ITporokon KH 15122017-02
Penaxuus 01
Hara: 15.12.2017

PRER ]

T} &5 1

A T ¥ 3

£ el AT ﬁ
&t bl H-
s - (] A" o

IMPOTOKO.JI MEJULIMHCKOM AITIPOBALIMHA
Ne 15122017-02 ot «15» nexadps 2017r.

HaumeHOBaHHE MCNBITYEMOro H3AeaHs: «DJIEKTPOCTUMYJISTOP YPECKOXKHBIH
JUIs KOppeKLMH aprepuanbHoro aasneHus «ABP-051» no TY 9444-005-12342964-
2015» (nanee — anextpoctumynsTop «ABP-051»).

Mopaens: ABP-051
Perucrpaunonnoe ynocrosepenue, BeiianHoe PenepaibHoii ciiyx60# o Hag30py

B cepe 3apaBooxpanenus, Ne P3H 2016/3776 ot 31 mapra 2016 rozaa;

Ceprudukar Ha COOTBETCTBHE eBpONeHCKHM HopMam 110 aupektuse 93/42/EEC ot
01.09.2017r.

IIpounssoanuTenn: OOLIECTBO C OrpaHUYeHHON OTBETCTBEHHOCTRIO « MHDepym»,
MHH 6612040385, OO0 «Hudepym», 620026, Poccus, Ceepiosckas 0bu., r. Exare-
puHOYypr, yn. benunckoro, 86-487.

Anpec mecra npousBoactsa: 623417, Poccus, CeepaioBckas 0611., r. KameHck-
Ypanscku#, yn. Mexauusatopos, 74.

MeauuuHcKkasi OpraHM3anys, OCYIIECTBANAIONIAs NMpPOBeleHHe MeAHUHHCKOM
anpobauuu MeIHIHHCKOIO H3/1e/Ius:

BrojukeTHOE yupexaeHue 3apaBooXxpaHeHHs Yamyprckoit Pecrny6nuku "Pecry6-
JIMKAHCKUH KJIMHUKO-/IMarHOCTHYECKUH UeHTp MuHucTepcTBa 31paBooxpaHeHus Y-
MmypTckoi Pecniy6iauku"”, Poccus, 426009, r. Mkesck, yi. Jlenuna, 875.

JlnueH3us Ha oCylIeCTBICHHe MeTULMHCKOH AesitenbHOCTH: Ne JIO-18-01-002032
or 14.06.2016 rona, BelaHa YTpaBiaeHUEM I10 JTHLEH3HPOBAHHIO MEIULIMHCKOM U dap-

MaleBTHYEeCKOH nesTenbHOCTH npH [IpaButensctBe Y amyprekoit Pecny6muxu (VJIM

YP).

[Npotokon knHHKYECKHX HCNBITAHHA MM « DNEKTPOCTHMYIATOP YPECKOKHBIN 1S KOPPEKLMH apTepHAILHOTO AaBieHus «ABP-051» no
TY 9444-005-12342964-2015»
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Iporoxon KH 15122017-02
Penaxuus 01
Jara: 15.12.2017

ViccieoBaHKe NPOBOMIOCH Ha Gase OTAeeHus BOCCTAHOBUTENBHOTO JIEICHUA 1
dusmoTepanuu (3aBeayromuii — Bpay-HU3HOTEPANIEBT 3aiinesa E.I1.)

CocTaB CHEeMHAJHCTOB /sl IPOBeJeHNusl MeIHIIHHCKOIH anpobaunHu:

3apeaytomas OBJI u ®T, Bpau — GpusnorepanesT 3ailesa Enena IlerpoBHa

Bpau-¢dusnorepanent - Jmurpuesa TaTesHa HukonaesHa

Crapias MeAHLMHCKas cecTpa - [lonyskTosa Banentnna BacuiaseBHa

KoopauHaTOp UCC/IeJoBaHuUs: Bpay-(hHU3HOTepanesT 3aiinena E.I1

Opranusauusi-3agsurenn: OOmecrso ¢ OrpaHM4eHHOH OTBETCTBEHHOCTHIO
«Uudepym», MHH 6612040385, 000 «Mudepym», 620026, Poccusi, CeepzioBckas
061., r. Exatepun6ypr, yi1. benunckoro, 86-487.

JlaHHOE KIMHHYECKOE MCCIIeI0BAHME MPOBOUTCS C COOIIOICHHEM COTIacOBaHHO-
ro u yreepxaeHHoro niana KM Ne 05062017-02/ABP-051 ¥ MHBIX HOPMATHBHBIX ITpa-
BOBBIX aKTOB.

CpoxH npoBeieHHs anpodauuu:
¢ «05» uions 2017r. no «15» nexabps 2017r.

[lean ¥ 337244 MeIHIHHCKOH anpobauuu:

o OueHnth >pdeKTUBHOCTE KOppeKuMH Al 37eKTPOCTUMYIATOPOM «ABP-051»
Ju1sl GONBHBIX C JMATHO30M TMIIEPTOHHMS B KayecTBe JOMOJIHEHUsS K OCHOBHOH MeJHKa-
MEHTO3HOH TeparnuH.

e Ouenuts 3pHeKTUBHOCTh KOppeKUHU AJl 31eKTPOCTHMYISTOPOM «ABP-051»
Ju1si OOJIBHBIX C IMATHO30M I'MITIOTOHHA.

o Ouenuth 3GHEKTUBHOCTE KOPpEKIMH A/l 2/IeKTPOCTHMYJIATOPOM «ABP-051»
TIPH PEIKOM MEPHOAMYECKOM W HE3HAUMTEJIbHOM MOBBILEHWH apTepUanbHOro NaBie-
HHS B Ka4eCTBE MOHOTEpAIuH.

e OdopmieHHe akTa MeJHLMHCKOH ampobauuu 1o pesysbTaTaM HCCIe0BaHHs
MEIULHHCKOrO U3JeNus «DIEKTPOCTUMYJIATOP YPECKOXKHBINH /ISl KOPPEKUHH apTepH-
ansHOro aasieHus «ABP-051», cienys yTBepX/JIEeHHOMY IUIaHy KIMHHYECKHX HCCIe-
nosanui Ne 05062017-02/ABP-051.

e BhIBO/bI 110 pe3yJIbTaTaM HCITBITAHUH.

[NpoTokon KIMHKYeCKHX HenbITasuii MU «DneKTpocTHMYISTOP HPECKOXKHBIH JUIS KOPPEKLMH apTEPHANLHOID AaBACHHA «ABP-051» no
TV 9444-005-12342964-2015»
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Mpotokoa KK 15122017-02
o 15.12.2017

Jas  npoBeaeHHs MeIHUHHCKOH anpo6alMH MeIHIMHCKOro H3e/Hs
«3IeKTPOCTHMY/IAITOP YPECKOKHbIH 15 KOPPEKUHH APTEPHAILHOIO JABJEHHS
«ABP-051» mno TV 9444-005-12342964-2015» npeacTaBiieHbl cjieayiomHe
AOKYMEHTBI:

1. Obpauienue o npoBe/ieHnK MeAMUMHECKOMH anpobanuu ot 18 mas 2017r.

2. PerucTpallMOHHOE YIOCTOBEpEHHE HAa MEIMLMHCKOE H3jenve ot 31 Mmaprta
2016r. NeP3H 2016/3776.

3. Ceprudukar cOOTBETCTBHS

4. IlpoTOKON KITMHHYECKHX MCTBITAHUH B OpPME aHANH3a ¥ OLEHKH KIHHHYECKHX
JIaHHBIX MenuuvHcKoro usnenus Ne2 ot «22» suBaps 2016r. «DaeKTpOCTHMYIATOP
4PECKOXHBIA [UIsi KOppEeKLMH apTepuanbHOro naamnenus «ABP» mo TY 9444-005-
12342964-2015» (OOO «EBponeiickuii MeauuuHckuii nentp YIMK-310poBse» T.
Exarepunbypr)

5. Uuctpykums no npumerernio INFE 05.01-03.70-01UI1

6. Ilnan npoBeneHus: MeAMLMHCKON anpobaliy MeAULIHHCKOTrO M3eIus: «DneK-
TPOCTHMYJISTOP YPECKOXKHBIN JUIS KOPPEKLIMU apTepHalbHOro aaBieHus «ABP-051» no
TY 9444-005-12342964-2015» Ne 05062017-02 ot 05 urons 2017r.

1. AHA/IH3 KAMHHYECKHX AaHHBIX JOKYMEHTOB H MaTepHaJIOB, NpeIcTaBIeH-

HbIX 3asiBUTe IEM:
1.1 Dnektpoctumynstop «ABP-051» npennasHaueH mis Ge3MeIMKaMEHTO3HOMN

Tepanuu 3ab0sieBaHMi, CBA3aHHBIX C KOPPeKLHeH apTepuansHoro AasneHus (AJl) B ka-
HECTBE JIONOJIHEHHS K KOMIUIEKCHOMY MEJMKaMEHTO3HOMY JIeYEHHMIO, NpeJHa3Ha4YeH
AJlsl TEPaneBTHYECKOro HeMHBAa3UBHOTO (Oe3 HapyIIeHHs KOXHBIX [TOKPOBOB) KYPCOBO-
ro BO3JEHCTBHS HA 30HbI 3aNACThS JIEBOH PyKH METOAOM YPECKOMNKHO# 3IEKTPOHEHpOC-
THMYJISALMH.

Knaccudbukauus:

Onextpoctumynstop «ABP-051» umeer knace Ila noteHumansHoro pHCKa npuMe-
HCHHA MEAMLIMHCKOro u3zenus B coorBeTcTBUH ¢ 'OCT 31508 u Ilpukazom Munsapa-
Ba Poccun ot 06.06.2012 Ne 4H, a Takke B COOTBETCTBHU C NPABUIOM 9 NPHIOKEHHS

IX nupektuBsl 1993/42/CEE as amended 2007/47/CE.

I1poToKOA KAMHHYECKMX HCTBITAHHIT MH «DACKTPOCTHMYISTOP YPECKOKHbIH 115 KOPPEKIHH aprepHalibHoro AasieHus «ABP-051» no
TY 9444-005-12342964-2015»
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[porokoa KH 15122017-02
Penakuus 01
Jara: 15.12.2017

By MeAHLIMHCKOTO M3Je/IMs B COOTBETCTBHH C HOMEHKJIATYpHOM Ki1accuHKaln-
eii MeIMLMHCKUX u3nenuii: 181480 (cormacHo IMpukasy M3 P® ot 06.06.2012 r. Ne 41
«O6 yTBEPXKIEHUH HOMEHKI/IATyPHOH KnaccuGUKaliy MeAULMHCKHUX U3JIeNTHI»).

Kon O61wiepoccuiickoro kiacchdukaTopa MpOAyKLUMK A MEMIMHCKOTO u3je-
nusi: 94 4410

MapkHpPOBKA H3eHA:

MapKHpOBKa H3/Ie1s COAEPIKUT CIIe/lylollre CHMBOIIBI M ob0o3HaueHHS:

e T ¥in = = &

IlpuMeHeHHe MeIHIMHCKOIO H3/1e/IHs:
nextpocTumMynsTop «ABP-051» npeanasHaueH s NMPUMEHEHHS B neyebHO-

MPOQHUIAKTHYECKUX YYPEXKICHUAX, a TaKke s CaMOCTOATEIbHOr0 HCIO/Ib30BaHUA
[alLMeHTAMH B IOMAILIHEX YCJIOBUSAX JUIsl TEPANeBTHYECKOro BO3IeHCTBHA.
Hsnenmne HeCTEPHUIIBHO.

FE!IIIIH NALHEHTOB COIJIACHO HHCTPYKUHH no NpHMEHEHH 0 Ha MEeIHIHHCKOE

H3jeaue:

Anexrpoctumynstop «ABP-051» npeaHasHadyeH Ul TepaneBTHHecKoro HeMHBA-
3UBHOTO KYpPCOBOTIO BO3JEHCTBHS C 1I€/bI0 KOPPEKLHMH apTepHalbHOro NaBICHHS H
HOPMAJIH3aIMK 00111ero COCTOSHUS OpraHu3Ma.

AnnapaT nokasaH Juuam crapiie 14 jet ¢ nabuibHOH dopmoii apTepHalbHOM T'H-
MepTeH3MH U MallMeHTaM CO CTOMKHMM MOBbIIIEHHEM apTepHabHOIO [aBJeHHs B Kade-
CTBe [JOTMOJHHUTENBHOrO BO3JAeiCTBHUsS Ha (OHE NMPUHHMAEMBIX MEIMKAMEHTO3HBIX IPe-
1apaTos.

Jlnst maliMeHTOB C TUIIOTOHHUEH.

Iloka3zaHus K HCNOJb30BAHHIO annaparta:

¢ cTaOMIIBHO BBICOKOE apTrepHajbHOE OaBJIEHHUE Y [MalfHEHTOB C FHHEpTOHH‘!GCKOﬁ

[1poTOKOA KAMHKUECKHX HCNWTANMI MW « )IeKTPOCTUMYISTOP YPECKOKIBIA /1% KOPPEKIHH aPTEPHANLHOTO IABACHHA «ABP-051» no
TY 9444-005-12342964-2015»
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[Mpotoxon KU 15122017-02
Penaxuua 01
Jlara: 15.12.2017
60JIe3HBIO — B Ka4YeCTBE JOMNOJHEHHUS K KOMILIEKCHOMY MEIMKaMEHTO3HOMY JIEHCHHIO,
* 3nu30AMUYecKoe noBblilieHHe AJl MpH CTPECCOBLIX CUTyalHAX, W3MEHCHHH I10-
TOJIHBIX YCIOBHHM M T. I1. Y JIULL C JIAOWIIBHOH bopMoii apTepHalbHOH rUNEePTEH3NH;
* HM3KOE€ apTepualbHOE JIaBJlieHHe y MalMeHTOB C rMITIOTOHUYECKOH OONIE3HBIO - B

Ka4yecTBe JONOJHEHUS K KOMILJICKCHOMY MeJHUKaAMEHTO3HOMY JICHCHHIO.

IIpoTHBONOKA3AHHS K HCIO0/b30BAHHIO aNNApaTa:
e HaJMYHE UMILIAHTHPOBAHHOIO KapIMOCTUMYJIATOPA,

e MepLarenbHas apUTMHUS,

e WHIMBHya/lbHas HENEpPEeHOCUMOCTH JIEKTPHYECKOIO TOKA;

* HapylieHHe KOKHBIX IIOKPOBOB B 001aCTH 3aNsCThbs JIEBOM PYKH;

 HOBOOOpa30BaHMS (OMYXO/H) IH0OO0H ITHOMOTHH U JIOKAJIU3ALIMH;

e OCTpBIE TMXOPAJOYHbIE COCTOSAHHS HESACHOH STHOIOTUH;

e COCTOSHHE OCTPOr0 IICHXHYECKOro, aJIKOrOJbHOrO HIIM HAapKOTHYECKOTO
BO36yX1eHHS.

Bo3MoxHble T000YHbIE JIeHCTBUS

Bo3MOXKHBIe MOOOYHBIE JIEHCTBHS MTPH HCIOJIB30BAHWHA MEJHLIMHCKOro H3e/Ins HE

BBISIBJIEHBI.

TexHHKa NpHMEHEHHSA
DnexktpocTHMYISTOp «ABP-051» mpumensiercst Uis NpsAMOro KpaTkOBPEMEHHOI0

KOHTAKTa C KOXeH MalkeHTa Ha 3alsiCThe JIEBOH PYKH.

[IpuHuuMn paboTkl annapara:

UpeckoxHasi 37IeKTPOCTUMYJISLIMSA — 3TO METOJ (PH3HOTEPANIEBTHYECKOTO JIeYeHHH,
B OCHOBE KOTOPOTO JIEXHT BO3AEHCTBHE KOPOTKHMH HHU3KOYACTOTHBIMH HMITY/IbCAMH
TOKa Ha 30HBbI 3aMACThS YeJIOBEHECKOI0 OpraHu3Ma, a MMEHHO:

- BO3/IEHCTBHE Ha 30HY 3aMsACThs, PACIOI0XKEHHYIO Ha BHYTPEHHEH CTOPOHE J1IeBOM
pyku (Puc.1) npumeHseTcs 1/1s NOHHXXEHHUS apTepHaibHOro aasieHus. Paboune yacro-

Tbl nporpaMMsl: 9.21°u 1 77T 1. Ob1iee BpeMst BO3ICHCTBHS TPOrpaMMBbl - S MHHYT.

npmmn KIHHHYECKHX }ic"brraﬂﬂn MH «3 JICKT, £ p p C
DOL'T“M_\ JIATOPp 4 CLICOJKHHH I8 KO CK T T I I P-
s 20159 AR PPCKLIHH ApTCpHANLHOIO 1aBACHHA «ABP-051» no
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[Mporokoa KH 15122017-02
Penakuus 01

Puc.1.
- BO3JEHCTBHE HA 30HY 3allSCThs, PACMONOXKEHHYIO HA BHEIHEH CTOpoHe JieBOH
PyKH, (pHc.2) npuMeHseTcs UIs MOBBILIEHHS apTepualbHOro JaBieHus. PaGoune yac-
TOThl nporpaMMmsbl: 771’ U 1400y ¢ amnutyiHOM Moayssituedt ¢ yactoroit 4 ['. O6-

lllee BpeMs BO3JEHCTBHS MPOTpPaMMBbI — 6 MUHYT.

[potokon kauHHYeckuX HenbiTaHuit MU « aeKTpOCTHMYIATOP HPECKOXKHBIH 118 KOPPEKUHH apTCPHIILHOIO JABICHHS «ABP-051» no
TY 9444-005-12342964-2015»
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INportokon KH 15122017-02
Penakums 01
Jlara: IS,]%ZO_I?

Puc.2

Bo3szneicTBHE NMpPOMCXOAMT Hepe3 3NeKTPOAbl, BCTPOEHHbIE B KOPIyC amnmnapara,
NPH COIPUKOCHOBEHHHU C KOXKEH MaLMeHTa.

Anmnapat obecrnedynBaeT TepaneBTHYECKOe BO3JAEHCTBHE IS KOPPEKLMH IpH Clie-
NYIOIMX 3HAaUEHHAX NAaBJIEeHHUS:

- JUIsl MAlMEHTOB C BHICOKMM apTe€pHalbHBIM JaBJI€HHEM B JHarna3oHe: CHCTOIHYe-
ckoe 6osee 130 Mm.pT.cT., tHacTonuyeckoe 6oee 80 MM. pT. CT.

- Ul TIAUMEHTOB C TUINIOTOHKEH U JaBJeHHEM B JMana3oHe: CUCTOJIHYECKOe MEeHee
106 mm.pr.cT., aMacTonuyeckoe MeHee 70 MM. pT. CT.

Cnocob npumeHeHus U3CJIHA

1. JIns Hauana paGoThl C NEKTPOCTUMYJISATOPOM HEOOXOIMMO H3MEPHUTH CBOE ap-

TEepHaIbHOE JIaB/IEHHE C MOMOLLBIO TOHOMETpA. 3aTeM OCBOOOAUTH 3aMsCThe NEBOH py-

[TpoTOKO KAHHHYECKHX HCMbITAHHI MU «DAeKTPOCTHMYARTOP YPECKOXKHBIH 118 KOPPEKLIHM apTepHaibHOro aaBneHns « ABP-051» no
TY 9444-005-12342964-2015»
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Tpotokon KK 15122017-02
Peaaxumsa 01
Jlara: 15.12.2017

K¥ OT 4acoB, GpacneToB U ofexabl. Haners annapar Ha pyKy B 3aBUCHMOCTH OT 30HBI
BO3/IeHiCTBHS TAKUM 06pa3oM, 4TOOBI MEX/y MAaHXKeTOH H 3aliACThEM He 66110 cBOOOI-
HOTO TIPOCTPAHCTBA, @ dIeKTPO/Ibl annapara MJIOTHO Kacaluch KOXH, HO HE nepeTAru-
BAJTH 3alSCThE.

2. BKIIOYMTH anmapar KHOIMKOH BKJI./BBIKJI. BBIOpaHHYIO NporpamMmy BO3/IeHCTBHS,
COOTBETCTBYHOLIYIO IHAarHO3y NnalueHTa.

3. AnmapaT HauHeT BO3/elicTBOBaTh Ha BbIOpPaHHYIO 30HY. [Tpouenypa Jne4yeHUs
COCTOMT U3 HECKOJIBKMX (ha3 BO3/EMCTBHUS, KOTOPbIE OTINUYAIOTCS 110 4acTOTe, BPEMEHH
¥ aMIuIMTye Bo3aedcTBus. [10 OKOHYAHHH CeaHca Npo3By4HT 3BYKOBOW CHIHal M ar-
1apaT BBIKJIIOUNTCS aBTOMATHYECKH.

4. Jlnst yCTOMYMBOTO pe3yJibTara PEeKOMEHI0BaHO KypCOBOE JIeUCHHE HE MEHEE 14
npoueayp, no 1-3 npoiie1ypsbl B 1€Hb.

5. Custe annapar. [Tocne ceaHca peKOMEHAYeTCs OTABIX B TEUCHHE 20-30 MuHYT.

Be30nacHOCTh MEAHIIMHCKOTO M3/IE/IHs MOATBEPXKIeHa HAIMYMEM Ha U3/C/IME pe-
FHCTpPaLMOHHOrO yaoctoBepeHue ot 31 mapra 2016r. NeP3H 2016/3776, BeIA@HHOIO
denepanbHO# C1y)00i M0 3PaBOOXPAaHEHHIO N0 pe3y/bTaTaM SKCHEpTH3, npoBeaEH-
HBIX B MPOLIECCE PErHCTPALIMH MEIMIIMHCKOrO M3/e/Insl, a TakKe NpeACTaBIeHHbIM Npo-
M3BOIMTENEM AHAIW30M DHCKOB B COOTBETCTBHM C TpeboBaHusMH JIMPEKTHBBI
93/42/EEC, B xoae KOTOpPOro ObUIM pacCMOTPEHbI MOTEHLHAIBHBIE OMAaCHOCTH, KOTO-
pble MOTYT BO3HMKHYTh Ha BceX (a3zax )H3HEHHOrO LMKIIa MPOAYKLHH, OLCHEHBI BEPO-
STHOCTH BO3HMKHOBEHHS ONACHOCTEH M TSIKECTh MOCHEACTBHS KaXJO0H OMacHOCTH, MO
pe3y/ibTaTaM aHajlk3a PHCKOB MEepeyyCIeHbl 3alUTHbIE MEPOTIPUATHS, NPEANPHHATHIC
IUIS CHW)KEHHS BBIABJIEHHBIX PHCKOB JO MPHUEMJIEMOr0 YpOBHS, @ TaKXe NpHBE/ACHBI
CCBHUIKM Ha JIOKYMEHTBI, [10ATBEPKJAIOLIHME TPOBEAEHHE JaHHBIX 3AIIMTHBIX MEPOTPHS-
THH.

2 AHAJIM3 IaHHBIX 00 HCMO/Ib30BAHHH H3/€/IMA B MeIHIIHHCKOH NPaKTHKe

B Xoze BbINOJHEHHUS KOMIUIeKca paboT MeIMUMHCKOH anpolalu# M0 OLEHKe
GezonacHOCTH U 3h(PEeKTHBHOCTH 3nekTpocTuMystopa «ABP-051» 6pinn ycranosie-

Hbl CTATUCTHUYECKH 3HAYHMbIEC PE3YJIbTAThI.

[1pOTOKON KAHHMYECKHX HenbiTanuii MM «DIeKTPOCTHMYAATOP YPECKOKHBIH /1118 KOPPEXUKH apTEPHANBHOTO NABICHHA «ABP-051» no
TY 9444-005-12342964-2015»
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Mpotokoa KK 15122017-02
Peaakuus 01
Hara: 15.12.2017

Beibopka nauueHToB ¢ MoBbILIEHHBIM apTepUaTbHbIM JIaBIEeHHEeM cocTosuta u3 102
4enoBek (58 xeHwmH u 44 myxuun). CeaHchl KOPPEKLHH MMPOBOJHIKCH B TEYEHHUH Jie-
BATH JIHEH ¥ Ha JECATHIH JeHb BBIMHUChIBANKCH. Ha Puc.3 NpHUBe/IeHb! rpaQUKH pe3yJib-
TaTOB KOPPEKLMH O 00LLEH IpyIIe My»KYHH U XEHILMH, a Ha Puc.4 oTae/sHo.
Cpennwuii Bospacr:

- no rpynne 51 + 15,3;
- XeHIMH 56 + 13;
- MyX4uH 45+ 16,2,
Cpennee aprepuanbHoe naBiieHue 10 KYPCOBOH KOPPEKIIHHK:
- norpynnme CAJl 13919, JIA/I86+12;
- KeHIIHH CAI 138+22, JIAJ1 84+ 15:;
- MYXYHH CAJl 140+ 12, JIA/182=+10.
Cpennee aprepuansHoe aaBjieHHe HE€pE3 OJIMH 4Yac MocJjie ceaHca KOPPeKLHH:
- morpynne CAJ1135+17, JIAJ180 =+ 14;
- JKEHLIUH CA/1133+18, JA79=15:;
- MYXX4HH CAJl 136 + 16, AAJ] 81+ 15.
Cpennee aprepuanbHoe naBnenue mocie KYPCOBO# KOppeKUHH 9 nHei:
- norpynne CAJl 129+21, JAJ[73 #11;
- XKeHIMH CAl 130+22, Al 73 +13;
- MYXYHH CAZl 128+18, JIAJZ180+11.
Cpennee aprepuanbHoe nasnenue Ha 10 CYTKH 4€pe3 OJIMH Yac I10C/1e KOPPEKLUH:
- morpynne CAJl 119+21, JAJL73zx09;
- )XEHILHH CAI 118+ 14, JAN71%7:
- MY>X4YHH CAl 125+18, JA79+11.
B xone anpobauuu s BeISBISHUS mianebo-ahdexra 611 HCMONB30BaH anmnapar,

HMHTHPYIOIHH pabounii M HMe Bce NPH3HAKH BK/IIOYEHHOIO — CBETHJICS CBETOAUOA,
paboTajo 3BYKOBOE CONpPOBOKIEHHE, HO NpH 3TOM 3JCKTPOJIbl OBUIM OTKIIOYEHBI OT
cxemsbl. I'pynna cocrosina u3 18 yesosexk. Pesynasratom crano cuukenue AJl B cpen-
HEM Ha l.. 2 MM.PT.CT. KaK CHCTOJIMYECKOrO, TaK U THACTOIHYECKOTO.

Bce nmaumenTs! xopowo nepexocunu npouenypsl. Kakux-11u60 ocnoxuenuit ge
BBISIBJICHO.

YactoTa cepneyHbIX COKpalleHHi MeHA1ach He3HAYHTe bHO. B rpynne >XeHIIHH
MHOrJ1a Habaronancs HeGONBILIOH MOIBbEM MACTONUYECKONO A/l nopsizika 2 MM.pT.CcT Ha
BTOpOM CeaHCe KOPPEKUHMH 4epe3 OJMH 4Yac MOC/ie ero 3aBeplueHUs M CBfA3aH, Mo-

BHIHMOMY, C 0COOEHHOCTAMH aJarnTaluHu.

[Iporokon kauHuYeckux uenbrranmuii MU «DNEKTPOCTHMYASTOP YPECKOKHBIH 118 KOPPEKLIHH aprepuaibHOro aasnexus «ABP-051» no
TY 9444-005-12342964-2015»
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Mporokon KK 15122017-02

Penakuns 01
Hara: 15.12.2017

BrI60opKa MalMeHTOoB ¢ MOHMKEHHBIM apTepHaIbHBIM J1aBJIeHHEM COCTOsIA BCETO
u3 22 yenoBeK M BCe KEHIIWHBI, CPeJIHMI BO3pacT KOTopbix cocTami 32 roaa. Kype
KOPPEKLHH COCTaBUII 5-7 [IHEH.

Cpennee aprepuanbHoe aaBneHue (cM. Puc.5):

- 10 KypCOBOH KOPpEKLHH - CAJl1 97+9, JAJZ164+6:

- mocne Kypcooi koppekuud - CAJ[114=10, JAI 71 +8.
I[Ipn 3TOM YacTOTa CepleuHbIX COKpalleHHe He3HaYuTelbHO BhIpocia ¢ 63 1o 66

yA./MHH.

O6wwan pe3ynbTaTUBHOCTL KYPCOBOM
Koppekuun AL (M+x)
160
140 1
120 127 T ae Hg\ﬂg
100 -

0 3681 38 35 903070 ¢ -, oo
60

4 E?i

ApTepuansHoe aaBneHve (Mm.pr.cr.)

CyTru

— P e Paal

Puc.3. Ha rpadukax orobpaxaercs pe3ynbraT KypcoBoi koppekiuu A/l B 11e710M 110
ob1Lel rpynne MyX4uH ¥ xkeHI|H. Psaa 1 — cucronuueckoe AJl, Psan 2 auactonuye-
ckoe AJl.

ITpoToxon KAHHHYECKHX HENBITaHHi MM « DNeKTPOCTHMYISTOP HPECKOKHBIA 118 KODPEKUHH apTepHaibHOro JaBienns «ABP-051» mo
TY 9444-005-12342964-2015»
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Ilporokoa KK 15122017-02
Penakuus 01
Hara: 15.12.2017

Pe3ynbTaTMBHOCTb Ky PCOBOW KOppPeKLmu Al
Y MYXYUH U XKEHLWMUH OTAENbHO

160

=3

Y

l|

AprepuancHoe gasnenme (mm.pr.cr.)

—PAgl ~—Pag? — PR3

Puc.4. Ha rpadukax otobpaxaercs pesysbTaT KypcoBo# Koppekuuu A/l B rpymnmne
MY)XYHH M XKEHIIUH OTAEIBHO:

- eHLMHbL: Pz 1 — cucronuueckoe AJL, Psax 2 - aMacTonuueckoe AJl;

- MyXX4HHBI: Psin 3 — cucronuueckoe AJl, Psia 4 - muacTonnueckoe Al

Pe3ynbTatueHOCTb KOppekuun AL npu

g rMNOTOHUMU
(=9
2 10
g 110 ;97_/#-—16?—'—““ yog— tr2— 114
Y g
5 100
S 90
-1}
g 80
= 7t L —— 71
g ' —g——67 e B
n 1518
é‘ 50
an
1 2 3 1 5
CyTku
—Pagl ——"Panl T

Puc.5. Ha rpadukax otobpaskaercs pesynsrar KypcoBOii KoppeKuMH A/l Ipu runoro-
HHH y )eHIIUH. Psj |1 — cucronnueckoe AJl, Psa 2 nuacTonnyeckoe AJl.

Ha rpadukax HaGmionaetcs, uto 3HaunMOe CHHKEHHe AJl npoucxoauT cHayana B
TEYEHHE NEPBLIX TPEX JHEH, 3aTeM HACTYyMaeT Mepuojl OTHOCHTEILHOM CTaOMIM3alUK
AJl BIIIOTB 10 CEABMOro [HS, a MOCHE CeabMOro HacTynaer nepuoja Oonee pe3koro

[TpoTokon KIHHMYECKHX MenbITaHui MU «DNICKTPOCTUMYIATOP YPECKOAHBIF 1% KOPPEKUMH BPTEPHATLHONO AaBlieHHs «ABP-051» no
TY 9444-005-12342964-2015»
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Mpotokoa KK 15122017-02
Peaakuus 01
Jlara: 15.12.2017

camkenus AJl 1o HOPMBI. Kpome T0ro, XeHIIHMHb] OKa3aIuCh Hosiee YyBCTBHTEIbHbI
K MpoueLypam.

3 BeiBO/bI MO pe3yJ/ibTaTam MeAHIMHCKO# anpobauuH

3.1 B pesynbTate NpoBeIeHHOH MeIHIIMHCKOMN anpobaluy MeIHIIMHCKOro H31C/us
anextpocTumynsTop «ABP-051» B jeqeHu# MalMEHTOB C MOBBIIIEHHBIM HJIH TOHH-
YKEHHBIM JaBJIEHHEM MOXHO CAeNaTh BIBO/IbL:

® IpH CUCTOJHYECKOM JIaBJICHHH Gonee 145 MM.pPT.CT NpUMEHEHHWE annapara 10-
[IyCKaeT CHIDKEHHE JIeKapCTBEHHOMN Harpy3KH;

e IIpU CHCTOJIMYECKOM jaBieHuH Oonee 180 MM.pT.CT. TNpHMEHEHHE amnnapara
)enaTesbHO MoJ HabmoleHHeM Bpaya,

e >ddeKTHBEH NPH KOPPEKLMH TIOHIKEHHOIO apTepHaIbHOTO JIaBJIeHHA,

e mpepsiBaTh KypPCOBYHO KOPPEKIHIO HEXENaTelbHO, [IOCKOJIBKY 3TO MOXET NpH-
BOJIMTH K YBEJIHUEHHIO JTUTEIbHOCTH KypCa;

e 115 TIOBBILIEHUA CTOMKOCTH 3P deKTa MOKHO PEKOMEHI0BATE yBeJIMYEHHE JUTH-
TEeJBHOCTH Kypca 10 14 1HeM.

3.2 IlpuMeHeHHE MEIMLMHCKOrO M3/eius 6ezonacHo. [Ipy HCMOJNB30BAHUM I10-
HouHbIX 3O (HEKTOB 3aperHCTPHPOBAHO HE Ob110.

3.3 B rpynne «riaue6o» jedeGHoro sddexra e Habnoaanocs.

3.4 TIpMeHeHHe MEIMILMHCKOrO W3e/us JNEKTPOCTHMYIATOP «ABP-051» Mo-
eT OBITh PEKOMEHIOBAHO KaK B Ka4eCcTBE MOHOTEpANHH, Tak ¥ B JIOTIOJIHEHHE K JIEKap-
CTBEHHOMW 'MNOTEH3MBHOMN Tepanuu.

3.5 Pe3ynbTarsl NpOBENEHHOM MeMLIMHCKON anpobauuy ABIAIOTCA J10CTOBEPHbI-
MH, T.K. IMeNIach IpyIna KOHTPOIS, TPYIibl HCCIeYEMBIX MAlMEHTOB OblIM paHIOMH-
3WpOBaHBI 1O BO3PACTY, CTENEHH THKECTH apTepHalIbHOM TMIIEPTEH3NHU.

ZaKk/l0ueHHe:

MenuuuHCKoe u3zenue asnektpoctumynstop «ABP-051» COOTBETCTBVYET
TpeGoBaHUsIM HOPMAaTUBHOHW JIOKYMEHTALHH, TeXHMYECKOH M IKCIUTyaTallMOHHOMN JIOKY-
MEHTALMH NPOU3BOUTENS, @ TAK)KE YCTAHOBJICHHOMY NPOU3BOLUTEIEM Ha3HAYEHHIO H
MOKa3aHUAM K MPUMEHEHHIO.

Pe3y/bTaThl MPOBEAEHHOH MEIHUMHCKOMH anpoballiy MOATBEPXKAOT dDHEeKTHB-
HOCTb U 6€30MacHOCTh MPUMEHEHHS MEJUIIMHCKOTO H3AE/ M.

Moanucu:
3apenytomas OBJIu®T, Bpay — : =
¢busnoTEpaneBT ) j" Y, 3aiinena E.I1.
Y/ r 4
Bpau-dusuorepanesT it [~ Jimutpuesa T.H.
Crapinas Mel. cecTpa / }??77 [Tonyaxrosa B.B.

7

IMpotokon kauHKH4ecknx Henbrannii MM «DaektpocTumyasTop YpECKOKHBIH /UIR KOPPEKLHI APTEPHAIBHOTO 1aBJICHHA «ABP-051» no
TY 9444-005-12342964-2015»
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Clinical study protocol 15122017-02
Version 01
Date: December 15, 2017

[epesop, ¢ pyccKoro A3bika Ha aHrMMiCKUi A3bIK

APPROVED BY

Head Physician of Budgetary Healthcare Institution
of the Udmurt Republic “Republic Clinical
Diagnostic Center of the Ministry of Healthcare of
the Udmurt Republic”

[signature] Riashchikov S.N.

Stamp here

<Round stamp with the Coat of Arms: Ministry of
Healthcare of the Udmurt Republic; PSRN
1021801651321; Budgetary Healthcare Institution of
the Udmurt Republic; “Republic Clinical Diagnostic
Center of the Ministry of Healthcare of the Udmurt
Republic™>

MEDICAL APPROBATION PROTOCOL
No.15122017-02 dated December 15, 2017

Name of the tested device: Transcutaneous electrostimulator ABP-051 for
arterial blood pressure correction according to TY 9444-005-12342964-2015
(hereinafter referred to as the electrostimulator ABP-051 ).

Model: ABP-051

Registration certificate issued by the Federal Service for Supervision in
Healthcare, No.P3H 2016/3776 dated March 31, 2016;

Certificate of compliance with the European standards according to the
Directive 93/42/EEC dated September 01, 2017.

Manufacturer: “Inferum” Limited Liability Company, TIN 6612040383,
“Inferum” LLC, Belinskogo St. 86-487, Yekaterinburg, Sverdlovsk Region, Russia
620026

Address of the production site: 74 Mekhanizatorov St., Kamensk-Uralskiy,
Sverdlovsk Region, Russia 623417.

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TY
9444-005-12342964-2015
Page 1 of 12
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Date: December 15, 2017

Medical institution performing the medical approbation of the medical
device:

Budgetary Healthcare Institution of the Udmurt Republic “Republic Clinical
Diagnostic Center of the Ministry of Healthcare of the Udmurt Republic”, 87B Lenina
St., Izhevsk 426009 Russia.

License to perform medical activities No.JIO-18-01-002032 dated June 14,
2016 issued by the Department for Medical and Pharmaceutical Business Licensing
under the Government of the Udmurt Republic.

The trial was performed at the premises of the department for rehabilitation
treatment and physiotherapy (Head: physiotherapist Zaitseva E.P.).

List of the experts performing medical approbation:

Head of the department for rehabilitation treatment and physiotherapy,

Physiotherapist Zaitseva Elena Petrovna

Physiotherapist — Dmitrieva Tatiana Nikolaevna

Nurse supervisor — Poluektova Valentina Vasilievna

Coordinating investigator: physiotherapist Zaitseva E.P.

Applying institution: “Inferum” Limited Liability Company, TIN
6612040385, “Inferum” LLC, 86-487 Belinskogo St., Yekaterinburg, Sverdlovsk
Region, Russia 620026

This clinical trial is performed in compliance with the agreed and approved
plan of the clinical trial No.05062017-02/ABP-051 and other regulatory legal acts.

Approbation period:

From June 05, 2017 to December 15, 2017

Purpose and objectives of the medical approbation:

e To evaluate efficiency of the arterial blood pressure correction by the
electrostimulator ABP-051 for the patients with arterial hypertension used in addition
to the main drug therapy.

o To evaluate efficiency of the arterial blood pressure correction by the

electrostimulator ABP-051 for the patients with hypotension.

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TY
9444-005-12342964-2015
Page 2 of 12
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Clinical study protocol 15122017-02
Version 01
Date: December 15, 2017

e To evaluate efficiency of the arterial blood pressure correction by the
electrostimulator ABP-051 in cases of rare periodic and minor increase in arterial
blood pressure as monotherapy.

e To prepare medical approbation certificate based on the trial results for the
medical device “Transcutaneous electrostimulator ABP-051 for arterial blood
pressure correction” following the approved clinical trial plan No.05062017-02/ABP-
051.

¢ Conclusions based on the results of the trial.

The following documents are submitted for the medical approbation of the
medical device “Transcutaneous electrostimulator ABP-051 for arterial blood
pressure correction” according to TY 9444-005-12342964-2015:

1. Application to perform medical approbation dated May 18, 2017.

2. Registration certificate for the medical device dated March 31, 2016 No.P3H
2016/3776.

3. Certificate of conformity.

4. Clinical trial protocol in the form of analysis and evaluation of the clinical data
of the medical device No.2 dated January 22, 2017: “Transcutaneous electrostimulator
ABP-051 for arterial blood pressure correction” according to TV 9444-005-
12342964-2015 (European Medical Center UGMK-Zdorovje LLC, Yekaterinburg)

5. User manual INFE 05.01-03.70-O1HUI1.

6. Plan of medial approbation for the medical device “Transcutaneous
electrostimulator ABP-051 for arterial blood pressure correction” according to TY
9444-005-12342964-2015 No.05062017-02 dated June 05, 2017.

1. Analysis of the clinical data documents and materials submitted by the
Applicant:

1.1 The electrostimulator ABP-051 is designed for non-drug therapy of the
diseases related to arterial blood pressure correction as a supplement to the
comprehensive drug therapy, designed for therapeutic non-invasive (without skin
penetration) course treatment by stimulation of reflexogenic zones in the left wrist

area using transcutaneous electroneurostimulation method.

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TV
9444-005-12342964-2015
Page 3 of 12
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Date: December 15, 2017

Classification:

The electrostimulator APP-051 has I1a class of potential risk of medical device
application in accordance with GOST 31508 and Order of the Ministry of Healthcare
of Russia No.4u dated June 06, 2012, and in accordance with Rule 9 of Annex IX of
the Directive 1993/42/CEE as amended 2007/47/CE.

Type of the medical device according to the Nomenclature Classification of
Medical Devices by Type: 181480 (according to the Order of the Ministry of
Healthcare of the Russian Federation No.4u dated June 06, 2012 “On approval of the
nomenclature classification of medical devices™).

Code of the All-Russian Product Classifier for the medical device: 94 4410

Marking of the product:

Marking of the product includes the following symbols and indications:

<Translation of phrases from the marking: ABP-051; TY 9444-005-12342964-2015; Manufactured by: Inferum
LLC; LRO3/AAA; 1.5V-2 pes.; Registration certificate No.P3H 2016/3776 dated March 31, 2016>

Application of the medical device:

Electrostimulator ABP-051 is designed to be used in the medical and
preventive treatment facilities, as well as for individual use by the patients at home for
therapeutic treatment.

The device is non-sterile.

Groups of patients according to the user manual for the medical device:

Electrostimulator ABP-051 is designed for therapeutic non-invasive course

treatment for arterial blood pressure correction and recovery of the overall body state.

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TV
9444-005-12342964-2015
Page 4 of 12
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Slei;iir::: fatll.ldy protocol 15122017-02
Date: December 15, 2017
The device is indicated for treatment of persons above 14 years old with the
labile form of arterial hypertension and persons with persistent arterial blood pressure
increase as a supplement treatment to taking medication.
For the patients with hypotension.
Indications:
e Persistently high arterial blood pressure in patients with essential hypertension -
as an additional treatment to comprehensive drug treatment;
* Episodic arterial blood pressure increase in the situations of stress, weather
changes, etc. in patients with labile arterial hypertension;
* Low blood pressure in patients with hypotension - as an additional treatment to
comprehensive drug treatment;

Contraindications:

e Implanted pacemaker;

e Atrial fibrillation;

¢ Individual intolerance to electric current;

e Skin lesion in the left wrist zone;

¢ Neoplasms (tumors) of any origin and localization;
* Acute febrile conditions of unclear origin;

* Acute psychic excitement, alcohol or drug abuse

Possible side effects

Possible side effects during the period of use of this medical device were not
found.

Operation technique

Electrostimulator ABP-051 is used for direct short-term contact with the
patient’s skin on the left wrist.

Operating principle of the device:

Transcutaneous electrostimulation is the physiotherapy methods based on the
exposure to short low-frequency current pulses on the human body wrist areas,

namely:

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TY
9444-005-12342964-2015
Page 5 of 12
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Clinical study protocol 15122017-02
Version 01
Date: December 15,2017

- Exposure of the wrist area on the inside of the left arm (Fig.1) is used for
arterial blood pressure decrease. The operation frequency of the program: 9.2 Hz and

77 Hz. Total time of the program exposure: 5 minutes.

Fig.1.

- Exposure of the wrist area located on the outside of the left arm (Fig.2), is used
for arterial blood pressure increase. The operating frequency of the program: 77 Hz
and 140 Hz with amplitude shift keying with a frequency of 4 Hz. Total time of the

program exposure: 6 minutes.

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TY
9444-005-12342964-2015
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Version 01

Date: December 15, 2017

Fig.2.

Exposure takes place through the electrodes built in the body of the device
when in contact with the patient’s skin.
The device provides therapeutic treatment during correction with the following
pressure values:
- for the patients with high arterial blood pressure within the range: systolic
pressure of more than 130 mm Hg, diastolic pressure of more than 80 mm Hg.
- for the patients with hypotension and pressure within the range: systolic
pressure less than 106 mm Hg, diastolic pressure of less than 70 mm Hg.
Application of the device
1. To start using Electrostimulator, first it is necessary to take own arterial blood
pressure using the blood pressure monitor. Then make sure the left wrist is free from
watches, bracelets and clothes. Put the device on the wrist depending on the desired
area of exposure making sure there is no space between the blood pressure cuff and
the wrist. The electrodes of the device should touch against the skin, but should not be

too tight on the wrist.

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TV
9444-005-12342964-2015
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Date: December 15,2017

2. Switch the device on using the ON/OFF button and select the exposure
program according to the patient’s diagnosis.

3. The device will begin to work on the selected area. The treatment procedure
consists of several exposure phases that are different in frequency, time and amplitude
of exposure. When the session has finished, a signal will sound and the device will
switch off automatically.

4. For sustainable results, it is recommended to have a course of treatment
consisting of no less than 14 procedures, 1-3 procedures per day.

5. Take the device off. It is recommended to have a rest for 20-30 minutes after
the session.

Safety of the medical device is confirmed by the registration certificate Ne
P3H2016/3776 dated March 31, 2016, issued by the Federal Service for Supervision
in Healthcare based on the results of examinations conducted during the registration
of the medical device, as well as risk analysis provided by the manufacturer in
accordance with the requirements of Directive 93/42/EEC, which considered potential
hazards that can occur at every phase of the product life cycle, the probability hazards
may occur, and the severity of the consequences of each hazard have been assessed.
Following the results of the risk analysis, protective measures have been outlined and
implemented in order to reduce the identified risks to acceptable level, and references
to the documents confirming the implementation of these protective measures have
been provided.

2. Data analysis relating to the use of the device in medical practice

During performance of a set of medical approbation works relating to
evaluation of the safety and efficiency of Electrostimulator ABP-051 statistically
significant results have been obtained.

The number of patients with the increased arterial blood pressure was 102 (58
women and 44 men). The correction sessions were conducted during nine days, on the
tenth day the patients were discharged. Fig.3 shows the correction results diagrams for
the general group of men and women, Fig.4 shows the separate data.

Average age:

- in the group: 51+15.3;

Clinical study protocol for transcutaneous electrostimulator ABP-051 for arterial blood pressure correction according to TY

9444-005-12342964-2015
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Date: December 15, 2017

- women: 56+13;
- men: 45£16.2.
Average arterial blood pressure prior to the correction course:

- in the group: SBP 139+19, DBP 86+12;
- women: SBP 138+22, DBP 84+15;
- men: SBP 140+12, DBP 82+10.
Average arterial blood pressure one hour after the correction session:

- in the group: SBP 135+17, DBP 80+14;
- women: SBP 13318, DBP 79+15;
- men: SBP 136+16, DBP 81+15.
Average arterial blood pressure after the 9 days of correction course:

- in the group: SBP 129+21, DBP 73+11;
- women: SBP 130+22, DBP 73+13;
- men: SBP 128+18, DBP 80+11.
Average arterial blood pressure on the 10" day one hour after the correction:

- in the group: SBP 119+£21, DBP 73+9;
- women: SBP 118+14, DBP 71+7;
- men: SBP 125+18, DBP 79+11.
During the approbation process in order to reveal the placebo effect, the device

simulating the functioning device and with all signs of the switched-on device was
used: the led lamp was on, the audible signals were used, but the electrodes were
disconnected from the circuit. The group consisted of 18 people. The result was the
arterial blood pressure decrease on average by 1-2 mm Hg (both systolic and diastolic
blood pressure).

All patients tolerated the procedures very well. No complications were found.

The heart rate had changed insignificantly. The group of women sometimes
demonstrated a slight increase of diastolic arterial blood pressure by about 2 mm Hg
during the second correction session one hour after its completion. It appeared that
this occurred due to the specifics of adaptation.

The number of patients with the decreased arterial blood pressure was 22,
women only, the average age was 32 years. The correction course lasted for 5-7 days.
Average arterial blood pressure (see Fig.5):

- prior to the correction course: SBP 97+9, DBP 64+6;
- after the correction course: SBP 114+10, DBP 71+8.

Clinical study protocol for transcutancous electrostimulator ABP-051 for arterial blood pressure correction according to TY
9444-005-12342964-2015
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n this case, the heart rate had insignificantly increased from 63 to 66 beats per

minute.

Total efficiency of the arterial blood pressure course
correction (men + women)
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Fig.3. The diagrams show the results of the arterial blood pressure correction course
in general for the total group of men and women. Line 1 — systolic blood pressure;
Line 2 — diastolic blood pressure.
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Fig.4. The diagrams show the results of the arterial blood pressure course correction
in the groups of men and women separately:
- women: Line 1 — systolic blood pressure, Line 2 — diastolic blood pressure;

- men: Line 3 — systolic blood pressure, Line 4 — diastolic blood pressure.

Total efficiency of the arterial blood pressure
correction in the case of hypotension
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Fig.5. The diagrams show the results of the arterial blood pressure course correction
in the case of hypotension in women. Line 1 — systolic blood pressure, Line 2 —
diastolic blood pressure.

The diagrams show that initially the significant arterial blood pressure decrease
occurs within the first three days, followed by the period of relative stabilization of
arterial blood pressure up to the seventh day, followed by the period of sharper
decrease and normalization of arterial blood pressure. Moreover, women were more
sensitive to the procedures.

3. Conclusions based on the medical approbation results

3.1 Following the medical approbation of the medical device “Electrostimulator
ABP-517 in the treatment of patients with increased or decreased arterial blood
pressure, the following conclusions can be drawn:

¢ In the case of systolic blood pressure of more than 145 mm Hg, the application
of the device allows to reduce the medication dose;

* In the case of systolic blood pressure of more than 180 mm Hg, it is
recommended to use the device under the supervision of a physician;

e Itis effective in the correction of hypotension;

Clinical study protocol for transcutancous electrostimulator ABP-051 for arterial blood pressure correction according to TY
9444-005-12342964-2015
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* It is not recommended to interrupt the correction course as it may lead to
increase of the course length;

* In order to increase sustainability of the effect, it can be recommended to
increase the course length up to 14 days.

3.2 Application of the medical device is safe. No side effects were noted while
using the device.

3.3 No therapeutic effect was observed in the “placebo group”,

3.4 Medical device “Electrostimulator ABP-051” can be recommended for use
both as the monotherapy and as an addition to the drug hypotension therapy.

3.5 The results of the medica] approbation are reliable, because there was a
control group, and the groups of participating patients were randomized by age and
the degree of severity of arteria] hypertension.

Conclusion:

Medical device “Electrostimulator ABP-051” COMPLIES with the
requirements of regulatory documentation, technical and operation documentation of
the manufacturer, as well as the intended purpose and indications determined by the
manufacturer,

The results of the performed medical approbation confirm efficiency and safety
of use of this medical device,

Signatures:

Head of the department for rehabilitation treatment

and physiotherapy, physiotherapist [signature] Zaitseva E.P.
Physiotherapist [signature] Dmitrieva T.N.,
Nurse supervisor . [signature] Poluektova V.V,

AaHHbiit nepesog ¢ PYCCKOro Ai3bika Ha aHruiCKuit A3bik BbINOMHEH MHOM, NnepeBoaYHKOM
AnukuHo [Japbeit AnekcanaposHoii. BepHocTb nepesoa noaTeepxaao.
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uerng Ne 300 puaana 09 08 2006 ¢ Mrasnbiv YOPpRBNeHHEM
Qemeparibioi  perucTpaiMonuoil  cnywbe o Crepriosckoi
oGAACTH ANPEC HOTAPHAILHOR KOHTOPLL T Exarepunfypr, yn. 8§
Mapra, 1 7.ten (343) 3-724-725, 371-89-72
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