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Mo voe SlxtnpnBovv 600 To duVATOV YXKNAGTEPOL oL kivduVoL YL XOBEVE(G, XpNOTEG 1} TPITOUG, TTPEMEL VXX
OKOAOUVOOVVTAL TIPOOEKTIKA oL 08NY(iES Xp1ioNG. H xp1ion, N MPOETOLHGOIX KO N OOKIU TWV 0pyavwy
& EMTPEMETAL VO TTPAKYUXTOTIOLOUVTXL HOVO OTTO EKTIAIOEVHEVOLG E101K0VG. TTpLy xpNOLLOTIO|OETE TO
NAEKTPOXELPOUPYLKO OpYOVO, BIXPAOTE 0AGKANPES TIG 0dNYIES XP1IONG. AUTA LOYVEL EMTIONG YL TIG 0dNyieq
XPMONG TWV XPNOOTIOLOVHEVWY EEXPTNUAETWY, CUNTTEPIAXHPBOVOUEVOL TOU 0LBETEPOL NAEKTPODIOU KOL
NG yevwnTpLaG HE. Ot TIpodiaty paég, oL 0dNyieq KO@ARAEING KX L OL TIPOELDOTIOU|OELS OTIG KVTIOTOLYES
0dnyleg xpnong MPETEL vOX TNPOUVTAL VOTNPA KL VO TNPOUVTKL.
Ta nAektpodia g Tekno-Medical Optik-Chirurgie GmbH (Tekno) kot ta e§aptiuatd Toug
TapadiSovTal un ATOCTEPWHUEVA KAL TIPETIEL VA TIEPAGOVV aTtd TOV TIANPT| KUKAO emteéepyaciag
(xaBaplopdg, amoAVpaven Kol AmooTelpwaon) TPV atd TNV TPWTH KAl KAOE ETOUEVT XpTioM.

1 TNEAIO EGAPMOTIHZ

O tapoVoeg 081yies xprionG LoXVOUV YL TA ETAVOYPT CLLOTIOLOVEVA LOVOTIOALKE NAEKTPOSIX

MD | Aamapookdmmong (e@edis "mAextpddia”) Tng Tekno-Medical Optik-Chirurgie GmbH.

(BA£Tte KATAAOYO TWV ELBWV OTNV TEAELTAIA TAPAYPAPO AVTWV TWV 0SNYLWV XPTOTG).

2 'ENErXol

[Ipv amd k&Be xpnom Twv NAEKTPOSiwY, TPETEL VA EAEYYXOVTUL YIX OTIACIHATA, PWYUES, TTAPAUOPPWOOELS, {NULES
Kat AgttoupykotnTa. [leploxég 0Tws n Hovwo, ol GUVEECELS KAl Ta AKpa epyaciag Ba TpETeL va eEAEyxovTal
Slaitepa pooektikd. POapuéva, Stafpwpéva, Tapapop@wpéva, Topwon 1 AAAWS KATECTPAUUEVA OpYava
TIPETEL VA XTTOPPITITOVTAL.

3 XEIPIZMOZ

0 XElPLOPOG OAWV TWV XELPOUPYIKWV EPYAAEIWV TIPETIEL TTAVTA VA YIVETAL HE TN HEYLOTY TIPOCGOXT] KATA TN
HETAPOPA, TOV KABAPLOUO, TN GUVTHPNON, TNV ATOCTEPWOT Kat v amobnkevon. Autd woxVel Slaitepa yia
oWANVIOKOUG AETITIG AVaPPOPNOTG HE HIKPES SLAPETPOUG.

Ta véa epyaieia Ba mpémel va uTTORAAAOVTAL GE TPELG KUKAOUG KABaPLo RO UNYOVI|LATOG TIPLV AITIO TNV OPXLKT)
amooTelpwon. AUTO 08NYel 0TO GYNUATIONO EVOG TABNTIKOV OTPWHATOG OTNV EMUPAVELA TIOV TIPOCTATEVEL TO
OpPYQVO ATIO TOV ATOXPWHATIONO Kal T Stafpwon. Ta véa epyadela TpEmeL va pUAAGGOVTAL XWPLS.

4  NMPOBAEMNMOMENH XPHZH

TanAextpodia cuvdéovtal otV 6080 TNG NAEKTPOYXELPOVPYLKIG YEVVITPLAG HECW KATAAANAOL LOVOTIOALKOU
kaAwdiov HF. H evepyomoinon yivetal péow modoSLakomTr. ZUVIGTATAL 1] XP10T) CUCTILATOG EKKEVWONG
katvov. H péylotn cuxvotnta g yevwitplag dev mpémel va vepPaivel ta 4 MHz!

5 ENAEI=H

TanAextpodia mpoopldovTal yla Xpron KATA T AATAPOCKOTINOT) KAl XPTCLLOTOLOUVTAL YLK TNV KOTI KL TNV
&N BLOAOYIKGOV LOTWV.

6 ANTENAEIZEIZ

Ta mpoidvta Sev TpoopllovTal yLa Xprjon 0TO KEVIPLKO VEUPLKO KL KUKAOPOPLKO GUCTI A
Kiv8uvol amd akatdAAnin xprion:
o Komwon vAkoU KoL XTTWAELX AEITOVPYIKOTNTAG Adyw vTEPBaong TNG SLApKELXG {w1g Tov
TTPOioVTOC.
e  Kivduvog nAekTpomAngiag Adyw BAGBNG oTn HOVWon, TToL Urmopel vor TIpoKVWEL &XTTO TNV LTTEPRXON
TV oLVONK®V AetToupyiag Kot TNG SLapKeLlag {wnG TOU TTPOIOVTOG, KXBWG KAL oTTd TNV TXpAaBAsyn
TWV 00NYLWV EMXVENEEEPYRTLAG.

7 TNAHOYZIMOZ AZOENQN

EKTOG &TTO TIG XVTEVOEKVUTAL XP1IOELG TTOU VA (PEPOVTAL OTIG TIXpoVOES 0dNyieg xpriong, dev urapyxouv
TIEPLOPLOUOL YL ToV TTANBUOUO Twv KOBEVDV.

FRM—169 Vorlage GebA KI. Il MDR_v2 GebA 132-11-007_01_Laparoskopie-Elektroden_GR_v1.docx

. TEKNO - MEDICAL Optik Chirurgie GmbH Korgoroan: 08.01.2024
' Sattlerstrasse 11 — 78532 Tuttlingen, Germany
GERMANY Phone +49(7461) 1701-0 — Fax +49(7461) 17 01-50 T —/[ c € 0483

mail@tekno-medical.com — www.tekno-medical.com



[:EJ Odnyieg xpnong — AlaBdoTe TPIV TN XPHON 5/9

8 AIAGEZH

Edv Tx 6pyava Sev prmopovv MAE0V VO ETIIOKEVARATOUV KKL V& UTTOOTOUV EMEEEPYNOIX, TO GpyXvxx TIpETEL VO
ATToppPLPO0oVY CUHE®VO HE TOUG LOXVOVTEG KAVOVIOHOUG K&L VOUOUS TNG XWPXS.

9  OAHTIIEX XPHXHX KAI AXPAAEIAX

H pn tpnon autwv Twv odnyLov eQapproyns Kol ao@AAelag HTopel va 08Ny 0EL 0 TPAVUATIONO,
SvoAettovpyia 1 GAAa atPoaSOKNTA TTEPLOTATIKA!

9.1 Tevikég 0Bnyieg ao@aleiag

o [Ipwv ano6 kaBe xpnon, To dpYavo TPEMEL VX EAEYXETAL YL OWOTH AEITOVPYIOK KAL YL OPOTEG {NULEQ
KL Bopd, OTTWG pWYHES 1] OTTXCIHOT.

e H ouokevaoia HETG@POPAG ElVAL KKXTAAANAN YIX TIG VYNAEG BEpUOKPAOIE] KXTA TNV KTTOCTE(PWON
0& OKUTOKAELOTO KOXL TTPETIEL V& KTTOPPITTTETOL TTPLV XTTO TNV TIPWTN XMooTe{pwon.

e Mnv unep@opTwveTe T 6pyava. H umep@dpTwon Adyw vmepBoAtkng dUvapng prmopel v odnynoet
0€ OTTOO{HATA, KAUWELS KoL SUOAEITOUPYIEG TNG LXTPLKNG CUOKEUNG KO L TPXUUXKTIONOVG OTOV
aoBevn 1 Tov xprotn. Mnv AvyileTe T AUYLOPEVX EPYOAEIX TTIOW OTNV GipX LK1} Toug B£an, umdpxet
kivduvog Bpaiong.

e Mn XpNOWIOTIOLE(TE KATEOTPAUUEVO 1) EAXTTWUATIKOG TIPOiOV. TAKTOTIOWOTE KPECWG KAL ETTIONUAVETE
TX KATEOTPAUPEVX TTPOLOVT KX L KTTOKAELOTE TNV TIEPALTEPW XP1ON.

9.2 08nyieg ao@aieiag ya 6pyava HF

o Kivduvog eykavpatwv Adyw pedpatog HF

o To HOVOTIOALKA NAEKTPOSIA AATIPOCTKATINGTG HTTOPOVV VA XPT|CLULOTIOLOVVTAL HOVO padi pe
ouSEtepa NAEKTPOSLAL.

o T aoBeveig pe Pnuatodotes, eAéyEte ™ cupPatoOTNTA TOUG pe TNV aktvofoliia HF.

e Ta dpyava Tov SV XPNOLULOTIOLOVVTAL TTPOCWPLVA TIPETIEL TAVTA VA PUAACCOVTAL LOKPLY ATIO TOV
aoBevn], MOTE VA ATIOPEVYETAL O TPAVUATIONOG TOU aoBEVOUG O€ TIEPITTWOT TUXAiNG
evepyoToinong tov pevpatog HF.

o Evepyomoteite o pevpa HF povo edv ot emupaveleg emanig fplokovtat vidg Tov oTTikoU teSiov

KOl £(0UV KOAN ETAPT] LLE TOV LOTO TIOV TipoKeLTaL va uTtoBANOel oe Bepameio. Mnv ayyilete AAAa

HETOAALKGE OpYQVa, XLTOVLX TPOKAP, OTITIKA, KAA®SLX 1] TIapopoLa.

ATtopakpUVeETE TUXOV VTTOAEIUUATO ATIOAVUAVTIKOU ATTO TO OWUA TOU acBevou.

XpMOLUOTIOLEITE PN Ay WYLIHA SLKAV AT EKTTAVGTG, OTIOV QUTO E(VAL LATPLIKA SUVATO.

A@ailpéoTte OAA TA KOGULATA CWHUATOG ATIO TOV AoHEVT] TIPLV ATIO TN XP1ioT).

XpnoLUOTIOLELTE TO OPYAVO LOVO EGV 1) LOVWOT] SEV EXEL VTTOOTEL (T ULAL.

Mnv xpnolpoToLelTe EKPNKTIKES / EDPAEKTEG OUOLEG KATA TN SLAPKELX TG AELTOVPYLAG.

Amo@Uyete v amavBpakwon Tov L.oTov!

H 1ox0g TNg yevwitplag HF mpémel mavTa voe puBuifeTait 600 To SUVATOV XXUNAOGTEPX, WOTE VX

ETMTUYYXAVETKL JOVO TO EMOLUNTO KTTOTEAEOUX.

e TomoBeTeite MAVTH TX KOXAMOLX TOU x0BEVOUG £TOL WOTE VX PNV UTIAPYXEL EMX PN PE TOV raBevn 1
AL KOADOLX.

o EAgy&re Tnv mBavn xprion SUTOALK®V EQXPUOYWV eav LTTGp)EL KivOuvog To pevua HF va dixppéet
OXETLKA PLKPEG TIEPLOXEG OLXTOUNG TOU OWUXTOG TOU xaBgvoUg.

e TormoBemoTe To 0LVOETEPO NAEKTPODLO ETOL WOTE 0 XOOEVIG VO XKOUUTIA GE OAGKANPN TNV
EMUPAVELX TOU OVOETEPOV NAEKTPODIOV.

e  Kivduvog eykoupatwv Adyw vmepBoAkig B€puaxvong Tou ovdéTepov NAekTpodiou!

EAéyxete mavta ta nAekTpodia kot T Aapeg yua:

o eu@avwg ektebelpévo pétaio tov d€ova Tov nAektpodiov oto onueio ovvdeong pe T Aafrn 1 To

KaAWSLO,

e KaKn NAeKTPIKN cVvSeon peta&l g AaBris 1} Tou kakwdiov kat Tov d€ova Tou nAektpodiov,

®  KaKN g@appoyn HeTafl ¢ Aaf1g 1] Tou kaAwdiov kal Tou a§ova Tou nAektpodiov
'OTOV OUVOEETE KL KTTOCUVOEETE TO KOAMOLO, KPXTHOTE To TIAVTX HOVO OTTO T LG, MNv TpXBAETeE TT0TE To
KOAW®OL0. H xp1ion KATEOTpXpUéVWY KOAWDiwv PTTopel vax 0dny 1j0€L 08 ONUOVTIKOVG KivdUvoug. EAEYETE To
KOAMOLO YL 0pATEG {NULEG TTpLY XTTO KABE Xp110N.
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10 EK NEOY EMEZEPrAzIA

Tevikg, Ta xelpovpylkd epyaieia pmopolv va vtofdAdovtal o emavenegepyaosia PLOVO ATO ATOUA TIOV
SLaBETOLY TIG aTaPAlTNTEG EEELSIKEVIEVES YVWOELS YLIX TIG TIPOPAETTOUEVES SPACTNPLOTNTES.

AVaAUTIKEG TTANPO@OPIES YIX TNV TIPOETOLUACI TWV XELPOVPYIKWYV EpYyaieiwv pmopeite va Bpeite oto «Kdkkivo
Mmnpooovpa» tou AKI. 1o www.a-k-i.org umopeite emiong va Bpeite cuVSEGILOVG TIPOG VOOUG, TPOTUTIX KAl
dnuoacievoels amd e181KEG eMITPOTEG EMaveTeEEpyaaiag.

MepLopLopnog ¢ eTaveTeEEPYASLAg: AGY® TOU OYESIAGUOV, TWV XPTCLLOTIOLOVHEV®V VAIKWOV KOL TNG
TpoPAETTOHEVNG XPTOTG, SEV uTopEl VO KABOPLOTEL HEYLOTO OPLO EPIKTWV KUKAWV KABapLopov, amoAVpaveng
KOl ATooTeElpwonG yla To nAektpdsio Aamtapookotmnons. H Sidpkela {wng Tov poidvtog eEapTdtal amd T
@B0opd, To XeElpLopd Kot T Stdpkela xpnong, T BAAPN kat T cuyvotnta emaveneéepyaoiag.

10.1 TMposTolpacia oTOV XWPO XPAONSG

AmevBeiag HETE TN xp1ON ATTOHOKPUVETE XovOpov§ pUTToUG KTTG T EPYKAEI. MN XpNOLLOTIOLEITE HECK
Hovidoroinong 1) kuTo vepd (>40°C) kxBWS K&TL TETolo 0dNYEl OE HoVIHOTTIOINON UTTOAEIMHATWY KO L UTTOPEl VX
EMNPEACEL KPVNTIKAE TOV EMITUXT KKOXPLOYO.

10.2 MeTagopd

Ac@aAng amoB1KeVON 08 KAELOTO TIEPLEKTN KL JETKQPOPA TWV 0PYAVWY OTO XWPO EMXVENEEEPYXTIXG Yok TNV
ammo@UyT BAGBNG TwV 0pyAvwv KL HOAUVONG Tou TiEPLBAAAOVTOG.

10.3 MpoeToipacia yia TRV atroAvuavon

T epyoAeick TTPETTEL, £O0OV EIVAL EQPLKTO, VX KTTOOLVXPUOAOYOUVTHKL 1] VO GVOLyoUV YLX TNV ETTKVETEEEPYAOTLO
(BA. 0dnyieg e1O1kEQ yLox To TIPOToV). T EPYAKAEIT TIPETTEL VO TOTTOBETOVVTOL OE E1O1KOVG YL TNy TTAUON dioKoLG
epyodeiwv Tov evdeikvuvTaL yiot TALVTApLo. H otdTNTa Twv diokwv epyxAeiwy dev EMTPEMETOL VX EMNPEATEL
TOV €V OUVEXEIX KXBAKPLOUO KOL TNV KTTOAVUXVON HECW KKOUOTLKNG OKLAG 1) ONUEiwv TTou dev €xouv TTALBEL
10.4 XeipokivnTog apXIKOG KaBapPIoHOG
TomoBeTOTE T EPYKAEIX OE KPVO KTTLOVIOWEVO VEPO YLK TO EAGXLOTO b AerTd. Edv eivai e@ukTo
KTTOOUVOPHOAOYNOTE TX EPYXAEIX KL KXOXPIOTE OE KPVUO VEPD HE ML HEAGKLA BoVpTOX PEXPL VO NV
UTTIGPYOUV TTAEOV 0PATAE UTTOAEIHUOTX. TIG OTTEG KOL TIG OLOPOMES OTTELPWHATWY To EAGYLOTO Y 10
deuTepOALTITX. TOTTOBETHOTE TK EPYXAEIK Y& 15 AETTT& O€ AouTpo uTieptixwv 0Toug 40°C pe Evax AAKGALKS 1
EVIUHATLIKO TTPOT6V KXOXpLopoy 0,5% kot UTTOBAAAETE OE LTTEPTIXOUG. APXKIPEDTE TX EpYOAEI KoL EEMTAVVETE UE
KXBXKpO vEPD. To DAAUPG KXBKPLOPOU TIPETTEL VO GAAATEL TO EAGXLOTO ML (POPA KAOE NUEPK, EPOTOV
ATTOLTETA L KA L TTLo Guxva. ‘Evag moAUS uwnAog BaBuog pUmwy eMNpeddet TNV GITOTEAEOUXTIKOTNTH KKOXPLOUOU
KoL owEdvel Tov kivouvo dtaBpwong. TnpeiTe TNV €BVIKT] VOHOBESIO KO TIG KXTELOLVTAPLEG 0ONYiES.

10.5 MnNYavVikOG KOOAPLOUOG

Brjua IMapd&uETpoL
, , Ogpuokpaoia TAYONG + MoldTNTH vepoy Kpvo vepd dnUooLxg xpnong
Apxua) AN Xpovog €kBeong 60 devrT.
, , Ogpuokpaoia TAYONG + MoldTNTH vepoy Kpvo vepd dnUOoLxG xpnong
Apxu TrAven Xpdvog €kBeong 180 deurT.
OepUOKPHOIK KABAPLOPOV 45 °C
[odTNTX vepoL Nepd dnudolxg xpriong
KaBaplopog Xpovog £kBeong 300 devuT. />voraon RKI 600 devuT.
Mé0o kxBxpLopoy Neodisher Medizym
2UYKEVTPWON 0,50 %
OgpUoKPAOIX TTAVONG 40 °C
[ToldTNTX vepou Nepod dNUOoLHG xpnong
OvdeTepoTToinon Xpbdvog £kbeong 180 deur.
M£0o oudeTepottoinong Neodisher Z
2UYKEVTPWON 0,10 %
OgpHoKPAOIX TTAVONG 40 °C
'EXTTAvON [ol6TNT™ vEpPOU Amoviopévo vepo
Xpovog ékBeong 120 devr.
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10.6 Mnxavikn (8eppik) aroAUpavon

Brjua IMapapeTpoL
OgpPUOKPACI KTTOAVUOVONG 90 °C (Ao 3000)
Ogpuikn amoAvpavon [To1dTNTX vepol Amoviopévo vepo
Xpovog ékBeong 300 Oevr.

STEYVOHX TNG EEWTEPLKNG TTAELPAS TWV EPYHAELWV HECW Tou KUKAOU
OTEYVWHATOG TNG OUOKELNG KKOXPLOHoU / amoAUuvong.E@doov
AT TEITOL UTTOPEL VO EMITEUYOEL EMIMAEOV VX XELPOKIVNTO OTEYVWHG HE TN
BonBelax evog TIvioy Ywpig xvoudia.

ZTéyvepa

10.7 "EAeyxog AsiToupyiag, cuvinpnon
Metd amd kabe kaBaplopod, Ta TPOIOVTA TPETEL VA ElVaL HAKPOOKOTILKA KaBapd, SnAadn amaAlaypéva and
opatn poAvvon. Ta Aeklaopéva tpoidvta ipémel va StevBetBolv apéows kat va vTofAn0olv oe 81k
petayeiplon. ‘OAa Ta KlvoUpEVA HEPT TIPETIEL VAL EAEYXOVTOL HE LOLA{TEPT TIPOCTOXT).
Eav mpokOyouv o@dipata i Inuiég, Ta tpoidvta ipémel va StevbetnBolv apéows.
0 AELTOVPYIKOG EAEYXOG KAL 1] GUVTIPNOT TWV 0PYAVWY TIPETIEL VA YiVOVTaL EEALPETIKA TTPOCEKTIKG. Mia
KaTAAANAN Stadikacia cuvTipnong avEavel T StapKela (WG TV 0pYAvV®V.

10.8 ZXuokeudoia
EmA£ETe TUTTOTTOINPEVN CUOKEVAOIX TWV 0PYAVWV XTTOoTElpWONG oVPE@wVa pe T TpoTurae DIN EN I1ISO 11607-1,
DIN EN 868-2 ka1 DIN EN 868-8.

10.9 ATmrooTteipwon

AmooTelpwON TWV TTPOTOVTWVY HE KAKOUOTIKY OLadikao{ax TipokevoL (0UH@wva pe To DIN EN ISO 17665-1)
AGUBAVOVTXG UTTOYN TIG EKACTOTE EOVIKES ATTKITHOELS.

Ipokevo: 3-A6
OgpUoKpaoia ATTOOTEIPWONG: 134 °C
XpOvog aTmooTEIPp®WONG: 5 Aemréd
XpOvog OTEYV@OHATOG: 20 AerTd

H xp1ion oG GAANG ditxdikxoiag axmmooTeipwong dev amoTeAel EvBUVN PAG!

10.10 Atrofnikeuon

H amof1keuon Twv KTooTELpwHEV™Y EPYHRAEWV TIPETTEL VX TIpXYUKTOTTOLEITAL 08 KXTAAANAN OUOKEVHKO(X
oe ENpo, KKBApd K&L xwpi§ okdvn TIEpBdALoV O PETPLES BEpHOKPUOIES amd+5°C £wq +40°C kL pe
oTaBepn VYpAoiak K. MNv amoBNKEVETE AL ME XxNHKES ovoieq. H amdoTaon HeETa&) Tou dATEdOU KOL
TOU PAPLOV TTPETTEL VO kVEPXETAL To EAd)10TO OTax 30 ek. H Sudprelx amoOfikevong kxBopileTal omé Tov
S0 Tov xp1ioTn.

Y.

NV
AN

10.11 NMAnpo@opieg yia TNV EMKUPWON TNG ETTaAvETEEPpYATiag

T xkOAOLVOK VALKA KO HNYOVIUOTO XpNOLMOTTOMONKOV KXTE TNV EMKVPwON TNG MNXOVIKNG
ETTAVETIEEEPY KOG

Méoo kaBapiopou: Neodisher Medizym 0,5 % (v/v)
Mpoiov Mo Aemmopépeleg OeiTe TIG EKOETELS
. Neodisher Z 0,1 % (v/v) . .
OUBETEPOTTOINONG: eAEyxouL:
ZUOKEUR !«xeuplcn.loul Miele PG 8535 2327? / 232?8 / 23279
amoAUpavong: CleanControlling Medical GmbH & Co. KG
AUTOKAEIOTO ATHOU: Lautenschlager ZentraCert

11 ENINPOZOETEZXZ YNOAEIZEIZ

EGQv T& ¥NUKG KOL TOX UINYGVAMOTO TTou TTIEPLY PAQOVTEL TIXpATTGvw Oev eivait DIxBE0IU, Elvai EVBUVN Tov
XPNOTN V& EMKUPWOEL TN DIAOIKAOIX vaAoY . E{vai kakO1jkov Tou xproTn v SIXC@OOAICEL OTL N OLABIKKOIX
ETAVETEEEPYKOIAG, CUMTTEPIAXUBAVOHEV®WY TWV TTOPWV, TWV VAIKWOV K& L TOU TTPOOWTIKOV, ElVOL KATAAANAN y1&
TNV EMTEVEN TWV KTTXITOVHEVWVY KTTOTEAEOUATWYV. H TEASUTOIO A€EN TNG TEXYVOAOYIXG KOL N €BVIKT VOHoBECTO
AT ITOVV VO GKOAOVOOUVTOL EMKUVPWHEVES DIXOIKAOIES. KXTA TNV EMAKVEMEEEPYAOIX, N BEPHOKPATIT TTOU
emdpd OTo 6pycivo dev TpéneL vax vrtepPaivel Toug 140°C. KaT' apxnv, 0 HNXGVIKOG KKOXPLOHOG KAL N
KTTOAVHOVON E{VOL TIGVTX TTPOTIMOTEPOL KTTO TOV XELPOKIVNTO KKOXPLOPA. ME Tov JNYOVIKG KXBXKPLOKO KL TNV
ATTOAVHOVON, UTTAPYEL HEYKAVTEPN KOPAAELX OTN OLAOIKAKG{X. MN xpNOLUOTIOLE(TE TTOTE METOAALKES POVPTOES,
METOAALKE O@OVYYAPLA 1] AELKVTIKG KXBXKPLOTIKAE YLK XELPOKIVNTO KXBKPLOWO /TIPOKXBXKPLOO.
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T 10xUPG& KAKOALKG KXOXPLOTIKG KATKOTPEPOLV TO TTAKOTIKA KK L TIG XVOOLWHEVES EMKAKAVYELS. T EpyOAEin
Oev TIPETEL VO KTTOCTELPWVOVTAL OE KTTOCTELPWTEG BEPUOY KEPAK.

Mn xpNOWOTIOLEITE KAVOTIKG KXOXKPLOTIKE. M xpNOLWWOTTIOLEITE LOXUPA 0EEDWTIKG KXBKPLOTIKAE. OL TTXPAYOVTES
Me ovdéTepn Tun pH (7,0) TatpLddovy KOXAUTEPO.

12 ANA®EPOMENA TETrONOTA

ZUUPWVA UE TIS amaltoels Tov KavoviopoU (EE) yia ta atpoteyvodoyikda tpoidvta 2017 /745 (MDR)
A KOL TO GUOTNUA SLXEIPLOTG TIOLOTNTAG TTOU SLABETOVE, AKOUT KOL TA TILO WIKPA TIPOPBANUATA HE QUTO TO
TPoi6v Ba mpemel mavta va ava@épovtat otnv TEKNO.
Eav 8ev pmopeite va emikovwvroete ameubeiag pall pag yia cuppavta pe ava@opd, oteidte éva email ot
Stevbuvon;:
safety@tekno-medical.com

Ta coBapd TEPLOTATIKAG TIPETIEL ETILOTG VA AVAQEPOVTAL OTNV APHUOSLA TOTILKY ap)N.

13 EITYHZH

T coPopd MEPIOTATIKG TTPETIEL VO YV@OTOTTOLOVVTOL EMITAE0V OTNV uTTIELBLYN XPYT TOL TATIOL OXG.
H Tekno dev avoAXpBAaveL EVOVVN AVAPOPLKE HE TNV KATOAANAGTNTX TwV TTPOIOVTWY YL TNV EKAOTOTE
eméupaon. MpOKETAL YL KETL TToU TTPEMEL Vo kxBopioet o {dLog o xpnotG. H Tekno dev avadauBdavel eubivn
yx Tuxaieg 1 MpokUTTovoeg {NUiES. H Tekno dev avaAauBavet euBivn dToy armodedery v 1) EOKEUPEVT EXEL
UTTapEEL TP PLon Twv TXpEVTwv 0dNyLmY Xpriong.
Ipocoxn: EGv Ta epyaxdeia xpnotuomolovvTon oe aobeveiq ue vooo Creutzfeldt-Jakob, n Tekno apveitat
orolxdNToTe EVOVVN YLX EMAVAYPNCLJOTIOINGN.

14 ZEPBIZ KAl ENIZKEYH

Mnv TIpOYUKTOTIOLELTE ETTIOKEVEG 1} TPOTTOTIOW|0ELG OTO TPoidv HOVoL 0GG. Movo £60v0L0d0TNHEVO TTPOOWTILKO TOU
KOTOOKEVKOTN EVOL UTTEVOVVO KX L TIPOOPICETAL VIO CrUTO.

T EAKTTWHATIKG TTPOTOVTX TTPETTEL VO £X0VV TTEPAOEL ATTO OAOKANPN TN BLABKAOIK XVEKATKOKEUNG TTPLY
EMOTPAPOVV YLK ETTIOKELN.

M EMOTPOPES, XPNOWOTIOMOTE TN POPHA &{TNoNG RMA koL To TIIOTOMOINTIKO XTTOAVUVONG,.

‘Evruna otn dievBuvon: https://www.tekno-medical.com/de/service /reparaturservice /

15 XZYMBOAA

T oUPBOAX TTOU XPNOHOTIOLOVVTKL OE LTIV TNV 0dNy{x KO OTNV ETIKETK £youv TNV KKGAovON CNUXCIX
OUH@wva pe To DIN EN ISO 15223-1:

& Tpocoy!

MD [oTpuk6G

Mn ammooTelpwHéVo
Ap1BUOG avTikEEVOL

LOT XX pOKTNPLOMOG T PTIOXG

oG Gvayvamplon Tou TpoldvToq

2nuovon CE pe aplBuod kowvoronuévou opyaviodoy
C€ 0483 mdc — medical device certification GmbH
Kriegerstrasse 6, D - 70191 Stuttgart

Blopmycvog

Blopnyowvio

= L E

Tnpeite TG 0dNyieg xpriong

[IpoOTHOIx ATTG TO NALKKO PWS

A

AT

duAdooeTe og ENpd Pépog
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