

Figure 2: Changes in SBP and DBP in respondents before and after using the ABP-
051 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
5



recommended for the correction of low blood pressure in the presence of
symptoms in young women with idiopathic arterial hypotension according to
preliminary data.

Head of internal diseases department No. 1 of Rostov State Medical
University,

Authorized representative of RNMOT in the SFD
Chairman of the Association of Therapists Rostov-on-Don City

Dr., Professor Terentyev V.P. /duly signed/

/Original bears the official seal of the Association of Therapists, Rostov-on-Don City/
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