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3a J1a ce cBeJlaT [0 MUHUMYM PHUCKOBETE 3a NMAIlUEHTUTE, IOTPEOUTENHUTE UJIN TPETU CTPAHHY,
WHCTPYKIMHUTE 3a ynoTpe6a Tpsi6Ba Jja ce cna3BaT BHUMaTeJHO. M310/13BaHeTO, MOATrOTOBKATA U
M3IMMUTBAaHETO HA UHCTPYMEHTHUTE MOXeE /JIa Ce U3BbPIIBA CaMO OT 00y4YeHH crienuaaucT. Lsmara
WHCTPYKLUSA 3a ynoTpeba Tpsa6Ba Aa 6'bJe NpoyeTeHa peAy U3I10J3BaHETO Ha eJIeKTPOXUPYPTUIHUSA
HHCTpYMeHT. ToBa ce 0THACA ¥ 32 UHCTPYKI[MUTE 3a YIIOTPeOa HAa U3MOJI3BAaHUTE aKCECOAPH, BKIIOYUTEIIHO
HeyTpaJiHusA esieKTpoA u BU reneparopa. CienudrkanuuTe, MHCTPYKIIMUTE 32 6€30MaCHOCT U
npeaynpex/JeHUsTa B CbOTBETHUTE HHCTPYKIIMH 3a yoTpeba TpsA6Ba Zja 6'b/jaT Cla3BaHU U U3IT'bJIHSBAHM.
Enexrpoaute Ha Tekno-Medical Optik-Chirurgie GmbH (Tekno) u TexHUTe akcecoapu ce JOCTABAT

HeCTepWJIHU U TPsi6Ba Jla MPEMHUHAT Npe3 II'bJIHUSA [IUK'bJI Ha TpepaboTKa (Mo4rcTBaHe, Ae3uHPeKuusa u
CcTepu/M3alys) Npey I'bpBaTa v BCSKA C/le/iBalla ynoTpeoa.

1 OBXBAT HA NMPUNOXEHUE

Te3u HHCTPYKIMU 32 ynioTpeba ca BaJUJHU 3a MOHoMoJsipHUTe MIS eniekTpoau (Hapu4aHu no-0J1y

MD "enexktpoau") Ha Tekno-Medical Optik-Chirurgie GmbH. (Bx. cnucbka Ha apTHKYJIUTE B TOC/IeAHUS
naparpa¢ Ha Te3u UHCTPYKLHUH 32 yIoTpeba).

2 TNPOBEPKU

[Ipenu Bcsika ynoTpeba esleKTpoAUTe TPsAGBA Jla ce PoBepsBAT 3a CUYNBaHUsA, NyKHATHUHY, AedopMaluy,
noBpear U PyHKIMOHATHOCT. Tpsi6Ba a ce 06'bpHE 0CO6EHO BHUMAaHUE HA MPOBEPKUTE Ha 06JIACTU KATO
M30J1alHs, Bp'b3KU U paboTHHU Kpauiia. U3HoceHH, KOpo3upasy, JeGopMUPaHH, MOPECTH HUJIM 110 APYT HAYUH
MOBpeJIeHN MHCTPYMEHTH TPsAOBaA A ce U3XBBPJIAT. B Job/IHEHHE K'bM YCUIHUATA HA TPOU3BOAUTESA 32 U360p
Ha MTPaBUJIHUTE MaTepHaly U OCUTypsiBaHE HA BHUMAaTeJHaTa UM 06paboTKa, TOTPEOUTENAT TPsiOBA Jla OCUTYPH
Ha eJIEKTPOAUTE NPaBUJIHA U HellpeK'bCHATA NOJJPbKKA U NOBTOPHA 06paboTKa.

3  BOPABEHE

[IpoayKTHTE MOraT /a ce U3MOJI3BAT CaMo M0 NpeJHa3HAYeHUe OT MOAXOAAN0 06yYeH U KBaJIUPUIHPaH

nepcoxaJ. JIeKyBalUsAT JieKap WK HOTPEOUTENSAT € OTTOBOPEH 32 M300pa HA UHCTPYMEHTHUTE 3a ClleluUIHU

NPUJIOKEHUST UM XUPYyprudecka ynorpe6a, 3a OCUrypsiBaHe Ha a/IeKBaTHO 00y4YeHHe Ha MepcoHasa U 3a

NpUTEXKaBaHe Ha ONMUT B GOpaBeHeTO C NPOAYKTUTe. TO3U NPOAYKT MOXKe /la Ce U3M0JI3Ba CAMO B MeJJULIMHCKU

3aBeJIeHHs] OT 00YYEeHU MeIUIUHCKH CIIEI[UATUCTH.

AKo e mOKa3aHO, MOXe Jla Ce U3I0JI3Ba IieJieHacoueHa MOHOIOJISIPHA KOaryJlalus UK pexel TOK.
MakcumanHo u3xogHo HanpexeHue Ha reHepaTtopa Umax: 2000 Vp!

BHumaHue: EjieKTpoxupypru4ecKuTe HHCTPYMEHTH MOTaT Zia Ce U3II0JI3BaT CaMo OT JIUIIA, CIIeI[HaJHO 00yYeHH

3a Tasu IeJl.

4 NPEOBUOEHA YNOTPEBA

MoHonoJIIpHUTE eNIeKTPOAU U MUKPOUTJIEHHUTe eJIeKTPOHU ca Npe/jHa3HayeH! 3a NOAr0TOBKa, Koary/auus u
psA3aHe Ha TbKaHU. UHCTPYMEHTBT e CBbp3aH KbM MOHOINOJISIPHUSA U3X0/, Ha paJJM04eCcTOTEeH reHepaTop C
MIOMOIL[TA HA MOAXO/AIL MOHOTIOJISIPHUS KabeJl.

5 HWHAUKALMA
WHCcTpyMeHTHUTe ca npeJHa3HauYeHH 3a ynoTpeba B MUHMMAJHO MHBa3MBHA XUPYPrusi, 0CO6EHO JIanapOCKOIus.

6 IMPOTHUBOIIOKA3AHUA
WHCTPpYMEHTBT He e MpeJHa3Ha4yeH 3a ynoTpe6a BbpXy LieHTpaJHaTa HEPBHA U KPbBOHOCHATA CUCTEMA.
M3no/13BaHeTO Ha PaJiIMOYECTOTHH €JIEKTPOAU € 06UKHOBEHO MPOTHUBOMOKA3aHO, KOTaTO € MOKa3aHo
M3M0JI3BaHETO Ha ZPYTH XUPYPrUUHU TEXHUKH U B CIy4au Ha 3/IpaBOCJOBHH NPOGJIEMH, KOUTO Bb3MPENATCTBAT
Jie4ueGHHUS TIPOIIEC, HATPUMED:
¢ HapyiueHue Ha KpbBOCHAG/SIBAHETO,
OCTPH ¥ XPOHUYHH, JIOKAJHU UJIU CUCTEMHU UHEKIUH,
I'bJIGOKH U TIOBBPXHOCTHU UHPEKIIUH,
TEXKH MYCKYJIHH, HEPBHH WJIM CbJIOBU 3a60/1s1BaHUA,
CUCTEMHH 3a60JIsIBaHUSI U METABOJUTHU JUCOYHKIUH,
[ICUXUYHU CHCTOSIHUS, KOUTO MPABAT yYaCTUETO B peXabUIMTallHOHHATA [IporpamMa HeBb3MOKHO (60J1eCT
Ha [[apKHUHCOH, aJIKOX0JIM3'bM, HApKOMaHHUS U Ap.).
OcBeH TOBa MMa MPOTHUBONOKAa3aHUS,
e B CJIy4ad Ha 06112 HepaboTOCIOCOGHOCT,
B C/ly4all Ha JIMIICa Ha jKeJlaHWe OT CTpaHa Ha MaljueHTa,
aKo TeXHUYECKHUTe U3NCKBAHMUA He ca U3ITbJHEHH,
[pH NalMEeHTH C UMIIAaHTUPAHU NeicMedKbpH, AebubpusiaTopu UM MOHUTOPH,
[PU OCTPU U3BBHPEAHU CUTYaI[UH,
B C/Iy4ad Ha TEXKKH HapylIeHUs1 Ha KoaryJalusTa,
B C/Iy4au Ha TEXKO yBpexJaHe Ha 6esnTe Apo60Be WK ChpPEeYHO-ChA0BaTa CUCTEMA.
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7 mONYNAUMSA NAUMEHTM

C u3KJII0YeHHe Ha NPOTHUBOINOKa3aHUTe NPUJIOKEHHS], KOUTO ca U30POEHU B Te3U UHCTPYKL MU 3a yIoTpeba,
HsIMa OTPaHUYeHHUs 110 OTHOIlIeHMe Ha MoMNyJalusaTa Ha NaleHTHTe.

8 WU3XBDBPISAHE HA OTNAOBLU

AKO MHCTPYMEHTHTe Beye He MoraT Jja 6'b/JaT peMOHTHPAHU U PeMOHTHPAaHHU, UHCTPYMeHTHUTe TpsiO6Ba Jja 6'bJaT
M3XB'bPJIEHU B CbOTBETCTBHE C IPUJIOKHUMUTE clelMPUYHH 3a CTpaHATa pasnopes6y U 3aKOHHU.

9 HWHCTPYKUMH 3A NPUJIOKEHUE U BE3ONIACHOCT

HecnasBaHeTO Ha Te3M MHCTPYKLMK 32 NPUIOKEHME M 6e30MacHOCT MOXe Aa A0BeAe A0 HapaHABaHUs,
HEeM3MpPaBHOCTU UM APYrM HEOUYAKBAHN MHUMAEHTK!

9.1 06y UHCTPYKIUH 32 6€30MaCHOCT
e He xBauaiiTe gucTasHuA Kpau.

He u3nos3BaiTe U He NONpaBANTE NOBPEAEHU HHCTPYMEHTH.

He noxocBaiiTe ocTpuTe pb60OBE U BBPXOBE.

He orbBaiiTe fucTa/iHUA Kpail.

[Ipo6buBaHe Ha TBHKaHTAa MOPaZM M3MOJI3BAaHETO HAa TpOaKapHa BTYJIKa C TBBbPJAe TOJsIM JUaMeThp.

W3nos3BaiTe caMo TpOAKapHU BTYJIKU C JUaMeThP, KOWTO € MaJIKO NO-TOJISIM OT TO3U Ha MHCTPYMEHTA.

e Bcuuyku BUJ0Be WHCTPYMEHTH 3a MHOIOKpaTHa ynoTrpe6a Tps6Ba Ja O6bJAaT HaIm'bJHO NOYUCTEHH,
Je3nHOeKMpaH! U CTEepPUJIN3UPAHH, NpeAu Aa 6bJaT HM3MN0J3BaHM 3a I'bPBM I'bT M IpeAu BCsKa
caejiBamia ynorpeba.

e [Ipenu Bcsika ynoTpeba HHCTPYMEHTBT TPsIOBA /1A ce MpOBepsiBa 3a MPABUJIHO QYHKIMOHUPAHE U BUAUMHU
NOBpe/JiM ¥ U3HOCBAHe, HANp. MyKHAaTUHU UJIHU CYyIIBaHHUS.

e TpaHcrnopTHaTa ONMakoBKa e HENOAXOJsIla 32 BUCOKHUTE TeMIIepaTypy IO BpeMe Ha aBTOKJIaBHPaHE U
Tpa6Ba Jia ce U3XBBbPJ/IM NIpeJy I'bpBaTa CTepPUIM3aLU.

e He nperoBapBaiiTe UHCTpYMeHTUTe. [IpeToBapBaHeTO Mopajy NMpeKOMepHa CUJIa MOXe Ja Jl0Bele [0
CYyNBaHe, Or'bBaHe W HENPaBWJIHO QYHKIMOHMpPAHe HA MeJULIMHCKOTO HM3/esHe W [0 HapaHsBaHe Ha
nangyeHTa WM notpebutess. He orbBalTe Or'bHaTH HMHCTPYMEHTH OOGpaTHO B I'bPBOHAYaJHOTO WM
N0JIOXKEHHUe, PUCK OT CUyNBaHe.

e He usnossBaiiTe noBpesieH Wiau JedekTeH npoAykT. [lofpesieTe U eTUKeTHUpalTe NOBPeleHUA NPOAYKT
He3a0aBHO U U3KJII0YeTe MO-HAaTaThIIHATA My yHoTpe6ba.

9.2 HHcTpyKuuu 3a 6e3onacHoct 3a HF muHcTpyMeHTH
e PuCK OT U3rapsiHusl NOpaZy BUCOKOYECTOTEH TOK
e UHCTpyMeHTBT MOXe Ja Ce W3MO0J3Ba CaMO OT KBaJUOUIMPaH, MeIULUHCKH U TEXHHUYECKH 00ydYeH

IepCcoHal.

[Ipy manyeHTH c nelicMedKbPHU IpOBepeTe CbBMeCTUMOCTTA UM ¢ BU n1byeHme.

He n3noJsi3BaiiTe eKCIJIO3MBHHY /3aNla/IMMHY BellleCTBa 10 BpeMe Ha paboTa.

He nocraBsiTe HWHCTPYMEHTA BbPXy NalJUEHTA.

U36srBaiiTe Kap60HM3aL M HA ThKaHUTE!

MomHoctTa Ha BY reHepaTopa BUHaru TpsibBa Jia ce HaCTPOKWBa Bb3MOXKHO Hal-HUCKO, 32 /1a Ce MIOCTUTHE

CaMo KeJIaHUAT eEeKT.

He n3noJsi3BaiiTe MHCTPYMEHTA 3a CIped KoaryJiarys.

e BuHaru pasmnoJiaraiiTe NpoBOJAHHUIIMTE Ha NMallMeHTA (AKTUBEH eJIEKTPO/I, HeyTpaJieH eJIeKTPO/l) TakKa, ye
Jla HAMAT KOHTAKT C NallMeHTa WU JPYTH NPOBOAHULH.

e HHCTpyMeHTHUTE, KOUTO BpeMeHHO He Ce U3M0JI3BaT, BUHATH TPsIGBa Ja O'bJAT U30JHUPAHU OT HNallMeHTa,
3a Jla ce u36erHe HapaHsBaHe Ha NMalMeHTa B CJydal Ha cIydyalHO akTUBHpaHe Ha BY Tok.

o HpOBepeTe Bb3MOXHOTO HM3II0JI3BAHE HaA 6I/IHOJ'[HpHI/I MMPUJIOXKEHH A, aKO CbLIECTBYBa PUCK BY TOKBT Aa
IpoTeue Npe3 CPAaBHUTEJHO MaJIKM HalpeyHHd CedeHHs Ha TSAJOTO Ha MalueHTa (M36sirBaHe Ha
HelpeJHaMepeHo yBpexJaHe Ha ThKaHUTE).

e AxTuBupaiiTe BU TOoKa caM0O aK0 KOHTAaKTHUTe MOBBPXHOCTU Ca B 3PUTEJIHUs 06XBAaT U UMAT JOGBP

KOHTAKT C TpeTUpaHaTa TBbKaH. He ILIOKOCBEII‘/’ITG HWUKAaKBU APYTrd ME€TaJIHH UHCTPYMEHTH, PbKABHU Ha

TpOaKapH, OIITUKH, Kabeau UiIu Apyru HO,Z[O6HI/I.

[To BpeMe Ha paboTa C eJIeKTpo/ia MOXKe /i Ce U3II0JI3Ba CaMo aclupanus.

OTCTpaHeTe BCHUYKH OCTATBHUH OT ﬂeSI/IHCbeKTaHT OT TAJIOTO Ha IMIAallKMEeHTa.

H3nos3BaiiTe MOgXOALL HEYTPAJIEH eJEKTPOA.

PasmnoJioxkeTte HEYTpa/JIHUA €JIEKTPOJ TaKad, Y€ MAalUHUEHTDHT Ad € B KOHTAKT C LAJIaTa NOBBPXHOCT HaA

HeyTpaJIHUsl eJIEKTPOJ.

PUCK OT U3rapsiHUs MOpajy IPeKOMEPHO HarpsiBaHe Ha HEYTPAJHUS eJeKTPOJ!

e U3noJsi3BaiiTe HHCTPYMEHTA CaMO aKO U30J/IaLIMsITa He € OBpeJeHa.
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e JlokocBalTe C NIP'bCTH CaMO U30JIMPAHUTE 30HH, 4 HE KOHTAKTHHUSA WU PT.

e HacrpoiiTe HanpexxeHueTo Ha BY reHepaTopa KbM CKOpPOCTTA Ha psA3aHe, 3a Ja NOoALbp:KaTe I'bpBUYHATA
XeMocTasa.

BuHaru nposepsBaiiTe eneKkTpoauTe U ApbKKMUTE 3a:

e BH/AMMO OT0JIEH MeTaJl Ha BaJla Ha aKTUBHMUA eJIeKTPO/L B TOYKaTa Ha CBbP3BaHe C aKTUBHATa PbKOXBATKa,

e Jiolla eJleKTpHUYecKa Bp'b3Ka MeX/ly aKTUBHATa PbKOXBaTKa U Bajla Ha aKTUBHUS eJIEKTPOJ,

e JIOLIO NMpHUJATaHe MeX/Jy aKTUBHATa PbKOXBAaTKa U Bajla Ha aKTUBHHS €JIEKTPOJ.

e 3a cBbp3BaHe W M3K/IOUYBaHe Ha Kabesa BUHArW JpbXTe caMo llelcesa, HUKOra He J/bpnanTe Kabesa.
W3nos3BaHeTO Ha MOBpeJileHU Kabesu MOoXe Jja JoBe/le 10 3Ha4MTesHa onacHocT. [I[poBepsBaiiTe Kabesa
3a BUAMMHU NIOBpeJY NIpeJii BCAKa ynoTpeoa.

10 KOMBHMHALMHU

10.1 O6uKHOBEHO
EnektpoauTe ca npegHa3HauyeHU 3a CBbpP3BaHe KbM paJJMOYEeCTOTHU reHepaTOpU € IOMOLITA Ha NOAXOASLU
kKabesin. BuHaru xBpaujaiite kabesa 3a KOHEKTOPA, KOTaToO BKJIIOYBATe U U3K/II0YBATE; HUKOTA He J'bpHanTe
caMud kKab6eJs. U3mosi3BaHeTo Ha noBpeJgeHu KabeJsiu Moxke Aa IpeacTaBJisdBa 3HAYWTEJ/IHA OIMMACHOCT.
[IpoBepsiBaliTe Kabesia 3a BUAMMHM MOBpPeaU Npe iU BCsiKa yrnoTpeoba.

NMoBpeneHu RF kabenu He TpsA6Ba aa ce usanonssar!

WJIM TPETH JIMLA, UM [0 noBpeJa Ha npoaykruTe! TpsabBa Aa ce cna3BaT MHCTPYKLMUTE 3a yroTpeba u
6e30IaCHOCT Ha IPOU3BOUTE/IA HA reHepaTopa!
WHCTpyMeHTBT ce BKapBa npe3 5,5 MM TpoakapHa BTyJIKa.

i HenpaBI/mHaTa KOM6I/IHaLU/I${ OT NIPOAYKTH MOXe [a AoBeJe A0 HapaHABAHHUA HA MMAJMEHTAa, l'IOTp66I/ITeJ'IH

BuHaru npoBepsiBaiiTe ApBXKKHTE 3a:

e Buaumo oTKpUT MeTaJsl B TOUKaTa Ha CBbp3BaHe Ha RF kabeua,
A e JlolIa eJIEKTpUYeCKa Bp'b3Ka MeX/y ApbKKaTa U RF kabeua,

e Jlowo npuisiraHe MexJy ApbxKaTa U RF ka6eua.

10.2 AbxuHa HA aKcecoapuTe
3abenexka ( coraacHo DIN EN [EC 60601-2-2, moapasaen 202.7.9.2.14 k):
ObmkuHaTa Ha cBbp3BawmTe Kabenu, KOUTO AeMCTBAT KaTo aHTeHU, e mexay 3 n 5 meTpa.
Pa6oTHaTa gbnknHa Ha enektpoauTte e 350 - 450 mm.

11 mOBTOPHO 3ArOTBAHE

[To npyHIMI XUPYPTrUYeCKUTEe UHCTPYMEHTH MorarT Jia ce IpepaboTBaT caMo OT JIMLA, KOUTO UMAT
HeOoGXO0AUMHUS ONUT 33 NpeABUJIEHUTE IeHHOCTH. 0ApOo6Ha MHPOpMaLHs 3a IpepaboTKaTa HAa XUPYPrUIHU
HHCTPYMEHTH MOXXe Jja 6'bjie HaMepeHa B "UepBeHaTta 6pouypa” Ha AKI. MoxeTe ChIo Taka JjJa HAMEPUTE
BPB3KHU KbM 3aKOHHU, CTAHAAPTH U MyOJMKALUK OT CHELHaJIU3UPaHU OpPraHy 3a NpepaboTKa Ha UHCTPYMEHTH Ha
azpec www.a-k-i.org.

[TopaZy KOHCTPYKLIMATA HA MPOAYKTA M U3M0J3BAHUTE MaTepHa/u He MOXe Jla ce onpeJie/d OTpaHUYeHHe 3a
MaKCHMMaJIHUA O6pOH NpUIOXKEHUs, KOUTO MOTaT Aa 6b4aT U3BbplleHH. CPOKBT Ha eKCIJIoaTalus Ha
MeJJULIMHCKUTE U3/leJIUs ce ollpeJiesisl OT TAXHATa QYHKL KA U BHUMaTeJHOTO 60paBeHe ¢ TsaxX. YecToTo
npepaboTBaHe MMa cJ1a6o BIUSIHUE BBPXY MpoAyKTa. KpasdT Ha eKcrnyioaTalMOHHUSA KHUBOT Ha MPOAYKTA
O0OGMKHOBEHO Ce ONpeiesisi OT U3HOCBAHETO U MOBPEAUTE, IPUYMHEHHU OT ynoTpebaTa. /loka3aHa e 6M0/I0rHYHa
6e3omnacHocT ciex 200 nukbia Ha 06paboTKa; HATPYIIBAHETO HA MOYUCTBAILM [TpenapaTy Wid JPYyryd BpeaHU
BellleCTBa MOXe Jia 6'b/le U3KJII0UeHO C poLeJypUTe 3a 06paboTKa, ONMCAHU B Ta3U UHCTPYKLHUS .

11.1 NMoaroToBKa Ha MACTOTO Ha ynoTpe6a

OTcTpaHeTe TpyOouUTe 3aMbpPCABaHUS OT MHCTPYMEHTUTE BeJHara cjef ynorpeba. He usnosnspaiite pukcupaiiu
cpeacTBa UM ropeia Boja (>40°C), Thit kaTo TOBA Ile 0Bele 10 GUKCUPaHe HA OCTAThLUTE U MOXe J]a UMa
OTpUlaTeJIeH eCl)e}(T BBpPXY ycCliexa Ha NIOYHUCTBAHETO.

11.2 TpaHcnopTupaHe
be3onacHo CbXpaHEHHE B 3aTBOPEH KOHTefIHep W TPAHCNOPTHUPAHE HA UHCTPYMEHTHUTE 0 MACTOTO 34
npepa60TKa, 3a Ja ce nsberte nospega Ha MUHCTPYMEHTHUTE U 3aMbpCABAHE HAa OKOJIHATA CpeJa.

11.3 NoparotoBka 3a ob6e33apa3ssiBaHe

AKo e Bb3MOXHO, MHCTPYMEHTUTE TpﬂﬁBa Aa 6'b,£LaT paBFJIO6eHI/I WJIN OTBOPEHH 3d MOBTOPHA 3aroTOBKaA (BI/I}KTe
cnenMPpUYHUTE 32 MPOJYKTA PbKOBOJCTBA).

I/IHCprMeHTI/ITe TpH6Ba Aa Ce CbXpaHABAT I10 HAYHH, KOHTO e noaxoadu] 3a U3njakBaHe BbPXy HOCAYH 3a
HHCTPYMEHTH, KOUTO Ca NMNOAXOAANIIHU 3a MAallIMHHU. KOHCprKLLI/IHTa Ha HOCA4YUTe Ha UHCTPYMEHTH He Ce AOIIyCKa
Ja BJiolIaBa ITOCJIeIBALLIOTO ITIOYHUCTBAHE U AeBI/IH(beKLU/IH nopagyn 3ByKOBH UJIM U3IJIAKBALIHX 3aC€HYBAHUA.
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11.4 Pb4HO nNpeaBapuTEsIHO NOYUCTBaHE
[locTaBeTe HHCTPYMEHTHUTE B CTY/leHa JellOHM3MpaHa Bo/la 32 MUHMMYM 5 MUH. AKO e Bb3MOXHO, pa3rjobete
WHCTPYMEHTHTE U ' IOYUCTETE NOJ CTyJeHa BoJla C MeKa YeTKa, JOKaTO NoBeye He Ce BIKAAT OCTaTbIU.
HW3nsakHeTe 1noj HalsraHe KyXUHUTE, OTBOPUTe U pe36uTe 3a MUHUMYM 10 cek. c BOAeH NUCTOJIET (UMIYJICEH
METO/l, MUHHMAaJIHO HasisiraHe 2 bar). [locTaBeTe HHCTPYMEHTHUTE B yJITpa3ByKoBa BaHa npu 40°C ¢ 0,5 %
aJIKaJIeH WM €H3UMeH MMOYUCTBall npenapar 3a 15 MUH. U T TpeTUpauTe C yITPa3ByK.

H3BajieTe UHCTPYMEHTHUTE U T'M U3IJIAKHETE ChC CTyZEHa BOJa.

[ToyucTBaIUAT Pa3TBOP TPsA6BA Jja ce CMeHs OHE BeIH'BX JJHEBHO, TPU HEOOXOAHUMOCT U I0-4ecTo. TBBbp/e
BUCOKaTa CTelleH Ha 3aM’bpCsiBaHe BJIOIIAaBa NOYUCTBalLUsA eQeKT U yBeJUdaBa pUcka oT kopo3us. TpsabBa Aa ce
cna3BaT HallMOHAJHUTE 3aKOHU U AUPEKTUBHU.

11.5 MexaHU4YHO No4YucTBaHe

UHcTpyKuum 3a ynoTtpeba - Mons, npoyeTtete npeau ynotpeba 7 /9

CTpnKa IlapameTsp
IIpeaBapuTesiHO Temneparypa Ha u3niakpase * CtyzeHa Boja OT BOAOIMpPOBOJaA
HSITAKBAHE KayecTBO Ha Bo,zEaTa
BpeMe 3a Bb3AeNCTBUE 60 cek
IIpeaBapuTesHO Temnepatypa Ha M3njakBane + CtyneHa BoJia OT BOAONPOBOJA
Ka4yecTBO Ha BoJaTa
U3MJIaKBaHe "
Bpeme 3a Bb3JelCcTBUE 180 cek
TeMmnepaTypa Ha MOYHUCTBaHe 45°C
KayecTBO Ha BojaTa Boja ot Bogonposoja
MMoyucrBaHe BpewMe 3a Bb3/ieHCTBHE 300 s (mak-nomoTo cecrosiuue) /RKI: 600 s
[ToyncTBalM NpenapaTu Neodisher Medizym
KonueHnTpauus 0,50 %
TemnepaTypa Ha U3NJaKBaHe 40°C
KayecTBo Ha BojaTa Bojia oT BogonpoBoja
Heyrpanusanusa BpeMe 3a Bb3JlelicTBHE 180 cek
HeyTpasusupail areHT Neodisher Z
KonueHnTtpauus 0,10 %
TemnepaTypa Ha U3NJaKBaHe 40 C
H3niakBaHe KayecTBO Ha BojaTa JlefiloHU3MpaHa Boja
BpeMe 3a BB3/ieHCTBHE 120 cek
11.6 MawwuHHa (TepMuyHa) ge3nHdeeKkums
CThnKa IlapameTsp
TemmnepaTypa Ha 90°C (Ao 3000)
TepMmuyHa Je3anHPeKLUs
Ae3nHpeKnusa KavecTBo Ha BojaTa JlefiloHn3MpaHa Boja
BpeMe 3a BB3/ieHCTBHE 300 cek
W3cymaBaHe Ha BbHIIHATA CTPaHa HAa MHCTPYMEHTHTE Ype3 LMKbJ/Ia Ha CylleHe Ha
MUSJIHO-Ae3WHPEeKIIMOHHATa MalllkHa.
Hscymasane AKo e HE06X0 MO, MO>Ke J1a Ce OCTUTHE JOMbJIHUTENHO PBUHO MOJACYyIIaBaHe C
NOMOIIITA Ha HEU3NyCKallla BJaKHa KbpHa.
H3cymeTe KyXMHUTE U KaHAJIMTE HA UHCTPYMEHTUTE ChC CTEPUJIEH BB3yX NOJ,
HaJIsraHe.

11.7 ®yHKUMOHANHO U3NUTBaHe, NnoaapbXKa
CJie/1 BCIKO MOYUCTBAHe MPOAYKTUTE TPsiGBa a 6'bJJaT MaKPOCKOTICKU YUCTH, T.e. 6€3 BUUMU 3aM'bPCSIBaHUSI.
[IpoayKTHUTE C meTHA TPsiGBa J1a O'bAAT COPTHPAHU He3a0aBHO U CIIEIIMAJIHO 00pabOTEeHH.

BcHYKHY ABWKEIH Cce YacTH TPsiGBa Jja 6'bAaT MPOBEPEHHU C 0COGEHO BHUMAaHUE.

Ako Bb3HUKHAT TPENIKU UJIH IIeTH, TPOAYKTUTE TPsA6Ba Aa 6'bJIaT COPTUPAHU He3a6aBHO.

DYHKI[MOHAJIHOTO TECTBaHEe U MOAJPBKKATA HA MHCTPYMEHTHUTE TPsi6Ba Jla Ce U3BbPUIBAT U3KJIIOUUTETHO
BHMMaTeJ HO. [loixos1aTa npolieypa 3a noJJpbxKKa yBeJndaBa eKCIJI0aTal[MOHHUS )KUBOT Ha

HUHCTPYMEHTHUTE.

11.8 OnakoBKa

N36epeTe cTaHJapTHO CbBMECTUMHU OMIAKOBKH Ha MHCTPYMEHTHUTE 3a cTepuau3anus cbriaacHo DIN EN ISO
11607-1, DIN EN 868-2 u DIN EN 868-8.
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11.9 Crepunusauun
CTepusn3anusTa Ha MPOAYKTUTE Ce U3BBPIIBA 10 METO/Ia Ha pPAKIIMOHUPAHO NPeBAPUTENHO BaKyyMUpaHe
(crriracuo DIN EN ISO 17665), kaTo ce B3eMaT NpeABU/ CbOTBETHUTE HAl[MOHAJHH U3UCKBAHMS.

IIpeaBapUTE/IHO BAKYyMHpaHe: 3 I'bTH
TemnepaTypa Ha cTepUIH3alMsl: 134°C
BpeMe Ha crepuinusanus: 5 MUH.
BpemMe 3a cymieHe: 20 MuH.

W3no/i13BaHeTO Ha BCSIKAaKBU APyTHy IpOoLEeAYyPH 3a CTEPpUTIN3allUA € U3BbH HalllaTa OTI‘OBOpHOCT!

11.10 CbxpaHeHue
2. CTepu/IM3UpaHUTe HHCTPYMEHTH TPsAO6BA Jia ce ChbXpaHABAT B NOAXOASAIIH OMAKOBKH B CyXa, YUCTA U
? GesmpalliHa cpeJia npy yMmepeHu temnepatypu ot +5°C go +40°C u nocTossHHA BB3/ylIHA BjaakHOCT. He
__:7i<_ CbXpaHsBaWTe 3aeJJHO C XUMHUKaJIU. Pa3cTosiHMeTO MeXAy moJia u padTa TpsibBa Aa 6'bae MUHUMyM 30 cm.
a [lepyoabT Ha CbXpaHeHUe TPsiOBa /1a Ce ONpeesid OT MOTPeGUTe .

11.11 UHdopmauma 3a BanmaupaHe Ha 3aroTBAHETO
CJ'IeL[HI/ITe MaTepHaJd U MalllUHU Ca M3I10JI3BAHH ITPH BaJIUJUPAHETO Ha o6pa60TKaTa Ha MalllMHaTa:
MouucTeaw npenapar: Neodisher Medizym 0,5 % (v/v) 3a 0/jpO6GHOCTH BIKTE JOK/IAZUTE OT
HeyTtpanusarop: Neodisher Z 0,1 % (v/v)
Ypep 3a nouncreaHe
u ae3nHdeekymn:
MapeH aBTOKNAaB: Lautenschlager ZentraCert

W3NUTBaHUATA!
Miele PG 8535 23277 / 23278 / 23279
CleanControlling Medical GmbH & Co. KG

12 JAON'bJIHUTE/JHU UHCTPYKIIUU

AKo onvcaHHTe [0-TOpe XMMUKAJIM U MAllMHU He ca HAJIUYHY, IOTPEOUTEJIAAT € OTTOBOPEH 32 CbOTBETHOTO
BaJIMJIMpaHe Ha cBos npolec. OTTOBOPHOCT Ha NOTPe6GUTES e la FapaHTUpa, Ye NPOoLechT Ha NpepaboTKa,
BKJIIOUUTEHO PECYPCHUTE, MaTepHUaJNUTe U IIePCOHANBT, € MOJXO0/ASIL 3 IOCTUTaHe Ha HE0OXOJUMHUTE
pe3ynTtaTu. CbCTOSTHUETO HA TEXHUKATA U HAL[MOHAJHUTE 3aKOHM U3UCKBAT Jia Ce CJIe/iBaT BaJUUPaHU
npouecu.

[To BpeMe Ha 06paboTKaTa TeMIlepaTypaTa, IpujaraHa KbM UHCTPYMeHTa, He Tpsi6Ba Ja HajBuIinaBa 140°C.
[To npyHIMIT aBTOMATU3UPAHOTO OYHUCTBAHE U ie3MHPEKL M BUHATCH Ca 3a NPeJIIOYUTaHE Tpes PbYHOTO
NOYUCTBaHe U Je3uHekuus. [Ipy aBTOMaTH3UPAaHOTO NOYMUCTBaHe U Je3WHPeKL U UMa N0-ToIsIMa
6e30MacHOCT Ha MpoLeca.

Hukora He u3no/3BaiTe MeTa/IHU YETKH, METAIHU I'b6Y MJIM a6pa3MBHU NMOYKUCTBAILY [IpeNapaTy 3a pbYHO
NOYUCTBaHe /IpeiBapUTENHO MoyrcTBaHe. CUJIHUTE aJIKaJHU MOYUCTBALIY NPENapaTy YBPeXJaT NJ1acTMacuTe
Y aHOJM3UPAHUTE CJIOEBE.

WHcTpyMeHTHUTe He Tpsi6Ba /A Ce CTEPUIN3UPAT B CTEPUIN3ATOPH C rOpPelL Bb3yX.

He nsnosi3BaiiTe KOpO3WBHU MOYKUCTBALM NpenapaTy. He u3nosi3aBaliTe CUIHO OKUCJ/ISIBAIM TOYUCTBAIU
npenapatu. Hal-noaxoAsiliy ca npemnapaTu ¢ HeyTpasiaHa ctoiHocT Ha pH (7,0).

13 CBOBIIABAHE HA NPOBJIEMH C TIPOAYKTA
B cboTBeTCcTBME ¢ U3UCKBaHUATa Ha PersiamedT (EC) 2017 /745 oTHOCHO MeJULIMHCKUATE U3/e/UA U
HalllaTa CHUCcTeMa 3a yIpaBjeHre Ha KayeCTBOTO, BCHYKU NP06JIeMHU € IPOAYKTa TpsA6Ba Aa 6bAaT
JIOKJIaZIBAHU Ha IPOU3BOAUTEIS.
[To BpeMe Ha paboTHO BpeMe MOXKETe Jla Ce CBbPXKETe C Hac 1o TesepoHa HaA +49 (0) 07461 / 1701-0.
W3BBbH peJOBHOTO PaGOTHO BpeMe, MOJIs, U3NpaTeTe UMeiln Ha safety@tekno-medical.com .
Cepr03HWTE UHIUIEHTH TPsI6BA Jla 6'b/IAT AOKJIAJBAaHU U HA MECTHHUS OpraH, OTTOBOPEH 3a TAXHOTO
MeCTOTOJIOKEHHE.

14 TAPAHIUA

[IpofyKTHUTE ca MPOU3BEEHN OT BUCOKOKAaYeCTBEHM MaTepHalu U IPeMUHABAT Mpe3 KOHTPOJ Ha Ka4yeCTBOTO

npeJy [0CTaBKa. B ciyyall Ha ledeKTH, MoJIs, CBBPXKETE Ce ¢ Hallus cepBu3eH oTheJ. Tekno-Medical He moxe na

rapaHTUpa, 4e MPOAYKTUTE ca MOAXOAIIN 33 KOSATO U a e KOHKpeTHa npoueaypa. Tekno-Medical He noema

OTTOBOPHOCT 3a CAyYaiiHU WM mocseBany ietH. Tekno-Medical He moeMa OTTOBOPHOCT, aKO T€3U HHCTPYKIIUH

3a ynotpeb6a ca 6WIM JOKa3yeMo HapylleHH.

A BHuMaHwMe : B ciiyyaii Ha yioTpe6a Ha HHCTPYMEHTHUTE NPH MalueHTH ¢ 6osiecTta Ha Kpoiidena-Ako6
niu Heitnute BapuaHTH (VCJD, BSE, TSE), Tekno-Medical He Hocu HMKaKBa OTTOBOPHOCT 3a MOBTOPHATA UM

yrmoTpeoba.
FRM-169 Vorlage GebA KI. Il MDR_v3 GebA 87-11-007_01_Monopolare MIC-Elektroden_BG_v2.docx
i ik-Chirursi 18.06.2026
-’ . Tekno-Medical Optik-Chirurgie GmbH
1q , E K N SattlerstraBe 11 D-78532 Tuttlingen
'b “ng Tel.: +49 (0] 7451 1701-0 Fax: +49 (0) 7461 1701-50 c E 0483

E-Mail: mail@tekno-medical.com  www_tekno-medical .com


mailto:safety@tekno-medical.com

(1]

15 CEPBU3 U PEMOHT

MHcTpyKumn 3a ynotpeba - Mons, npoyeteTte npeau ynotpeba 9/9

He ce onuTBaliTe camMmu J1a U3BBbPLIBATE PEMOHTH WJIM MOJUPUKAIUU Ha poAyKTa. Tasu paboTa Tpsi6Ba

Jia ce u3BbpLBa caMmo oT Tekno-Medical niu otopusupan nepconasn Ha Tekno-Medical.
JedekTHUTE NPOAYKTH TPsAOBA JjJa NPEMUHAT Npe3 lisjaTa NpoleAypa 3a IOBTOpHA 06paboTKa, npeau a 6'baaT
BbPHATH 32 peMOHT. MouJis1, u3noJi3BanTe Hawmus Gpopmyssap 3a kKauaugatcTBane 3a RMA u ceprudukar 3a
o6e33apa3siBaHe 3a Bp'bIaHE.
®opmynsipu ca HaaM4HU Ha: https:/ /www.tekno-medical.com/de/service/reparaturservice /

16 CUMBOIU

CHMMBOJINTE, U3M0JI3BAaHU B HACTOSLIATa HHCTPYKIHA U BbPXY €THKETa, UMAT CJI€EAHOTO 3HAY€HHE ChbIrJIaCHO DIN

ENISO 15223-1:
A Buumanue! d [IpousBoauTeN
MD MeHLMHCKY &I IIpou3BOACTBO
. CrnasBaiiTe HHCTPYKIMHUTE 3a
@ Hectepunuu D:i:l
ynoTtpeba
S0
Karasor “Z "\" [lazeTe OT cIbHYEBA CBETJIHMHA
)

™~
Q
wf

0603HaYyeHHe Ha
napTyjaaTa

).

Jla ce cbxpaHfBa Ha CyX0 MACTO

flcHa upeHTHOUKALMA HA TPOJYKTA

C€ o483

MapkupoBka "CE" ¢ Homep Ha HOTUDULIMPAHUSA OpraH
mdc — medical device certification GmbH
- 70191 Stuttgart

Kriegerstr. 6, D
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