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1. HASHAYEHUE

Annapat OuaJloHC-Kapano npepHa3HayeH AnA TepaneBTUYe-
CKOro HeVHBAa3UBHOrO (6e3 HapyLIeHWsA KOXHbIX MOKPOBOB) Kyp-
COBOr0 BO3AENCTBMSA Ha OMONIOrMYeCKN aKTUBHbIE 30HbI 3aMACTbA
METOAOM AUHAMWYECKOWN SNEKTPOHENPOCTUMYNALUN C LieNblo
KoppeKuun apTepuranbHoro gaenexus (ALl) u Hopmanusaumm 06-
LLlero COCTOAHUA opraHm3mMa. AnnapaT nokasaH nuuam ctapuwe 14
NIeT ¢ NnabunbHo GopmMolt apTepuanbHOM FMMNepPTEH3UN 1 Naun-
€HTaM CO CTOMKMM MOBbILLEHVEM apTepuanbHOro gasneHus (ru-
nepToHnYecKas 605e3Hb) B KauecTBe [OMOSHUTENbHOTO BO3AeN-
CTBYA Ha pOHe NPUHMMaeMbIX MeAVKaMeHTO3HbIX NpernapaTos.

B annapate AnalloHC-Kapano couetatotca yactota 9,2 Iy, Ko-
Topan TPAAULMOHHO UCNOMb3yeTCA NPWU JIeYeHUU TMNepPTOHNN,
N cneymanbHo pa3paboTaHHbI pexnum «77 10», npefHa3HauYeH-
HbI ANA nonyyeHna obLiero cefaTMBHOIO, YCNOKavBalLWero

sddekTa.

dnekTpocTUMynsauua annapatom JualdHC-Kapano cnoco6cTBy-
eT HopManu3auuy ToHyca COCYAUCTON CTEHKM, PaCLUMPEHMIO Ka-
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NUANAPOB, YNYULEHWIO FTeMOANHAMUKN B CUCTEME KOXHOWN MU-
KpourpKynaumm.

3a cyeT 3T1O0rO:

— apTepuanbHoe faBneHne cTabunusnpyertca Ha npuemnemMom
ANA NauMeHTa ypoBHE;

— ynyywaetca obLyee caMouyBCTBUE;

— ynyyLaeTca ncMxo3MoLMoHaIbHOe COCTOAHME;

— MOBbIWAeTCA PaboToCNOCOBHOCTb;

— CHWXKAEeTCA PUCK Pa3BUTMA OCSIOXKHEHUI TMNEPTOHNYECKOM
6onesHy;

— Y/yuLIaeTca KauecTBO KU3HU NaureHTa.

Annapat AnalDHC-Kapano npefHa3HayeH ana KypcoBoOro Je-
YeHVA MaLWeHTOB C apTepuanbHOW TFMMnepTeH3nen B KayecTse
[OMONTHUTENIbHOIO MeTofla SieueHna Ha GoHe OCHOBHOW MefMKa-
MEHTO3HOW Tepanuu.

[Jaxe B cnyyaax cMTyaumMoHHOro (O4HOKPATHOro, pefikoro) NoBbi-
LeHWA apTepranbHOro JaBneHnsa TpebyeTca KypcoBoe fieyeHune
He meHee 10 npouenyp, no 1-2 npoueaype B AeHb. [Tpn 3TOM B
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Hauane neyeHna MOXeT HabnopaTbcA BpeMeHHanA fectabunusa-

Lna apTepranbHOro gaBneHna c nocneayowmm yCTOI7Il-|I/IBbIM ero
CHUXeHnem.

AnnapaTHoe Bo3aeiCTBME MeeT 3GDeKT «<HaKoMneHUs», To eCTb
AJl CTaHOBWTCA YCTONUYMBBIM K KOHLYY Kypca fleyeHus.

MpumeHeHue:
Mpoueaypa O5HC nposoautca 1-2 pa3a B AeHb nyulle B OAHO
BpeMs CYTOK He3aBMCUMO OT ypoBHsA Afl nepep npoueaypo.

MauveHTam C runepToHnYeckoi 6onesHbld HeoGXoAMMbl Mo-
BTOPHbIE pPerynspHble Kypcbl BO3AENCTBUA KakK MUHVMYM OfVH
pa3 B MecsL (Hanprmep, ¢ 1-0ro Mo 15-e YACNo Kax[oro mecsaua).

BHumaHue! Konmponb ALl nocsie npouedypel He mpebyemcs.

CornacHo MexayHapofHbIM PEKOMEHAALUAM, NauueHTam ¢ ap-
TepranbHOW runepTeH3neli PeKOMEHA0BaHO BecTU «[IHEBHUK
All» C 3MepeHneM apTepunanbHOro AaBMIEHNA TPY pa3a B A€Hb
B OfHO BpeMmA (yTpo, 0bef, Beuep), faxKe Npw XOpoLIeM CaMouyB-
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ctBum. MNpn nosBneHnn *anob (ronosHasa 60sb, FONIOBOKPYKe-
Hue, 6onb B cepaue, «nepebon» B paboTe cepaua, cnaboctb, 06-

MOPOYHOE COCTOAHME U p.) HeoOXOAMMO BHEOUepeLHOe U3Me-
peHne AL

Ha poHe neyeHus annapatom ualoHC-Kapano camoctoaTens-
HasA OTMeHa MaLVEeHTOM NIeKapCTBEHHbIX MPenapaToB y NnL Co
3HauuTeNbHbIM NoBbIWeHeM ALl 1 BbICOKM PUCKOM COCYAMNCTbIX
OC/IOXKHEHUI (MHPaPKT MUOKapAa, MO3roBOI UHCYNbT, TPOM6GO-
sm6onun 1 ap.) HEAOMYCTUMA. Mocne nonyyeHns CTONKOro ru-
NoTeH3MBHOro 3dpdeKTa, 3adpnUKCUPOBaHHOIO B «[JHEBHUKE All»,
CXeMbl 11 [03bl MEAUKAMEHTO3HOTO JIeYeHUs MOTYT ObITb M3MEHe-
Hbl SleyaL M BPayoM.

Y nauymeHTOB C peaKkum nepuognyeckmm HesHauyuTesbHbIM Mo-
BblLUEHVEM apTepuranbHOro gasfieHnsa (He Bbiwe 150 MM PT.CT.)
— nabvnbHana apTepranbHaa rmnepToHns — annapat AuadHC-
Kapano MoxeT NpuMeHATbCA B KauecTBe MoHoTepanuun. Mogob-
HbIl NMOAXOA 3amednseT 1 npegynpexpaer nepexoq 3abonesa-
HMA B CTabunbHyto Gopmy.
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lMoka3aHus K npuMeHeHUlo:

— cTabunbHO BbICOKOE apTepuanbHoe faBneHne y naluueHToB
C rMnepToHMYecKom 60ne3Hb0 — B KauecTBe AOMONHEHUS K
KOMMJIEKCHOMY MefjKaMeHTO3HOMY JIeUeHUo;

— 3NM3o[MNYeckoe nosbiweHre Al Npu CTPeccoBbIX CUTyaLUAX,
N3MEHEHUN MOTOAHBIX YCIIOBUI 1 T.N. Y NnL, C NabunbHom op-
MOV apTepuranbHON rMnepTeH3nu.

PekomeHOayuu no npumeHeHuto annapama [ua/JoHC-Kapouo
0714 Kypco8020 8030elicmeus: npoBofmTe 1-2 ceaHca B IeHb B Te-
yeHne 10-15 gHelr He3aBMCMMO OT Noka3saTtenen ALl nepepn npo-
uepnypoii. Mpwu ctabrnbHo GopmMe apTepuanbHO rnepTeH3nm
NOBTOPANTE KypPCbl €XXeMeCAYHO.

PekomeHOayuu no pazo8omy npumeHeHuto annapama Jua/J9HC-
Kapouo y nuy co cknoHHOCMblo K noswliwieHuo Al npu nioxom
camoyyscmeauu: NPUMUTE TMMOTEH3NBHOE CPELCTBO, PEKOMEH-
[OBaHHOE flevally M BpayoM, 1 JOMOSHUTENIbHO NpoBoANTe ce-
aHcbl Bo3gencTeuaA annapatom AualdHC-Kapano ¢ nepepbiBa-
mMu B 1-1,5 yaca oo ucuesHoBeHuWsA *anob. B cnyyae gnutenbHo
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COXpPaHAILLEroca BbICOKOro apTeprasbHOro AaBneHns obpatu-
Tecb K Bpauy.

PekomeHOayuu no npumeHeHuto annapama fua/]SHC-Kapouo y
nayueHmos 8 go3pacme cmapuwe 70 siem: B NPEKTOHHOM BO3-
pacte Heobxoaum 6Gonee MArkuin Temn cHuxkeHua A[L. OnAa
3TOro pekoMeHgyemas KpaTHOCTb BO3[AeNCTBMA annapaTom
Ona[ldHC-Kapauno 1 pa3 B cyTku. Kypc neyeHus He 6onee 7-8
npouenyp. Nocne 10-15-T1 gHeBHOro NepepbiBa Lienecoobpas-
HO NOBTOPUTb KYpPC BO3AENCTBUA.

B TeueHne nepBbIX KypCcoB fie4yeHnA ALl MOXeT He3HaunTenbHO
Konebarbcs, NO3TOMY MauneHT 0653aH npoaoXKatb npuem Ha-
3HAYE€HHbIX BPAa4YOM rMNOTEH3UBHbIX NMpenapaTos.

PekomeHOayuu no npumeHeHuto annapama [ua/J9HC-Kapouo
y nayueHmos co 3/10kadecmeeHHoOU 2unepmeH3uel: 3nokave-
CTBEHHAas TMMNepTeH3ns — CTabUNbHO CTOMKOEe BbICOKOE apTe-
pvanbHoe faBneHue, Bbiwe 180 MM.pPT.CT, KOTOpOe He noaAaa-
eTcA MeKaMeHTO3HOW KoppeKunn npy rpamoTHOM afeKBaT-
HOM 1 CUCTEMATUYECKOM Mpreme JIeKapCTBEHHbIX MpenapaTos.
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MpofoMKNTENbHOCTL Kypca M KONUYEeCTBO Mpoueayp B AeHb
OnpeAenaATCA NoC/e KOHCYbTaLym € leYallm Bpayom.

I1pom ueonokKasaHusAa K npuMeHeHUuro

AbcosnomHele:
— VHAVBUAYaNbHasA HEMEPEHOCMMOCTb 3NIEKTPUYECKOTO TOKa;
— HanMyve NMMNAHTUPOBAHHOIO KaPAUOCTUMYNATOPA.

OmHocumesnbHble — B fLAHHBIX CJTyYasiX PEKOMEHI0BAHO NpriMe-

HeHVie NeKTPOCTUMYIATOPa COrNacoBaTh C fleyallM BpavoMm:

— 3NWUNENTUYECKUIA CTaTYC;

— HOBOOOpPa30oBaHKA (onyxonu) fIloOOoN STMONOTUN 1 NTOKaNn3a-
umu;

— OCTpble NMMXOPaL0YHbIE COCTOSIHNA HEICHON 3TUONTIOTUN;

— Tpom603bl BEH;

— COCTOSIHME OCTPOTO NMCUXMNYECKOTO, AJIKOTOSIbHOTO U HAapKO-
TUYECKOro BO30YXaeHUs.
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BHumaHue! Ha ¢oHe npumeHeHus annapama [ua/]9HC-
Kapouo o6s3ameneH npuem HA3HAYEHHLIX 8pPAYOM JieKdp-
CmeeHHbIX npenapamos! Vi3meHeHue cxeM MeOUKaMeHMO3HO-
20 JleYyeHUsA U yMeHbuwieHue 003 NPUHUMAeMbIX Npenapamos
803MOXXHO MOJIbKO Nocsie cmolikozo CHUxeHUA ALl nocne KoH-
CyJlbmayuu ¢ 1e4awum 8paqom.

Coomeemcmeue cmaHoapmam:
c € HacToAawmmn meguumMHCKNn annapat MMeeT MapK1UpoB-
Ky CE B cootBeTcTBUM € [Ipektuson 93/42/EEC no Bo-

0483 npocy meanunHCKoro O60pyﬂ,OBaHVI$I.
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2. KOMMJIEKTHOCTb M YCTPOMNCTBO U3LENUA

Kopnyc annapara

3KpaH

KpblLLKa
baTapenHoro orceka

KHOTMKa BKtoueHus/
BbIK/TlOYEHWNA

MaHKeTa
DnemMeHTbl MMTaHUA TUNa PykoBopactBo OyAp
LR6/AA,1,5B no sKkcnayartaumm



R
Cumesosnbl ducnnes:
NHanKauma BktoyeHns/
BbIK/IOUEHWA annapara MHavkauma 3apaga 6atapeit (Mu-
(cMmBOnN NOABNAETCA MPU  raeT — 6aTapen yMepeHHO pasps-
BKNKHOYEHNN annapaTa) KeHbl; FOPUT NOCTOAHHO — CPOYHO
CMEHUTE NCTOYHUKN I'IVITaHI/IFI)

@ ¢’ NHAVKaLma KOHTaKTa C KoxKell
(cMMBON NosABNAETCA Ha 3Kpa-

He MpU KOHTaKTe 3NeKTPoaoB
C KOXel)

NHAmKaums paboTbl neyebHoi npo-
rpamMmbl (CMMBOJIbI MOABAAOTCA
Npu BKIIOYEHVN COOTBETCTBYOLLEN

N $a3bl nporpammbl)

@— Ha4vasbHaA ¢a3a C MHAMBMAyanbHbIM BpeMmeHeM pa60TbI

(D- nepsas dpaza paboTbl neue6HOI NPOrpamMMmbl
(@ - BTOpas dasa paboTbl neyebHoI NPorpammb

) - okoHuaHMe neye6HOro ceaHca

12
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BHumaHue! UYmobsi uzbexams nosoMKu ¢ymiapd, yKaaobl-
salime MaHxemy annapama npasusisHo.

LWar 1. MNpogeTb KOHUYMK MaHXeTbl ye-
pe3 ckoby.

LLar 2. O6epHyTb MaHXXeTy BOKPYT KOp-
nyca annapata Tak, YTOObl CTOMOPHbIA
3NIeMEHT MaH»KeTbl OKasanca co CTopo-
Hbl KpbILIKY 6aTapeiiHoro oTceka.

LWar 3. YnoxuTb annapat B dyTnap.

o\)%
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3.MOPAAOK PABOTbI

MoproToBKa. Bo Bpemsa ceaHca nauyeHT MOXeT C1AeTb Unn fne-
aTb B yAOO6HOM ANA Hero nonoxeHuu. Mocne ceaHca 601bHOMY
pekomeHayeTcAa oTabIX B TeyeHne 20-30 MUHYT.

BHumaHue! Cmoa nposodume npouyedypel anndpamom
Jua/]HC-Kapouo Henb3A!

3.1. CHUMKTe C NeBOro 3ansAcTbsi Yacbl UM BGpacneTbl, OTOrHUTE
onexnay. MNepen ceaHCOM KoXa MaLMeHTa AOMKHA ObiTb Cyxoi 1
YnCTon.

3.2. [lepka KUCTb TalOHbIO BBEPX, MO-
MecTuTe annapaT Ha 3ansacTbe 3Kpa-
HOM BBEpPX Ha PaccToAHUM 1 CM OT fny-
ye3ansaCcTHOW CKNagKu.

3.3. 3aTAHMTE MaHXeTy 1 3akpenu-
Te TaK, YToObl MEXAY MaHXeTOW 1 3a-
nACTbeM He 6bI0 CBOGOLHOrO MpPo-

14
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CTPaHCTBA, a NeKTPOo bl annapaTa MNJIOTHO KaCcanCb KOXW, HO He

nepertArneanmn 3anAacTbe.

3.4. BkniounTte annapart, HakaB KHOMKY
(U annapat BKJIIOUYNTCA, NOAACT 3BY-
KOBOW CWrHan 1 Ha 3KpaHe nosABATcA
cumsonbl O, @y @), cBUAETEeNbCTBY-
olWMe O HaNNUYNM KOHTaKTa 3NeKTpo-
[10B C KOXeW 1 Havane ceaHca fieyeHus.

3.5. NpoBeguTe ceaHc nevyeHus. Ce-
aHc cocTomnT 13 3 das, KoTopble OTN-
YaloTCA MO YacToTe, BPEMEHM U aM-
nautyge Bo3gencTeuA. o okoHua-
HUW Kaxkpon dasbl pasfaeTca KOpoT-
K11 3ByKOBOW curHan. Mo okoH4aHun
ceaHca pa3faeTca AJIMHHBIA 3BYKO-
BOW CMIHan U HauMHAeT MUratb CMM-
gon @

15
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MpofomKNTENbHOCTL CeaHca onpeferneHa NpPorpaMmont u co-
CTaBnAeT B CpefjHeM 5-6 MUHYT.

3.6. CHuMnTE annapar.

3.7. BoiknounTe annapat — HaXKMUTE KHOMKY 0} yaepxmBas 1-3
CeKyHAbI MV NPV OTCYTCTBMM KOHTaKTa C KOXKel annapart OTKto-
ymTCA Cam Yyepes 3 MUHYTHI.

BHumaHue! [Tocsie kaxool npoyedypsl 371eKmpodbl annapama
cedyem obpabomames CMAaHOApPMHbLIM Oe3UHPUUUPYIOUWUM
pacmeopom (Hanpumep, cnupmossiM). XpaHume annapamsol
Heob6X00UMO C CyXUMU 3/1eKmpooamu.

16
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4. TEXHUWYECKOE OBC/NTYXXUBAHUE

4.1. ExXelHeBHOe TeXHUYECKoe O6CIyKMBaHUe LOJIXKHO cofep-
XaTb crnefytoLive onepayun:

— BHELUHWUIN OCMOTP 1U3genus;

— Ae3nHoeKkyma.

[na o6paboTKM 31EKTPOAOB MUCMONb3yNTe CTaHAAPTHble cpea-
CTBa Ae3nHPeKLUMN 1 MArkue candetkn 6e3 Bopca.

4.2, MpoBepka GpyHKUMOHNPOBAHUA annapata B COOTBETCTBUN C
yKa3aHWsaMK, NpuBeLeHHbIMU B pasgene 3.

4.3. Ecnu npegnonaraeTca He UCMOb30BaTh anmnapar B TeYeHne
ONUTENIbHOrO BpeMeHy, HeoOXoANMO U3B/eYb UCTOUYHMKU MTa-
HUs 13 GaTapenHoro oTceka (pasgen 5).

4.4, Mpy NOABAEHUN CMMBONA $Z HAa UHANKATOPE HYXKHO 3ame-
HWUTb UCTOYHUKM NTaHuA (pasgen 5).

17
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5.MoPAAOK 3AMEHbI UCTOYHUKOB NMUTAHUA

Mpy nosBNeHUN Ha 3KpaHe CUMBONa §Z (MUraeT — ymepeHHO
pa3psKeHbl UCTOYHUKWN MUTAHWUS, FOPUT MNOCTOAHHO — CPOYHO
CMEHWTb UCTOUYHVIKM NMUTAHWA) UK eCnv anmnapat He BKIoJaeT-
cA (CNbHO paspsPKeHbl UICTOYHUKMN NMUTAHWA) HEOOXOAUMO 3ame-
HUTb UCTOYHUKN NUTaHWA. [Ina 3Toro:

— OTKpoWiTe GaTapenHbIi OTCeK;
— WU3BJIEKUTE UCTOYHVIKM NUTAHWS;

— oCTaBbTe annapat 6e3 NCTOUYHU-
KOB NUTAHNA Ha 2—3 MUHYTbI;

— YCTaHOBWTE HOBbIE UCTOYHUKN
nutaHusa*, cobniogaa nonsap-
HOCTb.

¥% YcmaHaenueaiime moseko UCMOYHUKU NUMAHUS, npedycMompeHHsle 9115 OaH-
HO20 u30enus — muna LR6/AA, HoMuHanbHbIM HanpsxeHuem 1,5 B. [pu 3ame-
He pekoMeHOyemcsa Ucnos1b308dMb 371eMeHMbl NUMAHUA 00HO20 MuNa U 3ame-
HAMb 06a 31emeHma 00HOBPeMeHHO.

18



6. BO3MOHbIE HEUCIMTPABHOCTI
1 CNOCOBbbl UX YCTPAHEHUA

HeuncnpaBHocTtb

Cnoco6 ycTtpaHeHns

AnnapaT BbIKJ/TIO4AETCA, HE BKJIlOYaeT-
CA NN NoABNAETCA CMMBON ¢

NCTOUHUKM nuTaHua  pasps-
»eHbl — 3aMeHUTb UCTOUYHVKM
nuTaHuA (pasgen 5)

AnnapaT He BKJ/Il0YaeTCA nocne 3ame-
Hbl NCTOYHUKOB NNTaHUA

BblHyTb MCTOUYHUKM NUTaHUA,
BblAepKaTb annapaTt 2 MUHY-
Tbl 6€3 HMX, CHOBa YCTaHOBUTb
WNCTOYHUKN NUTaHuA (pasgen 5)

Ha mHAavKkatope He nosABnAeTCcA CUM-
gon @ (cepaue) Npu HaNUUUU KOH-
TaKTa C Koxken

Cyxan Koxa — npoTtepeTb Tam-
NMOHOM, CMOYEHHbIM BOLOM

Ha uHgmkatope He ucuesaeT cMMBON
C) (cepaue) Npy OTCYTCTBUM KOHTaKTa

OneKkTpoAbl 3arpA3HeHbl —
npotpute anekTpopl (M. 4.1)

BHumaHue! Bce Opyzue HeucnpasHocmu yCmpaHsiomcs Hd
npednpusmuu-uzzomosumesie UAU 8 CepBUCHbIX UeHMpPax

npeanpu,qm us-useomoesumeriA.
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7. TEXHUWYECKME XAPAKTEPUCTUKIA

7.1. 3aBUCMMOCTb GOPMbI 1 NMapamMeTPOB UMMYNIbCOB OT COMpPO-
TUBNEHVA HArpy3Kn

CH1 50.0v

W 5008

CH1 ./

Conpotusne- HanpskeHue
®dopma BbIXOAHOro CMrHana
HVe HarpysKkm peak-peak
+
Free Output =210V +20%

20



200 Ohm =8V +20%
CHi 2.00¥ M 10.ﬁ»s E£H1 Fa
ITH
=19V £ 20%
500 Ohm = 285 MA

W 10.00s
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1 kOhm

W

CHiF

=24V * 20%

2 kOhm

TR

T PAITS

CH1 ./

o 7007

=37V £20%
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10 kOhm

=99V + 20%

20 kOhm

=116V +20%
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7.2. TabapuTHble pa3mepbl, He 6onee 120x110x110 mm.
7.3. Macca, He 6onee 0,3 Kr.

7.4. MoTpebnsaemblii TOK, He 6onee 10 MA.

7.5. HanpsxeHve nuTaHnA aneKkTpocTumynaTopa, 3+0,6 B.

7.6. VICTOYHUK 2NeKTPONUTaHUA: 3NemMeHTbl NuTaHmA Tuna LR6/
AA, 2 W, HanpsaxeHnewm, 1,5+0,45 B.

7.7. AnnapaT aBTOMaTU4YeCKWN BbIKTIOYNTCA HE NOo3gHee, Yem 4ye-
pes 3 MUWHYTbI nocne nocnegHero npunoXeHunsa 3neKTpoaoB K
KOXe NayneHTa nnm nocse ANTesIbHOro HaatmAa Ha KHOTKY.

7.8. YacToTbl CflejoBaHNA MMNYIbCOB:

—9.240.2 Ty — B dasax lull;

— 77%7 Tun 10+0.5 Ty, mogynunpoBsaHHble YyactoTton 2+0.5 Iy (pe-
Xum“7710") — B daszellll.
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7.9. dneKTpOMarHNTHOe n3syyeHune

Tect CooTBeTcTBUE YcnoBua ncnonb3oBaHnA
BY n3ny- dnekTpocTumynatop AualdHC-Kapano
YeHne Knacc B MOKeT NCNONb30BaTbCA BO BCEX yUpeXKae-
CISPR 11 HUAX, BKJOYAA fOMallHee UCNOoSib30BaHne

7.10. YcTonumsocTb K BY nsnyyennio

Tect IEC 60601-1-2 Mpremnembii
YCNoBUA TeCTUPOBaHNA ypoBeHb
IEC 61000-4-6 3Vrms 150 kHz to 80 MHz 3Vrms
IEC 61000-4-3 3V/m 80 MHz to 2,5 GHz 3V/m

25
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7.11. YCTONUMBOCTb K 3N1€KTPOMArHUTHbIM MOAAM

TectoBbIl | YpoOBeHb co-
Tect Ycnousa ncnonb3oBaHuA
ypoBeHb | OTBETCTBUA
Mon gomxeH 6bITb Aepe-
BAAHHbIN, 6ETOHHbIN NTN60
SneKTDOCTATH 13 KepamMmnyeckowm niamT-
P +6kV KOH- +4kV KoH- Ku. B cnyuae, ecnvi non
yeckuin paspag
(ESD) TakT TakT MOKPbIT CUHTETUYECKN-
+8kV Bo3a. | +8kV Bo3a,. M1 MaTepuranamm — oT-
IEC 61000-4-2 A A P
HOCKTeNbHasA BNaXKHOCTb
BO3/yxa AO/MKHA ObITb
He MeHee 40%
XapaKTepucTrkm mar-
MarHuTHble HUTHBIX NOJMeN JOMK-
nons 3A/m 3A/m Hbl 6bITb TUMOBLIMW, 4151
IEC 61000-4-8 KOMMepUeCKMX 3aaHNN 1
yCnoBuUin 60NbHAL,.
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7.12. PekomeHaaLmu no onpepaeneHunio Heo6xoanMOoro paccTos-

HUA mexay snektpoctumynatopom AunaldHC-Kapguo n pagmno-
n3nyyarwwmm obopyaosaHnem

YacToTa 150kHz - 150kHz - 800MHz -
nepepatunka 80MHz 800MHz 2,5GHz
BbipaskeHue d=12+P d=1,2+/P d=23+/P

3aABneHHan makcu- Heobxoanmoe | Heobxoanmoe | Heobxoanmoe
MasibHas BbIxoAHasn
paccTonHune paccTonHue paccTonHue
MOLLHOCTb Nepeaat-
[m] [m] [m]
ynka [w]
0,01 0,12 0,12 0,23
0,1 0.38 0,38 0,73
1 1,2 1,2 23
10 3,8 3,8 7,3
100 12 12 23

n3genve tna BF.
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8. MPABWJIA BE3ONACHOCTHU

BHUMaTeNbHO MpouTUTe BCO MHPOPMALUIO, Ccoflepa-
LytoCA B JaHHOM PYKOBOZCTBE MO 3KCM/yaTaluu, B KO-
TOPOM COLEPXKUTCS BaxkHas MHbOPMaLIMS, KacaloLwancs
Ballleil 6e30MacHOCTY, a TaKXKe PeKOMeHZaLuUy No npa-
BUJIbHOMY UCMOJIb30BAHMIO 1 YXOAY 3a annapaTom.

Annapat He NpeACTaBseT ONnacHOCTY AN NoJb3oBaTe-
nen BBUAY NPUMEHEHNA BHYTPEHHENO NCTOYHMKA TOKa
HU3KOTO HAaMpPsXXeHWs, M30MPOBaAHHOIO OT paboyen
YyacTun annapata (13genve Tuna BF).

AnnapaT Henb3A WCNONb30BaTb ANA JIEYEHUA nauu-
€HTOB, UMELMX WMMIAHTUPOBAHHbIE 3NEKTPOHHbIE
YCTPOWCTBa (HanpuUMep, KapPANOCTUMYNIATOP) 1 ANA fne-
YeHUA MaLUeHTOB C MHAMBULYaNIbHOW HeNepeHOCMMO-
CTbIO 3N1EKTPUYECKOTO TOKa.

3anpelleHo NPUMeHATb anmnapaT B obnacti NpAMONn
npoeKuun cepgua cnepeau.
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Bo Bpema cTumynaummn He cnegyeT NoaknoyaTb nauym-
€HTa K KaKoMy-IMbo BbICOKOYACTOTHOMY 3neKTpuye-
CKoMy npubopy, OAHOBPEMEHHOE MCMOob30BaHme an-
napata v Apyroro 31eKTpoobopPyAOBaHNA MOXET Npu-
BECTMN K OXKOraM 1 K BO3MOXXHOMY MOBPEXKAEHUNIO anmna-
parta.

PaboTta B65113M KOPOTKOBOJ/IHOBOIO U MUKPOBOJTHO-
BOro o6opy,uosaH|/m MOXET Bbl3BaTb HECTAOUSIBHOCTb
BbIXOAHbIX NapaMeTpOoB annapara.

M3penve copepXuT Xpynkue snemeHTbl. lMpepoxpa-

HAWNTE OT yAapoB.

Annapart He ABAAeTCA BofoHemnpoHuuaembim. Obepe-
ravite oT nonafgaHvs BRaru.

Bce paboTbl MO PEMOHTY 3LeNUs JOMKHbI MPOBOANTD
KBanM@ULMPOBaHHbIE CMEeLUanmncTbl Ha NpeanpUATAN-
N3roToBUTENE.
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Ycnosus mpaHcnopmuposaHus: Temnepatypa oT -50
[0 +50°C, oTHOCKTeNbHasA BNaXHOCTb Bo3ayxa oT 30 fo
93%, atMmocdepHoe aaBneHune ot 70 pgo 106 Ka.

Ycnosusa xpaHeHus: Temnepatypa ot -50 go +40°C, oTHo-
cuTenbHasA BNaXKHOCTb Bo3ayxa oT 30 Ao 93%, atmocdep-
Hoe naBneHune ot 70 no 106 Kla.

Ycnosus skcnnyamayuu: Temnepatypa ot 10 go 35°C, oT-
HOCUTeNbHaA BNaXKHOCTb Bo3Aayxa oT 30 go 93%, atmoc-
depHoe pgaBneHune ot 70 go 106 klla.

Ecnn annapat xpaHunca npu temnepartype oKpy»katoLe-
ro so3gyxa Hxe 10°C, BblgepXuTe ero B HOPMasnbHbIX
KNMMaTUYECKNX YCNOBMAX He MeHee ABYX 4YacoB nepep
MNCMONb30BaHNEM.
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Ymunusayus:
Bce ynakoBouYHble maTepuranbl He OKa3blBalOT BPefHO-
ro BO3[ENCTBUA Ha OKPY»KaloLLYyI0 Cpefy, NX MOXKHO KC-
nosib30BaTb MOBTOPHO.

OTgenbHbli COOp 3NEKTPUUYECKOTO 1 SNEKTPOHHOro
obopynoBaHus.

Crapblii annapar He SBAAETCA COBEPLUEHHO HEHYXKHbIM
mycopom! OH COAEPXNT LieHHble MaTepuarbl, KOTopble
MOTYT 6bITb BTOPUYHO MCMONb30BaHbl MOC/e yTUn3a-
LMK C yueTom TpeboBaHMIN OXpaHbl OKpy»KatoLen cpe-
Abl. CaBanTe UX B creyyanbHO NpefjHa3HayeHHble me-
CTa (NPOKOHCYNBTUPYTECH B COOTBETCTBYIOLUMX CIYX-
6ax BalLero paoHa) ana ux cbopa 1 nepepaboTKu.
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9.TAPAHTUUN U3rOTOBUTENA

9.1. MNpeanpuATne-N3roToBUTENb rapaHTUPYeT MUCNPaBHYIO pa-
60Ty annapata npv cobnoaeH yCnoBri SKCNayaTaLum, TpaHc-
NopTUPOBAHMA N XPaHEHWA.

9.2. Cpok cny»6bl nsgenna — 5 net. Mpu cobnogeHnn npasun
SKCMNyaTaumy CPoK CRy»KObl MOXeT 3HauuTenbHO MPEBbLICUTb
opuLManbHO YCTaHOBIEHHDI.

9.3. [apaHTUHBIN CPOK SKCNyaTaunn nsgenna — 24 mecaua co
OHA NpoJaxu.

9.4. Mpopasel (M3roToBUTENb) UMW BbINOSHAWOLWAA GYHK-LUN
npogasua (M3roToBUTENA) Ha OCHOBAaHMY [OrOBOPa C HUM opra-
HM3aUMA He OTBEYAET 3a HeOCTaTKM, EC/AIN OHN BO3HUKAN nocsie
nepegaun nsgenus noTpeouTesnto BCregcTeme:

1) HapyLweHMA noTpebrTenem NpaBun TPaHCMOPTUPOBKHU, XpaHe-
HWA, yxoda W dKCnyaTauum, NpeayCcMOTPEHHbIX HaCTOALWMM
pYKOBOACTBOM;

2) MexaHMYeCKNX NoBPeXAeHWUN;
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3) BenCTBUIA TPETbUX NNLL;
4) HenpeoZoNNMON CUIbI.

9.5. fapaHTUiHble 06A3aTeNbCTBA HE PACMPOCTPAHAIOTCA Ha 13-
Jenua C HapyLWEeHHbIMM 3aBOACKUMU MioMbGamu.

9.6. B cniyyae oTkasa M3fenua uam ero HeMcnpaBHOCTU B Nepu-
o[, AeNCTBMA FrapaHTUIAHbIX 06A3aTeNbCTB, a TakKe OOHapy»xe-
HMA HEKOMMIEKTHOCTU, BNagesnel, U3fenvsa Ao/MKeH HanpaBUTb
B afpec npeanpuATMA-U3roTOBUTENA WX ero npepcTaBuTens
3aABKY Ha PEMOHT (3ameHy) C yKazaHuem GbaMuanm, UMeHu, oT-
YyecTBa, aApeca, Homepa TenedoHa, KPaTKNM OMUCaHEM Henc-
NPaBHOCTW, AATOW N YCNOBUAMY €€ NPOABNIEHNA.
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Adpec npednpuamus-u3zzomoeumens:
OO0 “PL| APT”

620146, Poccus, r. EkKaTepuH6ypr

yn. Akagemuka lNoctosckoro, 15
TenedoH: +7 (343) 267-23-30
http://www.denascorp.ru

3NEKTPOHHbIN agpec: corp@denascorp.ru

OchuyuansvHeili npedcmasumens e Eeponelickom Corose:
DENAS-CZ s.r.0.,

Na Vyhledé 3a, 36017 Karlovy Vary, Czech Republic

tel/fax: +420 353 549 285

e-mail: denas.cz@seznam.cz
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10. CNELUUAJIBHAA UHOOPMALINA

10.1. MepguunHckoe wu3sgenve [Auna[SHC-Kapguo wncnonbsyet
31EKTPOMArHUTHYO SHEPTUI0 TOSIbKO AN BHYTPEHHUX GYHKLMIA.
B cBA3M C 3TMM M3nyyeHUe annapata MAHUMANbHO U He JOMKHO
OKa3blBaTb BO3LENCTBUA Ha BnvKalllee 3n1eKTPOHHOe obopyao-
BaHue. MegnumHckoe nsgenune AualdHC-Kapano MoxeT 6bITb UC-
MoJsIb30BaHO B NIOObIX YUpEXAEHNAX, BKOUas JOMaLIHee UCMofb-
30BaHue.

MegnumHckoe nsgenune AualoHC-Kapano He fomXHO MCNONb-
30BaTbCA COBMECTHO C Apyrum obopyaoBaHmem. B cnyuae, ecnn
coBMecCTHas paboTa meguumnHckoro nsgenua AualdHC-Kapgro
1 gpyroro obopynoBaHuna Heobxoauma, MeguLMHCKoe n3genuve
1 o6opyAoBaHVe AOMKHO ObITb MPOBEPEHO Ha NPaBUIbHOCTb CO-
BMeCTHOW paboTbl B yCNIOBUAX (pexunmMax paboTbl), B KOTOPbIX Oy-
[€eT 1CNoJIb30BaThbCA.

10.2. dneKTpoMarH1THble yCnoBuA
MegnunHckoe nsgenve AualoHC-Kaparo npegHasHayeHo ana
paboTbl B onpefeneHHbIX YCIOBUAX NIEKTPOMArHUTHONM cpeppbl.
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3aka3uuKky (nonb3oBaTento) cnepyeT ybeamuTbCs, YTO YCNOBUA

3/1eKTPOMArHUTHON Cpefibl COOTBETCTBYIOT TPEOYEeMbIM 3HaUYeHM-
AM.

dnekmpocmamuyeckull  paspad (ESD): non ponxeH ObiTb
[epeBAHHDIN, OETOHHBbIN NGO M3 Kepammyeckon nAUTKW. B
cflyyae, ecnv Mon MOKPbIT CUHTETUYECKMU MaTepranamu,
OTHOCMTENbHAA BIAXKHOCTb BO3AYyXa AOMKHA ObITb He MeHee 40%.

BY-u3nyyeHue: nopTaTUBHbIE U MOBUIbHbIE YCTPONCTBA ClefyeT
MCNoMb30BaTh Ha PAaCcCTOAHMM [0 NOOOI 13 YacTel MegULIMHCKO-
ro n3fenus He 6NMXKe, YeM PacCTOAHME, ONpefenseMoe creayto-
LM BblpaKeHVem:

PekomeHayemoe pacctosHue d= 2,3 v/ P (800 MHz to 2,5 GHz).

P — MaKkcMMmanbHas BbIXOAHAA MOLLHOCTb, COFacHO UHbopMaLmm
npoussoauTens.

MazHumHsie nosiA: NnapaMeTPbl MarHUTHOMO MO AOJSIXKHbI ObITb B
npenenax HOPMbl ANt KOMMEPUYECKUX 34aHNI 1 ANs YCIOBUIA Me-
OVILUHCKNX YUpexaeHun .
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10.3. PekomeHayeMble OeNCTBMA NONIb30BaTeNsa:

Snekmpocmamuyeckud paspso (ESD):

Monb3oBaTento cnepyeT NPUAEPKMBATLCA CEAYOLWNX AeACTBUN

[NA CHVPKEHNA BEPOATHOCTU 31EKTPOCTAaTUYECKOro paspsaaa:

— He cfiefyeT NCMNob30BaTb OAEXAY U3 CUHTETUYECKMX MaTepu-
anos;

— non JoMKeH 6bITb fepeBAHHbIN, 6ETOHHBIN NGO 13 Kepamu-
yeckon NAMTKK. B cnyyae, ecnv non NOKPbIT CUHTETUYECKUMMN
MaTepuanamm, OTHOCUTeSIbHasA BIaXXHOCTb BO3Ayxa AO/KHA
6bITb He MeHee 40 %.

BY uznyyerue:

MepcoHan (nonb3oBaTesib) AOMKEH BbLIMOMHATL Clieaylolme
Mepbl: MUHUMANbHOE PacCcToAHME OO MOPTATUBHBIX YCTPOWCTB
CBA3U (coTOBblE TenedoHbl, 6ecnpoBoAHble TeNepoHbl) [OMKHO
6bITb MPUMEPHO 3 MeTpa B CJlyyae, eC/in BbIXOAHAs MOLLHOCTb
YCTPOWCTB NpeBbiwaeT 2 BT.
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1. FUNCTION

The DiaDENS-Cardio apparatus is intended for therapeutic non-
invasive (without damaging the skin surface) course treatment
of biologically active zones of the wrist by the method of dy-
namic electrostimulation for correction of the arterial blood
pressure (AP) and normalization of the general state of health.
The apparatus is intended for people of over 14 years of age
with a labile form of the arterial hypertension and patients with
a lasting increase of the arterial blood pressure (essential hy-
pertension) as an additional treatment on the background of
drugs taken.

The DiaDENS-Cardio apparatus combines frequency 9.2 Hz which
is traditionally applied for treatment of hypertension and a spe-
cially developed mode “77 10" intended for producing a general
sedative effect.

Electrostimulation with the DiaDENS-Cardio apparatus promotes
normalization of the vessel wall, dilatation of capillaries, and im-
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provement of hemodynamics in the system of cutaneous micro-
circulation.

As a result of these:

— arterial pressure is being stabilized at the level acceptable for
a patient;

— cenesthesia improves;

— psycho-emotional state improves;

— physical efficiency increases;

— the risk of complications of the essential hypertension is re-
duced;

— quality of the patient’s life improves.

The DiaDENS-Cardio apparatus is intended for course treat-
ment of patients with arterial hypertension as an additional
treatment on the background of basic drug therapy.

Evenin cases of situational (single, seldom) increase of the arterial
blood pressure a course treatment of not less than 10 procedures
is necessary, 1-2 procedures daily. Meanwhile, in the beginning
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of treatment a temporary destabilization of the arterial blood
pressure with its further stable reduction may be observed.

Apparatus treatment has an effect of “accumulation” that is AP
becomes stable by the end of the treatment course.

Application:

DENS procedure is to be carried out 1-2 times daily, better in one
and the same time of the day regardless of the AP level before
the procedure.

Patients with essential hypertension need repeated regular treat-
ment courses minimum once a month (for instance from the first
to the 15" day of each month).

Attention! There is no need to control AP after the procedure.

In compliance with international recommendations, it is recom-
mended for patients with essential hypertension to keep a “jour-
nal of AP”and measure arterial blood pressure three time a day at
one time (morning, afternoon, evening), even if the patient feels
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good. In case of any complaints (headache, vertigo, pain in the

heart, intermission in the heart work, weakness, syncopal state
and others) an additional measurement of AP is needed.

It is strongly FORBIDDEN that the patient with a considerable
increase of AP and high risk of vascular complications (myocar-
dial infarction, cerebral stroke, thromboembolism) stops taking
the drugs him/herself on the background of treatment with the
DiaDENS-Cardio apparatus. After having a stable hypotensive ef-
fect registered in the “journal of AP’ regimes and doses of drug
treatment may be changed by the attending doctor.

Patients with seldom periodical and slight increase of the arterial
blood pressure (not higher than 150 mmHg) — labile arterial hy-
pertension — can apply the DiaDENS-Cardio apparatus as mono-
therapy. Such an approach can retard and prevent the disease
from converting into a stable form.

Indications for Application:
— stable high arterial blood pressure of patients with essential
hypertension — as an addition to complex drug treatment;

42



EN]

— episodic increase of AP under stressful situations, changes of
weather conditions and so on in patients with a labile form of
arterial hypertension.

Recommendations for application of the DiaDENS-Cardio appara-
tus for course treatment: carry out 1-2 procedures a day during 10-
15 days regardless of the AP indices before the procedure. With a
stable form of arterial hypertension, repeat the courses monthly.

Recommendations for one-time application of the DiaDENS-Cardio
apparatus for persons with susceptibility to AP increase under ill-be-
ing: take a hypotensive medicine recommended by your attend-
ing doctor and additionally carry out treatment procedures with
the DiaDENS-Cardio apparatus every 1-1.5 hours until the com-
plaint is eliminated. In case of long-lasting high arterial blood
pressure, address the doctor.

Recommendations for application of the DiaDENS-Cardio appa-
ratus for patients older than 70 years of age: in the advanced age
a slower rate of AP reduction. For this a recommended order of
treatment with the DiaDENS-Cardio is once a day. Treatment
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course — not more than 7-8 procedures. It is advisable to repeat
the treatment course after 10-15 days break.

During first treatment course, AP can fluctuate a little that’s why
the patient shall continue taking the hypotensive medicines pre-
scribed by the doctor.

Recommendations for application of the DiaDENS-Cardio appa-
ratus for patients with malignant hypertension: malignant hyper-
tension is a stable high arterial blood pressure, more than 180
mmHg that cannot be treated with drug correction under correct
adequate and systematic taking of drugs.

Course duration and number of procedures per day shall be de-
termined after consulting an attending doctor.
Contraindications to Application:

Absolute:
— individual intolerance to the electric current;
— implanted cardiostimulator.
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Relative — in these cases it is recommended to use the electros-
timulator only after consulting your attending doctor:
— epileptic seizure;
— neoplasms of any etiology and localization;
— acute febrility of unclear etiology;
— vein thrombosis
— condition of acute psychic excitement, alcoholic or drug in-
toxication.

Attention! On the background of application of the DiaDENS-
Cardio apparatus taking the drugs prescribed by the doctor is
obligatory! Changing the regimes of medical treatment and re-
duction of doses of the drug to be taken is allowed after stable
reduction of AP and after consulting your attending doctor only.

Compliance with standards:
This medical device is CE marked according to the Di-

0483 rective 93/42/EEC on medical equipment.
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2. COMPLETE SET AND APPARATUS ARRANGEMENT
Apparatus body

Display

Cover of the power
source compartment

ON/OFF button

Cuff

S LZ O

Batteries LR6/AA, Operations Manual Case
1.5V type
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Symbols of the display:

Unit ON/OFF indication
(the symbol is displayed

when  the
switched on)

unit

is

EN]

Replace the power source (blink-
ing — the batteries are partly
discharged / stable — replace the
power source urgently)

@®

=

Contact with skin surface

Treatment  program  operation
indication (symbols are displayed
when the relevant phase of the

N program is activated)

(M- initial phase with individual operation time

(- first phase of the treatment program

(@ - second phase of the treatment program

@) - treatment completed
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Attention! To avoid breaking the case, fold the cuff of the appa-
ratus in a correct way!

Step 1. Pass the end of the cuff through
the loop.

Step 2. Fold the cuff around the appa-
ratus body that the lock element of cuff
be on the side of thecover of the power
source compartment

Step 3. Place the apparatus into the
case
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3. ORDER OF TREATMENT

Preparation. During the procedure, the patients can have a com-
fortable sitting or lying position. After the treatment procedure,
the patient should relax for 20-30 minutes.

Attention! It is forbidden to carry out procedures with the Dia-
DENS-Cardio apparatus in a standing position!

3.1. From the left wrist take off watches or bracelets, fold the
sleeve back. Skin should be dry and clean.

3.2. Hold your hand with your palm
up, place the apparatus on your
wrist with the display up 1 cm from
the wrist joint.

3.3. Tighten the cuff and fix it as
there is no free space between the
cuff and your wrist, the apparatus
electrodes touching the skin sur-
face but not binding the wrist.

49



50

3.4. Turn the apparatus on by press-
ing the ® button — the apparatus
will turn on and produce a sound
signal and the display will show the
following symbols ©, ® and @
which indicate the contact of elec-
trodes with skin surface and begin-
ning of the treatment procedure.

3.5. Carry out the treatment pro-
cedure. The procedure consists of
three stages, which are different in
frequency, time and amplitude of
treatment. After the end of stage,
the apparatus produces a short
sound signal. After the end of the
procedure the apparatus produces
a long sound signal and the symbol
@ will start blinking.
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The duration of the procedure is determined by the programme

and is approximately 5-6 minutes.

3.6. Take the apparatus off.

3.7. Turn the apparatus off by pressing the ® button holding it
during 1-3 seconds, or with absence of contact with skin surface
the apparatus will turn off automatically after 3 minutes.

Attention! Treat the apparatus electrodes with a standard disin-
fection solution (for instance, alcoholic solution) after each pro-
cedure. Keep the apparatus with dry electrodes.
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4. TECHNICAL MAINTENANCE
4.1. Daily technical maintenance should include the following:

— external examination of the apparatus;
— disinfection of electrodes.

Use standard disinfection means and soft napless napkins to
clean the electrodes.

4.2. Check of service ability of the apparatus in accordance with
instructions in Part 3.

4.3.If the apparatus is supposed not to be used for a long period,
remove the power source from its compartment (Part 5).

4.4. Having noticed the symbol ¢ on the indicator, replace the
power source (part 5).
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5. ORDER OF REPLACING THE POWER SOURCE

When the symbol £ appears on the display (blinking - power
source is partly discharged, on - replace power sources urgently)
or if the apparatus does not turn on (the power sources are dis-
charged), you need to replace the power sources. For this:

(?T_. — open the power source

compartment;
I — remove the power sources;
— let the apparatus stay with-
- out power sources during
2-3 minutes;
DIADENS . 1 Jp@

% install only that power sources which are intended for this device - type
LR6/AA, rated voltage 1.5 V. When replacing the power sources it is rec-
ommended to use power elements of the same type and replace both

elements at the same time.

— install new power sources*,
taking into the polarity.
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6. TROUBLESHOOTING LIST

Trouble

Method of eradication

The apparatus turns off, does not
turn on or the display shows the

sign 624

Power sources are discharged -
replace power sources (part 5)

The apparatus does no turn
on after replacement of power
sources

Remove power sources, let the
apparatus stay during 2 minutes
without them and install power
sources again (part 5)

The display does not show the
symbol @) (heart) with contact
with the skin surface

The skin surface is dry — wipe it
with a wet tampon

he display shows the symbol @
(heart) when there is no contact
with skin surface

The electrodes are dirty — wipe the
electrodes
(item 4.1)

Attention! Other troubles must be eradicated by the manufac-
turer or at the service centers of the manufacturer.
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7. SPECIFICATIONS

7.1. Dependence of Shape and impulse parameters on load re-
sistance

Load Voltage
X Shape
resistance peak-peak

=210V =+

Free Output 20%

111 . £ Y TS ST
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T

200 Ohm =8V +20%
CHi 200V W 0015 CHi 7
L
=19V + 20%
500 Ohm |, =285 mA
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1 kOhm

=24V £ 20%

2 kOhm

TR

o 7007

T PAITS

CH1 ./

=37V £20%
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o 200

W 0015 tHi 7

10 kOhm =99V £ 20%
CHi 200V : ;nzs.ﬁ»s : C‘H1 f:
I
=116V +
20 kOhm 20%
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7.2. Dimensions of the apparatus, not more than 120x110x110
mm.

7.3. Weight, not more than 0.3 kg.

7.4. Consumable current, not more than 10 mA.

7.5.Voltage of the electrostimulator power supply 3+0.6 V.

7.6. Power supply: battery type LR6/AA, 2 pcs, voltage 1.5+0.45 V.

7.7. The apparatus automatically switches off not later than in 3
min after the last contact of the electrodes to the patient’s skin or
after pressing and holding the button.

7.8. The apparatus generates the following frequencies of im-

pulses:

— 9.240.2 Hz — during phases | and II;

— 7747 Hz and 10+0.5 Hz, modulated by frequency 2+0.5 Hz
(“7710"mode) — phase lII.
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7.9. Electromagnetic Emissions

Emission Test | Compliance | Guidance electromagnetic Environment
RF emissions The PerabIg electrostimullator DiaDE.NS-
CISPR 11 Class B Cardio is suitable for use in all establish-
ments including domestic establishments

7.10. RF Immunity

Immunity test IEC 60601-1-2 Test Level | Compliance Level
Conducted RF 3Vrms 3Vims
IEC 61000-4-6 150 kHz to 80 MHz
Radiated RF 3V/m 3V/m
IEC 61000-4-3 80 MHz to 2,5 GHz
7.11. Electromagnetic Immunity
Immunity Test |Compliance Guidance electromagnetic
Test Level Level Environment
Floors should be wood, concrete,
EIeFtrostatic 16KV way r ceramic ti!e. If FIoc?rs are cover.ed
Discharge contact | contact with synthetic material, the relative
(ESD) +8KV air | +8KV air humidity should be at least 40%.
IEC 61000-4-2| - Explanation and training of stuff in
ESD-precautionary procedures.
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Power fre Power frequency magnetic fields
quency .
g should be at levels characteristic of|
Magnetic 3A/m 3A/m . L ]
felds a typical location in a typical com-
mercial or hospital environment.
IEC 61000-4-8 P

7.12. Recommended Separation Distances (d) between Portable

and Mobile RF Communication Equipment and Portable elec-

trostimulator

DiaDENS-Cardio.

Frequency of 150kHz to 800MHz to
Transmitter 150kHz to 80MHzZ 800MHz 2,5GHz
Equation d=1,2+/P d=1,2+/P d=2,3+/P
Rated maximum Separation dis- | Separation dis- | Separation dis-
output power tance [m] tance [m] tance [m]
of Transmitter [w]
0,01 0,12 0,12 0,23
0,1 0.38 0,38 0,73
1 1,2 1,2 23
10 3,8 3,8 7,3
100 12 12 23
(3
R device of BF type.
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8. SAFETY MEASURES

B &Y >

Read all the information in the present manual careful-
ly! The manual contains important information of your
safety as well as recommendations of correct usage and
unit care.

The apparatus is not electrically dangerous for the
patient due to its built-in low voltage electric power
source, isolated from the operational part of the appa-
ratus (device of BF type)

The apparatus must not be used for treating patients
with implanted electronic devices (for example, cardi-
ostimulator) and for treating patients with individual
electric current intolerance.

The apparatus must not be used in the area of direct
projection of the heart on the front of the body.
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During stimulation the patient must not be connected
to any high-frequency electric device, simultaneous ap-
plication of the apparatus and another electric device
can result in burns and possible damage of the appa-
ratus.

Operation in the close proximity to shortwave or micro-
wave equipment may produce instability in the stimula-
tor output.

The apparatus contain fragile elements. Keep it from
blows and drops.

The apparatus is not waterproof. Protect it from water.

All the repair works for the apparatus shall be carried by
qualified personnel of the manufacturer.
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Conditions of transportation: temperature from -50 to
+50°C, relative air humidity from 30 to 93%, atmospheric
pressure from 70 to 106 kPa

Conditions of storage: temperature from -50 to +40°C, rel-
ative air humidity from 30 to 93%, atmospheric pressure
from 70 to 106 kPa

Operation conditions: ambient air temperature from 10°C
to 35°C, relative air humidity from 30 to 93%, atmospheric
pressure from 70 to 106 kPa.

If the apparatus is stored at the temperature below 10°C,
keep it under normal conditions at least for two hours be-
fore use.
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Recycling:
All the package materials are environmental-friendly
and can be reused.

Separate assemblage of electric and electronic equip-
ment.

The old apparatus is not useless garbage! It contains
valuable materials, which can be recycled in compli-
ance with rules on environmental protection. Hand
them to specially assigned centers for collection and
recycling (consult your district authorities).
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9. GUARANTEES OF THE MANUFACTURER

9.1.The manufacturer guarantees the compliance of the appara-
tus on condition the conditions of operation, transportation and
storage are observed.

9.2. The operation lifetime is 5 years. Observation of operation
regulations can considerably increase the lifetime set by the
manufacturer officially.

9.3. The guarantee period of operation is 24 months from the
date of sale.

9.4. The seller (manufacturer) or organization carrying out the

functions of the seller (manufacturer) on a contractual basis is not

responsible for the defaults should they occur after the disposal
of the apparatus as a result of:

1) a failure on the part of the consumer to comply with the rules
of transportation, storage, care and operation provided for by
the present manual;

2) mechanical damages;
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3) actions of the third party;
4) force-majeure.

9.5. Guarantee obligations do not apply to products with broken
manufacturer’s seals.

9.6. In case of unit breakdown or malfunction within the war-
ranty period, as well as in case of incomplete shipping is found,
the owner must send the following documents to the manufac-
turer’s address or manufacturers’ representative: claim for repair
(exchange) with name, address, telephone number; defects list
with brief description of the malfunction, date and conditions of
its appearance.
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Manufacturer’s address:

LLC“RC ART”

620146 Russia, Ekaterinburg

Akademika Postovskogo Str., 15

Phone: +7 (343) 267-23-30

http://www.denascorp.ru, e-mail: corp@denascorp.ru

Official Representative in the European Union:

DENAS-CZ s.r.0.,

Na Vyhledé 3a, 36017 Karlovy Vary, Czech Republic
tel/fax: +420 353 549 285

e-mail: denas.cz@seznam.cz
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10. SPECIAL EMC-INFORMATION

10.1. The Portable electrostimulator DiaDENS-Cardio uses elec-
tromagnetic energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause any interfer-
ence in nearby electronic equipment.

The Portable electrostimulator DiaDENS-Cardio is suitable for use
in all establishments including domestic establishments.

The Portable electrostimulator DiaDENS-Cardio should not be
used adjacent to or stacked with other equipment, and that if ad-
jacent or stacked use is necessary, the DiaDENS-Cardio and the
other equipment should be observed to verify normal operation
in the configuration in which it will be used.

10.2. Electromagnetic Environment guidance

The Portable electrostimulator DiaDENS-Cardio is suitable for
use in the specified electromagnetic environment. The customer
and/or the user of the DiaDENS-Cardio should assure that it is
used in an electromagnetic environment as described below.
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Electrostatic discharge (ESD): Floors should be wood, concrete, or
ceramic tile. If Floors are covered with synthetic material, the rela-
tive humidity should be at least 40%.

Conducted and radiated RF: Portable and mobile RF communi-
cations equipment should be used no closer to any part of the
DiaDENS-Cardio including cables, than the recommended sepa-
ration distance calculated from the equation appropriate for the
frequency of the transmitter:

Recommended Separation distance d= 2,3 v P (800 MHz to 2,5
GHz) (The Factor 2,3 is a function of frequency)

P is the maximum output power rating of the transmitter in Watts
[W] according to the transmitter manufacturer.

Power frequency magnetic field: 1t should be at levels character-
istic of a typical location in a typical commercial and/or hospital
environment.

10.3. Description of the actions, the user must take to reduce en-
vironmental levels of the disturbance:
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Electrostatic discharge (ESD): A recommendation that all stuff in-
volved receive an explanation and training in ESD precautionary
procedures.

Stuff must be made aware to precautionary procedures:

— User shouldn't use synthetic clothing;

— Floors should be wood, concrete, or ceramic tile. If Floors are
covered with synthetic material, the relative humidity should
be at least 40%. Explanation and training of stuff in ESD-
precautionary procedures.

Radiated RF:

User should: keep a separation distance of minimal approx. 3 me-
ter with portable communication devices, such as cellular/cord-
less telephones with a maximum output power of 2 Watt.
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TAJIOH HA TAPAHTUAHbIA PEMOHT / COUPON
FOR WARRANTY REPAIR

HanmeHoBaHue: AnaldHC-Kapgro / Name: DiaDENS-Cardio

CepuinHbIN HOMep n3genusa
Serial No.

[ata nsrotosnenus / Date of manufacture

JNata nokynku / Date of selling

Bnapenev/Customer

Appec/Address:

TenedoH /Phone JomawHun/ home

pabounii / office

[laTa oTrpaBKun B PEMOHT
Date of sending for repair
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MpunynHa oTNpPaBKM B PEMOHT
Reason for repair

OTmeTKa 0 peMoHTe
Note about repair

noanNuCb AOMIKHOCTHOIO NiUa NPeanpUATUA, OTBETCTBEHHOIO 3a NPUeMKY
nocne pemoHTa / Signature of the official responsible for acceptance after repair

M3genve npoBepeHo, NPETEH3NI K KOMIMIEKTALIMV, BHELLHEMY BULY
He nmeto. / The apparatus was checked, | have no claims to the
complete set, appearance of the apparatus

Moannce nokynatens
Signature of the customer

[Hata nonyueHuns / Date

I'apaHmuﬂ Ha ompemMOHMuUpo8aHHoe uzdenue cocmasnsem 12 mecayes ¢ MOMeHma noJsy4vyeHus
u3denus u3 peMoHma. B ciyyae, ecnu 2apaHmuliHellti CpOK ¢ MOMeHMa npuobpemeHus usdenus
cocmasnsem 6onee 12 MecAyes, Mo 2apaHmus ucyucasemcs no 6onbuwiemy cpoky. A makxe
2apaHmuUiHeIl CPOK y8enu4usaemcs Ha 8pema HaxoxoeHus usdenus 8 pemoHme. / Warranty to the
repaired apparatus is 12 months from the date of taking the apparatus from the service center. In case
the warranty period from the moment of selling is more than 12 months, the warranty period shall be
calculated with a longer period. The warranty period will also increase for the period of repair.
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CBUAETEJIbCTBO O NMPUEMKE / CERTIFICATE OF ACCEPTANCE

ONeKTPOCTUMYNATOP YPECKOXKHbIN AnA Bo3aencTBrA Ha bA3 ina[ISHC-Kapano
Transcutaneous electrostimulator for stimulation of biologically active zones Dia-
DENS-Cardio

3aBopckoit Homep / Serial No.

[Nartausrotosnenus / Date of manufacture:

OTtmeTKa o npremke /
Signature of the official
responsible for acceptance:

[ata npogaxu / Date of sale

MNoanuck npopasua / Signature of the shop assistant,

C ycnosuaMu 2dpaHmuu 03HAaKoMJIeH, usdesiue NposepeHo, npemeH3uli K KoMnJiek-
mayuu, 8HewHemy 8udy He umelo. / | received information about warranty conditions,
the apparatus was checked, and | have no claims to the complete set, appearance of
the apparatus.

Modnuck nokynamens/Signature ofthe customer.
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