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Version Ne 1 Protocol Number: CER/25/12
Electrostimulator «<ABP-051»

BBEJIEHUE

OCHOBHOM NPUYMHOW HApYUIEHUs PErYJSUN CHUCTEMHOTO apTEepHAIbHOTO
naBieHus (A/l) sBISIOTCS OCTpble WM XPOHUYECKUE CTPECCOBBIE CHUTYallUH,
CBSI3aHHBIE C COLMAJbHBIMU JIETEPMHUHAHTAMHU, TaKUMHU Kak TIjo0amu3anus,
ypbaHu3aius, ypoBeHb JOX0/10B, 00pa30BaHUE U KUIUIIHbIE ycinoBus [1].

[lepBrie IpU3HAKU (YHKIIMOHATIBHBIX paccTpoicTB CUCTEMBI
KpOBOOOpAIlEHNs, TPOSBISIOIUECST «CUHAPOMOM Je3adanTaluuny (MOHMKEHHas
¢usznyeckass BBIHOCIMBOCTb, TMOBBIIICHHAs TPEBOKHOCTH M MPEXOSIIUE
HApyIICHUs BET€TaTUBHOTO CTaryca) OOHApYXMBAIOTCS YK€ B IMIKOJIHHOM
Bo3pacte. Tak, npu npopuIakKTUYECKUX 0CMOTpax, y 58,3-74,6% MIKOIbHUKOB, HE
NPEABABISIIONIMX Kalno0, BBIIBISIOTCA mpexodsume kosiebanuss AJl mmpe
NPENESIOB CTAaTUCTUYECKOr0 KOpUIOpa HOPMBI M, NpPU OOpallleHuH K Bpauy,
yCTaHaBIMBAETCA  JHMArHo3  «HeWpouupkyistopHas  guctonus  (HL)»,
«HEUPOLUPKYJIATOPHAs aCTEHUs» WINU «Berero-cocyaucras nucrtonus (BCH)»

[2,3] unu «comamoghopmuan ouchynkuua eecemamusHoil HEPEHOU CUCHIEMDBLY
(CABHC, mumdp MKB-10 F 45.3). O6menpunsToi kinaccudukaiuu CABHC ner
[4].

Brigenstor cnepyromue KiuHU4Yeckue npusHaku U cumnromsl CIABHC:
OoneBoit cuHgpoM (1iedanruu, KapAUAITUU, a0JOMHUHAITHU U T. 1.); TPU3HAKH
BArOTOHUU; NMPU3HAKH CUMITATUKOTOHUH, HApYILIEHUSI cUcTeMHOTo AJl.

CABHC B ctpykType 3aboneBanuii cepaedno-cocyauctoil cuctemsl (CCC)
BCTPEUAETCS] B TPU pasza yaille, YeM OpraHWYecKasl MaToJIOTHs U UMEET OOJIbIIOE
COI[MATIbHO-DPKOHOMHUYECKOE 3HAUCHHUE, TaK KaK MOXKET OrpaHU4YMBaTh BBHIOOP
npodeccu U SBISTHCS HEMPEOAOJUMbIM MPEMSATCTBUEM JIJII BOCHHOW CITYXKOBI.
[lonyuensl  yOemuTenbHble  JaHHble  10-TWU  JIETHETO  MPOCHEKTHUBHOIO
uccienoBanus, no3possitomme  pacueHuBath CJBHC kak  morpaHudHoe
coctostHue, npeamectByiomee y 30% HaOm0gaeMbIX JASTEH, pa3BUTHIO TOW WU
WHOU (POpMBI apTepUaTBHON TUNIEPTeH3UH [5].

Tak kak CABHC, mo coBpeMEHHBIM MPEICTABICHUSIM, SBISETCA CTpecC-
MHOyIupoBaHHbBIM paccTpoiictBoM CCC, TO uW JileYeHHE €€ OCHOBAaHO Ha
YCTPAaHEHHH BCEX IMPOBOIMPYIONIUX CTpecchl (PaKTOpPOB, HN3OUpaATEIHLHOM
MPUMEHEHUN MSTKHX CEJATUBHBIX WM TOHUZHPYIOIINX CPEACTB, B 3aBUCUMOCTHU
ot nucbanmanca BHC (namp., Bajiepuana, MyCThIPHUK, TIUIUH WIH JIEYTEPOKOKK,
JKEHbBIIICHb, KHUTANUCKUM  JIMMOHHHUK), HOOTPOMOB, TPaHKBUJIM3ATOPOB U
HelposnenTukoB. [Ipyu BbIpak€HHOM JOMHUHUPOBAHMHM OAHOTO U3 otaenoB BHC
Ha3HayaroTcs JKbo OeTra-aapeHoOJoOKaTopbl (IS TOJABJICHHUS AKTHUBHOCTH
CUMITATUYECKON HEPBHOM CHCTEMBI), JU0O0 mpemnapaThl OeIaAoHHBI (IS
CHW)KEHHMSI aKTMBHOCTH Oiyknaromiero Hepsa). CTaHIapTHOM JI€KapCTBEHHOM
Tepaniui  He  cymlectByeT.  HMcmonb3yercs — ¢usmotepanus  (Maccax,
3IIEKTPOTEpanus, JeucOHas Gu3KynbTypa) u 6aapHeoTepanus [6,7].

DnekTpoTepanusi HasHaudaeTcss B 3aBucumocTu oT tuna CJIBHC: npu
TUIIEPTOHUYECKOM THUIIE PEKOMEHIYIOTCS: 5JIEKTPOCOHTEpANHUA” u
TpaHCKpaHUaJbHasl AIEKTpOaHaITe3us (3JIEKTPOCTUMYJISALIMS ) ¢ (c
BETETOKOPPUTHPYIOLIEH II€JIbI0); aMIUIAIYJIbCTEpAnus® mapaBepTeOpaibHO B
oomactu Cs-Thy (cmasmonutmueckas mens) [7, 577-578]. Ilpu CAHBHC mo
TUIIOTOHUYECKOMY THUIY PEKOMEHIYIOTCS: BEre€TOKOPPUTHUPYIOIIUM METOl —
5JIEKTPOCOHTEPANHUAC U TOHU3UPYIOLIUE METOMABI — JEKAPCTBEHHBIN dIIEKTPO(Opes
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Ha BOPOTHUKOBYIO 30HY WM TmapaBepTeOpambHO Ha ypoBHe Cs-Thy wm
IuHaMuueckas onekrponedpoctumyisanuaS  (JIDHC, cun.: Guoperyampyemas
SIIEKTPOHEHPOCTUMYIIALINS) B 001aCTH BOPOTHUKOBOM 30HBI [ 7, 579].

Apmepuanvnaa cunepmen3usa (Al', NOBBIIEHHOE KPOBSIHOE JAaBICHUE WU
TUMNEPTOHUS, TUIEPTEH3UBHAA UM TUnepToHuYeckas Ooise3ns — mmdp MKB-10
110-115) sBnsercs omHuMm U3 Kio4yeBbIX (akTopoB pucka Oonesneir CCC.
['unepToHus — 370 0€3MOJIBHBIM HEBUIUMBIN YOUiilla, KOTOPBIA PEIKO BHI3BIBACT
sBHbIC CUMIITOMBI [1]. B Mupe oT runeproHnn yxke cTpamaer Oojee MUIHapa
yenoBek win 20% HaceneHuss 3emud. [UnepToHUsS SABIAETCS NPUYHHOU
uHGaApKTOB cepAlla M HMHCYJIbTOB Mo3ra. [lOBBbIIIEHHOE KPOBSHOE MJaBIICHUE
€KErOIHO YHOCHUT W3 KU3HU JIEBATH MIJUTMOHOB YeJIOBeK [8].

AJTOpUTMBI TUATHOCTUKUA M (apmakoTepanuu Al M3BECTHBI, MOMOTaOT
BpauaM pa30upaThbcsl B HEMPOCTOM 3ajade JieueHust 6onbHOTO ¢ Al' M co3maBaTh
HamOoJiee pe3yabTaTUBHBIE CXeMbl apmakonorudeckoit koppekuuu AJl. OnHako,
BO BCEM MHpE, HEB3Mpas Ha HaJU4Yhe COBPEMEHHBIX A(PPEKTUBHBIX
MEMKAMEHTO3HBIX cpeacTB JeueHus Al', KoHTpoab Haj 3a00eBaHUEM OCTaeTCs
HEY/IOBJIETBOPUTENbHBIM.  Tak,  corlacHO  pe3ysbTaram  00CIeNOBaHUS,
MPOBEICHHOTO B paMmKax I1eneBod mnporpammbl «lIpodunakruka u JedyeHue
apTepuanbHOi runepTonuu B Poccuiickoit denepaunn», pacnpoctpaHeHHOCTh Al
coctaBisieT 39,5% OT Bcex 00C/IeIOBaHHBIX, OCBEIOMJICHHOCTh 0 Hannuuu Al —
77,9%, neuarcst — 59,4% Hacenenus, a 3p(HEKTUBHOCTh MPOBOJUMOIO JICUCHUS
coctaBisier Bcero 21,5%. C 2003 r. mo 2013 r. pacmpoctpaneHHocts Al y
MyxunuH B Poccum Bo3pocna Ha 20% [6]. B CILA, 68% monmeit ¢ BbICOKMMU
uudpamu AJl 3HaIM 0 cBOeM 3a00JI€BaHKM, U3 HUX TOTy4aiu Jieuenue 53,6%, HO
cpenu Tex, kro Jjeuwics, AJl anmekBarHo (Hmwke 140/90 mMm  pT. cT.)
KOHTPOJIMPOBAJIOCH TOJIbKO Yy 27,4% [9]. KpynHble paHI0MH3UpOBAHHBIC
KJIIMHAYECKUE MCCIIEIOBAHUS, B KOTOPHIX OIICHUBANTACh A((HEKTUBHOCTH TOTO WITU
WHOTO pEeXHMa aHTUTUIIEPTEH3UBHOW Tepanuu y OonbHbIX Al, ybemutenbHO
MIPOJIEMOHCTPHUPOBAIIH, 4TO y 18-55 % y4acTHHKOB JOCTHYB IIEICBBIX 3HAUCHUU
AJl He ynaercs, HECMOTpS Ha mpueM 3-X U 00Jiee TUIMMOTEH3UBHBIX MEIMKAMEHTOB
[10-12].

B neficTByromeM crtaHgapTe MEIUIIMHCKOW MOMOIIM it 00dbHBIX Al
MPETYCMOTPEHBI 00s3aTEIbHBIC HEMEIUKAMEHTO3HBIE METO/Abl TPO(UIAKTHKH,
aedyeHuss U peadbmnuranuv. OJIHAKO OHU MPEICTaBIEHBI TOJBKO MEPONPUATUIMU
10 COOMIOJIEHUIO 0011Iel CAHUTAPHO-TUTUEHUYECKON KYJIbTYpPhI (OTKa3 OT KypeHus,
OrpaHUYEHHE MPUEMa AJIKOT0JI U MIOBAPEHHOM COJIM, U3BMEHEHUE PEKUMa MTUTAaHUS
W yBenuyeHue (Qusmyeckod Harpy3ku). HWMHBIX MeToAoB (U3MYECKON U
peadMIUTALIMOHHON MEIUIMHBI He mpeaycMoTpeHo. KoHcynbramuu Bpada 1O
CHCIMAILHOCTH «(pU3NOTEepanus» BoooOIe He npeamnonaraetes [13].

[Io GonbpmioMy cYeTy, B COBPEMEHHOW KIWHUYECKOW KapIuOJIOTHH
CYIIECTBYET YCTOWYMBAasT TEHJACHIUS MPOTUBOMOCTABICHUA W  yMaJICHUS
busndeckux (GakTOpOB TEpea  JICKAPCTBEHHBIMH CPEACTBaMH, Kak Ooliee
s dextuBHbIMU. [IpakTHUecKN W TEOpPETHUECKH, OoJiee palMOHATBHBIM SIBIISICTCS
KOMITJIEKCHOE TTPUMEHEHUE MEINKAMEHTO3HBIX CPEACTB M (PU3NUECKNX (HaKTOPOB,
YTO YacTO U OMNpeAemsieT MOTeHIupoBaHue jeueOHbIX 3(dexToB. CoBpeMeHHBIE
JIOCTUKEHUS IKCTIEPUMEHTATIBLHON U KJIMHUYECKOU KapJIMOJIOTHH, IaI0T OCHOBAHHE

roBOPUTb O MHOI'OKOMIIOHCHTHOCTH IIaTOT'CHE3a AF, B OCHOBC KOTOPOI'O JICKHT
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HapylieHue OOIIero WHTErPAaTUBHOTO KOHTPOJII MO3Ta U JAU3PETYJISIHS
romeoctasa [9, 14, 15, 16, 17]. DToT npu3HaHHBIN HaAyYHBIH (HAKT apryMEHTUPYET
HEOOXOJMMOCTh TNPUMEHEHHS] HE TOJIbKO MEIUKAMEHTO3HOW Tepamuu, HO U
pa3IMYHBIX Je4eOHBbIX (u3ndyeckux (aKTOpoB, KaK HMEIONIUX MHOW MEXaHU3M
BJIMSIHUS Ha maTtoreHe3 crpaaanus [18]. ITosromy, B mporpamMMax MeEIMIIMHCKON
noMoiy Ha (poHe NmepMaHEHTHOW Oa3MCHON TUMOTEH3WBHOW MEIMKAMEHTO3HOMN
Tepanuu npu  Al' BmojgHe JOMyCTUMO TMPUMEHSATH HE TOJBKO JHETYy U
JO3UPOBaHHBIC (PU3UYECKUE HATPY3KH, HO M WHBIC (PU3NIECKHUE METOMIBI JICUCHHUSI,
KOTOpBIE JIOJKHBI COMPOBOXKIATHCS PEKOMEHIAIMSIMU OTHOCHTEIBHO BEICHUS
3I0pPOBOTO 00pasa KU3HU, HAIPUMEP — DIEKTPOTEPAIHIO.

OObIyHO, mpu Al 37€KTpOTEpPAIINIO TPOBOJAT MO HA3HAYECHUIO Bpada B
¢uszkabruHeTax TMONMKIMHUK WM CAHATOPHO-KYpPOPTHBIX ycpexnaeHusax. C
TUIIOTEH3MBHOM 1IENBI0 PEKOMEHIYETCS TajlbBaHM3alUsS BOPOTHHKOBOM 30HEIC [7,
568], ¢ cenaTUBHOM LIENbLIO — JIEKTPOCOHTEPANUC, a ¢ BEr€TOKOPPUTHPYIOIIEH —
TpaHCKpaHuaabHas diekrpoananresus® [7, 268-270]. Cruemyer mnpusHarth, 4YTO
BO3MOXKHOCTH  (PpU3MUECKMX METOJOB B JieueHUH U mpoduiaktuke Al
peanu3yroTcs emé He B TOJHOH Mepe W He Bcerja panumoHanbHo [19] u
METO/IOJIOTHS MHOTUX MyOJUKaIluii 00 OTOM, HE OTBEYaeT MPHUHIUIIAM
JIOKa3aTeibHOM MeauiuHbl. Tak, aHanmu3 632 myOnukanui, Kacarouuxcs
NPUMEHCHHS METOJIOB (u3norepanuu y 00ybHBIX Al (cTaThl B peliCH3UPYEMBIX
KypHaiax, aBTopedeparsl  JUCCEpTallMii, METOAMYECKHE  TOCoOHs |
PEKOMEHIAIIMK) 3a TOoCeaHne 25 JieT, nokaszan, 4to juinb B 308 (48,7%) uMeno
MECTO TOJIHOE ONMCAaHUE JIeYeOHON METOINKH, OBLITH MCIIOIh30BAHBI COBPEMEHHBIC
METO/Ibl KOMITJIEKCHON JUAarHOCTHUKH, KOJTMICCTBEHHBIC KpUTepUn d(H(PEKTUBHOCTH,
HWCIIOJb30BaHa aJIcKBaTHAs METOJOJOTrus ucciaenoBanud. B ocrampHBIX 324
paboTax OTCYTCTBOBAJIO IMOJIHOE OMHUCAHHE JeUeOHOW METOIUKU, UMENIOCHh JIUIIIb
KaueCTBEHHOE OMHMCAHWE KIMHUYECKOTO OIMbITa, ObUIM HEKOPPEKTHO JTOKa3aHHBIC
Hay4HbIe JaHHbie [19].

[Ipumenenne yka3aHHBIX OOMICTIPUHSTHIX METOJOB JJICKTPOJICUCHUS
OTPaHUYMBAECTCS  JICYCOHO-IPOPHUIAKTUUECKUMU U CAHATOPHO-KYPOPTHBIMHU
YUpEKACHUSIMU, MPOIEAYPHl AOKHBI MPOBOIUTHCA MO HA3HAUCHUIO Bpaya W B
NPUCYTCTBHM  MEIUIIMHCKUX  PaOOTHUKOB. [lepeunicieHHble  METOBI
dbu3noTepanuu UMEIOT CBOM PUCKH, MOOOYHBIE JEHCTBUS M MPOTUBOIIOKA3AHUS,
TaKWe Kak. TOSBJIICHWE y TMallMEHTa OIMYIICHUS PE3KOro MOKCHUs WM 00Nd Ha
OTPaHUYCHHBIX YYaCTKaX KOXKH, MECTHBIC aJNIEPTHUECKHUE PEAKIIUU, OKOT KOXKH H,
OpU  HENPaBWIBHOW  DKCIUTyaTallil —  JJEKTpoTpaBMa  (TalbBaHU3AIINA,
anekrpodopes) [7, 90-92]; BocmamuTenbHbIE M AUCTpOPHUUECKHE 3a00JIeBaHHUS
rJ1a3, OTCIIOMKAa W MUTMEHTHOE TEPEpPOKIACHUE CETYATKH, 3aCTOWHBIC SBJICHHS B
00JacTh JUCKOB 3pUTEIHLHOTO HEpPBA, BHICOKAs CTEMEHb OMM30PYKOCTH (BBINIE -
5D), HexkoTopbie POPMBI TITAYKOMBI, KaTapakTa, OCTATOYHBIC SBJICHUS HapYIICHUN
MO3rOBOTO  KpOBOOOpalIeHHs, apaxHOMAUT B  aHaMHe3e, O0Opa3oBaHUE
IEKTPOXUMHUYECKUX O0KOTOB B MECTaX HAJOKEHUS JJICKTPOJOB y MAIMEHTOB CO
CHW)KEHHOW  YyBCTBUTEIBHOCTHIO KOXXH TOJIOBBI  (DJIEKTPOCOHTEpAnus U
TpaHCKpaHuaIbHas 1ekTpoananresus) [20, 21].

Nmerorcs COOOIIEHUS 00 YCHEIIHOM UCTIOJIb30BaHUU
urnopeduekcoreparmu (akymyHkTypsl) npu Al | u Il crenenn [22, 23], omnako
uccienoBaHne 56 MeTaaHaIu30B MPUMEHEHHS aKyITyHKTYpbI 32 9 JIeT OKa3bIBaET,
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YTO ATOT HMHBA3WMBHBII METOJA TMPOJOJKAET BBI3BIBATH CEPbE3HbIE MOOOYHBIE
3¢ (}eKThI, TakMe Kak pa3BUTHE HH(DEKIUU TIOCIIe CEaHCOB, TPABMBI, THEBMOTOPAKC,
OaKTepUaIbHYIO WM BUPYCHYIO HH(DEKIIHMIO, CMePTh (YMepJH 5 narueHToB) [24].

Takum oOpa3oM, aKTyaJbHOCTh TIOMCKOB TPOCTBHIX, OE€30MaCHbIX W
s dexTuBHbIX criocoboB koppekuuu Oananca BHC u cumxenus yposust AJl npu
AT xak B mOMyJsiiUU, TaK U B KaXKJOM OTJCIBHOM KIMHUYECKOM CIIydae, 0CTaeTcs
BBICOKOM.

Xponuueckass  apmepuanvnaa  cunomenszuna (XA, nepBuyHas
aprepuanbHas ~ TUIOTEH3Ws, JCCEHIMAaJbHAas  apTepuaibHas  THIIOTEH3US,
XpOHHUYECKass THIIOTEH3Ws, TUIoTOHMYeckas Oojnesnb — mmdp MKB-10 195.0)
BbIsIBIIsIETCA Y 33% KeHIMH U 4% My>X4HH, JOCTUTas B HOMYJISIUUU TPUMEPHO 12-
15%, n no cBoen pacnpoctpanenHoctru ycrynaeTr aumb CABHC. Ognako, u3-3a
JIOJITOTO KOMIIEHCUPOBAHHOT'O COCTOSTHUSL M HU3KOM 0OpaIlaeMOCTH HaceleHHs 3a
MEJUIIMHCKOW TOMOIIBIO, HEIOCTATOYHOM OpPUEHTUPOBAHHOCTU Bpadel B
JTUATHOCTUYECKUX KPUTEPUAX U OTCYTCTBHUSL O€3YyNpPEUYHBIX METOAOB JICUCHUS,
peanbHas yactota XAl 3HaUMTETHHO BBIIIE MPUBOAUMBIX IUbp [25, 26]. Bmecte
c TeMm, XAl saBigercss GakTOpoM PUCKA PA3BUTHUSI COCYTUCTON (TMITOTOHUYECKOM)
sHIeaoNaTuH, aTEPOCKIEpO3a, PE3UCTEHTHOM apTepuaabHOW T'HMIEPTEH3UH,
UIIeMUYEeCKOi Oone3nu cepaua, qpyrux 3adoneBanuil CCC, u yxyamaer KauecTBO
JKU3HU M TPYAOCTIOCOOHOCTD YeJIoBeKa yke B MoJiofgoMm Bo3pacte [14]. ITpu XAT,
O]l BJIMSHHEM CTPECCOPHBIX (PaKTOPOB, MOTYT HACTYNMaTh Kak MPEXOMASIIue
HapYIICHUS MO3TOBOTO KPOBOOOPAIIEHUS, TaK U TSHKEIbIE TTOPAXKEHUS TOJIOBHOTO
MO3ra, aKTHBHO HJIET MPOIECC CTapeHusl opranu3ma [27].

OcHoBHO#1 cunapoM XAI' — cHumxeHHoe AJ[ Ha (oHE YMEHBIIEHHOIO
OOIIIETO0 COMPOTUBICHUS MEPUPEPUUECKUX COCYIOB U COOTBETCTBYIOIIHE ITOMY
KIMHUYECKHEe CUMNTOMBI. [lepBbie CUMNITOMBI B BHE Kaji00 Ha TOJOBHBIE OOJH,
rOJIOBOKpY>KEHUs,, 0OMOPOKH, €1a00CTh, MIIAKCUBOCTh, CKJIOHHOCTh K JIEIIPECCHUH,
METE03aBUCUMOCTh W Tp., Mo3BoJisAomue 3anoao3puth BCJ] rumoreH3uBHOrO
tuna, oOHapykuBatoT XAl yarie Bcero yxe B Bozpacte 8-9 ser [28].

[Ipy mpomoiKaroUMXCcs 3MOLMOHAIBHO-BO3PACTHBIX CTpeccax (MepHo/bl
BBITSDKEHUS, TICHXOHEMPOIHIOKPUHHBIE W3MEHEHHUs, OEpEeMEHHOCTh U TIp.)
KJIMHUYECKas CUMIOTOMAaTHKa IIOCTENEeHHO ycyryomsercsa. OJHAaKO COCTOSHUE
JUINTEJIBHOE BPEMsI OCTaeTCsl KOMIIEHCHPOBAHHBIM, CTPAJAIOLINEe CUUTAIOT ceOs
OTHOCHTEIFHO 3J0POBBIMH, CaMOCTOSTEIBHO CIPaBISSICh C  OOJIE3HECHHBIMH
NPOSIBJICHUSIMU ~ HapOAHBIMH  criocoO0amu  (kode, HACTOMKKM  OOSIPBIIIHMKA,
JUMOHHHUKA, JICYTEPOKOKKA, KEHbIIECHSI U mp.). U Tonbko Ae6r0T MaHubecTHOU
CUMITOMATUKA  (pa3BUTHE  KPU30B-CUHKOIIC,  BBIPQKCHHBIC  CHMITTOMBI
NICXOBETETATUBHOM TU3PETYJISIIMK) BBIHYKIACT UX OOPATUTHCS 32 MEIUIIMHCKOM
nomortisto [29].

Nmeromuecs: B muTepaType peKOMEHIANUU TSl JICKAPCTBEHHOW KOPPEKIIHH
HapylleHu#, cBs3aHHbIX ¢ XAI, pa3fenstoT Ha JABa TUMA: NATOT€HETUYECKOE
(HampaBiieHHOE Ha noBbIieHue AJl) u cumnromatudeckoe jgeuenue [30, 31].

Pexomenpganmun mo Ttepanuu XAIT oOmUpHB, HO HEAOCTATOYHO
CHUCTEMAaTHU3UPOBaHbl B CBSI3M C HEMpEACKa3yeMOW MOJUCUMITOMATHYHOCTHIO H
OTCYTCTBHEM I1€JIeCO00Pa3HOCTH B BHIOOpPE CPEACTB, TEM OOJIee, UTO OOTBITMHCTBO
MPUMEHSEMBIX JIEKAPCTBEHHBIX MPEMapaToB UMEIOT CEPhE3HbIE OTPaHUYCHUS WU
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noOOYHBIE  ACUCTBUS  NpU  JUIMTEIbHOM  mpuMmeHeHuu.  CraHmapTHOU
JekapcTBeHHOM Tepanuu XAl He cylecTByeT.

N3  ¢usmorepanetuueckux mnpoueayp npu XA  pexomeHI0BaHO
NPUMEHEHUE  MEpPOMNpUATUH 1o  oOleMy 3aKkaJlMBaHWIO OpraHu3Ma |
JO3UPOBaHHBIX  (PU3MYECKHX  HArpy30K,  OaibHeoTepanuu,  QoTro- H
SIIEKTpoJIeUeHHs, Hriopediiekcorepanmun u Maccax [/, 14, 30, 32]. Bpauam
pEKOMEHTyeTcsl Ha3HauaTh nanuentaM ¢ XAl cienyroiue BUJIbI 3JIEKTPOTEPATTUHN:
BETETOKOPPUTHPYIOLIMI METO — HJEKTPOCOHTEPANUAS ¥ TOHU3UPYIOLINE METOIBI
— JICKapPCTBEHHBIN 3JEKTPOoPope3 Ha BOPOTHUKOBYIO 30HY WJIM TlapaBepTeOpaibHO
Ha ypoBHe C4-Thy u munHamuueckas ssekrporeiipoctumynsuus” (JIDHC, cum.:
onoperyinupyemMas dJIEKTPOHEHPOCTUMYIIANKS) B 00JAaCTH BOPOTHUKOBOW 30HBI:
KOpIopajibHass METOJMKa JIa0WIBHBIM crocodom [7, 101-102; 579]. Puckw,
MoOOYHbIE ACHUCTBUS U MPOTUBOIOKA3aHUS JJIS ITUX METOJOB DJIEKTPOJICUYCHUS
MIEPEYUCIIEHBI BhIIIE — B pazzaene Al

Kpome Toro, B mocinennee BpeMs, Mocie yCTaHOBIEHUS TECHOM cBsA3u XAl ¢
CHHJPOMOM XpOHHUYECKOM yctamocTtd [33], MOMCK HOBBIX 3(P(EKTUBHBIX U
HAJISKHBIX METOJI0OB Koppekiuu AJl mpuobpen ocoboe 3naueHue. Koneunas ke
1eJIb YCWJIMKA B 3TOM HaIpaBlieHUU — pa3paboTka COCOOOB JJIsi CBOCBPEMEHHOM,
0e30macHO M WHIWBUIYAIbHOW KOPPEKIMU aJanTallMOHHBIX CIOCOOHOCTEH
opraHu3Ma Mpu CHUKeHHOM AJl.

Takum oOpa3oM, HapylleHHs pEryJaiuu cucteMHoro AJl, mupoxo
MPECTABICHBl BO BCEX BO3PACTHBIX KaTEropusix HaceneHuss mupa. OgHako mpu
MMEIOIIEMCS apCeHaNIe aHTUTUIEPTEH3UBHBIX JICKAPCTBEHHBIX CPEACTB, HE BCETra
yAaeTcsl MOJY4YUTh JIOJTOCPOYHBIA CTaOWiIbHBIN 1HeneBoi sdekr. C apyroi
CTOPOHBI, MHOTOJIETHEE MpPUMEHEHHE (papMaKkoTeparnuy YpeBaTO MPUBLIKAHHEM K
TOMY WJIA WHOMY IMpenapary C pPa3BUTUEM CHHJAPOMA OTMEHBI («PUKOIIETA),
MOSIBJICHUEM PE3UCTEHTHOCTH U MMOOOYHBIM d(PdheKTam.

YyuteiBas HWHGOPMAIMOHHYIO OKCIIAHCHIO COBPEMEHHOTO OOIIecTBa,
ATUOJIOTMIO W  NaTOTeHe3  JU3peryjasiuuk  cucremMHoro  AJl  oueBuaHa
HEO0OXOMMOCTb IMOMCKA HOBBIX M YCOBEPIIICHCTBOBAHUS YK€ U3BECTHBIX CIIOCOOOB
HEeJIeKapCTBEHHOM Koppekuuu AJl, cpein KOTOPBIX BEAYIAsl POJIb MPUHAIIEHKUT
dbusnoTepanuu, Kak HauboJee eCTECTBEHHOMY HaIPaBJICHUIO JIsl BOCCTAHOBJICHUS
HapymeHHbIX pyHKiwmii [7,12,20].

Oxkono 10 ner nma kOppekuu CUCTEMHOrO AJ[ ¢ ycmexoM HCHoJIb3yeTcs
nuHamudeckas anektpoHeipoctumyssanus  (JIOHC), kak B kopropaibHOM,
MOJIM30HAIBHON TEXHHUKE, TaKk M B 00JacTH OIHOM 30HBI Bo3aercTBus [7, 34-40].
OnHako TOJYyYECHHBIM OMNBIT CBUJETEIBCTBYET TMPU OSTOM O HEKOTOPHIX
HEJOCTaTKaX, TaKWX KakK: HEYJ0OCTBO OKa3aHUs HEOTJIOKHOW TIOMOIIM B
AKCTPEHHBIX CUTYyallUsIX, NMPUMEHEHUE TOJbKO Mpu Al W yMepeHHBI ypOBEHb
YYBCTBUTEJIBHOCTU MAI[UEHTOB, pe3Koe majeHne AJ[ y oJHOro mamueHTa npu
nepBoM npuMmenenun anmnapata «JI9HAC-Kapano» [35,36].

Pazpabotan mnpuHIMNUATRHO HOBBIM (DU3MOTEPANIEBTHUECKHUM —ammapar
ypeckokHOM anektpoHerpoctumysinun  (UDOHC) «ABP-051», npumeHenue
KOTOPOro TMpU  HapylmieHusix cucteMHoro AJl, mMOKa3bIBa€T  BBICOKYIO
s dexTuBHOCTH KOppekiuu AJl, Kak MpU TUMEPTEH3UH, TaK W MPU THUMOTCH3UH
MpU YBEJIMYEHUU KOHTHUHIEHTA ([O0JIM) BOCHPUUMYHMBBIX MAIMEHTOB M BBICOKOM
cTeneHu 0€30MacHOCTH.
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. IPOTOKOJ KIIMHUYECKOI'O UCCJIEAOBAHUSA
1 Heab uccaenoBanmsi: OneHka 3pHEKTUBHOCTH U OE30MACHOCTH MPUMEHEHUS
AIEKTPOCTUMYIISATOPA 4YpecKOKHOro «ABP-051» 1 KOoppeKuu CHCTEMHOTO
apTepHaIbHOTO JaBJICHUS B KiIMHHYeCKO# npaktuke (A" u XAT).

1.1 3agauu uccienoBaHus

- OLIEHUTDH PHEKTUBHOCTH TpUMeHeHus anmnapata «ABP-051» y 0onbHBIX ¢

Al' nu XAI' 1mo HEnocpeACTBEHHbIM U OTHAJEHHBIM pe3yJibTaTam

HCCIICIOBAHMS;

- BBISIBUTH HEXKeJaTelbHbIe TOOOYHbBIE YPPEKTHI;

- OLUEHUTh pUCKH NpuMeHeHus anmnapara «ABP-051» y OoneHbiX ¢ Al' n

XAT.

1.2 Oxupaemblie pe3yJabTaThl

- koppekuus HapymeHHoro AJ[ y OonpHbIX ¢ AI' 1 XAI' g0 ueneBoro
YPOBHH;

- YMEHbILIEHUE KOJINYECTBA Kajl00, BBIPA)KEHHOCTH OOJIEBOTO CUHIPOMA;

- OTCYTCTBHUE pE3KOr0 HM3MEHEHHUS U BpeMeHHOW aecrabmwimzauuu All,
HEXXeNaTeIbHBIX IMOO00YHBIX A(P(EKTOB, MECTHBIX aJUICPTUUYECKUX PpEeaKIni,
pa3BUTHS TaXWKapAUU, MOTEPU CO3HAHUS, OPTOCTATUYECKUX PEaKUUi, TOJIOBHOU
001 ¥ IPYTUX MOTEHIIUAILHO OMACHBIX (PU3UOJIOTMYECKUX PEAKIIN OpraHu3Ma;

- YIY4IlIEHHE KaYeCTBA KU3HHU.

2. YcJ10BUSI IPOBEIEHUs

B kaxxnom uccrienoBaHUM BO3HHUKAET MPOoOJieMa ONTHUMAIFHOTO KOJTMYECTBA
KIIMHUYEeCKUX HaOmtogeHuii. C OJHOW CTOPOHBI, YBEIMYEHUE YKCIIa MAIlMEHTOB
MOBBIIIAET BaXXHOCTh PE3YJIbTAaTOB, C JAPYTrOMl CTOPOHBI, BMECT€ C OTHUM pACTYT
3aTpaThl, W YBEIMYMBACTCA BPEMEHHOW TMepHoJ wuccienoBanus. Bribopka
aJIeKBaTHOIO  IIeIM  KOJMYecTBa  HaOMIOJeHMH B MEAMIMHE  BCerja
OpEINOYTUTENbHA, OCOOEHHO B  Cllydasx [pPUMEHEHHs pa3paboTuyuKaMu
UCCIJIEIOBaHMSI PA3JIMUHBIX BUAOB JICYEHUS WM MIPU HECKOJIBKUX NAaTOT€HETHYECKU
CBSI3aHHBIX MATOJOTWH, Takue Kak, Hanpumep, Al' m XAI' [41, 42]. Pasmep
BBHIOOPKHM PACCUMUTHIBAJICS € y4deToM anbda-ommoku 5%, 4YTOOBl OTKJIOHUTH
HYJIEBYIO THUIOTE3y co cratuctudeckoit cumoit 80%. IlomoOnasi BbIOOpKa
NAlMeHTOB 4YacTO TMPUMEHSETCS B MEIUWLUMHCKUX HCCIEJOBAHMUSX: NpHU
COOJIFOICHUN TIPUHITUTIOB JIOKA3aTEIbHONW MEIUIIMHBI (Ka4ecTBa KIMHUYECKOH
npaktukn — GCP, namgnexaiei nabopatopHnoit npaktuk — GLP u kadectBeHHOM
cratucTuuecko mpaktuku — GSP), Tun oTOOpaHHBIX TAIMEHTOB JCJacT
BO3MOXXHOCTh B JJAJTBHEHINIEM YCIEIIHO MEPEHECTH PEe3yJbTaThl HA BCE HACETICHHE
U TOATBEPKIAaET OTCYTCTBHE CTATUCTHUYECKH BAXKHBIX PA3IWYMH, KaCAIOUIUXCS
BO3pacTa, 1moJjia, CTaauy 00JIe3HH U KITMHUYECKIX CUMIITOMOB.

K npoBeneHHOMY Hccie10BaHUIO ObUIH TOMYLIECHBI OONBbHBIE C KPUTEPUSIMU
[EJIEBOTO 0TOOpa (KPpUTEPHUH BKIIOUEHUS/UCKITIOUEHUS ), ¢ (POPMUPOBAHUEM YETKO
OTPAaHUYEHHBIX TPYII MAUEHTOB, HAXOSAIIMECS B MEIUIIMHCKOM IIEHTpPE IO
oOpaleHuto (Ciy4aiHo), C OJHO3HAUYHO BepU(UIIMPOBAHHBIM TUATHO30M.

Bce kemaromume — mpuHATH  ydacTH€ B JIaHHOM  MCCIIEAOBaHUU
COOTBETCTBOBAJIM JAHHBIM KPUTEPHSIM U Aalid JOOPOBOJIbHOE MH()OPMHUPOBAHHOE
corjiacie Ha y4JacThe B JaHHOM HCCJEIOBaHMM U Ha 0OpabOTKy MepCOHAIbHBIX

JaHHBIX.
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[Ipenmnonaranock, YT0 KOJIMYECTBO MAI[UEHTOB, KOTOPhIE MOTYT MPEKPATUTh
y4acTHE B TIEPCIIEKTHUBE B CBS3U C MPOJOJDKUTEIBHOCTBIO HUCCIIECIOBAHUS U TIO
NpUYMHAM, HE CBS3aHHBIM C pe3yJbraramMu mpuMeHeHus «ABP-051», moxer
coctaBuTh 110 10%.

3. /JIu3aiiH mMcciaexoBaHMWs: TPOCIEKTUBHOE PAHJIOMU3MPOBAHHOE IUIAe00
KOHTPOJIMPYEMOE.

HccnenoBanme BhimoiHeHO B cootBeTrctBun MEDDEV 2.7/1 Rev 4.
PykoBOACTBO MO MeIWUIMHCKUM IpuOopam. KnuHudeckas OUEHKa: pyKOBOJCTBO
Il TIPOU3BOJUTENIENM W YIOJHOMOYEHHBIX OPraHOB, a TaKXke € XEJIbCUHCKOU
Jeknapanveii BceMupHOW MeAMIIMHCKON accouuanuu «OTUYECKUE TPUHIUTIBI
HAay4YHBIX 1 MEIUWIMHCKHAX HMCCIENOBAHUM C Y4acTHEM 4YeloBeka» oT 1964 ropa c
nonosHeHusAMH 2000 rona, «IIpaBunamMu kiMHMYECKON NpakTHKHA B Poccuiickon
denepanuny», yTBEPAKIACHHBIMUA NpukazoM Mun3zapaBa PO Ne 266 ot 19.06.2003
rona, HannonaneusiM cTtannaptoM PO «Hapnmexaias KIMHUYECKAs] MPAKTUKA
(2005).

YuuthiBas enuHBIA AU3aiiH pabOThI, METOJbl O00CIENOBaHUSA OOJIbHBIX,
OLICHKY pE€3yJbTaTOB JICYECHMS, NPEICTABISACTCS BO3MOXXHBIM CO3/IaHHE E€IMHOU
0a3bl JaHHBIX JIByX HE3aBUCUMBIX HCCIEAOBaHUN U ee aHanu3. Jluzaitn
WCCJIEIOBAHMS IPEACTaBJIeH Ha Pucynke 1.

3.1. I'pynnbl NalMEHTOB U METOAbI JIeYEHHUSI:

IlepBas rpynma — 38 mamuentoB ¢ Al, momyyana JjieueHHe OT amnmapara
«ABP-051» mo mporpamme Ne 1 B Teuenue 14 nueid, 1 pa3 B geHb, Ha ¢oHE
CTaHIAPTHON MEIMKAMEHTO3HOM TMIIOTEH3UBHOW TEpAIUM, HE3aBUCUMO OT YPOBHS

AJl mepen mpoueaypoil.

OO01mmii MaccuB 00JLHBIX
153 yea.

/AN

OrneHka CyObEeKTUBHBIX, O0bEKTUBHBIX M (PYHKIIMOHATIBHBIX

JaHHBIX

AR RN

IIpocras pannomuzanus

| \

~

1 rpynma 2 rpynmna 3 rpynmna 4 rpynma
Bonsubie AT Bonsubie AT bonsubie XA Bonsubie XA
39 uen. 38 uen. 38 uen. 38 uen.
IIpouenypsi [Tpouemypsl [Tpouenypsi IIpouenypsi
OT anmapara wiane6o OT anmapara iane6o

«ABP-051» «ABP-051»

Puc. 1. /luzaiin vccienoBanus U pacnpe/eneHne 00IbHBIX 10 TPYIIIaM.
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Bropas rpynmna — 39 nauuentos ¢ Al', B Teuenue 14 gueit no 1 pa3y B AeHb
pUHUMAaa IpoLeaypsl mianedo Ha poHe cTaHAAPTHON T'MIIOTEH3UBHOM Teparuu,
He3aBUCHUMO OT ypoBHS AJ[ mepen mnpouenypoil. bbll MCHNONB30BaH ammapar
«ABP-051», wumuTupyronmidi pabouuif, KOTOpPBIH HUMET BCE IPU3HAKHU
BKJIFOYEHHOTO — CBETHJICS CBETOAMOJI, paboTalio 3BYKOBOE COIPOBOXKJEHUE, HO
IIPU 3TOM DJIEKTPOIbI OB OTKIIOYEHBI OT CXEMBI.

Tpetbss rpymnma — 38 GonbHbIx ¢ XAI, B Teuenue 14 nHei mosydana
nedenne ot annapara «ABP-051» no nporpamme Ne 2. UDHC npoBoaunace 1 pa3
B JICHb, HE3aBUCHUMO OT YpOBHs A/l niepen npoueaypomu.

Yersepraa rpynna — 38 yenoBek ¢ XAl, momydana aHaJIOTMYHBIM KypC
npoieayp- mianedo.

B cBoto ouepenp, rpynnsl 1 u 2 nogpazgensuiack Ha noarpymnmnsl 1.1. (19
yen.) u 2.1. (19 yen.), mauuentsl kotopsie umenu CJIBHC (HIJ, BCI) no
runeproHudeckomy tumy w/wiu AT 1-i crenenu; a Takke Ha moarpymmsl — 1.2.
(20 uen.) u 2.2. (19 yen.) — 6onbHbIX Al 2-if 1 3-11 cTeNEeHH, COOTBETCTBEHHO.

['pynnet 3 u 4 ObUIM TpencTaBiieHbl nanmeHTamMu ¢ XAD, cpenu HuUx He
ObUTIO 0OMBHBIX ¢ dmu3oanueckuM cHmkennem AJl u CABHC (HI/, BC/) mo
TUIIOTOHUYECKOMY THUITY.

3.1.1. Kpurepuu BKJIOYEHUSA:

e [lanuentsl ¢ Helipo-uMpKyIsiTopHOr nuctonueit (HIIJ) mo rumo- wim
runepronnyeckomy tuny (auchynkuus CCC npu cungpome BC,
CABHC), B nononHeHue K Je4eOHbIM MEPONPUATHUSIM;

e Jluma ¢ »Snu3oaMYECKMM MOBBIMIEHHMEM AJ[ mpu cTpeccoBbIX
CUTyalUsiX, M3MEHEHHWU TOrOJHBIX YCJIOBUH (METE0Ja0UIbHOCTD),
NEpPEeMEHE YaCOBBIX MOSICOB (XPOHOJECHHXPOHO3), B JIOMOJIHEHUE K
ne4eOHBIM MEPOTIPUSATHUSAM;

o [lanmentsl ¢ nmabwibHOM (opmoit Al', B nomoJiHEeHHE K JI€U4EOHBIM
MEpOMPUSATUSIM;

e bonbHbie AI' cO CTaOMIBHO BBICOKMM CHCTeMHBIM AJl — B KauecTBe
JOTIOJTHEHUSI K KOMIUIEKCHOMY MEIMKaMEHTO3HOMY CTaHIApTy

JICUCHMUS,

e bomnbHbie ¢ Hu3kuM cuctemMHbiM AJ[ (XAI') — B kauecTBe
JOTIOJIHEHUS K  KOMILJIEKCHOMY MEAUMKAMEHTO3HOMY CTaHIApTy
JICYEHUS;

e Jluna crapuie 14-netnero Bo3pacra.

3.1.2. Kpurepuu uckJjovyenus (ocHopanmue [7, c. 38, 102]):

e MuauBuayabHas HEMEPEHOCUMOCTD JJIEKTPUIECKOTO TOKA;

e Hammuue UMIUTaHTHPOBAHHBIX AJICKTPOHHBIX YCTPOMCTB
(kapauoCTUMYJIATOPA U JIP.);

e HapymeHnne 1EIOCTHOCTH KOXH B O0JIaCTH AWCTAIbHOW TpPETH
NpeaIuieybss JeBOW pyKH (Malepaiuy, PaHbl, 0)KOTH, dK3aHTeMa U
mp.);

e HoBooOpazoBanwus (0myxon) J000¥ 3THONOTHH U JIOKATTU3AIIHH;

e OcTpble TMXOPAJTOIHBIC COCTOSTHHAS HESCHOMW STHOJIOTHH;
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e CoCTOSIHHA  OCTPOrO  TCHUXHYECKOrO,  aJKOTOJbHOTO WM
HapKOTHYECKOTO BO30OYKICHUS;

e bepeMeHHOCTH (MEePBBIM TPUMECTD);

e OO0mue NpOTUBOMOKAa3aHUS K (PU3NOTEPATHH.

e Jluna munanwe 14-nernero Bo3pacra.

3.1.3. Kputepun ouenku 3¢pdekTHBHOCTH

OCHOBHBIM KpPUTEpPUEM [JIsl OLUEHKU PE3YIbTATOB JICUEHUS Yy IMAIUEHTOB C
AT u XAI ucnonp3yercs 0ObEKTUBHBIN MapamMeTp — u3MepeHne BeauunHbl AJl u
ee JMHAMUKAa B TE€YEHUE BCEro Cpoka uccienoBaHus. OcCTanbHbIE HCCIIETyEMbIe
MOKa3aTelid  OLICHUBAIOTCS  KaK  KIMHUYECKHE  CHUMIITOMBI  TPOSIBICHUS
HapywmeHHOTro A/l, u3aMeHsolue caMO4yBCTBUE U KAa4€CTBO JKU3HU MALMEHTOB C
Al' u XAI', oHU SBISIIOTCSA CYOBEKTUBHBIMA KPUTEPUSIMH U 3aBUCAT OT OCHOBHOTO
OOBEKTHUBHOTO KPUTEPHSI.

IIpu neyenun OonbHBIX Al 3a 1neneBoil ypoBeHb AJ] npuHuMaeTcs
BenuunHa < 140/90 MM pT. CT.,, C Yy4YeTOM pEKOMEHJAUUMid O MSITKOM U
MHOTO3TallHOM CHIKEHHHM BenuuuHbl AJl y mamueHToB crapme 60 jer, npu
ycroiiunBoM CAJl 150 mMm pr. cT. W BbIlIE, NI JOCTHXKCHHUS CTaOMIIBHOTO
ueneBoro 3HaueHus — cHwkeHus CAJ[ < 150 mm pt. cr. [Ipu goctmxeHun
neneBoro ypoBHsi A/l ycraHaBnuBaroTCd MUHUMalbHbIE pyOexu cHikeHus CAJ|
10 110-115 mwm pr. ct. u IA] mo 70—75 mm pr. ct. [13,43].

IIpu neyenun XAI' 3a ueneBod ypoBEHb NMpUHHUMAaETcad 3HaueHue AJ[ >
105/70 mm. pt. cT. [44].

4. YcinoBusi KOHTPOJISI KIMHUYECKUX UCTIBITAHMIA:

- 3aMOJTHEHNUE TTPOTOKOJIA UCCIICAOBAHNS;

- BbIJIaua OpOIIIOPHI MAlMeHTa U ero o0ydeHue;

- Hajnuuue JOOPOBOJNIBHOTO WH(MOPMHUPOBAHHOTO COTJIACHs TAlMeHTa Ha
MIPOBEICHHE UCCIEA0BaHUS U 00pabOTKY NEPCOHAIBHBIX JAHHBIX;

- BeJICHUE JXypHaJja HCCIe0BaHUs NAUEHTOB;

- 3aI0JJHEHNUE OTIPOCHHKA MAIMEHTA;

- HaJTM4ue KapThl HAOMIOACHUS NalfieHTa B 2-X ¢hopmax;

- BeJICHUE JIMCTA y4yeTa HeOJIaronpHusITHBIX peakui;

- kapta WH()OPMHUPOBAHHMS O HEOIATONPUATHOM COOBITHU, BBHI3BAHHOM
U3JIeIMEeM MEIUIIMHCKOTO Ha3HAuYeHUs (MHUUJICHT/PUCK UHIIUJCHTA).

5. [171aH OCHOBHBIX BU3HTOB NMAIMEHTOB:
5.1. TlepBblii BU3UT (IO JIEYCHHS, HMCXOJIHBIA YpPOBEHb) — IEPBUYHOC
KJIIMHUKO-(YHKITMOHAIBHOE 00cCIie/IoBaHue; olleHKa kadecTBa xu3HU (KXK)
NalUeHTOB 1O ompocHUKy SF-36; Bpay-ucciaeaoBaTeIb/MAllUEHT —
Oecena/o0yuenue; Bbigada anmnaparta «ABP-051%.
5.2. Bropoii Busut (3-51 mponenypa, 3-i JeHb JISYeHUs1) — KOHTPOJIb OOIIEro
COCTOSIHUSI, IEPEHOCUMOCTHU MPOLEYP.
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5.3. Tperuii Bu3uT (TMOCIE OKOHYAHHUSA Kypca JIeueOHBIX mpouenyp, 14-i
JICHb JICUCHHS) — IMOBTOPHOC KIMHHUKO-()YHKIIMOHAIBHOE OO0CIIeI0OBAaHUE;
orieHKa 3 (HEKTUBHOCTH JICUCHHUS.

5.4. YetrBepThlii BU3UT (B KOHIIC 8-M1 HemeNM HCCIEIOBaHMS) — OIICHKA

OTJIaJIEHHBIX pe3ysbTaToB (katamue3) u KOK mamuenToB no onpocHuky SF-
36.

[Ipu peructparuu pe3koro U3MEHEHUS U BpeMEHHOU nectabmmmzaru A/l,
MIEPBOM TIOSIBJICHUH TPU3HAKOB HEXKEIATEIBHBIX MOOOYHBIX d()PEKTOB, MECTHBIX
AJUVIEPTUYECKUX ~ PEaKUWil, pPa3BUTHUS  TaXWKApJIWHW, T[OTEPU  CO3HAHUI,
OPTOCTATUYECKUX PpEaKIUid, TOJOBHOM OO M APYrUX MOTECHIHAIBHO OMACHBIX
(U3HOJOrMYECKUX PeaKUuid opraHu3Ma O0JIbHOM MMOCenIaeT Bpaya BHE IJI1aHA.

6. MeToabl 00c/1e10BaAHNS 110 POTOKOJIY MCCIeT0BAHUS !

- KIIMHUYEeCKHUe (3KaJIo0bI, 00IIIee COCTOSTHUE, OObEKTUBHBIC CUMIITOMBI);

- 10-6anmnpHas Bu3yasnbHO-aHasoroBas mkaia (BAILLD) oneHkn KIMHUYECKUX
CHUMIITOMOB;

- OOMICKJIMHWYECKWE JUIsl Ha3Ha4YeHHs] (DU3MOTEPANEBTHYECKUX METOJIOB
(oOmmit ananu3 kpoBu u mouu, DKI', darooporpamma, aiis KEHIUH — OCMOTP
TUHEKOJIOTA);

- onpeneneane opucHoro AJl (momyaBromatnyeckue ToHomeTpsl OMRON
Compact, SAnonus-Poccus);

- cyrouHoe MoHuTOpupoBanue AJl (ammaparypa I CyTOYHOTO
monutopunra A/l BPLab, Poccusi);

- yIbTpa3BykoBoe uccienoranue (Y3UM) cepaia, MarucTpaabHbBIX COCY/IOB U
MOYEK JIJISI UCKJIIOUECHUSI CUMITTOMAaTHYeckoil Al', BpOKIEHHOM NaTOJIOTHH U T.IL.;

- aHKETHBIC (OTPOCHUK MAIMEHTA, JJUCT y4eTa HEeOIaronpusaTHBIX PEaKIIHil);

- omenka kaudectBa xm3HM (KJK) mammenrtos (SF-36; Short Form Health
Survey). [Ipumensnace  Bepcus, co3fJaHHasT U PEKOMEHJIOBaHHAS
MexHalMoHabHBIM ~ IIeHTpoM  ucciegoBanusi KJOK, koropoe Bkiouaer 8
napamMeTpoB, OTPAKAIMIMX  (PU3MYECKU ©  TICUXOCOIMAIBHBIA  CTaTyC
pecriorgenta: PF (Physical functioning) — ¢usuueckas axktusHocth; RP (Role-
playing) — poab pusuueckux mpoOIeM B OTpaHHUYCHUH KU3HEAEATEIbHOCTH, BP
(Pain) — 6oab; GH (General health) — o6mee 3moposbe; VT (Viability) —
xwu3HecriocooHocTh, SF (Social functioning) — coumanbHas aktuBHOCTH, RE
(Emotional functioning) — posib >MOLMOHAJIBHBIX MPOOJIEM B OTPAHHYCHHU
xusneaestensuoct; MH (Mental health) — ncuxudeckoe 310poBbe. CymmapHo,
obmiee usnueckoe 3a0poBbe (PH) BripaxaroT mokaszarenu PF, RF, P, GH, VT,
obmiee ncuxuueckoe 310poBbe (MH1) Beruucnsercs uz mapamerpos RE, SF, MH,

GH, VT.

7. MeToabl CTATUCTHYECKOH 00pa00TKH Pe3yJIbTaTOB.

JIOCTOBEPHOCTh  BBISIBJICHHBIX  Pa3UYUi  ONPENEIsId C  [OMOIIbIO
napaMeTpUYeCKuX ¢ HEmapaMeTPUUYECKUX METOJIOB CTATHUCTUKHU: KpUTEpHUS
CrerofenTa uim Kpurepus Ilupcona — MeTon Xu-KBaapaT (%), B 3aBUCHMOCTH OT
napaMeTpoB pacrpezeneHus. s npoBepKM HOPMAJIBLHOCTH PacHpeiciiCHUs B
BbIOOpKE npuMeHsuid kputepuit Lllanupo-Yunka. CBsi3b KaueCTBEHHBIX MPU3HAKOB
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MTPOBOJIUIIN METOJIOM PAHTOBOM Koppessiuu o CupMeHy, KOJTUYECTBEHHBIX — TI0
[MTupcony. Cuny KOppensIuu OIEHUBAIM IO 3HA4YeHHIO Kod(ddummenrta
koppemsiiuu  (r): [1]<0,25 — cmabas xoppensums; 0,25<|r>0,75 — ymepeHHas
Koppensiuus; [r[>0,75 — cunpHas Koppensius. 3HAKOM «+t» WIM «—» TMpHU
KOXPPUITMEHTE KOPPEISIIIMA YKa3bIBaId HarpaBieHue cBsi3u. CyliecTBEHHBIM
cuutamu paznuumst npu p<0,05. Marepuan oOpaboTaH CTaHIAPTHBIM TaKETOM
npuKiIagaeIx nporpamm «SPSS 13.0 Mathematica 5.1».

8. Ounenka pe3yJbTAaTOB Tepanuu W aNNapaTHOW NPOU3BOAUTEIHLHOCTH
(pass/fail)

Jns  aHamu3a  pe3ysNbTaTOB — TEpalmud  HMCHOJB30BAIMA  CIEIYIOLIUE
obmenpuHATeie Tpamgamuu [45]: 3HauuTeNnbHOE yiTydmieHUE (TOJHAS KIMHHUKO-
(yHKUMOHAIbHAS  KOppEKUHWsA); yiayuyluleHue (mojiHasg  KJIMHWYECKas  WJu
byHKUIMOHATBHAS ~ KOPPEKIMS  MpU  YIAY4YIIEHWHW  JTUX  ToKazareseh);
HE3HAUUTEJIbHOE  yJydllleHHe (HEe3HAUMTENbHbIE TO3UTHUBHBIC CIBUTU B
KJIIMHAYECKUX CUMITOMAX M (DYHKIIMOHAJIBHBIX TecTax); 0e3 rmepemMeH (OTCYyTCTBHE
MOJIOKHUTEIIBHOW ~ AUHAMUKHM  KIMHUKO-(QYHKIIMOHAJIBHBIX  IOKa3aTejeil) u
yxyamenue (yXyIumieHue B KIMHUYECKUX U (DYHKIIMOHAJIBHBIX JIaHHBIX).
Pe3ynbTaThl MOKa3aHbl B YHCIOBBIX 3HAYCHUSX, BBIPAKEHHBIX B MMPOLEHTAX.

Jns  ompeneneHuss KPUTEPUEB  TECTUPOBAHUA  MPOU3BOAUTEIBLHOCTU
ammapara «ABP-051» (pass/fail — xakoit pe3ynapTar uCCIEOBaHUS CUYUTATH
YCIHEUIHbIM, a KaKOW HEYJOBJIETBOPUTEILHBIM), HCIOJIb30BAIUCH JUTEpPATypHbIC
JAHHbIC, TPOU3BOAUTENBHOCTh  ammapara-aHanora «/JI9HAC-Kapmuo» wn
CTATUCTUYECKHU TOJTBEPKICHHAsI CIIOCOOHOCTh ammapata «ABP» cHuxkaTh wiu
noBeimate A/l B 3aBucumMoctu ot nporpammsel nmpu AI' 1 XAI' (COOTBETCTBEHHO)
[34-40, 46-48]. b Ha3HAYCHBI CICAYIOIIHME «OIOKETBDY.  yCICIIHAs
NPOM3BOIUTEIILHOCTD (PasS) cuuTaeTCsA, €CIM KOPPEKIIUSA M JOCTHIKCHHUE IIETICBBIX
ypoBHeu AJl peructpupyercs He MeHee, yeM y /0% manueHToB, y4acTBYIOIINX B
nccienoBaiuu. [Ipy oAHOBpEMEHHOM YCIOBHMM, UTO OcCTalibHbie 30% MalKneHTOB
HE JOJDKHBI JIEMOHCTPUPOBATh NPOTUBOMOJIOKHBINA OXHUJAEMOMY PE3YIbTaT
n3menenust AJl (moBblllieHUe, eciau oxupaercs cHwkeHue AJl m cHmxenue A/,
€CJIM OXKUJAETCS ero moBbllieHuE), Oonee yem Ha 10 mm.pr.ct. Kpurepuem
HeyaoBaeTBopuTenbHOCTH Oe3omacHoctu (fail) cumraercs, ecnu aBoe wiau Gosee
nanueHToB u3 100, mokaxyTt 3HaunuTeNnbHOE — OoJiee 20 MM PT.CT. — MOBBIIIEHUE
WJIM MIOHMKEHUE cUcTosinyeckoro A/l Bo Bpems Wiin 1ociie Nporeayphl.

9. Opranmu3anus Jie4eOHOr 0 nmpoiecca

[Ipumenenue anmapara «ABP-051» y Bcex oOcnenyembiX NalMeHTOB
POBOJUTCS Ha (hoHE Oa30BON MEAMKAMEHTO3HON TE€parnuu, COrIacHO COBMECTHBIM
KIMHAYECKUM  peKOMEHJanusM  Bcepoccuiickoro  HaydyHOTO — OOIIECTBa
kapauosioroB 1 ESH/ESC 2013, a Tak »xe HarmumoHampbHOro pyKOBOJCTBA IO
kapauosoruu [49,50].

10. Bu3uThl MalHEHTOB MPOXOIST MO MJIAHY HCCaeT0BaHusI (TeTaJan3anus)

10.1. IlepBblii BU3UT (10 HA3HAYEHHA JIEUEHHUS):
- IEPBUYHOE KIMHHUKO-()YHKIIMOHAILHOE 00CIEA0BaHUE IO IPOTOKOITY;
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- ontenka KK mo onpocuuky SF-36;

- Bpay-uCCieA0BATEIb/TAIIUCHT — Oecena/o0yueHue npueMam
ncnoJib3oBaHud anmapara «ABP-051»:

- Tepel HavajlioM JICYeHUS KaXKJ0ro MalMeHTa 3HAaKOMST C amnmnapaToM U
BO3MOKHBIM XapaKT€pOM OIIYIICHUH, BO3HHUKAIOIIUX TPHU CEaHCE aIllapaTHOTOo
BO3JICUCTBHUSI, PA3bACHSIOT 1I€Jb JICYCHUSI, PEKOMEHIYIOT CHSTh BCE MPEIMETHI C
JeBOM pyKHu (Yachl, KOJblA, LIETIOYKA U Mp.) U OCBOOOJUTH JIUCTAJIBHYIO TPETh
JIEBOTO MPEIICYbS OT OACKIbL;

- JUIs TpOBEIeHUs ceaHca Tepanuu annapatoM «ABP-051» mnanuenta
MPOCAT MPHUHATH JI000€ yIOOHOE I HETO IMOJOKEHNE B MO3UIMSIX «CHUIS» WU
«iexka» (mpoueaypy B BEPTHUKAJIBHOM TOJIOKEHHH OOJIBHOTO MPOBOJUTH
3aMnpeIieHo);

- BO BpeMsl Ce€aHca MallMeHT He JOJKEH CHaTh, YATATh, IOTPAruBaThCs 0
KOpITyca armapara, CaMOCTOSTEILHO U3MEHSTh MOJIOKEHUE amnmnapara Ha pyKe;

- MOCJIE€ OKOHYAaHUA MPOUEAYPbl PEKOMEHIYETCS CIOKOMHBIM OTIbIX B
teuenue 20-30 MuH.

- TOCJIe KaXKJIO0W MPOIEAYphl SJEKTPOJIbI anmapaTa He00X0IMMO MPOTUPATh
MSATKOW BIUTBHIBAIOLIEH TKaHbIO, JIETKO MPOMUTAHHOW JE€3UHOUIUPYIOIIIM
pactBopoM (Hamp., 3% BOJHBIM PacTBOPOM IepekucHu Boaopojaa). CienyeTr ObITh
OCTOPO>KHBIMH, UTOOBI KUJAKOCTh HE MOIaja BHyTPh anmapara;

- oO0ydyeHHe XpaHEHHs anmapara (XpaHUTh anmapatr He0OOXOJUMO C CyXUMH
AJIEKTPOJAaMHu ).

10.1.1. O3nakomMuTebHAA Oecena:

10.1.1.1. O3nakoMiieHHe ¢ HA3HAYeHHeM annapata «<ABP-051»

DNEKTPOCTUMYJIATOP  YPECKOXKHBIA  JUII  KOPPEKUHH  apTEPHUAIBHOTO
nasienust «KABP-051» (arterial blood pressure) npoussoactea OO0 «ubepym» (T.
ExatepunOypr, Poccusi) — aBTOHOMHBIN (U3MOTEpANeBTUYECKUIA armapar s
HEMHBA3UBHOIO BO3ACHCTBUS HMMIIYJIbCHBIM 3JIEKTPUYECKUM TOKOM HH3KOH
4acTOTbl B 30HAaX JHUCTAIBHBIX OTHEJIOB JE€PMAaTOMEPOB, PACIIOJIOKEHHBIX Ha
MPEATIIEYbE JIEBOU PYKH.

[IpennasnaueH Juigs  OOIIET0  PEryJUPYIOIIEr0  BO3JACHCTBUS  Ha
busnonornyeckue (QPyHKIUMOHAIbHBIE CHUCTEMBI YEJIOBEYECKOrO0 OpraHu3Ma B
Je4eOHO-TIPOYUIAKTUUECKUX YUPEKIICHUAX, JOMAIIHUX M TIOJEBBIX YCIOBHUAX C
LEIbI0 OKa3aHUsl TEpPaneBTUYECKOM W BTOPUYHON MPOPUIAKTUYECKOM MOMOIIU
pU HapyHIEHUsIX cucTeMHOro AJl M COMyTCTBYIONIMX CUMITOMAX Y JIMI[ CTapIie
14 ner.

Amnmapar  «ABP-051» pagpemieH K  MEOUIIMHCKOMY  IPUMEHEHUIO
denepanbHOI CITyk00i IO HAaA30py B cdepe 3IpaBOOXPAHEHHUS U BKIIIOUEH B PEECTP
U3JIENA  MEAUIIMHCKOM TEeXHHUKH (peructpauroHHoe ynaoctoBepeHue Ne P3H
2016/3776 ot 31 mapta 2016 r.) u coorBerctByeT TY 9444-005-12342964-2015.
Anmapar «ABP-051» paspemieH K MEAMIMHCKOMY TPHUMEHEHHIO B CTpaHax
EBpocoroza YmomnomoueHusiM opranoMm mno JwupektuBe 93/42 / EEC u ee
nepecmorpernomy Bapuanty (EC certificate Ne 1942/MDD Full Quality Assurance
System Approval Certificate 2017-09-01).
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10.1.1.2. O3HakomJ/ieHHe ¢ TapaMeTpaMu Bo3JelicTBus annapara «ABP-
051»

B amnmapate «ABP-051» npumeHstoTcsi 1B aBTOMAaTUYECKHUE MPOTPAMMEL.
[Iporpamma Nel mpeaHaszHayeHa [Jisi KOppEKUMU TOBBIMIEHHOTO AJl (kputepuu
BKJIIOUEHMUS), TiporpamMma Ne2 mpuMeHsieTcs ISl KOPPeKIUU MmoHmkeHHoro AJl u
npu XAID' (xkputepun BriatoueHus). Kaxkmas mnporpamma mnpemycMaTpuBaeT
MCIIOJIb30BaHUE T€HEPALINIO MTOCIEA0BATEIbHBIX CEPUI AIEKTPUUECKUX UMITYJIHCOB
(puc. 2), OTIMYAIOUIMXCA MEXAY CO000Ml MO YacToTe, WHTEpBajaM BpPEMEHU
CTUMYJISIIUM W aMIUIMTyA€ Bo3jaeicTBus (puc. 3), 4TO MNpeaoTBpaliact
dbopMupoBaHHEe ~ OpraHU3MOM  aJanTaluud K  (U3HOTEParieBTUYECKOMY
BO3/ICMCTBHIO.

1-asa daza 2-ad (pasa

30£10B

N\

g

MAaKCHMYM
95:25 B

—
Puc. 2 . ®opma u mapameTpsl OJHOTO UMITYJIbCA.

Pafouan vacrora
CNefoBaHns
UMNYNLCOB

J U |

WuTepean CTUMynaumMm

Puc. 3. Paboyas yactoTa cieoBaHus U UHTEPBAJ CTUMYJISIIAN

10.1.1.3. O3HakoMmJjieHHE C OCHOBHBIMH TeXHUYECKUMHU
xapakrepucTukamu annapara «<ABP-051»

OCHOBHBICE TEXHHYCCKHE XapaKTCpHUCTHKH almapara TNpeJCTaBICHBI B
Tabmnure 1.

cTp. 14 u3 46



Version Ne 1 Protocol Number: CER/25/12

Electrostimulator «ABP-051»

Tabmuua 1 — OcCHOBHBIE TEXHUUYECKHE XapaKTEPUCTUKH armapaTa «ABP-

051»
HanMeHnoBaHue XxapakTepUCTUKU 3HaueHUE XapaAKTEPUCTUKU
Ha3HAYEHUE BO3/ICICTBUS | apTepuaibHasl TUTIEPTEH3US
[Iporpamma pabouue YaCTOTHI
Nel UMITYJIBCOB, ['11 92u77
oOmiee BpeMs paboTHI, 5
MUH.
Ha3HAUYCHUE BO3JICUCTBUS | apTepuabHas TMIOTEH3US
[TIporpamma paboune yactoThl | 77 u 140 ¢ aMmnmTyAHON
No2 HMITYJIbCOB, [ 11 MOJIYJISIIMEN ¢ yacToTou 4
oOmiee BpeMs pabOTHI, 6
MUH.
Awmruarya
AIEKTpUYECKuX | mepras dasza, B 30+10B
HMMITYJIbCOB
(0e3 Harpy3ku) | BTopas ¢asa, B 95+25
["aGaputHbie pa3zmepsl (0€3 MaHXKEThI), HE
0oiee, MM 75x75x40
Macca anekTpocTuMysiTopa (C MaHXeTon
M BCTPOGHHBIMH  dJeKTpoaamu  (6e3 0,1
AJIEMEHTOB NMUTAaHU), HE OoJiee, KT
[ToTpebasieMsbIil TOK, He Oosee, MA 200
Hanpsxkenue nuranus, B 3+0,6
HcTOYHUK ANIEKTPONUTAHUS Oatapeu raJibBAaHUYECKUE
tuna AAA (R03), 2 mr.
Crenenbp 3allUThI KOpITyca P41
Crenenn 3a1UThI oT nopaxxeHus | kiacc BF
AIEKTPUYECKUM TOKOM pabounx yacTen

10.1.1.4. O3nakomM/ieHHe ¢ BHEIIHUM BHJIOM M KOHCTPYKIIMeH ammapara
«ABP-051»
Buemrnuii Bua annapara 1 €ro KOHCTPYKIIUS MpeACTaBlieHbl Ha Pucynke 4.

12
11

14

Puc. 4. Buemnuii Bua u KoHCTpyKuus anmnaparta «ABP-051»
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Ha BHelHel cTOpoHE anmnapara pacnoJiaratoTcs 3KpaH U KHOIKH YIIPaBJICHUS:

1 — Knomnka «BkJ/BeIKI» mporpammbl Ne 1 (MMeeT Ha MOBEPXHOCTH TpHU
penbeHBIC TOUKH).

2 — Ceronuon nporpamMmbl Ne 1. [losiBneHre mMuraHusi CBETo1Mo1a OENbIM
[IBETOM CONPOBOKIAETCS 3BYKOBBIM CUTHAJIOM M CBHUJIETEJIBCTBYET 00 OKOHUYAHUU
nporpamMmbl Nel.

3 — CumBout iporpammbl Nel.

4 — CuMBOJI MNpaBWIBHOM YCTAaHOBKHM ammapara Ha MOpeauiedbe i
nposeaeHus nporpammal Ne 1.

5 — Jlorotun komnanuu «Inferumy.

6 — Kppbimika 6aTtapeiftHOTO oTceka.

[/ —Mamxerta JiJIs 3aKperyIeHus amnmnapara K 3asicTblo.

8 — Kunomka «BKJI/BBIKID» mporpamMmbl Ne 2 (MMeeT Ha MOBEPXHOCTU OJIHY
penbedHYIO TOUKY).

9 — Cseroauon nporpammbl Ne2. [losiBneHHMe MUTaHus CBETOAMOJA OEJIbIM
IIBETOM CONPOBOKIAETCSI 3ByKOBBIM CUTHAJIOM U CBHUJETEIbCTBYET 00 OKOHYAHUU

nporpaMmmbl No2.
10 — CumBou nmporpammsbl No2.
11 — CumBOn mNpaBWIBHOW YCTAaHOBKHM arfmapaTa Ha Mpeariedbe s

IIPOBEICHUSI MpOorpaMMbl Ne 2.
12 — npukatop paspsaku 6atapeil muTaHusl.
Ha BHyTpeHHE! cTOpoHeE arnapaTa pacrnojararoTcs:
13 — PabGouast moBepXHOCTH KOpITyca ammapara.
14 — KoakcuanbHbli 37€KTPOJ ISl SJIEKTPOCTUMYJISLIUU.

10.1.2. O0y4enue npumeHenutio annapara «ABP-051»:

10.1.2.1. BoiOOp 30HBI BO3/1€iCTBUA

Hust sddextuBHOr0  PopMupoBaHUS  ApTHUPUIUMATBLHON  CTaOWIIBLHOM
byHkuoHambHONH CBsi3u  [51,52] u mosydeHuss NPeIyCMOTPEHHBIX PEaKIUi
opraHM3sMa B OTBET Ha BozueiicTBue anmapatoM «ABP-051» mpu HapymeHuu
cuctemHoro AJl, ObutM BbIOpaHbl JaBE 30HBL. BbBIOOp 30H ompenensuics B
COOTBETCTBHUM C YHHBEPCAJIbHBIM OHOTEHETUYECKUM 3aKOHOM METaMEepHH,
0COOCHHOCTHIO CETrMEHTApHOTO pacnpenencHus COMAaTO-BHCIICPATHLHOM
WHHEPBAllMM WM COMATOBETETATUBHBIX WMHTETpAIlMi, a TaKkKe JOCTYITHOCTHIO
NPOBENCHHUS  TPOLEAYp JUII  HEOTJIOKHBIX  MEPONPUATHA C  y4EeTOM
WHJMBUAYAIW3allMU U CTaHIapTU3alMU BO3ACHCTBUS (puUc.S).
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C;—-Cg; C;-Cg, Thy;
Cg—Thy; N. radialis, N. radialis, C;—Thy;
N. medialis dors. posterior N. medialis

antebrachial
cutan.

antebrachial
cutan.

antebrachial antebrachial
cutan. cutan.

¢ -C;
N. lateralis
antebrachi

al cutan.

Cs—Cs;

C,—Thy; N. radialis, Cg—Thy;
N. ulnaris superficial. N. ulnaris
palmar. dorsal.

C-GCy;

N .medianus
MepepHan, napoOHHAA CTOPOHA 3aaHAA, Tb/IbHAA CTOPOHA

Puc. 5. Ilpennneuse n KUCTH J€BOM pyku. CermMeHTapHasi MHHEpBaLUs U
pacrpesiefieHie KOXXHOM UYyBCTBUTEIBHOCTH COOTBETCTBEHHO MepupepuIecKuM
HepBaM [53]. IMonoxkenust 3ekTpomoB ammapara «ABP-051» mis npoBencHus
npoueayp nporpammoit Nel u mporpammoii Ne2.

10.1.2.2. YcoBusi mpoBeaeHus MPOLeayp
J11st mpoBeieHUS IPOLIeTyPHI CIICITUANTBHBIX YCIOBUHN HE TpeOyeTcs..

10.1.2.3. TexHuka TpOBedAeHUs] MNPOUEAYPbl I  KOPPeKIUHU
NOBBIIEHHOT0 AJl W mnpM CHCTEeMHOW AapTepPUHANBHON TI'HUIEPTEH3UU
(mporpamma Ne 1):

- CHATH C JIEBOTO MPEAIUICYbS BCE MPEAMETHI U OCBOOOIUTH €TI0 OT OJCHKIbI;

- BBIOpaTh 30HY BO3CHCTBHUSA. 30HA BO3JACUCTBUS ISl MAITIEHTOB C BHICOKHM
AJl pacnonaraeTcs Ha TEepeaHENH TMOBEPXHOCTH MAHWCTAIBHON TPETH JIEBOTO
MpeAIUieYbs;

- 00paboTaTh SJEKTPOJBI ammaparta W KOXY B OOJacTH BO3ACHCTBUSA C
MOMOIIBIO BIIAXKHOW caneTKH WM TaMIIOHA, CJIETKa CMOYEHHBIM BOJOW WIIU
¢dbuzunonornyeckum pactopoM (0,9% BOTHBIM pacTBOPOM XJIOpUIA HATPHSs), IS
JYYIIEro KOHTAKTA;

- BCTaBUTh KHUCTh JIEBOW PYKM B MAaHXKETy ammapaTra TakK, 4TOOBI JIOTOTHII
komnanuu «Inferum» pacmosarancs ¢ JIEBOM CTOPOHBI, W MPOABHUHYTH €r0 Ha
MPEIIICYbE;

- 11 TOJIHOM A((PEKTUBHOCTH KOPPEKLHMH, PACIOJOXKUThH ammnapaTr B
00JIaCTU HIKHEH TPETH MpEeIieubs Tak, YTOOBI MPaBbIM Kpall Kopmyca amnmapara
HAXOMJICS TTapaJUIeIIbHO JTy4e3arssCTHOM cKiaake (puc. 6);
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H
2
2
B

JNyuyesanacrtHaa cknagka

Puc. 6. IlpaBunpHOe pabouee pacloyIOKEHHE amnmnapara Ha Ipeariedbe
JIEBOW PYKU IPU KOPPEKIIMH NOBBIIIEHHOTO A/l

- 3aTSHYTh MAaHXXETy M 3aKpenuTh €€ TakK, YTOOBbl 3JIEKTPOJbl ammapaTa
UMENH IUIOTHBIM KOHTAKT C KOXKEW; YTOObI MEXIy MAaH)KETOM M MOBEPXHOCTHIO
npeaIuieybs He ObUI0 CBOOOJHOrO MPOCTPAHCTBA, HO MpENIIeube HE ObLIO
nepersaHyTo. [laneHT He JOKEH UCIBITHIBATh TUCKOM(OpPTa;

- BKJIFOUMTH arrapar, Ha)kaB Ha KHOIKY «BKJI/BbIKI» mporpammbl Ne 1. Ha
DKpPAHE 3arOpUTCs COOTBETCTBYIOIIMN CBETOMMOJ M BKIIOUUTCS aBTOMATHYECKas
porpaMMa KOPPEKIHHM MOBBIIEHHOTO AJl, TpOAOIKUTENBHOCTh KOTOPOU
COCTaBJISECT 5 MUH;

- 110 OKOHYaHWM CEAaHCa JICYCHMS NPO3BYYUT 3BYKOBOM CHUTHAJ, amnmapar
ABTOMATHYECKN OTKJIFOUUTCS U CBETOJUOJ IIOTACHET;

- Uil TPUHYAUTEIBHOTO BBIKIIOYECHUS anmnapara CIeQyeT HaXaTb u
yAEpXKUBATh B TeueHUe Oosiee 1 CeK KHONKY «BKJI/BBIKI» mporpamMmmbel Ne 1,
anrapar IoAacT 3ByKOBOM CHUTHAJ U OTKJIOUUTCS, CBETOAUO/ IIOTaCHET;

- TIOCJIE OTKJIFOYEHMs arlapara, HY)>KHO OTKPENHTb MaHXKETy W CHSThb
anmnapat «ABP-051» ¢ pyku;

- I0CJIE CeaHca MalMEHTy PEKOMEH1yeTcs OTAbIX B TeueHue 20-30 MUHYT.

10.1.2.4. Texnuka npoBeleHUsI MPOUEAYPbI ISl KOPPEKIUH HU3KOI0
A/l ¥ npu XpOHUYECKOM apTepUAJIbHOM rUNOTeH3un (mporpamma Ne 2):

- CHATh C JAMCTAJILHOM TPETH JIEBOrO MpEAIieybsl Yachl WM OpacieThl U
OCBOOOJIMTH €TI0 OT OJICKIBI;

- BBIOpaTh 30HY BO3ACHCTBUS. 30HA BO3JCHCTBUS JJISI MAIUEHTOB C HU3KUM
AJl — 3aHs151 IOBEPXHOCTD IUCTATIBHON TPETH JIEBOTO IpeIuIeubs (puc. 7);

- 00paboTarh 3JEKTPOJBI amnmapaTa W KOXYy B 00JacTH BO3JCHCTBUS C
MOMOILBIO BJIAXXHOW candeTKu WM TaMIIOHA, CJerka CMOYEHHBIM BOJON WU
busnonornyeckum pactBopoM (0,9% BOTHBIM pacTBOPOM XJIOpWIA HATpPHUS), IS
Jy4IIIeT0 KOHTAKTa,

- BCTaBUTH KHCTh JICBOW PYKHM B MAHXKETy ammapara TakK, YTOOBI JIOTOTHUII
komnanuu «Inferum» pacnosarancs ¢ JieBOMl CTOPOHBI, U MPOABUHYTH €ro Ha
MpEAIIICYbE;

- st TOMHOW A(PGEKTUBHOCTH KOPPEKIMH, PACIIONIOXKUTh ammapar B
00JIaCTU HIKHEH TPETH MpeIieubs Tak, YTOOBI MPaBbIM Kpaill Kopmyca amnmapara
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HAXOMJICS TTapaJUIeIIbHO JTy4e3arssCTHOU ckiaake (puc. 7);

WNY3INI

nyqesa NACTHaA CKNagkKa

Puc. 7. IlpaBuibHOE paboudee pacmoiOKEHUE almapara Ha MPearieube
JIEBOW PYKU MPU KOPPEKIMHU HUZKOTO A/l

- 3aTSHYTh MaHXETy W 3aKpenuTh €€ Tak, YTOOBI AJIEKTPOJbI ammapara
MMEJIU TUIOTHBIA KOHTAKT C KOXKEM; 4TOOBbI MEXKAY MaHXKETOW U MOBEPXHOCTHIO
npearieubss He OBUIO CBOOOJHOTO MPOCTPAHCTBA, HO MpEIIUIeYbe HE ObLIO
nepeTsHyTo. [laruenT He T0KEeH UCTIBITHIBATh AUCKOMGOPTA;

- BKJIIOYUTH alllapar, Ha)aB Ha KHOTKY «BKJI/BBIKJ» mporpammbl Ne 2. Ha
HKpaHE 3arOpUTCA COOTBETCTBYIOIIMI M BKJIIOUUTCS aBTOMATUYECKas Mporpamma
KOPPEKLMHU HU3KOTO A/l, MpOAOIKUTEILHOCTh KOTOPOM COCTaBIsIeT 6 MUH;

- 110 OKOHYAaHWM CEAaHCa JICYCHHS NPO3BYUYUT 3BYKOBOM CHUTHAJ, ammapar
aBTOMATHYECKU OTKJIFOUUTCS U CBETOJIMO/] IOTACHET;

- JUIsl TIPUHYAUTEIBHOTO BBIKJIIOUCHMS ammapara ClaeayeT HaxaThb U
yAEpXKUBATh B TeueHUe Oosiee 1 CeK KHONKY «BKJI/BBIKI» Mporpammbl No 2,
amnrapar IoAacT 3ByKOBOM CHUTHAJ M OTKJIFOUUTCS, CBETOAUO/ IIOTACHET;

- TIOCJie OTKJIIOYEHHUS ammapara, HYXHO OTKPENUTh MaHXXETy U CHSTh
anmapat «ABP-051» ¢ pyku;

- IOCJIE CE€aHca MAUEHTY PEKOMEHAYETCS OTAbIX B TeueHue 20-30 MUHYT.

10.2. Bropoii Bu3uT (3-51 nmpoueaypa):

- KOHTPOJIbHASI TOYKA OI[EHKU KIIMHUYECKUX CUMIITOMOB 3a00JICBaHUS;

- KOHTPOJbHAS TOYKAa OIEHKH MOOOYHBIX 3(P(HEKTOB, aIePTUUECKUX
pEaKIUi.

10.3. Tpernii BU3UT (10OcJIe OKOHYAHUS Kypca Npoueayp):
- IOBTOPHOE KIIMHUKO-(DYHKIIMOHAILHOE 00CIICI0BAHHE 110 TIPOTOKOITY;

- olleHKa AP PEKTUBHOCTH JICUCHUS.

10.4. YerBepThlii BU3UT (B KOHIe 8-ii HemeJum HCCIeA0BAHMS): OICHKA
OT/IAJICHHBIX pe3ynbTaToB (karamues) u KXK.
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1. OTYUET O KNIMHUYECKOM UCCJIEJOBAHUU
AIIITAPATA «ABP-051»
(3¢ hexTUBHOCTH M 6€301aCHOCTh MPUMEHEHHUS (PU3MOTEepaNIeBTUYECKOTO armapara

AIIEKTPOCTUMYJISITOP YPECKOKHBIN JTsI KOPPEKIIMH CHCTEMHOTO apTepUaIbHOTO
napienust «ABP-051» y 6onbHbIX ¢ AI' 1 XAI)

11. OObekT wHcciaeqoBaHUsl. XapaKTepPUCTHKA  HCXOJHOI0  YPOBHS.
HccnenoBanre mpoBeAeHO ¢ ydacTueM 153 manueHToB 000ero noja (€Bporeou/Isl,
57 myxuuH u 96 HeOepeMEeHHBIX KEHIIKH), B Bo3pacte oT 20 a0 80 set (cpeanuit
BO3pacT — 62,5+11,6 roma), co cpemaum UMT 26,64+4,4 kr/m?, ¢ A" (mcxomaHbIi
ypoBenb AJ[ 140/90 mm pT. cT. u Bbiie) u XAl (ucxonnsiii ypoBenb AJl meHee
100/60 mm pt. cT.). Cpeanssi NpPOJOKUTEIBHOCTh 3a00J€BaHUsl COCTaBIIsIA
20,3+1,8 roga. OcHOBHBIC JaHHBIC MPEACTaBICHBI B Tabmiax 2-3.

Ta6muma 2 — Pacipenenenue 60IbHBIX 10 IOy B BO3PACTy

['pymrbl 00NBHBIX [Ton xz; p Cpennuii Bozpact p
(n=153) MYXK. JKCH. M+m
n=57 n=96
n;% n;%
[lepBas rpymnmna 14:35,9 25:64,1 58,7+10,2
(n=39) 0,31;>0,1 >0,1
Bropas rpynma 16:42,1 22:57,9 63,2+10,5
(n=38)
Tpetbs rpymma 13;34,2 25:65,8 61,9+11,9
(n=38) 0,05; >0,1 >0,1
UerBepras Tpyria 14:36,8 24:63,2 66,3+13,8
(n=38)

[Ipumeuanue: N — KOJINYECTBO OOIBHBIX.

Ta6muma 3 — CpeaHsst IPoA0HKUTEILHOCT 3a00JIeBaHuUs

I'pynmbl 60bHBIX (N=153) CpenHsist IpoI0JIKUTENBHOCTD p
3aboseBaHus
M=+m
IepBas rpynmna (n=39) 18,1+1.8 >0,1
Bropas rpynmna (n=38) 20,6+2,1
Tpetbs rpynma (N=38) 19,9420 >0,1
Yereepras rpynma (n=38) 22,723

HpI/IMe‘-IaHI/ICI N — KOJIMUECTBO OOJIbHBIX.

Juarno3 O0JbHBIM BEpUPUIIMPOBATIH B COOTBETCTBHU C PEKOMEHIALUSIMU
Bcepoccuiickoro HayqHOT0 0011IecTBa KapAMOJIOTOB, HAITMOHAILHOTO PyKkoBOICTBA
o Kapauoiorud u pexkomeHmammii M3 P® [13,54], koTOpbie COOTBETCTBYIOT
pekoMeHaanusaM BeeMupHON OpraHu3anyu 31paBOOXPaHEHUS.
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12. Pe3yJbTaThl KIMHUYECKOT0 UCCJIeI0BAHNUS

12.1. Bu3ur 1-i (10 Ha3HAYEHUSI JIeYeHHs).

Y mnamuentoB ¢ AI' u XAI' HamboJiee 4acTO BCTpEUaJUCh KajaoObl Ha
oOmyro  ¢nmabocTh, CHIKEHHE  pabOTOCIIOCOOHOCTH, TOJIOBHYHO  0OJIb,
rOJIOBOKPYKEHHUE, TOITHOTY, OABIIIKY U HapyIleHue cHa. ['pyrimbl OOJBHBIX OBLIN
COTIOCTaBHUMBI T10 YaCTOTE UX BBISBJICHHUS M CTEIIEHW MHTEHCUBHOCTU B Oajiax Io
BAIIl (tabm. 4 u 5). MICXOQHO CTaTHCTUYCCKH 3HAYMMOHN PA3HHIIBI B JIAHHBIX
NoKa3aTemsx MeXIy TpynnamMu He BeisiBiieHo (p > 0,1).

Tabmuua 4 — Yacrora nposiBiieHHs KTMHUYEeCKuX cuMnToMoB Al 1 XA
1o Tpynmam O0JIbHBIX

CumnTomsl IlepBas Bropas Tperbs Yerpepras
3a00JIeBaHUs rpymma rpymmna rpymma rpymmna
(n=39) (n=38) (n=38) (n=38)
n;% n;% n;% n;%
Oo6mast c1abocThb 25:64,1 24:63,2 27:71,1 26:68,4
CHuxenue 26:66,7 22:57.9 26:68,4 24:63,2
paboTOCIIOCOOHOCTH
I'onoBHAs 00JIb 27:69,2 25:65,8 25:65,8 24:63,2
["onoBoOKpy>KEeHUE 23:59,0 20:52,6 26:68,4 24:63,2
TomHoTa 15;38,5 17,447 14,36,8 16;42,1
Onplmka 18;46,2 19;50,0 12;31,6 11;28,9
Hapymienue cHa 20;51,3 20:52,6 19:;50,0 21:55,6

[Ipumeuanue: N — KOJINYECTBO OOIBHBIX.

Tabnumna 5 — UHTEHCUBHOCTD MPOSBICHUS KIMHUYSCKUX CUMIITOMOB
ATI' u XAT o B 6aimax BAIL no rpynmnam 6071bHBIX

Cumnromsl IlepBas Bropas Tpetss Yersepras
3a00J1eBaHUS rpymnmna rpynmna rpymmna rpymmna
(n=39) (n=38) (n=38) (n=38)
M=+m M=m M=m M=+m
OOmas ciadbocTh 4,7+1,1 4,5+1,3 4,6+1,2 4,9+1.4
CHmKeHne 4,4+1,2 4,8+1,4 4,7£1,3 4,8+1,2
paboTOCTIOCOOHOCTH
I'omoBHas 60JIb 5,5+1,3 5,8+1,4 5,2+0,9 5,1+1,1
["onoBokpyx)eHue 3,8+1,1 3,6+1,2 3,9+1,3 3,3+£1,2
TomHoTa 3,1+1,1 4,2+1,3 4,4+1,5 3,8+1,3
Onplmka 4,5+1,4 5,3+1,4 4,8+1,3 4,6x1,4
Hapymienue cHa 5,1+1.3 5,7+¢1,3 5,5+1,2 5,8+1,4

HpI/IMC‘-IaHI/ICI N — KOJIMYECTBO OOJIbHBIX.

[TapameTpsl KK y 60onbubix AI' 1 XAI' cocraBuu: PF — 55,7; RP — 54,8;
BP —49,3; GH - 60,7; VT — 61,7; SF — 54,3; RE — 56,1; MH — 55,2%, kotopsie
HCXOJIHO MPAKTUYECKH HE Pa3INYaINCh 10 TpynnaM (repBas-4eTBepTas).
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12.2. Busut 2-ii (3-ii 1eHb JedeHus, 3-s1 mpoieaypa)

Bce 6ombabie (AI' 1 XAI') xopolo nmepeHOCHIN BBOIHBIEC mporeaypsl. He
OTMEUEHO CJIy4aeB pE3KOr0 HM3MEHEHHs M BpEeMEHHOW jgectabunuzammu AJl.
HexenatenbHblX TOOOYHBIX SIBJICHUM, MECTHBIX aJUIEPrUYECKUX PEaKIuu,
pa3BUTHS TaXMKapAUHU, MOTEPU CO3HAHUSI, OPTOCTATUYECKUX PEaKUU, TOJIOBHOU
00JM U JIPpYyTrUX MOTEHIMAIBHO OMACHBIX (PU3MOJOTMYECKUX peaKkluil OpraHu3Ma,
HE OTMEUYEHO HU B OJJHOM CIIyYae.

12.3. Buszur 3-ii (14-ii nens JeyeHus1, Mocjae OKOHYAHUS Kypca Mpoiueayp)

12.3.1. Bboabubie AI. Bce OompHbie Al XOpomio TmepeHeci n Kypc
nporeayp. CnydaeB BpeMEHHOW JecTaOuiau3aiuu M pe3koro cHukenus All,
HEXENATeIbHBIX TMOOOYHBIX SIBIICHWH, MECTHBIX QJUICPTUYECKUX PEaKIUH,
Pa3BUTHSl TaXMKapAUU, TTOTEPU CO3HAHMSI, OPTOCTATUYECKUX PEAKIUN, TOJIOBHOU
00U W JIPYruX MOTEHIMAIBLHO OMACHBIX (DU3MOJIOTMUECKUX PEeaKIMii opraHusma
py NpUMEHeHnU nporpaMmbl Ne 1 HEe OTMEUYEHO HU B OHOM ciyvae (rpynma 1 u
2, COOTBETCTBEHHO).

[locne kypca mpoueayp Yy OOJIbHBIX, [MOJIyYaBIIUX JIEYEHUE C
ucrosibzoBanueM anmapara «ABP-051», oTMedeHO J0CTOBEpHOE CHUKEHHUE
(¥?=9,1-4,7; p<0,05-0,001) yacTOTHI BBLISBIECHUS NPAKTHYECKU BCEX KIMHMUECKUX
cuMmntoMoB Al (oOmiast ¢i1aboCcTh, CHUXKEHHAs pabOTOCIOCOOHOCTh, T'OJIOBHAs
00J1b, OJIBIIIIKA, HAPYIIEHHBIA COH), KPOME TOJIOBOKPYKEHUS U TOIIHOTHI (TabI1. 6).

Tabnuna 6 — YacTora nposBiIeHUST KIMHUYECKUX CUMOTOMOB Al
1o rpymnmaM OOJIBHBIX MOCTIE Kypca MpoLeayp

CuUMOTOMBI [epBas rpymnmna $ip Bropas rpymma ¥ip
3a00JeBaHUs (n=39) (n=38)
n;% n;%
10 nocie hi (o) nocie
JICUCHU A JICUCHU L JICUCHU S JICUCHU A
O0mast c1abocTh 25;100 5;20,0 4,7;0,01 24;100 15;62,5 | 0,001;0,1
CHmxeHne 26;100 4;15,4 6,7;0,002 | 22;100 15;68,2 0,15;0,1
paboTocrnocoOHOCTH
I'onoBHas 60Jb 27;100 3;11,1 9,1;0,001 | 25;100 16;64,0 | 0,004;0,1
["omoBOKpyKEHUE 23;100 5:21,7 3,3;0,1 20:;100 14:70,0 0,41:0,1
TomHOTA 15;100 1,6,7 3,2;0,1 17;100 3;17,6 1,9;0,1
Opplika 18;100 1;5,6 5,3;0,05 19;100 5;26,3 1,26;0,1
Hapymienue cHa 20;100 2;10,0 4,9;0,01 20;100 6;30,0 1,09;0,1

[Ipumeuanue: N — KOJINYECTBO OOIBHBIX.

[Ipu sToM B rpymme 1urane0o0 HE BBISBICHO CYIIECTBEHHBIX W3MCHCHHH IO
U3YYCHHBIM ITOKA3aTEIISIM.

CnemyeT OTMETUTBH, YTO B MEPBOW Tpymme OONBHBIX Psiag CUMOTOMOB Al
COXpaHsuIUCh OT 1 (TOmIHOTA, OJBIINIKA) A0 S5 ueyoBeKk (oOmas caaboCTs,
TOJIOBOKPY)KEHHUE), TPH OTYETIWBOM CHIDKEHHHM UMX WHTEHCHUBHOCTH, YTO
MoATBEPkKAAeT olleHka ux quHamuku mo BAIII (tadm. 7).
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Tabnuma 7 — UHTEHCUBHOCTD MPOSBICHUS KIMHAYECKUX CUMIITOMOB Al 1o
BAIII B rpynmax 60JbHBIX TOCIIE Kypca MPOIEayp

CuMITOMBI IlepBas rpymnmna p Bropas rpynmna p
3a00JIeBaHUS (n=39) (n=38)

M+m M=m

10 rmocJie hite} mocJie
JICUCHHS JICUCHHS JICUCHUS JICUCHUS

Oomras c1adbocTh 4,7+1,1 1,8+0,9 0,05 4,5+1,3 2,24+0,7 0,1
CHmKeHne 4,4+1,2 1,4+0,4 0,02 4,8+1,4 2,7+0,5 0,1
paboTocrnocoOHOCTH
I'onoBHas 60yb 5,5+1,3 2,3+0,7 0,05 5,8t1,4 2,7+0,6 0,05
["onoBokpyxeHue 3,8+1,1 2,5+1,2 0,1 3,6£1,2 3,0+1,1 0,1
Tomrnora 3,1+1,1 2,0£0,7 0,1 42+1,3 2,2+0,6 0,1
Onplmka 4,5+1.4 1,2+0,6 0,05 5,3t1.4 3,4+1,3 0,1
Hapymenwue cHa 5,1£1,3 1,8+0,3 0,01 5,713 2,3+0,6 0,05

HpI/IMe‘laHI/IeI N — KOJIUYECTBO OOILHBIX.

OOGpamaer Ha ceOs BHUMaHHUE, YTO NMPU HA3HAYCHHM MPOLEAyp IU1ainedo
HaO0JII0/1a7TI0Ch IOCTOBEPHOE CHIKEHUE BBIPAXKEHHOCTH B OalljlaX roJIOBHOW 00U U
HapyleHui cHa (Tabm. 7).

Kontpons nuHamuiku w3MeHeHus BenuuuHbl AJl. AHanu3 mokazaTenen
CMA/l B menoMm mo BCEll MEPBOMl TPyNIE BbISIBUI CTATUCTUYECKU 3HAUYUMOE
camwkenune cpegnecyrounoro CAJl ¢ 159,9+10,1 no 130,7+8,4 mm pr. cT. (p<0,05).
VYpoBens JJAJl y HauuMeHTOB A3TOM TPYNIBl TAKKE CHIDKAICS, HO HE HUMeEI
CTATUCTUYECKOM 3HAUUMOCTH (TabJI. 8)

Tabnuua 8 — [Nokazatenu ypoBHst AJl y O0MBHBIX IEPBOM TPYIIIIHI
710 JICUYCHUS U TIOCJE Kypca MPoLeyp

[Tokazarenu Jlo neyenus [Tocne neuenus p
(MM pT. CT.)
Cpennecyrounoe CAJ| 159,9+10,1 130,7+8,4 < 0,05
Cpennecyrounoe JJA /] 87,5+2,4 81,3+1,8 >0,1

[Tpu npumenenun amnmapara «ABP-051» no nporpamme Ne 1 B teuenue 14
nHel Ha (oHE CTaHAAPTHON MEIUKAMEHTO3HOW Tepamnuy y MalieHTOB MOATPYIIIIbI
1.1. otmeueHo goctoBepHOe cHuUkeHue cpegHecyrounoro CAJl ¢ 149,3+7.2 no
130,2+5,3 mm pt. cT. (p<0,05). YpoBens cpennecyrounoro AJl, y maiueHToB
ATOI MOATrPYIIbl TaKKE€ OTYETIMBO CHUKAJCA, OJHAKO, HE JOCTUTas MpPEIesioB
noctoBepHocTH (Tabm. 9).

Tabnuua 9- [Mokazatenu ypoHst A/l y 6oapHbIX moarpynmns 1.1. ¢ CIBHC
u Al 1-1i cTreneHu 10 J€YEHUS U TOCIIe Kypca Mpoueayp

[Tokazarenu o nedyenus [Tocne neuenus p
(MM pT. CT.)
Cpennecyrounoe CAJJ 149,3+7,2 130,2+5,3 <0,05
Cpennecyrounoe JIAJ] 82,3+2,4 76,3+1,8 >0,1
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[Ipumenenue annapara «ABP-051» no nporpamme Ne 1 B Teuenue 14 gueit
Ha (OHE CTaHAAPTHON TUNOTEH3UBHOM Tepanuu y MalMEeHTOB MoArpymmsl 1.2.,
TaKXe MOKa3aJ0 CTaTUCTHUYECKU JIOCTOBEPHOE CHUXKEHHE cpenHecyrouHoro CAJl
c 175,348,3 o 151,246,1 mm pr. cT. (p<0,05). YpoBens cpennecyrounoro A/, y
HAIMEHTOB ATOW MOATPYIIIBI UMEJT YeTKYIO TCHACHIUIO K CHIbKeHHIo (Tadi. 10).

Tabnuma 10 — INokazatenu ypoBHst A/l y GonbHbIX oarpynmsl 1.2. ¢ Al 2-i1
U 3-1 cTeneHu A0 JIeYeHUs U 1oclie Kypca npoueayp

[Tokazarenu Mo neuenus [Tocne neyenus p
(MM pT. CT.)
Cpennecyrounoe CAJ| 175,3+8,3 151,2+6,1 <0,05
Cpennecyrounoe JIA]] 92,7+2,4 86,3+1,8 >0,1

Anamu3 mokazatenei AJl y mamuenToB ¢ Al, moiaydaBHIMX JICYCHHUE IIO
nporpamme Ne 1, B 3aBHCHMOCTH OT II0JIa, BBISSBHJI OJHOHAINPABICHHYIO
noctoBepHyto (p<0,05) MO3UTHUBHYIO TUHAMUKY KaK Y MY>KUHMH, TaK M >KCHIIHUH
yxe k 10-# npouieype (puc. 8).

155 MM pT. CT.
150
145 \‘ ‘\\
140 \-\-\\ *
135
*
130
125 =—Myxanabsl == KEHIINHBI
120 T T T T T T T T T 1
1 2 3 4 5 6 7 8 9 10 neHb

Puc. 8. JInnamuka CAJl B 3aBUCUMOCTH OT 1oJ1a 00abHBIX Al
* - cTaTUCTUYECKHU 3HaunMble oTanuus (p<0,05).

OOpamaer Ha cebs BHUMaHHE TOT (aKT, YTO HOPMAIHM3AIUS YPOBHS
cpennecyrounoro CAJl, kak y My»4MH, TaKk U y KCHIIUH, HAOII0Aanack yxe ¢ 6-7
JTHS OT Hayaja JICYeHHUS.

B pesynbrare HazHaueHus ranedo-nedeHus namnpentam ¢ Al° moarpymm 2.1.
u 2.2. neuebHOro >¢dexra He HAbII0JAIO0Ch: ObUIO 3aPETUCTPUPOBAHO CHIXKEHUE
kak cpeanecyrounoro CAJl, tak u JIAJl — Bcero Ha 1-2 mm pT. cT.

[Ipy uWHAMBUIyaIbHOM aHAli3€ TUIOTEH3UBHOTO A3(d@dexTa KypcoBoro
npuMeHeHust armapara «ABP-051» (mporpamma Nel) oTmedeHO MOAaBIISIONIE
OoJibliee KOTMUeCTBO 00JbHBIX Al mepBoi rpynmsl, gocturimux 1eaesoro AJl (33
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u3 39 uen.; 84,6%), MO CpPaBHEHHIO C MMALMEHTAMH TIPYMIbl, MPUHAMABIIMX
IporeAypHl Mmianedo Ha GoHe TUTIOTCH3UBHOW Tepaniy, y KOTOPBIX OTCYTCTBOBAJ
CTaTMCTUYECKH 3HAUMMBIHA >Qdekt (9 n3 38 uen.; 23,7%; x*>=8,8; p<0,001). IIpu
TOM CO 3HAYUTENBHBIM YITyYIICHHEM TAIeHTOB, MOJIYYaBIINX pa3padOTaHHYIO
MEJMIMHCKYI0 TEXHOJOTHIO, OBUIO BBIIMCAaHO B 15 pa3z Gonbme (¥?=15,7;
p<0,0001) B omauuue oT rpynnsl Ianedo. He3HauuTenbHOE yiIydllleHHE
(coMHHTENBHBIN pe3ynbTar) Habmoganoch y 6 (15,4%) mnamueHTOB mEpBOM
rpynnsl. DddextuBHOCTD Neuenus npu Al npencrasneHa Ha Pucynxke 9.

%
100
90 6* O - nepBas rpynma, - Bropas
80
70
60 36.5% 46.2
50 b 36,8
40
30 '
20 1
0 0 Y
10 I v
0
Puc. 9. DddextuBHOCTH KypcoBoro jeueHus npu Al
[Ipumeuanue: | - monoxxurenbHble pe3ynbrarsl, |l - 3HaunTENBHOE
ynyuuienue, |l - ymyumenue, 1V - He3HaunTENbHOE YIyUIICHHUE,

V - 6e3 nepemeHn, VI - yxynmenue; * - p<0,05;

KoppensiiMoHHbI ~ aHaNIM3 MEXAY M3YyUYEHHBIMM  IOKa3aTeasiMU U
cpennecyrounor CAJl B mepBoM rpynne NaldeHTOB MOKa3al CHIBHYIO MPSIMYIO
CBSI3b C 00I1Iel c1ab0CThIO, CHIDKEHUEM pa00TOCIIOCOOHOCTU M TOJIOBHOU OOJIBIO
(r=0,80-0,89; p<0,01) m yMepeHHYO — C TOJIOBOKPYXCHHEM, OJBIIIKOW |
HapyienueM cHa (r=0,56-0,74; p<0,05-0,01). Ilpu 3TOM y OOJIBHBIX, THOIYYaBIIHX
npoueaypbl  mianedo, OTMEYeHa JuIIb cjlabasgs W yMEpeHHas CBS3b C
CyObeKTUBHBIMHU TIposiBieHus MU Al (Tabi. 11).

Tabnuua 11 — Koppensitimonnsie cBsizu cpeanecyrounon CAJ|
U KIIMHUYECKUMU TIposiBIeHUSIMUA Al

CumnroMsl 3a001€BaHUs CAI p CAI p
IlepBas rpymma Bropas rpynmna
(n=39) (n=38)
r r

O6m1as c1abocTh 0,85 0,01 0,08 0,1
CHmkeHue 0,89 0,01 0,11 0,1
paboTocrocoOHOCTH

I'onosnast 6011b 0,80 0,01 0,02 0,1
["onoBokpy)eHue 0,56 0,05 0,17 0,1
TomHoTa 0,23 0,1 0,30 0,07
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Opplmka 0,64 0,05 0,25 0,1

Hapymenwne cHa 0,74 0,02 0,23 0,1

HpI/IMe‘laHI/ICZ N — KOJIUYECTBO OOILHBIX.

12.3.2. Boabublie XAI'. Bce 6onbHbie XAI' X0poIio mepeHecin JICUeHHeE.
Bpemennoit npecrabunmzanuu W pe3koro cHmwkeHus AJl, HexelaTenbHbIX
NOOOYHBIX SBJICHHUM, MECTHBIX AJUICPTUYECKUX PEaKUUid, pa3BUTHUS TaXUKapIUH,
NOTepU CO3HAHUA, OPTOCTATUUYECKUX pEaKlMil, TOJOBHOM 00N U JPYyrux
MOTEHIUATBHO OMACHBIX (PU3UOIOTUYECKUX PEAKIUN OpraHu3Ma Mpu MPUMEHEHUN
nporpammbl Ne 2 He OTMEYEHO HH B OJHOM ciydae (rpymma 3 u 4,
COOTBETCTBEHHO).

[locne kypca mpouenyp Yy MalMEHTOB, TMOJYYaBIIUX JICYCHHE C
ucnonp3oBanueM ammapara «ABP-051» mo mporpamme Ne 2. 3apernctpupoBaHO
noctoBepHoe cHmkenue (¥?=3,9-5,7; p<0,05-0,01) 4acTOTHI BBHIIBICHUS TaKHX
KJIMHUYECKHX cuMnToMoB XAI, kak o0mas cnaabocTb, rojioBHass O0Jib,
TOJIOBOKPY)KEHUE M HapylIeHHBbIH coH (Tabn. 12). Cienyer OTMETUTh, YTO B
rpynmne OOJbHBIX, MPUHUMABIIMX MpOILEeaypbl Iutanebo, Takxke HabI01aIach
TIOJIOKUTENIbHAS UHAMUKA B OTHOLICHUM TOJIOBHOM Gomu (x?=4,2; p<0,05), npu

OTYETIMBOM TEHICHIUM K YMEHBLICHUIO YHCIA 4YEIOBEK C HAPYLICHHEM CHA
(x*=3,2; p>0,1).

Tabmuma 12 — YacToTa MposBIeHUS KIMHAYECKUX CUMITOMOB XAI
o Tpynmam OOJIBHBIX MOCIE Kypca Mpoueayp

CumnTomsl Tpetps rpynna vp UYerepras rpynmna Yip
3a00JeBaHUs (n=38) (n=38)
n;% n;%
110 mocie pi (o) nocie
JIEYCHUs | JICUYCHUS JICYCHUs | JICYEHUS
O6mas c1abocTh 27;100 7;25,9 4,3;0,05 26,100 11;42,3 1,2;,0,1
CHmkeHue 26,100 7;26,9 3,7,0,1 24,100 13;54,2 0,12;0,1
paboTocrnocoOHOCTH
["onoBHast 60JTb 25;100 6;24,0 3,9;0,05 24,100 5;20,8 4,2;0,05
["'onoBokpyxkeHue 26:;100 5:;20,0 5,7:0,01 24:100 8:33,3 1,8:0,1
TomHoTa 14;100 1;7,1 2,7,0,1 16;100 6;37,5 0,04;0,1
Oppliika 12:100 1:8,3 1,7:0,1 11;100 4:36,4 0,11:0,1
Hapymienne cua 19:100 2:10,5 4,4:0,05 21;100 4:191 3,2.0,1

[Ipumeuanue: N — KOINYECTBO OOIBHBIX.

Cremyer OTMETHTh, YTO B TpeTbed rpymmne cumnToMbl XAI (CHMKeHHE
paboTOCIIOCOOHOCTH, TOJIOBOKPYKEHUE, TOUTHOTA U OABIIIKA) COXPAHIUChH y 1-7

YCJIOBCK.

[Tpu 5TOM BBISIBJICHO OTYETIMBOE CHIKEHHE WX WHTCHCUBHOCTHU B OAJTBHOM
ouenke o BAII (ta6u. 13).

Ta6nuna 13 — UHTEHCUBHOCTD MPOSIBJICHUS KIMHUYECKUX CUMIITOMOB XA
no BAIIl B rpynnax O0JbHBIX MOCIIE Kypca MPOoLeayp
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CuMITOMBI Tpetps rpynna p YerBepras rpymnmna p
3a00JIeBaHUS (n=38) (n=38)
M=+m M=m
110 nocJe hi (o) nocJie
JICUCHHUSI JICUCHHUSI JICUCHUS JICUCHUS

OOmas ciadbocTh 4,6+1,2 1,2+1,0 0,05 49+1.4 2,84+0,9 0,1
CHuxeHue 4,7+1,3 1,3+0,5 0,01 4,8+1,2 2,7+0,6 0,1
paboTOCIIOCOOHOCTH
I'onoBHas 60yb 5,2+0,9 1,7+0,6 0,001 5,1+1,1 2,3+0,8 0,05
["onoBoKpyKeHUE 3,9+1,3 1,9+0,8 0,1 3,3+1,2 2,8+0,9 0,1
TommHOTA 4.4+1,5 1,8+0,4 0,1 3,8+1,3 2,1+£0,4 0,1
Opiplika 4,8+1,3 1,4+0,5 0,02 4,6+1,4 2,3+1,0 0,1
Hapymienue cHa 5,5+1,2 1,7+0,6 0,001 5,8t1,4 2,4+0,7 0,05

[Tpumeuanue: N — KOJIUYECTBO OOJIBHBIX.

Tak, B TpeTbel TpyImme OOJBHBIX 3apETUCTPUPOBAHO JOCTOBEPHOE

CHMXKCHUC

(p<0,05-0,001)

BBIPAXKCHHOCTHU  ITPOABJICHUA

o01en

cinabocTy,

NOBBIIIEHUE PAa0OTOCIOCOOHOCTH, YMEHBIIEHUE TOJIOBHOM OOJH, OJBIILIKUA U
yiaydimienue cHa. Ilpu HasHaueHwn nporeayp Imianebo  HaOIH0Ian0Ch
CTaTUCTUYECKU 3HAYMMOE CHM)KEHHE Oa/sIoB MO CUMITOMAaM T'OJIOBHOW 0ojin U
HapyIICHHOTO cHa (Tabi. 12).

KoHTpons nuHAMUKA W3MEHEHHS BeMWYWHBI AJ] moOKasanm, d9To TIpu
npumeHenuun amnmapata «ABP-051» no nporpamme Ne 2 B Teuenue 14 nueit y
oompHbIXx XAIT  (TpeThbst rpymma) OTMEUYEHO JOCTOBEPHOE  IOBBIIICHHE
cpearecyrounoro CAJl ¢ 97,1£3,8 no 114,9+4,1 mm prt. c1. (p<0,001). YpoBeHn
JA/l y malueHToB 3TOM rpyNIbl TAKKE MOBBIIIAJICSA, HO HE UMEN CTATUCTUYECKON
3HAaYMMOCTH (Ta0u. 14).

Tabnuua 14 — [okazarenu A/l y 6osbHbIX XAl BTOpOW rpyniibl
J10 JICYEHHUS U 1OCJIe Kypca MPOoLeayp

IToka3arens o neyenus [Tocne neuenus p
(MM pT. CT.)
CAJl 97,1+3,8 114,9+4,1 <0,05
JAJL 64,3+3,1 71,543,8 >0,1

B konTponbpHO# rpynmne nanueHtoB XAl (deTBepTas rpyIia) Ha3HAYEHUE
nportenyp miaredo aeuednoro adpdexra e umeno: CAJl u JIAJ] mocie okoHYaHUS
Kypca MOBBIIIANOCH HE OoJiee, yeM Ha 1-2 MM pT. CT.

[Ipu pazpenpHOM aHanu3ze mnokazarene AJl y OONbHBIX, MOTYYaBIIMX
jaedyeHue no mnporpamme Ne 2. 3aperucTpupoBaHHas MO3WTHBHAsT JUHAMHUKA HE
rMMena 3HaYMTEIbHOM pa3HMIBI B 3aBUCHMOCTH OT Toja B TedeHue 10 jgHel (puc.
10), mpu OTCYTCTBUH CYINECTBEHHBIX cIBHroB moka3areieii CAJl B rpymme
MMareHTOB 11aneoo.
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Puc. 10. Jlunamuka CAJI B 3aBUCHMOCTH OT 11012 00bHBIX XAI'.
* - cratucTuyecku 3HaunMble otinyus (p<0,05).

[Ipy MHAMBHUIYaTbHOM aHAJIM3€ TEpameBTHUECKOro 3ddexTa KypcoBOro
npuMmeHeHus anmnapata «ABP-051» nmo nmporpamme Ne 2 0TMEUEHO MOAABIISIOLNIE
Oonblliee KOMUYeCcTBO O0ONMBHBIX Al' TpeTbel Ipynmbl, HOCTUIIIMX IeneBoro A/l
(31 u3 38 uen.; 81,6%), Mo CpaBHEHHIO C TAIMEHTAMH TPYIIbI, TPUHAMABIINX
npouexypsl miane6o (10 u3z 38 wen.; 26,3%; y>=7,2; p<0,001). IIpu sTOM CO
3HAYUTENbHBIM  yIy4YIICHHWEM  TalMeHTOB, IMOJyYaBIIUX  pa3pabOTaHHYIO
MEIUIUHCKYIO TEXHOJIOTHIO, OBIIO BBITUCAHO B 6,5 pasa Gomnbme (¥%=6,8; p<0,01)
B OTJIMYUE OT Tpymmbl iane6o. HeznauntenbHOe yiydlleHne HaOMI0Aanoch y 7/
(18,4%) 6onpHBIX 3-# rpymmsl (puc. 11).

%
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Puc. 11. DddexTuBHOCTH KypcoBoro jneueHus npu XAl
[Tpumeuanue: | - monoxurenbHble pe3ynbsTarsl, |l - 3HAUMTENBHOE
yayumenue, | - ynydmenue, |V - He3HauuTENbHOE YITyUIICHHE,
V - 6e3 nepemen, VI - yxynmenue; * - p<0,05;

Koppensimonnslii  aHanw3 MEXAy HW3YYEHHBIMH  [OKa3aTeIsIMH |
cpennecyrounoit CAJl B TpeTheil rpymie MmanueHTOB MoKa3aj CHIIbHYIO MPSAMYIO
CBSI3b CO CHIDKEHHEM PabOTOCTIOCOOHOCTH, TOJIOBHOW OOJIBIO M HAPYIIEHHBIM CHOM
(r=0,84-0,87; p<0,01) u ymepeHHyto — ¢ 001ei ¢aadocThio U ObIIKOH (1=0,59 u
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0,60; p<0,05). IIpu sTOM Yy OOJNBHBIX, MOJYYABIIUX MPOIEAYPH ILIAIEooO,
OTMEYeHA JIUIIIb YMEPCHHAs CBA3b C KPAHUAITHUEH U TUCCOMHUEH (Tad. 15).

Tabnuua 15 — Koppensiimonusie cBsizu cpeaHecyrounon CAJl
U KJIMHAYECKUMHU TIposiBiieHUAMU XAT

Cumntomser 3a00J1€BaHUS CAL p CAl p
Tpetps rpynna YerBepras rpynmna
(n=38) (n=38)
r r

Oomas c1adbocTh 0,60 0,05 0,17 0,1
CHuxeHue 0,84 0,01 0,19 0,1
paboToCcIocCOOHOCTH

I'osoBHAas 6oJb 0,87 0,01 0,61 0,05
["onoBoOKpyKEHUE 0,26 0,1 0,09 0,1
TomrroTa 0,25 0,1 0,34 0,1
Opplka 0,59 0,05 0,23 0,1
Hapymenwue cHa 0,86 0,01 0,55 0,05

HpI/IMe‘laHI/IeI N — KOJIUYECTBO OOILHBIX.

12.3.3. IlepeHocumocTth BJusiHus annapara «ABP-051» nanumentamm B
TeYeHHe BCero Kypca JjedeHus

IIpumenenue anmapara «ABP-051» B xomruiekcHon tepamun Al' u XAI
MEePEHOCUJIOCH MallMeHTaMHu Xopoio. [I[pu3HakoB BpeMeHHOU aecTabwin3aliuu u
peskoro cHwkeHus AJl, HexenarenbHbIX TOOOYHBIX SBJICHHM, MECTHBIX
aJUIEPrUYECKUX  peakUuid, pa3BUTHUS  TaxXWKapAuu, T[OTEPU  CO3HAHUS,
OpPTOCTAaTHYECKUX PEaKIUi, TOJOBHOW OOJIM M JPYrHMX MOTEHIIMAIBHO OIACHBIX
(GU3MONOTUYECKUX  pEeaKIMii  OpraHM3Ma TMpud  MNPUMEHEHHH  IPOTPaMMBI
3aperucTpPUPOBAHO HE OBLIO.

V¥ nanuentoB ¢ Al', mocine 0JHOKpAaTHOrO BO3AEHCTBHS akTUBHOroO «ABP-
051» ypoBenb AJl B cpenrem camxkancs: CAJl — na 10,1+2,5 Mm.pT.cT. (OT 6 MM
ptr.cT. 10 15 mm prt.cT.); JAJ — Ha 6,4£1,2 MM pT.cT. (OT 3 MM PT.CT. A0 9 MM
pT.CT.).

VY nmamuenToB ¢ XAl', mociie 0qHOKPAaTHOTO BIUSHUSA aKTUBHOTO «ABP-051»
ypoBenb AJl B cpeanem mnoBbimancs: CAJl — na 13,943,5 MM pT. cT. (0T 7 MM
pt.cT. 70 19 mm pT. ct1.); JAJl — Ha 6,1+2,8 (0T 3 MM pT.CT. 10 11 MM pT.CT.).

[Ipu npumenenun manebo-anmnapara cpennee nsmenenue AJl xkak Bo 2-i,
TaK ¥ B 4YeTBEpPTOH rpymie coctaBmwio 1,2+0,8 MM pT. CT.

12.4. Busut 4-ii (B KoHIIe 8-ii HeJeJ M HCCIeI0BAHUS)

Bce uccnenyembie ymima (153 yen.) Obumd ompoiieHsl 4epe3 2 Mmecsiia OT
Hayaja HCCIICIOBaHUSA. Bce OHM OTMEYanu YAOBJICTBOPUTEIHHOE COCTOSHHUC
CBOETO 3/I0POBBSI.

KonuuectBo manuMeHTOB, KOTOpPbIE MOIVIM TPEKPATUTh ydacTue B
MOCJEAYIOIIMX dTamax HCCIEIOBaHUS B CBS3U C JUIMTEIBHBIM BpEMEHEM
HCCIICIOBAaHUSI W IO TPUYMHAM, HE CBS3aHHBIM C pe3yibTaTaMU TMPUMEHEHUS
«ABP-051» oxumanock 6omabiie, 10 10%.
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[Tpu sToM 12 marnuentos (7,8%) obpamannuch K BpadyaM U U3MEHHIINA CXEMBI
JedyeHus: (MPEUMYIIECTBEHHO BTOPOM M YETBEPTOM TIpymi), MO3TOMY ObLIU
UCKIIIOYEHBl M3 YETBEPTOTO JTalma HCCICAOBAHUS 10 OLIEHKE CTOWKOCTH
TepaneBTuyeckoro g dexra u kputepuen KiK.

[To maHHBIM JIUTEPATYPHI U PE3YIHTATOB

Ocrapmmecs 141 6oIbHOW Ha MPOTSHKEHUM 8 HENEb HE MEePEeHeCId KaKHX-
anbo  3a0oJieBaHMM, TPeOYIOMIMX MEIUIIMHCKUX BMEIIATEILCTB, HE IMOCEHIaIN
Je4eOHO-TIPO(QUIIAKTUYECKUE YUPEKIEHUS MO MOBOJY OCHOBHOIO 3a00seBaHUs
(AI' u XATI'), He u3MeHsIM 00pa3 >KM3HU, J103bl M YaCTOTy mHpuemMa 0a30BOil
MEJIMKAaMEHTO3HOU TEPAIUH.

12.4.1. Boabubie AI'. [lpu anammze nunamuku oducHoro AJl B mepBoii
rpynie nauueHToB ¢ Al' Obul BeIsIBIEH ycTOWYUBBIN 3 dexT koppekuuu A/l o 1-
i mporpamme y 22 u3z 33 (66,7%) dYenoBEeK, WMEBIIUX MOJOXKUTEIbHBIC
HEIMOCPEACTBEHHbIE pe3yNbTaThl Tepanuu. ClenyeT OTMETUTh, 4To y 2 u3 6
YEJIOBEK, BBIITUCAHHBIX C HE3HAUUTEIbHBIM YIyYIICHUEM (COMHHTEIIbHBIN
pe3ynbTaT), B TEYEHHE 2-X HeJeNb IOCJEe JTOT0 OTMevanach CTaOWIu3alus
neneBoro opucHoro AJl, T.e. Habmonancs 3pPexT GyHKIMOHATLHON KyMYJISIIUN
(abdexr mocneneiictBus  JiedeOHOro  Bo3aeWcTBHsA).  Takum  00Opasom,
3aKIIIOUMTENbHAS KapTUHA &-MH HENEIBHOTO HCCIENOBaHUs  IOoKaszaia, 4TO
ITOJIOKUATENIBHBIA pe3yJbTaT npuMmeHeHns annaparta «ABP-051» mma cHmkenus
AJl y martuentoB ¢ Al cocraBmsier 89, 7% (35 den.). To ecth, B 00mmIeli BEIOOPKE
naueHToB Al' MO BCEM UCTIBITAHUSIM COMHUTENBHBIN PE3YJIbTAT COCTABIISIET BCETO
10,3 % (4 gemn.).

Anamu3 nuHamukun CAJl B cpemnem mo 1 rpymnme (33 den.) mokasan
JIOCTOBEPHO HU3KHE 3HAYEHUS Ha YETBEPTOM BU3UTE, [0 CPABHEHUIO C UCXOIHBIMU
nudpamu AJl (mepBwIif BU3UT), cooTBeTcTBeHHO 134,1+7,3 mpotuB 159,9+10,1 mMm
pT. cT. (p<0,05). ITaiueHTHI HE OTMEYATM BPEMEHHON JeCTa0MIU3aIuid U PE3KOro
cHmwkeHus: AJl, HeXenaTeNbHBIX MOOOYHBIX SIBICHHM, MECTHBIX aJlJIPTUYECKUX
peaKiui, pa3BUTUS TaxXUKApJIUHU, TIOTEPU CO3HAHUS, OPTOCTATUUYECKHUX PEAKIIUM,
TOJIOBHOM OOJIM M JPYrHX MOTECHIIMAIBHO OMACHBIX (DU3HOJOTUYECKUX PEaKIIHid
OpraHu3Ma.

[Tpu 3TOM B rpyIine OOJBHBIX, MOTYYABIIUX MPOIEAYPHI II1aedo, 8§ 4eIoBeK
BBITIAJIO U3 OTJAJIEHHOTO MeprUojia HaOII0ICHUs, TI0O MPUYUHE OOpaIeHus K Bpayam
Y U3MEHEHHUH MapaMeTPOB MEAMKAMEHTO3HOTO JieueHus. OcTaibHbIe OOJBHBIC NPU
KoHTposie AJl B NHEBHUKE HAOJIOICHHS HE OTMEUadd CTaOWJIbHO CHIKEHHBIX
nuudp CAJ, naxe nuia (9 4dei.) BBIIMCAHHBIC C MOJOXKUTEIBHBIMU PE3yJibTaTaMu
Ha 3 JTamne UccJICIOBaHUS.

AHann3 no3uTuBHOM nuHamMuku KpurepueB KOK y manmeHntoB 1 rpyrmimbl
mokazasl JOCTOBepHOe yiaydmieHue Bcex (kpome Viability) mokasaternei,
OXBaTBIBAIOIINX KaK (PU3MUYCCKHUM, TaK U ICHXOIMOIIMOHAILHBIN cTaTyc (Tad. 16).
[Ipuy »>TOM B Trpymnme OONBHBIX, TOJYYABIIUX MPOLEAYpbl  TuIanebo,
3apeTUCTPUpOBaHA JIMIIh OTYCTIUBAs IMOJIOKHUTEIbHAs TeHaeHms (t=1,8-2,0)
HekoTophix u3 HUX (Physical functioning, Role-playing, Social functioning, Mental
health).
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Tabmuma 16 — Onenka kputepueB KX y manimento AI'

Kputepun [TepBas rpymnmna p Bropas rpynmna p
KK (n=38) (n=30)
%+% %+%
70 JICYCHHsI | TOCIIE JICUCHHS JI0 JICYCHHS | TOCIIC JICUCHUSI
PF 57.4+4.9 73.245,1 <0,05 | 53,8+4.6 66,4+4.9 >0,1
RP 56,8+3,8 70,1+4,6 <0,05 | 52,944,7 65,5+5,1 >0,1
BP 49,0+3,1 59,7+3,7 <0,05 | 48,643,9 56,5+4,4 >0,1
GH 61,1+4.8 74,741 <0,05 | 62,4451 70,245, 1 >0,1
VT 62,7+3,4 73,7+4,9 >0,1 63,1+4,8 73,6£5,0 >0,1
SF 52,7432 64.143,8 <0,05 | 56,0+4.4 68.5+4.8 >0,1
RE 56,3+4,1 69,8+5,0 <0,05 | 55,7+4,9 67,7+5,1 >0,1
MH 53.043,3 67.6:4.8 <0,01 | 54,8+43 68,3149 >0,1
ITpumeuanue: n — xomumuectBo OoipHBIX; PF (Physical functioning) — dusnueckas
aktuBHocth; RP  (Role-playing) — ponp  ¢usumyeckux mpobiieM B OrpaHHYCHHUU

xusHenestensaoctd; BP (Pain) — 6omnb; GH (General health) — o6miee 3moposse; VT (Viability)
— xkmu3Hecnocoonocth, SF (Social functioning) — comumansnas aktusHocTh; RE (Emotional
functioning) — posb SMONMOHAIBHBIX MPOOJEM B OrpaHHUYCHHH KH3HemesTeapHocTH; MH
(Mental health) — ncuxudeckoe 310poBbe.

12.4.2. Boabuble XAI'. YV naHHOW KaTeropuu MalieHTOB U3 UCCIICTOBAHMS
ObUIO HCKJIIOYEHO [0 pa3iM4yHbIM OpUuMHaM (OTKa3 OT HCCJIeI0BaHus,
OTpPHUIATENBbHBIA KOMIUIAEHC, JApyrue JedeOHble Meponpusitusi) 4 deaoBeka
yeTBepTod rpynnbl  (mwiane6o). IlamumenTtsl He  OTMEUYand  BpPEMEHHOMU
JecTaOuIn3aui U pe3Koro cHuxeHust AJl, HexxenaTelbHbIX TOOOYHBIX SIBJICHUM,
MECTHBIX AJUIEPTUYECKUX PEaKUWi, Pa3BUTHS TaxXWKapIWH, IOTEPH CO3HAHUS,
OpPTOCTaTHYECKUX PEaKUUi, TOJOBHOW OOMM M APYrMX MNOTEHIMAIBHO OIMACHBIX
(U3HOJOTMYECKUX PEAKIUN OpraHu3Ma.

[Ipn anamuze nuHamuku opucHoro AJl B TpeTbel Ipynmne MHalUeHTOB C
XATI', npyHMMaBIIUX JIEYEHUE MO 2-OM Mporpamme, ObUT BBISBICH YCTOWYMBBIN
NOJIOKUTENbHBIA 3PdekT koppekiun cHukeHHoro CAJl y 20 uz 31 (64,5%)
YEJIOBEK, MMEBIIHUX IOJO0KUTEIbHbIE HEMOCPEACTBEHHBIE PE3YNbTAThl TEpAIUU.
[Tpu ananuze nunamuku CAJl B cpenneM no 3 rpymnme 00iabHbIX XAIL' (31 uen.)
MOKa3aJl COXPAaHEHUE OTYETIMBOM IOJOKUTEIBHON TEHACHIIMU JOCTUTHYTBIX
3HayeHust AJ] Ha 4eTBEpTOM BH3HUTE, [0 CPABHEHHUIO C UCXOAHBIMU Iuppamu A/l
(mepBbIit BU3MUT), cooTBeTcTBEeHHO 111,6+£6,3 mpotus 97,1+£3,8 mm prt. cT. (1=1,96;
p<0,06).

Cnenyer OTMETUTbH, 4TO HU y ojaHOro u3 7 mauueHtoB (18,4%) c¢ XA,
BBIIIMCAHHBIX C COMHHTEIIBHBIM pEe3yJbTaTOM Tepanuu (HE3HAYUTEIbHOE
ylydllleHue), He HaOmogancs >PpheKkT GyHKUMOHATBHOW KYyMYJSLUU JI€YEOHOTrO
BO3/1CHCTBUSL.

B rpynne 6onpHbix XAl', nmony4yaBumx npoueAypsl mianedo, npu KOHTpoIIe
AJl B nHeBHMKEe HaOM0AeHUST He oTMeuanu cTabmwibHbIX udp CAJl (oHU umenu
pa3HOHAIPABIEHHBIN XapaKTep Kak Mo TpynraM MaiueHToB (TPeTbsl U YeTBepTas),
HeNeasIM HaOMIoJieHHsI, Tak M JOCTUTHyToro »ddekra Ttepanuun (3 srtam
WCCIICITIOBAHWS).

B T0 xe Bpemsa mpu aHanuze auHaMuku KpurepueB KOK y mamueHToB 3
TpymIbl  HAOMIOMAIOCh JIOCTOBEpPHOE yIydllleHHe S5 u3 8§ moka3arenei,
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XapaKTEPU3YIOMINX KaK (U3HUECKHUI, TaK U MCUXOIMOIIMOHAILHBIN cTaTyC (TaoJI.
17).

VY 6onpHbix XAI', moiydyaBmux mpoueaypsl mianedo (4eTBeprasi rpyia),
HE 3apETUCTPUPOBAHBI KaKHe-Ir00 CYIIeCTBEeHHbBIE TTO3UTHBHBIE ciBUTH KOK.

Ta6muna 17 — Ouenka kpurepueB KK y manuenToB XAI'

Kpurepuu Tperss rpynna p Yersepras rpynna p
KK (n=38) (n=34)
%+% %+%
710 JICYCHHsT | TOCIIE JICUCHHS JI0 JICUCHHSI | MOCIIC JICUCHUSI
PF 56,5+4,2 74,3+5,3 <0,01 | 55,445,0 64,9+5,2 >0,1
RP 55,9+4.,8 69,5+5,1 >0,1 53,7+4.,8 65,2+5,0 >0,1
BP 50,1=4.1 63.954.9 <0,05 | 49,4+4,9 57.6+4.8 >0,1
GH 58 4+4.7 64.2+5.1 >01 | 61,0+4.7 71,2+5.0 >0,1
VT 61,5+4.4 76.8+4.9 <0,02 | 59,4+5,1 70,7+4.9 >0,1
SF 53,5+4,6 68,3+4,8 <0,05 | 54,8+4,6 63,5+5,2 >0,1
RE 55,8+5,1 67,6+5,1 >0,1 56,6+4,9 68,2+5,0 >0,1
MH 54,6+4,5 68,9+4,9 <0,05 | 58,3+4,4 65,1+4,9 >0,1
ITpumeuanue: n — xomumuectBo OoibHbIX; PF (Physical functioning) — ¢usnueckas
aktuBHocth; RP  (Role-playing) — poap  ¢usmyeckux mpobiieM B OrpaHHYCHHUU

xusnenestensaoctd; BP (Pain) — 6omnb; GH (General health) — o6mee 3moposee; VT (Viability)
— swusHecniocooHocth; SF (Social functioning) — comnmanehas aktuBHOCTH, RE (Emotional
functioning) — posip 3MOLMOHATBHBIX MPOOJIEM B OrPaHUYCHUHU IKH3HenmesTenpbHoctdH; MH
(Mental health) — ncuxudeckoe 310poBbe.
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1. OTYET Ob NCIIOJIb3OBAHHNMU AIIITAPATA «ABP-051»
OO0uue pe3yabrarhbl

Menmunuuackuii  anmapar  «ABP-051», MOJBEPTABIINNCS  AHAIU3Y
WCIIOJIb30BAaHUSI W OIEHKE JS()PEKTHUBHOCTH B paMKax HCCIEIOBaHUS,
SABJISIETCS 3apEeTUCTPUPOBAHHBIM MIPOTYKTOM, JOMYIIIEHHBIM K
pacnpocTpaHeHHIo, HWMeeT cepTudukar coorBercTBus Hopmam EC wu
Jleknapanuio COOTBETCTBHSL.

Anmnapat SIBISIETCS. YCTPOMCTBOM MHOTOpPAa30BOr0 MPUMEHEHHUSI U TMPU3HAH
NalMeHTaMyd JIETKUM M YJOOHBIM B UCIIOJIb30BAaHUHU, XPAaHEHUU U
00CITy>KUBaHHH.

ArmnmapaT TpU3HAH MalMeHTaMH (QYHKIMOHAJBHBIM M TPOCTHIM B
npuMeHeHUH. [lallueHT MOXKeT MPUMEHSTh CaM B JIOMAIlIHUX YCIIOBUSIX, H
UCIIOJIb30BaHUE HE TpeOyeT MIUTEIbHOM M CIEIHAIbHOW MOATOTOBKH.
[Ipunaraemass UHCTPYKIMSI IIPOCTa I OCBOEHUS U IMO3BOJISIET MPAaBUIBHO
MIPUMEHSITH aIapar.

Hcnonb30oBaHWe B COOTBETCTBUM CO CIIOCOOOM H  JIJTUTEIBLHOCTHIO
MPUMEHEHUS (COTJIACHO MHCTPYKIIMK ) HE BBI3BAJIO HAPEKAHUHN y MAIMEHTOB.
AnnapaT TPUMEHSUICS B paMKax JaHHOTO HWCCIEIOBAHUS ISl JICUCHUS
3a00JIeBaHUH, C LIEJIbI0O KOTOPOTO OH ObLI IPOU3BEIEH.

Anmnapat ObUT TIpEACTaBIICH ISl KIMHUYECKOW OIEHKHU TPyIIe NalueHTOB C
AT m XAI', corylacHO peyCMOTPEHHOMY UHCTPYKIMEW HA3HAYEHHUIO.
TecTupoBanue ammapara, HampaBICHHOE Ha OIEHKY A(()EKTUBHOCTH €ro
JNEUCTBUS W 0O€30MacHOCTH TPUMEHEHUs, TMPOBOJUIOCH B TpYIIax
MalKMeHTOB CTPOTrO MO JAW3ailHy MCCIEAOBaHUA C HCIOJIb30BAHHEM
pPENpPEe3eHTATUBHBIX  KOHTPOJIBHBIX TPyl Ha (GOHE  CTaHJapTHOU
dbapmakoTepanuu.

OT6op manMEeHTOB JUIsi WCCIENOBAaHUS MPOBOJUJICS COTJIACHO TPABHITY
MOMYJISIIMOHHON SKBUBAJIEHTHOCTH (B OTHOIICHUH TI0JIa, BO3pAcTa, OOIIETro
COCTOSIHUSI 370pOBbsl, OOJE3HM UM €€ CTaJuud pa3BUTUA), C YYETOM
KOJMYECTBEHHBIX IMPOMOPLMK TPYyMHN, COOTBETCTBYIOIIUX KPUTEPUEB
(BKJIFOUEHHE B TPYIIY, MCKIIOUEHUS W3 TPYNNbl U PaHAOMHU3AIUU B
OTIPENICIICHHYIO TPYIIITY).

Knuaundeckoe HaOM0IeHUE MPOAOIIKATIOCH 8 Hellellb, KOTOPOE BKJIOUao 4
BU3UTa TAIUEHTOB. [IpOBEIEHO KOHTPOJIBHOE KIMHUKO-()YHKIIMOHATHEHOE
oOcnenoBaHue, TO3BOJISIIOIIEE  OICHUTh  JOMOJHUTENbHBIC A()PEKTHI
Teparum.

10.1Tpog0mKUTETFHOCTh UCCIICOBAHUS JJII OIEHKH BceX A((EKTOB Tepanuu

OblTa TpW3HaHA J0CTaTOYHOM, mockoibky mpu Al m XA Gombioe
3HAUYCHHUE UTPAIOT KaK HEMOCPEJCTBEHHBIC PE3yIbTaThl JICUCHHS TIOCIE
Kypca IpoIeayp, Tak U UX YCTOMIUBOCTD.

11.1Tpoao/KUTEIPHOCTh ~ KJIMHUYECKUX  HaOMrojJeHud  ObUla  IpU3HaHA

JIOCTaTOYHOM TaKKe JUIsl ONpPENETCHUs] OTCYTCTBHSI PE3KOr0 U3MEHEHUS U
BpeMeHHOU aectabunuzanmu AJl, HexenaTtelbHbIX MOOOYHBIX 3PPEKTOB,
MECTHBIX aJUIEPrUYECKUX pEaKUud, pPa3BUTHUS TaXUKApJIUHU, TOTEpU
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CO3HAHUS, OPTOCTATUYECKUX PpEAKIUH, TOJIOBHOW OOJM W  JIPYTUX
MOTEHIIMAIBHO OMACHBIX (PU3UOJOTUYECKUX PEAKIIUN OpraHu3Ma.

12. JIns oueHKH KIMHUYECKOoro 3¢ekTa anmapara NPUMEHSIIUCH MMapaMeTphl,
MPEICTABIISIONINE IOCTATOUHYIO HH(DOPMAIUIO:
— 00BEKTUBHBIC MMapaMeTphl: BennunHa AJl u nuHaMuka Beauaud AJl;
— CyOBEKTHBHBIE TMapaMeTpbl: KIMHUYECKHE CHUMIITOMBI OOJIE3HU —
KAUECTBEHHAs] M KOJMYECTBEHHAs OLICHKA, ONpeaeisieMas BpauyoM U
naruerToM (BAIL); ¢pyHKIMoHambHBIC TeCTHI; KpuTepun KK,

cTp. 34 u3 46



Version Ne 1

Protocol Number: CER/25/12
Electrostimulator «ABP-051»

IV. OTYHET Ob OIIEHKE 3®PEKTUBHOCTU, BE3OITACHOCTH U

1.

2.

OCOBEHHOCTEHN MPUMEHEHUSI AIIIAPATA «ABP-051»
KiioueBble pe3yJibTaThl M 3aK/JII0YEHHE

Memuuunckuii anmapar «ABP-051» npusnan mnanumeHtamu yZOOHBIM H
MPOCTHIM B TPUMEHECHUH.

AHanmu3 wucnonb3oBaHud ammapata «ABP-051» B cooTBercTBHM €
MHCTPYKIMEN MO HKCIUTyaTallMu (BpeMsi MNPUMEHEHHUs, MOJHBIM Kypc
JIieYeHs) ObUTH MIPEACTABICHBI MAIIMEHTAMH CIAEAYIOIMHUM 00pa3oM:

a. MEJIMIIUHCKUN MPOAYKT MOJTHOCTHIO MPUEMIIEM;

b. mpoct B npumMeHeHuwY;

C. JIJIsl UCTIOJIB30BAHUS IPOYKTA HE TPeOyeTCs CeMalbHON MOATOTOBKY;

d. manueHT MOKET MPUMEHSATh MPOJIYKT CAMOCTOSATEIBHO, B TOM YHCIE, B
JOMAIIHUX YCIIOBHSIX.

[IpumeHeHue amnmapata B COOTBETCTBUM C HWHCTPYKLHEH, C Y4YETOM
Ha3HAYEHUS MPOAYKTAa U KypCOBOTO MCIIOIb30BaHUs, C LENbIO TOCTUKECHHS
YIIYUIICHUS] KIMHUKO-(QYHKIMOHANbHOM KapTuHbl M KJK Hapekanuit y
MalMEeHTOB HE BHI3BAJIO.

HccnenoBanne NpoBOAWIOCH B TEUEHHUE § HEAEHD ¢ 4 BU3UTAMU NALIMEHTOB.
B »>ToM oOTHOIIEHWHM JJIUTEIBLHOCTH WCCIEAOBaHHUSA OblIa OJM3Ka K
JUTUTEILHOCTH MCCJICIOBAHUSI TUMUYHBIX MEIUKAMEHTO3HBIX METO/I0B. Bo
BpeMsl TECTHpPOBAHMS ammapara HE 3aBUCHMO OT TI0Jla, BO3pacTta u
MPOJIOIKUTEILHOCTH 3a00J€BaHUsl HE OBbUIO BBISBICHO OTPHUIATEIBHBIX
peakIuii B BHJIC PE3KOr0 M3MEHEHUsS W BpeMEHHOHN necrabuiamsaruu AJl,
HEXEJIaTeNbHBIX MOOOYHBIX 3(P(HEKTOB, MECTHBIX AJUIEPTUUECKUX DPEAKIUH,
pa3BUTHS TaXWKapAuW, IOTEPU CO3HAHUS, OPTOCTATUUYECKHX pPEaKLUu,
TOJIOBHOW OONMM M JAPYrMX TMOTEHIMAIBLHO OIMACHBIX (U3HOIOTHYECKUX
pEeaKUuil OpraHn3ma.

[Tocne oxonuanusi 14-tu AHEBHOrO Kypca jiedeHus B rpymme 1 AT Obin
JIOCTUTHYT 11€JIeBOM TUnoTeH3uBHBIN 3 dexT y 84,6% (33 u3 39) 6onbHBIX;
a rpynne 3 XAI' — AJl nopmanuzoBaiock y 81,6% (31 u3 38) nanueHTos.

B cpaBHeHMHM C KOHTPOJIBHBIMM Tpynmnamu (BTOpas U 4eTBepTas),
MOJTy4aBIlke MpoLEeayphl Miianedo, IPUMEHEHHUE arapara Mo mporpaMMmam
Nel u No2 Benmer k noctoBepHOM Koppekuuu u cradwmmszanuu CAJl Ha
YPOBHE II€JIEBBIX MTOKa3aTenen Kak y manueHToB ¢ Al', Tak u XATI'.

B cpaBHeHMHM C KOHTPOJIBHBIMH TpynmnamMu (BTopas | ueTBepTas),
MOJTyYaBIIINE MPOIEAYPHI MIaedo, MpUMEHEHUE anmnapara 1mo nmporpaMmmam
Nol m Ne2 BegeT kK CTAaTUCTUYECKH 3HAYMMOMY YMEHBIICHUIO KOJIMYECTBA
OONBHBIX ¢ JkamobamMu W WX OayUTbHOW OIEHKOW, B JAaHHOM cllydae, IO
COOCTBEHHOM OIIEHKE COCTOSIHHS mareHToB mo BAIII.

3apeructpupoBad (PakT COXpaHEHHUsS] JOCTUTHYTOTO TOJOKUTEITHLHOTO
pesynbTata B T€UCHHE 6 HEAENb TOCIie OKOHYaHUs Teparuu, O0COOCHHO
BbIpaXKeHHbIH y mamnueHToB ¢ Al'. JlonroBpeMeHHbIH JieueOHbIH 3PheKT
NPUMEHEHUSl ammapara MOATBEPXKAAET BO3JCHCTBUE HAa OCHOBHBIE
NaTOr€HETUYECKHUE 3BEHbs 3a00JIEBaHUS, YTO MOATBEPKIACTCA AUHAMUKON
kputepueB KK manueHTos.
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9. V 15,4% (6 uen.) maumentoB ¢ Al' u 18,4% (7 dven.) marmmenToB ¢ XA
MOCJI€ OKOHYAHHUS KypPCOBOIO JICUEHUS HAOJIOAJICS] COMHUTENbHBIN d(PPexT
(He3HAYUTENbHOE YIYYIlEHUE), YTO pACUEHUBAIOCh KaK OTCYTCTBHE
MOJIOKHUTEIIBHOTO PE3ybTaTa.

10.VY 2 u3 6 nanuenToB ¢ Al', BBIMMCAaHHBIX C COMHHUTEIIbHBIM PE3yJIbTaTOM, B
T€YeHUEe 2-X HeleNb IO0Clie ATOr0 OTMEYalach CTaOWIM3allus 1IeJIEBOTO
opucHoro AJl, T.e. B 33,3% cmydaeB ObUT ycTaHOBIEH 3(ddexT
(GYHKIIMOHATBFHOU KyMYJISIIUH.

11V He3HauuTeIHHOIO YHUCJIA TMalMEHTOB TOJOXKUTENbHBIN 3(deKT, B
mpouecce KypcoBoro JedeHuss anmaparom  «ABP-051», Moxer He
HaOro1aThes, HO Hanbomee BeposaTHO (B 33,3% ciydaeB), OH MPOSBUTCS C
HEKOTOPOM 3aJI€PKKOU.

12.1ItoroBeie pe3yibTaThl 8-MU HEAECTBHOTO HCCIEAOBAaHUS TOKa3aid, YTO
MOJIOKUTENIbHBIA  pe3yJbTaT MpuMeHeHus: amnmapata «ABP-051» s
camwkenust AJl y mauuentoB ¢ Al cocraBnsier 89, 7% (35 yen.). To ects, B
obmieil BbpIOOpke mnanueHToB Al 1o BCeM UCHBITaHUSM OTCYTCTBUE
noJiokuTeNbHOro 3 dexra cocranuseT Bcero 10,3 % (4 gen.).

13.TectupoBanue anmapata «ABP-051» nmo kputepusM npou3BOAUTEILHOCTU
u Oe3omacHoctu (pass/fail) mokaszasio yaOBIETBOPUTENBHBIA pe3yJIbTaT
UCCIIEIOBaHMsI, MOJHYIO MNPUTOJHOCTh M Oe3omacHocTh ammapata «ABP-
051» mra npakTUYECKOro MPUMEHEHNS .

14.YcraHnoBieH (dbeHoMeH  KyMyJSILIMM  THIOTEH3UBHOTO addexra
ANEKTpOCTUMYISLMHK OT anmapara «ABP-051» npu neuenun Al

15.B nmpoBeneHHBIX HAy4YHBIX HCCICHOBAHUSAX U MPAKTUYECKUX HAOIIOJEHUSAX
BBISIBJICHA BBICOKAas A(PPEKTUBHOCTHh AIEKTPOCTUMYIISIIMM OT anmnapara
«ABP-051» npu nneuennn Al' u XATI'.

16.B cBsi3u c BbIlIeCKa3aHHbIM, MeauIMHCKUM amnmapat «ABP-051» moxxHO
cuMTaTh O€30macHbIM B nmpuMeHennn i jeuenus Al u XAl npu ycnoBun
€ero HCIOJIb30BaHUS B COOTBETCTBUM CO CHOCOOOM MPUMEHEHHS,
PEKOMEH/IOBaHHBIM TPOU3BOAMTENIEM WM MPOJABLOM O0003HAYEHHOM B
WHCTPYKIMU [0 SKCIUIyaTalud, C YYETOM MEIUMUMHCKUX IOKa3aHWh |
IPOTUBONOKA3aHUM, KOTOPBIE JOMYCKAIOT/HE JOMYCKAIOT €r0 MPUMEHEHHE.

17.Pa3paboTaHHasi METUIIMHCKAs TEXHOJOTHUS YPECKOKHOW Koppekimu AJl
MOXeT A(PEKTUBHO MCHOJB30BATHCS KaK B Pa3IMYHBIX JIe4eOHO-
NpPOPHUIAKTUYECKUX OpPraHU3alUgX MPU KOMIUIEKCHOM JI€YeHUH OOJIbHBIX C
Al u XAT', TaKk ¥ B IOMallIHUX yCJIOBUSIX.

18.TpeOytoTcsa nanbHEWIME HMCCIEOBaHUSI NMPUMEHEHHs] JaHHOro Meroaa (B
TOM 4HuCJe U B BuAe MoHOTepanuu) y nanueHToB ¢ A" u XAI' B pa3Hbix
BO3PACTHBIX U T€HJIEPHBIX IPYIIAX C WU3YYEHUEM COCTOSIHUSI TOMeocTas3a U
0osee MPOJOJKUTENbHBIM KaTaMHE30M, B TOM YHCJE A BO3MOXKHOCTH
OIICHKH  OTAAJICHHbIX dA(PPEKTOB, CTAOUIBHOCTH W  JUIMTEILHOCTH
MOJIOXKUTEIBHOTO PE3yJIbTaTa. 3aJayd JAJbHEUIIUX HCCIEAOBAHUI MOTYT
OBITH CIIEIYIOUIME. YTOYHEHHE IPOTOKOJOB IMPUMEHEHUS M MEXaHU3MOB
neuebHoro aeiictBus UDHC; BBIABIEHHE CKPBITHIX PUCKOB, W MOOOYHBIX
3pdekToB; pazmuuuii B 3()PEKTUBHOCTH pa3NUYHBIX TUMOB «ABPy;
CpaBHEHHE SKOHOMHMYECKON »ddektuBHOCTH «ABP» ¢ 0OBuHBIMU

(hapMaKoJIOTHYECKUM JICUCHUEM U JPYTUMHU JICKTPOTEPANTUSIMHU.
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V. JleueOHoOe yupeKkaeHue U CIeNUATUCTHI, IPOBOAUBIINE UCTILITAHUS

JleueOHoe yupe:xknenue: KiimHuueckue uccienoBaHus MpoBeIeHbI Ha 0aze
['ocynapcTBEHHOTO OMOMKETHOTO YUPEKICHHUS 3APaBOOXPAHEHHUS CBEPAJIOBCKOM

obnmactu «CBepmoBckas obnacTHas kiauHHYeckas OonmpHuIa Nel» (COKB Nel)-
KpyIHeiiiee JiedeOHOE YUYPEeXKICHUE YPadbCKOTO PErHOHa, OKa3bIBaloIee
MEAMIIMHCKYIO TOMOIb HaceideHuio CBepisioBCKOM oOiactu. OTO 00JacTHOMN
[leHTp KOHCYJbTaTUBHOM, AMATHOCTUYECKON M JIEYEOHOW IOMOIIH: €KEr0IHO
oonmee 260 000 mocemienuit B mojukiauHuKe, 6onee 35 000 mposieueHHBIX B
cranonape, 6osee 23 000 oreprpoBaHHBIX OOJILHBIX.

Ha 6a3e 6onpHuULbI pacnionaraerca 16 kadeap Ypanbckoil rocynapcTBEeHHON
MEJIUIIMHCKON aKageMuH, (QyHKIIMOHUPYIOT 12 00JIACTHBIX CHEIUaTIu3UpPOBaHHBIX
[entpoB. B 6onpHune tpynurca 6onee 2000 coTpyaHUKOB, U3 HUX 536 Bpaue,
869 cpemHux MemMIMHCKUX paboTHUKOB. boiee 65% COTPYIHHKOB HMEIOT
BBICIIIME KATErOpuu, 22 JIOKTOpa MEAULUMHCKUX HayK, &7 KaHIUIaTOB
MEJIMIIMHCKUX HAYyK.

JlutieH3us Ha OCYIIECTBICHHE MEIUIMHCKON nestenpHOoCcTH: Ne JIO-66-01-
004475 ot 19.01.2017 roma, BbeigaHa MUHHUCTEPCTBOM 3/IPABOOXPAHEHUSA
Cepy10BCcKoil 001acTH, O€CCPOUHO.

CHeHI/IaJIl/ICTI)I, INPOBOAMBIIINEG KIIMHUYCCKHUE MCCJICI0BAHUA .

Kapasaesa Jlapuca I'puropbeBsHa

PE3IOME
1. damuius: KapaBaesa
2. HNmsa, OTuecTBo: Jlapuca I'puropresna
3. JlaTa poxxaenus: 30.11.1961
4, Y4eHnas creneHb/3BaHue: Kanaunar MeIMUMHCKUX HAayK
5. Tesedon MoOMIbHBII: +79126017543
6. Anpec 3. [loutsr: Igk3011@mail.ru
7. Peectp ucciaenoBareie, €CIId UMEETCS

nposoasmmx (mposoausmux) KN

8. 3HaHME MHOCTpPAHHBIX SA3bIKOB (1 — MI0X0, 5 — OTIMYHO):

WMHocTpaHHBIN SA3BIK Pasrosop \ YreHune \ ITucemo
Pycckuii poaHOI
AHrnuickuii 3 | |
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9. OnbIT paboThbl (6 06pamHOM XPOHOJI02U4E€CKOM rMopsiOKe, 8 M.4Y. yKkazamb Mecmo
pabombi no coeMecmumersibcmey 8 Hacmosiujee epemsi).

JlaTta (Mecsyron) HazBanue yupexaeHus
JlomKHOCTD c 10 [Toapaznenenue (oTaeneHue)
Anpec
Hedposnor 1993 Ilo ["ocyaapCTBEHHOTO OIOPKETHOTO YUPEKICHHS
HACTOAIIEE | 3APaBOOXPAHEHUs CBEPAJIOBCKOI 00s1acTu
BpeMs «CBepaitoBckasi ob6acTHasi KIIMHAYECKas OOJIbHULA
Noly, Hedposorudaeckoe OTaEICHIE
Knunnueckuit 2006 Ilo ['ocyapcTBEHHOTO OFOIKETHOTO YUPEXKICHUS
bapmaxosor HACTOAIIEE | 3APaBOOXPAHEHUs CBEPAJIOBCKOI 00s1acTu
BpeMs «CBepaitoBckasi ob6nacTHasi KIIMHAYECKas OOJIbHULA
Noly, ornenenue KIMHUYECKON (hapMaKoOJIOTUH
Kimuangeckas 1991 1993 denepaibHOE TOCYAAPCTBEHHOE OI0KETHOE
OopAMHATYpa o0pa3oBaTeNbHOE YUpexKICHUE

BbICILIEr0 00pa30BaHus «Y palbCKUI rOCy1apCTBEHHBIN
MEAMLIMHCKUI YHUBEpPCUTET» MUHUCTEPCTBA
3npaBooxpanenus Poccuiickoit deneparuu Ha 6aze
['ocyaapcTBEHHOT0 OIOKETHOTO YUPEHKICHHS
3/paBOOXPAaHEHUs CBEPUIOBCKON 001acTH
«CBepaiioBckasi 06JacTHasi KIIMHAYECKas O0IbHULA

Noly
l'acrposnTepon | 1988 1993 MyHuIUIATHbHOE OFOPKETHOE YUPEIKICHUE
or «lenTpanbHas ropojckas 6onbpHUIIA No2)y
WuTepuarypa 1987 1988 denepaibHOE TOCYAAPCTBEHHOE OI0KETHOE

00pa3oBaTeNbHOE YUpPEXKICHUE

BbICILIEr0 00pa3oBaHus «Y pabCKUI roCcy1apCTBEHHBIN
MEAMIMHCKUI YHUBEpPCUTET» MUHUCTEPCTBA
3npaBooxpanenus Poccutickoit deneparuu Ha 6aze
MYHUIUIAIBHOTO OI0JKETHOTO YUPEXKICHUS
«entpanpHas ropojackas 0osbHHIA No2)

10. Cta:x padoThI: ‘061111/1171: 31 ner / mo cnenmanpHOCTH: 25 J'ICT‘

11. Beicuiee 00pa3oBaHue, MHTEPHATYPAa, OPAUHATYPA, ACNUPAHTYPA, JOKTOPAHTYPA U
KYPChI NOBbINIEHUS KBAJIM(PUKAUM, c1a4ya cepTUPUKANMOHHBIX IK3AMEHOB (6
00paAMHOM XPOHO102UYECKOM NOPAOKE):

HOMeEp JUIIIOMA, Hara Hazpanue yupexnenus
Kpamngukamus | ceprudukara, nara | (MECAWTON) dakynbTeT (OTIEIEHUE)
BBIIaYU C 0 Anpec
Hedponrus Nel80001171538 V- [1l- | MockoBckHii TOCYIapCTBEHHbIN MEIMKO-

2017 | 2022 | cromarosnornyeckuii yHuBepcuteT uM. A.U.
EBnokumoBa, agpec: 127473, r. Mocksa, yiI.
Henerarckas, 1.20, ctp.1

Knunnueckas 0166180465121 XI- | Xl- | ®eaepanpHOE TOCYIaPCTBEHHOE OIOIKETHOE
bapmakororus 2016 | 2021 | oOpa3zoBaTenbHOE YUpPEKICHUE

BbICIIEro 00pa3oBaHus «YpaibCKHUi
rOCyJ1IapCTBEHHBIA MEIUIIUHCKUI
yauBepcuret (PI'6OY BO YI'MY)
MunucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit denepanuu, aapec: T.
ExarepunOypr, yi. Penuna, 3

Acnupanrypa KT Ne 136708 2000 | 2004 | ®I'BOY BO YI'MY Munsznpasa Poccuu:
Tepanus
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HOMEp JUILIOMA, Hara HaszBanue yupexaenus
KBamudukanus | ceprudukara, ara (Mecs1yrox) @DaxynpTeT (OTAEICHUE)
BbIJa4H C o Anpec

Opaunatypa Nel5 1991 | 1993 | ®I'BOY BO YI'MY Munzapasa Poccun:
Tepanws

HNHuTtepHarypa No209 1987 | 1988 | ®I'bOY BO YI'MY Munzapasa Poccun:
Tepanws

MeauuaCcKui HB Ne500759 1981 | 1987 | ®enepanbHOE TOCYAAPCTBEHHOE OO IKETHOE

WHCTUTYT 00pa3oBaTeNbHOE YUPEKICHUE

BhICIIIEr0 00pa3oBaHUs « Y pallbCKHii
roCyJ1IapCTBEHHBIA MEIUIIUHCKUI
yauBepcute™ (PI'6OY BO YI'MY)
MuHuCTEpPCTBA 3APaBOOXPAHEHUS
Poccuiickoit denepaiuu, aapec: T.
ExarepunOypr, yi. Penuna, 3

12. YyacTtue B ceMUHapax, TPeHHHIaX, Kypcax 1mo Bonpocam NnpoBeaeHust KIMHHYeCKHUX
UCCJIEIOBAHNIL (6 0OpAmMHOM XPOHON0ZUYECKOM ROPAOKE):

HazBaunue

JlaTa
(Mecsty/Tox)

Hazpanue yueOHOTr0 3aBeICHUs/OpraHu3anuu, aapec (Tropoy)

Ocreonopo3

09.12

®enepansHoe ['ocynapcTBeHHOE brojpkeTHoe YupexaeHue
"HaunoHanbHbIN MEAUIIMHCKUNA UCCTIEA0BATEIIbCKUN IIEHTP
TpaBmatosioruu u oproneauu umenu H.H. Ilpuoposa"
Munucrepcrsa 3apaBooxpanenus Poceniickoint denepanun,
aapec: 127299, r. Mocksa, yi1. H. H. IIpuoposa 10

Octeonopo3

05.15

®enepansHoe ['ocynapcTBeHHOE brojikeTHOE YupexaeHue
"HaunoHanbHbIN MEAUIIMHCKUNA UCCIEA0BATEIbCKUN EHTP
TpaBmartosoruu u opronenuu umenu H.H. ITpuoposa"
Munucrepcrsa 3apaBooxpanenus Poccuiickoint denepanuu,
aapec: 127299, r. Mocksa, yi. H. H. IIpuoposa 10

13. YyacTHe B KJIMHHUYECKMX HCCIe0BAHUAX (B 0OpPAaTHOM XPOHOJIOIMYECKOM HOPSIJIKE, B
TOM UHCJIE€ B HACTOSIEE BPEMSI):

Pons [ara
Kon, Homep daza o
OO06nacTh UCClIeIOBAHUS (TmaBHBIN UCCHE., (ronm)
UCCIICIOBAHHSI UCCIe].
CO-UCCIEN., IP.) c 10
1 Octeonopo3 y 60IbHBIX i Co-uccrenonarens, 0912 | 06.17
I'KC Jlecusixk O.M. ' '
2 Octeonopo3 y 60IbHBIX i Co-uccrenonarerns, 0113 | 1017
B [IOCTMEHONAy3€e Jlecunsax O.M.
3 Hedporennas anemus i Co-uccnenonarens, 0114 | 12.15
Cromsap A.T.
4 CnonaunoapTpur i Co-uccnenonarens, 0113 | 12.14
Jlecunsax O.M.

14. KonuuecTBo MyOIMKaLHii:

INOAIIHUCH:
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Tuxonoa BapBapa AjiekcaHApoBHA

1. ®amuaus:

2. Uma, OTyecTBO:

3. Jlara po:xaeHus:

4. YyeHasl cTeleHb/3BaHUE:

5. Tenedon ciyxedHblii:

6. Tesedon MoOMIBLHBIIL:

7. ®akc: +7 (343) 351 1631

8. Anapec 3J1. MOYTHI:

9. Peectp HccieaoBaTe e, IPOBOISIIIIMX

(mpoBoauBmux) KN

PE3IOME

Tuxonosa

BapBapa AnekcanapoBHa
11.05.1965

MarucTp

+7(343)351 1631

+912 24 88 980

+7 (343) 351 1631
tihonovavarvara@mail.ru

€CJIM UMCCTCA

10. 3HaHMe HHOCTPAaHHBIX A3BIKOB (1 — MII0X0, 5 — OTIMYHO):

MHocTpaHHBIN A3BIK Pasrosop ‘ Yrenue ITucemo
Pycckuii pPOJHOU
AHIIIMICKHAN YTEeHUe NUCbMO
3 3

11. OnsIT padoTHI (6 0OpammoOM XpOHOI02UYECKOM NOPAOKE, 8 M. Y. YKAZAMb MECM O
Ppabomel no coMeCmMUmenbCmey 6 HacCmoAujee 6Pems).

Jlata (Mecsity/ron) Hazpanwue yupexaeHus
JlomxHOCTh [Tonpaznenenue (oTaeneHue)
c 70
Anpec

Bpau 2012 ITo ['ocynapcTBeHHOE yUpexAeHHE 31paBOOXPaHEHUS

peBMaToIOrT HacT.BpeMs | «CBep/utoBcKasi 00acTHas KIIMHUYECKask OOJIbHUIIA
Nely, Poccust, 620102, r. ExatepunOypr, yi.
Bounrorpanckas 185.

Bpau TepaneBt 2006 2010 ['ocymapcTBeHHOE yUpEkKACHUE 3APABOOXPAHCHUS

MIPUEMHOTO «CBepanoBckasi o0nacTHas KITMHUYECKast 0OJbHUIA

OT/ICJICHUS Nely, Poccust, 620102, r. ExatepunOypr, yi.
Bonrorpanckas 185.

Memnemkep 2000 2006 «Mendapmcepsuc T», Poccus, r. ExkatepunOypr, yi1.
CypuxoBa 48

Bpau 1994 2000 ['ocymapcTBEeHHOE YUPEKIACHHUE 3IPABOOXPAHCHUS

MyJTEMOHOJIOT «CBepanoBckasi o0nacTHas KITMHUYECKast 0OJbHUIA
Nely, Poccus, 620102, r. ExatepunOypr, yi.
Bonrorpanckas 185.

Bpau nanatst 1991 1992 CaepanoBckas oonactHas 6onpHua Ne2, Poccus, T.

HHTEHCUBHOM CaepioBck, Ha0. Paboueit mononexu, 3.

Tepanuu

Bpau dtuszuarp | 1988 1991 CBepJIOBCKHI HAYYHO-HCCIICIOBATEIHCKUM HHCTUTYT
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OTU3MONYJIBMOHOJIOTUM MUHUCTEPCTBA
3apaBooxpanenus Poccuiickoii denepanunu, I.
CBepioBcek, yin.22, [Taprebesna, S0.

12. Crax pa6oThI: ‘061111/1171: 31 ner / no cneumanpsHOCTH: 24 J'IGTI

13. Boicuiee 00pa3oBaHue, HHTEPHATYPA, OPAUHATYPA, ACHNUPAHTYPA, JOKTOPAHTYPA H
KYPChI NOBbINIEHUS KBAJIM(PUKAIUM, c1a4a cePTUPUKATMOHHBIX IK3AMEHOB
(6 0Opamnom XpoHo02uuecKom nopaoke).

HOMep Ounioma, Jlama (mecsy/200) Ha3zeanue yupescoenus
Keanugurayus cepmupuxama, Daxynvmem (omoenerue)
c 00
dama evl0auu Aopec
Ceprudukanuonnsiii | 0166180314153 | 07.03.201 | 07.03.202 | Ypanbckuii rocyaapCTBEHHBII
LUK 10 5 0 MEIULUHCKUI YHUBEPCUTET
PEBMATOJIOTUU MunuctepcTBa
3apaBooxpaneHust Poccuiickoii
®Denepanuun
Ceptudukanuonnsiii | 0166180314995 | 04.04.201 | 04.04.202 | Ypanbckuii rocyaapCTBEHHBIH
IIUKJI 110 TePANTuU 5 0 MEIUITUHCKUI YHUBEPCUTET
MuHuncTepcTBa
3apaBooxpaneHus: Poccuiickoii
denepannn
[Mpodeccuonansuas | Jummom II1-1 01.02.201 | 22.05.201 | Ypanbckasi ToCy1apCTBEHHAs
nepenoarotroBka no | Ne563683 0 0 MeIUIIMHCKAsA aKaJeMus
CTEIUATBHOCTH
peBMaTOJIOTHUS
Ceprudukanmonssiii | A Ne 3006421 29.10.201 | 29.10.201 | Ypanbckasi Tocy1apcTBEHHAs
IIUKJI TI0 TEpaNun 1 6 MEIMIIMHCKAs aKaJeMHUsI
Ceprudukanuonssiii | A Ne 3006421 14.10.200 | 14.10.201 | Ypanbckasi rocyapCTBEHHAs
UK TI0 TEpaNun 6 1 MEAMIIMHCKAS aKaJIeMHUsI
OpnuHatypa VYnocrosepenue | 01.09.199 | 31.08.199 | Ypanbckuii rocynapcTBEHHBIN
«BHyTpeHHHE Ne 29 2 4 MEIULIUHCKUN UHCTUTYT
00JIe3HN»
Bpau no I1B Ne 248801 1982 1988 CBepanoBckuid
CMELHaNTbHOCTU roCyJapCTBEHHBIN Op/I.
«JleueOHOE nEeMI0N Tpynosoro Kpacnoro 3namenu
MEUITMHCKUN HHCTUTYT

14. YyacTue B KJIMHUYECKHUX HCCIET0BAHUSX (B 00paTHOM XPOHOJIOTUUECKOM TOPSIIKE, B
TOM YHCJIE€ B HACTOSIIEE BpEMS):

Ponw Jlama
Koo, nomep Dasa .
Obnacmo uccnedosanus (enaemwlil uccueo., (200)
uccnedo8anus uccneo.
co-uccned., op.) c 00
[IpoTokon PeBmaTonHbIN apTpUT 111 Co-uccnenonarens
CL04041022 2017 Hacr.Bp
CL04041203 R- eMs
PHARM
[Ipotokon 20130207 | IIcopuaTuyecknuii apTpuT Il Cranu-
Hacr.Bp
AMKeH KOOPAMHATOP, CO- 2017 ens
HCCIICIOBATEIh
ITpotokon IM101-550 | PeBmMaTouaHbIi apTpUT 111 | Cranu-
N Hacr.Bp
«bpucron-Maiiepc KOOPAWHATOP, CO- 2015
emst
CxBuO06» HCCIe0BaTellb

cTp. 41 u3 46



Version Ne 1 Protocol Number: CER/25/12
Electrostimulator «<ABP-051»

[Tpotokon CHS-0214- | PeBMaTOWAHBIN apTPUT 111 Co-uccnenonareinb

02 Koxepyc 2015 2016

buocaiincuc Muk

IIporokon 20090406 | [IcopuaTtuueckuil apTput Il Cranu-

AMmKeH KOOPJIMHATOP, CO- 2014 2015
HCCIICI0BATEIh

[Iporokon 20110142 | OcTeonopo3 11b | Co-uccnemoBarein 2013 2017

AMmxkeH

[Iporokon 20101217 | OcTeonopo3 11b | Co-uccrnemoBarein 2013 2017

AMmxkeH

[IpoTokon IF-V(E- [Tcopuarnueckuii apTpuT Il CueTyuk CycTaBoOB 2013 2017

RHAP «KBunTaincy»

[IpoTokon AHKWJI03UPYIOIIHNA Il Co-uccnenonareinb 2012 2017

CAIN457F2305 CIIOHAVJIAT

«HoBapTucy»

[Iporokon IM133001 | PeBmaromanblit apTput Ilb | Cramu- 2012 2015

«bpucron Maitepc KOOpAUHATOP, CO-

CkBu06» HCCJIEN0BATEID

15. Kosm4ecTBO MyOIMKanMii:

o
7 a5

HOI[HHCI): ';//éln Lir! bALte £ ’)
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1. A global brief on hypertension. Silent killer, global public health crisis.
WHO. —World Health Day. — 2013. — 40 p.
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4. Anens E.A., I'azuzoB P.M. ComarodopMHas 1uCHYHKIIHS BET€TaTUBHOM
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INTRODUCTION

The main reason for the impaired regulation of systemic blood pressure (BP)
lies in acute or chronic stress situations associated with social determinants such as
globalization, urbanization, income level, education and housing conditions [1].

The initial signs of functional disorders in the circulatory system shown as
“maladaptation syndrome” (decreased physical tolerance, increased anxiety and
transient vegetative disorders) become evident as early as in the school age.
Therefore prophylactic examinations show that 58.3-74.6% of school children not
presenting any health complaints have transient BP fluctuations in wider ranges
than the statistically normal range [2], and, if medical advice is sought, diagnosis
of neurocirculatory dystonia (NCD), neurocirculatory asthenia or vegetovascular
dystonia (VVD) [2, 3] or “somatoform dysfunction of the vegetative nervous
system” (SDVNS, IDC-10 code: F 45.3) [6] is established. There is no generally
accepted SDVNS classification [4].

The following clinical signs and symptoms of SDVNS are known: pain
syndrome (cephalgias, cardialgias, abdomenalgias, etc.); signs of vagotony; signs
of sympatheticotony, systemic BP disorders.

SDVNS occurs in the structure of cardiovascular (CV) diseases three times
more frequently than organic pathology and is of great social and economic
importance as it may limit the choice of profession and be an insuperable obstacle
to military service. The 10-year prospective study has provided the conclusive
evidence that SDVNS can be considered as the borderline condition preceding one
or other form of arterial hypertension in 30% of the followed children [5].

As according to the modern concepts, SDVNS is a stress-induced
phychovegetative cardiovascular disorder, its treatment is based on elimination of
all stress-provoking factors, selective administration of mild sedative or tonic
agents depending on the VNS imbalance (such as valerian, motherwort, glycine or
eleuterococcus, ginseng, Chinese magnolia vine), nootropics, tranquilizers and
neuroleptics. With the profound predominance of one of the VNS segments, either
beta-adrenoblockers (to suppress activity of the sympathetic nervous system), or
belladonna drugs (to reduce vagus nerve activity) are administered. There is no
standard drug therapy. Physiotherapy (massage, electrically-induced sleep therapy
or exercise therapy) and balneotherapy are used [6,7].

Electric therapy is administered depending on SDVNS type: in hypertonic
crisis, the following is recommended: electric sleep therapy® and transcranial
electric analgesia (electric stimulation) © (for vegetal corrective purpose);
amplipulse therapy® paravertebrally in C4-Thyarea (spasmolytic purpose) [7, 577-
578]. In hypotonic SDNS, the following is recommended: vegetal corrective
method — electric sleep therapy© and tonifying methods — drug electrophoresis in
the collar zone or paravertebrally on C4-Th; level and dynamic
electroneurostimulation® (DENS, syn.: bioregulated electroneurostimulation) in the
collar zone [7, 579].

Arterial hypertension (AH, increased blood pressure or hypertension,
hypertensive or hypertonic disease — IDC-10 code 110-115) is one of the key risk

factors of CV diseases. Hypertension is a silent and invisible killer that induces
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evident symptoms rarely [1]. Globally, over a billion of people or 20% of the
worldwide population. Hypertension causes myocardial infractions and cerebral
strokes. Increased blood pressure kills annually nine million people [8].

The algorithms for AH diagnostics and drug therapy are known, help
physicians to solve the challenges in treatment of AH patients and to develop more
effective schemes for BP drug therapy. However, globally, despite the presence of
modern effective drugs for AH treatment, the disease control remains
unsatisfactory. So, according to the examination results within the targeted
program “Prevention and Treatment of Arterial Hypertension in the Russian
Federation”, AH incidence rate is 39.5% of the examined subjects, present AH
awareness — 77.9%, treated —59.4% of the population, and the treatment efficacy is
totally 21.5%. In 2003 — 2013, AH incidence in Russian men increased on 20%
[6]. In the USA, 68% of people with high BP values were aware of their disease; of
them, 53.6% were treated. However, only 27.4% of the treated people had the
adequate BP control (below 140/90 mm Hg) [9]. Large-scale randomized clinical
studies which assessed efficacy of one or another regime of anti-hypertensive
therapy in AH patients have shown conclusively that 18-55% of the participants
failed to achieve target BP values despite the administration of 3 and more anti-
hypertensive drugs [10-12].

The current standard of medical care for AH patients provides obligatory
non-drug methods for prophylaxis, treatment and rehabilitation. However they are
presented only as measures to follow general sanitary-hygienic culture (refusal
from smoking. Limitation of alcohol and common salt intake, change of nutrition
intake and increase of physical exercise). Other methods of physical and
rehabilitation medicine are not provided. Physician consultation in specialty
“physiotherapy” is not generally provided [13].

Largely, there is a consistent trend in modern clinical cardiology for
opposition and depreciation of physical factors over drugs as more effective ones
kak Oonee apdexruBubiMu. Practically and theoretically, complex use of drugs and
physical factors is the more rational which determines often potentiation of
therapeutic effects. Modern advances of experimental and clinical cardiology
underlie multi-component AH pathogenesis which is based on dysregulation of
total integrative brain control and [9, 14, 15, 16, 17]. The acknowledged scientific
facts arguments the necessity to use not drug therapy, but also various therapeutic
physical factors with another mechanism of influence on the distress pathogenesis
[18]. Therefore not only diet and metered physical exercises are quite applicable
for programs of medical care secondary to permanent basic anti-hypertensive
therapy but also other physical treatment methods which should be accompanied
with recommendation on maintaining healthy life style, for example — electric
therapy

Usually, AH patients have electric therapy as indicated by a physician in
physiotherapy rooms in polyclinics or health resorts. For anti-hypertensive
purpose, galvanization of the collar zone® is recommended [7, 568], for sedative
purpose — electric sleep therapy®, and for vegetal corrective purpose — transcranial

electric analgesia® [7, 268-270]. It should be acknowledged that possibilities of
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physical methods in AH are not fully implemented yet and not always rationally
[19], and the methodology of numerous publications about it does meet the
principles of evidence-based medicine. So the analysis of 632 publications related
to the use of physiotherapy methods in AH patients (articles in peer-reviewed
journals, thesis abstracts, guideline manuals and recommendations) for the last 25
years has shown that the treatment method was fully described only in 308 (48.7%)
works, modern methods of complex diagnostics, quantitative efficacy criteria,
adequate study methodology were used. In the remaining 324 works, the full
description of the treatment method was absent, only qualitative description of the
clinical experience was available, incorrectly proven scientific data was provided
[19].

The use of the generally accepted methods of electric therapy is limited
by health and resort facilities, procedures should be made as indicated by a
physician and in the presence of healthcare professionals. The mentioned methods
of physiotherapy have their risks, adverse effects and contraindications such as: a
patient develops acute burning or pain on limited skin areas, local allergic
reactions, skin burn and, if operated incorrectly — electric damage (galvanization,
electrophoresis) [7, 90-92]; inflammatory and dystrophic eye diseases, retinal
detachment and pigmented regeneration, congestive optic disc events, high myopia
(above - 5D), some glaucoma, cataract, residual cerebrovascular disorders, history
of arachnoiditis, occurrence of electrochemical burns in electrode application sites
in patients with reduced sensitivity of the head skin (electric sleep therapy and
transcranial electroanalgesia) [20, 21].

There are reports on successful use of acupuncture in | and Il grade AH
[22, 23], however the investigation of 56 meta-analysis of acupuncture for 9 years
shows that the invasive method continues inducing serious adverse effects such as
evolving infection after sessions, pneumothorax, bacterial or viral infection, death
(5 patients died) [24].

Therefore the relevance of seeking simple, safe and effective methods for
correction of VNS balance and BP decrease in AH both in the population and in
each individual clinical case remains high.

Chronic arterial hypotension (CAH, primary arterial hypotension, essential
arterial hypotension, chronic hypotension, hypotonic disease — IDC-10 code -10
195.0) is diagnosed in 33% of women and 4% of men achieving about 12-15% in
the population, being only inferior to SDVNS in incidence rates. However due to
the long-term compensated condition and low rates of medical referrals of the
population, low awareness of physicians in the diagnostic criteria and absence of
perfect treatment methods, actual incidence rates of CAH are significantly higher
than the above-stated values [25, 26]. Meanwhile, CAH is a risk factor for vascular
(hypotensive) encephalopathy, atherosclerosis, resistant arterial hypertension,
ischemic heart disease and other cardiovascular diseases, and it worsens quality of
life and working capacity as early as in the young age [14]. In CAH exposed to
stress factors both transient cerebrovascular disorders and severe cerebral disorders
can occur, the body is actively ageing [27].
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The main CAH syndrome is BP decrease secondary to the reduced total
peripheral resistance and specific clinical symptoms. The first symptoms presented
as complaints on headaches, vertigos, syncopes, weakness, tearfulness, liability to
depression, weather sensitivity, etc. allowing to suspect hypotensive VVD, reveal
CAH most often as early as at age of 8-9 years [28].

In ongoing emotional and age-specific stresses (extension periods, psycho-
neuroendocrine changes, pregnancy, etc.), clinical symptoms are gradually
aggravating. However, such condition remains compensated for a long time,
subjects consider themselves to be relatively healthy managing their health
problems on their own using folk treatment methods (coffee, tinctures of hawthorn,
schizandra, eleuterococcus, ginseng, etc.). And only the onset of manifested
symptoms (syncope crises and severe symptoms of psycho-vegetative
dysregulation) makes them refer to medical care [29].

The recommendations available in the literature for drug therapy of CAH-
related disorders are divided to two types: pathogenetical (aimed to increase BP)
and symptomatic treatment [30, 31].

The recommendations on CAH treatment are extensive but not sufficiently
systematized due to unpredictable multiple symptoms and absence of reasonability
in drug selection, moreover, most drugs used have serious limitations and adverse
if taken for a long time.

Among physiotherapeutic procedures in CAH, general body conditioning,
dosed physical exercise, balneotherapy, photo- and electrotherapy, acupuncture
and massage are recommended [7, 14, 30, 32]. Physicians are recommended
prescribing the following types of electrical therapy: vegetal corrective method —
electric sleep therapy® and tonifying methods — drug electrophoresis in the collar
zone or paravertebrally on C4-Th; level and dynamic electroneurostimulation®
(DENS, syn.: bioregulated electroneurostimulation) in the collar zone: labile
corporal method [7, 101-102; 579]. Risks, adverse effects and contraindications for
the methods of electrical therapy are mentioned above — in section AH.

Moreover, recently as the close relationship between CAH and chronic
fatigue syndrome [33] was established, the search for new effective and reliable
methods for BP management has become especially important. The ultimate goal
for such efforts is the development of methods for timely, safe and individualized
correction of adaptive body capabilities in BP decrease.

Therefore the disorders of the systemic BP regulation are widely spread in
all age groups of the global population. However, despite the available range of
anti-hypertensive drug products, it is not always possible to achieve a long-lasting
stable target effect. On the other hand, long-term drug therapy may result to
addiction to one or another drug, withdrawal (“rebound”) syndrome, resistance and
adverse effects.

Considering information expansion of the modern society, etiology and
pathogenesis of systemic AP dysregulation, the necessity of the search for new and
improvement of the known methods of non-drug BP therapy is evident, among
which physical therapy has the leading role as the most natural trend for recovery
of impaired functions [7,12,20].
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Almost for 10 years, the dynamic electric neurostimulation (DENS) has been
successfully used for systemic BP management, both in corporal polyzonal
techniqgue and within any single exposure area [7,34-40]. However the
accumulated experience of the use shows some disadvantages such as:
inconvenience in emergency care in extreme situations, the use only for AH and
moderate level of sensitivity in patients, dramatic BP fall in one patient during the
first use of device “DENAS-Cardio” [35,36].

The fundamentally new physiotherapy device for transcutaneous electric
neurostimulation (TENS) “ABP-051" has been developed. Used in systemic BP
disorders, it shows high efficacy both in hypertension and hypotension, with the
increase in the cohort (proportion) of treatment responders and high safety level.
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I. CLINICAL STUDY PROTOCOL

1 Study purpose: Assessment of efficacy and safety of transcutaneous
electrostimulator “ABP-051" for correction of systemic blood pressure in clinical
practice (AH and CAH).

1.1 Study purposes:

- to assess efficacy of the use of device “ABP-051" in AH and CAH patients

based on immediate and remote study results;

- to identify adverse effects;

- to assess risks of the use of device “ABP-051" in AH and CAH patients.

1.2 Expected results

- correction of impaired BP in AH and CAH patients up to a target level,

- reduction of complaints, intensity of pain syndrome;

- absence of BP dramatic change and transient destabilization, adverse
effects, local allergic reactions, tachycardia, loss of consciousness, orthostatic
reactions, headache and other potentially hazardous physiological reactions;

- quality of life improvement.

2. Study conditions

In every study, a problem of an optimum number of clinical observations
occurs. On the one hand, the increase of the number of patients increases the
importance of results, on the other hand, meanwhile expenses and study period are
increased. The sample of medical observations adequate to the aim is always
preferable, especially when study developers use various treatment methods, or in
several pathologically related disorders, such as AH and CAH [41, 42]. The sample
size is calculated with regards to alpha-error 5% to reject the zero hypothesis with
statistical power 80%. Such sample of patients is often used in medical studies:
following the principles of evidence-based medicine (good clinical practice — GCP,
good laboratory practice — GLP and good statistical practice — GSP), the type of
selected patients make it possible to transfer the results successfully on the entire
population and confirms the absence of statistically significant differences related
to age, sex, disease stage and clinical symptoms.

Patients meeting the criteria of target selection (inclusion/exclusion criteria)
were allowed for the study, with formation of clearly limited groups of patients
being in the medical center upon referral (randomly), with a definitely verified
diagnosis.

All patients willing to take part in the study met the criteria and gave the
voluntary informed consent for the study participation and processing of personal
data.

It was assumed that the number of patients which can withdraw from the
study in the perspective “ABP-051" can comprise up to 10%.
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3. Study design: prospective randomized placebo-controlled.

Clinical evaluation was carried out in accordance with the following
regulations:

- The Guidelines on medical devices MEDDEYV 2.7/1 Rev 4.

- the guide for manufactures and notified bodies, - the Worldwide Medical
Association Declaration of Helsinki “Ethical principles of scientific and medical
research involving humans” dated 1964 with the updates dated 2000,

-“Rules of Good Clinical Practice in the Russian Federation” approved by
order of the Ministry of Health of the Russian Federation Ne 266 dated 19.06.2003,

-National Standard of the Russian Federation “Good Clinical Practice”
(2005).

Considering the uniform work design, methods of patient examination,
assessment of study results, it is deemed possible to generate the uniform database
of the two independent studies and its analysis. The study design is presented on
Figure 1.

3.1. Groups of patients and treatment methods:

The first group — 38 AH patients, took the treatment using device “ABP-
051 per program Ne 1 for 14 days, once a day, during the standard drug anti-
hypertensive therapy regardless of BP level prior the procedure.

Total set of patients
153 sub.

AN

Assessment of subjective, objective and functional data

VRN

Simple randomization

A RN

Group 1 Group 2 Group 3 Group 4
39 AH patients 38 AH patients 38 AH patients 38 AH patients
Procedures using Sham procedures Procedures using Sham procedures
device device
“ABP-051” “ABP-051”

Fig. 1. Study design and patient allocation to groups.

Second group — 39 AH patients for 14 days, once a day received sham
procedures during standard anti-hypertensive therapy regardless of BP level prior
the procedure. Device “ABP-051" simulating the working one with all the signs of
a switched device was used — a light-emitting diode flashed, background sound
was heard, but the electrodes were disconnected from the scheme.

Third group — 38 CAH patients received treatment using device “ABP-051"
for 14 days per program Ne 2. TENS was performed once a day regardless of BP

level prior the procedure.
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Fourth group — 38 CAH patients received the analogous course of sham
procedures.

Then groups 1 and 2 were divided to subgroups 1.1. (19 pers.) and 2.1. (19
pers.), patients with hypertonic SDVND (NCD, VVD) and/or 1 grade AH; as well
to subgroups — 1.2. (20 pers.) and 2.2. (19 pers.) — patients with 2 and 3 grade AH,
respectively.

Groups 3 and 4 were presented by patients with CAH, there were no patients
with episodes of hypotonic BP and SDVND decrease (NCD, VVD).

3.1.1. Inclusion criteria:

e Patients with hypotonic and hypertonic neurocirculatory dystonia
(NCD) (CV dysfunction in VVD syndrome, SDVNS), as an adjunct to
therapeutic measures;

e Persons with episodes of BP increase in stress situations, weather
changes (meteorolability), change of time zones (time dependence), as
an adjunct to therapeutic measures;

e Patients with labile AH, as an adjunct to therapeutic measures;

e AH patients with a steady high systemic BP — as a supplement to
complex drug treatment standard;

e Patients with low systemic BP (CAH) — as a supplement to complex
drug treatment standard,;

e Persons aged above 14.

3.1.2. Exclusion criteria (justification [7, p. 38, 102]):
¢ Individual intolerability of the electric current;
e Presence of implanted electronic devices (pacemaker, etc.);
e Skin damage in the location of electrodes on the left forearm
(macerations, wounds, burns, exanthema, etc.);
Neoplasms (tumors) of any etiology or location;
Acute fevers of unknown origin;
Acute psychotic, alcohol or drug-induced excitation conditions;
Pregnancy (first trimester);
General contraindications to physiotherapy.
Persons aged below 14 years.

3.1.3. Criteria for efficacy assessment

As the main criterion for assessment of treatment results in AH and CAH
patients, the objective parameter is used — measurement of BP value and its
dynamics throughout the study period. Other study values are assessed as clinical
symptoms presenting impaired BP changing health condition and quality of life of
AH and CAH patients, these are subjective criteria and depend on the main

objective criterion.
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Value < 140/90 mm Hg is accepted as a target level in treatment of AH
patients with regards to the recommendations on mild and multi-stage decrease of
BP value in patients above years 60 years, with stable SBP 150 mm Hg and higher
to achieve a consistent target value — SBP decrease < 150 mm Hg. When target BP
level is achieved, minimum thresholds of BP decrease are established up to 110—
115 mm Hg and DBP up to 70-75 mm Hg [13,43].

In CAH treatment, BP > 105/70 mm Hg is accepted as a target level [44].

4. Conditions for clinical study control:

- completion of the study protocol;

- dispensing of the patient’s brochure and his/her training;

- presence of a patient’s voluntary informed consent for the study and
processing of personal data;

- maintaining of the study patient log;

- completion of the patient questionnaire;

- presence of the patient score card in 2 forms;

- maintaining the adverse reaction accountability sheet;

- reporting card for an adverse event related to the medical device
(incident/incident risk).

5. Plan of patient main visits:

5.1. First visit (prior the treatment, baseline level) — initial clinical —

functional examination; assessment of patients’ quality of life (QL) using

guestionnaire SF-36; study investigator/patient — conversation/training;
dispensing of device “ABP-051".

5.2. Second visit (3-rd procedure, 3-rd treatment day) — control of general

condition, tolerability of procedures.

5.3. Third visit (after course of treatment procedures, 14-th treatment day) —

recurrent clinical-functional examination; assessment of treatment efficacy.

5.4. Fourth visit (in the end of 8-th study week) — assessment of remote

results (catamnesis) and patients’ quality of life using questionnaire SF-36.

If BP dramatic change and temporary destabilization, first occurrence of
signs of adverse effects, local orthostatic reactions, headache or other potentially
hazardous physiological body reactions are reported, a patient has an unscheduled
visit to the physician.

6. Examination methods per the treatment protocol:

- clinical (complaints, general condition, objective symptoms);

- 10-score visual analogue scale (VAS) for assessment of clinical symptoms;

- general clinical for prescription of physiotherapeutic methods (complete
blood count and urine analysis, ECG, fluorogram, for women — gynecologist
examination);

- determination of office BP (semi-automatic tonometer OMRON Compact,
Japan-Russia);
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- 24-hour ambulatory monitoring of blood pressure (device for 24-hour BP
monitoring BPLab, Russia);

- ultrasound examination (US) of the heart, magistral vessels and kidneys to
rule out symptomatic AH, congenital disorder, etc.;

- demographic data (patient’s questionnaire, adverse reaction reporting
form);

- assessment of patient’s quality of life (QL) (SF-36; Short Form Health
Survey). The version generated and recommended by the International Society for
Quality of Life Research including 8 parameters which reflected a responder’s
physical and psychosocial status, was used: PF (Physical functioning); RP (Role-
playing); BP (Pain); GH (General health); VT (Viability); SF (Social functioning);
RE (Emotional functioning); MH (Mental health). Totally, general physical health
(PH) was expressed by PF, RF, P, GH, VT values, general mental health (MH1)
was calculated from parameters RE, SF, MH, GH, VT.

7. Methods of statistical result processing.

The significance of identified differences was determined using parametric
and non-parametric statistical methods: Student’s t-test or Pearson’s test —chi-
square method (x?), depending on the distribution parameters. To test normality of
distribution, Shapiro-Wilks test was used. The correlation between qualitative
variables was determined using the Spearman rank correlation, quantitative — the
Pearson test. The correlation power was assessed by the correlation coefficient
index (r): |r[<0.25 — weak correlation; 0.25<|r|>0.75 — moderate correlation;
[r[>0.75 — strong correlation. The correlation direction was stated as the correlation
coefficient with «+» or «—». The differences at p<0.05 were considered significant.
The material was processed using the standard package of applied programs “SPSS
13.0 Mathematica 5.1”.

8. Assessment of therapy results and device efficiency (pass/fail)

The following generally accepted gradations were used for the analysis of
results [45]: significant improvement (full clinical-functional correction);
improvement (full clinical or functional correction with the parameter
improvement); insignificant improvement (insignificant positive shifts of clinical
symptoms and functional tests); unchanged (absence of positive dynamics) and
aggravation (aggravation of clinical and functional data). The results were shown
in digital values expressed in percentage.

To determine criteria to test efficiency of device “ABP-051" (pass/fail —
which test result should be considered as successful, and which - unsatisfactory),
the literature data, efficiency of analogous device “DENAS-Cardio” and
statistically confirmed ability of device “ABP” to reduce or increase BP depending
on the program in AH and CAH was used (respectively) [34-40, 46-48]. The
following ‘“budgets” were used: efficiency is considered successful (pass) if
correction and achievement of target BP levels is registered less than in 70% of
patients taking part in the study. Provided concomitantly that remaining 30% of

patients should not demonstrate the result of BP measurement contrary to the
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expected one (BP increase if BP is expected, and BP decrease if its increase is
expected) for more than 10 mm Hg. The criterion of unsatisfactory safety (fail) — if
two or more patients of 100 show significant — over 20 mm Hg — increase or
decrease of systolic BP during or after the procedure.

9. Arrangement of the treatment process

Device “ABP-051” is used in all examined patients during basic drug
therapy in accordance with the joint clinical recommendations and ESH/ESC 2013,
as well the National Cardiology Guideline [49,50].

10. Patient visits are performed by the study plan (detalization)

10.1. First visit (prior treatment prescription):

- primary clinical and functional examination under the protocol;

- assessment of quality of life using questionnaire SF-36;

- study investigator/patient — conversation/training on methods for the use of
device “ABP-051"":

- prior the treatment, each patient reviews the device and possible nature of
sensations occurring during the session of the device exposure, gets explanation of
the treatment aim, he/she is recommended taking off all items from the left arm
(watch, rings, chains, etc.) and free the distal third of his/her left forearm from
clothes;

- for a treatment session using device “ABP-051”, a patient is asked to take
any body position comfortable for him/her in a sitting or supine position (the
procedure is not made while the patient stays in a vertical position);

- during the session, the patient should not sleep, read, touch the device body
or change the device position on the arm on his/her own;

- after the procedure, a quiet rest is recommended for 20-30 min.

- after each procedure, the device electrodes should be wiped with a soft
absorbent cloth slightly impregnated with the disinfectant solution (for example,
3% aqueous hydrogen peroxide solution). Take precautions to avoid any liquid
getting into the device;

- training on the device storage (the device should be kept with electrodes

dry).

10.1.1. Introductory conversation:

10.1.1.1. Review of the intended use of device “ABP-051”

Transcutaneous electrostimulator for blood pressure correction “ABP”
produced by “Inferum” LLC (Ekaterinburg, Russia) — an autonomous physiotherapy
device for non-invasive exposure to the low-frequency impulse current impulses in
distal dermatometer areas located in the left forearm.

Page 12 of 42



Version Ne 1 Protocol Number: CER/25/12
Electrostimulator «<ABP-051»

It is intended for general regulatory exposure to human physiological functional
systems in healthcare facilities, home and field settings to provide treatment and
secondary preventive care in systemic blood pressure (BP) disorders and concomitant
symptoms in persons above 14 years.

Device “ABP-051" 1s approved for the medical use by the Federal Service
for Surveillance in Healthcare and introduced to the Registry of the Medical
Devices (Marketing authorization Ne RZN 2016/3776 dated March 31, 2016) and
meets the technical conditions of TU 9444-005-12342964-2015.

Device “ABP” is approved for the medical use in the European Union
countries by the Authorized body and meets Directive 93/42 / EEU (EU certificate
Ne 1942/MDD Full Quality Assurance System Approval Certificate 2017-09-01).

10.1.1.2. Review of exposure parameters of device “ABP-051”

Two automatic programs are used in device “ABP-051”. Program Nel is
intended for management of increased BP (inclusion criteria), Program Ne 2 is used
for management of decreased BP and in CAH (inclusion criteria). Each such
program provides the generation of consequent series of electric impulses (fig. 2)
differing in frequency, stimulation time intervals and exposure amplitude (fig. 3)
which prevents the body getting adapted to the physiotherapeutic exposure.
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Fig. 2 . Shape and parameters of a single impulse.
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Fig. 3. Working repetition rate and stimulation interval
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10.1.1.3. Review of the main technical characteristics of device ABP-051
Main technical characteristics of the device are provided in Table 1.

Table 1 — Main technical characteristics of device “ABP-051

Name of the characteristics

Value of the characteristics

exposure purpose

arterial hypertension

Program Nel working impulse rates, Hz

9.2 and 77

total operation time, min.

5

exposure purpose

arterial hypertension

Program Ne2 working impulse rates, Hz

77 and 140, amplitude
modulation with rate 4

total operation time, min. 6
Electric pulse
amplitude first phase, V 30+10B
(load-free)

second phase, V 95+25
Dimensions (without the cuff), not more
than, mm 75x75x40
Electrostimulator weight (with the cuff and
built-in electrodes (without power supply 0.1
cells), not more than, kg
Power consumption, not more than mA 200
Supply voltage, V 3+0.6

Electric power supply source

Galvanic batteries,
Type AAA (R03), 2 pcs.

Protection level of the device body

IP41

Protection level of the working units from
electric current damage

class BF

10.1.1.4. Review of appearance and construction of device ABP-051
Appearance and design of the device are shown in Figure 4.

14
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Fig. 4. Appearance and design of device ABP-051

External side of the device contains screen and control keys as follows:

1 — On/Off key, Program Ne 1 (contains three relief points on its surface).

2 — LED indicator of Program Ne 1. After the LED starts flashing white, a
sound signal occurs to state that Program Ne 1 is over.

3 — Symbol of Program Nel.

4 — Symbol of the correct device installation on the forearm for Program Ne 1.

5 — Logotype of company “Inferum”.

6 — Battery compartment lid.

7 — Cuff for fixing the device upon the wrist.

8 — On/Off key, Program Ne 2 (contains one relief point on its surface).

9 — LED indicator of Program Ne2. After the LED starts flashing white, a
sound signal occurs to state that Program Ne 2 is over.

10 — Symbol of Program Ne2.

11 — Symbol of the correct device installation on the forearm for Program Ne 2.

12 — Low battery indicator.
Internal side of the device contains:

13 — Working surface of the device body.

14 — Coaxial electrode for electrostimulation.

10.1.2. Training how to use device ABP-051 :

10.1.2.1. Selection of the exposure area

Two areas were selected for effective formation of artificial stable functional
bond [51,52] and obtaining the expected body reactions in response to exposure to
device “ABP-051" in systemic BP disorder. The areas were selected in accordance
with the universal biogenetic metamerism law, the particularity of segmental
distribution of somato-visceral innervation and somatovegetative integrations, as
well availability of procedures for emergency care with regards to exposure
individualization and exposure (fig.5).
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Fig. 5. Left forearm and hand. Segmentary innervation and skin sensitivity
distribution in relation to peripheral nerves [53]. Positions of “ABP-051" devices
electrodes for procedures in program Ne and program Ne 2.

10.1.2.2. Procedure conditions
No specific conditions are not required for the procedure.

10.1.2.3. Technique of the procedure for correction of the increased BP
and in systemic arterial hypertension (program Ne 1):

- take off all items from the left forearm and free from the clothes;

- select the exposure area. The exposure area for patients with high BP is on
the anterior surface of the distal third of the left forearm;

- treat the device electrodes and the skin in the exposure area with a moist
napkin or tampon slightly moistened with water or saline solution (0.9% aqueous
sodium chloride solution) to ensure better contact;

- put the left hand into the device cuff so that logotype of company
“Inferum” is on the left side, and shift it upon the forearm;

- To ensure full correction efficacy, place the device to the lower third of the
forearm so that right rim of the device body is parallel to the radiocarpal fold (fig.
6)

'
Radiocarpal fold

Fig. 6. Correct working position of the device on the left forearm for
correction of the increased BP.
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- tighten and fix the cuff so that that close contact is maintained between the
device electrodes and the skin; while avoiding any empty areas between the cuff
and the forearm surface but so that the forearm is not tightened over. The patient
should never feel any discomfort;

- turn on the device pressing On/Off key of Program Nel. The appropriate
LED indicator will appear on the screen), and automatic Program for high BP
correction lasting for 5 min. will be activated;

- after the treatment session, the appropriate sound signal will be heard, the
device will be turned off automatically, and the LED indicator will fade away;

- to make the device to turn off, press and hold On/Off key of Program Nel
for more than 1 second; the device will emit the appropriate sound signal and turn
off, and the LED indicator will fade away;

- after the device is turned off, remove the cuff and take off device “ABP-
051” from the arm;

- after the session, the patient is recommended to rest for 20-30 minutes.

10.1.2.4. Technique of the procedure for correction of the decreased BP
and in chronic arterial hypotension (program Ne 2):

- take watch or bracelets from the distal third of the left forearm and free
from the clothes;

- select the exposure area. The exposure area for patients with low BP —
posterior surface of the distal third of the left forearm (figc. 7);

- treat the device electrodes and the skin in the exposure area with a moist
napkin or tampon slightly moistened with water or saline solution (0.9% aqueous
sodium chloride solution) to ensure better contact;

- put the left hand into the device cuff so that logotype of company
“Inferum” is on the left side, and shift it upon the forearm,;

- To ensure full correction efficacy, place the device to the lower third of the
forearm so that right rim of the device body is parallel to the radiocarpal fold (fig.
7);

Radiocarpal fold

Fig. 7. Correct working position of the device on the left forearm for

correction of low BP.
- tighten and fix the cuff so that that close contact is maintained between the
device electrodes and the skin; while avoiding any empty areas between the cuff
Page 17 of 42



Version Ne 1 Protocol Number: CER/25/12
Electrostimulator «<ABP-051»

and the forearm surface but so that the forearm is not tightened over. The patient
should never feel any discomfort;

- turn on the device pressing On/Off key of Program Ne 2. The appropriate
LED indicator will appear on the screen), and automatic Program for high BP
correction lasting for 6 min. will be activated,;

- after the treatment session, the appropriate sound signal will be heard, the
device will be turned off automatically, and the LED indicator will fade away;

- to make the device to turn off, press and hold On/Off key of Program Ne2
for more than 1 second; the device will emit the appropriate sound signal and turn
off, and the LED indicator will fade away;

- after the device is turned off, remove the cuff and take off device “ABP-
051” from the arm;

- after the session, the patient is recommended to rest for 20-30 minutes.

10.2. Second visit (3-rd procedure):
- control point of assessment of the disease clinical symptoms;
- control point of assessment of adverse effects, allergic reactions.

10.3. Third visit (after course of procedures):
- recurrent clinical and functional examination under the protocol;
- assessment of treatment efficacy.

10.4. Fourth visit (in the end of the 8-th study week): assessment of remote
results (catamnesis) and quality of life.
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1. CLINICAL STUDY REPORT
ON DEVICE “ABP-051”
(efficacy and safety of the psychotherapeutic device, transcutaneous
electrostimulator for correction of systemic blood pressure “ABP-051" in AH and

CAH patients)

11. Study object. Characteristics of baseline level. The study was carried out 153
patients of both sexes (Eurasian, 57 men and 96 non-pregnant women) aged 20 to
80 years (mean age — 62.5+11.6 years), with mean BMI 26.6+4.4 kg/m,> with AH
(baseline BP level 140/90 mm Hg and above) and CAH (baseline AH level below
100/60 mm Hg.). The mean duration of the disease was 20.3+1.8 years. The
baseline data is provided in Tables 2-3.

Table 2 — Sex and age-related distribution of patients

Groups of patients Sex v p Mean age p
(n=153) mal. fem. M+m

n;% n=96

n;%

First group (n=39) 14;35.9 | 25;64.1 58.7+10.2
Second group 16;42.1 | 22;57.9 0.31; 63.2+10.5 >0.1
(n=38) >0.1
Third group (n=38) | 13;34.2 | 25;65.8 61.9+11.9
Fourth group 14;36.8 | 24;63.2 0.05; 66.3+13.8 >0.1
(n=38) >0.1

Remark: n — number of patients.

Table 3 — Mean disease duration

Groups of patients Mean disease duration p
(n=153) M+m

First group (n=39) 18.1+1.8 >0.1
Second group (n=38) 20.6+2.1

Third group (n=38) 19.9+2.0 >0.1
Fourth group (n=38) 22.7+2.3

Remark: n — number of patients.

The patient’s diagnosis was verified in accordance with the
recommendations of the All-Russian Research Society of Cardiologists, National
guideline on cardiology and recommendations of MoH of the Russian Federation
[13,54] which correspond to the requirements of the World Health Organization.
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12. Clinical study results

12.1. Visit 1 (prior the treatment).

In AH and CAH patients, complaints on general weakness, reduced working
capacity, headache, dizziness, nausea, dyspnea and sleep disorder were most
frequently reported. The groups of patients had comparable frequency of their
detection and intensity in VAS scores (table 4 and 5). Initially, significant
difference was not found between the group values (p > 0.1).

Table 4 — Frequency of clinical AH and CAH symptoms per groups of

patients
Disease symptoms First Second Third Fourth group
group group group (n=38)
(n=39) (n=38) (n=38) n;%
n;% n;% n;%
General weakness 25;64.1 24,63.2 27;71.1 26;68.4
Decrease of 26,66.7 22;57.9 26;68.4 24,63.2
working capacity
Headache 27;,69.2 25;65.8 25;65.8 24,63.2
Dizziness 23;59.0 20;52.6 26;68.4 24,63.2
Nausea 15;38.5 17;44.7 14;36.8 16;42.1
Dyspnea 18;46.2 19;50.0 12;31.6 11;28.9
Sleep disorder 20;51.3 20;52.6 19;50.0 21;55.6

Remark: n — number of patients.

Table 5 — Intensity of clinical AH and CAH symptoms in VAS scores per
groups of patients

Disease symptoms First Second Third Fourth group
group group group (n=38)
(n=39) (n=38) (n=38) M=£m
M=+m M+m M+m

General weakness 4.7+1.1 4.5+1.3 4.6+1.2 4.9+1.4

Decrease of 4.4+1.2 4.8+1.4 4.7+1.3 4.841.2

working capacity

Headache 5.5¢1.3 5.8+1.4 5.2+0.9 5.1+1.1

Dizziness 3.8+1.1 3.6+£1.2 3.9+1.3 3.3x1.2

Nausea 3.1+1.1 4.2+1.3 4.4+1.5 3.8+1.3

Dyspnea 4.5+1.4 5.3+1.4 4.8+1.3 4.6+1.4

Sleep disorder 5.1+1.3 5.7+1.3 5.5+1.2 5.8+1.4

Remark: n — number of patients.
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Quality of life parameters in AH and CAH patients were: PF — 55.7; RP —
54.8; BP —49.3; GH - 60.7; VT — 61.7; SF — 54.3; RE — 56.1; MH — 55.2% which
did not differ initially per groups (first-fourth).

12.2. Visit 2 (3-rd treatment day, 3-rd procedure)

All patients (AH and CAH) tolerated introductory procedures well. No cases
of BP dramatic change and temporary destabilization. Any adverse events, local
allergic reactions, tachycardia, loss of consciousness, orthostatic reactions,
headache and other potentially hazardous physiological body reactions were not
reported in any case.

12.3. Visit 3 (14-th treatment day, after the course of procedures)

12.3.1. AH patients. All AH patients tolerated the course of procedures
well. Any cases of transient BP destabilization and dramatic decrease, adverse
events, local allergic reactions, tachycardia, loss of consciousness, orthostatic
reactions, headache and other potentially hazardous physiological body reactions
while using program Ne 1 were not reported (group 1 and 2, correspondingly).

After the course of procedures receiving the treatment with device “ABP-
0517, the significant decrease (¥>=9.1-4.7; p<0.05-0.001) frequency of detection of
almost all clinical AH symptoms was observed (general weakness, reduced
working capacity, headache, dyspnea, sleep disorder), except for dizziness and
nausea (table 6).

Table 6 — Frequency of detection of clinical AH symptoms per groups of
patients after the course of procedures

Disease First group ) Second group v;p
symptoms (n=39) (n=38)
n;% n;%

prior after prior after

treatment | treatment treatment | treatment
General 25;100 5;20.0 | 4.7;0.01 | 24:100 15:62.5 |0.001;0.1
weakness
Decrease of 26;100 4,154 16.7;0.002 | 22;100 | 15;68.2 | 0.15;0.1
working
capacity
Headache 27;100 3;11.1 |9.1;0.001| 25;100 | 16;64.0 |0.004;0.1
Dizziness 23;100 5;21.7 3.3;0.1 | 20;100 | 14;70.0 | 0.41;0.1
Nausea 15;100 1;6.7 3.2;,0.1 | 17;100 3;17.6 1.9;0.1
Dyspnea 18;100 1;5.6 5.3;0.05 | 19;100 5;26.3 | 1.26;0.1
Sleep 20;100 2;10.0 | 4.9;0.01 | 20;100 6;30.0 | 1.09;0.1
disorder

Remark: n — number of patients.
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And the sham group did not have any significant changes in the examined
parameters.

It should be stated that some AH symptoms persisted in the first group of
patients, from one (nausea, dyspnea) to 5 persons (general weakness, dizziness),
with the evident decrease of their intensity which is confirmed by the assessment
of their dynamics per VAS (table 7).

Table 7 — Intensity of clinical AH symptoms per VASC in groups of patients
after the course of procedures

Disease First group p Second group p
symptoms (n=39) (n=38)

M=+m M+m

prior after prior after
treatment | treatment treatment | treatment

General 4.7+1.1 1.8+0.9 0.05 | 4.5+1.3 | 2.2+0.7 0.1
weakness
Decrease of 4.4+1.2 1.4+0.4 0.02 | 48+1.4 | 2.7+0.5 0.1
working capacity
Headache 5.5+1.3 | 2.3+0.7 0.05 | 58414 | 2.740.6 | 0.05
Dizziness 3.8+1.1 2.5+1.2 0.1 3.6£1.2 | 3.0+1.1 0.1
Nausea 3.1+1.1 2.0+0.7 0.1 42+1.3 | 2.2+0.6 0.1
Dyspnea 4.5+1.4 1.2+0.6 0.05 | 53+1.4 | 3.4+1.3 0.1
Sleep disorder 5.1+1.3 1.8+0.3 0.01 | 5.7¢1.3 | 2.320.6 | 0.05

Remark: n — number of patients.

It should be noted that the significant decrease of intensity of headache and
sleep disorders was observed (table. 7).

The control of dynamics of BP change. The analysis of ABP values in
general showed the significant decrease of mean daily SBP from 159.9+10.1 to
130.7£8.4 mm Hg (p<0.05). DBP level in patients of the group was also reduced
but it was not significant (table 8)

Table 8 — BP levels in patients of the first group prior the treatment and after
the course of procedures

Values Prior treatment After treatment p
(mm Hg)
Mean daily SBP 159.9+10.1 130.7+8.4 <0.05
Mean daily DBP 87.5+2.4 81.3+1.8 >0.1

The use of device “ABP-051" per program Ne 1 for 14 days during standard
drug therapy in patients of subgroup 1.1. showed the significant decrease of mean
daily SBP from 149.3+7.2 to 130.2+5.3 mm Hg (p<0.05). The level of mean DBP
in the patients of the subgroup was also evidently decreased however not achieving
thresholds of significance (table 9).
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Table 9— BP values in patients of subgroup 1.1. with SDVNS and 1 grade
AH prior treatment and after the course of procedures

Values Prior treatment After treatment p
(mm Hg)
Mean daily SBP 149.3+7.2 130.2+5.3 <0.05
Mean daily DBP 82.3+2.4 76.3+1.8 >0.1

The use of device “ABP-051" per program Ne 1 for 14 days during standard
anti-hypertensive therapy in patients of subgroup 1.2. also showed significant
decrease of mean SBP from 175.3+8.3 to 151.2+6.1 mm Hg. (p<0.05). The level of
mean daily DBP in patients of the subgroup tended evidently to decrease (table
10).

Table 10 — BP values in patients of subgroup 1.2. with 2 and 3 grade AH
prior the treatment and the course of procedures

Values Prior treatment After treatment p
(mm Hg)
Mean daily SBP 175.3+£8.3 151.2+6.1 <0.05
Mean daily DBP 92.74+2 .4 86.3+£1.8 >0.1

The gender-related analysis of BP values in AH patients receiving the
treatment per program Ne 1 showed unidirectional significant (p<0.05) positive
dynamics both in men and women as early as the 10-th procedure (fig. 8).
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Fig. 8. SBP dynamics depending on sex of AH patients.
* - significant differences (p<0.05).
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It should be noted that normalization of mean daily SBP level both in mean
and women was observed as early as treatment days 6-7.

As a result of the sham treatment to AH patients of subgroups 2.1. and 2.2.,
any therapeutic effect was not observed: the decrease of mean daily SBP and DB{
was reported — totally on 1-2 mm Hg.

The individual analysis of anti-hypertensive effect of the course use of
device “ABP-051" (program Nel) showed the overwhelming greater number of
AH patients of the first group achieving target BP (33 of 39 pers.; 84.6%), in
comparison with the patients of the group receiving the sham procedures during
anti-hypertensive therapy, with the absence of the significant effect (9 of 38 per.;
23.7%; ¥*=8.8; p<0.001). And with the significant improvement of patients
receiving the developed medical technology, 15 times more patients were
discharged (¥?=15.7; p<0.0001) in comparison with the sham group. The
insignificant improvement (ambiguous result) was observed in 6 (15.4%) patients
of the first group. Efficacy of the treatment in AH is presented on Figure 9.
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Fig 9. Efficacy of the course treatment in AH
Remark: 1 — positive results, 1l — significant improvement, Ill —improvement, IV —
insignificant improvement, V — without changes, VI — aggravation;* - p < 0.05;

The correlation analysis of the examined parameters and mean daily SBP in
the first group of patients showed a strong direct correlation with the general
weakness, decrease of working capacity and headache (r=0.80-0.89; p<0.01) and
moderate — with dizziness, dyspnea and sleep disorder (r=0.56-0.74; p<0.05-0.01).
And the patients receiving the sham procedures had only a mild and moderate
correlation with subjective AH manifestations (table 11).
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Table 11 — Correlations between mea daily SBP and clinical AH
manifestations

Disease symptoms SBP p SBP p
First group Second group
(n=39), r (n=38), r

General weakness 0.85 0.01 0.08 0.1
Decrease of working 0.89 0.01 0.11 0.1
capacity

Headache 0.80 0.01 0.02 0.1
Dizziness 0.56 0.05 0.17 0.1
Nausea 0.23 0.1 0.30 0.07
Dyspnea 0.64 0.05 0.25 0.1
Sleep disorder 0.74 0.02 0.23 0.1

Remark: n — number of patients.

12.3.2. CAH patients. All CAH patients tolerated the treatment well. Any
cases of Transient BP destabilization and dramatic decrease, adverse events, local
allergic reactions, tachycardia, loss of consciousness, orthostatic reactions,
headache and other potentially hazardous physiological body reactions while using
program Ne 2 were not reported (group 3 and 4, correspondingly).

After the course of procedures in patients receiving the treatment with
device “ABP-051" per program Ne 2, significantly decreased (x*=3.9-5.7; p<0.05-
0.01) frequency of detection of such clinical CAH symptoms as general weakness,
headache, dizziness and sleep disorder was reported (table 12). It should be noted
that the group of patients receiving the sham procedures, had also a positive
dynamics in relation to headache (y?=4.2; p<0.05), with the evident trend to the
decrease of subjects with sleep disorder (¥?=3,2; p>0,1).

Table 12 — Frequency of detection of clinical CAH manifestations per
groups of patients after the course of procedures

Disease Third group ) Fourth group v;p
symptoms (n=38) (n=38)
n;% n;%
prior after prior after
treatment | treatment treatment | treatment
General 27;100 7;259 |4.3;0.05| 26;100 | 11;42.3 | 1.2;,0.1
weakness
Decrease of 26;100 7;26.9 3.7,0.1 | 24;100 13;54.2 |0.12;0.1
working
capacity
Headache 25;100 6;24.0 |3.9;0.05| 24;100 5;20.8 |4.2;0.05
Dizziness 26;100 5;20.0 [5.7;0.01| 24,100 8;33.3 | 1.8;0.1
Nausea 14;100 1;7.1 2.7;0.1 | 16;100 6;37.5 |0.04;0.1
Dyspnea 12;100 1,8.3 1.7;0.1 | 11;100 4;36.4 |0.11;0.1
Sleep disorder 19;100 2;10.5 |4.4;,0.05| 21;100 4;19.1 | 3.2;,0.1

Remark: n — number of patients.
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It should be noted that CAH symptoms in the third group (decrease of
working capacity, dizziness, nausea and dyspnea) persisted in 1-7 persons
And the evident decrease of their intensity in VAS scores was shown (table.

13).
Table 13 — Intensity of clinical CAH symptoms per VAS in groups of
patients after the course of procedures
Disease Third group p Fourth group p
symptoms (n=38) (n=38)
M=+m M+m
prior after prior after
treatment | treatment treatment | treatment
General 4.6£1.2 | 1.2+1.0 0.05 4.9+1.4 | 2.8£0.9 0.1
weakness
Decrease of 4.7£1.3 | 1.3x0.5 0.01 4.8+1.2 | 2.7£0.6 0.1
working capacity
Headache 52409 | 1.720.6 | 0.001 | 5.1£1.1 | 2.3+0.8 | 0.05
Dizziness 39+1.3 | 1.9+0.8 0.1 3.3+1.2 | 2.840.9 0.1
Nausea 4.4+1.5 | 1.840.4 0.1 3.841.3 | 2.1+0.4 0.1
Dyspnea 4.8+¢1.3 | 1.4+0.5 0.02 4.6+x1.4 | 2.3£1.0 0.1
Sleep disorder 55+¢1.2 | 1.740.6 | 0.001 | 5.8+1.4 | 2.4+0.7 | 0.05

Remark: n — number of patients.

So the significant decrease (p<0.05-0.001) of intensity of general weakness,
increase of working capacity, decrease of headache, dyspnea and sleep
improvement was reported in the third group. During the sham procedures, the
significant decrease of headache and sleep disorder scores was observed (table 12).

The control of dynamics of BP change showed that the use of device “ABP-
0517 per program Ne 2 for 14 days in CAH patients (Third group) led to the
significant increase of mean daily SBP from 97.1£3.8 to 114.9+4.1 mm Hg
(p<0.001). DBP level in the patients of the group was also increased but was not
significant (table 14).

Table 14 — BP values in CAH patients of the second group prior and after
the course of procedures

Parameter Prior treatment After treatment p
(mm Hg)
SBP 97.1£3.8 114.9+4.1 <0.05
DBP 64.3+3.1 71.5+£3.8 >0.1

In the control group of CAH patients (Fourth group), the sham procedures
did not have a therapeutic effect: SBP and DBP after the course increased for not
more than 1-2 mm Hg.

During the individual analysis of BP values in the patients taking the
treatment per program Ne 2, the reported positive dynamics within 10 days did not
have any gender difference (fig. 10), with the absence of significant shifts of SBP
values in the sham group of patients.
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Fig. 10. SBP dynamics depending on sex of CAH patients.
* - significant differences (p<0.05).

The individual analysis of the therapeutic effect of the course use of device
“ABP-051" per program Ne 2 showed that the overwhelming larger number of AH
patients of the third group achieved target BP (31 of 38 pers.; 81.6%), in
comparison with patients of the group receiving the sham procedures (10 of 38
pers.; 26.3%; x>=7.2; p<0.001). And with the significant improvement in patients
receiving the developed medical technology, 6.5 times more patients were
discharged (¥?=6.8; p<0.01) in comparison with the sham group. The insignificant
increase was observed in 7 (18.4%) patients of the 3-rd group (fig. 11).

The correlation analysis of the examined parameters and mean daily SBP in
the third group of patients showed a strong direct correlation with the decrease of
working capacity, headache and sleep disorder (r=0.84-0.87; p<0.01), and
moderate — with general weakness and dyspnea (r=0.59 and 0.60; p<0.05). In
addition, the patients receiving the sham procedures had only a moderate
correlation with cranialgia and dyssomnia (table 15).

Fig 11. Efficacy of the course treatment in CAH.

O- TpeTpa rpylia B - gyeTBepTas

Puc. 11. 3¢ ¢dekTHBHOCTE KypPCcOBOTO ITedeHHsa mpu XAT.
TIpuMeuanue: I - TOIOXKUTENBHBIE Pe3YIBTATEL 1] - 3HAYNTEIBEHOE
yirydinenue, 111 - yoydinerue, [V - He3HAUUTEIIbHOE YIIYYIIISHHE,
V - Oes nnepemen, VI - yxynmenue; * - p<0,05;

Remark: | — positive results, 11 — significant improvement, 111 —improvement, 1V — insignificant improvement, V
— without changes, VI — aggravation;* - p < 0.05;
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Table 15 — Correlations between mean daily SBP and clinical CAH
manifestations

Disease symptoms SBP p CAL p
Third group Fourth group
(n=38) (n=38)
r r

General weakness 0.60 0.05 0.17 0.1
Decrease of working 0.84 0.01 0.19 0.1
capacity

Headache 0.87 0.01 0.61 0.05
Dizziness 0.26 0.1 0.09 0.1
Nausea 0.25 0.1 0.34 0.1
Dyspnea 0.59 0.05 0.23 0.1
Sleep disorder 0.86 0.01 0.55 0.05

Remark: n — number of patients.

12.3.3. Tolerability of effect of device “ABP-051” by patients throughout the
treatment course

Device “ABP-051" used in complex AH and CAH therapy was well-
tolerated by patients. Any signs of transient BP destabilization and dramatic
decrease, adverse events, local allergic reactions, tachycardia, loss of
consciousness, orthostatic reactions, headache and other potentially hazardous
physiological body reactions during the program were not reported.

BP level in AH patients after a single exposure to active “ABP-051" was
reduced on average: SBP — on 10.1+2.5 mm Hg (6 mm Hg to 15 mm Hg); DBP —
on 6.4+1.2 mm Hg (3 mm Hg to 9 mm Hg).

BP in CAH patients after a single exposure to active “ABP-051" was
reduced on average: SBP — on 13.9+3.5 mm Hg (7 mm Hg to 19 mm Hg); DBP —
on 6.1+2.8 (3 mm Hg to 11 mm Hg).

While the sham device was used, mean BP change both in the 2-nd and the
fourth group was 1.2+0.8 mm Hg

12.4. Visit 4 (in the end of the 8-th study week)

All study subjects (153 pers.) were surveyed in 2 months after the start of the
study. They all reported the satisfactory health condition.

The larger possible dropout rate in the subsequent study stages due to the
long-term study and reasons not related to the results of “ABP-051"use is
expected, up to 10%.

And 12 patients (7.8%) referred to physicians and changed treatment
schemes (mainly, the second and fourth groups), therefore they were withdrawn
from the fourth study stage on assessment of consistent therapeutic effect and QoL
criteria.
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According to the literature and results, the remaining 141 patients
throughout 8 weeks did not have any diseases requiring medical interventions, did
not visit any health facilities due to the underling disease (AH and CAH), did not
change life style, dose and frequency of basic drug therapy.

12.4.1. AH patients. The analysis of office BP dynamics in the first group
of AH patients showed a consistent effect of BP correction during the 1-st program
in 22 of 33 (66.7%) persons with positive immediate therapy results. It should be
noted that 2 of 6 persons discharged with insignificant improvement (ambiguous
result) had the stabilization of a target office BP within 2 weeks, i.e. the effect of
functional accumulation was observed (residual effect of the therapeutic exposure).
Therefore the final presentation of the 8-week study showed that a positive effect
of device “ABP-051" used for BP decrease in AH patients is 89.7% (35 pers.). Le.
the ambiguous result in the total sample of patients is totally 10.3 % (4 pers.).

The analysis of SBP dynamics on average in the 1-st group (33 pers.)
showed significantly low values on the fourth visit in comparison with baseline BP
figures (first wvisit), correspondingly, 134.1£7.3 versus 159.9£10.1 mm Hg
(p<0,05). The patients did not report transient BP destabilization and dramatic
decrease, adverse events, local allergic reactions, tachycardia, loss of
consciousness, orthostatic reactions, headache and other potentially hazardous
physiological body reactions.

And 8 persons in the group of patients receiving the sham procedures were
withdrawn due to referrals to physicians and change of drug therapy parameters.
Other patients, while controlling BP in the observation diary, did not state
consistently reduced SBP figures, even subjects (9 pers.) discharged with positive
results on the 3-rd study stage.

The analysis of a positive dynamics of QoL criteria in patients of group 1
showed the significant improvement of all (except for) parameters covering both
physical and psychoemotional status (table. 16). In the group of patients receiving
the sham procedures, only evident positive tendency was reported (t=1.8-2.0) in
some of them (Physical functioning, Role-playing, Social functioning, Mental
health).

Table 16 — Assessment of QoL criteria in AH patients

QoL First group p Second group p
criteria (n=38) (n=30)

%+% %+%

prior after treatment prior after treatment
treatment treatment

PF 57.4+4.9 73.2+5.1 <0.05 | 53.844.6 66.4+4.9 >0.1
RP 56.8+3.8 70.1+4.6 <0.05 | 52.9+4.7 65.5+5.1 >0.1
BP 49.043.1 59.7+3.7 <0.05 | 48.6+3.9 56.5+4 .4 >0.1
GH 61.1+4.8 74.7+4.1 <0.05 62.4+5.1 70.2+5.1 >0.1
VT 62.7+£3.4 73.7+4.9 >0.1 63.1+4.8 73.6£5.0 >0.1
SF 52.7£3.2 64.1+£3.8 <0.05 | 56.0+4.4 68.5+4.8 >0.1
RE 56.3+4.1 69.8+5.0 <0.05 | 55.744.9 67.7£5.1 >0.1
MH 53.0+3.3 67.6+4.8 <0.01 | 54.844.3 68.3+4.9 >0.1

Remark: n — number of patients; PF (Physical functioning); RP (Role-playing); BP (Pain); GH (General
health); VT (Viability); SF (Social functioning); RE (Emotional functioning); MH (Mental health).
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12.4.2. CAH patients. In the category of patients, 4 subject from the fourth
group (sham) discontinued the study due to various reasons (study withdrawal,
negative compliance, other therapeutic measures). The patients did not report any
transient BP destabilization and dramatic decrease, adverse events, local allergic
reactions, tachycardia, loss of consciousness, orthostatic reactions, headache and
other potentially hazardous physiological body reactions.

The analysis of office BP in the third group of CAH patients receiving the
treatment by the 2-nd program showed the consistent positive result of reduced BP
correction in 20 of 31 (64.5%) persons with positive immediate therapy results.
And the analysis of SBP dynamics on average in the 3-rd group of CAH patients
(31 pers.) showed the persistent evidently positive trend of the achieved BP values
on the fourth visit compared to baseline BP figures (first visit), correspondingly,
11.6+6.3 versus 97.1+3.8 mm Hg (t=1.96; p<0.06).

It should be stated that neither of the 7 CAH patients (18.4%) discharged
with ambiguous therapeutic result (insignificant improvement) did not have any
effect of functional cumulation of therapeutic exposure.

The group of CAH patients receiving the sham procedures, while controlling
BP in the observation diary, did not state consistent SBP (they had multidirectional
nature both per groups of patients (third and fourth), weeks of observation and the
achieved therapeutic effect (3 study stage).

Meanwhile the analysis of the dynamics of QoL criteria in patients of group.
Meanwhile, the analysis of dynamics of QoL criteria in patients of group 3 showed
the significant improvement of 5 from 8 parameters characterizing both physical
and psychoemotional status (table. 17).

In CAH patients receiving the sham procedures (fourth group), any
significant positive QoL shifts were not reported.

Table 17 — Assessment of QoL criteria in CAH patients

QoL Third group p Fourth group p
criteria (n=38) (n=34)

%+% %+%

prior after treatment prior after treatment
treatment treatment

PF 56.5+4.2 74.3£5.3 <0.01 55.4£5.0 64.9+5.2 >0.1
RP 55.9+4.8 69.5+5.1 >0.1 53.7+4.8 65.24+5.0 >0.1
BP 50.1+4.1 63.9+4.9 <0.05 49.4+4.9 57.6+4.8 >0.1
GH 58.4+4.7 64.2+5.1 >0.1 61.0+4.7 71.24+5.0 >0.1
VT 61.5+4.4 76.8+4.9 <0.02 59.4+5.1 70.7+4.9 >0.1
SF 53.5+4.6 68.3+4.8 <0.05 54.8+4.6 63.5+5.2 >0.1
RE 55.845.1 67.6+5.1 >0.1 56.6+4.9 68.24+5.0 >0.1
MH 54.6+4.5 68.9+4.9 <0.05 58.3+4.4 65.1+4.9 >0.1

Remark: n — number of patients; PF (Physical functioning); RP (Role-playing); BP (Pain); GH (General
health); VT (Viability); SF (Social functioning); RE (Emotional functioning); MH (Mental health).
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III. REPORT ON DEVICE “ABP-051”
General results

1. Medical device “ABP-051" being analyzed for the use and assessed for
efficacy during the study is a registered product approved for distribution
has the EU certificate of conformity and the Declaration of conformity.

2. It is the multiple-use device and acknowledged simple and convenient for
the use, storage and maintenance.

3. The device is acknowledged by patients as functional and simple for the use.
A patient can use it himself in home settings, and the use does not require a
long-term and special training. The attached instruction is simple for
implementation and allows to use the device correctly.

4. The use in accordance with the method and duration of administration (in
accordance with the instruction) has not caused patients’ complaints.

5. The device has been used in the study for treatment of the diseases for which
it was produced.

6. The device is provided for clinical assessment to group of AH and CAH
patients in accordance with the instruction for the intended use.

7. The device testing aimed to assess efficacy of its action and safety of the use
was made in groups of patients strictly according to the design with the use
of representative control groups during standard drug therapy.

8. Patients for the study were selected in accordance with the population
equivalence rule (in relation to the sex, age, general health condition, disease
and its stage), with regards to quantitative group proportions, meeting the
criteria (inclusion to the group, exclusion from the group and randomization
to the certain group).

9. Clinical observation including 4 patient visits lasted for 8 weeks, The control
clinical and functional examination allowing to assess additional therapeutic
effect was performed.

10. The duration of the study to assess all therapy effects was acknowledged
sufficient as both immediate treatment results after the course of procedures
and their consistence play a big role in AH and CAH.

11. The duration of clinical observations was also acknowledged sufficient for
determination of the absence of dramatic BP decrease and transient
destabilization, adverse events, local allergic reactions, tachycardia, loss of
consciousness, orthostatic reactions, headache and other potentially
hazardous physiological body reactions.

12. To assess the clinical device effect, the parameters presenting sufficient
information were used:

— objective parameters: BP value and dynamics of BP values;

— subjective parameters: clinical disease symptoms — qualitative and
quantitative assessment made by the physician and a patient (VAS);
functional tests; QoL criteria

Page 31 of 42



Version Ne 1 Protocol Number: CER/25/12
Electrostimulator «<ABP-051»

IV. REPORT ON ASSESSMENT OF EFFICACY AND SAFETY, AND
PARTICLARITIES OF DEVICE “ABP-051”

Key results and the conclusion

1. Medical device “ABP-051" is acknowledged by the patients as convenient
and simple for the use.

2. The analysis of the use of device “ABP-051" in accordance with the
operating instruction (time of the use, full treatment course) was presented
by the patients as follows:

a. the medical product is fully applicable;

b. simple for the use;

c. special training is not required for the product use;

d. a patient can use the product on his own, including home settings.

3. The device use in accordance with the instruction, with regards to the
intended use of the product and course administration to achieve a clinical
and functional presentation and quality of life did not cause any patients’
complaints.

4. The study was carried out for 8 weeks with 4 patient visits. In this context,
the study duration was similar to the study duration for typical drug
methods. During the device testing regardless of sex, age and disease
duration, no negative reactions were reported as transient BP destabilization
and dramatic decrease, adverse events, local allergic reactions, tachycardia,
loss of consciousness, orthostatic reactions, headache and other potentially
hazardous physiological body reactions.

5. After 14-day treatment course in AH group 1, the target anti-hypertensive
effect was achieved in 84.6% (33 of 39) of patients; and in CAH group 3 —
BP was normalized in 81.6% (31 of 38) of patients.

6. Compared to control group (second and fourth) receiving the sham
procedures, the device use per programs Nel and Ne2 leads to the significant
SBP correction and stabilization on the level of target values both in AH and
CAH patients.

7. Compared to control groups (second and fourth) receiving the sham
procedures, the device use per programs Nel and Ne2 leads to the significant
decrease of patients with complaints and their score assessment, in the case,
based on own health condition assessment by patients using VAS.

8. The consistent positive result was reported within 6 weeks after the therapy,
especially marked in AH patients. The long-term device effect confirms the
exposure to the main pathogenetic disease chains which is confirmed by the
dynamics of patients’ QoL criteria.

9. In 15.4% (6 pers.) AH patients and 18.4% (7 pers.) CAH patients after
course of the treatment, the ambiguous effect was observed (insignificant
improvement) which was considered as the absence of a positive result.
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10.In 2 of 6 AH patients discharged with the ambiguous result, the stabilization
of target office BP was observed within 2 further weeks, i.e. in 33.3% of
cases, the effect of functional cumulating was established.

11.A positive result may not occur in few patients during the course of the
treatment using device “ABP-051”, but it develops most probably (in 33.3%
of cases) with some delay.

12.The final results of the 8-week study showed that the positive result of
device “ABP-051” used BP decrease in AH patients is 89.7% (35 pers.). L.e.
the absence of a positive result in the total sample of AH patients in all the
tests is totally 10.3 % (4 pers.).

13.The testing of device “ABP-051" per efficiency and safety criteria
(pass/fail) showed a satisfactory study result, full applicability and safety of
device “ABP-051" for the practical use.

14.The phenomenon of accumulation of the anti-hypertensive effect of
electrostimulation by device “ABP-051" in AH treatment was established.

15.The completed scientific studies and practical observations revealed high
efficacy of electrostimulation by device “ABP-051” in AH and CAH
treatment.

16.Due to the abovementioned, medical device “ABP-051" can be considered
safe for the use in AH and CAH treatment provided it is used in accordance
with the method of administration recommended by the manufacturer or
seller stated in the operating instruction, with regards to medical indications
and contraindications which allow/not allow its use.

17.The developed medical technology of transcutaneous BP correction can be
effectively used both in various health facilities in complex treatment of AH
and CAH patients, and in home settings.

18.Further studies on the method use are required (including monotherapy) in
AH and CAH patients in various age and gender groups with investigation
of homeostasis status ad longer catamnesis, as well for possible assessment
of remote effects, stability and duration of a positive result. The aims of
further studies can be as follows: specifying of protocols of the use and
mechanisms of TENS therapeutic action; identification of latent risks and
adverse effects; differences in efficacy of various “ABP” types; comparison
of economic efficacy of ”ABP” and common pharmacological treatment and
other electrotherapies.
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V. Institutions, specialists and qualification

About Health Care Institution: The clinical trials were conducted on the basis of the State
Budgetary Institution of Health Care of the Sverdlovsk Region "Sverdlovsk Regional Clinical
Hospital No. 1" (SRCH No. 1) of the Ministry of Health of the Sverdlovsk Region

This is the largest medical health care center of the Ural region that provides medical care
to the population of the Sverdlovsk region. This is the regional Center of Consultative,
Diagnostic and Medical care. Every year they register more than 260,000 visits to the clinic,
more than 35,000 treated inpatients, more than 23,000 patients who were operated there.

There are 16 departments of the Ural State Medical Institution located on the basis of the
hospital. There are 12 regional specialized subdivisions of the Hospital in the Sverdlovsk region.
The hospital employs more than 2,000 employees, including 536 doctors, 869 paramedical
workers. More than 65% of employees have the highest categories, 22 doctors are Ph.Ds. 87
doctors have degree of candidates of medical sciences.

License for medical activities is issued by the Ministry of Health of the Sverdlovsk Region:
No. LO-66-01-004475 dated 01/19/2017.

Experts who carried out the clinical evaluation:

Karavaeva Larisa Grigorievna
Curriculum Vitae

1.  Surname: Karavaeva

2. Name, Patronymic name: Larisa Grigorievna
3.  Date of Birth: 1961/11/30

4.  Academic degree / title: Ph.D.

5.  Mobile phone: 9126017543

6. Email: Lgk3011@mail.ru

7. Register of researchers conducting -
(conducted) clinical investigations

8. Knowledge of foreign languages (1,2 — fail 3 satisfactory, 4- good, 5 - excellent):

Foreign language Speaking \ Reading \ Writing
Russian native
English 3 | | 3

9. Work experience (in reverse chronological order. place of employment of part-time
at the moment also should be listed):

Job title Date (Month / Year) Name of Institution Division (Department) Address
since till
Nephrologist 1993 Present | State Budgetary Healthcare Institution of the
time Sverdlovsk Region “Sverdlovsk Regional Clinical
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Hospital Ne 17 (SBHI SR “SRCH Ne 1), nephrological

department
Clinical 2006 Present | State Budgetary Healthcare Institution of the
pharmacologist time Sverdlovsk Region “Sverdlovsk Regional Clinical

Hospital Ne 1” (SBHI SR “SRCH Ne 1), clinical
pharmacology department

Clinical 1991 1993 Federal State Budget Educational Institution of Higher
residency Education “Ural State Medical University” of the
Ministry of Health of the Russian Federation (SRCH
Nel educational base)

Gastroenterologi | 1988 1993 Municipal hospital Ne2
st
Internship 1987 1988 Federal State Budget Educational Institution of Higher

Education “Ural State Medical University” of the
Ministry of Health of the Russian Federation
(Municipal hospital Ne2 educational base)

10. Work experience: \General: 31 years/ in specialty: 25 years \

11. Higher education, internship, residency, postgraduate, doctoral and upgrade
training courses, certification examination (in reverse chronological order):

Diploma Date (Month / N L
number, Year) ame of institution,
Qualification certificate Faculty (Department) Address
number, date of | since till
issue
Nephrology N0.180001171 IV | 111 2022 | Federal State Budgetary Educational
538 2017 Institution of the Higher Education “A.L
Yevdokimov Moscow State University of
Medicine and Dentistry” of the Ministry
of Healthcare of the Russian Federation
(MSUMD) Address: 20, p.1,
Delegatskaya St., 127473, Moscow
Clinical 016618046512 XI XI Federal State Budget Educational
pharmacology , N0.3254 2016 2021 | Institution of Higher Education “Ural
State Medical University” of the Ministry
of Health of the Russian Federation
(USMU) Address:3 Repina st., 620028
Yekaterinburg (343) 214 86 52
Postgraduate KT No0.136708 | 2000 2004 | USMU: therapeutics
education
medical No.15 1991 1993 | USMU: therapeutics
residency
internship No/209 1987 1988 | USMU: therapeutics
Higher education | HB N0.500759 | 1981 1987 | Sverdlovsk state Medical Academy
(former name for USMU)
Address:3 Repina st., 620028
Yekaterinburg (343) 214 86 52
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12. Participation in seminars, group medicines, trainings, courses on clinical trials (in
reverse chronological order):

Name of educational institute / organization,

Date (Month / address (city)

Program subject area Year)

Federal State Budgetary Institution "N.N.
Priorov National Medical Research Center of
osteoporosis 2012, September | Traumatology and Orthopedics™ of the
Ministry of Health of the Russian Federation
Address:, 10. Priorova st. Moscow, 127299

osteoporosis 2015, May
13. Participation in clinical researches (In reverse chronological order, including current
researches):
Role (main researcher | Date (year)
Code, No. of Sphere of research /title Phase . (aut_hor)
research subinvestigator, etc. . .
since till
1,n/a Osteoporosis in patients with Il Subinvestigator for
glucocorticoid dependency Subinvestigator for | 09.12 |06.17
Lesnyak O.M.
2, nla Osteoporosis in patients at Il Subinvestigator for
. 01.13 |10.17
postmenopause period Lesnyak O.M.
3, nla Nephrogenic anaemia Il Subinvestigator for 0114 | 12.15
Stolyar A.G.
4, nla Spondylarthritis Il Subinvestigator for 0113 | 12.14
Lesnyak O.M.
14. Number of publications:] 4 |
SIGNATURE:
Tihonova Varvara Aleksandrovna
Curriculum Vitae
1. Surname: Tihonova
2. Name, Patronymic name: Varvara Aleksandrovna
3. Date of Birth: 1965/05/11
4. Academic degree / title: Magister
5. Phone: +7 (343)351 1631
6. Mobile phone: 912 2488980
7. Fax: +7 (343)351 15 29
8. Email: tihonovavarvara@mail.ru

9.Knowledge of foreign languages (1,2 — fail 3 satisfactory, 4- good, 5 - excellent):
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Foreign language Speaking | Reading | Writing
Russian native
English 1 \ 3 \ 3

10. Work experience (in reverse chronological order. place of employment of part-time
at the moment also should be listed):

Job title Da}te (Month /jl(claar) Name of Institution Division (Department) Address
since ti
Rheumatologist 2010 Present | State Budgetary Healthcare Institution of the
time Sverdlovsk Region “Sverdlovsk Regional Clinical
Hospital Ne 17 (SBHI SR “SRCH Ne 17)., 185
\olgogradskaya St., 620102, Russia, Yekaterinburg
General physician| 2006 2010 State Budgetary Healthcare Institution of the
at Hospital ER Sverdlovsk Region “Sverdlovsk Regional Clinical
Hospital Ne 17 (SBHI SR “SRCH Ne 17°), Hospital ER,
185 Wolgogradskaya St., 620102, Russia, Yekaterinburg
Medical consultant 2000 2006 "Medfarmservis T" LLC,
-Manager 48 Surikova st. Yekaterinburg, Russia
Respiratory 1994 2000 State Budgetary Healthcare Institution of the
physician Sverdlovsk Region “Sverdlovsk Regional Clinical
Hospital Ne 17 (SBHI SR “SRCH Ne 17)., 185
\olgogradskaya St., 620102, Russia, Yekaterinburg
IT-care doctor 1991 1992 State budget Healthcare institution of Sverdlovsk region
"Sverdlovsk Regional Hospital Ne2" (SRH No. 2)
Yekaterinburg, 3 Embankment of Working Youth, st.
Tuberculotherapist| 1988 1991 State Budgetary Healthcare Institution of the
Sverdlovsk Region ‘Ural research Institute of
Phthisiopulmonology”, the 50, 22d Part Congress St.,
Yekaterinburg

11. Work experience: \General: 31 years/ in specialty: 24 years \

12. Higher education, internship, residency, postgraduate, doctoral and upgrade
training courses, certification examination (in reverse chronological order):

therapeutics

[r?llﬁrlggs Date (Month / Year) Name of institution,
Qualification certificate . . Faculty (Department) Address
number, date of since il
issue

certification | 016618031415 | 07/03/20 |07/03/202 | Federal State Budget Educational

courses in 3 15 0 Institution of Higher Education “Ural

Rheumatolog State Medical University” of the Ministry

y of Health of the Russian Federation
(USMU) Address:3 Repina St., 620028
Yekaterinburg (343) 214 86 52

certification | 016618031499 (04.04.2015| 4.04.2020 | Federal State Budget Educational

courses in 5 Institution of Higher Education “Ural

State Medical University” of the Ministry
of Health of the Russian Federation
(USMU) Address:3 Repina St., 620028
Yekaterinburg (343) 214 86 52
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[r?l'ﬁr:%?f Date (Month / Year) Name of institution,
Qualification certificate since il Faculty (Department) Address
number, date of
issue
occupational | Diploma ITII-1 |01/02/2010(22/05/2010| Sverdlovsk state Medical Academy
retraining in | No. 563683 (former USMU) Address:3 Repina st.,
Rheumatolog 620028 Yekaterinburg (343) 214 86 52
y
certification | AN0.3006421 (29/10/201 |29/10/201 | Sverdlovsk state Medical Academy
courses in 1 6 (former USMU) Address:3 Repina st.,
therapeutics 620028 Yekaterinburg (343) 214 86 52
certification | AN0.3006421 |14/10/200 ({14.10.201 | Sverdlovsk state Medical Academy
courses in 6 1 (former USMU) Address:3 Repina st.,
therapeutics 620028 Yekaterinburg (343) 214 86 52
Medical Certificate 01.09.199 |31.08.199 | Sverdlovsk state Medical Academy
residency No.29 2 4 (former USMU) Address:3 Repina st.,
“medical 620028 Yekaterinburg (343) 214 86 52
diseases”
Doctor, I1B N0.248801 | 1982 1988 Sverdlovsk ordena Trudovogo Krasnogo
General znameni state medical institute (former
Medicine name for USMU)
13. Participation in clinical researches (In reverse chronological order, including current
researches):
Role (main researcher | Date (year)
Code, No. of Sphere of research /title Phase . (aut_hor) sub
research investigator., etc. . .
since till
Research Rheumatoid arthritis Il subinvestigator
Protocol Prese
CL04041022 2017 Nt time
CL04041023
R-PHARM
Research Psoriatic arthritis Il Study-coordinator,
Protocol subinvestigator 2017 Prese
20130207 nt time
Amgen
Research Rheumatoid arthritis Il Study-coordinator,
Protocol subinvestigator Prese
IM101-550 2015 nt time
Bristol-Myers
Squibb
Research Rheumatoid arthritis Il subinvestigator
Protocol
CHS-0214-02 2015 | 2016
Coherus
Biosciences
Inc.
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Research
Protocol
20090406
Amgen

Psoriatic arthritis

Study-coordinator,
subinvestigator

2014

2015

Research
Protocol
20110142
Amgen

Osteoporosis

b

subinvestigator

2013

2017

Research
Protocol
20101217
Amgen

Osteoporosis

b

subinvestigator

2013

2017

Research
Protocol
IF-MC-RHAP
Quintiles
Transnational
(IQVIA)

Psoriatic arthritis

subinvestigator

2013

2017

Research
Protocol
CAIN457F230
5
Novartis

Strumpell-Marie disease
(rheumatoid spondylitis)

subinvestigator

2012

2017

Research
Protocol
IM133001
Bristol-Myers
Squibb

Rheumatoid arthritis

b

Study-coordinator,
subinvestigator

2012

2015

14. Number of publications;] 10 |

SIGNATURE:
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