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000 «PL, APT», EkaTepuHOypr, Poccus
ANeKTPOCTUMYNATOP YPECKOXHbI NPOTUBOGONIEBOI NOPTATUBHbIN AS BO3AEACTBUSA Ha
6GUONOrM4YecKu akKTUBHbIE 30HbI U TOYKU CO BCTPOEHHBbIMU 31eKTPOAaMM

A3HAC/O3HAC+
PyKOBOACTBO MO 3KCrlyaTauum

YacTtb 1. TexHn4eckuin nacnopTt
TY 9444-001-44148620-2005 PL, APT 00.0-03.71-02 NNC

LLC “RC ART”, Ekaterinburg, Russia
Portable transcutaneous analgetic electrostimulator with built-in electrodes
for stimulation of biologically active zones (BAZ) and points (BAT)

DENAS/DENAS+
Operations Manual

Part 1. Technical Passport
TU 9444-001-44148620-2005 RC ART 00.0-03.71-02 PS
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HacToswwmit TexHm4eckuii nacnopT OTHOCUTCS K 3NIEKTPOCTUMYISTOPY YPECKOXHOMY NpoTnBo6oieBoMy nopra-
TUBHOMY /11 BO3OENCTBMS Ha OUONOrMYECKM aKTUBHbIE 30HbI M TOYKM CO BCTPOEHHbIMY anekTpoaamu JIOHAC.



1. NIPABUJ1A BEBOMNACHOCTHU
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BHUMAaTENLHO NPOYTUTE BCIO MHMOPMALIMIO, COAEPXAaLLYIOCS B JaHHOM PYKOBOACTBE Mo 9KCrly-
aTtauumn, B KOTOPOM COAEPXMUTCH BaKHaa MHbOopMaLms, kacaouwasaca Ballen 6e3onacHocTu, a
TakXe pekoMeHaaLmm rno npasuiibHOMY UCMOMb30BaHMIO 1 YXOy 3a anmnapaTom.

AnnapaT He npeacrtaBngeT onacHoOCTU ANd nonb3oBaTtenemn BBMOY NPUMEHEHNA BHYTPEHHEero NCToO4YHunKa
TOKa HU3KOro HanpsiXXeHus, U30NIMPOBaHHOIo OT paboyei yacTu annapaTta (us3genve Tuna B ¢ paboyein
yacTbto Tvna F).

Annapart Hefb3s UCMNOJIb30BaThb AN IeYEHMS U ANArHOCTUKUN MaUUEHTOB, UMEIOLLMX MMIMIIAHTUPOBAaHHbIE
3JIEKTPOHHbIE YCTPOICTBA (HanpuMep, KapanoCcTUMYISTOP) U ANS IeYeHUs NauMeHToB C MHOMBUAYab-
HOW HENEPEHOCVMOCTbLIO 3/1EKTPUYECKOIO TOKA.
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3anpellaeTcsa NpMMeHaTb annapaT B 061acT NPSAMO NPOeKLMN cepaLa crepeau.

Bo BpeMs CTUMYNALMA He CreayeT NoaKIyaTh naumeHTa K Kakomy-mbo BbICOKOYACTOTHOMY 3NEKTPU-
yeckomy nNprbopy, 0AHOBPEMEHHOE MCMOJIb30BaHME annapaTta 1 APYroro d/1eKTpoo6opya0BaHMs MOXET
NMPUBECTU K 0XOram 1 K BO3SMOXHOMY MOBPEXOEHMIO annapara.

PaboTta B6/1M3K KOPOTKOBOJIHOBOIO WM MUKPOBOJIHOBOrO 0060pYya0BaHMS MOXET Bbi3BaTb HECTAOUIIb-
HOCTb BbIXOAHbIX MapaMeTPOB annapara.



3ar|peu.LaeT0ﬂ noaxkn4aTb K annaparty nobble Apyrne ycTponcTBa, KPOME BbIHOCHbIX 3/IEKTPOLO0B, Bbl-
nyckaemblX npeanpuaTtnemM-m3rotoBmuTenem.

M3penve cogepxnTt xpynkne aneMeHTbl. [NpeaoxpaHanTe oT yoapos.

Annapart He siBnsieTcs BOAoHenpoHuuaembim. Obeperaiite OT nonagaHus Braru.
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ﬂ +50°C
0°C,

Bce paboTbl M0 PEMOHTY U3AENSA A0SIKHBI MPOBOANTL KBAMGMULIMPOBAHHbIE CreuManncTbl Ha npeanpu-
ATUN-N3rOTOBUTENE.

Ycrnoeus tpaHcnopTupoBanums: Temnepartypa ot -50°C go +50°C, oTHocuTenbHas BNaXXHOCTb BO34yxa OT
30 0o 93%, atmocdepHoe gasneHue ot 70 oo 106 klMa.

YcnoBusa xpaHenus: Temnepatypa ot -50°C go +40 °C, oTHocuUTenbHas BNaxHOCTb Bo3ayxa oT 30 oo 93%,
aTtmocdepHoe gaeneHue ot 70 oo 106 klMa.



YcnoBus akcnnyatayun: Temnepartypa ot +10°C go +35°C, oTHocuTeNbHas BNaxHOCTb Bo3ayxa ot 30 Ao
we 93%), atmocdepHoe gasneHme ot 70 no 106 kMMa.
+o%g Ecnu annapat xpaHuics npy TeMnepartype okpyxatoLiero Bo3ayxa Huke 10°C, BblaepXuTe ero B HopMarsib-
HbIX SKCMlyaTauMOHHbIX KIIMMATU4YeCKMX YCI1I0BUAX HEe MeHee BYX HaCcOoB nepen nMcnojib30BaHNEM.

Yrvnnszauusa:
’ @ Bce ynakoeouHble MaTepUanbl He OKa3bIBalOT BPEAHOrO BO3AEHCTBIS Ha OKPYXAIOLLYIO CPE/Y, UX MOXHO
.’ MCMOb30BaTb MOBTOPHO.

OTaenbHbIN COOP SNEKTPUHECKOTO 1 SNEKTPOHHOrO 0060PYA0BaHMS.

CTtapbili annapart He SBASieTCA COBEPLUEHHO HEHYXHbIM MycopoM! OH COAEPXUT LEeHHble MaTepuansbl,
KOTOpble MOTyT ObITb BTOPMYHO MCMNOMb30BaHbl NOCNE YTUAN3aLUum ¢ y4eToOM TpeboBaHNIA OXpaHbl OKPY-
xatoulen cpenpl. Coaearite nx B cneyuasnbHO npeagHasHavyeHHble MecTa (MPOKOHCYLTUPYNTECH B COOT-
BETCTBYIOLLMX Cly>0ax Ballero panoHa) onsa nx coopa n nepepaboTku.



2. HABHAYEHUE

ONeKTPOCTUMYNSTOP YPECKOXHbIV MPOTMBOOONEBON NOPTATMBHBIN AN BO3AENCTBMS HA BUONOrM4eckn akTuB-
Hbl€ 30Hbl M TOYKW CO BCTPOEHHbIMU anekTpoaamu JIHAC npegHasHavyeH ons TepaneBTUY4eckoro HEMHBa3NBHOMO
BO34ENCTBUS HA KOXHbI MOKPOB Ye/I0BEKA 1 OKa3aHWst OOLLLErO peryampyoLLero Bo3aencTens Ha Guanonormyec-
K1e CUCTEMbI YEJIOBEHECKOIO OpraHmM3ma, a Takxke Af1s neyeHnst GyHKLMOHAbHbIX PACCTPOMCTB B LLUMPOKOM Crek-
Tpe naTtonorunn.

MpuMeHsaeTcs B ObITOBLIX YCNIOBUSIX U B IE4EOHO-NPOPUNAKTUYECKMX YHPEXAEHUSX.

AnnapaT narotaBnmeaeTcs B AByx ucnonHeHunsx: JOHAC n A3HAC+. BapuaHT annapata A3HAC+ nmeet po-
NOJIHUTENbBHbIV pexnm «M31» 1 BCTPOEHHbIN pasbeM A5 NOAKIOHEHNS BbIHOCHbBIX 3/1EKTPOA0B.



3. TEXHUHECKUE XAPAKTEPUCTUKU
3.1. ICTOYHUK NUuTaHuS:

Tonbko 6atapes (6e3 akkymynaTopoB) TUNA 1,5 BLRE/AA, B.....oooiiviiii e 1,5+0,2
3.2. JNNTENBHOCTD CEPUU NUMIIYIIBCOB, Curvuevrertertetnessneetnestnessnessestessaessaessaessaesnaesneesneesneesnessaes o10,3004,5
3.3. JnnTenbHOCTb Nay3bl MEXAY CEPUSMU UMITYIIBCOB, C..vvuernerrnertneeterteetaestaesnesnassnaesnessnersneesnesneees 2,0+0,3
3.4. YacTtoTa numnynbcos, 'y B annapate A3HAC:

=1 0152 LY TSI L= To PP 10+1
=1 L LY LR L= o = L 1 T PP PPRPRPPRPRPRR 77+3
B annapate JOHAC+:

= Lo LY E N L=Tox B IR 1V G I PP 10+1
=1 L LY LR L= o = L 1 T PP PPRPRPPRPRPRR 77+3
3.5. Bpems HenpepbIBHOM paboTbl (C HOBbIM MCTOYHUKOM MUTAHUS, MYHKT 2.1), Y, ovieiiiiieieeiiein HE MeHee 4
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3.6. Macca NnpubopPa, KT, ...cc.uneverreerieeenineennneenns He 6onee 0,3 Puc. 1. Ma UMAVIb

3.7. abapuTtHble pasmepsbl 0 o 1 Gopva yrees
AMNNAPATA, MM, .ueueeneeeeeneaeeneaeeeneaneneanenns He 6bonee 195x65x45

3.8. abapuTHble pa3aMmepbl BCTPOEHHbIX 3N1EKTPOAOB

(UMEeeTCAa TPU ANEKTPOAA), MM......uvuenaenennanne. He 6onee, 7x50 { \

3.9. dopma nMnynbLCoOB NpUBELEHa Ha PUCYHKe 1.

AMMNANTYOQ UMOYNBCA......c.eeeveevevereereereenenen ~340V (R =10 kOm)
................................................................. ~60V (R=1kOm)
AmMnnnTyga curHana Ha MUMHUMasibHOM YPOBHE MOLLHOCTU CO- Vop*

cTaBnsaeT = 22% OoT aMnAnTydbl CUrHana Ha MakCUMaibHOM YPOB-
He mowHocTn (R=20kOMm).

3.10. AnnapaT aBTOMaTU4YeCKM OTKJIIOYUTCS He No3aHee, YeM
yepe3d 5 MUHYT nocne nocnegHero HaxaTnsa Ha OOHY U3 KHOMOK

*Vpp — pa3max umnynbca
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(kpome kHomku «Off») M nocne nocnegHero NPUNOXeHUs S1EKTPOAOB K MOBEPXHOCTU KOXHOMO NMOKPOBa NaumeHTa.
3.11 BnekTpomMarHnTHoE n3nyvyeHue

TecTt CooTBeTcTBUE YcnoBusi UICNONIb30BaHUSA
BY nanyyeHne OnekTpocTumynatop cepum JIHAC MOXET NCMOJSIb30BaTLCS BO
Knacc B
CISPR 11 BCEX YHPEXOEHUSX, a TAKXKE B AOMALLUHUX YCNOBUSX
3.12 YcTonumeocTb kK BY nanyyeHumo
TecTt IEC 60601-1-2 ycnoBus TeCTUpOBaHUS Mpuemnembii ypoBeHb
3Vrms
IEC 61000-4-6 150 kHz to 80 MHz 3Vrms
3V/m
IEC 61000-4-3 80 MHz to0 2,5 GHz 3V/m

12




3.13 YCTOMYMBOCTb K 971EKTPOMArHUTHBIM NOJIAM

IEC 61000-4-8

TecToBbIN YpoBeHb
TecT YcnoeBusa ncnosnb3oBaHUs
YPOBEHb COOTBETCTBUSA
. Mon pomxkeH 6bITb AEPEBSAHHBIN, OETOHHbIN TG0 13
OneKkTpocTaTNYeCcKni .
paspsia (ESD) +6kV KOHTaKT +4KkV KOHTaKT Kepamunyeckom nantkn. B cnyydae, ecnv non noKpbIT
IEC 61000-4-2 +8kV BO3LA. +8kV BO3L4. CUHTETUYECKMMU MaTepuanamMmy — OTHOCUTESbHasA
BJT2XXHOCTb BO3yxa A0JIKHA ObITb HE MeHee 40%
XapakTepuCTUKN MarHUTHbIX NONE JOKHbI ObITh
MarHuTHble nons o o
3A/m 3A/m TUMNOBLIMU, OJ11 KOMMEPYECKNX 30aHNV U YCII0BUA

ne4yebHO-NPodUNaKTUYECKNX YYPEXOEHUI
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3.14 PekoMeHpauum no onpeneneHnto HeobxoaAMMOro pacCToAHUS MexXay anekTpocTumMynsaTopom cepumn JIHAC

1 pagmonsnyyaroLmmM o6opyaoBaHem

YacToTa nepepartumka

150kHz - 8OMHz

150kHz - 800MHz

800MHz - 2,5GHz

BeipaxeHue d=1,2VP d=1,2VP d=2,3VP
3 HeoGxoanmoe Heo6xoanmoe HeoGxoanmoe
adBJiIeHHad MakcuMasibHaqa
BBIXOGHAS MOLHOCTS NEPEAATIMKA paccTosiHne paccTosiHne paccTosiHne
[m] [m] [m]
0,01 0,12 0,12 0,23
0,1 0.38 0,38 0,73
1 1,2 1,2 2,3
10 3.8 3.8 7.3
100 12 12 23
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3.15. YcnoBus akcnnyataumn:

— TemMrnepartypa OKPY>XKAIOLLETO BOSAYXA, “C..rruirniiiiiiieiiee e e e e e e e e e e et e e e aaaeanaas o1 +10 po +35
—— JABJTEHUE BOBYX@ 1 tututntnetnetnetueeneaneeaeeneeaseasensenseaeea e e s en e ea s ea e en e ea e e e en e en e e e e eeneeneenaanns ot 70 kMNa go 106 klMa
— OTHOCUTESNbHAS BAIAKHOCTD BOBIYXB ettt tututntntntntnetntnetnasnessesseesetnetseesatnaenaenaeaeaeaeaennes oT 30% 00 93%

Ecnu nspenne xpaHmnock Npu TemnepaType okpyxatoLero sosayxa Huke 10 °C, BblaepXMTe ero B HopMasbHbIX
KIIMMaTUYECKMX YCIIOBUSIX HE MEHEE [BYX YACOB NEPEL, UCMONb30BaAHNEM.

Ob6opynoBaHMe COOTBETCTBYET HOPMaM 3N1ekTpoMarHUTHo comecTumocTn (EMC) B cOOTBETCTBUM CO CTaH-
naptom IEC-60601-1-2 u gononHutenbHbiM ctaHaapTom IEC-60601-2-10. HacTosiiee MmeanumHckoe nagenve
nmeeT MmapkupoBky CE B cooTBeTCTBUM C AnpekTrBoii No MmeamumHckum npmbopam (MDD) 93/42/EEC.

ﬂ — n3penue Tuna BF

BHumaHue! Vizgenve coaepxut Xpyrnkme aneMeHTsl. [lpegoxpaHsiTe oT yaapos

15



4. KOMMNMNEKT NOCTABKU
4.1. BapuaHT komnnekTauum noctaku annaparta JOHAC nonxeH cooTBeTcTBOBaThH Tabnuue 1.
Tabavuya 1

HanmeHoBaHune KonunuectBO

ONeKTPOCTUMYNSTOP YPECKOXHbIA NPOTUBOOONEBOM NOPTATUBHBIN 4719 BO34ENCTBUS HA 61O~
JNIOMMYECKN aKTUBHbIE 30HbI M TOYKM CO BCTPOEHHbIMU anekTpogamun JOHAC

PykOoBOACTBO MO 3KCMyaTaumm pasaeneHo | TeXHUYeckuii nacrnopt
Ha 2 yacTu ans ynobcTea nosnb3oBaTens WHCTPYKLMS MO NPUMEHEHMIO

dytnap

_ ===

MoTpebuTensckas Tapa

16



4.2. BapuaHT komnnekTauum noctaBkm annapata JOHAC+ gonxeH cooTBeTcTBOBaTL Tabnuue 2.
Tabnauua 2

HaunmeHoBaHune KonunyectBo

ONeKTPOCTUMYNSATOP YPECKOXHbIV NPOTMBOOOIEBONM NOPTATUBHBINV AN BO3AENCTBUS HA B1ono-
rMYECKN aKTUBHbIE 30HbI Y TOYKM CO BCTPOEHHbIMU anekTpogamm ASHAC+

MepexoaHuK (O19 NoAKIIYEHNS BbIHOCHBLIX 9/1EKTPOA0B)

PyKoBOACTBO Mo aKcnnyaTauuy pasaeneHo | TexHuyeckuii nacnopt
Ha 2 yacTv Ans yno6CTBa nosb3oBaTesns WNHCTPYKLMS MO MPYMEHEHIIO

Yexon

UG QUG PG JUIIG QY

MoTpebutenbckasa Tapa
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5. TEXHUYECKOE OBCJ1Y>)KUBAHUE

5.1. ExenHeBHOE TEXHNYECKOE 06CYXMBAHNE OOMKHO COAepXaTh CNeayoLLme onepaLumm:

— BHELUHWIA OCMOTP U3OEeNVs;

— pesuvHdekumsa (Ans 06paboTkn 3NEKTPOAOB UCMONb3YNTE CTaHOAPTHbIE CPEACTBA Ae3UHMEKUUN N MSATKUE
candeTkn 6e3 Bopca);

— npoBepka GYHKUMOHUPOBAHWS annaparta B COOTBETCTBMM C YKa3aHUSMU, NMPYBEAEHHbIMU B YacTh 2 pasae-
na 3 «[Mopsiaok paboTbl».

5.2. Ecnv npepnonaraeTcs He UCNOJIb30BaTh annapar B TEYEHWE AJIUTENbHOrO BPEMEHU, HE0OXOAMMO N3BNEYb
WCTOYHMK NUTaHMs 13 BaTaperHoro oTceka.

5.8. 3ameHa UCToYHMKA NUTaHUS:

— CHMMWTE KPbILLKY 6aTapeiiHoro oTceka;

— BbIHbTE MCTOYHUK NUTaHWS N3 BaTapeliHoro oTceka;

18



— BCTaBbTE B 6aTape|7|an71 OTCEK HOBbI UCTOYHUK MUTAHUS B COOTBETCTBUM C MOASPHOCTbLIO.

Mcnonb3ynte MCTOYHUKU NUTAHUS, PEKOMEHO0BAHHbLIE MPON3BOAUTENEM.

6. BOSMOXXHbIE HEMCMPABHOCTU N CNOCOBbI X YCTPAHEHUSA
BO3MOXHbIE HENCNPaBHOCTM 1 CNOCOBbLI MX YCTPaHeHns npusedeHsl B Tabnuue 3.

Tabavuya 3
Cnoco6
Annapar HeuncnpaBHOCTb Bo3moxHas npuunHa
yCTpaHeHus

lMocne BkoYeHMS annaparta 6e3 KoOHTakTa ¢ M.5.1.
AOOHAC o 3arpssHeHne anekTpoaLoB

KOXEN MmraeT ceeToamon «Tect»/ «Tepanmsa»

Bes koHTakTa ¢ KoXen annapart n3gaeT

OOHACH+ P A 3arpsisHeHune aneKTpoaoB M.5.1.

PUTMUYHbIE 3BYKOBbIE C1ICHaAJIbl
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O3HAC
O3HAC+

CBeTuUTCH UM MUraeT CBEeTOAMO, KOHT-
pons 6aTapen NuTaHus

HanpsixxeHune 6aTapen nn-
TaHusa MmeHblle 1,2 B

3ameHnTb
6artapelto
nuTaHua

BHumaHue! Bece apyrve HencrpaBHOCTU YCTPAHSIKOTCS Ha NPEAnpUsSTUN-U3roToOBUTENE W B CEPBUCHbIX LIEHT-

pax rnpearnpusaTnsa-n3rotoBsnUTeris.
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7. TAPAHTUN USTOTOBUTENA

7.1. MpepnpuaTre-n3roToBUTENb rapaHTMpPyeT COOTBETCTBME annapaTta TpeboBaHUAM TEXHUYECKUX YCIIOBUIA
TY 9444-001-44148620-2005 npu cobntofeHnN YCNOBUI 3KCnlyaTaumm, TPaHCNoPTUPOBaHUS U XpaHeHMs.

7.2. Cpok cnyx6bl usgenus — 5 net.

Mpwn cobnogeHnr NpaBu aKCnayaTauym CPoK Cy>Obl MOXET 3HAYUTENbHO MPEBBLICUTbL OPULIMATIBHO YCTAaHOB-
JIEHHbIN.

7.3. MapaHTUIHbI CPOK 3KcnyaTauum nagennsa — 24 mecsua co AHS NpPoaaxu.

7.4. NMpopasew, (M3roToBUTENb) UM BbINOMHSOWAA GYHKLUMM NPoAaBLa (M3roTOBUTENS) HA OCHOBaHWM 40Or0BO-
pa Cc HAM OpraHn3aLms He OTBeYaeT 3a HeAoCTaTKU, ECAM OHM BO3HUKIIM NOCHe nepeaadn n3genns notpebutento
BCieACcTBUE:

1) HapyLleHns NoTpebuTenemM npasunsl TPAHCMOPTUPOBAHNS, XPaHEHMS, yX04a U 9KcnlyaTaumm, NnpeaycMoTpPeH-
HbIX HACTOSILLMM PYKOBOACTBOM;
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2) MEXaHNYECKNX MOBPEXAEHWIA;

3) AENCTBUIN TPETbUX NNLL;

4) HENPEeOoJ0NMMOW CUSIbI.

7.5. MapaHTuiiHble 06513aTeNbCTBa HE PACNPOCTPAHSAIOTCS HA N3AENNS C HAPYLLEHHBIMW 3aBOACKUMM NIoMBaMu.

7.6. B cnydae oTkasa usgenns Uiam ero HemcnpaBHOCTU B Nepuoa, eNCTBUS rapaHTUIHbIX 00513aTeNbCTB, a Tak-
e 0O6Hapy>XeHst HEKOMMIEKTHOCTW, BlaaeneL, n3aenns OoKeH HanpaBuTb B aapec NpeanpuaTua-maroToBuTens
VN1 ero npeacTaBuTesNs 3asiBKy Ha PEMOHT (3aMeHy) ¢ ykadaHueM GpaMunnm, UMeHun, 0T4eCTBa, agpeca, HoMepa
TenedoHa, KpaTkmm onnmcaHmemM HemcnpaBHOCTU, AATOM W YCIOBUSIMI €€ NPOSIBNIEHMS.
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Aapec npeanpusiTUsI-u3roToOBUTEIS:

000 «PLL APT», 620146, Poccus, . EkatepuHbypr, yn. Akagemuka lNoctosckoro, 15
TenedoH: +7 (343) 267-23-30

http://www.denascorp.ru, anekTpoHHbIN agpec: corp@denascorp.ru

OduunanbHbifi npeacTaButens B EBponeiickom Colo3e:
DENAS-Deutschland GmbH, Deutschland, 64347 Griesheim, Im Leuschnerpark 3
(06155) 66-57-73

MpeacTtasutens B EBponerickom Coto3ze:

DENAS-CZ s.r.0., Chech Republik, 360 01, Karlovy Vary, SHOPPING CENTER “atrium”, Karla IV. 505/1, office 209
phone and fax: (+420) 353 549 285, (+420) 359 019 209,

mobile phone: (+420) 775 038 194
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ITo BompocaM nMprOOpPETEHUsI, KOHCYJIbTAINH, OTKPBITUS MPEICTABUTENBCTB, CO3aHMsI CBOET0 OM3Heca
oOparaiitecs K ouIHaATLHOMY AUCTPUOBIOTOPY Kopropanuu "JJOHAC MC"

banakuny Auaexcero IOpbeBuuy

Ten.:  +7(342) 271-63-39 (MHOTOKaHATBHBIN)
+7 (908) 271-63-39 (MHOTOKaHABLHBIIA)

E-mail: admin@denstherapy.ru - otaen npojax, mpeICcTaBUTENBCTBA 32 PyOS)KOM, OOIIIKE BOIIPOCH
med@denstherapy.ru - koHCynbTanuu kiaueHToB, Bpadamu JJOHC TepaneBramu

Caiitel: www.denstherapy.ru/ - I[Topran o I9HC-tepanuu Ha 35 si3b1kax, VIHTepHET-Mara3ux
www.cardiodens.ru/ - Anmapar ua/I9HC-Kapano s neuenus runepronuu 0e3 TabieTok
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This Operation Manual is intended for the DENAS portable transcutaneous analgetic electrostimulator with built- @
in electrodes for stimulation of biologically active zones and points.
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@ 1. SAFETY REGULATIONS

Read carefully all information in this instruction for use that contains important information on
your safety and recommendations on proper use and maintenance of the device.
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The device doesn’t constitute any danger because of internal power source of low voltage that is isolated
from work part of the apparatus (article of type B and work part of type F).

The apparatus must not be used for treatment of patients with implanted electronic devices (for example,
pacemaker) and for treatment of patients who have individual electric current intolerance.
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The device use in direct front projection of heart is prohibited.

Don’t switch patient to any high-frequency electric device during stimulation, simultaneous use of the
device and other electric equipment can bring to burn and possible damage of the device.

Work alongside short-wave and microwave equipment can bring to instability of output parameters of the
device.
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You must not switch to the device any other accessories except external electrodes produced by manu-
facturing firm.

The article has fragile elements. Protect against knocks.

The device is not waterproof. Protect against water penetrating.
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Maintenance of the device must be provided by qualified specialists in manufacturing firm.

Transporting conditions: temperature from -50°C to +50°C, relative air humidity from 30 to 93%, atmos-
pheric pressure from 70 to 106 kPa.

Storage conditions: temperature from -50°C to +40°C, relative air humidity from 30 to 93%, atmospheric
pressure from 70 to 106 kPa.

29



wc  pressure from 70 to 106 kPa.
o If the device was being kept at the temperature below 10°C, keep it in normal climate conditions no less
than 2 hours before use.

@ ﬂ Service conditions: temperature from 10°C go 35°C, relative air humidity from 30 to 93%, atmospheric

" Utilization:
’ ‘ All packaging materials are not environmentally harmful, it may be used repeatedly.
ay

Separate collection of electrical and electronic equipment.

Used device is not absolutely useless garbage! It contains valuable materials that may be used again after
the utilization considering preservation of the environment requirements. Deliver it to special services
(consult with appropriate services of your region) for collection and remaking.



2. FUNCTION

DENAS portable transcutaneous analgetic electrostimulator with built-in electrodes for stimulation of biologically
active zones and points is intended for therapeutic non-invasive influence on the human skin surface and general
regulating influence on physiological systems of the human body as well as for treating functional disorders within
a broad spectrum of pathologies.

The DENAS device is intended for individual application and in patient care institutions.

The device is made in two versions: DENAS and DENAS+. The DENAS+ version has an additional “MED” mode
and built-in slot for connection of remote electrodes.
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3. SPECIFICATIONS
3.1. Power source:

only batteries (without accumulators) type 1.5V LRB/AA, V.....couiiiiiiii e 1.5+0.2
3.2 DUration Of IMPUISE SEIES, SEC. . ...ttt it ie ettt e e e e e e e e aaaas from 0.3 to 4.5
3.3 Pause betWEEN IMPUISE SEIES, SBC....uiiuiit ittt ettt e e e e e e e e et e e e eaeeas 2.0+0.3
3.4 Impulse frequency, Hz in DENAS device:

L LTI =55 T 1 110 Yo L= PPN 10+1
| UL =1 27N = a3 VoY [T PN 77+3
In the DENAS+ device:

— N TEST @NA MED IMOGOES. ... euiiiiiiiieie et ettt e e et e e e e e e e e e et ea e ea e e ea e ea e eaaeaaeaaeaaeaeanss 10+1
| UL =1 27N = a3 VoY [T PN 77+3

3.5 Duration of continuous operation (with new power source, item 2.1), not less than 4
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3.6 Weight, kg not more than...........ccccceveeeeeceiiineeeeeeennn, 0.3 A Figure 1. Impulse form @
3.7 Device dimensions, mm............. not more than 195x65x45
3.8 Dimensions of built-in electrodes

(three electrodes are available), mm........ not more than 7x50
3.9 The form of impulses is in Fig. 1

Amplitude of impulse: ~340V (R=10kOhm)
~ 60V (R=1kOhm)
Amplitude of signal at min power is 22 % of amplitude of signal .
at max power (R=20 kOhm). Vop
3.10 The device automatically switches off not later thanin min
after the last touch of any of the buttons (except the button “Off”)
or after the last contact of the electrodes to the patient’s skin. * Vpp — voltage peak to peak
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3.11 Electromagnetic Emissions

Emission Test

Compliance

Guidance electromagnetic Environment

RF emissions
CISPR 11

Class B

The Portable electrostimulator DENAS series is suitable for use in
all establishments including domestic establishments

3.12 RF Immunity

Immunity test

IEC 60601-1-2 Test Level

Compliance Level

Conducted RF 3Vrms 3Vrms
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
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3.13 Electromagnetic Immunity

Immunity Test I:I'ee vsetl CoTep‘I’l:Ince Guidance electromagnetic Environment
Floors should be wood, concrete, or ceramic tile.
Electrostatic If Floors are covered with synthetic material, the
=+ +
Discharge (ESD) ‘Gf\éf\j’g;‘f"t ‘45\45\7;?30" relative humidity should be at least 40%. Explanation
IEC 61000-4-2 B - and training of stuff in ESD-precautionary
procedures.
Power frequency Power frequency magnetic fields should be at
Magnetic fields 3A/m 3A/m levels characteristic of a typical location in a typical
IEC 61000-4-8 commercial or hospital environment.
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@ 3.14 Recommended Separation Distances (d) between Portable and Mobile RF Communication Equipment and

Portable electrostimulator DENAS series.

Frequency of Transmitter

150kHz to 80MHz

150kHz to 800MHz

800MHz to 2,5GHz

Equation

d=1,2VP

d=1,2VP

d=2,3VP

Rated maximum output power
of Transmitter

Separation distance

[m]

Separation distance

[m]

Separation distance

[m]

0,01 0,12 0,12 0,23
0.1 0.38 0.38 0.73
1 1,2 1,2 2,3
10 3.8 3.8 7.3
100 12 12 23
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3.15 Operation conditions:

— ambient air teMPErature, OC...........iiii e from +10 to +35
- UL €1 (=TT TV T (YRR 70-100 kPa
— FElatiVE @I UMY, .t e e 30-93%

If the device is stored at temperature below 10°C keep it under normal conditions at least for two hours before
use.

The equipment fulfil Electromagnetic compatibility (EMC) in accordance with IEC-60601-1-2 and the additional
standard of IEC-60601-2-10.

This medical product bears the CE mark in accordance with the Medical Device Directive (MDD) 93/42/EEC.

R | Device of BF type

Attention! The device contains fragile elements. Keep it safe from blows and drops.
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4. COMPLETE SET

4.1. The complete set of delivery of the DENAS device should correspond to Table 1.

Table 1

Name

Quantity

Portable transcutaneous analgetic electrostimulator with built-in electrodes for stimulation of

biologically active zones and points DENAS

1

Operations manual is divided into 2

Technical Passport

parts for end-user performance User's Instructions

Case

Package
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4.2. The complete set of delivery of the DENAS+ device should correspond to Table 2. @
Table 2

Name Quantity

Portable transcutaneous analgetic electrostimulator with built-in electrodes for stimulation of

biologically active zones and points DENAS+ 1

Adapter (for connection of remote electrodes) 1
Operations manual is divided into 2 Technical Passport 1
parts for end-user performance User's Instructions 1
Soft case 1
Package 1

39



@ 5. TECHNICAL MAINTENANCE
5.1. Daily technical maintenance should include following operations:
— external examination of device;
— disinfection of electrodes (use standard disinfection means and soft napless napkins to clean the elec-
trodes).
— check of service ability in accordance with instructions in Part 2 devision 3 “Order of Work”
5.2. If device is supposed not to be used for a long period remove power source from its compartment.
5.8. Replacement of power source:
— open the cover of a battery block;
— extract the power source from the device;
— put in the battery block new power source according to polarity.
Use only power sources recommended by the manufacturer.
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6. TROUBLESHOOTING LIST @
Possible troubles and methods of their eradication are shown in Table 3.

Table 3
Device Trouble Possible reason | Method of eradication
After switching the apparatus on without contact with Electrodes are
DENAS skin, the LED “TEST”/"THERAPY” is blinking dirty ltem 5.1.
DENAS+ The apparatus produces rhyth_mlc spund signals with- Electrqdes are ltern 5.1.
out contact with skin dirty
DENAS S Battery voltage is
DENAS+ The LED of power source control is blinking or on less than 1.2 V Change power source

Attention! Other troubles must be eradicated by a manufacturer or at manufacturer’s service centers.
41
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7. WARRANTY OF THE MANUFACTURER

7.1. Manufacturer guarantees the compliance of the device to technical conditions TU 9444-001-44148620-
2005 on condition thet external environment, transportation and storage condition are observed.

7.2. The operation lifetime is 5 years.

Observation of operation regulations can considerably increase the lifetime set by manufacturer officially.

7.3. Warranty period of operation is 24 months from the date of sale.

7.4. Seller (manufacturer) or organization carrying out functions of the seller (manufacturer) is on a contractual
basis not responsible for defaults should they occur after the disposal of the device as a result of:

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

2) mechanical damages;

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

7.5. Warranty obligations do not apply to products with broken manufacturer’s seals.

7.6. In case of unit breakdown or malfunction within the warranty period, as well as in case of incomplete shipping
is found, the owner must send the following documents to the manufacturer’s address or manufacturers’ repre-
sentative: 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 Deutschland GmbH

Deutschland, 64347 Griesheim, Im Leuschnerpark 3

(06155) 66 -57 -73

Representative in the European Union:

DENAS CZs.r. 0., Chech Republik, 360 01, Karlovy Vary, SHOPPING CENTER “Atrium ”, Karla IV. 505/ 1, office 209
phone and fax: (+ 420) 353 549 285, (+ 420) 359 019 209,

mobile phone: (+ 420) 775 038 194
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CBUAETEJIbCTBO O NPUEMKE CERTIFICATE OF ACCEPTANCE

ONeKTPOCTUMYNSTOP YPECKOXHbIV MPOTMBOOONEBON NOPTATMBHBIN AN BO3AENCTBMS HA OBUMONOrMYeckn akTuB-
Hbl€ 30HbI M TOYKM CO BCTPOEHHBLIMUW 351eKTPOAaMM

Portable transcutaneous analgetic electrostimulator with built-in electrodes for stimulation of biologically active
zones and points

HanmeHoBaHne moamndukaumm Version

3aBopckoii Homep Serial No.

CootBeTtcTBYeT TpeboBaHuam TY 9444-001-44148620-2005 1 npuaHaH rogHbIM s aKcrnyaTaummn.
complies with the standards TU 9444-001-44148620-2005 and is acknowledged to be turned over for operation.
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[aTa narotoeneHus
Date of production

46

MOANWUCb A0/XHOCTHOMO NNLA NPEANPUATUSA, OTBETCTBEHHOIO 3a NPUEMKY

Signature of the official responsible for acceptance



Hata npogaxwu
Date of sale

Mopnuce npogasua
Signature of shop-assistant

C YCNOBUSMU rapaHTUM O3HAKOMIIEH, N3OENNE NMPOBEPEHO, MPETEH3NN K KOMMEKTaUMn, BHELLHEMY BMAOY HE
MMelo.

| received information about warranty conditions, the apparatus was checked, and have no claims to the complete
set, outward appearance of the apparatus

Mopnuce nokynaTens
Signature of the customer
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ITo BompocaM nMprOOpPETEHUsI, KOHCYJIbTAINH, OTKPBITUS MPEICTABUTENBCTB, CO3aHMsI CBOET0 OM3Heca
oOparaiitecs K ouIHaATLHOMY AUCTPUOBIOTOPY Kopropanuu "JJOHAC MC"

banakuny Auaexcero IOpbeBuuy

Ten.:  +7(342) 271-63-39 (MHOTOKaHATBHBIN)
+7 (908) 271-63-39 (MHOTOKaHABLHBIIA)

E-mail: admin@denstherapy.ru - otaen npojax, mpeICcTaBUTENBCTBA 32 PyOS)KOM, OOIIIKE BOIIPOCH
med@denstherapy.ru - koHCynbTanuu kiaueHToB, Bpadamu JJOHC TepaneBramu
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