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EPEYNA ATOPAZ No 1441/2020

MapakaAoUpe OTTWG PAG ATTOOTEIAETE TNV TTPOCPOPa aag aTo gag 2310862000 kal éwg 6/5/2020 wpa 17:00uy
yla TO €id0g¢:
YAIKA HAEKTPOOYZIOAOTIAZ

AvVaAUTIKOTEPA :

2-1311090022 KaBetnpeg kataAuong wuxouévou akpou (Irrigated Ablation Catheter) pe aigBnmpa eTagng Kai ieong

Kal nAekTpouayvnTiké aicbntripa (Electrode magnetic sensor).
TEXNIKEZ NPOAIACPA®DEE:

KaBetripag katdAuong Wuyxopévou Akpou Pe NAEKTPOdIa atrd Kpdua AeUKOXpUoouU-IpIdiou yia dpioTn TToIoTNTA
€vOOKOIAOTIKOU GANATOG Kal d1aTApnon otabepol oudoU Pe EVOWPATWHEVO aIoONTAPA ETTAPAG Kal TTiECNS OTO
KapdIako Toixwua aveEdptnTog TNG HETOBOAAG TNG Bepuokpaaiag kab' OAn Tn didpkeia TNG ETTEPRAONG VIO AUECH
XPrion Kai epappoyn BepaTreiag, TeXVOAOYiag OTITIKWY IVWV e Tpia euBUYpauua KaAWDIA OTITIKWYV IVWDV.

-Na &108€te1 nAekTpopayvnTiké aioBnTtripa (Electrode magnetic sensor), evOwWPOTWHEVO CUVOETIKO NAEKTPOBIO Kal
va guvodeUeTe aTrd Tov auvodd £OTTAICUO Tou.

-To dkpo Tou kaBetApa va gival 3,5 mm pe 6 TTAAYIEG OTTEG, TO KOG Tou KaBetrpa va gival 115 cm, n dIdueTpog
Tou va gival 8 FR, n amdéoTtaon méAwv Tou va gival 2-2-2 mm Kal va dIaTiBeTal 0€ KAUTTUAEG :

1)AITTARG kateuBuvong (bi-directional) ye ouppetpiki TUTOoU D-D, F-F, J-J kKai acUPPeTpN KOUTTUAN T0TTOU D-F |, F-J .
2)Movn¢ kateuBuvong (Uni-directional ) pe kautOAn tUuTToUu D , F , J..

Kai 8a guvodeueTe atrd ToV ouvodo eEOTTAIGUG TOU .

AVOAUTIKOTEPA :

2-1311090021 KaBetr)peg katdAuong wuxouévou dkpou (Irrigated Ablation Catheter) pe nAektpopayvntiké aicbntripa

(Electrode magnetic sensor) kai pe aioOntipa Bepuokpaaciag o€ amdéoTtacn 0,3 mm amd 10 &mw AKPO.

TEXNIKEZ MPOAIATPA®EZ:

KaBetripag katdAuong wuyxopévou Akpou atrd BepPoTTAAOTIKO EAACTOUEPEG UAIKO PE NAEKTPOSIO ATTO KPAUQ

Aeukdxpuoou-1pIdiou (euyevoug UAIKOU) Kal EUKAPTITO TTOPWOES AKPo yia ApiaTn TToIOTNTA EVOOKOIAOTIKOU GANATOG
Kai dlatipnon otaBepol oudou kaB OAn Tn didpkeia TNG ETTEPRACNG YIO AUECH XPNON Kal Epapuoyn BepaTreiag,
TEXVOAOYIAG OTITIKWV IVWV PE TPia EUBUYPOUUA KAAWDIA OTITIKWV IVWV.

-Na d108€te1 nAekTpopayvnTiké aioBntrpa (Electrode magnetic sensor) kai va guvodeUeTe aTTd TOV OUVODO
€EOTTANIONO TOU.

-To dkpo Tou kaBetApa va gival 4 mm pe 4 TAdyieG OTTEG, 0 a1oBNnTAPag Bepuokpaciag va gival 0,3 mm atd 1o dmw

dkpo, To PrKog Tou KaBetripa va eival 115 cm, n didueTpog Tou va gival 8 FR, n amdéoTaon Twv TOAwvY Tou va eival



1-4-1 mm ka1 va dIaTiBeTal o€ KAPTTUAEG :

1). AiTAAg kaTeuBuvong (bi-directional) pe cuppetpikr T0tou D-D, F-F, J-d kai acUppeTpn KautruAn t0tmou D-F,
F-J.

2 .Movrig karteuBuvong (Uni-directional) ye kautoAn totrou D, F , J .

Kai 6a ouvodeueTe atrd Tov ouvodO eEOTTAIOUS TOU.

2-1311090023 KaBetnpeg xaptoypdenong Kal KataAuong Wuxouevou akpou 4.5mm, pe texvoloyia Direct Sense, mou
va d1a6¢éTtouv 3 aveEdpTnTa mini NAEKTPOSIa GTO AKPO TOUG Kal va gival KATAAANAOI yia Xprion e
oUOTNPO NAEKTPOAVATOUIKNAG XaPTOYPAPNONG.

TEXNIKEZ NPOAIACPADEE:

- To ammwTepo NAekTPddI0 va d1aBETel 3 nAekTpddia emipdveiag 0,5mm2, woTe va Ptropolv va yivouv 3
EMTTPOCOETEG DITTOAIKEG KATAYPAPESG OKPIBWG OTO onueio TTou Ba yivel n katdAuon.

- Na dia8étouv aioBnTrpa payvnTikou TTediou yia Tov eVTOTTIONS TNG BE0NG Tou KaBEeTHpa Kal aiodnThpa
TUTTOU BepPolelyoug yia TNV KaTtaypa®r Tng Bepuokpaaiog.

- Na ptropouv va dwoouv TTANPo@opia yia TNV ETTAPN YE TO JUOKAPDIO, HEGW TNG TOTTIKAG KATAYPAPNS TNG
d1apopdg NG avTioTaong.

- Na givail SITTAAG peTapaAAduevng KApTTUAGTNTOG

- To oUoTnua Tou €EWTEPIKOU XEIPIOPOU TNG METARAAASOPEVNG KAUTTUANG va gival EUKOAO OTn XPrion Kal
TTEPIOTPEPOUEVOU TUTTOU BITTAOU poxAOU.

- Na utrdpyxel duvatdTnTa €TTIAOYKG OTTO TO XEIPIOTHPIO TNG TAONG UE TNV OTTOIA KAUTTUAWVEI O KABETAPAG.
- Na gival duvatdv atrd 10 XEIPIOTAPIO VA avayvwpigeTal o TTpocavaToAIopdg Tou AKpoU Kal TO onuEio 0To
oTtroio gival euBU 1o dKpo.

- Na pévouv otaBepoi 010 onueio kKatdAuong.

- Na eival cupBaroi pe Bnkapi 8Fr.

- Na diaTiBevtal T600 0€ CUUMETPIKEG KAVOVIKEG KAl HEYAAEG KAOUTTUAEG, 600 Kal O£ AOUUUETPES KAUTTUAEG.

ZNUEIWVETAI :

Na avaypd@sTal 0 apiBuog TNG £PEUVAS TTOU AVTIATOIXEI N TTPOCPOPAG 0AG KAl TO OVOUA TOU XEIPIOTH TNG.
Mapakahoupe va avaypagete 710 A.O.M oag.
Ta mpoo@epdueva €idn TTPETTEI VO CUPUOPQUWVOVTAI PE TIG OTTAITHOEIG TV AIEBVWV Kal EupwTTaIKWYV TTPOTUTIWY Kal Va
@épouv TV TTpofAeTéuevn ofuavon CE.

MoTtotroinTikd CE kai TutrotroinTika €yypaga (1rx EN 1ISO) 6a ¢ntolvTal Katd TTepiTrTwan.

2TV TTPooPOopd va avaypd@eTal n TTAAPN TTEPIYPAPr] TOU TTPOOPEPOUEVOU £iBOUG, N TTOoOTNTA avd cuoKeuaaia (6TTou
aTTauTeITal), N TIUA ava TEPAaxIo Kabwg kal n katnyopia ®IMA. H Tipn va gival cUp@wvn Je TO TTAPATNENTAPIO TIWVY KAl va
avaypdgetal o avtioToixog K.A., kai 0 kwdikog eutropiou kal KQAIKOZ EKANTY Tou €idouc.(AMAPAITHTH MPOYTIOGEZH)
Etriong va pag yvwpioete 10 xpdvo Tapddoong Tou v Adyw €idoug. Xe TTePITITWON TToU UTTEPPaivel TIG 5 pydaiyeg NUEPES OE
Ba Aappaveral utdyn n TPoaPopd.

H 10x0¢ Tng Tpoo@opds aag va givai yia Tpeig (3) YAveg.

AMEZH MNMAPAAOZH.



