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Tasu cmpaHuya e ocmaeeHa npasHa ymuuisieHo



1. MbPBU CTBNKN

ToBa pbKOBOACTBO 1 060PYABaHETO, OMMCAHO B HETO, Ca 3a ynoTpeba camo oT KBannduLnpaHn MeguLMHCKU CreunanmcTy, odyyeHn
B KOHKPETHWTE TEXHWKM 1 XMPYPrUYecKy NpoLesypu, KOUTO Lie ce N3BbPLUBAT.

®epepanHoTo 3akoHopaTenctso (CALL) orpaHnyaBa npopakbata Ha TOBa YCTPOMCTBO OT UMK MO 3asABKa OT NleKap.
Mons, npoueTeTe BHUMATENHO LAnaTta MHGopmMaLma. HecnassaHeTo Ha MHCTPYKLMKTE MOXe Aia AoBee A0 CEPUO3HY XUPYPIAYH NMOCIeANLN.

BakHo: ToBa pbKOBOACTBO € NpefHa3HaueHo Ja NpefoCcTaBy MHCTPYKLUM 3a ynoTpeba Ha anapaTa 3a abnaums n usmepaaHe
AtriCure (ASU) c 6unonsipHuAa HakpalHuk AtriCure (knamna Isolator™, enektpogHa nucanka Isolator™ Transpolar™ nnu nuHerHa
nucanka CoolRail™) n gonbnHuTenHun ycrpoiicrBa AtriCure (ASB 3). He e cnpaBoueH JOKYMEHT 3a XMPYpPryHa TeXHMKa.

AtriCure® ASU reHepupa 1 nogasa PY eHeprua B GunonapeH pexxvum npu yectoTa oT npubnmsutenHo 460 kHz ¢ makcumarnHa
N3XO0AHa MOLHOCT B Anana3oHa oT 22,8 BaTa Ao 28,5 BaTa 3a Knamnute Isolator™, 12,0 Bata fo 30,0 BaTa 3a enleKTpoaHaTa nucasnka
Isolator™ Transpolar™ nnu nuHenHnTe nucankm CoolRail™ B 3aBUCMMOCT OT pexuma Ha paboTa. AtriCure® ASU moxe aa reHepupa
MaKC/MaJsHa n3xogHa MoLHOCT oT 32,5 BaTa npu ToBap oT 100 Ohm, BbNpeKkn ye KbM MOMEHTA HUKOI OMMONSPeH HaKpanHUK
AtriCure® He n3non3Ba MoLHOCT Hag 30 BaTa. PaboTHUAT pexxum e GyHKLMA Ha HaKpaHMLMTE UK eNeKTpoaHaTa nucanka u

ce HacTpowBa oT ASU. AtriCure ASU e npoekTunpaH fa paboTtu camo ¢ bunonapeH HakparHuK AtriCure, enekTpogHa nucasnka
AtriCure Isolator nnun nuHeliHa nucanka AtriCure CoolRail™. KpauHmAT npeBKktouBaTen e BXOAHOTO YCTPOWMCTBO, KOETO Ce M3MOos3Ba
3a aKTUBMpaHe Ha nofaBaHeTo Ha PY eHeprus. Mons, HanpaBeTe cnpaBKa ¢ MIHCTpyKuuuTe 3a ynoTtpeba Ha HakpalHuKa 1
enekTpoHaTa nmcanka 3a MbiHO ONvcaHUe Ha NoKa3aHuATa 1 ynotpebaTa Ha Te3n yCTPONCTBa.

3a ynob6cTBo Ha noTpeburtensa B ToBa PbkoBOACTBO 3a NOTPebuTens anapatsT 3a abnauna u namepsaHe AtriCure e ce Hapuya,,ASU”
B ToBa PbKOBOACTBO 3a NOTPebuTens OMNONAPHMAT HakpalHKK AtriCure Lie ce Hapuya ,HaKpanHUK".

ToBa PbKOBOACTBO 33 NOTPeOUTENSA NPeAoCTaBs onvcaHre Ha ASU, HeroBute KOHTPONW, AUCMNEN, UHAUKATOPY, 3BYKOBU CUrHANM 1
nocnefoBaTeniHOCT Ha GYHKLMOHMpPaHe ¢ HakpaiHuKa. ToBa PbKOBOACTBO 3a NOTPe6UTENs CbLLO Taka NPeAoCcTaBa AOMb/HUTESNHA
NHdOopPMaLMS, KOATO e BaxkHa 3a noTpebuTens. ToBa pbKOBOACTBO € NpeBuaeHO CaMo KaTo PbKoBoACTBO 3a noTpebutens. He
nsnonsearite ASU, npeau fa cTe Npoyesivi TOBa PbKOBOACTBO M3LSSIO.

1.1. OnncaHume Ha cucrtemara
KakTo e nokasaHo Ha Qurypa 1, cuctemata ce CbCTOM OT CJIeJHOTO:

- bunonapeH HakpanHuk AtriCure ¢ BrpageH Kaben (He e nokasaH)
- Anapart 3a abnauua n namepsaHe AtriCure (ASU)

« KpaueH npeskntouBaten

« 3axpaHBaLy Kaben.

JonbiHyTEeNHUTE YCTPONCTBA ca onvicaHu B naparpad 10.

Queypa 1 - ASU, KpadeH npesksiiougamen U 3axpaHeauy kabes
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1.2. Pa3onakoBaHe

MN3BapeTte ASU, KpauHua NpeBKoYBaTes 1 3axpaHBallLua Kaben oT KyTuATa 1 OTCTpaHeTe 3alimMTHaTa 06BuBKa. MNpenopbuBame
OpUrMHanHaTa TPaHCMOPTHA KyTuA 1 3aluTHaTa 06BMBKa Aa 6bAaT 3ana3eHu 3a 6bAelo CbXxpaHeHre U/Mnm TPaHCNopTUPaHe Ha
YCTPOWCTBOTO.

1.3. MpepynpexaeHna n npegnasH MepKn

BesonacHata n edekTrBHa ynoTpeba Ha PY eHepruaTa crnHo 3aBucy oT GakTopm Nog KOHTPOa Ha onepaTopa. Hama 3amecTtvTen Ha
Jobpe obyueHUs nepcoHas B onepaLoHHaTa 3aa. BaxHo e MHCTpYKLMnUTe 3a ekcrnoaTaums, npegoctaBeHn ¢ ASU, fa ce npoueTar,
pa3bepat v cneagat npean ynotpeda.

1.3.1.

/\ NPEQYNPEXAEHUA A\
He n3nonseante ASU, npean ga cte npoyeny ToBa pbKOBOACTBO N3LANO.

He n3non3Baite enekTpoxmpypruyHo obopyaBaHe, OCBEH aKo He CTe MOAXOASLL0 00yUeHM B KOHKPEeTHAaTa NpoLeaypa, KoATo
ce npeanpremMa. ToBa pbKOBOACTBO U 060PYABAHETO, ONMCAHO B HETO, Ca 3a ynoTpeba caMo OT KBannduLMpaHu MeAULIMHCKN
cneunanncTy, 0byyeHn B KOHKPETHUTE TEXHUKU U XUPYPTUYECKM NMPOLeaypU, KOMTO Liie Ce M3BbPLUBAT.

He n3non3Baiite ToBa YCTPONCTBO NpY HanMyvie Ha 3ananumm aHeCcTeTULW; APYrY 3aMannmMy ra3oBe; B 6/IM30CT [0 3ananvmMm
TEYHOCTU, KaTo Harnpumep npenapaTt 1 TUHKTYPY 3a NOArOTOBKA Ha KOXaTa; 3anannmm NpeaMeT Uian C OKACIABALLM areHTu.
BuHaru cnasante nogxopawmTe npeanasHy MepKn CcpeLly nokap.

He n3non3Barite ToBa yCTPONCTBO B 060raTeEHU C KUCIIOPOA aTMocdepu, atmochepm ¢ azoteH okeua (N20) unm npu Hanuuue Ha
APYrv OKNCNABALLM areHTu.

OnacHOCT OT NoXap: EnekTpoxvpypryHy NprHagIeXKHOCTU, KOUTO Ce 3aAeNCTBaT UK Ca ropeLyu BCeacTBrE Ha ynoTpeba,
MoraT fja MpUUMHAT noXkap. He rv noctaBanTe B 651M30CT A0 UM B KOHTAKT CbC 3aMajnumMy Matepuany (HanprmMep mMapsis unm
XVPYpruyHu Yapadum). Mi36areaiite 3ananBaHe Ha eHAOTEHHY Fa3oBe.

OnacHOCT oT noXap: He nanonsearite yAbmMKUTENHN Kabenu.

OnacHOCT oT noxap: 3a fa n3berHere 3ananBaHe Ha NOYNCTBALLY NPenapaTy, U3MoN3BalTe Camo He3ananummy TakrBa 3a
noumncTBaHe n aesnHpekuma Ha ASU. B ciyyai Ha HeBofHa ynoTpe6a Ha 3ananvmu areHTn Bbpxy ASU, ocTaBeTe Te3u BellecTBa Aa
ce n3napsAT, npean ja paboTuTe C anapara.

KOHTaKT Ha HakpalHrKa ¢ MeTan (Hanp. KpbBocnvpaly GopLency, Knamnm, CKobu 1 T.H.) MOXe [1a JoBefe A0 HeXXenaHy TpaBMu
OT U3rapsAHusA.

KoraTo He n3nonseate HakpaiHWKa, MOCTaBETE O Ha YNCTO, CYXO U HEMPOBOAVMO MACTO C OTAIMYHA BUAUMOCT 1 6€3 Bb3MOXHOCT
3a KOHTaKT C NauneHTa. HeBoeH KOHTAKT Ha akTMBEH HaKpaHYK C NaLMeHTa MOXe Aa NPUYMNHN N3rapaHus.

Mpwu akTnBUpaHe Ha ASU npoBefieHNTE 1 U3TbYEHUTE ENEKTPUYECKNM MOJIeTa MOXeE Aa MPUUYUHAT CMYLLEHWA HA APYro MEAVNLNHCKO
enekTpoobopynsaHe. HanpaseTe cnpaBKa ¢ pasgen 5 3a noeye NHOOPMaLMsA OTHOCHO Bb3MOXXHUTE eNeKTPOMarHUTHN CMyLLEEHNA
WV APYry CMYLLIEHWA, KaKTO M 3a CbBET OTHOCHO TaKMBa CMYLLEHNA.

Enektpoxmpyprus cnefBa fia ce 13Mnosi3Ba C NOBULLIEHO BHYMAHWE, KOraTo MMa BbTPELLHU WU BbHLIHW KapAUOCTUMYIAaTOPU.
CMyLLEeHMsA, Bb3HUKHaNW BCNeACTBME Ha U3MON3BAHETO Ha eNeKTPOXMPYPrMYHM YCTPOWMCTBA, MOraT ia NPUHYAAT YCTPOMCTBA, KaTo
Hanpumep KapanoCTUMYaTop, Aia BAA3aT B aCUHXPOHEH PeXXumM nnv fa 61oK1pat HambiaHO KapanocTumynatopa. O6bpHeTe ce
KbM NPON3BOANUTENA HA KapAUOCTMYyaTopa UM KapAronorMyHoTO oTaeneHne Ha 6onHmuaTa 3a noseve MHGoOpMaLKs, KoraTo ce
nnaHMpa n3non3BaHe Ha eNEKTPOXMPYPIMYHM YCTPOMNCTBA NPY NaLUEHTU C KapANOCTMMYATOPU.

OnacHocT oT cnbBaHe: TpAbBa Aa ce 13Mnon3Ba CTaHAAPTHA FPyXKa 3a HaMasiABaHe Ha prCKa OT CMbBaHe B Kabena Ha KpauHuA
npeBKJoYBaTen.

M3non3eaHeTo Ha NPUHAANIEXHOCTU, TPAHCAICEPW 1 Kabenu, pasfivyHM OT MOCOYEHUTE B CbOTBETCTBME C MHCTPYKLMUTE UK
pocTaBeHuTe ot AtriCure, Moxe fia foBeAe [0 MNOBULIEHV eMUCU U HAMaJIeHa YCTONUYMBOCT Ha 060pyABaHeTO.

ASU He Tps6Ba Aa ce U3non3Ba B CbCeACTBO UM fja Ce NOCTaBsA BbPXY WAV Mo ApYyro o6opyaBaHe, C U3KIYEHNE Ha
npenBrAeHOTO NogpexaaHe ¢ obopyasaHeTo Ha AtriCure B CbOTBETCTBME C MHCTPYKUMKTe. HopmanHaTa KoHdurypauus 3a
ynotpe6ba Ha ASU Tpsab6Ba fa 6bae cbbntofaBaHa, 3a ja oCMrypuy HopmMasHa paboTa.

ACeneKTopr Ha HanpexeHneTo e GabpUNUYHO HACTPOEH U He TPAOBa Aa ce NpoMeHs oT noTpebuTtens. CenekTopbT 3a
HanpexeHne 1 MOLyNbT 3a NoAaBaHe Ha 3axpaHBaHe TpAbBa fa 6baT HACTPOEHUN Ha €4HO 1 CbLLO HaMpeXeHue, 3a Aa ce
npefoTBPaTV HEM3MpPaBHOCT Ha ASU 1 noTeHUManHa noBpeaa Ha UHCTPYMEHTa.

AOnaCHOCT OT TOKOB yfap: CBbpKeTe 3axpaHBaLusa kaben Ha ASU KbM NpaBUSTHO 3a3eMeH KOHTaKT. He nsnonseaiiTe 3a
ajanTepy 3a 3axpaHBallyA LWencen.

AOnaCHOCT OT TOKOB yfap: He cBbp3BaliTe MOKPY NPUHAANEXHOCTY KbM reHepaTopa.
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/N MPEQYNPEXAEHNA /A

AOnaCHOCT OT TOKOB YAap: YBepeTe ce, Ye HaKpalHUKbT e NpaBuiHO cBbp3aH KbM ASU 1 Ye HAMa oroneHn NpoBOAHMLN OT
Kabena, KOHeKTOpa WS HaKpanH1Ka.

1.3.2. ANPEANA3HU MEPKU

- Mi3non3Barite camo ¢ HakparHuyuTe AtriCure, npefsraeHn 3a ynotpeba c ASU.

« He akTuBumpante ASU, npean HakpaHUKBT Aa e NpaBUIHO Pa3nofioXeH B NaLMeHTa.

+ 3BYKOBUAT CUIHaN 3a akTUBUPaHe 1 MHANKATOPBT Ca BaxkHU GYHKLMM 3a 6e30nacHOCT. He 3aKkpuBanTe MHAMKATOPa 3a akTUBMPaHe.
YBepeTe ce, Ue 3ByKOBUAT CUrHan 3a akTUBMpPaHe Moxe fa Obae uyT OT nepcoHasna B onepawlMoHHaTa 3ana, npean Aa npuctTbnute
KbM 13M0s3BaHe. 3BYKOBUAT CUTHas 3a akTvBMpaHe NpeaynpekaaBa NepcoHana, Korato HakpaHUKBT e akTvBeH. He fe3akTuBrpanite
3BYKOBMA CUrHanN.

. AHe cBansnTe Kanaka Ha ASU, Tbil KaTo MMa noTeHuUmarn 3a TOKoB yaap. O6bpHeTe ce KbM OTOPU3UPaHNsA NepPCoHan 3a
obcnyKBaHe.

« /I3non3BanTe camo KpayHUA NnpeBKaouBaTen, npegoctaseH ¢ ASU.

« 3axpaHBawuAT kaben Ha ASU TpsabBa fa e CBbp3aH KbM NPABUSTHO 3a3eMeH KOHTaKT. He TpsAa6Ba fa ce M3Mon3BaT yob/KUTENHN
Kabenu n/vnv agantepHu wencenu.

. AHe yBMBalTe Kabesa Ha MHCTPYMEHTa OKOJSI0 MeTasHu NpeamMeTu. YBUBAHETO Ha Kabesiv OKOo MeTaiHv NpeaMeT! MoXe
Aa Npean3BuKa Bb3HMKBAHETO Ha OMACHW TOKOBE.

+3a ja n3berHeTe TOKOB yaap, He JoMycKaiTe NauMeHT Ja ce JonvparT Ao 3a3eMeHn MeTanHu YacTy Ha ASU. MpenopbyBea ce
M3M03BaHETO Ha aHTUCTAaTUUYHWN NMOKPUTUS.

« MpoyuBaHWs NOKa3BaT, Ye 1M, OTAENAH NPU eNeKTPOXMPYPTrMUHM NpoLeaypu, MOXe Aa € MOTeHLMANHO BPeAeH 3a XUpypruyHus
nepcoHar. Tean Npoy4BaHvisA NPenopbUYBAT N3MOJ3BAHETO HA XMPYPrUUHM MacKn 1 MOAXOAALLO OTBEXAaHe Ha AvMa
NoCpeacTBOM XUPYPryeH AUMOOTBOA UK APYTi CPeACTBa.

« Korato ASU 1 HakpalHMKBT ce 13M0s3BaT efHOBPEMEHHO BbPXY MaLMEHT C GU3MOSIONMUYHO MOHMUTOPMPaLLO obopyaBaHe,
yBepeTe ce, Ye MOHUTOPVpaLL/Te eNeKTPOAM Ca MOCTaBEHN Bb3MOXHO Haii-ganied oT XMpYprudHmuTe efeKkTpoau. Yeeperte ce,
ue CTe PasnonNoXun KabenuTe Ha HaKPaHVIKa Taka, Ye [1a He Ca B KOHTAKT C NauneHTa Uiy oCTaHanuTe NPOBOSHULM.

«Korato ce pabotu ¢ ASU 1 HakpaliHIiKa, He ce NpenopbyBa N3MNOoA3BAaHETO Ha UIMEHV MOHUTOPUPALLM eIEKTPOAN.

«Mpenopbusa ce ASU 1 HaKPaNHUKBT Aa Ce U3MO0s3BaT C MOHMUTOPVPALLM CUCTEMU C BIPaAeHM YCTPOMCTBA 3a OrpaHnyaBaHe Ha
BUCOKOYECTOTHUSA TOK.

«MoBpeaa Ha ASU 1 Ha HaKpaiiH1Ka MOXe fa AoBeAe A0 HemnjlaHMPaHo yBenyaBaHe Ha MOLHOCTTA.

1.4. Hacokn n geknapauusa Ha npoussoguTtens 3a EMC
1.4.1. I3nckBaHNA KbM €/1eKTPOMArHUTHUTE BbJIHU

AnapaTbT 3a abnauus 1 namepsare AtriCure (ASU) e npeMuHan n3nuTBaHuA 1 € yCTaHOBEHO, Ye CbOTBETCTBA Ha FPaHNYHMTE
CTOMHOCTN 32 MeANLUMHCKN n3genusa, nocovenn B IEC 60601-1-2:2007. Te3un rpaHNYHN CTOMHOCTX UMAT 3a LieN Aa ocurypaT
[OCTaTbyHa 3aLiMTa OT BPeAHU CMYLLEHUA MPY MOHTUPaHe B obryaliHa MeauLUHCKa cpeaa.

ASU moxe fia M3nbyBa pagmroyecToTHa eHepria 1, ako He 6bjie MOHTMPaH, M3Mon3BaH 1 06Cy»KBaH CbrMacHO NpeAocTaBeHaTa

B MHCTPYKUMUTE nHGOPMaLMA 3a efleKTPOMarHMTHaTa CbBMECTMMOCT, MOXe Aa MPUYMNHN BPELHW CMYLLEHUA Ha APYTY CbCeaHN
yCTPOWCTBa.

MpeHocMmo 1 MobrnHO PY KOMYHVKaLMOHHO 060pYyBaHe CbLL0 MOXe Aa NoBnusAe Ha paboTaTa Ha ASU 1 Tpabsa Aa ce npeanpriemat
MEPKU 3a MMHMMUM3MPAHE Ha TaKrBa CMyLLeHUsA. Bbnpekn ToBa HAMa rapaHuumsa, ye B onpeaeneHa cpefa Ha MOHTaX HAMa Aa
Bb3HMKHE CMyLLeHNe.

Ako ASU npuynHABa BpeaHM CMYLLEHMA Ha APy YCTPOWCTBA, KOUTO MoraT a 6baaT onpeaeneHm Ypes nsKyBaHe 1 BKoUBaHe
Ha ASU, NoTpebuTtenaT ce HacbpyaBa fja onnTa fa Kopurupa CMyLLEHUATA Ype3 efiHa UK NOBeYe OT CNIefHUTE MEPKU:
«[TpeopueHTUpanTe nnn NnpemecteTe NPUEMaLLOTO YCTPOMCTBO.
 YBenunyete pasctoaHuneto mexay ASU n gpyrute ycTponcTsa.
« CBbpxkeTe ASU B KOHTAKT Ha Bepura, pasfinyHa oT Tasu, KbM KOATO e CBbP3aHO APYro YyCTPOMCTBO(a).
« CBbprkeTe ce CbC cepBM3HMA NpeacTasuTen Ha AtriCure 3a nomouy,
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1.4.2. EneKTpoMarHuTHN N3NbYBaHUA

Hacokunn AeKnapauua Ha npoussoanTena — eIeKTpoMarHUTHNU N3nbUuBaHnA

AnapatbT 3a abnauma n namepsaHe AtriCure (ASU) e npefiHa3HaueH 3a ynoTpeba B eneKTpoMarHuTHaTa cpefia, mocoueHa no-fony.
KnueHTbT nnu notpebutenat Ha anapata ASU Tpa6Ba fa rapaHTvpa, Ye Toii Ce M3Mon3Ba B TakaBa cpefia.

Tect 3a u3nbuBaHe CboTBeTCTBME EnekTpomarHuTtHa cpefia — HacoOKu

Anapatbt ASU nsnonsea PY eHeprus camo
3a BbTpelwHaTa cn dyHkuua. Mopagwy Toa PY

CISPR 11 3a PY n3nbuBaHua Mpyna 1 M3TbYBAHMATA Ca MHOTO HUCKU 1 HAMA BEPOATHOCT
[a Npean3BMKaT CMyLLEHMA B BIM3KO Pa3nosioXeHo
eNeKTPOHHO 0bopyaBaHe.

CISPR 11 3a PY n3nbuBaHus Knac A Anapatst ASU e nogxoasaLy 3a ynotpeba BbB BCAKAKBY

XapMoHuuH1 emucim IEC 61000-3-2 Knac A cpeaw, PasnnyHY OT XUWLLHW, U TaKNBA, AUPEKTHO
CBbP3aHM KbM 06LLECTBEHATA HUCKOHANPEMXEHOBA

OnyKTyaLun Ha HanpexeH1eTo/eMncnm Ha CboTRETCTBA eNeKTpo3axpaHBaLla Mpexa, KOATO 3axpaHBa Crpaau,

TpenTeHe IEC 61000-3-3

MN3N0ON3BaHN 3a XXUNULLIHK Lenn.

1.4.3. EneKtpomarHuTHa ycTon4ymBocCT

Hacoku n geknapauus Ha Nnpou3BoOAUTENA — eIeKTPOMArHUTHa YCTOMYMBOCT

AnapatbT 3a abnauusa u nsmepsaHe AtriCure (ASU) e npegHasHaueH 3a ynotpeba B efeKTpoOMarHuTHaTa cpefa, nocoyeHa no-gony.
KnueHTsT unu noTpebutenart Ha anapata ASU TpAGBa Aa rapaHTupa, ye Toi ce M3Mos3Ba B TakaBa cpefa.

IEC 60601 HuBoO Ha

Tect 3a UMYHUTET N3NNTBaHe HuBo Ha cboTBeTCTBUE EnekTpomarHuTHa cpepia — HacOKu
MopoBeTe TpsAOBa Aa 6bAAT AbPBEHY,
EnektpocTtatnuHo + 6 kV KOHTaKT + 6 KV KOHTaKT 6eToHOBU 1N 06NNLOBAHY C KepaMUYHU
pa3spexgaHe (ESD) ; 8 kV Bb3yx ; 8 kV Bb3yX nnoyku. AKo NogoBeTe ca MOKPUTK CbC
IEC 61000-4-2 - - CUHTETUYHU MaTepuani, OTHOCKTeNIHaTa

B/IaXKHOCT TpA6Ba aa 6bae noHe 30 %.

Enektpuuecku 6bp3
npexofeH npouec/
MaKkeT UMMycu

IEC 61000-4-4

+ 2 kV 3a 3axpaHBaLiy IMHUK
+ 1 kV 3a BXOAHO/W3X04H
NUHUN

+ 2 kV 33 3axpaHBaLLym MMHUN
+ 1 kV 3a BXogHO/13X0aHM
NUHUN

KauecTBOTO Ha MPEXOBOTO 3axpaHBaHe
Tpsab6Ba fa 6bae 06MYaitHOTO 3a BU3HEC N
60N1HMYHa Ccpefa.

|/|MI'IyJ1C npeHanpexeHne

+ 1 kV nuHuna(n) kKbm

+ 1 kV audepeHumaneH

KauecTBOTO Ha MPEXKOBOTO 3aXpaHBaHe

IEC 61000-4-5 nnHuaA(n) pexum TpA6bBa Aa 6bae 06MUaHOTO 3a 6K3HEC UNK

+ 2 kV nuHuna(n) Kbm 3ems + 2 kV 061y pexum 60HMYHa cpepa.

<5%UT <5%UT

(>95% cnap B UT) (>95% cnap B UT)

3a 0,5 yukbn 33 0,5 yukbn
CanoBe B HaNDEKEHNETo 40% UT 40% UT KauecTBOTO Ha MPEeXX0BOTO 3axpaHBaHe TpPsbBa

A P ! (60% cnap B UT) (60% cnap B UT) Jla 6bae 061yaiiHoTO 3a 6U3HeC unn 6oNHNYHa

KpaTKy NpekbCBaHWA 1

3a 5 uMKkbna 3a 5 uMKkbna cpepa. AKo noTpebutenat Ha anapata ASU
NPOMEHM B HaMNpeXeHneTo
Ha 3axpaHBalLTE BYORHN M3UCKBA HeNpeKbCcHaTa paboTa no Bpeme Ha
A 70% UT 70% UT npeKbCBaHUA B MPEXKOBOTO 3aXpaHBaHe, ce

(30% cnap B UT) (30% cnap B UT) npenopbyBa anapatst ASU ga 6bae 3axpaHBaH

I[EC 61000-4-11

3a 25 unkbna

3a 25 uMKbna

OT HeMpeKbCBaeMo 3axpaHBaHe unu Gatepus.

<5%UT <5%UT
(>95% cnap B UT) (>95% cnap B UT)
3a 5 cek 3a 5 cek
MarHuTHO none, NPUUYNHEHO MarHuTHMTe nofeTa Ha yectoTaTa Ha
OT YeCTOTM Ha 3axpaHBaLuTe 3axpaHBaHeTo TPsAOBa a 6bAaT Ha HKBaTa,
3A/m 3A/m ,
HanpexeHusa (50/60 Hz) XapaKTepHW 3a 061YaliHO Pa3MoNIoXKEeHNE B
IEC 61000-4-8 obuyaiiHa 6rsHec unm 60nHMYHA cpea.

3ABEJIEMKKA: UT e npoMeHIMBOTOKOBOTO MPEXOBO HamnpeXKeHne npean npuiaraHeTo Ha HUBOTO Ha U3NUTBaHe.
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1.4.4. Hacokn n geknapauusa Ha npomussoguTtens 3a EMC

Hacoku n AeKnapauua Ha nponssoanuTena — eieKTpoMmarHnTHa YCTOiI"IVIBOCT

AnapatbT 3a abnauua n n3mepaHe AtriCure (ASU) e npegHa3HaueH 3a ynotpeba B efleKTpOMarHuTHaTa cpefa, mocoyeHa no-gony.
KnuneHTsT nnn notpebutenat Ha ASU TpabBa fa rapaHTupa, Ye TOW ce M3Non3Ba B TakaBa cpefa.

Tect 3a UMYHUTET

IEC60601 HNBO HA
M3MNUTBAHE

HuBo Ha cboTBeTCTBUE

EﬂeKTpOMarHI/ITHa cpefa — HaCcoKun

MpoBeneHa PY
I[EC 61000-4-6

MN3nbueHa PY
IEC 61000-4-3

3Vrms
ot 150 kHz no 80 MHz

3V/m
o1 80 MHz no 2,5 GHz

3Vrms

3V/m

MpeHocMmo 1 MOBUAHO PY KOMYHMKaLIMOHHO
obopyzBaHe He TpAOGBa [ja ce U3Mon3Ba

B 6/1M30CT A0 KOATO 1 J1a e yacT Ha ASU ,
BKJIIOUMNTENTHO Kabenu, Ha pa3CcToaHMe,
MO-MasnKo OT MPenopPbUNTENHOTO OTCTOAHNE,
N34NCTIEHO OT YPaBHEHMNETO, MPUSTOXUMO

3a yecToTaTa Ha npepaasaTens.

I'Ipenopbq NTENHO OTCTOAHMNE

d=1,24/P

d =1,2+/P 80 MHz o 800 MHz
d =2,3v/P 800 MHz o 2,5 GHz

KbAeTo P’ e MakcmanHaTta n3xofHa MOLHOCT,
opa3mepsnBalla npeaaBaTens Bbe Batose (W)
CbrNacHO NPOV3BOAUTENSA Ha NpeaaBaTens,
a,d"” e NpenopbYMTENTHOTO OTCTOAHKE

B MeTpu (M).

MHTeH3MBHOCTTA Ha noneTaTa ot d)I/IKCI/IpaHI/I
PY npenaBatenn, KakTo Ca onpeneneHn ot
€1IEKTPOMArHnMTHO Npoy4vBaHe Ha MACTO,
Tpﬂ6Ba Ja 6bAe No-mManko oT HBOTO Ha
CbOTBETCTBME BbB BCEKWN YECTOTEH )Zl,l/lal'laZ%OH.b

CMyLLeHrs MoraT ja Bb3HUKHAT B 6M30CT A0
060pyABaHe, MapKMPaHO CbC CIEAHUS CUMBOJT:

(ti})

3ABEJIEMXKA 1:

Mpwn 80 MHz n 800 MHz ce npunara no-BUCOKUAT YeCTOTEH AMana3oH.

3ABEJIEMKKA 2: Te3u ykasaHuA MoXe Aa He BaKaT BbB BCUYKN CUTyaumnun. EneKTpomMarHMTHOTO pa3npocTpaHeHne e HapyLweHo
OT NOMbLAHETO 1 OTPA3ABAHETO OT MOBbPXHOCTY, MPEAMETU 1 XOpa.

a) MIHTeH3MBHOCTTa Ha noneTata oT GUKCUpaHU NpefaBaTeny, Hanpumep 6a3oBKM CTaHLMK 3@ Paguno (KNeTbUHN/6e3KNYHM)
TenedOHV 1 Ha3eMHW PagUOCTaHLMK, NIOOUTENCKN paguocTaHuumn, AM n FM pagunonsnbuBaHus n TV nsnbuBaHus, He

MOXe fla 6bJle NPOrHO3npaHa C TOYHOCT TEOPETUUHO. 3a OLiEHKA Ha eNleKTpoMarHuTHaTa cpefa, nonydyeHa ot GuKcMpaHu

PY npepaBaTenu, TpabBa fa ce 0OMUCIUN NPOBEXLAHETO Ha ENEKTPOMArHUTHO NPOYYBaHE Ha MACTO. AKO 13MepeHaTa
WHTEH3MBHOCT Ha MOJIETO Ha MACTOTO, KbAeTo ce u3non3ea ASU , HagBuMLaBa NPUNOXKMMOTO HUBO Ha PY cboTBeTCTBME No-rope,
ASU TpabBa ga 6bae HabnogaBaH, 3a Aa ce yCTaHOBM Ha HOpManHaTta My pabota. AKo ce 3abenexu HeobuyaliHa paboTa,
MOXe [la Ce HaNoXaT JOMbIHUTENHY MEPKM, HAaNpUMep NPeopUeHTIpaHe nnv npemecTeaHe Ha ASU.

b) B yectoTHMA gnanasoH oT 150 kHz go 80 MHz MHTEH3MBHOCTTA Ha nosieTaTta TpsA6Ba Aa 6bae no-manko ot 3 V/m.
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1.4.5. MpenopbunTeNnHO OTCTOAHMNE

MpenopbunTenHN OTCTOAHUA MeXKAY NpeHocumo 1 Mo6unHo PY KomyHMKaLmoHHO o6opyaBaHe 1 anapara 3a abnauus
n nsmepsaHe AtriCure

AnapaTbT 3a abnauma u nsmepsaHe AtriCure (ASU) e npeaHa3HaueH 3a ynotpeba B eNleKTpOMarHnTHa cpefia, B KOATO Ce KOHTponmpat
n3nbuBaHuTe PY cmyuleHus. KnueHTsT unm notpebutenat Ha ASU moxe Aa NofinoMorHe Bb3npenaTCTBAHETO HA €IEKTPOMArHUTHU
CMYLUEHUA Ype3 NoAAbPXKAHE Ha MUHVMANHO Pa3CTOAHME MeXay MPeHOCUMO 1 MobunHo PY KomyHrKaumoHHO obopyaBaHe (Npepasatenm)
1 ASU, npenopbyaHo No-Aony, B 3aBUCUMOCT OT MaKCMaHaTa U3Xo4Ha MOLLHOCT Ha KOMYHMKaLMOHHOTO 060pyABaHe.

HoMuHanHa MakcumanHa OTCTOsAAHME B 3aBMCMMOCT OT YecToTaTa Ha npegaBaTens, m
n3xoAHa MOLLHOCT Ha ot 150 kHz no 80 MHz o1 80 MHz go 800 MHz o1 800 MHz o 2,5 GHz
npepasaren W d=1.2vP d=12/P d=23\P
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 38 38 73
100 12 12 23

¢) 3a npepaBaTeny C HOMUHAHW XapaKTepUCTUKIM MPY MaKCMManHa n3xoAHa MOLLHOCT, HeNmocoyeHa no-rope,
npenopbYnTENHOTO OTCTOAHKE , d” B MeTpY (M) MOXe Aa 6blle onpeAeneHo Ypes3 ypaBHEHNETO, MPUIOKMMO KbM YecToTaTa Ha
npepaBaTens, KbaeTo P’ e MakcmanHaTa U3Xo4Ha MOLLHOCT, MOCOoYeHa 3a NpefaBatend Bbs BaTtose (W) oT npon3Boantensa Ha
npegasaTens.

d)

e) 3ABEJIEMKKA 1: Tpwu 80 MHz n 800 MHz ce npunara oTCTosAAHME 3a NO-BMCOKUA YeCTOTEH AMaANa3oH.

f)

g) 3ABEJIEPKKA 2:  Te3um yKkasaHuMA MOXe a He BaXkaT BbB BCUUKM CUTYaLMU. ENeKTpOMarHMTHOTO pa3npocTpaHeHre e HapyLleHo
OT NOMTbLUAHETO M OTPa3ABaHETO OT MOBbPXHOCTY, MPeaAMETU 1 Xopa.

1.5. OTroBOpHOCT Ha NnpousBoaUTeNs
AtriCure HOC/ OTFOBOPHOCT 3a 6€30MacHOCTTA, HafeXAHOCTTa U epeKTUBHOCTTA Ha 000PYABaHETO CaMO aKo:

«[locoueHnTe B TOBa pbKOBOACTBO NpoLeiypu 3a MOHTa Ca CMa3eHun.

« Moaudumkaumm nnm pemMmoHT ca N3BbPLLIEHN OT LA, yrbiHOMoLeH oT AtriCure.

« EnekTprueckaTta MHCTanaumsa Ha CbOTBETHOTO MOMeLLeHVe OTroBapA Ha M3MCKBaHMATa Ha MeCTHUTE Hapeabu 1 pasnopenowm,
kaTo Hanpumep IEC n BSI.

+ ObopyaBaHEeTO Ce 1M3Mo3Ba CbracHo PbkoBoAcCTBO 3a NoTpebutens Ha AtriCure.

2. ANAPAT 3A ABJIALIMA N USMEPBAHE ATRICURE (ASU)
To3m pasgen npefgoctasA NogpobHO onvcaHne Ha ASU, BKntounTenHo GyHKLMUTE N paboTHUTE XapaKTepUCTUKM.
2.1. OnucaHne Ha YyCTPOIMCTBOTO

AtriCure® ASU reHepupa 1 nogasa PY eHepruia B GunonspeH pexxmm npu yectoTa ot npubnunsntenHo 460 kHz ¢ makcumanHa
M3XOZHA MOLLHOCT B Anana3oHa ot 12 BaTa 4o 30 BaTa B 3aBMCUMMOCT OT pexkrMa Ha paboTa. AtriCure® ASU moxe fia reHepupa
MaKCUMaJiHa n3XofHa MOLLHOCT oT 32,5 BaTta npu Toeap ot 100 Ohm, BbNpekn Ye KbM MOMEHTa HUKOW OMNONApPeH HakpanHUK
AtriCure® He n3non3Ba MowWHOCT Hag 30 BaTa. PaboTHUAT pexum e GyHKUUA Ha HaKpalHUKa 1 ce HacTporia oT ASU. AtriCure ASU
e npoekTrpaH fa paboTu ¢ HakpanHrKka AtriCure. ASU 1 HakpallHUKbBT Ca MPOEKTUPaHU 3a n3non3saHe 6e3 HeyTpaneH enexkTpos.
KpauHuat npeBKkniouBaTen € BXOLHOTO YCTPOWCTBO, KOETO Ce 13MOJI3Ba 3a akTUBMpPaHe Ha nofjasaHeTo Ha PY eHeprus.
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2.2. NpepeH naHen Ha ASU - UniocTpauma n HomeHKnaTypa

Wnioctpaums Ha npegHua naHen Ha ASU e nokasaHa Ha Qurypa 2 no-gony.
1 2

5 4
Oueypa 2 — [pedeH naHen Ha ASU

[1] Oncnnen 3a KpuBa Ha NPOBOANUMOCTTA [5] HanKaTop 3a TpaHCMypanHOCT
Ha TbKaHUTe/KpMBa Ha MOLLHOCTTa [6] VinavKaTop 3a Hen3npaBHOCT
[2] 'uankaTop 3a roToBHOCT [7] VinankaTop 3a 3axpaHBaHe
[3] MHaukaTop 3a RF ON [8] OpbxKa
[91

[4] MHe3p0 3a HakpaiHMKa 9] Perynatopu 3a ApbKaTa

Avcnnen Ha npeaHnAa naHen

Ha npeaHua naHen Ha ASU e pa3nonoskeH eanH gucnnen: QUCnneaT 3a KprBa Ha MPOBOAMMOCTTa Ha TbKaHWUTE/KPYBa Ha MOLLHOCTTA.
To3n gucnnewn e onncaH no-gony.

Oucnnen OnucaHune

[Auncnneii 3a KpyBa Ha NPOBOANMOCTTa Ha TbKaHUTe — Knamna Isolator™
(no nopgpas6upaHe):

NCE | il S |

Mo Bpeme Ha LKbNa Ha abnauma ASU n3Bexxaa KpriBa 3a MPOBOAMMOCTTA Ha TbKaHUTE
(Tok/HanpexeHune) cnpamo BpemeTo. OcTa y e NpOBOAUMOCTTA Ha TbKaHWTe, a OCTa X €
BpemeTo.

Pa3kauBaHeTO 1y CBbP3BaHETO Ha KpayuHUA NPEBKIIOUYBaTEN He BNMAE Ha N3BEXAAHETO
Ha KpuBaTa 3a NPOBOAMMOCTTa Ha TbKaHuTe. Buxxte pa3gen 4.4.3.

[Auncnneii 3a KpyBaTa Ha MOLLHOCTTa - eJleKTpoAHa nucanka Isolator™ Transpolar™
unu nuHenHa nucanka CoolRail™:

Mo BpeMme Ha LuMKbfa Ha abnayma ASU n3Bexza KpriBa Ha MOLLHOCTTa (TOK HanpekeHue)
cnpamo BpemeTo. OcTa y e MOLLHOCTTa, @ OCTa X € BpeMeTo.

Pa3kauBaHeTO UM NMOBTOPHOTO CBbP3BaHe Ha KpauHUA NpPeBKIIloYBaTenN He Buse Ha
® ™ = M3BEXJaHETO Ha KpMBaTa Ha MOLLHOCTTA. BuxkTe paspen 4.4.3.

TEME
RELEASE FOOTSWITCH TO STOF
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MHAI/IKaTOpI/I Ha npegHnA naHen

NupgukaTtop OnucaHune
‘ I MupukaTtop 3a BAXPAHBAHE - 3eneH cBeTtogumo 0603HavyaBa, ye NpoOMeHIMBOTOKOBOTO
3axpaHBaHe e HanMyHo 1 ye ASU e BKNOYEH.
Nupukatop 3a HEM3MPABHOCT - Ta3su yepBeHa namrna o603HavaBa, Ye e Bb3HMKHaNa
Heun3npaBHOCT 1 3aXpaHBaHETO TPA6Ba fa Obe N3KMUYEHO U BKITIOYEHO OTHOBO.
READY
Uupukatop READY - Ta3u 3enieHa namna o603HayaBa, Ye KpauyHUAT NpeBKIoUBaTeN
N HaKpalHUKBT ca cBbp3aHu 1 ASU e rotos 3a paboTa
Mupukatop 3a RF ON - CrH cBeToanon 0603HavaBa, Ye KbM HaKpaiHMKa ce nojaasa
RF ON PY mMoLyHOCT.
MopgaBaHeTo Ha PY n3xoaHa MOLLHOCT Ce CTapTupa Ype3 HaTUCKaHe Ha KpayHusA
npeBKoYBaTen.
TRANSMURALITY Mupukatop 3a TRANSMURALITY - CviH murawy, ceeToanon 0603HavyaBa, Ye anroputbmbT
3a TPAHCMYPAJTHOCT € YOBJIETBOPEH, KOETO 03HaYaBa, Ye NoTPeOUTENAT MOXe Aa
npeKpaTy UMKbA Ha abnayus.

Me3po Ha npeaHnA naHen

NnpgukaTtop

OnucaHme

HANDPIECE

Mespno 3a HAKPAUHUK n akcecoap 3a ASU — Toa 12-umdTOBO rHe30 Cyu 3a
npucbeanHaBaHe Ha HaKpanHuKa AtriCure Unn Ha CBbpP3BaLl Kabes KbM JOMbAHUTENTHO
yCTPONCTBO. Ta3m Bpb3Ka e n30n1paHa oT naymneHTa.

2.3 3apeH naHen Ha ASU - UniocTtpauua n HomeHKnartypa

NniocTpauusa Ha 3agHUA naHen Ha ASU e nokasaHa Ha Qurypa 3 no-gony.

1 2
-
‘ N WARNING
FIRE RISK. REPLACE
FUSES AS MARKED.
WARNING
THE_VOLTAGE
SELECTOR AND
© FOOTSWITCH L EEQLZ?ET?{JEE ©)
. S SAME VOLTAGE >
= swi1 (((.))) TP o raen 28w ATTENTION: ssmme =
@ ‘ OPERATING FREQUENCY 25R UsgnueTionNs VOLTAGE @
460kHz SELECTOR ¢
S~ 7 -

7

7

[
[2
(3
[4

MNopT 3a AaHHK

Mogyn 3a nofaBaHe Ha
KyTus ¢ npeanasutenu

[ e e Y
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Perynatop Ha cunaTa Ha 3ByKa

/ “
6 5
®uaypa 3 —3adeH naren Ha ASU

[5
[6
[7
(8

3a3emMABalL, KOHTaKT 3a Mn3paBHABAHE Ha NoTeHUMann
CEHEKTOp 3a BXOOHO HanpexeHne

MHe3po 3a Kpa4veH npesK4vBaten

CepBVI3EH [OoCTbN

3axpaHBaHe

—_ = e

12




(DyHKI.WIIII Ha 3agHuA naHen

Mpadumka OnucaHune

3a3em#ABaLY KOHTAKT 3a U3paBHABaHeE Ha NoTeHumann — OcurypsaBa HaumH 3a 3aLmnTeHo
CBbp3BaHe Ha 3a3emsaBaHeTo Ha AtriCure ASU KbMm fpyro 3a3emeHo obopynBaHe.

MopT 3a AaHHW — 3a NPOV3BOACTBEHM U U3NUTATENHN LieNn.

Mogayn 3a nogaBaHe Ha 3axpaHBaHe — MogynbT cbabpxKa npesktousatensa ON/OFF
1 npeanasuTenuTe. HanpexeHneTo ce n3bupa cNpsiMo OpreHTaLUMATa Ha OTAENEHNETO
C npeanasnTenu, Kakto e 0603HayeHo.

Kytus c npegnasutenu — KytusaTa ¢ npeanasnTeny CbabpKa npeanasutennte, n3bpaHu
3a BXOAHOTO HanpexeHue. BuxTe TexHnuyeckute cneymounkalum B pasgen 7 ot ToBa
PBbKOBOACTBO.

CeneKTop 3a BXOAHO HanpexeHne — CenekTopbT 3a BXOQHO HanpeKeHve e NnpeaBaputenHo
HacTpoeH B 3aBofa Ha 110V nnm Ha 220V 1 He TpAbBa fa ce perynupa oT onepaTtopa.

Ta3um HacTpoliKa cnefBa fa ce perynvpa caMo OT NPOV3BOAUTENA UMW OT YMTb/IHOMOLLIEH
npeacTaBuTeN 3a TEXHUYECKN YCIYT.

VOLUME
Perynatop Ha cunata Ha 3ByKa — CisiaTa Ha 3ByKa Ce perynimpa oT BbpTALy ce perynatop.
Eq)) ASU pasnonara c BUCOKOrOBOPUTES, YUPe3 KOMTO KbM NOTPebuTeNsa ce Nogasat 3ByKOBH

CcurHanu 3a obpaTtHa Bpb3Ka.

VOLTAGE
SELECTOR

FOOTSWITCH

[He3p0 3a KpayeH nNpeBKnouBaTen — ToBa rHe3[0 CNyXKM 3a NPUCbenHABaHE Ha
KOHeKTopa Ha KpayHuA npeBkntoysaten. [egansbT ¢ eAMHUYHO MOMEHTHO AeNCTBUE CITYXKN
3a akTUBMpaHe Ha PY moLwHOCT.

\

sSw1
@ CepBu3eH JOCTbN — 3a NPOV3BOACTBEHN U M3NUTATENHW Lienn.

3. UHCTAJINPAHE HA ASU

MpoepeTe ASU 3a npusHaum Ha Gr3nyeckn NoBpean No NpefHUA NaHen, WacuTo Uin Kanaka.

3ABEJIEXKKA: Ako 6bae ycTaHoBeHa pusnuecka nospeaa, HE M3MOJI3BANTE AMAPATA. CBBPXKETE CE C AtriCure 3a cmAHa.
Bcnukn BpbLaHuA nognexat Ha ogobpeHue ot AtriCure.

3.1. TpancnopTupaHe Ha ASU

,D,p'b)KKaTa MOe Aa Cce N3MOoN3Ba 3a NpeHacAHe Ha ASU. 3a ga npoMeHNTE NO3NUMATA Ha APbXKKaTa, HATUCHETE €AHOBPEeMEHHO ABaTa
perynatopa 3a pbKKaTa 1 A NpeMecTeTe Ha KeJlaHaTa No3nuunA. He I'IpOMEHFlVITe NOo3NUNATA Ha APbXKKaTa, KOrato KbM rHE340TO 3a
HaKpal7IHVIKa MMa CBbpP3aH HaKpal7IHVIK nnn oONbNIHUTENHO yCTpOIzCTBO.

3.2. PerynupaHe Ha brona Ha rnegaHe

3a ja NpoMeHUTe brbJia Ha reflaHe Ha Aucniies 3a KprBaTa Ha NPoBOAMMOCTTa Ha ASU, perynupaiite nos3nuuaTa Ha ApbKKaTa
CbIIacHO YKasaHuATa B pa3gen 3.1. no-rope.

3.3. NopgroroBka Ha ASU 3a ekcnnoatauus

ASU moxe fa 6be NocTaBeH BbpXy HOCELa KOIMYKa Uv BbpXy CcTabunHa Maca unuv nnatgpopma. NMpenopbysame KONNUKNTE Ja ca
C NPOBOANMMU Kornena. BukTte 60HMUHMTE NpoLeaypu UM MECTHITE NpaBuna, 3a Aa noiyyute noapobHa nHdopmaums.

OcmrypeTe MWHUMYM YeTUPK 00 WeCT NMHYa CBO6OD,HO MNPOCTPAHCTBO OTCTPAHU N OTrope Ha ASU 3a KOHBEKLNOHHO OXNaXkaHe.
anI HenpekbCHaTa yn0Tpe6a 3a Obarv nepnoan ot Bpeme € HOpMasIHO FrOPHUAT 1 3aAHUAT NaHEN da Ce HarpeAr.
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3.4. 3axpaHBaLy Kaben
ASU ce goctaBs c ono6peH 3axpaHBall Kaben 3a 60HNYHW Lienn.
Bkntouete ASU B 3a3eMeH KOHTaKT.

3ABEJIEMXKA: He n3nonseante yabmkutenHu kabenm nnv agantepu ot TpuindToBm KbM ABYLLMGTOBM LWencenn. 3axpaHBalmnaTt
Kaben TpsbBa Aa ce NpoBepsBa NepPUOANYHO 3a MOBPEeAEHa M301auma WU NOBPEAEHN KOHEKTOPW.

3.5. CBbp3BaHe 1 pa3KauBaHe Ha HaKpaliHNKa

CBbpKeTe HaKpanHMKa gupekTHO KbM ASU. BKkapaliTe KabenHuma KOHEKTOP Ha HaKpalHMKa B rHe340TO Ha npeaHna naHen Ha ASU,
KaTo ce yBepuTe, Ye CUMBOJTBT CbC CTPeJiKa BbpXy KOHEKTOpa COYM Harope 1 e OpUeHTUPaH KbM CMMBOJIA CbC CTPENKa BbpXy
rHesfoTo Ha ASU.

3ABEJIEXXKA: OO6UKHOBEHO Lue CBbp3BaTe HaKpanHuKa KbM ASU, KoraTo 3axpaHBaHeTo Ha ASU e BKJII0UEHO 1 € B pabOoTeH pexunm
STANDBY (BukTe pa3gen 4.2 oTHOCHO pexxkmma STANDBY). HakpaliHiKbT 06aue Moxe Aa 6bae CBbp3aH, cfief Kato 6be BKIoUYEHO
3axpaHBaHeTo My UK Npean Aa BKounTe 3axpaHBaHeTo Ha ASU.

3ABEJIEXXKA: Crnep Kato CBbprKeTe HaKpaliH1Ka, To He Moxe Aa 6bae pa3kaveH ot ASU c usgbpreaHe Ha Kabena. 3a fa
pa3KaunTe HakpalrHUKa, ApbrHeTe Koprnyca Ha KabenHna KOHeKTOp 1 ro n3BajeTe oT rHe3oTo Ha ASU.

3ABEJIEMXKA: HanpaBeTe cnpaBKa C IMCTa C UHCTPYKLMM 33 HaKpalHKKa 3a no-nogpobHa nHdopmaums 0OTHOCHO CBbpP3BaHETO
Ha HaKpalHuKa Kbm ASU B cTepunHa cpega.

3.6. MHcTanupaHe Ha KpauyHuA NpeBKIloYBaTen
3.6.1. lMpoBepeTe KpauyHUA NpeBKIoYBaTen

MpoBepeTe KpauHWA NPeBK/OYBaTEN 3a NPU3HaLUM Ha du3nyeckn noBpeam no Kabena n KOHeKTopa. AKo ce ycTaHoBM dursnyecka
noBpefa Wm ako KpauHMAT NpeBKIItouBaTen He paboTu B pamKkuTe Ha cneundurKaumaTa, ysegomete AtriCure. Bcuukm BpbLyaHua
noanexaT Ha ogobpeHme ot AtriCure.

3.6.2. CBbp3BaHe 1 pa3KauBaHe Ha KpauHUA NpeBKIloYBaTen

MocTaBeTe CTpesikaTa 3a NOAPaBHABAHE Ha KOHEKTOPa Ha no3uuma 12:00 yaca, cief KOeTo NPUTUCHETE KOHEKTOPA Ha KpauHus
NpeBKoYBaTesN B rTHE340TO 3a KPayuHWs NPeBKIIoYBaTeN Ha 3a4HuUA naHes Ha ASU, KakTo e nokasaHo Ha Qurypa 4.

3ABEJIEXXKA: OO6UKHOBEHO Lue CBbp3BaTe KpauHUs npeBkstouBaTen kbm ASU, korato 3axpaHBaHeTo Ha ASU e BK/tloueHO 1 e B
paboTteH pexxum STANDBY (BuKTe pa3gen 4 oTHocHO pexxkrma STANDBY). KpauHuAaT npeBkitouBaTen obave moxe fa 6bae CBbp3aH,
cnep KaTo 6bje BKIIOUEHO 3axpaHBaHETO My UM Npeamn Aia BKNounTe 3axpaHBaHeTo Ha ASU.

ETUKETUPAHE

HATIPOAYKTA

5 (ﬂi")—“""ﬂ:"ff"’" Am o

Queypa 4 — Cevp3saHe HA KpayHUA npeskoysamen kem ASU
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3.6.3. MNogroToBKa Ha KpauHUA NpeBK/OYBaTes 3a eKcnoartauma

KpaunuAaT npesknousaten TpAabea fa 6bhe NoCcTaBeH Ha paBHa NOAOBA NOBbPXHOCT. [penopbyBame 30HaTa OKOSIO KpayuHus
NpPeBK/oYBaTEN 4a Ce NOAAbPXKA CYXa, 33 Aa HAMaNN PUCKBT OT PasnuB.

CnepBa fa 6baat npeanpueTi NoaXoAALWM NpeanasH MepKy, 3a Aa Ce rapaHTupa, ye KabenbT, CBbpP3BaLl KpauHUs NpeBKoUBaTes
kbm ASU, He cb3faBa ONacHOCT B onepaLoHHaTa 3ana.

4. NHCTPYKLUMN 3A YINOTPEBA
4.1. BkniouBaHe Ha ASU
1.YBeperTe ce, ue ASU e BKNOUEH KbM 3a3eMeH KOHTaKT.
3ABEJIEXKKA: He nsnonseaiite yab/mKUTENHN Kabenv unv agantepu oT TpuwndToBu KbM ABYLUMGTOBY LWencenu. 3axpaHBaLmaT
Kaben TpA6GBa fa ce NpoBepABa NEPMOLMYHO 33 MOBPEAEHA U30M1aLMA UM NOBPEAEHN KOHEKTOPN.

2. Bkniouete 3axpaHBaHeTo oT npeBkntousatensa ON/OFF, pasnonoxeH Ha Mogyna 3a nofaBaHe Ha 3axpaHBaHe Ha 3aJHWA naHen.
Cnep BKNOUBaHe Ha 3aXxpaHBaHETO CCTeMaTa M3BbpLUBA CUCTEMHY CaMOAMArHOCTUYHN TecToBe. Buxkte Qurypa 5. AKO BCUYUKN
CaMOAMarHOCTUYHM TeCTOBE Ca YCNeLHW, cnctemarta npemuHasa B pexkum STANDBY. AKo HAKOM caMOAMarHOCTUYHU TeCTOBe Ca
HeycrneLHu, cuctemata npeMmHasa B pexkum FAULT. Mpu cTapTupaHe camofmarHoCTKaTta nofjasa ABa 6bp3n 3ByKOBU CUrHana.
OnepaTtopbT TpAbBa Aa ce yBepwy, Ye Te3r 3BYKOBY CUFHaNM ca NojafeHu.

3ABEJIEMXKA: BwxTe pasgen 4.2. no-gony 3a NbaHo onucaHue Ha pexkummte STANDBY n FAULT, KakTo 1 Ha BCUYKM OCTaHanu
pexunmm Ha paboTa.

PERFORMING SYSTEM SELF-TEST
FLEASE WAIT . . .

Oueypa 5 - [Jucnned, o6o3Havyasaw; CAMOAVNATHOCTUKA

4.2, Pexxumu Ha pa6oTa

ASU paboTu B eanH oT netTe pexnma: Pexxuimum STANDBY, READY, RF ON, ERROR 1 FAULT. Te3n pexumm ce n3Bexxgat B AOJHMA NAB
brbJ Ha KprBaTa 3a NpoBOAMMOCTTa. Buxkte Qurypa 6 no-gony.

+ Pexxuim STANDBY - KbM TO31 peXxnm ce npemnHaBa aBTOMAaTUUYHO cfief ycnewHo BKtouBaHe Ha ASU nnu ot pexxum READY, ako
6blle OTYETEHO pa3kauBaHe Ha HaKPaHWK UK KpadeH npeskiousaTten. CbobuleHne Ha LCD gucnnea o6o3HavaBa, ye cuctemata
e B pexkum STANDBY.

« Pexxum READY - KbM TO31 pexknm ce NpeMinHaBa cfiefi CBbpP3BaHe KaKTO Ha HaKpalHUK, Taka M Ha KpayeH NpeBK/oyBaTen B
pexxum STANDBY, nnu ot pexkum ON, ako KpauHUST NpeBKoYBaTeN € 61 HaTucHaT u ocBoboaeH. CbobuyeHre Ha LCD gucnnesn
0603HauaBa, Ye cuctemarta e B pexkum READY.

« Pexxum RF ON - Kbm TO31 peXxknm ce npemnHaBa Npuv HaTUCKaHe Ha KpauyHus npeBkatouBaten B pexxum READY. Cuctemata
npemuHasa oT pexxum RF ON kbMm pexkum READY cnep natnyaHe Ha 40-ceKyHeH BpeMEBU Nepuos nnm npu ocBoboxgaBaHe Ha
KpayHuA npeBKoyBaTen.

« Pexxuim ERROR - KbM TO31 pexum ce npemmnHaBa, ako 6baT oTyeTeHN CbCTOAHMA Ha NoMnpaBrMa rpeLlka, B KOWTO 1 ja € PeXnm
C n3KnouveHne Ha pexkum FAULT. Cnuctemata n3Bexga CbOTBETHOTO CbOOLLEHNE 3a FPeLLKa 1 MNPy 0CBOOOXKAaBaHe Ha KpayuHus
npeBKnYBaTesn npemmHasa Kbm pexxum READY.

« Pexxuim FAULT - Kbm TO31 pexxurm ce NpeMrnHaBa, ako 6bAaT OTYETEHW CbCTOSIHMA Ha HeMonpasBrMa rpeLlka B KOWTO 1 fia e
pexurm. B To31 pexxnm crctemaTta ocTaBa HepaboTocnocobHa, JoKaTo 3aXpaHBaAHETO He ObAe M3KIIUEHO 1 Cfief TOBa BKITUEHO.
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CONDUCTANCE

u] 15 u] 15
TIME TIME

STANDBY CONMNECT: STANDBEY CONMNECT:
HANDPIECE FOOTSWITCH HANDPIECE FOOTSWITCH

Queypa 6 - [Jucnned 3a Kpusama Ha NPo8ooOUMOCMMA U MowHocmma, o6o3Ha4yasaw, pexum STANDBY

4.3. 3ByKOBU CUTHaNn

ASU mn3non3Ba 5 Bb3MOXXHW 3BYKOBU CMrHasa, JOKaTo paboTu: 3ByKOB CMrHas NpU CTapTUpaHe, Npu rpeLlka, Npy Hem3npaBHOCT, Npy
RF ON n npun TpaHcmypanHocT. MoxeTe fAa perynmpate cunata Ha 3ByKa Ha Te3u 3ByKOBW CUIHanu OT perynatopa Ha cuiaTa Ha 3ByKa
Ha 3aaHuA naHen Ha ASU (BuxTe Ourypa 3). [o-gony e onvcaH BCeku OT Te3un 5 3ByKOBM CUTHana.

Nme Ha 3BYKOB CUrHan OnucaHue Ha 3BYKOBUA CUTHan 3HaueHue 3a onepartopa:

3BYKOB CMrHan npu To3u 3BYKOB CMrHan ce NojaBa, KoraTo NPeBK/IYBaTENAT Ha
[1Ba 6bp3u 3ByKOBM CHrHana B
CTapTvpaHe 3axpaHBaHeTo Gbje NocTaBeH B no3uums,ON".

3BYKOB CUrHan 3a rpetika [MocToAHEH HCKOYEeCTOTEH 3BYKOB CurHan To3m 3BYKOB CMrHan ce nofasa npu Hann4vne Ha rpeLlka.

Bbpsa nocnenoBaTesIHOCT OT 3BYKOBU

3BYKOB CUrHan 3a
CUTHaNM C HNCKa TOHAJTHOCT 3a nepuoa

To3n 3BYKOB CMrHan ce nofaBa npu npemMrnHaBaHe B PeXNM Ha

Hen3npaBHOCT Hen3npaBHOCT.
OT 2 CeKYHAM
To3wn 3ByKOB cMrHan npo3ByyaBa npu nofasaHe Ha PY eneprua Kkbm
MocToAHEH cpeHOUECTOTEH 3BYKOB "
CArHan Knamnarta Isolator™. To3u 3ByKOB C/rHan uMa no-Br1CcoKa YecTota ot
3BYKOBMA CUrHaN 3a rpeLuka.
3BykoB curHan 3a RF ON MpeKbCHaT, HamanABall 3ByKOB CUrHaN Npe3 MHTepBanm ot
MpoMeHsLL ce 3BYKOB CUTHan CbC cpeHa | 10 cekyHAM Npo3ByyaBa Npu nogasaHe Ha PY eHeprua Kbm
TOHANHOCT enekTpofHaTta nucanka Isolator™ Transpolar™. To3u 3BykoB curHan
1MMa No-BMCOKa YecToTa OT 3ByKOBWA CUrHan 3a rpeLuKa.
To3wn 3ByKOB curHan ce nogasa B pexum RF ON npu nocturaHe
Ha TPaHCMYpPanHOCT. 3BYKOBUAT CUTHA NPU TPAHCMYpPaTHOCT
LLie ocTaHe Aa 3Byun 1 PY e npofbmku fa ce NoAaBa, JOKaTo
3BYKOB C/rHan 3a lMpexbcBall 3BYKOB CrHan CbC cpefjHa KpauHUAT NpeBKtouBaTen He 6bfe ocBobofeH unw cnep Kato
TPaHCMypanHocT TOHAaNHOCT n3rtekat 40 cekyHAaw.

Tasn pyHKLMA He e NPUNOoKMMa CMPAMO NIMHEeNHaTa
eneKkTpoaHa nucanka Isolator™ Transpolar™.
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4.4. NopaBaHe Ha PY eHeprus
4.4.1. CBbpKeTe HaKpalHMKa 1 KpauHUA NpeBK/louYBaTesn

CBbprkeTe HaKpalHUKa 1 KpauHUA NpeBKIIoYBaTeN, KakTo e onvcaHo B pa3genu 3.5. 1 3.6, 1 nornefHeTe aucnnes, 3a fa cre
CUTYPHMU, Ye BPb3KUTE Ca N3MbJIHEHW. EKpaHbT 1 MHAMKATOPBT 3a roToBHOCT Ha ASU TpabBa aa nokaseart, ye PY reHepaTtopbT
e B pexxum READY. Buxxte Qurypa 7.

CONDUCTANCE

10 15
TINE
Depress footswitch to begin READY

10 15
TINE

Depress footswitch to begin

Oueypa 7 - [Jucnneli 3a kpugama Ha nposooumocm, nokazsaw pexxum READY 3a HakpatiHuyume Isolator (2ope), u ducnnet 3a
Kpusama Ha MOUWHOCM 3a esleKmpoOHama nucaska Isolator™ Transpolar™ u nuHeliHama nucaska Coolrail™ (dony).

3ABEJNIEXXKA: Cnep npemuHaBaHe B pex<um READY ot pexnma RF ON ce n3Bexaa npeguiuHaTa KprBa.
4.4.2. Pasnonoxerte HaKpamHuKa

3a fa pa3nonoxmTe HakpalHrKa, cneasanTe MHCTpyKummuTe 3a ynoTpeba, npeaocTaBeHn C HakpalHyKa.
4.4.3.Nopante PY eHeprus

HaTucHeTe KpauHua NpeBKoYBaTen, 3a fla CTapTupaTe nssexkgaHeTto Ha PY eHeprua. M3sexxgaHeTo Ha PY eHeprua ce npekpataBsa
upe3 0cBOOOXKJaBaHe Ha KpauHWA NPeBKIIoUBaTeN UK CNef KaTo u3Ttekat 40 ceKyHAU Ha HeMPEeKbCHATO NMoAaBaHe Ha eHeprus.
EkpaHbT Ha ASU e nokaxe, ue reHepaTtopbT e B pexkum RF ON. Buxkte Quirypu 8 n 9.

Mo Bpeme Ha paboTa ¢ knamnarta Isolator™ Ha LCD ekpaHa 3a rpadukm ce n3Bexkaa KpviBa B peasiHO BpeMe 3a M3MepeHaTa
TbKaHHa NPOBOAUMOCT C OMYCK OT +/- 20%. Bb3 ocHOBa Ha n3MepeHnTe CTOMHOCTM 3a NpooaumocTtTa ASU Lie onpegenu Kora
€ NOCTUIHATO CbCTOAHUE HA TPAHCMYPaNHOCT.
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Cnep KaTo ToBa CbCTOsHME ObAe MOCTUIHATO, CUHVAT MHAMKATOP 3a TPAHCMYPASTHOCT L 3anoyHe [a Mura 1 3ByKOBUAT CUrHaJI, NofaBaH
oT ASU, e ce NpoOMEHY OT MOCTOSIHEH Ha MPEeKbCBALL, KaTo MO TO3M HAUMH LLe CUTHaNM3KpPa, Ye e NoCTUrHaTa TPaHCMYpPanHOCT. AKO He
0cBObOAUTE KpayuHUA MPEBKIoUBaTeN B paMKuTe Ha 40 ceKyHAu, cMcTeMaTa aBTOMaTUYHO Liie OTOPOM TOBa BpeMe 1 Lue cripe abnauyusTa.

CONDUCTANCE

RF ON

TRANSMURALITY

15
TIME
RELEASE FOOTSWITCH TO STOP

Gueypa 8 - [Jucnneli 3a Kpuga Ha NposoouMocmmad, nokaseawj pexxum RF ON

MNpwn enekTpopHaTa nucanka Isolator™ Transpolar™ n nuHenHaTa nmucanka Coolrail™ Ha LCD ekpaHa 3a rpadpukm ce n3Bexkaa Kpmaa
Ha M3MepBaHaTa B peaslHO BpeMe MOLLHOCT, MofilaBaHa KbM TbKaHTa, C oNycK +/— 20%. B T03u pexxum ASU HsiMa fia 0603Haum Kora
€ NMOCTUIHATO CbCTOSIHUE HA TPAHCMYpPANHOCT. CbLLO Taka, ako He 0CBOOOAUTE KpayHMs NPeBKoUYBaTeN B pamKuTe Ha 40 cekyHau,
cucTeMaTa aBTOMaTMYHO Liie OTOPOM TOBA BPEME U Lie Crnpe abnauunTa.

RF ON

10 18
TIME
RELEASE FOOTSWITCH TO STOP

Queypa 9 - lucnneli 3a Kpusa Ha MouHocmmad, nokaszeaw pexum RF ON

KprBaTa Ha NpoBOAMMOCTTa 1 KpUBaTa Ha MOLLHOCTTa Ce M3BeXKAaT BbpXxy 20-ceKyHAHa cKana. B HAKou cnyyan cbCToAHMETO

Ha TpaHCMypPasHOCT HAMa fia 6bJie MOCTUIHATO B paMKuTe Ha 20-Te CeKyHAW, NOKa3aHU Ha AWChes 3a KpuBaTta Ha TbKaHHa
NPOBOAMMOCT (He ce OTHacA [0 eneKkTpoaHaTa nucanka Isolator™ Transpolar™ unu nuHenHata nucanka Coolrail™). B Takusa cnyvan
NMOCTPOABAHETO Ha KpMBaTa LLie MPOABIIKM Ha BTOPU €KPaH, Ha KOMTO e ce U3BeAe NPOAbIKEHVE Ha MPOBOAMMOCTTA 3@ MAaKCUMYM
20 gonbnHuTenHu cekyHaun. ®urypa 10 no-gony nokassa npumMep 3a GyHKLUMATa Ha NPOABIIKEHO NOCTPOABaHE Npu abnauus, 3a
KOATO ca HeobxoarMM noBeuye oT 20 CeKyHAN.

Mo cxofeH HauMH Npu enekTpoaHaTa nucanka Isolator™ Transpolar™ n nuHenHata nucanka Coolrail™ nocTposaBaHeTo Ha KprBaTa
Ha MOLLHOCTTA LLie MPOABIIXKM Ha BTOPU eKpaH npw abnaumu, Npoab/Kasalim Hag 20 ceKyHAN, 3a MakcMym 20 JOMbAHUTENHN
CeKYHAN.
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CONDUCTANCE

CONDUCTANCE

15
TIME

RELEASE FOOTSWITCH TO STOP

15
TIME
RELEASE FOOTSWITCH TO STOP

Guzypa 10 - Jucnnel 3a npods/IXXeHO NOCMPOABAHE 3d Kpusama npu abnayus, npoosxasawama Hao 20 cekyHOU

5. OTCTPAHABAHE HA HEU3IMPABHOCTHU

WN3non3BawiTte cnegHnTe pasfaeny, 3a ja CM MOMOTHEeTe MpuY OTCTPaHsBAaHE Ha eBeHTyanHn npobnemu ¢ ASU.

5.1. Jlunca Ha reHepupaHa P4 mowHocT

AKo HAMa reHepunpaHa PY MOLLHOCT, onutanTe Aa Kopurmparte Tto3n npo6neM, KaTO N3N0oNn3BaTe KOHTPOMHUA CNNCHK Aony.

Bb3moxHa npuumnHa

PeweHnne

ASU He e BKtoYeH

Bkniouete 3axpaHBaHETO

Kabenst Ha ASU He e BKtoUeH

HOTB'bpﬂeTe ENeKTpuvecKnTe BPb3KN 1 CJie[ TOBa BK/IIOYETE 3aXPaHBAHETO

He e cBbp3aH HaKOHEYHUK

CBbprKeTe HAKOHEeYHNK

Hee CBbpP3aH Kpa4yeH npeBKoYBaTen

CBbp)KETE KpayeH npeBknyBaten

ASU B pexxum HEU3MPABHOCT

M3kntoyeTe 1 cnep ToBa BKIOYETE 3axpaHBaHETO

ASU B pexxum M3YAKBAHE

yBepeTe Cce, Ye HAaKOHEYHUKDBT N KpauHUAT NnpeBK/tovBaTes Ca NpaBUIHO CBbP3aHN

MpeKkbcHaT Kaben Ha HaKOHEYHNK

CmeHeTe HaKOHeYHMKA

HEVI3I'IpaBHOCT B KPaYyHNA NpeBKNOYBaTeN

CmeHeTe KpadyHuA npeBKno4yBaten

HeVI3I'IpaBHOCT Ha HAaKOHEYHNKa

CmeHeTe HaKOHeYHUKa

BbTpewwHa HensnpaBHocT Ha ASU

CBbpiKeTe ce c oTAena 3a 06cnyKBaHe Ha KnneHTH Ha AtriCure

Ako ASU npoabixm Aa He nssexaa PY moLyHOCT, cBbpKeTe ce ¢ npefcTaBuTens 3a TexHuyeckmn ycnyrum Ha AtriCure.

5.2. Kogose 3a rpewuku

AKO Bb3HUKHE CbCTOAHME Ha MOBPefa, KpuBaTa Ha MOLLHOCTTa Ha NpeAHMA NaHen e n3sede Kog 3a rpewka. [Mpn n3sexgaHe
Ha Kop 3a rpewwka ot EO7 go E09, ot PO1 no P10, P12 nnwn ot FO1 go F14 onutanTe Aa n3knoumTe 1 BKIOYMTE 3aXpaHBaHETO.
AKo npobnembT NPOABLIKU, CBBPXKETE Ce C OTAeNa 3a 06cnyBaHe Ha kKnneHTu Ha AtriCure.

M3non3Baunte Ta6nv|uaTa no-gony, 3a Aa ce onutaTte Aa OTCTPpaHuUTe CJieAHNTE NOMPaBUMU FrpeLlKn B NPUITOXKEHUETO.

CbOBLUEHUE HA LCD EKPAHA OMUCAHUE PELLEHUE
Replace Handpiece HO1 HeBanuaHa Bepcua Ha HaKpanHMKa CmeHeTe HaKOHEYHMKa
. lpeLKa 3a n3Tekno Bpeme: CpOKbT Ha FOAHOCT
Replace Handpiece H02 P . P P A CmeHeTe HakoHeYHNKa
Ha HaKpalHUKa e U3TeKb
Replace Handpiece HO3 EnekTprueckn npobnem C HakpalHuKa CmeHeTe HaKOHEYHMKa
Replace Handpiece HO4 HeBanugHa BepcyA Ha HakparHMKa CmeHeTe HaKOHeYHMKa
lpellKa Ha HACHK MMMeAaHC: lMpoBepeTe enekTpoANTE MAU MPOMEHETE NO3MLKATA
Check Electrodes EO1 P A y poBep poA P H
CKbCeHV eNeKTPOAU Ha HaKpalHMKa Ha YentocTuTe
lpellKa Ha BUCOK MMNeJaHc: .
Close Jaws E02 P A 3aTBopeTe YencTUTe Ha HaKpaHuKa

YentocTute Ha HaKpal7IHl/IKa Ca OTBOpPEHN

19
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lpeLwKa Ha HUCHK UMNeaaHc: MNMpoBepeTe eneKTpoanTe NN NPpoMeHeTe
Check Electrodes E03 P A . posep PoA P
CKbCeHV enekTpoaM Ha HaKpaliHKa nosunyuaTa Ha vYentocTuTe
lpeLKka Ha HUCHK MMNEeAAHC: lMpoBepeTe eneKkTpoguTe AN NnpomeHeTe
Check Electrodes E04 P A . posep PoA P
CKbCeHU enekTpoaM Ha HakpaliHuKa nosuvumnATa Ha YencTuTe
Replace Handpiece E05 OTBOpeHa nnn gedeKkTHa TepMOABOIKa CmeHeTe HaKOHeYHMKa
lpelwka Ha TecT 3a 6GnoKupan NnpeBKoYBaTen:
Check Footswitch E06 KpauHuAT npeBKtoyuBaTen e 3aTBOPeH npu CmeHeTe Kpa4yHuA NpeBK/ovBaTen
CBbpP3BaHeTo
y MpoBepeTe eneKTpoanTe NN NPpoMeHeTe
Check Electrodes E10 CKbCeHV eNeKTPOAU Ha HaKpaiiHIKa posep PoA P
nosuuusaTa Ha YentocTuTe
. KpauHunAT npeBKtoYBaTen e 3aTBOPEH Npu
Check Footswitch P10 P P peHTp MpoBepeTe KpauHNA NpeBKioYBaTen
BK/OUBaHe Ha 3axpaHBaHeTo

5.3. EneKTpomaerrHM CMyLeHNA Unn apyrn cmyujeHnAa

ASU e npemunHan nsnuteaHnA 1 € yCTaHOBEHO, Ye CbOTBETCTBA Ha rPaHNYHUTE CTOMHOCTY 3@ MEAVLIMHCKY U3[enuns, NOCOYEHN
B IEC 60601-1-2:2001. Te3n rpaHNYHU CTOMHOCTU MMAT 3a Lie1 Ja OCUTYPAT JOCTaTbyHa 3aLiMTa OT BPeAHU CMYLLEHNA NPKY
MOHTMpaHe B 06MYaliHa MeanLUMHCKa cpeaa.

ASU reHepuripa 1 MoXe Aa M3byBa PaguMoYeCcTOTHA eHeprus 1, ako He Obie MOHTMPAH 1 U3MOM3BaH CbIIACHO MHCTPYKLMUTE, MOXe
[a NPVYMHW BPeAHM CMYLLEEHWA Ha APy CbCelHM YCTPOWCTBA. Bbrnpekn ToBa HAMa rapaHuus, Ye B ornpefenieHa cpefa Ha MOHTaX
HsAIMa fia Bb3HMKHe cMylleHne. Ako ASU npuurHABa BpeHM CMYLLEHUS HA APYrv YCTPOWCTBA, KOUTO MoraT a 6baaT onpegenexu
ypes U3KIoUYBaHE U BKIoUBaHe Ha ASU, noTpebuTtenaT ce Hacbpuasa a onuTa a Kopurupa CMyLLeHUATa Ype3 efiHa Uan noeseye
OT CNefHUTE MEePKU:

« [lpeopueHTnpanTe unm npemectete NPMemMaLLoTo YyCTPONCTBO.

« YBenuuete pasctoaHneto mexay ASU u gpyruTe yCTponcTBa.

+ CBbpkeTe ASU B KOHTaKT Ha Bepura, pasfinyHa oT Ta3u, KbM KOATO e CBbP3aHO Apyro yCTPONCTBO(a).
« CBbpKeTe ce CbC CepBU3HUA NpeacTaBuTen Ha AtriCure 3a nomou,.

M3non3eanTe cnepawmte pa3fenu 3a OTCTpaHABaHE Ha KOHKPEeTH BNAaoBe CMyLLeHNA, BKITIDYUTENHO CMYLLEHNA Ha MOHNTOPA
(pmcnnen), HEBPOMYCKYJIHa CTMynayma N CMyLWeHNA Ha KapanocTnmynaTop.

5.3.1. CmyweHnA Ha MoHUTOpa (auncnnes)

5.3.1.1. HenpekbcHaTo cmyLeHMe

1.TpoBepeTe CBbP3BaHETO Ha 3axpaHBalLya Kaben 3a ASU.

2. MpoBepeTe LANOTO OCTaHaNO eNIeKTPMYeCcKo 00opyBaHe B ONepaLMoHHaTa 3a/a 3a HEM3MPaBHO 3a3eMsBaHE.

3. AKO eNleKTp1YecKoTo 06opyLBaHe e 3a3eMEHO KbM Pa3fiMyHM 06eKTH, a HE KbM 06MYaHO 3a3eMsABaHe, Pas3fIMKUTe B
HaMpeXXeHNETO MOXE [1a Ce NMOABAT MeX/yY [iBaTa 3a3eMeHU 06ekTa. MOHUTOPBT MOXe Aa pearnpa Ha Te3u HanpexeHus. Hakon
BVAOBE BXOAHU yCUNBaTeNV MoraT fa 6baaT 6anaHcpaHy, 3a ia ce NOCTUTHE ONTMMANTHO OTXBbPJIAHE Ha 06LL PEXIM, 1 MOoraT
€BEHTYaJIHO la Kopurupar npobnema.

5.3.1.2. CmyuweHua camo Korato ASU e akTnBupaH

1. MpoBepeTe BCUKM CBbp3BaHMsA kbM ASU 1 akTUBEH akcecoap, 3a Aa YCTaHOBWTE 4asin UMa €BEHTYASTHO Bb3HMKBAHE Ha UCKPa
nopagmn KOHTaKT Ha MeTan ¢ MeTarl.

2. AKO CMyLLieHMATa NPOABIIKAT, KoraTo ce akTvBmpa ASU 1 OKaTo eN1eKTPOABT He e B KOHTAKT C MaumneHTa, MOHUTOPBT OTroBaps

Ha paguouecToTuTe. HAkou npovssoavTeny npegnarat PY nsrnaxpawy ¢puntbp 3a ynotpeba B oTBeXAaHUATA HA MOHUTOPA. Te3n
bUNTPY HamanABaT CMyLLEHNETO, OKATO € aKTUBMPaH reHepatop. PY Gruntpute MUHUMU3MPAT NOTEHLMANa 3a e1eKTPOXUPYPIrMYHO
n3rapsiHe B MACTOTO Ha ef1IeKTPOa Ha MOHUTOpA.

3.TMpoBepeTe fanm 3a3emaABaLLMTe NPOBOAHMLM B ONepaLvoHHaTa 3a1a MaT NOAXOAALY eNeKTpUYeckn cneundukaymi.

BcuuKy 3a3eMUTENHY NPOBOAHNLM TPAGBA Aa OTBEXKAAT A0 €MH 1 Cbll 3a3eMEH MeTal C Bb3MOXHO Hali-KbCW MPOBOAHMLN.

4. AKO ropHUTe CTBIKK He peliat npobnema, ASU Tpsab6Bea fa 6bae NpoBepeH oT KBannuduumpaH cepeu3eH nepcoHar.

5.3.2. HeBpomycKynHa cTumynaums

1. TpeKkpaTeTe XMpypryuyHaTta onepayus.

2. MpoBepeTe BCMUKM CBbpP3BaHUs KbM ASU 1 akTUBHWTE eNeKTPOAM, 33 la YCTAaHOBUTE Aiafiv M eBEHTYasIHO Bb3HMKBAHE Ha
UCKpa nopaay KOHTAKT Ha MeTas C MeTasl.

3. AKo He ce ycTaHoBAT Npob6siemu, ASU TpabBa fa 6bae NnpoBepeH oT KBannduumpaH cepBuseH nepcoHasn 3a abHOPMeH TOK Ha
yTeuka 50/60 Hz AC.
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5.3.3. CmyLweHNA Ha KapanocTuMmynaTop

1. MpoBepeTe BCUYKM CBbP3BaHMS.

2. BriHaru cnepete CbCTOAHUETO Ha NALMEHTN C KapAMOCTIMYNATOP NO BPEME Ha XMPYpPruyHa onepauus.

3. BuHaru ocurypsiBaiite aedunbprnatop Ha pasmnosioXeHue, KoraTo Ce N3BbpPLUBA ENEKTPOXMPYPIA Ha MaLMEHTN C KapAUOCTMYIATOPM.
4. KoHcynTupaiiTe ce ¢ NpOV3BOAUTENA HA KapaMOCTMYyIaTopa 32 KOHKPETHU NPenopbKu.

6. N3MOJNI3BAHN CUMBONA

Homep Ha mogen

KaTtanoxeH HOMepP

4

CepuieH HoOMep

MapTnaeH Homep

[#]

54

He cbabpxa dranatu

He e npoun3seneH

BnoxeHun yactu,
yCTOMUMBM Npu

YHuKaneH sSwi1
naeHTnduKaTop A BHumaHne @ CepBu3eH gocTbn Mpownssoguten
Ha usgenve
BHymaHme:
EkBMNoTeHUWaneH
~ MpomeHnne Tok MNpennasntenu OnacHocT oT
TepMuHan
TOKOB yaap
OTnagbum ot
. CBbp3BaHe ABU
(Q)) HenoHnznpatiyo eneKTpUYecko
C KpaueH Hectepunxo
‘ €NeKTPOMarH1THO MbyeHne N efleKTPOHHO
npeBKnYBaTen
obopyasaHe

@
-

PerynaTtop Ha cunata

N0 3aABKa Ha NeKap.

C eCTeCcTBEeH NaTeKkc aedubpunayms, Ha 3ByKa
ot tun CF
56%‘33 [nana3oH Ha TemnepaTtypaTta 85% Jmanason Ha (] Buoxre
20°F patyp % BNA’KHOCT MO Bpeme P WHCTPYKLMUTE 3a OnacHo HanpexeHue
npwv TpaHCNoOpTMpPaHe D
(29°C) puTp pmp Ha TpaHcrnopTupaHe ynoTpeba
MapkunpoBka 3a
UL knacudpumkauymsa
FOTOBHOCT . BKJTOYEHA PY TpaHcmypanHocT
@ @ @ P yp (HannMyHo camo 3a
HAKOW CTPaHN)
BHumanme: Oepepantoto
Aep ﬂpOﬂyKTbT 0TroBaps Ym,nHOMQLueH
R ONLY 3akoHogarencreo (Ha CALL) orpannyaBa
X 6 ; Ha U3MCKBAHUATA Ha npeacTasuTen
npogax6aTa Ha T0Ba YCTPOIACTBO OT WAN 2797 NpexTutsa 93/42/EH0 3a EBpona

7. TEXHUWYECKU CNELWOUKAL NN
7.1. leHepupana P4

«YecToTa:

» MakcnmanHa nsxogHa mowHocT Ha ASU:

» BY MOLLHOCT 1 M3XOAHO HanpeXeHue:

460 kHz +£5%, KBasncuHycovpanHa
32,5W npu 100 Q

Kop Ha MakcumanHa nsxogHa MaKkcumanHo N3xogHo
. Tvn Ha HaKOHeYHUKa

YCTPOIICTBOTO | MOLYHOCT HanpexeHue

A 28,5Wnpn114Q 57,0Vrms Knamna Isolator™

B 15,0 W ot 20 Q 5o 400 Q 77,5Vrms EnektpoaHa nucanka Isolator™ Transpolar™

C 20,0W ot 31 Q40 300 Q 77,5Vrms EﬂeKTva,lJ,Ha nmcanka IsoIaTt:)r Transpolar
JInHenHa nucanka Isolator

D 25,6 Wnpn 127 Q 57,0Vrms Knamna Isolator™

E 22,8Wnpn 143 Q 57,0Vrms Knamna Isolator™

F 28,5Wnpn 114 Q 57,0Vrms Knamna Isolator™

G 285Wnpn114Q 57,0Vrms Knamna Isolator™

H 285Wnpn 114 Q 57,0Vrms Knamna Isolator™

J 12,0Wot20Q 0500 Q 77,5Vrms EnektpopgHa nucanka Isolator™ Transpolar™

K 25,0W 0T 39 Q 70 240 Q 77.5Vrms EHEKTVPOAHa nucanka Isol.aTtMor Transpolar™ unn
JlnHeinHa nucanka Coolrail

L 30,0W or 47 Q 70 200 Q 77.5Vrms EneKTvpoAHa nucanka Isol.aTtMor Transpolar™ nan
JinHeiHa nucanka Coolrail
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7.2. MexaHu4Hu cneundukaymn

«Pasmep: 32,5cmx34,4cmx 15cm (13"x 13,75"x 6”) makcumym.
«Terno: 9 kg (15 Ib.) makcumym.

7.3. CneynduKkaumm Ha cpepaTta

- PaboTHa Temnepartypa: 10°C go 40°C
« Temnepatypa Ha cbxpaHeHne: -35°C go +54°C
« BnaxHocT: 15 no 90% oTHOCUTENHA BNIAaXXHOCT

7.4. EnekTpuyeckn cneymnpukaumm
+100 - 120V ~ 50/60 Hz
+220-240V ~ 50/60 Hz

7.5. MNpepnasutenn

+100-120V, 220 - 240V, ~50/60 Hz,: CmeHeTe npegnasntenunte CbrinacHo 0603HavYeHuATa:

1,25A/250V, T 3apgbprkaHe, 5 x 20 mm, UL npusHaTo, IEC ogobpeHo
7.6. CneynduKaum Ha KpauHusA NpeBKloUYBaTen

«CreneH Ha 3aWwuTa oT Biara:  IPX8

7.7. Orpal-muel-lvm 3a u3xogHata MOLWHOCT U N3XOAHOTO HanpeXxeHne

MakcrmanHaTa n3xofHa molyHocT ot 28,5 W 3a knamnara Isolator™ e Ha pa3nonoxeHue npu ToBap oT 114Q) 3a yCTPONCTBa,
paboTelm ¢ kof Ha ycTponcTeoTo A, F, G u H” MNMo-H1CKM MakcMManHu N3XO4HU MOLLHOCTM Ca Ha Pa3nonoXeHune B 3aBUCMOCT OT
pexuma Ha paboTa Ha cucTemata. BuxkTte pasgen 7.1.

MakcrmanHata n3xogHa molHocT ot 15,0 W 3a enekTpogHata nucaska Isolator™ Transpolar™ e Ha pa3nonoxeHvie mexzay ToBap oT
40Q po 400Q) 3a ycTpONCTBO, paboTeLlo C Ko Ha yCTPoncTBoTO ,B”. [0-HMCKN MaKCMManH1 N3XOAHM MOLLHOCTM Ca Ha Pa3noNioXeHne
B 3aBMCMMOCT OT pexrMa Ha paboTa Ha cuctemarta. Bukrte pasgen 7.1.

MakcrmanHata n3xogHa mowyHocT ot 30,0 W 3a nuHeliHaTa nucanka Coolrail™ e Ha pasnonoxeHue mexgy ToBap ot 47Q go 200Q) 3a
YCTPOWCTBO, paboTeLLo C KOA Ha YCTPONCTBOTO L Mo-HNCKM MaKcMManHy N3XO4HU MOLLHOCTM Ca Ha Pa3nonoeHue B 3aBUCMOCT
OT peXxunma Ha paboTa Ha cuctemarta. Buxkte pasgen 7.1.

MakcrmanHaTa n3xogHa mowyHocT ot 20,0 W 3a nuHeliHaTa nrcanka Isolator™ e Ha pasnonoxeHune mexay Tosap ot 31Q go 300Q) 3a
YCTPOWCTBO, paboTeLLo ¢ Koa Ha YCTporcTBoTO,,C" [0-HUCKN MaKCUManH1 N3XOAHM MOLLHOCTM Ca Ha Pa3nosioXKeHre B 3aBUCMMOCT
OT peXxunma Ha paboTa Ha cuctemarta. Buxkte pasgen 7.1.

Mpw apyru nmnegaHcm Ha ToBapa ASU Lie orpaHnym pasnonaraemaTa MOLLHOCT, 3a ia Ce NOCTUIHe CbOTBETCTBUE C MOCOYEHUTE
rPaHNYHN CTOMHOCTU 3a HanpexeHure 1 Tok. Buxkte @urypa 11 n Ourypa 12.

ASU moxKe fia reHepupa MakcumarHa U3xXofHa MOLHOCT oT 32,5 BaTa npu ToBap oT 100 Ohm, Bbnpekn Ye KbM MOMEHTa HUKOW
6unonapeH HakpanHuk AtriCure® He n3non3ea MowHoCT Hag 30 BarTa.

MaKkcrManHOTO M3XO4HO HanpeXeHre 3aBUCK OT Kofla Ha YCTPOMCTBOTO 1 Moxe Aa 6bae 57 Vrms nnn 77,5 Vrms. BuxTe pasgen 7.1.

bg| 2023-10|IFU-0166.B 22



7.8. Bupg o6opyaBaHe/knacupukayma

+ O6opynBaHe knac 1

ASU2 & ASU3 POWER OUTPUT

a5
r
an il
1 Device Code & and F
' Device Code D
' Device Code E
% ' Device Code &
' Device Code H
| ]
r
£ T Device Code R
é : / \ Research (Restiicted)
H T
E 15 =4 / N\

N

10 \

S~

. \\-_—_——-
[ ————
D
1] 100 200 300 400 3D 600 00 800 o900 1000 1100 1200
Load impedance {Ohms)

Queypa 11 - MowHocm cnpamo moeaap (anzopumasm HA Kiamnama)

ASU2 & ASU3 POWER OUTPUT

35
Device Code L

30 ! l
25 T
[Device Code K
g 20 A
©
3
S
z
& ry
A
10
[Device Code J Device Code B ~—
\\
5 | Device Code C | T
! I
0
0 100 200 300 400 500 600 700 800 900 1000 1100 1200

Load Impedance (Ohms)

Gueypa 12 - MowHOcm cnpsamo moeap (asn20pumasmM HA e1eKmMpoOHAMa NUCAIKa)
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8. MPOOUNAKTUYHA NOAAPDBKKA MMOYNCTBAHE HA ASU
8.1. MpodunakTnyHa nogApbKKa

M3nbnHaBaiTe exxerogHvTe NpoLeaypy No NpeBaHTYBHA NOALPDBXKKA, 3a Aa Ce rapaHTPa, e BCUYKM KOMMOHEHTU Ha ASU
bYHKLMOHMPAT MO HauMHA, ONUCaH B TOBa PbKoBoACTBO. OObpHETE 0COGEHO BHMaHVe Ha eKCMIoaTaLMOHHUTE XapaKTepUCTMKN
1 NnoKasatesnuTe 3a 6e30MacHOCT, BKIOUMTENHO, HO HEe CaMo:

« Enektpuueckn 3axpaHBalyy Kabenu — pasHuLLBaHe, MOBpeAa U NPaBuiHO 3a3eMsABaHe

« MpeBKntoyBaTEN 38 MPOMEHINB TOK

- MoBpefa Ha MHAMKATOP (3a BKMIOYBAHE, HEM3MPABHOCT, FOTOBHOCT, BK/toyeHa PY, TpaHcMypanHocT)

«MNoBpepa Ha LCD gucnnes unu 3aryba Ha rpadunyHa nHdopmauumsa

- MNoBpeaa Ha KOHEKTOPa Ha HaKpaHKKa, HanyKBaHe NN HEBb3MOXKHOCT LLENCeTbT Ha HakpaHUKa fia 6b/ie NoCTaBeH U
3abprKaH BKIlOUeH

- MoBpeda Ha ApbXKKaTa 3a NpeHacsiHe, HEBb3MOXKHOCT [1a Ce 3a4bPXKMN Ha MO3MUKMA WX Aa Ce 3aBbPTY
- MoBpena Ha ryMeHuUTe KpadeTa, HanyKBaHe Min HeBb3MOXXHOCT 3a CTabUHO nocTaBsHe Ha ASU BbpXy NioCKa MOBbPXHOCT.
« PasHuiwBaHe unu noepepa Ha Kabena Ha KpauHuaA NpeBKIIoYBaTes

- MNoBpena Ha KOHEKTOPa Ha KpauHUA NPeBKIIYBaTeS, HanyKBaHe U HEBb3MOXKHOCT LLENCebT Ha KpauHuA NpeBKIoYBaTen ga
6bae NocTaBeH 1 3agbpKaH BKoUeH

- MoBpeda Ha KpauHWs NPEBKJII0YBATEN — NPOBEPETE aKTVBMPAHETO, KAaTo HAaTUCHETE 1 0cBOGoAMTE Nedana

Jpyro meguumHcKo o6opyaBaHe, KOETO MOXe Aa ce 13Mon3Ba egHoBpemMeHHo ¢ ASU, cbLio TpsAaGBa fa ce NpoBepu 3a NoBpeau.
Mo-cneyuanHo noBepeTe 3a NOBPeAY Mo 130/1aLmuATa Ha KabesinTe Ha MOHMUTOPVIPaLLMA eNeKTPOA U eHAOCKOMNCKO U3MOo3BaHu
NPVHAANIEXHOCTL.

VI3B'prLIETe B/3yaJiHa NPpOBepPKa Ha KpavyHMA NpeBKAoYBaTesN 3a TEHHOCTU U Apyrn I/IHd)EKLlI/IO3HI/I onacHocTwu. [Mouncrete cnopen
H606X0ﬂ,I/IMOTO, KaToO NPUNOXNTE NHCTPYKUMNTE OT pasaen 8.2.

ASU He cbabpa obcny»kBaemu 4acTu. 3a BbnpocK no obcnyBaHeTo ce cBbpxeTe ¢ AtriCure, Inc. Ha:

AtriCure Incorporated
7555 Innovation Way
Mason, Ohio 45040 CALL|
O6cnyxeaHe HA KJTUEHMU:
1-866-349-2342 (6e3nnamex menegoH 3a CALL)
1-513-755-4100 (menegoH)

8.2. MouncrBaHe n aesnHdeKkymA
3ABEJIEXKKA: He npbckarite 1 He n3nunBaniTe TEYHOCTU AMPEKTHO BbPXY anapara.

3ABEJIEXKKA: AnapaTbT 1/unm npuHagneXXHoCcTUTe He MoraT Aa ce CTepunmsmnpar.

/N neegynpexperue /\

YBepeTe ce, ue 130NpPonuUNoBUAT ankoxon (IPA) e HaMbHO U3CbXHaN, Npeam Aa paboTuTe ¢ anaparta.

/\ BHUMAHUE: V36arsaiite pasaxaalym nnm abpasmBHU NOYUCTBALYM NpenapaTn
YKasaHus

CnepHurte YKa3aHuA Ca NpenopbyYnTENHNX 3a NOYNMNCTBAHE Ha anapara. OTFOBOpHOCT Ha I'IOTpE6I/IT€J'IF| € [ia YCTaHOBWU BCAKAKBU
OTKNTOHEHUA OT Te3n MeToan Ha pa60Ta.

1. M3kntoyeTe anapata Wiv KonnyKkaTta oT KOHTaKTa Npeaun NoYncTBaHe.

2. AKO anapaTbT U/UNn NPUHAANIEXHOCTUTE Ca 3aMbPCEeHNM C KPbB UAN JPYr TeNIeCHM TEYHOCTK, Te TPA6Ba Aa 6bAaT nouncTeHy,
npeav 3aMbpcABaHUATa Aa U3CbXHAT (B paMKMUTe Ha ABa Yaca OT 3aMbpPCABAHETO).

3. BbHLWHMTE NOBBPXHOCTY Ha anapata /unv NprHag/iexxHoCcThTe TpabBa Aa 6bAaT NOYMCTBAHN C Kbpnuyky cbc 70%-90%
nsonponunos ankoxon (IPA) B Npoab/ikeHre Ha MUHMYM ABe MUHYTU. He fonycKanTe HaBNM3aHeTO Ha TEYHOCTU B KOpryca.

4. 06pblyaTe BHMMaHME Ha BCUYKM 30HM, KbAeTo Gnynan ninv TBbpamM OCTaTbLM MOXe fa ce Cbompart, Hanprumep nog/oKono
LPBXKKMTE Uy TeCHW npoLlenu/nebose.

5.Mopcywete anapata U/vnm NpUHaLNeXKHOCTUTE CbC CyXa 6Aana HembxecTa Kbpna.

6. MpoBepeTe HOOPOTO M3MbJIHEHUE Ha NPOoLeca Ha NOYNCTBaHe Ypes BM3yaseH orne Ha 6sanaTta Kbpna 3a Hanvyre Ha oCTaTbyH
3aMbpCcABaHNUA.

7. AKO MMa TakMBa Bbpxy 6sAnaTa Kbpra, MOBTOpPETe CTbMKM OT 3 [0 6.

8.Cnep 3aBbpLUBaHe Ha MOUYNCTBAHETO BK/lOYETE anaparta, 3a Aa N3MbJIHUTE CAMOANArHOCTUYEH TeCT MPW BKIIIOYBaHe Ha
3axpaHBaHeTo (POST). Ako ce nonyuat rpeLuku, cBbpxete ce ¢ AtriCure, 3a la 3anoyHeTe npoleaypa No BpbLiaHe Ha NPoAyKTa.
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9. U3XBDLPNAHE

Cna3BaiiTe MeCTH/Te HOpMaTUBHY pa3nopendy 1 NaHOBE 3a peLMKvipaHe No OTHOLLEHKE Ha U3XBbPJIAHETO MW PeLMKINPaHeToO
Ha YaCTW Ha YCTpONCTBaTa.

10. MPUHAONEXHOCTU
10.1. ASB3, akcecoap npeBK/lOuYBaLla maTpuua

MpeBKtoyBaLLaTa MaTPULLA NPeLOCTaBA HauVH 33 CBbP3BaHe Ha HAKOMKO HaKpaiHnKa KbM ASU 1 3a n36upaHe Ha NoJaBaHeTO KbM
eeKTpoAnTe Ha HaKkpalHKa. NoaasaHeTo ce n3bumpa oT byToHa Ha NPEBK/OYBALLATa MAaTPULLA. KOMNNEKTBHT CbbprKa Kabes 3a

CBbp3BaHe Ha NpeBK/YBaLLaTa MmaTpuua kbm ASU.
/AN TPERYIPEXAEHME /A\

He cBbp3BaliTe kabena Ha cnomaraTtenHoTo ycTpoiicTBo ASB3, 3a ia 3axpaHuTe obopyaBaHe, paboTeLo CbC 3axpaHBaHe OT
efleKTpryeckaTa mpexa (MMHenHo HanpexeHue), 6e3 aa MMa AoKasaTescTBa, ve cepTndULMpaHeTo 3a 6€30MacHOCT Ha akcecoapa
€ 6110 N3BBPLLEHO CHINIACHO CbOTBETHMA XapPMOHM3MpPaH HaumoHaneH ctaHgapt EN60601-1 n/unn EN60601-1-1. O6opyasaHe,
paboTeLLo C MPEXOBO 3axpaHBaHe, MOXe [la BbBefie ONacHM TOKOBE Ha yTeuka B CbpLeTo.

CnomaraTeniHo YCTPOMCTBO (pPa3nnyHoO OT nocoyeHuTe B naparpad 10.2.2) Moxe fa NOB/MAe OTPULATENHO BbPXY Pa3noIOKEHO B
61130CT PaAVo UK TENEBU3NOHHO, U MeANLIMHCKO 060pyaBaHe. Bb3MOXHO € 1 eneKTpuyeckn ypeam fa NoBAUAAT OTPULLATESTHO
Ha criomaraTesIHOTO YCTPOWCTBO, KOETO ia fOBele A0 MPELLKU B JAHHUTE UIIN HEMU3MPABHOCT.

CnomaratenHu YCTpOIZCTBa, CbBMECTUMM 3a N3MON3BaHE C NpeBKoYBalllaTa MaTpuua, BKIOYBaT:

« Bcekn HakpainHuk AtriCure Isolator™

« BcAka enekTpogHa nucanka AtriCure Transpolar™

« Bcaka nuHenHa nucanka AtriCure Coolrail™

+ OSCOR mopen PACE 203H™

« CrumynaTop MicroPace ORLab™/EP 3anncBalLlo ycTponcTso

/N nPEgynPEX BEHME /\

I'IpoqueTe PBKOBOACTBOTO 3a COMaraTe/sIHoTo yCTpOI7ICTBOTO 1 cnasBaunTe npegynpexneHnAaTa.

KbMm npeBKntoyBallaTa MaTpuLa Moxe Aa 6bae BKIIOUEH BCEKN HAaKPaHUK U enekTpoaHa nucanka AtriCure. Yctpoiictsa AtriCure
LWe MoraT fia GYHKLMOHMPAT, CNef, KaTo YyCTPONCTBOTO 6bjie CBbP3aHO KbM MPaBUTHOTO rHe30 1 OYTOHBT Ha NpeBKoyBallaTa
MaTpuLa 6bae NocTaBeH Ha No3uMLMATa, 0603HayaBalla M3MonN3BaHOTO YCTPOMCTBO.

HacTpoiiknte 1 npoueaypuiTe 3a CNoMaraTesIHoTo YCTPONCTBO Ca U3rOTBEHM CbIIAaCHO MHCTPYKUMMUTE 3a ynoTpeba, NpesocTaBeHn
CbC CMOMaraTesIHoTO YCTPOWMCTBO.
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ASB3, anapart 3a npeBKloYBaLlaTa MaTpMLa, € nokasaHa no-gosny c ASU.
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11. APUHAQNEXHOCTU U KABEJIN

« 3axpaHBaLy kaben 3a ASU/ASB

« NHTepdeliceH kaben 3a ASU/ASB

- CnomarartesieH kaben

+ ASU KpaueH npeBKtoyBaTen

« ASU/ASB uHTtepdeliceH Kaben 3a KpaueH npeBKIoyBaTtes

FAPAHUMA
OrpaHnyeHue Ha OTFOBOPHOCTTa

Ta3u rapaHumA 1 NpaBaTa 1 3aab/KeHNATa No HeA TpAOBa Aa 6bAaT Cb3hafeHn CbrNacHo 1 ynpaBiaBaHM OT 3aKOHUTE Ha LaTa
Oxano, CALL.

AtriCure, Inc. rapaHTUpa, Ye B TO31 NPOAYKT NUMNCBAT AedeKTn B MaTepmrana 1 n3paboTkata Npu HopmasHa ynoTpeba n npodurnakTnyHa
nojapbXKKa 3a CbOTBETHMA rapaHLMOHEH nepuros, NocoyeH no-gony. 3agbmkeHneTo Ha AtriCure no Ta3um rapaHLmA e orpaHMyeHo
[0 PEMOHTA WS 3aMsAHaTa, N0 HENHO YCMOTPEHME, Ha BCEKM MPOAYKT UK YacT OT Hero, KOMTo e BbpHaT Ha AtriCure, Inc. unu HeunH
ANCTPUOBYTOP B pamMKUTE Ha MPUNOXKMMUA NEPUOL, MOCOUYEH MO-A0NY 1 3a KONTO N3NUTBaHWATA Ca Pa3Kpuin, 0 3af0BONTENTHO
3a AtriCure HUBO, Ye e fedeKkTrpan. Ta3u rapaHUUA He ce Npusara 3a KOWTO 1 fia € MPOAYKT, U YacT OT Hero, KONTo e bun:

(1) HebnaronpmATHO 3acerHat nopaam ynotpeba ¢ yCTPONCTBa, NPOU3BeAeHN UK ANCTPUOYTMPaHU OT CTPaHW, HEYMbJIHOMOLLEHN
oT AtriCure, Inc. (2), peMOHTUPaH N NPOMEHSH N3BbH NPOM3BOACTBEHMA 06eKT Ha AtriCure No HauMH, KONTO MO NpeLeHKa Ha
AtriCure e HapyLMA CTAaBUAHOCTTa UKW HAZEXAHOCTTa My, (3) MOAMIOXKEH Ha HenpaBuiiHa PaboTa, HEOPEXKHOCT U UHLUAEHT, U
(4) 13non3BaH No HauvH, Pa3fnyeH OT NPOEKTHMTE N PabOTHMTE NapaMeTPU, MHCTPYKLUN U YKa3aHUA 3a MPoAYyKTa, WA CbIacHO
byHKUMOHaNHW, paboTHM CTaHAAPTU UKW CTaHZAPTY 3a OKOMHaTa cpefia 3a MoAo0HN NPOoAYKTU, NPUETH NPUHLMIHO B OTpacbia.
AtriCure HAMa KOHTPON BbpXY paboTaTa, MHCMEKUMATa, NoaApbKKaTa Ui ynotpebata Ha CBOUTE NPOAYKTU crefl Npofaxoa,
OTAaBaHe Ha NIN3VHT UKW NPEXBBPJIAHE N HAMA KOHTPO BbpXy Noabopa Ha nauneHTuTe Ha KnnenTa.

npO,D,yKTVITe Ha AtriCure ca rapaHTUpaHn 3a cnegHuTe nepunoan cnef AoCtaBkata MM 4O MbPBOHaAYalHMA KynyBay:

ATAPAT 3A ARTTAUMA V. VMBMEPBAHE ATRICURE ... EAHA (1).TORNHA
NPEBKIIOYBALLA MATPULIA ATRICURE. ... EAHA (1) TOLNHA
ATRICURE RF. L UHTEROEACHI KABENN 3A KPAYEH.NPEBKITIQUBATEL ... EAHA (1).TORNHA
KPAMEH MPEBKMOMBATEN ATRICURE. ... EAHA (1) TOLNHA
3A3EMEH ENEKTPUMECKU KABEIT ... EAHA (1).TORNHA

TA3W TAPAHLWA E BMECTO BCYKW APYTU TAPAHLUNWN, U3PUYHW UITU MOOPA3BUPALLN CE, BKITKOYNTETHO TAPAHLIMUTE NN
FOAHOCTTA 3A TMPOAABAHE U TOOHOCT 3A ONMPEAEJIEHA LIEJT, KAKTO 1 BCUYKW APYTU 3AOBITXKEHWA WIT OTTOBOPHOCTW
OT CTPAHA HA ATRICURE, INC. M1 E U3KJTKOUYUTETHO MPABO HA KYMYBAYA. B HUKAKDBB CJTYYAW ATRICURE, INC. HAMA A BbJE
OTrOBOPHA 3A CMNEUVANHW, HUMOEHTHW U MOCTTEABALLN LLETW, BKIIOYUTEJTHO, BE3 OTPAHUYEHWA, LLETW B PE3YJTTAT
OT 3ATYBA HA YNOTPEBA, NMEYAJIBU, BU3HEC WU PEMYTALAA.

AtriCure, InC. He HOCK, HUTO YMbJIHOMOLL@ABA APYrO NMLE Aa HOCU OT HEMHO MMe BCAKa Apyra OTTOBOPHOCT B CbOTBETCTBME

C npopaxbata unu ynotpebata Ha KOMTO Aa e oT npofyktute Ha AtriCure, Inc. HAMa rapaHumy, HaAXBbPAALM NpeACcTaBeHUTe
YCIIOBUA, OCBEH aKO He e 3aKyneHa yab/lKeHa rapaHuusa npean 3TMYaHeTo Ha NbpBOHayvanHaTa rapaHuua. HuKkom arexr,
cnyxuten unuv npegcrasuten Ha AtriCure HAma BNacT fa MPOMEHSA KOETO M fia € OT FOpeyrnoMeHaTOTO Miv ia Moema unm o68bp3Ba
AtriCure c gONMbAHUTENHN 3aAbJIKeHUA nny otroBopHocTu. AtriCure, Inc. cv 3anasBa NpaBoTO Aia MPaBy MPOMEHU Ha NPOAYKTHUTE,
NPoW3BeXAaHW 1/ NPoaaBaHn OT Hesl, B KOWTO 1 1a € MOMEHT OT BpeMe 6e3 NoemaHe Ha KakBOTO 1 a € 3aAbJ/IXKeHUe [1a Nnpasu
CblUMTe UM NOAOGHN NPOMEHW Ha NPOAYKTY, NPOM3BeeHY 1/Unv NpoaafeHn npeam ToBa.

OTKA3 OT OTTOBOPHOCT

MoTpebuTenrTe HOCAT OTFOBOPHOCTTA 3a OA00PsABaHe Ha NPUEMIIMBUTE YCIIOBUS 3a TO3U NMPOAYKT, Mpeay To ia ce U3Mos3Ba,

1 3a rapaHTrpaHe, Ye NPOAYKTbT Ce U3M0JI3Ba eANHCTBEHO MO HaulHa, ONUCaH B Te3W UHCTPYKLUMK 33 6e30nacHOCT. [pu HUKaKBK
obcToaTenctsa AtriCure, Inc. HAMa Ja HOCU OTFOBOPHOCT 3a C/lyYaliHK, CreLvanHy Uan NocineaBaLly 3aryou, Wetu uny pasxoau,
KOWTO Ca Bb3HMKHANM BCNIeACTBYE Ha NpeAHaMepeHa HeMpaBuiHa ynoTpeba Ha TO31 NPOAYKT, BKITUMTENHO BCAKAKBY 3aryou,
LLETW UM Pa3Xoaun, KOUTO Ca CBbP3aHU C TENNECHO HapaHABAHE UM MaTePUaNHN LLETU.

bg| 2023-10|IFU-0166.B 28



