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HPOXKAHYH

To TI'evikd Nocokopeio Kopdrog, coppmva pe to vr. apd. 9 /Oéua 20°/30-
03-2021 Tpaktikd Xvvedpioong tov Atokntikod ZvuBovAiov (apd.wpwt.7871/07-
04-201), mpokeyévov va mpoPei oty «Ipopndsia 10 Mévipwv Bnpatodotdv
VVI-R npeg oet pe 10 ovvodd vikd ko 14 Mévipov Bypatodotov DDD-R
TMPES 6€T pe 1A ovvodd vimkd yw Tig avaykeg tov I'. N. Kafdrooy,
npodmoroyloTikng damdvng 20.000€ yowpic P.ILA., pe Kpuriplo KATaKOHPOONG TNV
TAEOV GUUPEPOVGO TPOGPOPA OMOKAEISTIKA PAGEL TIUNG, Yo XPOVIKO OIACTNUO TOL
Ba KaBopiotel amd T avaykes Tov Nocokopeiov Kot pEYPL TV amoppdPN Y| TOVS, LE
™ odkacia g ancvbeiog avabeong cvppwva pe ta apbpa 2 map. 31 kou 118 Tov
N.4412/2016:

KoAel tovg evoapepdpevoug Yoo v VTOPOAN  KAEIGTOV  TEYVIK®V-
owovopkadv mpospopdv oto [pageio IIpounbeidv tov T'evikod Nocokopeiov
Kofdarog £mg v 15/04/201, nuépoa. ITéumt ko dpa 14.00 p.p..

To avorypa avtdv Oa wpaypatonomdei v 16/04/2021 nuépa IMapackevn Kot dpo.
10:30 m.p.

[Ipocpopég mov katatifevror LETA TNV TOPOTAVE® MUEPOUNVIO KOl dpal Eivarl
EKTTPODECLLEG KOl EMGTPEPOVTAL ATO TNV Y INPEGiaL.



TEXNIKEZ NMPOAIArPA®EZ BHMATOAOTQN KAI MEPQN KAI EEAPTHMATQN
A BHMATOAOTEZ

EIAIKOI OPOI

* Na dnAwveTal UTTOXPEWTIKA TO £PYOOTACIO KATAOKEUNG OTTOU KATAOKEUAovTAl Ol
TTPooPepOUEVOl PBNPaTOdOTEG KAPDIGG. TO €pyoOTACIO KATAOKEUNG Ba TTpETTel va
d1aBétel cuoTtnua diaoeahiong toidétnTag 1ISO- 9001:2000 A 1ISO 13485:2003, T10

OTTOI0 KAl Ba ETMICUVATITETAI UTTOXPEWTIKA OTNV TTPOCPOPA.

* Ta TTPOCPEPOUEVA TTPOIOVTA TTPETTEI VA €ival TTICTOTTOINUEVA OTTO KOIVOTTOINUEVO
opyavioud TTou BpPIioKETAI yKATOOTNUEVOG KAl AEITOUPYEi VOPIUA OTO £0A@OG £vOg
ammo 1a Kpdtn MéEAN Tng EupwTrdikAg 'Evwong Kal va gEpouv o€ eukpivr) B€an Tou
TEAIKOU TTEPIEKTN TOUG TNV TTPORAeTmOuevn ofjpavon CE, n otroia atmodeikviel TV
OUPUOPPWON Toug Me TIG amaiioelg g Odnyiag 90/385/EOK, (AY8d/T.I.0Ik.
130648 - Evapuoévion tng €6vikAg vouoBeciag tpog TG dlatdleic tng Odnyiag
90/385/EOK «evepyd €PQUTEUCIUA IATPOTEXVOAOYIKG TTpoiovTan- PEK 2198/teuy.
B/02-10-09).

Ta 1arpotexvoAoyikd TTpoidvTa Tou utrayovtal otn AY88/.M.01k.130648, (PEK
2198/B/2-10-2009) Koivr] Ymoupyikry Ammogacn «[epi Evapuoviong tng EAANVIKAG
NopoBeaiag mmpog v Odnyia 90/385/EOK/14-6-93 Tou ZupPBouAiou Tng Eupwtraikng
‘Evwong, TTou agopd Ta Evepyd Epgutetoiya latpotexvoAoyikd MNpoidvra» 1600 Katd
TN @d4on ouvraé¢ng tng diakAPUENG, 60O Kal KaTa TN GAcn cuvayng TnG avTioToIxng
oupBaong, Tpétel va dlac@aAifeTal ge Tn dI0TUTTWON KABE QOopd Twv avaloywv
EVOEIKVUOUEVWY OpwV, OTI Ta €v AOYW 1ATPOTEXVOAOYIKA TTPOidVTa Ba gival cUppwva
TTPOG TIG ATTAITHOEIG TNG OXETIKNAG KYA Katd 10 Xpdvo TTapddoong Toug, €iTe TTPOKEITAI
yla TTapddoon evidg TwV CUPBATIKWY TTPOBECIWY, €iTe yia ekTTpdBEoUn, WOTE TA
TTPOIOVTa AUTA VA GEPOUV OTTWOOATTIOTE TNV TTPOPRAETTOMEVN aTTd TN OXETIKN ( B ) KYA

onuavon CE

* O1 TTpounBeuTpIEG ETAIPEIEG Ba TTPETTEI OTIC TTPOCQOPESG TOUG va dnAwvouv Ot
oupuopowvovtal pe TNV KYA AY80/T1/1348/2004 «Apx€EG Kal KATEUBUVTHPIEG
YPOPUEG OpBNG TTPAKTIKAG S1IAVOUNG 1aTPOTEXVOAOYIKWY TTPOoIiovTwv» (PEK 32/B/16-
01-2004) wg éxel TpoTTOTTOINGEI KOI I0KUEL.

* O1 TTPOCQEPOVTEG TTPETTEI ATTAPAITNTA VA ONAWOOUV PE TNV TTPOCEPOPA TOUug OTI
0100€TouV ava Traoca oTiyu Tou 24wpou (CUPTTEPIAANBAVOUEVWY TWV APYIWV Kal
€0PTWV) KAB’ A0 TO Xpovikd didoTnua AsIToupyiag KA eu@uTEUBEICOG CUOKEUNG O€

aoBevr), TO €EEIBIKEUPEVO TTPOCWTTIKG KAl TO OTTAPAITATA PNXAVAUATA YIO TOV EAEYXO



Kal puBuion Twv ouoKeuwyv, OTToTE Toug ¢NTnBei atrd Ta KapdioAoyikd kévipa. Ol
TEXVIKOI TTOU avaAauBdvouv Toug €AEyXOug Kal TIG Pubpicelg TTPETTEl va  €ival

KAaTAAANAQ eKTTAIOEUUEVOI KAl TTIOTOTTOINMEVOI OTTO ThV KATAOKEUAOTPIO £TAIPIAL.

* O KATOOKEUOOTIKOG OIKOG MEOW TWV TIPOOQPEPOVIWY va diapepaiwoel OTI TO
€€EIBIKEUPEVO TTPOCWTTIKG KAl UNMKOTEXVIKA UTTOBOWN YIO TOV EAEYXO TWV CUCKEUWYV Ba

cival d1laBéaipa yia TNV TpoRAsTTOpEVN didpKEla WAG TOUG.

* Ta nAekTpodia (SIa@AEPIO Kal €TTIKOPDIAKA) TTPETTEI O€ KABE TTEPITITWON va €ival
TTANPWG CUPBATA HE TOUG TTPOCPEPOPEVOUG OTTIVIOWTEG KAl Ol TTPOCPEPOUEVES
OUCKEUEG va UTTOpoUV va ouvdeBoUuv pe atraywyEG-nAekTpodia BnuaTtodoTikd Kal

atmIvIOWTIKA IS1 OAWV TWV KATACKEUAOTIKWY OIKWV.

* Na atrooTéAAovTal, €TTi TTOIVAG ATTOPPIYPNS, QUAAADIA E TA TEXVIKA XAPOKTNPIOTIKG
TWV TIPOCQPEPOPEVWY  EIDWV  UE TIC AVAAOYEC TTAPATIOUTIEG OTIC TEXVIKEG

TTpodiaypa@ég TnG Alaknpuéng 1/2013 tng E.IN.Y.

* Ta mpoo@epdueva UAIKA Ba afloAoynBouv atro apuodia EMITPOTI TOU VOGOKOUEIOU
Kar n €mAoy Tou peIoddTn Ba yivetal PETAEU QUTWV TWV OTTOIWV Ol TEXVIKEG
TTPOCPOPEG KPIBNKAV ATTO TNV AVWTEPW ETTITPOTTH ATTOOEKTEG HE KPITAPIO Tn

CUPQEPOTEPN TTPOCPOPA, OTTOKAEIOTIKA Bdoel TIUAG.



TEXNIKEZ NMPOAIANPA®EZ

1. BnuatoddTteg 800 KOIAOTATWYV HE TTpocapHodépevn cuxvortnta (DDDR) kai

M€ €101kéG BepaTTeUTIKEG KAl B10yVWOTIKEG IKavoeTnTEG (Dual chamber rate

responsive pacemaker with special therapeutic and diagnostic capabilities)

ME Ta ouvodd UAIKA (1 KOATTIKO NAeKTPOBI10,1KOIAIOKO NAeKTPOSIO K 2

Sla@AéBioug siIoaywyeic).

Baoikd XapakTnpIoTIKA:

MoAikdTNTA aioBnong kail BnuaToddTNoNG:

AuvatéTtnTa SITTOAIKAG KOl HOVOTTOAIKAS aioBnong - Bnuatoddtnong atov KOATTO
Kal oTNV KolAia pe BUpeg ouvdeong IS-1.

AuvaTéTtnTa QUTONATNG HETATPOTTAG aTTO SITTOAIKS O€ HOVOTTOAIKO TPOTTO
BnuatoddtTnong kal aicbnong

Baoikn ouxvoTtnta: MNpoypapuati{ouevn

AvwTtepn odnyouuevn ouxvotnta (upper tacking and driven rate):
MpoypappaTICOuEVn.

Tdaon maApou: MpoypappaTlouevn avefdptnTa, yia Tov KOATTO Kai TNV KOIAia
AuvatétnTa autéuaTNG avixveuong oudou BnuatoddTnang GTov KOATTO Kal oTnv
KOIAia Kal auTtoppuBuIon TNG évTaong Tou XopnyoUuEevou epeBioUaTOC.

Aldpkela TTaApou: MpoypauuaTiéuevn aveEdpTnTa, Yia Tov KOATTO Kal TNV KolAia
EuaioBnaoia: Mpoypappati{éuevn aveEApTnTa, yia TOV KOATTO Kal TNV KOIAIG
KoAtrokolAlakd diacTtripaTa: MpoypappaTigéueva

AAy6pIBUOI avayvwpiong Kal TTPOTIUNONG TNG EVOOYEVOUG KOATTOKOIAIGKNG
aywyng.

AvepEBIoTn TTEPIODOG KOATTIKA Kal KOIAIOKA: NpoypauuaTi{éuevn

Na divetal eyyunon KaAAg AsiToupyiag TouAdyioTov 5 €Tn).

E1d1kég OepaTTEUTIKEG AUVATOTNTEG:

AutopaTtn aAlayn TPOTTOU BnUaTtoddTNoNG ETT AvVAYVWPICEWS TaXUAPPUBUIWY
(mode switch)

KoATTokoIAIaKr Bnuatoddtnon ac@aleiag

AlokoTrr) Taxukapdiag oxeTICOuEVNGS e TO BnUaATodoTn.

Mpooappoyn o€ TTPWIPN KOIAIOKY GUOTOAN.

AAyOpIBuOI avTaTTOKPIONG O€ ATTOTOUN PEIWaN TNG KapdIaKAG ouxvoTnTag.

AlayvwoTIKEG IKAOVOTNTEG:

Aigvépyela avaipoktng HOM péow Tou BnuatodoTn.
MpoBoAA oTnv 086vn TOU TTPOYPAUMATIOTH KOI KATaYPA®H NAEKTPOYPAUUATOG

o€ TTPAYMATIKO XPOVO



AUTOPOTN KaTaypa®n TTEICOdIWY UTTEPKOIAIAKWY Kal KOIANIAKWY TaXUKApSIWV.

AuTOPOTN KOTAYPA®A NAEKTPOYPAUMATOG KATA TA ETTEICODIA AUTA.

Kataypa®r TTooooTwy BRPaTodoTnoNG 0 KOATTO Kal KOIAiQ.

AAy6pIBU0I TTPOANYNG KOATTIKWYV TaXUAPPUBUIWY.
AloOnThRpag peTABOANG TG CUXVOTNTAG:
Na utrdpxel évag | ouvduaopuég TwV aKoAoubwv:
o MetpnTig emTdyxuvong
o YTTOAOYIOUOG QEPIOHOU aVA AETTTO
e MeTpnTAg emTdXUVONG KAl «QUCIOAOYIKOG» aIoONnTAPAS
BnuaTtod0Teg M1ag KOIAGTNTAG HE TTpocapodopevn cuxvoTnTa (SSIR) kai pe
€101kég B1ayvwOoTIKEG IKavoeTnTEG (Single chamber rate responsive
pacemakers with special diagnostic capabilities) pe Ta cuvodd uAika
(1ko1A1ak6 NAekTPOdI0 Kal 1 Sia@AERIo sicaywyéa).
Baoikd XapaKTnpIoTIKA:
o [MoAikOTNTA aioBnong kal Bnuatoddtnong: Auvartdtnta dITTOAIKAG A/Kal
MOVOTTOAIKNG aioBnong - BnuatodoTnong ye Bupa ouvdeong I1S-1.
e Baoikn ocuxvotnta: MNMpoypapuatiépevn
o AvwTtepn odnyouuevn ocuxvoTtnrta: MNMpoypauuaTi{épevn
e Tdaon maApou: MpoypapuaTtilOuevn
e AuvartdTnTa autOPATNG avixveuong oudou BnuaTtodoTnong Kai autoppuBuIon
TNG €VTOONG TOU XOpnyouuevou epeBiopaTog.
o Aidpkeia TTaApoU: MpoypappaTi{Opevn
o EuaioBnoia: MNMpoypaupatigéuevn
e AvepéBioTn TTEPiodog: MpoypaupaTiéuevn
¢ Na diveral eyyunon KaAAg AsiToupyiag TouAdyioTov 5 €Tn).
A10yVWOTIKEG IKAOVOTNTEG:
e [1poBoAf aTnv 086vN TOU TTPOYPAUUATIOTH KOl KATaypa@r] NAEKTPOYPANPOTOG
o€ TTPAYMATIKO XPOVO
o Kartaypa®rf TooooTwy BnUaTodoéTnong.
e Algvépyela avaipaktng HOM (nAekTpo@uaIoAoyIKNAG HEAETNG) HECW TOU
Bnuatodomn.
AloOnTApag HETABOANG TNG OUXVOTNTAG:
Na utrdpxel évag p ouvduaopuog Twv aKoAoUBwyv:
o MeTpnTig emiTaXUVONG
o YTTOAOYIONOG QEPIOUOU aVA AETTTO

e MeTpnTAg emMTAXUVONG KAI «QUCIOAOYIKOG» aioONTHpaAg



Ot mpoocpopég vroPdriovtor ommv EAMViK) YA®ooo péco 6e oQPOYIGUEVO
Ddaxelo [Ipoopopds o€ dVO EvTLma (TPMOTOTVTO — OVTLYPAPO).

Ytov @dkelo [Ipocpopdg Tpémet va avorypapovTal EVKPIVAG:

- H AéEn TTIPOZOOPA.

- O m\png tithog g appddiag Yanpeoioc (Avabétovsag Apyng) mov olevepyel
TOV Oy OVIGUO.

- O ap1BpdS TPOTOKOAAOL TG TPOGKANGNG.

-H «atodnktiky nuepopnvia  (muepounvia Anéng) mpobecpiog vmoPoAng
TPOCPOPDOV  TOV SALY®VIGLOV.

-Ta otoryeia Tov amocToAén (0OIKOVOUIKOD POpED,)

Méoa otov @dkero TIpoceopdc Tomobetohvtal O TO GYETIKA LLE TNV TPOGPOPA
otoyyeio Kot e101KOTEPO TOL EENG:

A) O pdxeroc Awcaoroyntikov - Teyvikng [Ipocpopdg :

210V @OKEAO AIKOIOAOYNTIKOV - Teyvikng mpooceopds Bo mpémer va
neplhopdvovtor To SIKOOAOYNTIKG, TO OTOWElD KOl 1) TEPLYPAPY TOV
TPOGPEPOUEVOV VINPESIOV Ploel Tov amartoewv Tov Teyvikav [Ipodiaypapdv
Kot ZopmAnpopévol Hivakes Zoppopeoong.

[Tpocpopd otnv omoia dev Ba vadpyovv TA AVOTEP® SKAOAOYNTIKG Oa
ATOPPITTETOL OG ATOPAOEKTN.

B) O gdkerog g Owovopukng Tlpocpopdc :

2tov @dxero ™g Owovoukng [Ipoceopds Ba mpénet va meprhapuPdvetor 1 Tun
Y10 TO GOVOAO TV TPOGPEPOLEVOV VITPECIOV

- Ot tipég Ba didovTon g eENG:

. Ty pe kpatoeig yopic O IT.A.

II. TTocooto @.IL.A. eni T01g %, 6TO OMOi0 VIAYETAL TO £id0C (X MEPIMTMOOT OV
avaeépetor es@arpévog O.IT.A avtdg Ba dopbdvetar amd v Yrnpesia).

H tmyn pe xpamoeg yopic O.ILA. 6o Aaupdvetor yoo ™ olykpion TtV
TPOGPOPDOV.

- IIpocpopég mov de divouvv 115 TéS oe EYPQ 1 mov kaBopilovv oyéon EYPQ
pog EEvo vopucpa Bo amoppinTovTol ¢ omapAoEKTES.

-EvoALOKTIKES TPOGPOPES 1) AVTITPOGPOPES OEV YIVOVTOL OEKTEC KOl OE TEPITTMOT)
VTOPOANG TOVG amopPPITTOVTOL.

-H cvvolikr| mpoceepdevn Tyn e OKOVOUIKNG TPoc@opds dev Ba mpémet va
Eemepva v TpobmoroyicOeica domdvn.

- Ot owovouikég TPpooeopés TV eToupeldv o mpémer va eivon €vtog g
YOUNAOTEPNG TWWNG TNG EYYOPLOG ayopdas, €0V 0T  KOTOYPAPETOL GTO
mapatnpNTHPLo TV dpbpov 24 tov v. 3846/2010.

-H xatoxdpwon Ba yiver pe kpuriplo v TALOV GLUEEPOLGA OO OIKOVOULKNG
dmoyng TpocPopd ATOKAEIGTIKA PAGEL TIUNG.

-O1 TpoGPOPES 10YHLOVY KO OEGUEVOVV TOVS TPOGPEPOVTES Yo 120 nuépeg.



o -O1pocPépovieg amodEyovTal TANPOS Tovg Opovg g IIpdokinong.
e -Tov mpounBev Ba PapHvovy ot TpoPremdueveg amd 10 VOUO KPOTHOELG.

e -Eyyuntikn coppetoyng Kot KoANG EKTEAECTG OEV OTALTOVVTOL.

Téhog, cag evnuepmdvovpe OTL 1 €Toupeion TOV Bo PELOOTNOEL LITOYPEOVTAL TPV ATTO
™V voypoer g cvpPaong va kotabéoel oto I'pageio [Tpoundeidv mpog amddeen
™G Un GLVOPOUNG TV AGY®V OTOKAEICUOD amd dadikacieg chvoyng dnuociov
ovuPdoeov tov mop.l kot 2 tov apBpov 73 tov N.4412/2016, to mopoKAT®
OKOOAOYNTIKAL:

A) Ambomoacpo mowvikov untpoov. H vmoyxpéwon agopd: 1) tovg
OLYEIPIOTEG, OTIS TEPIMTMOOELS ETAPEDV Teplopiopévng €vbovng (EILE.) ko
npocomkov etapeldv (O.E. kot E.E.) kot 2) 1o Atevfovovta Zoppovio, Kabdg kot
OAa o HEAN Tov AtotknTikoh ZupPovAiov, GTIC TEPUMTMOELS AVOVOU®OV ETOIPEUDV
(A.E.).

B) ®oporoyikn Evnuepdra.
I') Acpahotiky Evnuepomrta (dpBpo 80 map.2 tov N.4412/2016).

A) IIwotomomtikd eyypaeng oto EMITA (o apBudg pntpoov EMITA
AVOQEPETOL VTOXPEWTIKA otV cLUPacn ocvpeove pe 10 op. 130 map. 1 ToL
4412/2016).

OLOKANPO 1O Kelpevo G mopovong eivor avoptnuévo oto dtodikTvo Kot
ovykekpiéva oty 1otoceAido  tov  ['N.  Kofdrag ot devbvvon
www.kavalahospital.gr ot oto Kevipikdé Hlektpovikdé Mntpdo Anpociov
Xvpupaoeov (KHMAHY).

O AIOIKHTHX TOY NOXOKOMEIOY

KAEITZIQTHXE KQON/NOX


http://www.kavalahospital.gr/

