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1. ZUuuBAcEIg TTOU XPNOIYOTTOIOUVTAI OTO EYXEIPiIOIO

Ta TTapakadTw cUPBoAa A Keigevo epgavifovtal aTo eyxXeEIpidlo AsIToupyiag:

1)
A
©
o

Eoriaon
Kabernpa

HELHO®X®e

i1}

Otroi0dn1ToTE TTAPOPOoI0 GUMPBOAO TTPOTPETTEI TO XPAOTN VO TTIATACEI TO KOUMTT KATW aTTo
TNV ETIKETA TOU KOUUTTIOU.

«Kal oTn guvéxeia» | «OTN CUVEXEIQ TTATACTEY.

Mpoaégre.

MpocidoTroinon.

MepIoTPEWTE TO TTEPIOTPOYIKO KOMBio gAEyxou yia va KAVETE HIa ETTIAOYI. ZTO €yXEIPidIO
Aermoupyiag autod e€aipei TNV €TTIAOYR KOUUTTIOU.

MatAoTe TO TEPIOTPOPIKO KOMBIO EAEy)XOU VIO va ETTIRERBAILTETE Wi ETTIAOYA.

OTT0100NTTOTE KEIPEVO PE AQUTA TN HOPPN UTTODEIKVUEI JIa CUYKEKPIPEV 000OVN.

Eixéva oTiyuiaiag atreikéviong otnv 086vn Twv TAoEwV.
Eikovidio eyypa@Ag orfuaTog.

Eikovidio TeppaTiIopoU eyypagrg CruaTog.

Eikovidio auvexoug eyypa®rg oRuaTog.

Eikovidio kUAiong otnv 086vn Mpagikn Taon.

ATtroBrikeuon dedouEVV

H ouokeun TTapakoAouBnong acBevn dev gival cuvoedeUEVN.
lNvetal oUvdeon TNG OUOKEUAG TTapakoAoUBnong aoBevn.

H ouokeun mapakoAouBnong acBevr] €xel CUvOEDEi.



2. EvOeigeig, rTpo@UAAGSeIg, TTpoEIdOTTOINCEIG KOl AVTEVOEIEEIG

2.1 Ev&eieig

To ouoTtnua Deltex Medical CardioQ-ODM+ gvdeikvutal yia Xpron wg auaTnua TapakoAoubnong
dlaxeipiong uypwy Kal KapdIakAg TTapoxnig.

H Deltex Medical kataokeudlel pia oeipd olco@ayikwy kabetpwv Doppler TTou mpémmel va
XpnoigoTtrolouvTal HOvo atmo KAIVIKA eKTTAIOEUNEVO Kal EIBIKEUPEVO KAIVIKO TTPOCWTTIKG | UTTO TNV
Aauean emipAewn Tou. OAol auToi o1 KABETHPEG £XOUV £YKPIBET yia TOTTOBETNON OTOV 0I00PAYO aTTd TO
oTopa. Oplopévol KOBETAPES EXOUV EYKPIBET KAl yIa PIVIKF) TOTTOBETNON.

2.2 Mpo@uAdgeig

O1 kaBeTAPEG £x0UV eYKPIBE yia TOTTOBETNON OTOV 01I00PAYO0 PéVo aTTd To OTOPA A TN PUTH, avaloya
ME Tov TUTTO TOUG. AvéAoya pe Tn H€B0BO TOTTOBETNONG Kal TOV TUTTO TOU KABETAPA, 0 a0BeV G UTTOPEI
va gival o€ TTARPN KaTaoToAR 1 UTTO YEVIKA ) TOTTIKA avaiodnaia. MNa odnyieg XpAong, avaTpégte o
OuUOKeUOaia Tou KABe KabBeThpa.

Ta Oedopéva ptropei va aAAGEouv wg aTTOTEAECUA TOU QOPTIKOU OTTOKAEIOHOU. QoT600, KATA TO
O1G0TNUA TOU QOPTIKOU ATTOKAEIGHOU, Ta dedopéva gival agIdToTa Kal JTTopouV va XPnaiuoTToinBouv
WG KaBodriynon otnv KAIVIK TTPakTIKr). Ta dedouéva TTou AapfBdvovtal katd 1o didoTnua Tou
aopTIKOU ATTOKAEIOUOU &gV TTPETTEI VA OUYKPIVOVTAI JE auTA TTOU AduBdavovtal Katd Ta dlaoTAuATa
oTa oTroia N aopTh Oev gival aTToKAEIOUEVN.

O1 kaBetripeg Doppler £xouv éva kaBopiopévo Xpovikd Oplo Kal étav autd TTapEABEl, DIAKOTITETAI N
Aeiroupyia Toug. Na odnyieg xpriong, avaTpéETe 0Tn oUoKEuaaia Tou KEBe kaBeTApa.

Agv €xouv avagepBei onuavTIKEG OIC0QAYIKEG €TTITTAOKEG aTTO TN Xprion Tou kabetApa. OTmwg
OUMBaiveEl KAl PE OTTOIOVONTIOTE PIVOYOOTPIKO N PIVOOICOPAyYIKO CWANVO/KABETAPA, evOEXETAI Va
TTapaTnEnOEi TOTTIKA QAEYHOVH KOTA TNV EVOOOKOTINGN UETA ATTO MEPIKEG NUEPEG.

H epunveia Tng KapdlakAg AEIToupyiag TTPETTEI VA EKTEAEITAI TTAVTA O OUVOUAOUO HE GAAO KAIVIKG
onuadia kar oupTrTwpata. O XpAoTeG TIPETTEI VO PEAETOUV TO KAIVIKO UAIKO TOU KOTAOKEUOOTH,
KaBWG UTTAPXEl MIA  KAUTTUAN  ekpudBnong Trou pTropel va  €TTnpedoel TNV gpunveia  Twv
ATTOTEAEOUATWV.

Otav xpnoiyotroieite dlakupavon oykou TTaApou (SVV), diakuuavon amoéotaong mToApgwy (SDV),
dlakupavon péyiotng Taxutntag (PVV), i diakupavaon trieong maApou (PPV) yia Tnv kaBodriynon tng
dlaxeipiong uypwy, éxete utr Owiv OTI n euaicBbnoia Twv TTapapétTpwy eival n BEATIOTN 6TaV O
avaTveOUEVOG OyKog eival =7-8 ml/kg kar OTI oI PeEYaAUTEPOI AVATIVEOUEVOI OYKOI TTPOKAAOUV
MEYAAUTEPEG DIOKUUAVOEIG.

To ouotnua CardioQ-ODM+ e€aipei Ta cupBavra appubuiag TTou Baciovral oTn dlakUPaAvaon Tou
kapdiakoU puBuou (= 20%) kai TRV uTTEPBOAIKR dlakUuavon Tou Oykou TTaApou. QaTd00, 0 XPHoTng
Ba TrpéTrel va yvwpilel 611, og TEPIGdOUG appubuiag, dev TTPETTEI va XpNOIPOTTOIOUVTAl O TTAPAUETPOI
SVV, SDV, PVV kai PPV yia Tnv kaBodriynon tng diaxeipiong uypwv.

O1 rapdauerpol SVV, SDV, PVV 1 PPV trpoopifovTal atrokAEIOTIKA yia KAIVIKA XpAon o€ agBeveig ol
oTroiol BpiokovTal UTTd TTARPN PNXAVIKH UTTOOTAPIEN agpIouol Pe KAEIoTO Bwpaka. H petaBAntétnta
Twv pubpicewv PEEP gvdéxetal va eTTnpedoel TIG AINOOUVAMIKEG METPATEICS.

Otav xpnoigotrolgite TIg TTapauéTpoug SVV, SDV, PVV A PPV, autég evdéxeTal va €TTNPEACTOUV
Ouopevwg Katd Tn OIAPKEIA AQTTOPOCKOTTIKWY eTTEURAcewy i emeUPATEWV KATA TIG OTTOIEG O
aoBevng BpiokeTal oe B€an TETOIO WOTE va aOKEiTal TTPGOBETN TTiEcn 0TO BwpPaKd Tou, T1.X. G€ TTPNVN
Béon i Ye TO KEQPAAI TTPOG TA KATW.



2.3 Mposidomoinoeig

Mnv e@apuolete umrepPOAIKA SUVOUN KATA TNV £lo0aywyr. AQaIpECTE TOV KABeTApa av
AVTINETWTTiIOETE SUOKOAiIa Kal avadnTRoTe cUuBOUAR.

MNpémer va empPefaiwBei n kardoraon WAENG yia TO evdexOuevo pivoppayiag, Otav o
KOOETAPAG TTPOKEITAI VA TOTTOBETNOEI pIvIKA.

O maidik6g oloopayikog kaberipag Doppler (KDP) mrpoopideTal yia xpion oTnv raidiarpiki
Kal £XEl YKPIOEi yia ToTroBéTNON HOVO aTTd TO OTOHA O€ aoBeveig Bdpoug dvw Twv 3 kg.

To ouotnua CardioQ-ODM+ dev TrpoopifeTal yia TNV TTapaKoAoudnon Twv {WTIKWV OnUEiwv,
oUTE TTPETTEI VO XPNOIHOTTOIEITAI WG UTTOKATACTATO TETOIOG CUCKEUNG.

Autég o0 €ommAIONOG Bev eival KATAAANAOG yia XpAion HE TNV Trapoucia €UQAEKTWV
avaiodnTIKwyv pe aépa, o§uyovo N utrodeidio Tou ajwTou.

MNa va amoTpéyere Tov Kivouvo nAekTpoTrAngiag, autog o e§OTTAICHOG TTPETTEl VO oUvBEeTal
MOVO O€ KEVTPIKN TTAPOXIK], M€ TTPOCTATEUTIKA YEiWON.

Agv emiTpéeTal Kapia TpoTrOoTTOinON TOU £§0TTAIONOU.
2.4 AvTevoeigeig

O1 ka@etApeg Doppler (DPn kai I,n) dev mwpétrel va TommoleToUvTal o aocBeveig nAiKiag KATwW
TWV 16 eTWV.

Na pnv XpNOIHOTTOIOUVTAI O& TTEPITITWOEIG EUPAVIYV 1) UTTOTITEUOUEVWYV PIVIKWYV TPAUHATWYV.
Na pnv XxpnoigoTroligital 6Tav UTTAPXOUV PIVIKOi TTOAUTTOSEG.

Na pnv XPNOIHOTTOIEITAl O€ TTEPITITWOEIS TPAUUATWY GTO TTPOCWITTO.

Na pnv xpnoipoTtroigital 6Tav UTTdpXEl KivOUVOg TPAUHATIOHNOU GTOV EYKEPAAO.

Na pnv xpnoigoTrolgital o€ ao0eveig TTou £XOUV EvEOAOPTIKN AVTAIN ME MTTAAOVI.

Na pnv XpnoIJoTroIEiTAl JE KAPKIVWHO OTO @ApUYYd, OTO Adpuyyd i GTOV 0100¢pAyoO.

Na pnv xpnoigotrolgital Je aveupUoHATA OTNV BWPAKIKK AOPTA.

Na pnv xpnoigoTtroigital pe VEKpwaon 1I0ToU TOU 0100@Ayou 1 TNG PIVIKIG 31650u.

Na pnv XxpnoigoTrolgital KOVTd o€ OnuUEio XeIPOUpYIKAG eTTEPRaong pe Aéidep.

Na pnv xpnoigotroicital og ao0eveic ME QAPUYYO-0IC0QPAYO-YUOTPIKN TraBoAoyia R/kai
oofapn aipoppayikn wpodiddeon.

MNa AeTTTOUEPEIC TTPOPUAAGEEIC Kal TTPOEIBOTTOINCEIS KATA T XPAON TOU KOBETPA, avaTpéETe OTIG
0dnyieg xpriong oTn cuoKkeuaoia Tou KABe KABeTAPA.

MNa mepioocoTEPEG TTANPOYOPIES, auuTTepIAauBavopévng piag Texvikig Avag@opdg yia Tn AsiToupyia
NG o100QayIknG TrapakoAouBnang Doppler, TTEPIAAWEIS TUXAIOTTOINUEVWY KAIVIKWY OOKIUWYV KAl
IOTOPIKO TTEPITITWOEWY, ETTIOKEPOEITE TNV NAekTpOVIKA dieuBuvon www.deltexmedical.com.




3. Meprypa@rn CUCKEUNG TTapakoAoudnong
3.1 M1TpooTIVOG Kal TIioCW TTiVAKAG

A. Tlpdoivn évdeiEn Aeitoupyiag.

Ortav eival avapuévn, autd utrodeikvuel OTi
uTTdpxel evaAAacooduevo pedua Kal n povada
gival evepyoTtroinuévn.

‘Eyxpwpun 066vn LCD.

lNepioTpo@iko kKouBio eAéyyxou évraong
nxou.

To mepioTpOo@IkO KopPio eAéyxou
XPNOIUOTTOIEITAI VIO EVEQYOTTOINCN ETTIAOYWV.
o eeees & Ta £€1 kouuTTId TTOU €AEYXOUV TIG AEITOUPYIES
Nobm-| @ F TTapakoAoudnong.

F. Hutmodoxn kaAwdiou diaclvdeong aoBevr).

O 0ow

m

Eikéva 3.1.1. Npdooywn ocuockeuig TrapakoAolBnong.

A. Oi o1rég e€agpiopol OTO oW PEPOG Kal OTN
Baon g povadag xpeidlovTal yia TNV Wugn
kal AEN tTpéTTel va gpdoaoovral.

Oupa USB.

ApIBUOG POVTEAOU Kal GEIPIAKOS apIBuOg
AIOKOTITNG
EVEPYOTTOINONG/ATTEVEPYOTTOINONG.

Eicodog peupaTog dikTUou.

Zeiplakn BUpa (RS232).

Oupa diIkTUou (UTP) yia geAAOVTIKA XpAon.
Ytodoxry ouvdeong PETATPOTTEQ AVAAOYIKOU
onpatog ag yneiako (ADC).

AKPOOEKTNG  1000UVOUIKNG  yeiwong, av
Xpelagerai.

BA. evotnTa 17.14.
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Eikéva 3.1.2. Niow 6yn ocuokeurig TrapakoAolBnong.

Mn eykekpipéveg ouvdéoeig oTIG BondnTikéG BUPEG UTTOPEI VO ETTNPEACOUV TV AO@PAAEIO TOU
ac0evi). Mnv ouvdéete GAAO €EOTTAIONO €KTOG ATTO 1ATPIKO EOTTAIONO (OE CUNHOPPWON HE TO

A mpoétutro IEC 60601-1) oto cuoTnua CardioQ-ODM+ evw n ouokeun TrapakoAolBnong givai
ouvdedepévn ot évav aoBevhy, EKTOG av XPNOIUOTTOIEITAI ATTOJEUKTNG 1ATPIKOU £§OTTAIOUOU
oUpewva pe 1o TpotTutro IEC 60601-1.

3.2 ©£0on ouoKeUNG TTapakoAoUBnong, acBevoug Kal XPROTN O€ QUOIOAOYIKA XPRoN
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3.3 Atrofnkeuon dedopévwyv aobeviy

H ouokeun TTapakoAouBnong ptropei va ammobnkeloel dedopéva yia 16 aoBeveig yia adpiato xpovo 1
MEXPI O XPOTNG Va dlaypAyel TOV CUYKEKPINEVO aaBevr) atrd autrjv. Ta dedopéva autd PTropolv va
eKQOPTWOOUV. BA. evéTnTa 14.4.

3.4 Didocogia eAéyxou

Ymdpxouv OUO OE€IpEC ETIKETWV KOUMTIIWV OTO KATW MEPOG TnGg 006vng.
METOROAR XpNOIYOTTOINOTE AUTO TO KOUUTT yia va oAAGEeTe oeipd. Av éva KOuuTri Ogv
A€IToupyei g€ pia 0086vn, dev UTTAPXE! ETIKETA YIQ QUTO.

To kouptri autd umdpxel o€ TTOAAEG 086veg. lMatwvtag autd TO KOUWTT
ePavifeTal To pevou Tou uwnAdTEPOU eTTITTESOU. ATTO AUTO TO PEVOU UTTOPEITE va
EMAECETE DIAQOPEG TTPOPOAEG Kal va TTPOCTTEAACETE AgiIToupyieg puBuiong.
Oplopéveg PopEG Eekiva TTAORYNON KE AUTO TO KOUMTTI.

MatwvTag 10 PTTOPEITE Kal va TTIRERAIWOETE YIa TTIAOYN Kal va £EEABeTE aTTd TNV
OAOKANARBNKE Tpéxouoa oB6vn. MarioTe To yia va PETOKIVNOEITE TTPOG Ta TTAVW KATA £va
eTiTTed0 OTO PYEVOU, WATE VA EVTOTTICETE TO KOUUTTI ApXA.

MartwvTag To YTTopEiTe Kal va emIRERAIWTETE ia €TTIAOYT Kal va €EEABETE aTTd TNV
TpEXouoa 006vn.

Me auTd TO KOUWTII PTTOPEITE VO OKUPWOETE IO ETTIAOYA Kal va ££EABETE aTTd TNV
AKUpo Tpéxouoa oB6vn. MarioTe To yia va PETOKIVNBEITE TTPOG Ta TTAVW KATA £va
eTiTTed0 OTO YEVOU, WATE VA EVTOTTICETE TO KOUUTTI ApXA.

MeploTPEWTE TO TTEPICTPOPIKO KOUPBio EAEyxoU yIa va KAVETE [ia emIAoyr. Mia TTeploxr ME Kuavo
XPWHa 0TV 080VN, av UTTAPXEl, UTTOOEIKVUEI TTOU AEITOUPYEI TO ITEPICTPOPIKO KORBio sAyyou.

AuTé TO €IKovidlo eu@avieTal 6Tav TO TTEPICTPOYIKO KOpPBIo eAEyxou uTTopei va xpnaiyoTroinbei o
Mia eTmIAEyUEVN TTEPIOXA OTNV 086vn Mpagikn Tdon.

Av TO TEPIOTPOPIKO KOouBio eAfyyou dev XpnaoluoTroinBei yia KUAIoN 1 yia emAoyr| atré pia AioTa
K.ATT., JTTOPEI va XpnaIJoTToIiNdEi yia €TTIAOYA £vOG KOUUTTIOU KAl QV TO TTEPICTPOQYIKO KopRBio
gAéyyou TratnOei, Ba evepyoTtroioel To KouuTri 6Tav ival diaBéaiyo. To diabéaipo koupTri Ba
EMQAVIOTE 0€ KUQVO XpWHA. AV TTEPICTPEWETE TO TTEPICTPOPIKO KOBIo EAEyxou Ba eTTIAEXBOUV
AdAAa kouuTTid o€ OTTOIONONATTOTE OEIPd.

MatAoTe TO MEPIOTPOPIKO KOMBIO EAEy)xOU yia va eTIRERAILTETE TNV €TIAOYA A TTATACTE
OAoKANpwOnNKe ] Zuvéxeia.

Ta kouutnd Atrodoyn dedopévwvr) EmBeRaiwon dev utropolv va mmAexBouv 1 va evepyoTToinBouv
ME TO TEPIOTPOPIKO KOUuBio eAEyxou. AUTA TO KOUUTTIA TTPETTEI va TTATNOOUV.

¢ TEPITITWON akoUuaolag €TAoYrG, KATW atrd CUYKEKPIPNEVEG TUVORKES, Ba eu@avioTei pia 00dvn
emMPBePaiwang o€ KiTPIVO XpWHA.

Oa eu@avioTel €va pAvUPO PE KITPIVO @QOVTO, O€ TIEPITITWON OUYKEKPIUEVWY OUUBAvVTWY 1
OUVIOTWHEVWYV OAAQYWV.

Eivalr duvatni n eiloaywyn Kelpévou o€ dIaQopeg 006veg. AKkoAouBroTe TIG 0dnyieg TTou epgavifovTal
otnv 08dvn yia va €1I04yeTe TO KEipyevo OTav aag {nTnBei. XpnoIUOTIOINOTE TO TTEPIOTPOPIKG KopBio
gAyxou OTTwG TTEPIYPA@nKe TTapatrdvw Kal Tedd ) ke@aAaia ypduuaTta i apiBuols e Ta KOUUTTIA
eAéyyou trou atreikoviCovtal atov Mivaka 3.4.1.



Mivakag 3.4.1. Kouptrid gAéyxou yia eicaywyn TTpOoOeTOU KEIPNEVOU.

4 ‘Evapén MeTtaBaon otnv apxn

4 Alaypaon Alaypa®n xapaktipa

4] TéNog MeTt&pBaon oTo TEAOG

+ Eicaywyn Eioaywyl] xapaktipa

{ Alliotlpd | Metakivnon apioTepd Kata £va XapaKTipa

} Aegié MeTakivnon 8e€1d KaTa éva xapakTrpa

1 MeTaBoAn EvaAhayr peTagu kepaAaiwy Kal TTeCWV ypauPaTwy

Av TrapougiaoTei KAtolo avemravopbwTto o@dAua | BAGRN oTn cuokeur TTapakoAouBnong, Ba
eJQavIoTel pia 006vn 1 €vag KWOIKOG OQAAUATOG PE KOKKIVO (POVTO OTO KEVTPO TnG 086vng kal Ba
dlakoTrei N Asitoupyia TNG povdédag. ZNPEIWOTE TOV KWOIKG OQAAUATOG, KABWG WTTOpEl va Tov
@ xpelaoTei n Deltex Medical av mrapouoiaoTei Eavd duoAsiroupyia Tng CUOKEUNG TTapakoAoUBnong.
MNa emavagopd amd autrv TNV KATAOTAGCN, TTPETTEl VO EKTEAEOTEI ATTEVEPYOTTOINON KOl €K VEOU
evepyoTroinon. Av To OQAAUA TTAPAUEVEL, ETTIKOIVWVHOTE UE TOV avTiTpoowTto Tng Deltex Medical

TNG TTEPIOXAG OQG.

3.5 Xprion dedopévwy TTou BacifovTal OTNV TriEoH

Mpokelpgévou va xpnaigoTroinBouyv Ta dedopéva TTou Bagiovral oTnv TTiean, aTTaiTeital Ty €l06d0u

atd aptnpiakn Tieon aipatog (ABP).

@ AuTEG o1 TIPEG e10660uU Ba TTpETTEl va TTpocapudlovTal cUP@wVa PE TNV KAipaka 1v=100 mmHg.




4. Kafetipeg Doppler tng Deltex Medical yia To ocuoTtnua

CardioQ-ODM+

4.1 levikég TTAnpo@opitg

H Deltex Medical kataokeualel pia ocipd kabetpwyv Doppler TTou éxouv oxediaaTei yia XpAon JeE TO
ouotnua CardioQ-ODM+. Autoi o1 kaBeTipeg Trapéxovral o€ OIAPOPES TTOAUCUOKEUOTIEG, OTIG
OTTOiEG UTTAPXEI EEXWPIOTOG TTEPIEKTNG YIa KABe KaBeTApa. AUTEG o TTOAUCUOKEUAOieg TTwAoUvTal
MEMOVWEVA.

AvaTpé€Te OTnV ETIKETA OTN CUOKeEUaaia Tou KABETAPA yia va dIaoPaNiceTe OTI gival KAOTAAANAOG yia
TOoVv a0B¢evr] Kal yia Tov TUTTO TOTTOBETNONG TTOU TTPOOPICETAl. Oa EUPAVIOTOUV TTPOEIBOTTOINOEIG OTHV
086vn av Ta dedopéva aabevrh TTou €xouv elgaxBei uttodeiCouv OTI 0 KABETAPAG TTOU €xEl OUVOEDET
gival akat@AANAOg A av TTPETTEl va XPNOIPOTToINBel pIa OuyKekpipévn HEBODOG TOTTOBETNONG.
Evoéxetal va unv eival d1aBéaiueg OAeg o1 TTAPaAAAYEG TwV KOBETHPWY Ot OPICHEVEG XwpeS. Ta
TTEPICOOTEPEG AETITOUEPEIEG OXETIKA WE TN OIABECIUOTNTA TWV KABETAPWY, ETTIKOIVWVAOCTE HE TOV
avTimpéowTro Tng Deltex Medical Tng eploxAg oag.

MpoaoéTe dTav aalpeite TOV KABETAPA ATTO T CUCKEUATIA, KABWG TO ECWTEPIKG EAATIPIO UTTOPEI va
Tov EETUAIEEI Kal va 101Wo€l KaBwG Byaivel atrd Tn cuokeuaaoia.

O1 kaBeTpeg DPN, I,n ka1 KDP éxouv gykpiBsi yia xpion o€ évav uévo acOevi Kal TPETTEl va
amoppipBouv oOtav Bev xpeiddovral TTAEOV yIO TOV OUYKEKPIMEVO aoOevi). Ze KOpia
TEPITITWON eV TTPETTEI O KABETAPAG VO XPNOIHOTTOINOEi o€ BIaPOPETIKO aoBevN.

2Tn CUOKEUOOia TOU KABeTHPpA UTTAPXOUV TTPOEIBOTTOINCEIG KAl UTTOXPEWTIKOI TTEPIOPICHOI.

>B =

4.2 ®UAagn kabeTRpPa

‘O\ol o1 KaBeTAPES TTPETTEI VO QUAGCTOVTAI O€ ENPEG OUVONKES Kal Dev TTPETTEI VA EKTIBEVTAI O€ AUEDN
uTTEPION aKTIVOPBOAIa i évioveg oopég. H 1davikr Beppokpagia @UAagng civar petagl -20°C kai
60°C. Or1 kaBetripeg TPETTEl va QUAGOCOVTAlI 0€ XAunAoTeEPeG Oepuokpaaieg €wg Toug -20°C,
wOoTO00, OTN CUVEXEIQ TTPETTEI va a@vovTal yia TouldyioTov 30 AemTd oc Bepuokpacia dwuariou
yla eTTava@opd Tpiv atod Tn xprion. O dgovag Tou Kabethpa PTTopei va xaoel TNV euAuyicia Tou av n
Beppokpacia gival TTOAU XApNAr.

4.3 Amréppiyn KabeTApa

O1 xpnoiyoTroiNuévol KABETAPES TTPETTEI VO ATTOPPITITOVTAI CUUPWVA UE TIG KATEUBUVTAPIEG 0dnyieg
yia Ta KAIVIKG attéBAnTa.

O1 kaBetApeg Doppler mou kataokeudalovtal amd Tnv Deltex Medical mepiéxouv UAIKG TTOU &€V
KATAOTPEPOVTAI EVTEAWG PE ATTOTEQPWOTN.

4.4 ARéNn xpriong KabeTnpa

Otav Afel o xpovog Xprong, Ba diakoTtrei auéowg n Asitoupyia Tou KABETAPA. HXNTIKEG KAl OTTTIKEG
TPOo<IdOTTOINCEIG eKTTEUTTOVTAI OTa 20 Kal ota 5 AemTd mpiv amd 1N AAgn otnv trepioxr) PROBE
DATA (Aedopéva kabBetApa), divovtag Xpovo yia TNV TTPOETOINACIa EVOG VEOU KABETHPA, av TTPETTEI
va ouvexioTei n mapakoAolBnon Tou acBevry. BA. evétnTa 6.5. OAa 1a 10TOpIKG dedopéva OTO
ouoTnua CardioQ-ODM+ aTo oTroio Ba evepyoTroinBei o véog KaBeTrpag, Ba peTagpepBbolv ae auTov.
Aedopéva Tou uTmtdpxouv o€ AANeG Ouokeuég TTapakoAouBnong CardioQ-ODM+ 0Oegv 6Ba
MeTaQePBOUV.

4.5 ZTOUATIKOI/PIVIKOi KAOETHPEG YIa EVAAIKES
O1 oico@ayikoi kaBetripeg Doppler (DPn) kai I;n TrpoopifovTal yia ToTo8£Tnon atrd 10 aTOUA Kal TN

pOTN Kal €xouv  WEYIOTO XPOVO XPHRONG, O OTroiog avaypd@etal OoTn ocuokeuaoia Ttoug. O
UTTOAEITTOUEVOG XPOVOG XPHOoNG Tou KaBeTApa eu@aviletal otnv 086vn. O1 kabetripeg DPn kai I,n



o

TTAPEXOVTAI ATTOCTEIPWHEVOL.

Autoi o1 KaBeTApeg £xouv Pnkog TTepiTTou 90cm Kal €Xouv eyKPIBET yia TOTTOBETNON OTOV 0I00PAYO
MOvo atrd 1o oToPa A atrd Tn pUTn yia €vav acBevr) avw Twv 16 €Twv.

21ov G&ova Tou KaBetrpa utTdpxouv TpEIG evoeitelg PABoug TTou @aivovTal Yéoa attd To dlaPaveg
KGAuppa ota 35 (évdeign 1), 40 (Evdeitn 2) kar 45 cm (£vdeign 3). AuTég ol evdeielg diEUKOAUVOUY
TNV OWOTH TOTT0B£TNON Tou KaBeTApa. MapdAo TTou Ta xapakTnpiaTIKG Tou K&Be acBevn diapépouy,
oe évav eviAIko aaBevr N Afyn onpaTog emTuyxaveTal ouviRBwg o€ Babog petagu 35 (1) kai 40 cm
(2) xpnoigoTrolwvTag évav KaBeTApa TTou ToTToBETEITal OTTO TO OTéNA A 0¢ BAB0G peTagu 40 (2) kai
45 cm (3) pe évav KabeTripa TTou ToTToBEeTEITAN ATTd TN MUTN. Ta Toug WnAdTEPOUG aoBeveig, To BAbog
EI0QYWYNG €ival JEYOAUTEPO KAl VIO TOUG KOVTUTEPOUG PIKPOTEPO.

Av xpnoigoTtroigital n oeipd DPn, o acBevig mpétrel va cival o€ TTARPN KATAOTOAA 1 UTTO YEVIKNA
avaiodnaoia.

Av xpnoiyotroigital n geipd I,n, o acBevig pIropEei va eival EUTTviog, ae TTAAPN KATAOTOAR 1 utrd
yeviki avaioBnaoia. Av o acBevig dev ival og TTAjpn KATAoTOAR 1) UTTO yeVIKY avaloBnaoia, utropei va
epappooTei €va Totmkd avaiodnTiké otn pivikr) 6iodo kai oTo TTicw PEPOG Tou Aaipou. O KabBeTApag
TPETTEI VO TOTTOBETEITAI ATTO TN PUTN OTAV 0 a0BEVNG gival EUTTVIOG.

4.6 MaidiaTpikoi KABeTHPES

O kaBempag Doppler Tng Deltex Medical yia xprion otnv Taidiarpikn €ivalr o TTaIdIKOG KABETAPAG
Doppler (KDP).

O kaBetripag KDP €xel unkog 72 ekatooTd Kal 0 PEYIOTOG XPOVOSG XPAONG TOU avaypa@eTal OTn
ouokeuaaia Tou. O kaBetApag KDP tTapéxeTal atmrooTEIPWUEVOG.

‘Exel eykpiBei yia TOTTo8€TNON OTOV 01I00QAy0o Povo atrd To ZTOMA o€ évav acBevi BApoug Avw Twv
3 kg. O aoBevng rpétrel va gival o€ TTAPN KATaoToAr ) uTTd Yevikr avaioBnaoia.

O afovag Tou kaBeTrpa dIaBETEl £€1 evdeifels BABoUG TTou QaivovTal HEga aTrd To dla@avég KAAUUHQ,
Eekivwvtag ammo 1ta 15 (cm) éwg Tta 40 (cm) pe Tpooaugnoels Twv 5 (cm). AuTtég ol evdeitelg
AgIroupyoUv wg odnyoi yia Tn OleUKOAUVON TNG CWOTAG TOTToBETNONG Tou KaBetrpa. Ta cAuarta
AapBavovTtal ouvrBwg CUPPWVA PE TA OTOIXEIO OTOV TTAPAKATW TTiVOKA.

"Ywog aoBevrj (cm) | 50-60 61-80 81-100 101-120 121-140 | MNdévw o116 140
Bd&Bog Afwng (cm) | 15-20 15-25 15-30 20-30 25-35 25-40
4.7 Opi1a xpRong
HAia 0-127 eTwv
Bdapog 3-450kg (6,6 £€wg 9921b)
“Ywog 45-300cm (17,7 £éwg 118in)

Oplopévol KaBeTApeg PTTOPED va gival cuppatoi pOvo PE GUYKEKPIPEVEG OUOKEUEG TTapakoAouBnong.
BA. evotnTa 4.1.
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4.8

Op1a VOpOYypAPUOTOG

To vouoypaupa evnAiKwv: To TadIaTPIKG VOUOYPAMA:

HAkia: | 16 €éwg 99 eTwv HAkia: 0 éwg 15 eTwv

Bdpog: | 30 éwg 150 kg (66 £wg 330Ib). Bdpog: 3 kg £éwg 60 kg (6,6 Ib £wg 132Ib).
Yywog: | 149 éwg 212 cm (59 £wg 83 in). Yyog: 50 cm €wg 170 cm (20 £wg 67in).

To maudiaTpIkd voudypaupa diatiBetal ye Toug kabetpeg KDP.

H TomoBétnon amwd tn pUTN OoTroIoUdATIOTE KABETAPA OTOUG TTaISIATPIKOUG aofeveig dev £xeEl
€YKpI10¢gi, 6TTWG Kal oUTE N XpRon Tou cuoThpatog CardioQ-ODM+ yia acBeveig Badpoug KATW
Twv 3 kg.

Av n nAikia, To Bapog Kal To UPog Tou acBevr dev ETMTPETIOUV TN XPHON TOU VOUOYPAUUATOG Yia TOV
UTTOAOYIOUG TNG OYKOMETPIKAG atmoédoong, Oa eu@avioTei 10 pAvupa “Ipauguikn” (EKT6G opiwv
VOUOYPAUUATOG) PE TNV EKTOG Opiwv KaTtaxwpnuévn TIWA(EG) va eu@avideTal ue KOKKIVO Xpwua. Av
O¢ev eival duvaTA N XpPron Tou VOUOYPAUUATOG, Ol OIaBECINEG OUAdES METARBANTWY (YPAMMIKES) TTOU
geupavicovral gival AiyoTepeg.




5. PUOUION TG OUCKEUNG TTapakoAoudnong yia XpRon

5.1 ApXIKN ocuvapuoAoynon

Mpiv a1mé Tn pUBUIoN TNG CUCKEUNG TTapakoAouBnaong yia XpAon, agaipéaTe OAa Ta GToIXEia atmd Tn
ouokeuaoia kal BeBaiwdeite 6TI UTTAPYXOUV TA TTAPAKATW:
e 2UoTnua CardioQ-ODM+
KaAwdio Tpogodoaiag
Eyxelpidio Asitoupyiag
KaAwdio diaguvdeong aabevr)
KatdAAnAo kaAwdio ouvdeong Tieong

Katd TNV Tpwtn €vEPYOTTOINGN, MTTOPEI va ¢nTnBEi emReRaiwon TNG nUEPOPNVIAg Kal wpPag.
Evdéxetal va xpelaoTei kal évag katdAAnAog oicopayikég kaBetripag Doppler Tng Deltex Medical.
Av uttdpxouv eMAciyeig, eidotroinoTe Tnv Deltex Medical ) Tov avTitpoowTrd TnG.

5.2 MpoocdpTnon Tou cuoThparog CardioQ-ODM+

To ovUotnua CardioQ-ODM+ utropei va TommoBetnBei ae éva pa@l o€ pia kivnth Baon. Kivnrég
Baoeig kai kiT dlacuvdeong diaTiBevtal wg TTapeAkopeva. BA. evoTnTa 17.16.

MNa TepIcoOTEPEG AETITOPEPEIEG, ETTIKOIVWVAOTE PeE Tov avTirpéowtro Tng Deltex Medical tng
TTEPIOXAS 0OG.

5.3 PuOuion

Eioayayete 10 KaAwdio diacuvdeons acBevA Kal TO KOAWDIO TPOPOdOTiag OTIG KATAAANAESG TTPICEG.
BA. e1kdéveg 3.1.1. au 3.1.2.

MHN TpaBdre Ta KOAWSIA YIO VA aQAIPECETE TA BUCHATA ATTO TIG TTPIfES.

2uvdéoTe To KaAWwdIo dlaouvdeong apTNPIOKAG TTieong aipyarog otnv utrodoxn €i06dou ADC, oTto
Tiow Pépog TG cuokeurg CardioQ-ODM++. BA. Eikova 3.1.2.

EmkoivwvroTe ye Tn Deltex Medical yia repicodTepn BonBeia OXETIKA YE TNV EYKATACTOON.
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Evepyotroijote 10 ouotnua CardioQ-ODM+ XpnoIUOTTOIWVTAG TO BIAKOTITN
gvepyoTToinong/atevepyoTroinong OTo TTow HEPOG TNG CUOKEUNG TTapakoAouBnong. BA. eikéva
3.1.2. Mia 086vn Ba eugavioTei péoa oe TTePITTOU 15 SeUTEPOAETITA OTNV TPEXOUOO ETTIAEYUEVN
yAwooa. Av n yAwooaq, n nuepounvia f n wpa gival ea@alpévn, TPETTEl va aAAdEel n eiIAoyr. BA.
gvoTnTeg 5.4 kau 5.5.

5.4 AAAayn TnG emAeypévng YAwWooag

Auté ptropei va yivel pévo av dev uTTdpyel ouvoedeUEVOG KABETHPAG.

POBIDT ' 3
}.l:f:':l}llllillprl Language > (.) > o H DhOKANPWENKE

@ 2TIG OUOKEUEG TTOPAKOAOUBNONG UTTAPXOUV eyKaTECTNUEVEG o1 OlaBéociueg yAwooeg. Av dev

-~

eJ@aviCeTal N YAWOOoO TTOU BEAETE, ETTIKOIVWVAOTE WE Tov avTimpoowTto Tng Deltex Medical tng
TTEPIOXNS OOG YIA TTANPOYPOPIEG.

5.5 AAAayn TnG nuEPOUNViag, TNG WpPag N TNG BepIviig wpag

@ Auté ptropei va yivel pévo av dev uTTdpyel ouvdedeUEVOG KABETAPAG.



Metd TNV TTPWTN XPAON Twv KABeTApWYV Pe To ouaTnua CardioQ-ODM+, ol aAAayég aTnv wpa 1 TNV
nUEPOMNVIa €KTOG aTTO TNV TIPOCAPMOYH TNG Bepivii¢ wpag 1 ammd TG dIoPBWOEIS TWV HIKPWV
ammokAicewv a1rd TNV CWOTH wpa, PTToPEl va TPoKaAéoouv Tnv Tpowpen AN XpAoNg Twv
KaBetpwyv. Evoow évag kaBetpag cival ouvdedeuévog eTTITPETTETAI IOVO N TTPOCAPUOYH TNG BEPIViAG
wpPaG.

MNa va perafeite oTnv 006vn PUBWIT e
P'YOMIZH QPAZ/HMEPOMHNIAL: pévirop C200/HEROLTVIO

MNa va aAAéeTe e
TV wpea, EtTopeEvD
MNa va aAAégeTe e
T AETTTA, Emrapevo
Mo va aAAdagere

TO £T0G, EMouEYD

> @ > o H ETOpEvD

Av n wpa pubuioTei oTO TEAOG TNG NUEPAG, N NUEPOMNVIa Ba aAAGEE!.
Av n nuepounvia pubuioTei 0To TEAOG TOU £TOUG, TO £€TOG Ba OAAGEEL.

Mo va aAAdagete TRV nuépa
Kal TV nUEPOMNVia,

Mo va TpoocapuoOoeTE
TNV Bepivi) Wpa,

DAOKANPUWBNKE

Av 10x0¢€l n Bgpivr) wpa, TTpooTiBeTal Pia WpPa o€ OAES TIG WPES TIPIV ATTO TNV EPPAVIOT 0T CUOKEUN
TTapakoAoubnong.

5.6 20vdeon Tou KaBeTApPa

MNa Tnv TTapakoAouBnon kal guAAoyr dedopévwy atrd évav
aoBevr], TTPETTEl va ouvdebei 0 KATAAANAOG KaBeTApPAG aTN
ouokeur TTapakoAouBnong. O ouvdeTAPAg Tou KaBeThpa
pTTOPEl Va gl0ax0ei povo atrd TN pia TTAeupd Tou GTO AKPO
ToUu KaAwdiou dlacUvdeong aoBevr) KAl TIPETTEI VA EQAPUOTEI
- KoAd. O owaoTdg TTPOCAVATOMICHOG ETTITUYXAVETAI PE TOV

TPOTTO TToU QaiveTal oTtnv €IKOvVa apioTepd.

Eikéva 5.6.1. Z0vdeon Tou KaBeTHpa 010 KaAwdio diacUvdeong aocBevn.

5.7 ATTevepyoTToinon TNG CUCKEUNG TTapakoAoubnong

ATtrevepyoTroifaTe TO ouoTnua CardioQ-ODM+ XPNOIUOTTOIWVTAG TO O10KOTITN
EVEPYOTTOINONG/ATTEVEPYOTTOINONG OTO TOW PEPOG TNG OUOKEUAG TTapakoAouBnong. Aev uttdpxel
Kdmola €1diIkf) dladikacia Tepuatiopol  Asimoupyiag. To ouotnua CardioQ-ODM+ putropei  va
atrevepyoTroinBei oTToIadATTOTE OTIYUN XWPIG va TTpokAnBei BA&GPRN oTn cuokeur] TTapakoAouBnong A
010 AoyIopiké TnG. QOTOO0, CUVIOTATAI VA TTEPIPEVETE PEPIKA OEUTEPOAETTITA UETA TNV TPOTTOTTOINGN
TWV pUBUIcEWVY TNG CUOKEUNG TTapaKoAouBbnaong.

>1n B€éon amevepyoTToinong, o SIAKOTITNG ATTOPOVWVEI TN GUOKEUR TTapakoAouBbnong atré 1o &ikTuo
pPEUNATOG.



6. APXIKEG 000VEG

Ortav egival gvepyotroinuévo 1o ouoTtnua CardioQ-ODM+, n TTpwTn 086vn TTou gu@avifeTal TTOIKIAAEI
avéAoya Pe To av UTTApXEl oUVOEDEPEVOG KABETAPAG Kal avaAoya Pe TRV KATAAANASTNTA Tou:

e Av 0ev UTTAPXEl OUVOEDENEVOG KOBETPAG, O XPNOTNG MTTopEl va UeTaRei oTov TPOTTO

Aerroupyiag emideigns (BA. evérnTa 15), va TpofdAcl Ta dedopéva evog TTIAeyuEvou aoBevn),

va EKQOPTWaEl Ta 0edopéva evog eTTIAEyUEVOU aaBevi i va diaypdyel UTTAPYXOVTEG AOBEVEIG.

yla va TTpoBdAete armmoBnkeupéva dedouéva
oTn Oouokeurp TrapakoAouBnong vyia Tov H
OUYKEKPIPEVO aaBevr),

YIO va EKQOPTWOETE OcOOoUEVA aoBevh O€ PIa OUVOEDEUEVN H
ouokeun ammoBrikeuong USB. BA. evétnra 14.4,

yia va dlaypdyeTe opIoTIKA évav aoBevr) attd T GUOKEUN] TTapakoAoUuBnong.

o Av éxel ouvdeBei évag pn ouppatdg kKaBetpag, Ba eu@AVIOTEl €va OXETIKO HAVUUA.
AlopBwoTe auThv TNV KatdoTaon ouvdéovtag évav KatdAAnAo kaBetripa tng Deltex Medical
010 KaAwdIo dlaoUvdeang aoBevr).

o Av £xel ouvdeBei €vag pn €yKupog KaBETAPAG, ETTIKOIVWVIOTE PE TOV AVTITTIPOOWTIO TNG
Deltex Medical Tng TepIOXNG 0ag 1 XPNOIKMOTTOINCOTE £vav KABeTApa TUTTOU TTOU PTTOPEI va
evepyotroindei ato ouoTnua CardioQ-ODM+.

e Av éxel ouvdeBei £vag KaBeTApag Tou OTToiIouU 0 XPOVOGS Xprong €xel ANel, Ba eppaviaTei Eva
OXETIKO prAvupa. Av UuTTdpXouv OTn OUOKEUN TrapakoAouBnong eyyeypouuéva dedouéva
OXETIKA PE TOV KOBETAPO TOUu OTToioU 0 XPpOvog XPAONG £XEl AfEel, o XpHOTNG WTTopEl va
TTPORAAEI f} va eKQOPTWOEl auTd Ta dedopéva. BA. evoTnTeg 12.2 kai 14.4.

o Av €xel ouvdeBei évag un XpnNOIYOTTOINUEVOG KABETAPAG, TTOPOUV VA avTIypa@ouv dedouéva
atd TN AioTa acBevwyv, yia va GUVEXIOTEI N TTapAKOAOUBNON £vOG OUYKEKPIUEVOU aaBevh i
MTTOPOUV va gloaxBoUv AeTrTopépeleg evog véou aaBevr|. BA. evétnTeg 6.4 Kau 6.5.

e Av €£xel ouvdeBei o KaBeTpOg TIOU  XPNOIYOTIOIEITAl, apXioTe 1R ouvexiote Tnv
TTapakoAouBnan f TNV ekopTwon dedouévwy. BA. EvoTnTeg 6.2 kai 14.4.,

Av XpeladeTal Xwpog yia évav acBevi 6Tav utrdpxel ouvdedeaévog KaBeTApag, o aoBevng pe
TOV TTAAQIOTEPO XPOVO TEAEUTAIOG XPAONG Slaypd@ETAl AUTOUATA XWPIS ETEURACN TOU
xenomn.

6.1 ‘Evdeign utroAeimrépevou Xpovou XpRong KaBethpa

Otav €évag kaBetripag eival ouvdedepévog oto olotnua CardioQ-ODM+, eugaviletar o
UTTOAEITTOPEVOG XPOVOG XPHONG TOU WE TN HOPQr PAaBdoypa@raToS Kal WG KEIPEVO OTO TTAVW Oegi

MEPOG TNG 086vNG.

KaBwg PeIWVETAlI O UTTOAEITTOPEVOG XPOVOGS Xpriong Tou KaBetripa, aAAdlel xpwua n paBdog kai Ta
€IKOVOOT|HATA UTTOOEIKVUOUV NUEPEG, META WPEG KOl OTN OUVEXEIA AETTTA.

OT1av o UTTOAEITTOPEVOG XPOVOGS Xpriong Tou KaBeTrpa @Tdoel oTa 20 Kal TN CUVEXEIQ OTA 5 AETTTd, N
PABdOG yiveTal KOKKIVN Kal EKTTEPTTETAI PIa NXNTIKA TTpogidotroinon. OAa Ta kouptd peTapaivouv
otn “Ziyaon Tpoegidotroinong” Kal Ogv EKTTEUTIETAI N NnXNTIKA TTposgidotroinon, 6értav TratnOei
OTTOIOOATTOTE KOUMTTI ] TO TTEPIOTPOPIKO KOpPio gAéyxou. Av éxel ouvoebei évag KaBeTAPAG UE
UTTOAEITTONEVO XPOVo xpriong Alyotepo atrd 20 f 5 AeTrTd, autr n TTPoeIdoTroinan 8a akouaTei Kal
Katd Tnv €icodo atnv 086vn Eariaon KabBerhpa.
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A

Orav ARgel o Xpovog Xprong Tou kKaBetipa, Ba guavioTtei To pvupa “AfR¢n kabetipa” (O
KafeTpag £Ange) o€ pia TTOPTOKAAI YpaupR Kal 0 TPOTToG AsiToupyiag TrapakoAoudnong pong
(Doppler) Ba Odiakotrei auéowg. Av gp@avioTolv éykupa Oedopéva Trieong, o TPOTTOG
AgiToupyiag TrapakoAouBnong mieong Ba ocuvexioTei yia éwg kol 12 wpeg. Av Trpétrel va
ouvexioTei o TpOTTOG AsiToupyiag TrapakoAouBnong pong (Doppler) Tou aoBevn, Tpétrel va
yivel aAAayn Tou KaBETAPA TO CUVTONOTEPO duvaTo.

6.2 Avayvwpion aofevi

O1 aoBeveig Ba ypeiaaTolv évav KwOIKO avayvwpliong mmou Ba 1TpooTeBei oTa aToIXEid TOUG. ETNV
006vn Néoo Kaberripao utopei va xpnoigoTroindei évag autopaTog apiBudg avayvwpiong mmou Ba
éxel kaBopioTei ammd 10 oloTnua CardioQ-ODM+ 1} uttdpxel n duvaTdTnTa va KaBopioel o XproTng
évav KataAAnAdTepo aplBud avayvwpions. O autdéuaTog apiBudg dnuioupyeital atd TNV NUEPONVia
KaI TNV Wpa oUvOEONG TOU KABETAPA.

AUTAUDTN ,

fpig }.t n |1TI': H @

Ztnv 006vn Néoo
Kabsmpao,

AvTivpagpr cosev) [ MEQg nTasvig

yia va lodyeTe Keipevo. BA. evotnTa 3.4.

Av €xel xpnoigotroindei évag autdépatog apiBudg avayvwpiong, 0 XPAOoTNG UTTopEl va Tov aAAdgel
apyoTepa Pe évav Tng TTPOTIUNCAG Tou, OTav eTTavAcuvOedel o xpnaolpgoTToinuévog KabeTApag. BA.
gvoétnTa 3.4.

ZTnv 006vn XpnoIJoTroinuévog
KaBeThpag,

AUTALTT

opigunan

Av o kaBetipag &ekivijoel pe ouatnua CardioQ/CardioQP kai kKatoTTv XpnoigotroinBei oe ouoTnua
CardioQ-ODM+, dnuioupyeital £vag autduaTog apIBuog avayvwpiong.

6.3 006vn dedopévwy aochevin

H 086vn Acdouéva AoBevry XpnOIUOTIOIEITAI YIO TNV €I0AYWYN Kal TNV €UOAVION Tou TNG nAIKiag, Tou
Bdapoug kai Tou UWoug Tou acBevr). OpIoPEVES aTTO AUTEG TIG TTANPOYOPIES XPNTIUOTTIOIOUVTAl YIa TOV
uttoAOYIouO TNG £MIQAVEING OwHaTog (BSA), evwy atraitolvtal GAAEG oTABEPEG yia TOV UTTOAOYIOHO
Tou Oykou TTaApoU Kal TnG kapdiakng Trapoxns. O oeipiakds aplBudg Tou cuothuaTtog CardioQ-
ODM+, o ocIplakdg apiBudS Tou KOBETAPO Kal O UTTOAEITTOUEVOG XPOVOG XPRONG Tou KaBeTApa
ep@avifovtal Tiong oTnNVv 086vn auTh.

AkoAouBnoTe TIG 0dnyieg TTou ep@avifovtal oTnv 084vn yia Tnv eiIocaywyr dedouévwy aoBevr).

6.4 MapakoAoubnon evog véou aoBevi

Ztnv 006vn Néog
KaOeTApAG:

MEag aoBevig

AUTOMT .

apiBlno H @ > o

ylo va €10dayeTe Evav eVOANAKTIKO apiBud avayvwpiong aoBevr. BA. evétnteg 3.4 kai 6.2.

To cbotnua CardioQ-ODM+ ptropei va atroBnkeuoel Ta otoixeia 16 aocBevwv. Av xpeidderal

XWwpog yia évav aoBeviy Otav utrdpxel ouvdedepévog kabethipag, o aocBevig pe Tov
TAAAIOTEPO XPOVO TEAEUTAIAG XPAONG SIAYPAPETAI AUTOMATA XWPIG ETEPRACT TOU XPAOTN.



6.5 MapakoAoUuBnon evog uTTdpxovTog aoBevi pe Evav VEo KOBeTAPO

Ta oToixeia Tou aoBevr) TTou €xouv NdN eyypagei oTn CUOKEUN TTapakoAouBnong Ba eugavioTouv

oTnv 0Bovn.
ZTnv 00évn YIQ VA ETTINECETE e
Néog ka@eTrpag: ® aoBevn, > AVTIVRON BTEEVT

O apiBudg avayvwpiong acBevr Ptmopei va aAAGEEl av 0 auTOUATOG aPIBUOS avayvwpiong Ogv
@ dAAa&e akoun TTpoTou TratnBei To Atrodoxn dedopévwy. BA. evéTnteg 3.4 Kail 6.2.

H evépyela autr) ouoyeTifel OAa Ta UTTApYOVTa OdOUEVA VIO AUTOV TOV a0BEVA UE TOV VEO KABETHPA.
6.6 Alaypagn evog acBeviy
OAa 1a 6edopéva aoBevry Ba TTapapeivouv ato auoTnua CardioQ-ODM+ uéxpl va diaypagouv. Eival

ouvath n Xelpokivntn diaypa@r evog acBevry av dev xpeidlovTal TTAéov Ta Oedouéva Tou BA.
€voTnTEG 6 KOl 14.4.

A Ta dedopéva aoBeviy diaypd@ovTtal autépaTta yia va dnuioupynBei xwpog. BA. evétnra 6.

Z1nv 006vn Néog _ ) e
KOOeTAPAG: @ > il i AKupo




7. Aqpn cwoTtou ouartog pong (Doppler)

7.1 TomoBéTnon Tou KaBeTAPA

=

>1nv 006vn Eoriaon KaBernpa, evepyotroicital To opa Doppler kal 0 ouvodeuTikdg AXOG.

H Tomr0oB£TNON TOU KABETAPA cival onuavTikA yia TN ARyn Tou BEATIOTOU OnuaTog. H eo@aApévn
ToTroB£TNON TOU KABeTAPa Ba emnpedoel apvnTikG Tnv akpifeia Twv OedoPEVWY TTOU e@avidovTal
oTnv 086vn. BA. eikéveg 7.1.1 kou 7.1.2.

Eikéva 7.1.1. KaAR To16TnT0 GHHATOG. Eikéva 7.1.2. Avetrapkwg KaBopiopévn
KU OATOHOP®N.

E1eidn evOéxeTal va PeTakIvnOei 0 KaBeTpag, gival onUavTiKG va emTeUxOei To BEATIOTO GAPA KATA TN
d1dpkeia TNG TTapakoAolBnong. Mrropei va xpelaoTei va emoTpéwete otnv 006vn Eariacn Kaberhpa
KOl va eTTaVAAABETE TN BEATIOTOTTOINGN TOU GPATOG.

MpoodiopioTe TIC CWOTEG evOEiEeIS BABOUG eTTAVW OTOV KABETAPA, EI0aYAYETE TOV PEXPI TNV KATGAANAN
EVOEIEN KAl OTnN OUVEXEIQ TTEPIOTPEWTE TOV YIO VA EVTOTTIOETE TO XOPOKTNPIOTIKO OAA. Av dgv TO
EVTOTTIOETE, ATTOOUPETE EAAPPWG TOV KABETAPA Kal TTEPIOTPEWTE Tov Eavd. EtmravaAdfere péxpr va
AGBeTe TO oWOTO arjua. To CwaoTd CAPA CUVOBEUETAI KAl ATTO TO XAPAKTNPIOTIKO NXNTIKO Orla.

MpocapudoTte TN B€on Tou KABETAPA HEXP! va ANQOeEi n QOPTIK Kupatopop®r We Tn BEATIOTN
oaQrVveIa Kal gUKpivela, 60OV a@opd aTNnV OTITIKA €UQAVION KAl OTOV NXNTIKO TOvo. ZuvAbwg, n
QOPTIKA KUPATOUOP®N YE TNV UWPNAGTEPN PEYIOTN TaXUTNTA UTTOBNAWVEI TO BEATIOTO Orjua. BA. gikéva
7.1.1.

Mia «1®aviki» aOPTIKA KUPATOPOP®I TTPETTEI VA €XEI EUKPIVEG KAl KOAG KaBopIouévo TTEPiypAPPa, UE
€va eUdIAKPITO JOUPO KEVTPO Kal MIKPR TTOCOTNTA AUKOU aTnv akpn TnG. BA. €iIkéveg 7.1.1 kan 7.1.2.

H mrpdaoivn ypapun, TTou @aivetal oTnv 006vn EkTéAean, gival o akOAouBog TNG PEYIOTNG TaXUTNTAG Kal
TPETTEl VA PpiokeTal TTOAU KOVTA OTNV KUPATOMOP®N. Agv TTPETTEI VA UTTAPXOUV «KOPUPEGH OTOV
péyioTo akdAoubo.

Ta Tpia Aeukd BEAN TTPETTEN va gival opaTd OTNV apxr Kal To TEAOG TNG GUGTOAIKNG porG KaBwg Kal
Kata tnv péyiotn taxutnta. BA. eikéva 7.3.1. H ea@aApévn TotmoBéTnon Twy BeAwyv Ba eTnpedaoel Ta
egeavigoueva dedopéva. BA. eikéva 7.1.3. ETTaveoTiaon Tou KaBeTrpa.

Eikéva 7.1.3. Eo@aApévn ToroféTnon Twv Asukwyv BeAwv.



ZAuata amd GAAa ayyeia €KTOG TNG KATIOUOOG aopTrg Ba odnyrioouv oe ec@aAuéva aTToTEAEGUATA.
BA. e1k6veg 7.1.4 éwg 7.1.7.

Eikova 7.1.4. ®AeBik6 onpa. Eikéva 7.1.5. Kapdiakd orijpa.
Eikéva 7.1.6. KolAiakog dagovag. Eikéva 7.1.7. MNMveupgovikA apTnpia.
7.2 Ka@opiopoég Tipwv

MNa 1N BEATIOTN XPNON, N EUPAVICOPEVN KUPATOUOP® Ba TTPETTEl va QTAVEI OTN PEYIOTN TIWA TNG OTO
ETTAVW W06 TNG EPPAVICOUEVNG TTEPIOXAG, AAAG KATW aTtrd TNV EVOEIEN PEYIOTNG TIMAG/KAIJOKAG.

Tuxov akaTtdAAnAeg pubpioeig TIpWV/KAiJakag O0a eTTnpedoouv Ta e@avifopeva dedopéva. BA.
€IKOveg 7.2.1 kan 7.2.2.

10.8 | 45 10.3 43

290 | 76.9 319 | 77.4
Eikéva 7.2.1. KatdAAnAn Tign yia Tov Eikéva 7.2.2. AkatdAAnAn Tign yia Tov idio
OUYKeKPIHEVO aoBevi) ota 100cm/s. aofevi ota 200cm/s.

MNa va aAAGgete e MOvo atTd Jia TTARPN
TTPOCWPIVA TV TIWA, St 0086vn ExréAeon,

Elpog

O1 puBpioeig Ba aAAGgouv amd Ta 100cm/s ota 200cm/s ota 250cm/s ota 50cm/s ota 100cm/s. Auti
n puBuIon ptropei va aAAd&el autépata katd Tn didpkeia TG BeATioToTToiNONG TNG aTTOAABrS. QoTdoO,
0ev Ba petafdAAel Tnv TTpoeTmAgypévn puBuIon.



7.3 PUOuion Tou @iATpou oRuATOg

To ouotnua CardioQ-ODM+ O1aBétel €va @iATpo, TO oTroio uTTopei va xpnoiyotroindei yia Tnv
aQaipeon Twv TTAPANOPPWOEWY TTOU TTPOKAAOUVTAlI aTTd Ta OAUATA XAWNANG ouxvoTnTag, Adyw
utrepPoAikoU BopuBou atrd TiG KapdlakEG BAABIBES 1) TNV Kivnon TwV TOIXWUATWV. AuTO TO QIATPO Eival
QATTEVEPYOTTOINUEVO ATTO TTPOETTIAOYH.

ZuvioTdral, 6troTe givan duvard, n Beparreia Tou aoBevil va ekTeAeiTal pe TIg id1EG pubpioelg
@iATpou. H aAAay] Twv pubpicewv @iATpou evw n TrapakoAouBnon eival oe €§éAiEn | av 1o
@iATpo XpnoipoTrolgital evw Oev XpeIddeTal, HTTOPEi va odnyfoel o eo@aluévn ToroBéTnon
Twv BeAwv Bdong kal va emrnpedoel Tad Ava@EPOpEVA OaTTOTEAéopaTO. AUTO TrpETrel vad
AapBdveral uTTOYN KATA TNV EPMNVEIN TWV TACEWV | TWV YPAPIKWV dedopévwy. BA. g1kbéveg
7.3.1 ko 7.3.2.

Eikova 7.3.1. Aev xpeiadeTal QiATpo. Eikova 7.3.2. Ec@aApévn xprion Tou @iATpou.

lNa va evepyoTToINoETE

TIPOOWPIVG To GIATPO, EOTian 086vn EKTEAESH, ®ikipo

7.4 PUOuion Tng amoAafnig @iATpou

To mO000TO €vioxuong TOU €QAPUOCETal OTO Ofjua oTo ouoTtnua CardioQ-ODM+ ovopddetal
ammoAafBny. H avetrapkig A n utrepBoAikr) atroAafr) Ba £xel wg atmmoTéAeopa éva OfPa KAKAG TTOIOTNTAG.
BA. eiIkéveg 7.1.1, 7.4.1. kon 7.4.2. .

—

Eikova 7.4.1. Avetrapkig amroAapn. Eikova 7.4.2. YrepBoAikn aroAan.

> © >

H atmmoAapn 6a auénBei A Ba peiwBei oTnv apiBuNTIKr KAipaka Kai 8a gavei atrd pia avTiaToixn aug¢non
N MEIWOoN ToOUu AEUKOU OTIG AKPES TG KUPATOUOPPNG.

Mo va augAoEeTe f va PEIOETE
TNV I0XU TOU GAPATOG,

@ H évraaon Tou fixou d¢ev emTnpeadetal ammd Tn puBuIoN TNG aTToAaBAG.

To CardioQ-ODM+ Trepiéxel éva oUoTNUA yIa TNV auTtéuaTtn BEATIOTOTTOINGN TNG PUBKIONG atToAaBAg,
€QO0ov An@Bei éva ocwaoTd anua.



1)

EEN »

A@oU puBuioTei IKavoTroINTIKA N atroAan PE TNV autouaTn BEATIOTOTTOINGT, Ba EUPAVIOTEI AUTOPATA N
0006vn EkTtéAgan.

7.5 EUpeon Tng pé€yioTng porg

MepioTpéWTe TOV KABETAPO OTTWG XPEIAZETAl VIO VA EVTOTTIOETE T POA TOU QIMOTOG OTO WECO TNG
KaTiouoag BwpakikAg aopThg. AuTd UTTOONAWVETAI aTTO €va EUKPIVES, KAAG KOBOPICPEVO TTEPIYPANMO
TTou UTTOOEIKVUEI TNV PEYIOTN TaxuTnTa. ETriong, auvodeueTal atd Tov oUTeEPO NXNTIKO TOVO.

H pori Tou aiyatog oTOo 0OPTIKG TOIXWHA aAvATITUOCEl OIAPOPEG TAXUTNTEG, ME ATTOTEAECHA VA
onuioupyeital PEYOAUTEPN QACMATIKY dIa0TTOpd Kal va akoUyeTal €va AlyOTEPO €UKPIVAG NXOG,
UTTOOEIKVUOVTOG QVETTAPKEG OAMA.

MNa va ytropéoete va TTPoodIOPioETE TRV BEATIOTN KUPATOPOP®|, XpnolgoTroioaTte Tnv OB6vn péyiotng
Taxutntag (PVD). Oa gu@avioTei pia opilOvTia UTTAE ypauun TTou UTTOdEIKVUEI TNV UWPNASTEPN PEYIOTN
TaxUTNTA TTOU €P@AviCeTal OTn CUOKEUL TTapakoAouBnong.

MNa va evepyotroiNoeTe o > Y.
TNV 086vn PVD, Egriaar oy 0TNTOG

MNa va arevepyoTToINoETE
TNV 006vn PVD,

7.6 006vn ekTéAeong TTARPoug eUpoug

H kupatopop@n euavifetal o€ pia 006évn lNAnpeo Evpoo pe KUAion ammd 0e€id mpog apiatepd. O
aKOAOUBOG TNG KUPATOPOP®NG eupavideTal atnv 006vn aQuTh YE TN JOP®A HIAG TTPACIVNG YPAMMKAG ME
Aeukd BEAN, utrodeikvuovTag Tn B€éon Tng PEYIoOTNG TaxUTNTAG KAl TwWV ONMPEIWV OUCTOANG Og KABE
oUuTTAEypa KapdiakoU TraApol. To mapdBupo Tng 086vng ep@avifetalr yia éva didotnua 4,3
OEUTEPOAETTTWV.

O1 kupaTopop@ég TTieong Ba TTpodAAovTal autéuata otn Bdon TnG 08dévng.
2TIG KUPATONOP®EG TTiEoNnG &ev TTPOBAAAOVTAI KAILOKEG.
Ta onuavTikd onueia TIG KUPOTOUOPQEG TTiEGNG UTTOBEIKVUOVTAI ATTO BEAN

H ouokeury TapakoAouBnong Ba atroppiwel T CUUTTAEYPOTO KAPSIOKOU TTAAPOU TTOU TTEPIEXOUV
uTTEPPOAIKO BOpuUB0 KATa TNV eKTEAEON UTTOAOyIOUWYV Pe BAon Tn ouoToAn. Emiong, Ba atoppiyel
OAOKANPWUEVA CUUTTAEYUATA YIa UTTOAOYIGUOUG Tou KapdlakoU puBuou, av aviXVeuTel UTTEPBOAIKOG
B6puBog peTagU Twv Kopupwv. AV n CUCKEUN TTapakoAouBnong Oev UTTOPEi va UTTOAoyioEl Tov
Kapdlaké pubud, Ba ep@avioTei pia TPIMTAR TTaUAG («---») yia TIG TIMEG Twv KATAAANAwvV
ATTOTEAEOUATWV.

To ovuotnua CardioQ-ODM+ kataoTéAAel To BOpuBo oTevAG CWvng PIag oTabeprig ouxvotnTag i TNV
TTaPEPPOAR aTTd €CWTEPIKEG TTNYEG KABE 5 deutepdAeTiTa. Av avixveuTtei B6puBog, Ba ayvonBei. Av n
ouyvoTtnTa ToIkiAAgl, To ouoTnua CardioQ-ODM+ dev Ba ptropéoel va avaAUael TNV KUPATOPOP®H.

Av uTTdpxel NAEKTPIKOG BOpUPBOG, Yia TTaPAdEIYUa aTTd PIa NAEKTPOXEIPOUPYIKY povdada, To ouoTnua
CardioQ-ODM+ Ba kataoTeilel TOv akOAouBo TnG Kupatopop®ng, Tav ouvavtriioel Tov UTTEPROAIKO
B6pupo.

Edv avixveutei ouvexrg 66pufog, n KUPATOPOP®N a@aIpEiTal Kal N AEUKA KEVTPIKA ypauunR YiveTal
MTTAE. Epgavifetal éva urvupa TTou UTTodeIKvUEl TNV Trapoudia cuvexoUg BopUBou, evw Ta
ATTOTEAEOUATA TTAPAPEVOUV 0paTd YIa £wg Kal 1 AeTTTO 1) AiyOTEPO, €AV €ival SUVATOG O UTTOAOYIOUOG
VEWV ATTOTEAECUATWV.



ETtiong, ptropei va eu@avioTouv PIKPEG AEUKEG KAl UTTAE YPOUMEG ETTICANAVONG KATA TNV KUAION OTO
EMAVW PEPOG TNG 006vng kKupaTopop®ng. Or utrAe ypaupég emouavong eugavifovrar kdbe 30
OeUTEPOAETTTA Kal UTTOBEIKVUOUYV €va anueio amobrikeuong Tdong.

O uTtroAoyiopdg péoou 6pou Twv KUKAwY Ba e§aptnBei atmd Tov mmIAeypévo oo xpovo KUkAou. ‘Eva
Aeukd onudd! ep@aviCeTal 0To ETTAVW PEPOG TG KUPATOUOPPAG TTAVW aTTd TNV OIACTOAIKA TTEPIOXT,
yla va utrodeigel moTe AN@Onke o TeAeutaiog péoog 6pog. lMNa Tapddeiyua, av XpnoIPOTToIEITAl N
MEBODOG avd TTAANO, Ol KUMATOHOP®YEG Ba ep@aviouv emoNUAVOEeIG JETAEU KGBE TTAANOU.

7.7 AAAayn Tou apifPoU KUKAwYV TTou AauBdvovTal yia UTTOAOYIONO TOU JEoOoUu 6pou

MrTTopei va @avei XpAoiun N TTPocapuoyr TwWV KUKAWVY O OPICPEVEG KATAOTACEIG, Yia TTapddeyua 1-2
KUKAwv katd Ttn OiaBeppia 1 10-20 kUKAwV yia akavovioToug Kapdlakoug pubuols A yia
ETTIONUACPEVN AVATIVEUOTIKA diatapaxh.

MNa va aAAGgeTe TTpoowWPIVA
TOUG KUKAOUG,

H OAOKANAWENKE

7.8 MeTaBAntég SVV, PVV, SDV- kai PPV, TTou oxeTi{ovTal M€ TOV OVATIVEUCTAPO

1)
A

BA. evotnTa 2.2,

Mo TRV TTPOLBOAN QUTWV TWV OTTOTEAECHATWY, O AVATTIVEUCTIKOG pUBUOG Ba TTPETTEl va EI0AYETAI O€ pIa
086vn ekTéAeoNG.

DAOKANPUBNKE

MNa tnv TPOBOAAR aQUTWV TwV OTTOTEAEOUATWY, Ba TIPETTEl va €TMIAeyoUV WG TIPOETTIAEYUEVA
amoteAéopara. BA. evétnTa 13.7.

O avatveuoTIKOG puBudg TTPORAAAETAI YE TO OTTOTEAEOUA OTA TTAQICIO OTTOTEAEOUATWY, AAAG OXI OTIG
0006veg TACEWV Kal OTIYMIOTUTTWV.

Ta dedopéva dev Ba rpoBdAAovTal dv 0 KapSIakog pubodg: o Adyog KapdiakoU pubuou givai
< 4, dnAadnR Ba Trpétrel va umrdpxouv TouAdxioTov 4 Kapdiakoi TTaApoi oe kdbe 1repiodo
avatrvong. Emiong, dev mpoBdAAovral edv n PETABANTOTNTA TOU KOapdlakoU puBupou tival >
20%. O avaTTveUoTIKOG pUBNOG TTPETTEl VO BpioKeTal EVTOG TOU £Upoug 7-40 bpm.

7.9 Maywpa Tng 086vng

1)

Otav n 086vn cival TTaywpévn Katd Tnv 6£TACN TNG KUPATOPOP®NG, EXETE TIG TTAPOKATW dUVATOTNTEG:

Aqun oTiyuiétuttwy. BA. evétnTa 10.
AtroBrkeuon 086vng. BA. evotnTa 14.1.
MpooBnkn onueiou o€ ypa@ikr Taon. BA. evétnTa 12.3.

Mo va oTaOUATACETE

mv 086vn, o€ Jia 00ovn ExtéAgan.

Mia evOEIKTIKA ypauun KUAIONG Ba eu@avioTei TTavw atrd Tnv 086vn Kal aTNV XPWHATICUEVN TTEPIOXN
EM@aviCeTal TO TUAMA TwV OIABECIHWY OEBOUEVWV KUPATOUOP®NG TTOU eU@avifovTal TNV TTPOKEINEVN
OTIYMN oTnv 0084vn.

@ yla KUANIon oTnv Kupatopop@r). AlatiBevral £wg kal 30 eUTEPOAETITA ATTOONKEUPEVWV
QACTUATIKWY OEBOUEVWY YIa TTPORBOAN.



‘Eva KOKKIVO TTAQiCIO JTTOpEl €TTioNg va eu@avioTel yOpw atmd €va TUAPO TNG TTEPIOXAS 086vng.

AtroTeAei pEpog TNG AsiToupyiag Afyng oTiyuidTutrou. BA. evéTnTa 10.

Mapbého tou Ta dedopéva Tmou eu@avifovral otnv 08évn dev Ba aAAd&ouv aTov TPOTTO AsiToupyiag
Maywpa, To ouotnua CardioQ-ODM+ Ba cuvexioel TNV eyypa®r TTANPOQOPIWY TAONG.

Av xpnoiygotroinBei T0 mepI1oTPoPIkS KouBio eAéyyxou yia KUAION OTIG TTAYWHEVEG KUPATOUOPYEG, TA

O0edopéva oTa TTAdICIO aTTOTEAEOUATWY Ba AAAAGEOUV CUUQWVA WE TIG ETTIAEYUEVES KUUATONOPPES KAl
TO JECO XPOVO KUKAOU KOTA TO XpOVO OUAAOYAG BESOPEVWIV.

Ekichenn YIO VO ETTICTPEWETE GTNV KAvoVIKA 086vn TTpayuaTikoU Xpovou.

7.10 Atmroouvdeon kabeTRpa

i

Av o kaBetripag atroouvdeBei atrd TN OUCKEUR TTAPAKOAOUBNONG, KATOTTIV:

e O 1pdrmro¢ Aciroupyiag mapakoAotBnong poric Ba dIaKoTTEl, av dev UTTAPXEI EYKUPO KUUaA
TTEoNG yia ToV TPOTTO Agitoupyiag mapakoAouBnang mieong, Kal KAaToTIvV 8a eQavioTei N
0006vn d¢ev uTTdp) el KABETHPAS.

e Av utrdpxel €yKupo KUpa TTieong, TOTE N TTapakoAouBnon Ba cuvexIoTei OToV TPOTTO
Agitoupyiag rapakoAouBnaong mieong Kai:

0 Av n mapakoAoUBnon BpiokeTal eviog TnNG TTEPIOdOU eykupdTNTAG, Ba gival diaBéoiua
arroteAéopara KapdIakng TTApoxnG Ye BAan Tnv TTieon, KABWGS Kal Ta aTToTEAETUATA
TTou €ayovtal pExpl TN AAEN NG TrepIddou Babuovounong.

Av n Agitoupyia yiveTalr govo PE T yPOUuR TTieong ouvdedepévn Kal Ogv avixveuBei onua KOPaTog
TTieong €Tmi TTEVTE AETITA, O TPOTTOG AcITOUpYiag TTapakoAoubnong Trieong Ba egagavioTei apéowg Kal
Ba epavioTei N 00Gvn “dev UTTAPYEl KABETAPAG”.

H BaBuovéunon upetagépetal otov kabetpa ae dAAo ODM+ edv atraiteital, ge emavacuvdeon Tou
kKaBetripa oto ODM+. EvdéxeTal va pnv amaiteital €K vEou €loaywyr] Tou KaBeTripa otov acBevr,
eKTOG €AV evoeikKvUTAl KAIVIKA.

7.11 Emavaouvdeon KabeThpa

Av 0 kKaBeTrpag gival cuvdedeEVOg ag 0TTolodNTToTE gUoTNUa ODM+ TO OTTOI0 €XEI £YKUPN
BaBuovéunon Tieong yia Tov agbevr), OnAadr] eviog Twv TEAEUTAIWY TECTAPWY WPWV, TOTE gival
mOavA n ouvéxion TnG TTapakoAoubnaong pe BAon Tnv TTECN, XWPIG TNV €I0AYWYI) TOU KABETAPa aTOV
aoBevn.

> EkTEREDH Asimoupyio Mieong

Epgavifovral yévo ta ammoteAéopata Trou BaacifovTal oty TTieon, dpa 0 KABeTApag uTTopei va
atmoouvoebei ) va apaipedei.

Katémv, epapudleral Tepuatiopdg TnG mapakoAouBnong 1rou Baciletal otnv mieon. BA. evéTnra
7.10.



8. NMNpbobeTol utTTOAOYICHOI

il

O1 utrohoyiopoi SVR, SVRI, DO2, DO2I, CPO, CPI, Ea ka1 dynEa 8a gu@avifovTal pévov epoéoov n
Tiu TG CO eival evtog Babuovopnong. Edv n iy 1ng CO atrokAivel katd >20% , ol uttoAoyiopoi Ba
avTikataoTaBolv e Tnv £€voeiEn “---” kalr dev Ba eu@avioTouv Eava €wg oOTou OlevepynBei véa
BaBuovéunon.

8.1 ZUOTEUIKNA ayyelakn avTioTaon (SVR) kal &iKTNG CUCTENIKNAG QYYEIOKAG AVTIOTAONG

(SVRI)

Autoi o1 uttoloyiopoi dev givalr dlaBéoigol av Ta dedopéva acBevly eival ekTOG Twv Opiwv
VOUOYPAUUATOG, £@O00V Ba XPEIOOTOUV OYKOUETPIKA ATTOTEAéOUATA.

210V TPOTTO AgIToupyiag TrapakoAouBnaong porg diatiBevral pévo anuelakoi utroAoyiopoi, étav dev
gival ouvdedepévn apTNPIOKA YPAU L.

A L]

Oyl D’}] oi

H kapdiakn rapoxn (CO) mmou kataypdenke étav n 086vn ATAV TTAyWHUEVN EUPAVICETAI OTO ETTAVW
MEPOG TNG 006vNG.

EicaydyeTte TNV péon

apTtnpiaki icon (MAP): ST D

@ > o Etropevo

yId Va €I0AYETE T OUCTOAIKA Kal OI00TOAIKA apTnPIOKK TTiEoN.

ZTn ouvEéxela, EI0aYAyETE TNV o .
KevTpikf) @AeBIKA TTiean (CVP): (‘) > H Emmapevo

Qg mpoetmiAoyn Ba xpnoipgotroinBei n TeAeuTaia Tiu CVP 1Tou £xel eloayBki.

Av dev gival dlabéoiun
n Tipn MAP,

O1 miyég SVR kal SVRI Ba gu@avioTolv TTpocwpIiva oTnv TTEPIoyT] dedouEVWY aoBevr.

O OKANPIENKE EkTehemn

2UVEXEIG UTTOAOYICHOI:

Av n ypauun Trieong €ival cuvoedePévn Kal €XOUV avayvwoTel €ykKupa dedouéva, POVOV OUVEXEIGS
TIHéEG SVR ka1 SVRI ptropolv va mpoAnBolv kai aToug dU0 TPATTOUG AIToupyiag TTapakoAouBnong
poric (Doppler) kai Tieong, kartaxwpifovrag tnv CVP kai emAéyoviag SVR 3 SVRI, wg 10
atroTéAegpa TTou Ba euavidetal aTa okTw TTAdicla. BA. evotnra 13.7.

H CO umroloyiCetal eite amd 1n pory (Doppler) eite amd tnv Trieon, oUP@WVA PE TNV €TTIAEYPEVN
008ovn.

MNa karaywpion

™G CVP, 0y AT Eloaywyr] TP > (.) > o H

O} 0K NPmENKE O} 0K NPmENKE

Qg poetmiAoyr Ba xpnoipotroinBei n TeAeuTaia Tiu CVP 1Tou £xel eloaxBki.



MNa aktpwon a e HIIRIG TIMA
™G CVP, & KO0y papr Eloaywyn & 1M

OhOKhNPWENKE DhOKANAWENKE

8.2 Ep@advion umoAoyicuwyv SVR
2NMEIAKOI UTTOAOYICUOI:

O1 mipég SVR kai SVRI Ba gu@aviotolv TTpocwpiva oTnv Trepioxn 0edouévwy aoBevr) agou yivel o
UTTOAOYICHOG.

MNa va avakaAéoeTe TOUG UTTOAOYIOUOUG, UeTaBeiTe oTnv 006vn Npdaberor YmoAoyiouor.

MNa va avakaAéoete AAAoug
d1a0é01poug uttoAoyiopoug SVR,

AuToi gggavifovtal €TTiong YE TN Hop®R GUPPBAVTOG GTO ICTOPIKO TAGEWV KAl Ol UTTOAOYIOUEVEG TIUEG
MTTOPOUV Va euPavicToUV aTTd TNV 006vn 2uvexno Tdon. BA. evétnTa 12.

O1 miyég SVR 4 SVRI ptropouv va gugaviotolv ota 8 TTAQiCIa aTTOTEAEOUATWY UE TNV TTPoUTTé60e0N
OTI éxouv €TmAeXBei wg TTpoeTTIAeyuéveg pubuioelg kal Ba eu@avioTolv oe TIPdoivo @ovTo. BA.
gvotnTa 13.7.

Av 10 armotéAeopa cival TTaAaidTEpo amd 4 wpwv, Ba aAAdEel TO Xpwua KelyEvou OTO TTACiCIO
ATTOTEAEOUATWV.

Av 10 guoTnua CardioQ-ODM++ aTtrevepyotroinBei ] av ammoouvdeBei o kabetripag, Ta dedopéva Ba
dlatnpnBouv. Otav Eekiviioel €K vEOU N TTAPAKOAOUONON, TA OTTOTEAEOUATA TWV TEAEUTAIWY
amodekTwyv TIJwv SVR/SVRI Ba eugaviotolv péca ota 8 mAaiola, av €xouv emmAexBei Ndn wg
TTPOETTIAOYH).

>uvexeic utTToAoyIouoi:

O1 miyég SVR 4 SVRI ptropouv va gugaviotolv ota 8 TTAQiCIa aTTOTEAEOUATWY UE TNV TTPoUTTé0e0n
OTI é€xouv €mIAEXOei WG TTPOETTIAEYUEVEG pUBUiTEIG Kal Ba ePPavICTOUV g€ AEUKO QPOVTO GTOV TPOTTO
AeIroupyiag TTapakoAolBnong porg, Kabwg Kal aTtov TPOTTO AgIToupyiag TrapakoAoubnong Trieong.
BA. evéTnTa 13.7.

21OV TPOTTO A€IToupyiag TrapakoAouBnaong pong, 1o eOvTo aAAGlel autduata o€ TTPACIVO POVO yid
ONMEIOKEG MWETPNOEIG, €AV N OPTNPIAKN Yypauu €xel amoouvoedbei. ZTov TPOTTO  Agiroupyiag
TTapakoAouBnong Tieong, €4v n apTnEIakn ypapun €xel amoouvdeBei, autdépata eu@avifetal o
TPOTTOG AsiToupyiag TTapakoAouBnong porg avr’ autod.

Av 10 amotéAeopa civalr TTaAaidTePo amo 4 wpwv, Ba aAAdEel TO XpwHa KEIPEVOU OTO TTAQiCIO
ATTOTEAEOUATWV.

Av 10 ouotnua CardioQ-ODM+ atmrevepyotroinBei 4 av atroouvdebei o kaBetrpag, Ta dedopéva Ba
dlatnpnBouv. Otav Eekiviioel €K vEOU N TTAPAKOAOUONON, TA OTTOTEAEOUATA TwV TEAEUTAIWY
ammodekTwyv TIJWwv SVR/SVRI Ba eugaviotolv péca ota 8 mAaiola, av €xouv emmAexBei Ndn wg
TTPOETTIAOYN.



8.3 Tpogodoaia ofuyovou (DO,) AegikTng Tpopodoaciag ofuyévou (DO,I)

Autoi o1 uttohoyiopoi dev cival diaBéoiyol av Ta dedopéva acBevh eival ekTOG Twv Opiwv
VOUOYPAUUATOG, £@O00V Ba XPEIOOTOUV OYKOUETPIKA ATTOTEAéOUATA.

AdaBete éva deiypa .
aiparog, Naywya UTTOAD

MNpoods

YTIOADYITHOG
Do2

H wpa Afyng Tou deiypaTog aipatog epgpaviceTal @ > o H .
OTO ETTAVW PEPOG TNG 086VNC. Ma va TNV aAAGEETE, St e

H niur CO 1mou kaTtaypd@nke katd tn Awn Tou O&iyuaTog A » o H
e@avifeTal aTo €TTAVW PEPOG TNG 006vNG. MNa va Tnv aAAd&EeTe, U

Emopevo

Av Oev KaTaypdanke kKavéva dciyua, Ba eugaviatei n Tpéxouca TiuR CO. TNa va Tnv aAA&EeTe, BA.
TTAPATTAVW.

TN CUVEXEIA, EICAYAYETE

KOPEOPEVO APTNPIAKS 0EUYOVo @ > o H BTG
(Sa0.,):

ZTn OUVEXEIA, EICAYAYETE o .
aigoogaipivn (Hb): (.) > H Emopeva

MNa va aAAGgeTe TIg
Movadeg Hb av xpeidleTal,

O1 miyég DO, kai DO, Ba gpgaviaTolv TTpocwWEIVE GTNV TTEPIOXT OEOOUEVWYV aaBEvr.

Ok OKANPIENKE

8.4 Ep@dvion Twv utroAoyiopwy DO,

O1 miuég DO,DO,I Ba epavioTouv TTPOCWPIVA TNV TTEPIOX Oedouévwy aaBevr) agou yivel o
UTTOAOYIOUOG.

IMa va avakaAéoeTe TOug UTTOAOYIOHOUG, peTafeite otnv 006vn MNpdabeTol utTToAoyIouOi:

Npacgeiol Oa guavioTEi 0 Mo
UTTOAOYITHOI TTPOTPATOG UTTOAOYIOUOG.

MNa va avokaAéoete GAAoug Mpanyoipeyvog . Emope
utTroAoyiopoug DO,, UTTOADYITROE UTTOAOYITROE

AuToi o1 uTTOoAOYIOMOI gu@avifovTal €TTIONG PE TN MOP@H CUPPRAVTOG OTO I0TOPIKG TAGEWV Kal Ol
UTTOAOYIOUEVEG TIUEG JTTOPOUV Va gu@avioToUV atrd Tnv 086vn Zuvexng Taon. BA. evétnTa 12.

O1 miuég DO, A DOl uTTOPOUV Va eP@avIoTOUV OTa 8 TTAQICIA ATTOTEAEGUATWY PE TNV TTPOUTTO0EaN OTI
€xouv eTmIAeXOei w¢ TTpoeTTIAeyuéveg puBpioeig. BA. evoTnra 13.7.



Av n 1iyr} CO aAAd&el kaTd TTepIcadTEPO atrd 20% 1) TO atmoTéAeopa gival TTaAaIdTEPO aTTd 4 WPWV ,
aAAGCEl TO XPWHA TOU KEIYEVOU OTO TTAQIOIO ATTOTEAEOUATWY, OAAG povo To privupa “EAEyEte Tnv
TIUR” ep@avideTal oTo apIoTEPO TTAAITIO.

Av 10 ouoTtnua CardioQ-ODM+ atrevepyotroinBei ; av amoouvdeBei o kaBetrpag, Ta dedopéva Ba
dlatnpnBouv. Otav Eekivrioel €k véou n TTApaKoAouBnon, Ta ATTOTEAEOPOTO TWV TEAEUTAIWV
amodekTwv TIyWV DO,/DO,lI Ba eugpaviotolv péoa ota 8 mAaiola, av €xouv emAexBei NdN wg
TTPOETTIAOYN.



9. NMNapakoAouBnon tricong

Mn eykekpipéveg ouvdéoeig oTiG BondnTIkéG OUPEG PTTOPEi va eTTNPedoOoUV TNV AC@AAEIA TOU
ac0evn. Mnv ocuvdéete GAAO €EOTTAIONO €KTOG ATTO 1ATPIKO £OTTAIOCUO (0 CUPNOPPWON HE TO
mpoétutro IEC 60601-1) oto cuoTtnua CardioQ-ODM+ evw n ouokeur TrapakoAoubnong givai
ouvdedepévn o évav aoBevil, EKTOG av XPNOIMOTTOIEiTAl ATTOJEUKTNG 1aTPIKOU €§OTTAIGHOU
oUu@wva pe 1o rpoéTuTtro IEC 60601-1.

MNa va evepyorroinBei o 1pdmO¢ Acitoupyiac mapakoAoUBnong Tieong, TIPETTIEL va  UTTAPXEI
ouvOedEUEVN I YPAMMN CAUATOG OPTNPIGKAG TTiEong Kal TTPETTEl va gival diaBéoiya dedopéva
TTieong.

2uvdéote To KaAwdio ABP Ttng Deltex, BA.

gvoTnTa 17.18, oTov 0UVdeapo ADC, BA eikéva —_—. ' ODM+
3.1.2. EMKOIVWVAOTE PE TOV AVTITIPOOWTIO TNG ' a
Deltex Medical yia AetrTopépeleg. ® Kahwdio ABP

l =/ Tn¢ Deltex

‘Exoviag  TIG  OUOKEUEG  TTapakoAouBnong A
ouvOedeEVEG ME TR XPRon KaAwdiou ABP Tng

Deltex, BA eikdéva 7.4.3., eNéyEte TIG TIPEG TapakoAoudnong
OUOTOAIKAG/OIA0TOAIKAG kol MAP Trieong oTig ‘

0B6veg TOU ODM+ Kol TG OUOKEUNAG ’

TTapakoAouBnaong aoBevoug, woTe va . ==
e€ao@ahioTei N avTioToiXIoN. @ soe vesd

H kupartopop®r Trieong dev gival £€ykupn, €KTOG

€qv T OUOTOAIKG Kal  dIaoTOAIKG  onueia . - _Mop@oTtpotréa
avayvwpifovral Kar utrodeikvuovTal amo BEAN @ c iaon c
ETTAVW OTNV KUPOTOUOP®N.

Eikéva 7.4.3. POBpION apTnPIaKA G TTiEon

MpoTou Ta Oedopéva Trieong dNAwBOUV wg €yKupa, TTPETTEI va QVIXVEUBOUV TTEVTE OEUTEPOAETITA
£YKUPNG KUPATOPOPQNG TTiEONG

Av 0 TPATTOC AgiToupyiag TTapakoAouBnaong mieong dIAKOTIEI Kal Oev avixveuBei EyKupo KUUa TTieang
ylo TTEVTE AETITA, av €ival ammoouvdedeuévog o kaBetrpag Doppler o 1pd61m0¢  Aciroupyiag
TapakoAoubnang micong Ba dIOKOTTEI.

9.1 BaBpovoéunon

Mpotou pTropécouv va eu@avioTolv atroteAéouarta pe Bdon Tnv Kapdiakr TTapoxr oTov TPATTo
Aeiroupyia¢ mapakoAoUbnong mieong, Ta dedouéva Trieong TTPETTEl va BabuovounBouv pe xprion Thg
KupaTopop®nig pong (Doppler).

emBefaiwoTe  OTI emiTuyXbvetal BEATIOTO onjua porg (Doppler), oI

Aeiroupya Pons eppavifovral atroteAéopaTa Kal 0T Ta SeSopéva Trieong eival £ykupa,

BoApova o
Luibgls

@ AtraitouvTal TouhdyioTov 10 kapdiakoi TTaApoi f 10 deutepOAeTTTa Yia TN Babuovounan.

H o0B66vn Ba aA\d&el oe 1p0m0o Agitoupyiag mapakoAouBnong Trieong, ME TNV KATAOTOON
BaBuovéunong va epgavifetal wg “oe €€ENIEN”. Otav oAokAnpwdei Ba eugavioTei n amotluTTwon
wpag.

Otav Mjgel o xpoévog TG Babuovopnong, 6Aeg ol TTapAUETPOI TTou BagifovTal OTnV KapdIaKr TTapoxr)



aTov TPOTTO AgIToupyiag TTapakoAoubnaong Trieong Ba Tawouv apéowg va AeitoupyoUlv. HXNTIKES Kal
OTITIKEG TTPOEIBOTIOINCEIG eKTTEUTTOVTAI O0Ta 20 KaI aTa 5 AemmTd TIpIv amd Tn AN oTnv 1mepioxn
ocdouévwy agbevn, KaBioTwvTag duvartr TNV TTPAYUATOTToINON Véag Baduovounang.

Mrtropei va trpaypaTtotroindei Babuovounaon oTroladATIOTE OTIYMN, UTTO TNV TTPOUTTO0e0n OTI UTTOPEI
va AneOei katdAAnAo arpa porg.

Av n miuR SV tou BaacileTar atnv TTieon YeTaBAnOei katd =20% aTrdé AUTAV TTOU €iXE KATAYPOQEI TN
oTiyu TG BaBuovounong, Ba avaBoofrvel 1o prvupa “EmavaBabuovounon cuviotdral” kai Ba
eP@avifovTal PE KiTPIVOG XPWHGa oI TINES Twv SV kai SVI.

9.2 AtrooUvdeon Kal eravaocUvdeon KaBeTApA.

BA. evotnTeg 7.10 kau 7.11.



10. ZTIyMIOTUTTO

10.1 AQyn &vog OTIYUIOGTUTTOU
@ Agv uttdpyouv d108€aiua oTIYUIOTUTIO OTOV TPOTTO ASIToupyiag mapakoAouBnong ricong.

H ouokeur TTapakoAouBnaong ptropei va atmobnkeloel £wg Kal OKTW CTIYMIOTUTIO TNG KUPOATOUOP®AS
avd acBevn.

‘Eva KOKKIVO TTEPiypaUa Ba eueavioTei yUpw atrd TNV TTEPIOXN TTPAYUATIKOU
XPOVOU, UTTOBEIKVUOVTAG TNV TTEPIOXA TTOU Ba CUPTTEPIANQOET OTO OTIYMIOTUTTO,

AR
@ > OTIYIOTUTTOU

@ To kbkkIvo Trepiypappa Ba PETAKIVNOET OTIG EEXWPIOTEG KUPATOUOP®ES, AAAG Ta atToTeAéopaTa oTa 8
TAaiola Ba aAAGfouv GUPQWVA PE TOUG ETTIAEYUEVOUG PEGOUG KUKAOUG Tn OTIYUA TTOU TTAYWVEI N
008ovn.

My

2Tn ouvéxela, n oBdévn Ba aAAGEel kal Ba gu@avifeTal To OTIYUIOTUTTIO KOl T OXETICOMEVA
amroteAéopara oTov deI6 Tivaka.

‘Eva onueio utropei va mpooTeBei oTNV YPAQIKN ATTEIKOVION TWV TACEWV.

Av uttdpyouv ndn atrobnkeupyéva 8 oTIYMIGTUTIA YIa TOV aoBevr], TO KOUPTTi AQYN oTiydidTutrou Ba
Yivel KOKKIVO, yia va UTTOOEIgEl OTI TTPETTEI TTPWTA VA dIaypa@ei £va OTIYUIOTUTTO, YIa va dnpioupynOei
XWpos. BA. evéotnta 10.4. MNaTtwvTag T0 KOKKIVO KOUUTTT AQYN OTIYMIOTUTTOU O XpNOoTNG WeTapaivel
oTnv 00o6vn EmiAoyr ZTiyuiOTuTToU YIa va UTTOPETEN va dIaypAyel €Va aTIYUIOTUTTO.

==

(.) » AOYpOpE yia va dlaypAyeTe TO OTIYMIOTUTTO ATTO TNV 086vn EmmAoyn ZTiyuioTutrou
LRIV ET Kai yia va aTToOnKEUOETE TO OTIYUIOTUTTIO TTOU JOAIG dnuIoupyrBnkKe.

MNa va eTIoTPEYPETE OTNV APIOTEPH TTAEUPG
TNG 006vNGg TPaAyHATIKOU XpOVou,

MNa va emoTpéyere og OAGKANPN
TNV 006vn TPaAyHaATIKOU XpOVou,

MifpnG oBdvn

10.2 MpofoAn oTIyHIOTUTTWYV

Av €xel ammoBnkeutei pOvo  €va  OTIYMIOTUTTO, Ba

2L B EPPAVIOTE] AUTOPATA OTTWC TIEPIYPAPNKE TTAPOATIAVW.

Av diaTtiBevtal TTeEpIcoOTEPA ATTO £va OTIVUIOTUTTA, Ba ep@avioTei N 086vn EmiAoyn 2TiyuidéTutrou,

Av n puBuion TIUAG KATA TNV eyypa@n eival SIaQopeTIK aTTd TV TpEXouoa puBuion, n aplBunTIKA
@ TIUA yIA TO JEYAAO OTIYMIOTUTTO Ba EPPAVIOTEl JE KOKKIVO QOVTO 1] éva UIKPO KOKKIVO opBoywvio Ba

EUPAVIOTEI OTNV ETTAVW APICTEPH YwVia VOGS MIKPOU OTIYUIOTUTTOU.

Otav TmpoPdAAeTal n 0Bévn Zuvexrio Tdaon eivar duvat n eu@Avion &vog eyyeypaPPEVOU

oTiyuioTuTIoU. BA. evéTnTO 12.

MNa va emoTpéyere og oAGKANPN
TNV 006vn TpayHaTIKoU Xpovou,

MAfpNc 08awv



10.3 Z0yKpIon OTIYMIOTUTTWV
Ytdpyouv 600 PéBodOI yia Tn oUYKPIoN CTIYMIOTUTTWV:

1: = OYKRIOT H apxikf Kkupatopop®n yia oUykpion 6a eNQavioTEi e Eva KOKKIVO
' ¥ Tepiypaupa atnv 08évn EmAoyn TiyuidTtutrou.

@ Av éxouv atrobnkeuTei uévo dUo aTIyNIOTUTTA, Ba u@avioToUV auTOUaTa yia oUYyKPIoN.

KRITT

aTIYHIETUTTOU

Av diatiBevral TTepIooOTEPA ATTO £€va OTIYUIOTUTTQ,
Ba epgavioTei n 086vn EmAoyn Zriyuiérurou,

Ty KAITT yIa va €TTIAEEETE TO 20
Oy RIOTUTTOL OTIYMIOTUTTO,

Méxpl 8 atroteAéopata ep@avifovial o€ KABe peyAAo OTIYMIOTUTTO O€ avTioTolXia pe 1o 8
atroTeAéopATA OTO ETTAVW PEPOG TNG 006vNG. Mdvo To emIonUAaCPéVo aTTOTEAEOUA Ba EuQAVIOTEI OTO
MIKPO OTIYMIOTUTTO.

Mo va eg@avicete amoteAéouara oTnv
apXIKN, APICTEPN KUPATOMOP®N:

Av n puBuion TIUAG KATA TNV eyypa@r gival SIGQOPETIKN aTTd TNV TpEXoUuoa puUBUIoN, N apIBuNTIKA
TIUA YIQ TO OTIYUIOTUTTO Ba EJPAVIOTEI e KOKKIVO QOVTO.

lMNa va emioTpéwere o 0AOKANPN

. ( 5 MhAENG oo
NV 086VN TpaypaTikol xpévou,

10.4 Alaypa@n oTIyHIOTUTTWV

Mo va diaypdyeTe TO OTIYMIOTUTTO OTTO
TNV 006vn lpoBoAn Zriyuiérumou,

lMNa va dlaypAayeTe TO OTIYMIOTUTTO ATTO
TNV 006vn EmiAoyn Zriyuiorumou,

To mpdaaivo Tepiypaupa Ba peTakivnoei
TTAvw atro Ta ETTIAEYUEVA OTIYHIOTUTIA,

Av dev €xouv eivel oTIYUIOTUTTA, Ba epgavioTei Eava n 08dvn ExktéAsan MAnpoua Eupoua.



11. ZuuBdavra

a8

11.1 Eyypaen cupBdaviwv

To oUoTnua CardioQ-ODM+ gyypdgel cuuBdavra oTa ICTOPIKG dedouEVA YIa AvAKANGN KAl EUQAvION
apyotepa. Or utmoAoyiopoi SVR 1 DO, kai Ta oTIyMIOTUTTA €yyPAQOVTal QUTOPATO WG GUHRAvTA,
WOTOOCO, O XPNOTNG MTTOPEI va eyypayel hia OeIpd GAAWY CUPBAVTWY XEIPOKivNnTa:

KOl OTn OUVEXEIa €TTIAEETE aTTO TO
TUPRGYIO Mevou To oupBav TTou Ba
TTPOOTEDEI.

MeraBeite oTnv
006vn ZuuBdvra:

Mrtropei va uttdpxouv TTEPIOCOTEPEG ETTIANOYEG TTOU ETITPETTOUV TNV TPOTTOTIOINGN TOU OUPPBAVTOG
XPNOIMOTTOIWVTAG TO KATAAANAO peVOU UTTOTUTTWV.

o UYPGV: H KpuoTohhoe10ng EI0FE H Mpoidy oiporog

Ayyelod8100TOAT
IKA ouppdavTa:

holus

AyyeioouoTaATIKG cupBdvta: Qg ayyelodIaoTAATIKA CUPBAvTa.

ZuhBAvVTa YIO TA IVOTPOTTA: WG AYYEIODIAOTAATIKA CUMBAVTA.

Al (X‘P opa CUM BdVTG : m > Zuvzdcpéva ’ ATToouvBcdeEvo

H H Beom dakote ’ Ahh0 OUMRGY

‘Otav TpokAnOei diadepyia, ABEpWiT

MNadhata  Epgavidetal €éva Kitpivo >
oupBdvra:  pRvupa emRepaiwong,

AKupo

Oa gpgpaviotei Eavd n 086vn Run A n diaipepévn 086vn OTTWG TTPIV.

Metd Tnv TTPOOBRKN evog oupPavrog dev gival duvarr n diaypa®r Tou. Av TratnBei To AKupo, 10
OupBav dev Ba eyypagei.

11.2 AvdakAnon cuppdaviwyv

Ta cupBdvra ymropouv va TTpoAnBouv atnv 086vn 2uvexrio Taon. BA. evotnTa 12.

Ta eyyeypaupéva cuppavTa egpavifovtal Je TN JOPQr] KABETWY YPAUMWY OTH YPAUMN ETTICAUAvVONG
oupBavTwy. Av diaTiBevTal KATTOIO OTIYUIOTUTTO, Ba eU@QAVIOTEl KAl Jia TTPACIVI YPAUUR €KTOG ATTO
auTd TO €IKOVidIo. Av UTTApYXOUV TTEPICOOTEPA aTTd £va GuupdavTa, Ba eugavioTei e TTapévBean o
ApIBUOG TOUG TNV TTPOKEIYEVN OTIYMI.



12. 006vn Tdoewv

12.1 loTopika dedopéva-Zuvexeig TAOEIG

To CardioQ-ODM+ gyypd@el IOTOPIKG SEQOUEVA YIA OPICUEVA ATTOTEAECHUATA KAl TTOPEI VA ENPAVIOEI
ME YPa@IKG TIG aAAayEG O€ auTd Ta atroTeEAéouaTa. AUTEG O ATTOBNKEUUEVES TTANPOPOPIEG UTTOPOUV
va xpnaoigoTroinBouv yia TTapakoAoubnon Tdoewv OTov aoBevr] Kal yia KaBopIoud Twv €MIOPATEWY
TwV d1aPOpwV TTapeUPATEWV.

Evw o1 yéoeg miuég yia kaBe atrotéAeopa atmodnkelovtal ava 30 deuTepOAETTTA, Ta dedOEVA TACEWY
yIa £wg Kal Tpia aTToTEAETUATA UTTOPOUV VO ATTEIKOVIOTOUV YPAQIKA.

Epgavifovtal oTiylISTUTIA WG «CUPPBAVTA» OTA IOTOPIKA dedOpEVA KAl UTTOPOUV VA XPNOCIKJOTTOINBoUV
TIPOKEIUEVOU VO TTAPOOXEBEl pIa OTITIKY €yypa@r) Twv O£dOUEVWV KUUATOUOPPAG Ot BIAPOPOUS
Xpovoug kard tn didpkela TG Beparreiag Tou acBevry. Ta atroteAéopaTta Twv uttoAoyiopwy SVR,
SVRI, DO, kai DO,l kaBwg kal Otmola cuppdavta €xouv TTpooTebei armmobnkelovtal €TTiong yia
avakAnon apyoTepa.

MeTd TnVv evepyoTroinon Tou orpatog Doppler kal Tnv ToT08£TNON Tou KABETAPA, Ta Oedopéva TAong
eyypdgovtal amd Tn OUCKEUR TTapakoAoubnong akopa kal av n oBdévn civar Taywuévn. Av o
XPNOTNG eTOTPEWEl 0TV 00806vn EoTtiaon Kabesrhipa, n aulhoyr] Twv dedopuévwv Taoewv Ba dIakoTrei
MEXPI O XPNOTNG va eTTIOTPEWEI TNV 006vn EkTéAean MAnpoua Eupoua.

OAa 1a dedopéva TAOEWV Kal OTIYUIOTUTTWY atroBnkelovtal oto ouoTthua CardioQ-ODM+ kai 6yl
aTov KabeTApa.

12.2 Ep@dvion wAnpo@opiwyv Tadong

H ouvexng taon ptropei va eu@aviaTei €ite wg papdoypaupa eite wg ypaupoypdenua. BA. evéTnTa
13.8.

21NV 0806vn eu@avifeTal Ye TTEPIOKN YPAPIKAG KUAIONG KAl Wi TTEPIOXN KEIYEVOU, VW) TTapouaiddovTal
TPEIG WPEG OESOPEVWY Kal AAAEG TTANpOYOpieS atrd Ta JeCIA.

2710 €MAVW PEPOG TNG YPAPIKAG TTEPIOXNG UTTAPXEl MIOG OPICOVTIO YPAUUN ETICHUAVONG CUURAVTWY,
n otroia UTTodEIKVUEl TNV 10XU TOU OAUATOG KATA TNV gyypa@r. Av auTh n ypauun €ival yadopn, dev
€xouv eyypagei dedopéva, av gival KOKKIvn, — To gAPa ATav aduvauo, av gival TTpdaivn, — To Ghua
nTav atmmodekTd, av gival Aeukr, — To Grjua ATav TTOAU 1I0XUPO.

Ta eyyeypappéva cuuBavra eggaviovral ue Tn HOPQR KABETWY YPAUUWY KATA PAKOG TNG YPAMMNAG

ﬂ ETMOAUAvVONG ouhBavTwy. Av diaTiBevtal KATTOIO GTIYMIOTUTTO, Ba u@avIOTEN Kal Pia TTPACIVN YPAMMN
eKTOG ammd autd TO €Ikovidlo oTa apioTepd. Av UTTAPXOUV TTEPICCOTEPa aTrd £€va oupPavta, Ba
eJQavioTel o€ TTaPEVOETN 0 ApPIBUOG TOUG TNV TTPOKEIYEVN GTIYHN.

Epgavifovral éwg kal Tpia amoteAéopara e Tn HOP®R KOKKIVWY, KITPIVWV Kol TTPpAoIvwyv
YPOUMOYpapNUATWY 1 paBSOYPANMATWY HE HIa UNOEVIK YPAMMA va @aivetal auudpd oTto idio
XpWwua. AuTd PTTopouv va eTAEXBoUV WG TTPOETTIAOYEG Yia KABe xprRoTn fexwpiotd. BA. evétnTa
13.7. H ypauun xpoévou o100 KATW WEPOG OIaBETEl KABETEG AEUKEG YPAUUES TTOU UTTOOEIKVUOUV TA
onueia wpag.

MNa va TpoBAaAeTe 1I0TOPIKA dedopéva e
a1r6 OTTOIAdATIOTE WPA EYYPUPAS U

Ta ypagAuarta diaBabuidovral autépata Pe BAoN TIG HEYIOTEG TIUEG TTOU euavifovtal oTa dedouéva.



1)

lNa va pofdAeTe pia AioTa cupfdvTwy, av
EYYPA@NKAV TTEPICCOTEPA ATTO £Va TAUTOXPOVA,

Av n Tipr DO, R SVR aTtroTeAei éva atmd Ta cuppavTa, Ba ePQavioToUV Kal TO GTTOTEAECUATA AQUTWV
TWV TTPOOOETWY UTTOAOYIOUWV.

Mo va evroTmrioeTe
OUYKEKPIMEVA CUMBAVTA,

lMa va eToTpéPeTe OTNV 006V YEVIKWV
ATTOTEAEONATWYV OTNV BedId TTAEUPA,

lNa va TpoBAaAeTe OTIYMIOTUTTA TTOU EHpivior
€xouv gmonuavlei wg cuppavra, oI HIOTUTTOL

lMa va emIoTpéYEeTE OTNV
086vn 2uvexno Tdon,

12.3 'pa@ikég TAOEIG

‘Eva ypanua utropei va dnuioupynBei yia £éva i} dUo atroTeAéapaTa otav n 08évn gival TTaywpuévn.

H ocuokeur] TTapakoAouBnong £xel Eva TTPOETTIAEYUEVO QTTOTEAECUA, TO OTTOI0 UTTOPEi va aAAGEEl i
pTTOpEl va TTpooTeBei Eva deuTepo Péow TNG 086vnG MpoctmiAoyr. BA. evétnTa 13.7.

2€ Jia 086vn EkTéAeon 6TTOU
paivovTtal Ta atroTeAéouaTA,

Mpood. onpsioy

My wp & YR pnuo

‘Eva onueio putropei va mmpooTtebei 6tav AauBaveTal pia oTiydiaia atTeikovion.

lMNa va emoTpéYere o€

pia 086vn ExktéAson, EKIEAEDN [#0prg o80vn H

Mafanc oaovn

Mo va rpoBdaAeTe
éva ypaegnpa,

lMNa va evroTrioeTe MponyolpE
onpeia dedopévwy, ok

Oa ep@avioTei pia TToo0C0TIaia aAAayr atmmd TO TTPONYOUPEVO ONUEIO yia KABE aTmOTEAEGUA TTOU
XPNOIJoTIOoIEITal.

lMNa va aAAdgeTe TRV e@aviopevn A H puBuion Ba aAA&gel ammdé 1 wpa oe 3
YPOQIKA TrEpiodo, TTERindog wpEeS, 0€ 12 wpeg, o€ 24 wpeg o€ 1 wpa.

Oa eu@aviotei éva PEAOG av uttapxouv TrepIccOTEPa OloBéoIya onueia TTpIV amd TO TTPWTO
ep@avigéuevo anueio. Mropei va pétel va TpotrotroinBei n ypa@ikr epiodog, yia va TpoAnBouv
auTd Ta onueia.

H ypagiki tdon eivai diabéoiun yia TTpooAr poévo av €xel atmobnkeuTei éva anueio yia évapén Tou
ypaQriuarog.



13. TMpoocapuoyn TNG CUCKEUNG TTOPAKOAOUONONG

@ Auté ptropei va yivel otnv 086vn xwpig ouvdeon KaBeTpa.
13.1 ETTava@opd TwV €pyO0TACIOKWY PUBLICEWY

Av 10 oUoTnpa CardioQ-ODM+ eravéANBel OTIG EPYOOTACIOKEG PUBMICEIG, N ETTIAEYHEVN
YAwooa 0a aAAdEel kal Ba eTravéNBel n TrpoemIAgypévn, Ta AyyAikd (H.B.), kai 61roia 10Topikd
dedopéva UTTAPXOUV OTN CUOKEUR TTapakoAouBnong Ba diaypa@olv 6TTwg Kal To TTPOo@iA
XPNOTWV.

POBuITT
WovITop

Emovapopd Ohy

Oa eueavIoTEi £€va uAvVUPa >
empBePaiwong,

AKupo

13.2 MpooBnkn Evog oOVONATOG VOCOKOMEIOU
To évopa voooKoEiou PTTOpEi va eu@aviaTei aTnv 00ovn:

POBLIT o Cwvopa
HOVITOP revikd YOTOKOPEIDU

YIO VO EICAYETE >
KEiEVO,

DAOKANPUBNKE

13.3 XU0vdeon € HIO CUOKEUN TTapakoAolBnong aclevn

H duvardétnta auTtr utropei va pnv cival d1aB8£aiun o€ OAEG TIG CUOKEUEG TTapakoAouBnong acBevr).
EmikoivwvroTe pe évav avrimpéowTro Tng Deltex Medical yia epioadtepeg AeTITOPEPEIEG.

POBLIT

WEVITOP Fevikd

yia va €mmIAEEeTe T S10B€01un ocUuoKeun >

TTapakoAoUBNoNg aoBevr, CADKAMPWBNKE

Edv umdpyouv TpdcBeTeg pubuicelg yia TNV €mIAeyuévn Ouokeurp TTapakoAouBnong, Ba
EUPAVIOTOUV.

Av 10 eTmIAeypévo TTPWTOKOAAO XpeldleTal va £xel opioTei n Taxutnta Baud, 101€ Ba epgavioTei 10
kouuTri EmAoyn Taxutnrag Baud.

TayxOinro Baud > @ > o > CIADKANEBNKE

Av TO €TTIAEYPEVO TTPWTOKOAANO UTTOPEI va UTTOCTNPIEEI TOV TTPOAIPETIKO €AEYXO TNG PONS HECW
UAIKOU, Ba gpgpavioTei To kouuTri ‘EAeyxog poRg.

DAOKANPUBNKE

Av éxel emAexBei pia ouokeur] TTapakoAouBnong, Ba eu@avioTei £€va €IKovidIo yia va UTTodEigel TV
KardoTaon Tng oUvoEonG:

] H ouokeun TTapakoAouBnong acBeviy dev gival cuvOedePEVN.

] lveTal ouvdean TNG CUCKEUNG TTaPAKoAoUBNoNG acBevr).

H ouokeun TTapakoAouBnong acBevn €xel ouvOeDEi.



134 EmiAoyn evog xpnoTn

Ymrapxouv dU0 TTPOETTIAEYUEVEG PUBUIOEIG yIa TOV XPAOTN Ol 0TToiEG &€V UTTOPOUV VA HETOVOUACTOUV
n va Olaypa@bouv, aAAd& uTTopolv TIPoowEIVE va TpoTtroTroinBouv’ [lpoemiAoyry 1 n oTroia
xpnoiuotrolei CSV  trepiBdAlov kai [poemmAoyry 2 Ttou xpnoiyotroieital SCSV  TrepiBdAlov.
OTtroi0dnTT0TE aAAQyr) O€ QUTEG TIG TTPOETTIAEYUEVEG PUBUIcEIC dev PTTOPOUV va ATTOBNKEUTOUV.
Ymapxel duvatdtnta dnuioupyiag péExP! Kal 4 TTpOaBeTwy, vEwvV TTPo@iA xpnoTtwyv. Otav emAgyeTal
€vag XpNoTNG, epgavifovtal OAEG Ol TIPOETTIAEYUEVEG PUBUICEIG VIO TO CUYKEKPIUEVO XPHOTN, EKTOG AV
TPOTTOTTOINBOUV.

Ymrapyxouv dUo péBodoI TTIAOYAS XPNOTN:

1: Emmiaoyf xpAain > eMIAEETE €va XpAoTn atrd To pevou.

2: MeraBeite oTnv POBMION
006vn lpoiA Xprorn: HEvITOp

)r(:)an\é:ns, iAEgeTe @ > o > OhOKANpANKE

13.5 MoAAatrAég pubpioceig XpoTn

HpAoTeg

MeraBeite oTnv 086vn POBLIGH
TpowiA Xprorn: pevITOp

Ma n dnuioupyia
VEOU TTPOWIA, @ >

> o yIO VO €ICAYETE KEIEVO,

ARUpo O} 0K NPmENKE

13.6 PUOuion Tpo@iA xpnotwv

KdaBe xpriotng utropei va pubpioel yepovwpéveg TTPOETTIAOYEG TTOU Ba epgavifovtal éTav eTTIAEYETAI O
OUYKEKPIPEVOG XPAOTNG.

O1 aAAayég aTo MpoetAoynRl xpAoTn kal aTto [MpoetAoyn 2 XpAOTN dev UTTOPOUV vVa aTToBnKeUTOUV.

MeTaBeite otnv 006vn POGITN T
MpogiA Xpriom: pavirop Rl
Puspioeig

n

Emmiaayr) ¥prorn

'H petafeite otnv 006vn lMposmAoyéo av xpnoipgotrolgital Adn n
OUOCKEUR TTapakoAoubnong f KATTo10G CUYKEKPIPEVOG XPAOTNG:

PuBiTEIg O xpnotng Ba ptopei autépaTta va aANGgel Ta emAeypéva atmoteAéoparta. BA.
ARMOTT gvoTnTa 13.7.




13.7 PUBMION TTPOETMIAEYHEVWV OTTOTEAECTHATWYV
EAEETE Eva XpRoTn OTTWG TTEPIYPAPETAI TTAPATTAVW.
Eival duvaThA n €AoY aTTOTEAEOUATWYV YIa TOV ETTIAEYUEVO TPOTTO AgITOUpyiag TTapakoAouBnong.

MNa evahAayn ueTagu rpormmou Asitoupyiag

mapakoAoUBnaong pong kai mmieong renoupyic Por; IRl enoupyia Mieong

Mo va aAAdaéere orolodATTOTE A6 TA 8 ATrOoTEAéOUATA, TA
atroteAéopara cuveXoUg TAong ) Ta atroTeEAéoUATA YPAPIKAG TAONG,

> @ yia va €TTIAEEETE aTTOTEAET A,

> o > A xlgové ):s;l)\é&en TTOI0 ] > o
Ma Ba gpgavioTEi,
@ Aev diaTiBeTAI YPAPIK) TAGN OTOV TPOTTO ASiToUupyiag TapakoAoubnang mmieong.
13.8 KaBopIiopOg TTpOETIAEYHEVWYV PUBUICEWY INXAVAMATOG
EAEETE Eva XxpARoTn OTTWG TTEPIYPAPETAI TTAPATTAVW.

Mo Tov opICHO TTPOETTIAEYMEVNG TIMAG KUKAWYV yia TOV TPOTTO
AsiToupyiag rapakoAoulnong poAg Kai mieons TauTOXpova,

KOkaol ‘Ei, "’ ‘:"

Mo Tov opIGHO TTPOETTIAEYMEVNG TIMAG E0POUG OTOV
TPOTTO AgiTOUpPYiag mapakoAoubnong pong yoévo,

Elpog

O1 puBuioeig Ba aAAGEouv amd Ta 100cm/s ata 200cm/s ata 250cm/s ata 50cm/s ata 100cm/s.

Mo opioud tposetriAeypévng TINAG OuveEXOUG TAONG YId TOV TPOTTO
AsiToupyiag mapakoAou@nong pong N mieong, 6ITwg apuolel,

Mo aAAayr TOU ETICNUACHEVOU ATTOTEAECTUATOG OTOV
TPOTTO AgiTOoUpPYiag mapakoAoubnong pong yoévo,

‘Eva kOkkivo TTAQicI0 yUpw oTTrd TO €TMIONUACHEVO atToTéAeopa Ba aAAdgel amd SV oe SVI, oe
kavéva, oe SD og SV.

MNa evepyoTtroinon Tng eyypa@ng, yia Tov 1p01mo Agsitoupyiag
mapakoAoubnaong pong Kai mieong TauToxXpova,

Eyvpog

AuTég o1 puBuioeig Ba aAAdEouv atd “disabled” (atrevepyotroinuévo) o€ “automatic” (autéuaro) o€
‘manual” (un autéparo) o “disabled” (atrevepyotroinuévo). BA. evétnTa 14.2.



14. USB ka1 ek@épTwon 6edouévwv aoBevi

Mn eykekpipéveg ouvdéoeig oTIG BondnTIKéG BUPEG PTTOPEI VA ETTNPEACOUV TNV ACQAAEIN TOU
acBevh. Mnv ouvdéete GAAO €EOTTAIOHO EKTOG aTTO 1ATPIKO £EOTTAICHO (0 CUMNOPPWON HE TO
mpoértutro |IEC 60601-1) oto ouortnua CardioQ-ODM+ evw n ouokeur TrapakoAouBnong eivai
ouvdedepévn oe évav aoBevr, EKTOG av XPNOIYOTIOIEITAI ATTOJEUKTNG 1ATPIKOU £§OTTAIOUOU
oUu@wva pe 1o TPoTUTro |IEC 60601-1.

ATmrayopeUeTal auoTnpd n oUvdeon OTTOIWVOATIOTE CUCKEUWY TTOU TPO@POodoToUVTal aTrd TO
KEVTPIKO dikTUO pelpaTog o€ BUpa USB arrayopeleTal auoTnpd.

14.1 AtroBnkeuon ofovwyv

Méxpr kar 20 o0B6veg pmopoulv va atroBnkeutolv avd acBevh, OTIG OTToieg pTTOpOoUV Vva
TepIAapBavovTal diaipePEVES ) TTANPEIS 0BOVEG.

2€ Jia 0Bovn
EkrtéAean,

My W

@ H amobnkeupévn 006vn emBefaiwveral ammd éva KiTpivo pAvuua.

Av uttdpyouv 1dn atrobnkeupéveg 20 086veg yia Tov acBevr, To KouuTri ATro8keuon oBovng Ba
YiVEl KOKKIVO, YIa va UTTOBEIEEI OTI £xouv XpnoiuoTToinBei OAEG ol dIaBETIuEG aTTOBNKEUPEVEG 0BOVEG.

14.2 Eyypagn cuvexwyv dedopévwv

Mpétrel va evepyotroinBei n Asitoupyia eyypa@ng yia va eival duvartr n amobrikeuon OuveEXWV
oedopévwy Kal dedopévwy onuartog. BA. evétnta 13.8.

H Acitoupyia auTtr €mMITPETTEI OTO XPAOTN VA KATAYPAPEI OAQ TO ATTOTEAECUATA YIo KABE UTTOAOYIOHUO
TIPAYUATIKOU XpOvou padi pe Tnv amoTUTiwaon wpag Kal va Ta atmmobnkelel og éva apxeio yia
eKQOpTWON. H eyypagn utTopei va apxioel Kal va SIaKoTrel oTroladnTToTe OTIYUA Kal Ta dedopéva va
TTpoaTeBoUV o€ auTd TO apxEio.

Edv n eyypaon opioTei o “manual” (un autéuaro):

MNa va apxioete TNV eyypa@n oe€
otroladAToTe eu@avi{opevn o08ovn,

‘Eva  eikovidio eyypa@rg Tou avaBooBrvel >
eJQaviCeTal KATW apIoTEPG aTNV 006VN.

® H eyypaen gival o€ €€EAIEN KABE @OPA TTou euPavieTal auTd TO €IKOVIdIO.

MNa va S10KOYeTE TNV Eyypa@pn Ot
otroladAToTe eu@avi{ohevn 08ovn,

To eikovidio dev ep@avietal TTAéov 0TV SIOKOTTEN N yypaQr).

O OKANPIENKE

14.3 Eyypaen onuarog
Av ouvavTAoeTe pia evilagEpouoa ) dUOKOAN kKupaTopoper, n Deltex Medical ytropei va ntrioel va

atrooTeileTe £va avtiypa@o otnv opdada Epeuvag Kal avatttugng yia avaiuon.

Mpétrel va evepyotroinBei n Asitoupyia eyypa@ng yia va eival duvartr n amobrikeuon OuveXwV
O0edopévwy Kal dedopévwy onuaTog. BA. evétnTa 13.8.



MNa va apxioeTe TNV EYypa@n o€
otroladATroTe eu@avi{ouevn o08ovn,

‘Eva  eikovidlo eyypa@r¢ Tou avaBoofrivel ep@avietal KATW >
aploTepd oTnv 084vn, OTTWG aUTO TTOU EU@AvICeETal OTA ApPIOTEPA.

H eyypapr Ba diakoTrei H
AUTOPOTA UETA aTTO 3 AETTTA

O€ OTTOIO0NTIOTE EPPaVICOUEVN 006V
H eyypagr ofnuartog diIakOTITETaI KABE POpPa TToU EPPaviCeTal auTo TO EIKOVIDIO.

O xpAOTNG TTPETTEN KAl TTAAI VO TTATHOEI TO KOUUTTI AIOKOTIH £YYPa®. OAMATOG YIa VA aTToOnKeUTEl N
Va ATTOPPIYEl TNV EYYPAPH.

Ta dedopéva atroBnkevovTal, aAAd n TTapakoAoUuBnaon PTTopei va guvexioTei. Aev PTTopei va Eekivioel
VEQ £YYPOQI CANATOG, JEXPI VA ATTOBNKEUTEI N TTPpONYOUNEVN.

‘Eva véo apxeio dnuioupyeital yia KaOe TTEPiodo eyypagng, Tou atroteAesital amd 50 Aemrd (50
apxeia) To péyioTo ava acBevry. Auto utropei va e€aptnBei atTd TOV UTTOAEITTOUEVO XWPO GTO BiOKO.

Av atToouvdebei 0 KaBeTAPag evw UTTApYXOUV Un atmmoBnkeupéva dedopéva, o XpnoTng Ba epwTtnBei
av TTPOKEITAl VO aTToBNKEUCEl TO apXEio.

14.4 Ek@opTwon dedopévwyv aocheviy

Aedopéva aabevh, cuptrepiAaupBavopévwy Taoewv, CUUBAVTWY, YPaPNUATWY, OTTOBNKEUPEVWV
0Bovwyv TTPOCBETWY UTTOAOYIOUWY, KUPATOPOPPWY CGHUATOG KOl GUVEXWY OeDOUEVWY UTTOPOUV va
EKQPOPTWOOUV XPNOIYOTTOIWVTAG Wia KATAAANAN cuokeuny atmmobrkeuong USB Kal OTn Guvéxeia va
METaPEPOOUV O €vav UTTOAOYIOTH.

Ta &edopéva acBevry dev Ba diaypapolv atrd Tn CUOKEUN TTapakoAouBnong péxpr va diaypagei o
a0BevNG, CUVETTWG, NTTOPOUV VA eKPOPTWOOUV TTOAAEG QPOPEG, av XpeIddeTal.

Ta dedopéva aabevr) uTTopoUv va ek@opTwBoUv oTnv 086vn Aev Yrdpyer KaBerrpao rj atnv 086vn
Used Probe (Xpnoiyotroinuévog KaBeTipag).

Ek@oépTwon amwd Tnv o8ovn Asv Ymdpyel Kabstipao:

= T

TotoBeTrOTE PO GUCKEUN atmoBrikeuang otn BUpa USB oTo TTicw >
MEPOG TN OUOKEUAG TTapakoAouBnong. BA. eikéva 3.1.2.

dz0ap. aTfsve

(.) yia va €TTIAEEETE aoBevn, >

Exk@opTwon amé Tig 0006veg Xpnoiuomoinuévoo Kalstipao N Anyuévoo Kabstipaao:

MNa TNV eKQOpTWOon O£dOUEVWV TUYKEKPINEVOU aaBevh, TTPETTEI va aTToouvOEDEi 0 KABETAPAG Kal va
emavaouvoebei og auTrv Tnv 086vn.

TomoBetroTe MIO OUOKEUR ammobrkeuong otn Bupa USB oTto
Tiow PEPOG T CUOKEUNG TTapakoAouBnong. BA. eikéva 3.1.2.

‘ETo1 Ba dnuioupynBei évag @dakehog oTn ouokeury atroBrikeuong USB pe TitAo TOV aplBud
avayvwpliong acBev. Epdoov ¢ntnbei, ival duvatr n petapopd Tou apxeiou o€ évav UTTOAOYIOTH Kal
n ammooToAl Tou pe e-mail otnv Deltex Medical. Na TrepiocdTePEG TTANPOYOpPIEG, avaTpéfte oTnV
TotroBeoia web Tng Deltex Medical.



av dev xpeidfovtal TTAéov Ta dedopéva.

14.5 Zuvoyn eKQOPTWONG

H Aeitoupyia auth emTpéTTel TN oUvown TNG EKPOPTWAONG TWV OXETIKWY PE TOV 00BEVT OTOIXEIWV
ApIBu6G avayvwpiong acBevoug

Huepopnvia apxikng xpriong

XpOvog apxIKng xpnong

TUTmOG KABETAPA

Algpkeia xpAong

Exk@opTwon amé tnv 006vn “Aev utrdpxel KaOeTApag”:

TomoBetoTe pia ouokeuny atmmobrikeuong otn BUpa USB, oTto > Offload
Tiow PEPOG TN CUCKEUNG TTapakoAoubnaong. BA. Eikéova 3.1.2.,

Summanry

yio va eTTIAEEETE
S aoBevn), >

14.6 Ek@épTwon mAnpogopiwyv yia Tnv Deltex Medical

Av TtrapouaciacTei o@daAua, n Deltex Medical evdéxetal va ¢ntricel TTAnpo@opiec ammd Tnv 086vn
Aedouéva Exkdoano. Autd utropei va yivel pévo av dev uttdpyel ouvoedEUEVOS KABETHPAG.

POBUITN
MavITom

SEB0p. 0odeve

TomoBetr|oTe PIO oUuoKeuny atmoBrikeuong oTtn Bupa USB oTo >
Tiow PEPOG T CUOKEUNG TTapakoAouBnong. BA. eikéva 3.1.2.

asoo l_] .

E@bdoov ¢nTnoei, givalr duvarr n JeETa@opd TOU apxEiou o€ £vav UTTOAOYIOTA KAl N ATTOOTOAN TOU JE e-
mail otnv Deltex Medical.



15. Tpo1rog AsiToupyiag emideIEng

H ouokeur] TTapakoAoUBnong PtTopei €TTiong va AEITOUpynoEl PE pIa OPAda TTPOEYYEYPANPEVWV
oNUATWY Kupatopop®nis. Autd emTpéTrel 010 oloTnua CardioQ-ODM+ va emideiCel Tn AsiToupyia Tou
XWPIG va xpeldletal eEWTEPIKES TINYEG ONPaToG. ETTiong, emTpéTrel oToug XProTeS va e€0IKEIWBOUV
ME Tn Aeiroupyia Tou cuoTAuartog CardioQ-ODM+ kai TiG dIaQopeg OIaBETIPEG dUVATOTNTEG XWPIG va
TTPETTEI VO UTTAPXEI OUVOEDEUEVOG A0BEVAG OTN GUCKEUN TTapaKoAoubnaong.
H Aeiroupyia auth utropei va trpooTtreAacTei pévo atrd Tnv 00ovn Acv Ymapyer Kaberrpao.
Av uttdpxel ouvoedepévog kaBetripag oto ouoTtnua CardioQ-ODM+ gvw gival o€ TpOTTO AsiToupyiag
emmideitng, 10 ouotnua CardioQ-ODM+ Ba e€E€ABel atmd autdv Tov TPOTTIO Asitoupyiag kal Ba
ETMOTPEWEI TNV KAVOVIKA AgIToupyia, OTTwG aTTaITETAl.

15.1 Agitoupyia Tou cuoTiparog CardioQ-ODM+ o€ Tpé1o AsiToupyiag emideigng

MNa va eIAéSeTe TOV TPOTTO
AsiToupyiag emideIEng,

MNa va eTIAESeTE o .
KUpaTopop®n, @ > H

AkolouBrioTe TIG 0dnyieg TToU gu@avifovial oTnv 086vn yia TNV €I0aywyr Kal TPOTTOTIoinon Tng
nAIKiag, Tou Bapoug kai Tou UYoug Tou acBevr).

MNa va emAEEeTe pia p6vVo aTTd pia TTARPN > ETAOY
€VOAAQKTIKN KUBOTOHOP®I, ST 086vn ExréAeon, KUMOTOMOPEHS

> @ > O+

Agv PTTOPEITE VA TPOTTOTTOINCETE TOV APIOUS avayvwpiong acBevh oTov TPOTIO AIToupyiag eTTidEIENG.

To koupTri Filter (PiATpo) dev ernpedlel NXNTIK& TO CAUA OTOV TPOTTO AEIToupyiag €TTidEIENG, AAAG n
aAAayn gival opath oTo ENPAVICOUEVO OTUa.

=

Katd tn didpkeia piag mepiodou epyaciog etmideigng, epgavifovrar dedopéva Tdong POvVo yia Thv
Tpéxouoa TrePiod0 e€pyaaiag, waTdco, Ta GAAa ammobnkeupéva dedouéva oto cuoTtnua CardioQ-
ODM+ dev Ba diaypa@ouv.

Mo va TepuaTioeTe HOVO OTTO pia TIARPN > ETiAOyr
v emideign, EoTioon 086vn Ektéean, KUMOTOMORprG

‘H ouvdéoTe €vav KaBeTripa oTo KaAWwdIO dlaouvdeong aoBevi.

Ta dedopéva eTTideIENG dEV PTTOPOUV VA EKPOPTWOOUV.



16. Odnyog didyvwong o@AANATOG

16.1 Aildyvwon c@daAparog

2TNV €vOTNTA QAUTH TTOPEXOVTAI AETTTOUEPEIEG OXETIKA WE TN OIAyvwon amAwyv CQAAPATWY Kal TIG
OlIopOwTIKEG  evépyeleg. Ta  TTeEPIOCOTEPEG TTANPOYOPIEG | av N OUCKEUR TTapakoAouBnong
e€akoAouBei va unv atrokpiveral, €TmKoIVwVAOTE pe TNV Deltex Medical ) Tov avtirpéowTrd TnG.

H ouokeun Aeitoupyei aAAd n Auxvia LED gival ofnoTA:

BepaiwBeite 611 0 BIAKOTITNG EVEPYOTTOINONG/ATTEVEPYOTTOINONG OTOV TTiCW TTiVaKa €ival OTn
Béon evepyoTtroinong.

EmBefaiwoTe TNV TTApoxr TpoPodoaciag peUNATOG.

EmpepaiwoTe TN cwaoTh oUvdeon Tou KaAwdiou TpoPodoaiag.

ATTOOUVOECTE TTPWTA TN CUOKEUN a1Td TNV Tpo@odoaia yia TouAdyxioTov 30
OeuTtepOAeTTTA.

H Auxvia LED Asitoupyiag gival avapuévn aAAd dev gpgavidetal TitTrota oTnv 006vn:

H ouokeun TTapakoAoUBnong €ival EAATTWUOTIKA KAl TTPETTEI VO ETTIOTPAPEI YIO ETTIOKEUN O€
éva eykekpiuévo kEvTpo o€pPig Tng Deltex Medical.

Agv gp@avileTal To OXETIKO PAVUPA 0UVOEON G KAOETAPO:

BepaiwBeite 611 0 KABETAPAG €ival ouvOEDEPEVOG OCWATA PE TO KAAWDIO dlacUvdeong acBevh.
BepaiwBeite 611 TO KOAWSIO dlacUvdeong acBevh eival ouvdedeuEvo owaoTd aTo KATAAANAO
BUoua oToV PTTPOCTIVO TTiVAKA.

Epgavifetan 1o pAvupa ‘SETTINGS FILE corrupt-reboot’ (To apyxeio puBpicewv éxel
KATOOTPOAPEI-EKTEAEOTE ETTAVEKKIVNON) OTO KOKKIVO TTAQiOI0 OTO KEVTPO TNG 006vNG:

To apxeio puBpicEwWV TOU PUNXAVANOTOG £XEI KATAOTPAYEI 1 TTEPIEXEI WIa un £ykupn TIUn. To
TTaAié apxeio £xel dlaypa@ei kal £xel dnuioupynOei éva véo Pe TIG TTPOETTIAEYUEVEG pUBUICEIG.
H katdoTtaon autrh) Yutropei va TTpoKUWel JETE atrd pia avaBadupion AoyiopikoU. Av TTpoKUYEl
otroladnTroTe AAAN oTIyun, evnuepwaoTe Tnv Deltex Medical.

Ep@avieTal éva KOKKIVO TTAQicIO0 0TO KEVTPO TNG 000vNG KATA TN AsiToupyia N éva éyXpwHo
oploywvio o€ HIa KEV] 0006vn, KATA TNV €KKivnon TNG CUOKEUNG TTAPAKOAoUONong Kal oTn
ouvéxela dIakOTITETAl N AgiToupyia TG povAaAdAg Kal gugpavifovral Ol TTUPOKATW KwdIKoi
Holpaiou c@AAuaTog.

Z@AaApaTa emQAVEIAS Epyaciag XpnoTn US001 ¢wg US068
Z@aAparta eTegepyaaiag auloyng dedouévwy | DCO01 £éwg DCO12
Z@PAAPaTa TTEEEPYOTIOG YNPIOKOU GNATOG DSP001 £éwg DSP006

2@AAua vAUATOG UTTOAOYIOOU CALCO001

2@aAuata vAparog Vuelink VL0001 éwg VLOO7
Aladikacia eAéyxou Doppler TX001 €wg TX005
Z@AAPaTa TTPOYPAUHATWY XEIpIopuoU USB USB001 éwg USB002

Kartaypdyte 10 TTEPIEXOUEVO TOU TTAAICiOU | TO Xpwua Kal Tn 6€on Tou opBoywviou Kail
etmkoivwvroTe e Tnv Deltex Medical.



16.2 ‘EAeyxog TnG £€kdoong AoyioMIKOU
@ Auté ptropei va yivel pévo av dev uTTdpyel ouvdedeUEVOG KABETAPAG.

PLBLICT

AEOO). COBEV

HOviTap

H ékdoon Tng e€@appoyng eu@avifetar oto medio avagopds (2). H ékdoon AoyiopikoU Kal n
avaBewpnaon utrodnAwvovTtal aTo TEAOG auToU Tou aplBuol ue TN popen “M.nn”, 6tou ‘M’ eival n
£€kdoon Kail ‘nn’ n avabewpnan.

XPNOIMOTTOIWVTAG MIa ouokeur) atroBrikeuong USB kail n nAekTpovikr) atrooToA Toug. BA. evéTnTa

@ H Deltex Medical ptropei va {nTticel autég TIG TTAnpogopieg. ETTiong, €ival duvarr n ekpopTwon
14.6



17. TMpodiaypa@EéG CUOTAHHUATOG

17.1 KaTtnyopiotmoinon

TuTTOG TTPOCTATIOG E€omrAiou6g katnyopiag 1

BaBuog mpooTagiag Eg@apuoldpevo pépog Tuttou BF

MpooTacia atmod dicioduon IP20

TpoT110G AciTOUpPYiag ZuveXwg d1aBEaiun (UTTopEi va xpelaoTei eTTaveaTiaon)
Tagivéunon g

IATPOTEXVOAOYIKOU TTPOIOVTOG

To eommAIoudg £xel kKaTaokeuaoTel Kal dokipaoTei aupwva pe 1o TpdTuTro IEC 60601-1 (AcpdAcia
latpikou E¢otrAiopou), karnyopiag 1, Tutrou BF.

O Tmapwv eEommAiopdg ptropel va emnpeacTei amd Tn XPAoON NAEKTPOXEIpoupyikou eEOTTAIOUOU
uYnAAg evépyelag (Tr.X. diaBeppia) oe kovtivl améoTacn. O e§OTTANICPOG XpnoiyoTrolEl pia Trayida
AoyIopIKOU, WOTE va avayvwpilel TTOTe XpnoiyoTroicital diabeppia kal va QIATPAPE! TNV TTapEPBOAR,
OTTOTE KATA TN JIAPKEIQ TNG TTAPEUPROAAG eP@avieTal pia PTTAE ypauunA hadi ue To PAvVUPa “avixveuan
Bopupou”. Otav o e€omAIoudG PpiokeTal oe TPOTTO AciIToupyiag “avixveuang Bopufou”, ol TeAeuTaiol
OwaoToi UTToAOYIoHOoI Ba TTaywaoouv Kal Ba eugavifovral aTnv 0046vn yia €wg Kal Eva AETTTO, evw €AV N
TTapePPOAR €€akoAoubei va ugioTatal YeTd atrd éva AeTTd o1 apiBuoi Ba avrikataoTabolv ye Tnv
évoelgn “---".

17.2 XapaKTnpIoTIKA amrédoong

O1 Tapouceg TTpodiaypa@ég IoxUouv PeTd To didoTnua TTpobépuavong 30 AETTTWV TNG CUOKEUNG
TTapakoAouBnaong o€ Beppokpacia TepIBaAlovTog 0°C wg 40°C.

17.3 DuOoIKA XOPOKTNPIOTIKA
MAdaTog 315mm (12.4in)
Bdbog 176mm (7in) (oupTT. TWV TTEPIOT. KOMRIWY) 186mm (7,4in)
“Yyog 249mm (9.8in)  (oupTr. Twv TTOdIWV) 259mm (10,2in)
Bdpog 4.9kg (10.8Ib)
©¢on AsiToupyiag OpigévTia ota kK&Tw 1TédIa

17.4 XapaKTnpIoTIKA TTEPIBAAAOVTOG

O¢puokpaaia TepIBGAAOVTOG:
NeiToupyia 5 éwg 40°C (32°F éwg 104°F)
MeTagopd kai UAagn -20 £€wg 60°C (-4°F ¢wg 140°F)
2XETIKA uypaaoia:
Nerroupyia, petagopd kar @UAagn  0%-90% (xwpig cupTTUKVWON)
ATuoOCQaIpIKN TTiEON:
Metagopd kai pUAaén: 700hPa éwg 1060hPa (525mmHg éwg 795mmHg)

17.5 Atméppiyn

MNa v aceair amdéppiyn TG CuoKeurg TrapakoAouBnong CardioQ-ODM+ kai Tou KaAwdiou
dlaoUvdeong acBev, avatpéfte oto anua WEEE yia mpoabeteg AetrTopépeleg. BA. evornTa 17.15.

Ta kKoAwdla peupaTog Kal Ta AoItTd KaAwdia 1Tou TTapExovTal atmo 1n Deltex Medical dev trepiExouv
ETMKIVOUVEG OUCieg Kal, €KTOGC aTO TNV TIEPITITWON TWV XPNOIMOTTOINUEVWY  KABETApwY, Ogv
atrairouvTal €10IKEG dladikaaieg atrdéppIYng.

O1 xpnoiyoTroINUéVOl KOBETHAPES TTPETTEI VO ATTOPPITITOVTAI GUP@PWVA PE TIG KATEUBUVTAPIEG 0dnyieg
yia Ta KAIviké attéBAnTa.



17.6 XapaKTnpPIOTIKA TOU CUCTAHATOG

*Y1épnxol
2uvexEg kupa utreprixwyv Doppler 4,02MHZ (lspia < 250mW/cm? oTa 5 mm in situ)
Yyirepatd @iAtpa 450Hz kai 900Hz
+0B6vn paouatog TTpayPaTikoU Xpoévou
‘Eyxpwpun 086vn LCD — emrayyeApatikig moidtntag — ol rpodiaypa®Eg diaTiBevral KATOTTIV
aitnong
®dacpatikf avaAuon petaoxnuaTtiopou Fourier (FFT) 512 onueiwv
AkOAoUBOG PEYIoTNG TaXUTNTOG UE QUTOUATN AViIXVEUTT CUCTOAIKWYV GUUTTAEYUATWV
Aldpkela ep@dviong obdvng: 4,3 deutepdAettta (TTARPNG 086vng) R 1,4 deuTepOAeTITA
(S1aipepévn 086vn)
*>uveXng Asitoupyia

17.7 AKouoTIKN £€§0806

21OV TTAPAKATW TTiVOKA TTAPATIOEVTAI O UETPHOEIG PHEYIOTNG AKOUOTIKNAG £66B0U ATTO TOV 0100QayIKO
kaBetipa Doppler 4 MHz 10U petadidel ouvexég KUua UTTEPAXWV (OTOUG TPOTTOUG AgIToupyiag
Eoriaon KaBerripa kai EktéAsan) 6tav gival ouvOedeUEéVog 0T GUOKEUN TTapakoAouBnong CardioQ-
ODM+,

Ta ammoTeAéopaTa TWV PETPAOEWY TTOU TTAPOUCIACOVTal OTOV TTAPOKATW TTivOKA TTPO0dIopioThKAV
oupewva pe 10 AleBvég Mpodtutro IEC 61157 pe TitTho “Requirements for the declaration of the
acoustic output of medical diagnostic ultrasound equipment”.

H ouokeury CardioQ-ODM+ &108étel pévo éva otaBepd emiTedo AKOUOTIKAG €66d0U, TO OTT0i0
KaBopifetal ammd T0 KUKAWUA Kal dEV UTTOPET va TTPOCAPUOCTET aTTd TO XPNOTN.

apa TpoT1rol AsiToupyiag
TPOTTOU AsIToupyiag RUN (EkTtéAeon) kai
Probe Focus
(EoTiaon kaBethpa)

il

MéyioTn-apvnTIKA OKOUCTIKN] TTiECN p- 103 kPa (x16%)
XwpPIKA-UEYIOTN XPOVIKH MEOT €vTaon Ispta 362 mW.cm? (£33%)
PuBuioeig cuoTrjparog O¢ev utT@pxOoUV
AméoTaon atd Tnv Tpéooyn ££6d0uU Tou lo 0.5 mm (£0.2mm)
NXOBOAEQ £wG TO onUEio PEYIOTOU TTAAUOU-
TTEONG-TETPAYWVIOUEVO OAOKARpWHQ

wes  (|]) 1.9 mm (x21%)
-6 dB 1rAdrog déoung aTo |, (L) 1.3 mm (x20%)

an 5.5 mm

AlooTdoeig déoung e€6dou* @h) 2.1 mm
ApIBUNTIKN JEOT GKOUGTIKA OUXVOTNTA fawt 4.02 MHz
£pyaoiag
TpdTToI AeIToUupyiag apxIKOTToiNoNG Kal EKKivong O¢ev utrdpyouv
MéyioTtn €£000¢ 10X00G 6 mW (£ 14%)
‘Evraon &éoung e€6dou* lob 42 mW.cm? (x14%)

Madywpa akouoTIkAG 6600U

Oxi

AmréoTaon ac@aAeiag nxoBoAéa

ks

eTTaPn

O1 Tigég yia TIG OIAOTACEIG KAl TNV €viaon O(oung €£OO0U TTPOKUTITOUV ATTO TIG YEWMETPIKEG

OlaOTACEIG TTOU TTAPEXEI O KATOOKEUAOTAG.




17.8 Ao@dAeia akoUuoTIKAG £§650U

1)

O popgopetaTpotTéag oicopayikou kabetpa Doppler e€dyel ouvexég oTaTikd kKUpa (CW). ZuveTtwg,
auTh n £€€0dog eival aTaBepr). O1 TiPéG Tl kar MI dev ptmopolv va aAAGEouv aTrd Kavéva XEIPIOTHPIO
OuoTAUATOG TToU gival dlaBéoiyo aTov XpAOTN.

Méow Tou eAéyxou yia 1o €dv TTAnpouUvTal o1 aTTaITiioelg Tou TTpoTUTTou IEC 62359 trpoadiopioTnkav
ol Bepuikoi deikTeg (TI), wg €€ne:

MapdpeTpog TipAR
Oapyu(o'g O¢€ikTNg paAakou 1oTou, TIS, yia TpdTToUg AcIToupyiag 012 + 16%
Xwpig odpwon

O¢epuIkOG deikTNG 00oToU, TIB, yia TPATTOUG ASITOUpYiag Xwpig

GaPWaN 0.94 + 33%

H avagepopevn apBefaidotnta Pacifetar o TuTK aBefaidotnTa  TToAAatTAacialduevn 1T Tov
TTapdyovrta kaAuwng, k=2, mapéyxovtag emiTredo EPTTIOTOOUVNG 95% TTeEpiTTou.

17.9 Tipég

To ouotnua CardioQ-ODM+ &108€T1el TEooEPIg TINEG METPNONG TaxuTtnTag: 50, 100, 200 kai 250 cm/s.
AUTEG €ival 01 OVOUAOTIKEG TIMEG KAl OXETICovTal PE Ta Oedouéva @AoUATOg TTOU gu@avifovrial aTnv
006vn.

17.10 AkpiBela

A

H Aqwn dedopévwy e€aptdTal atrd TNV TOTTOBETNON TOU KABETAPA KAl TNV avaTouia Kal gualoAoyia
TOU a0Bevr). ZUVETTWG, N epunveia egaptaTal Alyotepo ammod TIG ammOAUTEG TIMEG aTTé O,TI OTIG
OUYKPITIKEG HETPAOEIG.

MNa évav owotd euBuypaupiopévo kaBetripa n avdAuon Tng PéTpnong taxutnrag eival 1% Tng
OVOUAOTIKAG TINAG TTApouUg KAigaKag Tou emmIAeypévou eUpous. H xpovikA avaluon givar 6ms, Tou
gival To didoTnua oTo otroio ekTeAouvTal FFT kai evnuepwveTal n 086vn. QoTd00, e UTTOAOYIOHUO TOU
péoou 6pou TTOAAWYV Kapdlakwv TTaAPWY gival TBavA n BeATiwon TG TTapexOdUEVNG avaluong.

AtroBnkevovTal dedouéva TAoNG YE OTABEPES TIMEG KAl N akpiBela TNG eppaviouevng TIUAG Ba eivai
KoAUTEPN aTT6 £1% aT16 TNV EVOEIKTIKA TIUA TTOU EPPavifeTal aTnv 08ovn.

17.11 AmroteAéopara

Ta atroteAéopata Baoifovral atn por| (Doppler):

(6{0)] -kapdiakr Tapoxn (dev eivar d1abéociun oTov TPOTIO  AEITOUPYiaG UOVO  YPOAPUIKWY
pubuiocwv)

SV - OyKOG TTaApoU (dev givail d1aBEaiuog aTov TPOTTO AEITOUpPYiag HOVO YPAUMIKWY pubuicewv)

HR - KapPBIAKOG pUBUOS

MD - atréoTaACN AETITWV

SD - atréoTaACH TTOAPWY

FTc - OlI0pPBWHEVOS XPOVOS PONG

FTp - XpOVOG PONG WG TN MEYIOTN

MA - yéon emiTdyxuvon

PV - MéyloTn TaXUTNTA

Cl -KapdIakog Beiktng (Oev cival dIaBECINOG OTOV TPOTTO A€IToUpyiag HOVO  YPAUUIKWY
pubuiocwv)

SVI -0eikTNG Oykou TTaApoU (dev eival dlaBEéoipog aTov TPOTTO AgiIToupyiag POVO YPAUUIKWY
pubuiocwv)

SvV - dlakUpavon éykou TTaApou (&ev gival d1I00£a1IU0G OTOV TPOTTO AEITOUPYIaG JOVO YPAUUIKWY
pubuiocwv)

SDV - dlakupavon améoTtacng ToAPwy (dev eival dlaBéaiun atov TPOTTO AgiIToupyiag Hovo

YPOUUIKWY puBpicEwy)
PVV - dlakUpavon PEYIOTNG TaXUTATOG



SVR
SVRI
DO,
DOl

SOl

- OUCTNUATIKA ayyelakr avrtiotaon (dev eivar dl1aBE0Iun oTov TPOTIO AgiToupyiag Hovo
YPOUUIKWVY pubuicewv)

-0¢eiKTNG OUOTEUIKNAG ayyelakAg avtioTaong (dev eival d1aBéoipog oTov TPOTTO AgiToupyiag
MOVO YPOAUMIKWV pUBUicEWV)

-Tpoodocia ofuydvou (dev eival Ol10BE0Iun OTOoV TPOTTO ALITOUPYIOG HPOVO YPAUMIKWV
pubpuicswv)

-0¢eikTnNG Tpo@odoaiag ofuyovou (dev eival diaBéoiyog oTov TPOTIO AgiToupyiag povo
YPOUUIKWY pubuicewy)

- O€ikTNG TTapoxnS TTaApou (Oev gival dIaBEaINOG OToV TPOTTO AEITOUPYIOG JOVO YPAUMIKWY
pubpuiccwv)

Ta amroteAéopata Baaifovral oTnVv TTiEoN;:

CcO

SV
HR
Cl

SVi

SwV
SVR
SVRI

PPV
Psys
Pdia
Pmap
BP

-kapdiakr Trapoxn (dev eivar diabéaiun aTov TPOTIO  AEIToupyiag POVO  YPAPMIKWY
pubpuioswv)

- 6ykog TTaApoU (dev gival d1aB£aiuog aTov TPOTTO AEIToupyiag HOVO YPANPIKWY puBuicewy)
- KOPBIOKOG pUBUGG

- Kapdlakdg o&¢iktng (dev eivanl d1aBECIPOG OTOV TPOTTO AsiToupyiag POVO  YPAUMIKWV
pubpuicswv)

- 0¢eikTng Oykou TTaAPOU Bev gival dIABECINOG OToV TPOTTO AEIToupyiag POVOo YPAPMPIKWY
pubpuiccwv)

- dlakUpavon 6ykou TTaApoU

- QUCTNMATIKN ayyElakr] avTiotaon (JOVO yia eVIAAIKES)

- O€iKTNG CUCTNUATIKAG AYYEIAKNG avTioTaons (UOvo yia eVAAIKEG) (Dev gival d1IaB£aIUog oTov
TPOTTO AgiToupyiag puévo ypappikwy pubuicewv) (Baciletar eite atn pon [Doppler] gite otnv
TTieon)

- dlakupavon TTaApou Trieong

- OUGTOAIKA apTNPIOKY TTiECH

- 8100 TOAIKA apTNPIOKH TTiECN

- Méon apTnplaKn TTiEon

- apTNPIOKN TTiEON

Ta amroteAéopata Baaifovral otn por] (Doppler) kai aTnv TTiEoN:

CPO
CPI
Ea

Eadyn

17.12

- kapdloky Tapoxn (dev eival d1aBEaIuOg aTOV TPOTTO A€IToupyiag HOVO YPAUMIKWY
pubpuiccwv)

- 0&ikTNG KAPOIAKAG 10XU0G (dev gival SIABECINOG OTOV TPOTIO AEITOUPYIAG JOVO YPAUMIKWV
pubpuiccwv)

- aptnplokf eAaoTiKOTNTA (Oev gival SlaBéaigog oTov TPOTTO AgiIToupyiag PYOVO YPAPUIKWV
pubpuicswv)

- OuvauIKr aptnpioky eAaCTIKOTNTA (Oev gival dIaBECIYOg aTov TPOTTO AgiToupyiag povo
YPOUUIKWY pubuicewv)

MpwtéKkoAAa RS232

EmmkoivwvnoTe pe Tov avTitpoowTro TnG Deltex Medical Tng TTepIoXNS 0ag yia AETTTOUEPEIEG.

17.13

Mapoxn 10xU0g

ATTaITo€IG 10XU0G: 100 — 240v AC (~) 50 — 60 Hz

60 — 80 VA

Aoc@aAcieg: 2 x 1.6A(T) 250v



17.14 Bon0nTikég ocuvdéoelg

Mn eykekpipéveg ouvdéoelg OTIG BondnTikEG BUPEG UTTOPEI VA ETTNPEACOUV TNV ACQPAAEIA TOU
ac0Bevn. Mnv ouvdéete AAAO €EOTTAIONO EKTOG ATTO 1ATPIKO EOTTAIOUO (0E CUNMOPPWON HE TO

A mpoTtutro IEC 60601-1) oTto cuoTnua CardioQ-ODM+ evw n cuokeun TrapakoAoulnong eivai
ouvledepévn oe évav aoBevh, EKTOG av XPNOIUOTTOIEITAI ATTOJeUKTNG IATPIKOU £§OTTAICUOU
oUpewva pe To TpoTutro IEC 60601-1.

Oupa RS232 - Na ekpépTwon ociplakwyv  Oedouévwy  PeE OUVOECN O€ Wia OUOKeun
TTapakoAoubnong acBevrl 1 Oe TTAPOKAIVIO OIQKOUIOTH TEPMATIKOU yia
NAEKTPOVIKA 1aTpIkG apxeia (EMR).

Oupa USB - Mo TNV ekOpTWON dedOPEVIWIV E XPHON GUOKEUNG atrobrikeuong USB kai Tnv
TTapox} OUVOEDNG e EYKEKPINEVEG CUOKEUEG TNG Deltex Medical.

Oupa dikTUoU - MNa peANovTIKA Xprion.

Oupa ADC - Na ouvdeon oe onpa aptnpiakrg Trieons (ABP), n kAipaka ei06dou TTpéTTel va

eivar 1 Volt avd 100 mmHg, o€ ouvBeTn avtiotaon eic6dou 1 MQ. lNa gu@dvion
TTOPAUETPWY TTIEGNG.
BA. Eikéva 3.1.2.
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ZUHBOAIKG onuadia

>upBouleuteite Ta
OUVOOEUTIKA £yypaga

Tutou BF

>Aua WEEE (EupwTraikn
Odnyia 2002/96/EK)*.
Ymodelkvuel eTTeEEpyaaia
&eExwpIoTd atd Ta KOIVA
amopAnTa Katd Tn AAgn NG
d1dpkelag wRG Tou.
ATTOOTEIPWHEVO ME
aiBuAevoéeidlo

Huepounvia AMjgng: EEEE-MM
Ap1Bu6S Kataldyou

2 €IPIOKOG apIBuoOg

BaBuog mpoaTtaciag ammo
emBAaBn €icodo vepou.

OUupa USB

Oupa RS232

AKPOOEKTNG I00OUVAUIKAG
yeiwong

>nuédI TpocavatoAiopou
OUVOETAPQ KABETH PO
Eg@apupolduevo
evaAAacoodpuevo pelpa
©¢aon evepyoTroinong SIAKOTITN
AeiToupyiag
lMepioTpo@ikd kKouRio
gAéyyou évraong rixou
EUBpaucTo. Na pnv Bpéxetai.
AuTn gival n eTTAvw TTAEUPA.

~ A

l
i
IP20
ADC
N
—
-
@)

O

@

AvaTpé€te oTO gyxeIpidlo odnyiwv

Agv Trepiéxel AaTEE

Conformité Européenne (CE) Znuadi
OUPNOpPWaOnNG pe TNV EupwTraik Odnyia yia
TIG laTPIKEG ZUOKEUEG

Huepounvia Kataokeung
Kwdikdg mapTidag

O¢puokpacia ammobrikeuong

BaBuog mpoaTtagiag atmd otépea EEva
QVTIKEIPEVQ.

©Upa dIKTUOU

Oupa peTaTpoTréa avaAoyikou OruaTog o€
WYnIaKo

EvaAlacoduevo pelpa

AcQaAeieg

Eicodog evaAAaoCOuEVOU PEUPATOG

©¢an atrevepyoTToinong dIAKOTITN
Aeiroupyiag

lMeproTpo@ikd kKouPio eAéyxou

Na unv eravayxpnoiyotroigital. Na xprion
pOvo o€ £vav acBevi.

* Evrég Tng Eupwtraikig ‘Evwong — H vouoBeaia mng E.E., 6TTwg epapudletal atmd kdbe kpdrtog-
MEAOG aTTauTEl TNV EEXWPIOTA aTrépPIYPn TWV OTTORANTWY NAEKTPIKWY Kal NAEKTPOVIKWY TTPOIOVTWV
TTOU QEPOUV QUTAV Tn Cfuavon amd Ta OIKIOKG atroBANTA. Z€ auTd CUYKATOAEYOVTAl N OUOKEUN
TTapakoAoUBnang Kal Ta NAEKTPIKA TTapeAKOEVA, OTTWG TO KaAwdIo PIC kal To KaAwdIo pelpaTog.
MNa mTeAdreg 010 Hvwpévo BaaoiAeio, emkoivwvioTe pe 1o TUAPA e§uttnpétnong TreAatwy tng Deltex
Medical, yia va kavovioete Tnv emoTpo®n. EkT6¢ Tng Eupwtraikng 'Evwong — Av BéAete va
ATTOPPIYETE T XPNOIUOTTOINKEVA NAEKTPIKA KAl NAEKTPOVIKA TTpoiovTa €KTOG TNG EupwTraikng
‘Evwong, €TTIKOIVWVAOTE PE TIG TOTTIKEG ApPXES yIa va BeBaiwBeiTe OTI 0 €EOTTAICNOG dev Ba KATAAREE!
OTA «KAVOVIKAY OIKIOKA aTTORANTA.



17.16 MapeAképeva Kal avTaAAAKTIKG

>uokeun TTapakoAouBnong CardioQ-ODM++
KaAwdio diaouvdeons aabevr
Eyxeipidio Aeitoupyiag
Kivnth Bdon
Kit diacuvdeong kivntig Baong
KaAwdio Tpopodoaiag
KaAwdio pndevikoU povrey RS232 (OQwpakiopévo, puAkoug 3m 1 Aiyotepo) —
Oev TrapéxeTal ato Tnv Deltex
Bpayioveg/Baoeig yia otabud avaiobnoiag GCX (AiatiBevral yia otabuoug GE
kal Draeger) — dev Trapéxovtal atréd Tnv Deltex
KaAwdia ABP
Emkoivwvnorte ue tov avrimpoowrtro 1n¢ Deltex Medical Tn¢ mepioxig 0ag yia AETTTOUEPEIES.

17.17 Ka0@eTrpeg Kal TapeAKOPEVA KABETAPWYV

KaBetrpeg oeipdg DPn 1ng Deltex Medical

Maidikdg kaBetripag Doppler (KDP72) 72 wpwv mng Deltex Medical

KaBetnpeg oeipdg I,n Tng Deltex Medical

2UOKEUN OUYKPATNONG PIVIKOU KABETHpa
Autrd rta oroixeia mapéxoviai o€ OIGPOPES TTOAUCUOKEUAODIES — yId AETTTOUEPEIES,
EMKOIVWVAOTE Ue Tov avTimpoowrro 1n¢ Deltex Medical ¢ mepioxri¢ oag.

17.18 KaAwdia ABP

Kwdiko6g gidoug Mepiypaen
9051-3947 Fukuda Denshi
9051-3949 GE Datex

9051-3950 Philips

9051-3951 Draeger

9051-3952 GE PDM

9051-3953 GE Marquette
9051-3957 GE Datex & Marquette
9051-3958 Spacelabs

9051-3959 Fukuda Denshi
9051-3960 Datascope (Twpa Mindray)
9051-3962 Mindray

9051-3964 Mindray

9051-3965 GE Datex

9051-3966 Nihon Kohden

17.19 HAekTpopayvnTtiki cupBarétnra (HMZ)

To aUotnua ODM éxel oxedlaoTei yia Xprion oTo €TTAYYEAUOTIKO TTEPIBAANOV 1ATPIKAG TTEPIBAAWNG, UE
e€aipeon Toug Xwpoug TTAnaiov TnG aiBoucag TTou gival Bwpakiouévn aTTd PadloouxvoTNTEG EVOG
ouoTtiuatog ME yia atreikévion yayvnTikoU ocuvtoviohoU, 6TTou N évracn Twv TTapeufoAwv EM eival
UWNAR. ZTOUG XWPOUG OTTOU N KUJATOUOP®NA eu@avifeTal cwaTd, ol UTTOAOYI(OUEVES TTAPAUETPOI Ba
BpiokovTal evTOG TNG avapepouevng akpifeiag. To oUoTnPa gival EuaiobBNTO 0€ AEPOUETAPEPOUEVES
TTaPEUPOAEG, €10IKOTEPO EVTOG TNG BIKAG Tou wvng Asitoupyiag. OTTrou n rapepPoAn eTnpeddel Tnv
TOTTOB£TNON OEIKTWYV, N AKPIBEIa TOU CUCTANATOG evOEXETAI va eTTPEGdeTal. AUTO €ival 0a®wWs opaTod
oTnv TTPOROAR TNG KUPATOUOPPNAG, TOGO TN AsiToupyia pog 6o kal atn Asitoupyia HD-ICG. Z1n
AeiToupyia porg, n akpipeia Tou cuoTAuaTog ODM e€apTdrtal amrd TNV TTapakoAoubnon Tng Tpdaoivng
YPOUMAG Kal TRV TOTTOBETNGN TWV BEIKTWYV GTNV apXr, OTO TEAOG KAl GTN PO KOPUPNG, OTTWG
TEPIYPAPETAI ATNV evoTnNTa 7.1. 27N Acimtoupyia HD-ICG, n akpiBeia e€aptdTal atrd TNV KUUATOUMOPPNA
TTOU TTPOKUTITEI KAI TV TOTTOBETNON TWV EYXPWHWY TETPAYWVWY, OTTWG TTEPIYPAPETAI TNV EVOTNTA
10.8.

Av TapartnpnBei B6puBog otnv 00dvn QACPATOG, TOTE WTTOPEITE vO OKOAOUBACETE TO TTAPAKATW
Bruata yia va eEaAeiyeTe i TOUAGXIOTOV VO EVTOTTIOETE TNV TTNYI] TWV TTAPEUPBOAWV:



e ArmevepyoTroiffoTte Tov €EOTTAIOUO TTOU PBpiokeTal SITTAA, ylo va OTTOPMOVWOETE TNV TNy TOu

Bopupou

* EmavaTtomoBetioTte A/kal aAAGETE TOV TTPOCAVATOAIGUO TOU €EOTTAICUOU TTOU €TTNEEACEI, Qv
gival duvatov
e AutAote Tnv améoTaon avaueca oto cuoTtnua CardioQ-ODM+ kai otov €€otrAioud TToUu
eTnPEeddlel 600 yiveTal TTEPICOOTEPO
e O1 mapepPoAég ptTopei va yeTadidovtal HEow Tou SIKTUOU PEUATOG, ETTOPEVWG, ETTAVACUVOEDTE
10 oUoTnua CardioQ-ODM+ ae dAAN TTpica, yia va SIaTTIOTWOETE av aAAdEel n KatdaoTaon
*  2UVvOEOTE TO ONUEIO I00OUVANIKAG YEIWONG O€ MIA TOTTIKA Yeiwaon.

Ba xpnaoiyoTroinBei.

Av gival duvatdv, 1o ouotnua CardioQ-ODM+ dev mpétrel va Bpioketal SiTTAa i TTAvw aT1rd GAAo
ecomAioyd. Qaotdéoo, av kATl TETOIO KpiveTal armmapaitnto, 10 ouotnua CardioQ-ODM+ Tmpétel va
ETTITNPEITAI, TTPOKEINEVOU VA BIACPANICTEI N KAVOVIKR AsiIToupyia Tou pe Tn dilaudppwaon Pe TV oTroia

MNa TNV amouyrn auénuévwy eKTTOUTTWV A PEIWPEVNG aTpwaiag Tou cuaTtriuaTtog CardioQ-ODM+,
XPNOIUOTTOIEITE HOVO TA TTAPEAKOUEVA KAl TA TTEPIPEPEIAKA TTOU ouvioTd N Deltex Medical.

O 1a1pIKGC NAEKTPIKOS EOTTAIOUOS amTaiTel €IOIKES TTPOQUAGEEIC axeTIKG e Tnv HMZ, kai mpémer va
eykabioraral kai va TiBeTal o Asiroupyia auupwva ue TS TTANPo@opics yia tnv HMZ mou mapéyovrai
OTa OUVOOEUTIKA Eyypaga.

17.20

ARAWON TOU KATOOKEUAOTN

To oUoTtnua CardioQ-ODM+ 1rpoopileTal yia XpAon o€ NAEKTPOPAYVNTIKO TTEPIBAAAOV OTTWG AUTO TTOU
TTEPIYPAPETAI OTOUG TTivaKeS 1, 2, 3 & 4.

Mivakag 1. Odnyieg Kal SRAWON KATAOKEUNOTH — NAEKTPOUAYVNTIKEG EKTTOUTTEG.

To ouotnua CardioQ-ODM+ TTpoopileTal yia Xpron oTo nAekTpopayvnTikG TTepIBAAAoV TTou kaBopileTal

TTOPAKATW.

O TeAdTnG ) 0 xpnoTtng Tou oucoTApatog CardioQ-ODM+ trpétrel va dlac@alioel OTI XpNOIYOTIOIEITAlI O€

TETOIO TTEPIBAAAOV.

AOKIUN EKTTOUTTWV 2uppbépowon HAekTpopayvnTikd TTEPIBAAAOV - 0dnyieg
To ouoTnua CardioQ-ODM=+( xpnoiyoTtrolei evépyeia RF uyoévo yia
Ekmroutréc RF Ouéda 1 TNV €OWTEPIKA TOU AEIToupyia. ZUVETTWG, 01 PadloouxvOTNTEG
CISPR 11 Haoa TTOU  EKTTEUTTEl  €ival  TTOAU  XAuNAEG Kol dev  TTPOKAAOUV
TTOPEUPBOAEG O€ TTAPAKEIUEVO NAEKTPOVIKO €EOTTAIOUO.
H CardioQ-ODM+“ Trpémel va EeKTEPTIEl NAEKTPOMAYVNTIKA
, EVEPYEIQ, TTPOKEINEVOU VO EKTEAETEI TR AEITOUPYia yIa TNV oTroia
Ouada 1 TTpoopideTal.  Evdéxetal va  emnNpeacTei O NAEKTPOVIKOG
e€0TTAIOPOG TTOU BpiokeTal TTANCioOV.
Ektroutéc RF . ZHMEIQXH: Ta XapakTnpIoTIKA EKTTOPTIWY auToU TOU
CISPR 11 Katnyopia A €E0TTAICOU TOV KaBIoTOUV KATAAANAO yia XpAon o€
. . Biounxavikég Tepioxég kal voookoueia (CISPR 11 katnyopia A).
APHOVIKEG EKTTONTTEG KaTnyopia A Av xpnoiuotroindei og TePIBAMOV KATOIKIAC (VIO TO OTT0I0
IEC 61000-3-2 amraiteital kavovikd CISPR 11 katnyopiag B) autég
Alakupdvaoeig 0 €COTTAIONOG EVOEXETAI VO UNV TTPOCPEPEI ETTAPKI TTPOCTATIA
TACEIG/EKTTOUTTEG S UULOPPWVETA OTIG UTTNPETIiES ETTIKOIVWVIAG padloguxvoTthTwy. O XxpAoTNG
QAVOAQUTTWOV eVOEXETAI VA XPEIOOTEI va AGBEl HETPO PETPIOOHOU, OTTWG N
IEC 61000-3-3 £TAvVATOTTO0ETNON ] 0 ETTAVATTPOCAVATOAIGUOG TOU £EOTTAIGHOU.

CardioQ ODM+ xwpig kéupo
CardioQ ODM+ pe k6ppo



Mivakag 2. Odnyigg ka1 SAAWON KATAOKEUACTH — NAEKTPOMAYVNTIKA ATpWGCia.

To oguotnua CardioQ-ODM+ 1rpoopileTal yia xprion oTo nAeKTpouayvnTike TTEPIBAAAOV TTou KaBopileTal

TTOPAKATW.

O TeAdTng 1) 0 Xpriotng Tou cucoTAuartog CardioQ-ODM+ trpétrel va dlac@alioel 0TI XpNOIYOTIOIEITAlI €

TET010 TTEPIBAAAOV

A , . IEC 60601 Eritredo HAekTpopayvnTikG TTEPIBAAAOY -
OKIUN aTpwalas Emiredo dokiung OUPNOPPWONG odnyieg
Ta Oodmeda Tpémel  va  gival
. KaTaokeuaopéva — amd  EUAo,
HAekTpooTarikn TOIMEVTO 1] KEPAUIKA TTAOKAKIA. AV
ekkévwon (ESD) + 8 kV emTagn + 8 kV emTagn Ta TaT@Ouata  eival KG)\U|J|J'%'ZVG
+15kV agpa +15kV agpa atmd OuvOeTIKO UAIKO, N OXETIKA
IEC 61000-4-2 g . ’ .
uypagia  TTpETEl va  gival
TouAdyioTov a1o 30%.
Tayeia NAEKTPIKA | + 2 kV yia ypauuég | = 2 kV yia ypaupég | H moiétnta Tou pedparog dikTuou
pETARaon/pimmn TTapoxng 10XU0G TTapPoOX S 10X00C TIPETTEI VA €ival QUTH EVOS TUTTIKOU
+1kV yia + 1 kV yia ypaupég | EMTTOPIKOU I} VOOOKOMEIOKOU
IEC 61000-4-4 ypqppg’g g|o’é§ou/g§é§ou 'ITEpIB('X)\)\OVTOQ.
€10660u/e€E6S0U
YmépTaon + 1 kV dagopiki |+ 1 kV Siagopikr | H Toidtnta Tou pedparog SikTiou
AeiToupyia Aeimoupyia TIPETTEI VA €ival AuTh £vOg TUTTIKOU
IEC 61000-4-5 + 2 kV kovi + 2 kV ko | EMTIOPIKOU I} VOOOKOWEIOKOU
AeiToupyia AeiToupyia mePIBAAAovTOG.
Bubioeig Tdoelg, | <5% Ug <5% U+ H 1To16TnTa TOU pEUpaTog SIKTUOU
guvtopeg  dlokoTiéG | (95% BuBion og Ut (95% BuBion oe Ut TIPETTEI VA €ival AuTh £vOg TUTTIKOU
Kal dlakupavoeig | yia 0,5 KUkAo) yia 0,5 KUkAo) eumropiIkKOU ] VOOOKOWMEIOKOU

Tdong OTIC YPOUUEG
€10000U TTapoxXNAg
I0XU0G

IEC 61000-4-11

40% Ut
(60% pUBIon o€ Ut
yia 5 KUKAOUG)

70% Uy
(30% puBIon og Uy
yia 25 KUKAoug)

<5% U+
(>95% BuBion og Ut
yia 5 deutepdAeTTTA)

40% Ut
(60% pUBIon og Ut
yia 5 KUKAOUG)

70% Uy
(30% puUBIoNn o¢ Ut
yia 25 KUKAoug)

<5% U+
(>95% Bubion og Ut
yia 5 deutepOAeTTTA)

TEPIBAAAOVTOG. AV O XPAOTNG TOU
OUOTAUATOG CardioQ-ODM+
€mMOuEi TN cuvexn AsiIToupyia Tou
Tapd TIG OIAKOTTEG  PEUPATOG
OIKTUOU, ouVIOTATAI N TPOYOdOUia
Tou CardioQ-ODM+ va yivertal
Méow evog OUOTHUATOG
adIGAeITTNG TTaPOXNG PEUPATOG
(UPS) | piag pmratapiag.

ZuxvortnTta 10X0U0G
(50/60 Hz) payvnTiko
medio

IEC 61000-4-8

30 A/m

30 A/m

Ta payvnTmik@ media ouxvoTnTag
I0XU0G TTPETTEI VA KUPaivovTal aTa
€TTiTTEdA MIOG TUTTIKAG TOTTOBEGIOg
oc  éva TUTTIKO €uTTOPIKO N
VOOOKOMEIAKO TTEPIBAAAOV.

SHMEIQZH: H miyn Ut gival n Tdon diIkTUou evaAAACCOUEVOU PEUUATOG TIPIV ATTO TNV EQAPMOYT] ETTITTEOOU

OOKIUAG.




Mivakag 3.08nyigg kol SAAWON KATAOKEUAOTH — NAEKTPOUAYVNTIKI ATpWoia.

To ouoTtnua CardioQ-ODM+ 1rpoopileTal yia xprion oTo nAekTpopayvnTiké TTEPIBAAAOV TTOU KaBopileTal
TTOPAKATW.

O meAdTNg R 0 XpNoTng Tou cucoTAuartog CardioQ-ODM+ Trpétrel va dlac@aAigel OTI XPNOIPOTIOIEITAlI €
TETOI0 TTEPIBAAAOV

IEC 60601 Emimredo

Aokipn atpwaiag Emimredo dokiyng | ouppdpewong

HAekTpouayvnTikd TTEPIBAAAOV - 0dnyieg

Tuxév  @opnTd¢  Kal  KIvNTOG  €EOTTAIOHOG
emKoIvwviag e padloouxvotntes (RF) dev mrpétrel
va XPNOIUOTTOIEITAI TTIO KOVTA O€ Kavéva PEPOG TOU
OUQTAMATOG CardioQ-ODM+,
oupTrepIAaUBavouévwy  Twv  KaAwdiwy, atmdé Tn
ouvIoTwWPEVN  amméoTacn  dIaXwpPIoPoU  TTou
utroAoyiCetanl Bdoel TNG KAtdAAnAng eicwaong yia
TN OUXVOTNTA TOU TTOUTTOU.

RF &1 aywyiyétnrag | 3 Vrms 3V 2UVIOTWHEVN atTéoTaon dlaXwpPIoUOU.
IEC 61000-4-6 150 kHz £wg 80
MHz d=1,2.
RF &' akTtivoBoAiag
IEC 61000-4-3 3V/m 3V/m
80 MHz fwg 2,5 d = 1,2vP 80 MHz éw¢ 800 MHz.
GHz

d = 2,3vP 800 MHz éw¢ 2,5 GHz

oémou P gival n PEYIOTN OVOUOOTIKA 10XUG €€600U
Tou TrouToU o¢ watt (W) olpgwva pe TOv
KATAOKEUAOT Tou TroutmoU kol d  €ivar n
OUVIOTWWEVN ammooTaon Olaxwpliopol oe WPETPA
(m).

O1 Tiyég 10xU0G amd oTaBepols TTouTolg RF,
OTTWG  KaBopifeTal Ol  MIO  NAEKTPOPAYVNTIKN
emToma  emBewpnon®, BOa TPémEl va  Eival
MIKPOTEPEG OTTO TO ETTITTESO CUUUOPPWONG OE KABE
€Upog cuxvow']vaB.

Mrropei va TTpokUyouv TTapePPOAEG KovTd aTov
eCOTTAIOUO TTOU QEPEl WG Oravon TO TTAPAKATW
oUupoAo:

<<<i>>>

HMEIQZH 1: Z1a 80 MHz ka1 ota 800 MHz, 1oxU€l To upnASTEPO £UPOG GUXVOTATWV.
SHMEIQZH 2: O1 0dnyieg auTég evOEXETAI va PNV I0XUOUV O€ OAEG TIG TTEPITITWOEIS. H nAekTpopayvnTIKA
O1Gdoan etrnpeddeTal atrd TNV aTTOPPOPNCN Kal TV avTavakAaon atrd KTipia, avTIKEJEVA Kal avOpwITouG.

“ O1 Tipég 10x00¢ Tediou aTTé OTABEPOUG TTOPTIOUG, OTTWS OTABUOI BAONS TNAEPWVWY PABIOETTIKOIVWVIOS
(KUuyeNkwv/aoUpuaTwy)  Kal  ETYEIWY  QOPNTWY  TNAEQPWVWY,  EPACITEXVIKWY  PABIOEKTTOUTTIWV,
PAdIOQPWVIKWYV EKTTOUTTWV AM kai FM Kkal TNAEOTITIKWV EKTTOUTIWV Oegv UTTOPOUV va TTPoRAe@Bolv
BewpnTikG pe akpifeia. MNa va ekmiunBei 10 nAekTpouayvnTikG TTEPIBAAAOV €€aiTiag OTABEPWY TTOUTTWV
PAdIOCUXVOTATWY, Ba TTPETTEl va €EETOOTEI TO evOEXOUEVO OIEEAYWYNAGS MIAG ETTITOTTIAS NAEKTPOUAYVNTIKNG
MEAETNG. Av n 10XUG Tou Trediou Tou Ba peTpnBei oTo onueio émou Ba xpnoiygotroinBei To ouoThua
CardioQ-ODM+ uTtrepBaivel To avtioTolXO €TITTEO0 CUPPOPPWONG PAdIOTUXVOTNTAG TTAPATTAvW, TO
ouoTnua CardioQ-ODM+ Ba TpETTel va TTapaTtnpeiTal Kal va eTaAnBeleTal n Kavovikr Aeiroupyia Tou. Av
TapatnenBei aguoikn atédoon, iowg xpelaoTtei va An@Bolv TpooBeta péTpa, OTTWG N aAAayn
TTpooavaTtoAIopoU Kal B€ong Tou cuaTrpaTog CardioQ-ODM+.

®lMa 1o eupog auyvoTATwyY 150 kHz ¢wg 80 MHz, o1 Tipég 1oxU0¢ TTediou TTPETTEN va gival HIKPOTEPES aTTd 3
Vim.




Mivakag 4: Mpodiaypagég dokiuAg yia ATPQZIA OYPAX MEPIBAHMATOZXZ yia Tov
€§OTTAIONO AOUPMATNG ETTIKOIVWVIAG PASIOCUXVOTHTWY

2uxvotnTa SoKIuNG | Zwvn . EMIMNEAO AOKIMHZ
(MHz) (MHz) Ymnpeoia ATPQSIAZ
385 380 - 390 TETRA 400 27
GMRS 460,
450 430 - 470 FRS 460 28
710
745 704 - 787 LTE Zdvn 13, 17 9
780
810 GSM 800/900,
TETRA 800,
870 800 - 960 iDEN 820, 28
CDMA 850,
930 LTE Zévn 5
GSM 1800,
1720 CDMA 1900,
GSM 1900,
1845 1700 - 1990 DECT. 28
LTE Zdwvn 1,3,
1970 4,25, UMTS
Bluetooth,
WLAN,
2450 2400 - 2570 802.11 blg/n, 28
RFID 2450,
LTE Zwvn 7
5240
5500 5100 - 5800 WLAN 802.11 a/n 9
5785

MPOEIAOMNOIHZH: O @opnT6¢ ££OTTAICHOG PadIOCUXVOTHTWY (CUUTTEPIAAUBAVOUEVWV
TTEPIPEPEIAKWV OTTWGS KAAWDIA KEPAIOG KAl EEWTEPIKES KEPAIES) Ba TTPETTEI va XPNOIMOTIOIEITAI O€
atmoéaTaon Ox1 MIKpoTepn atrd 30 cm (12 ivioeg) atrd oTroI0dNTTOTE JEPOG TOU CUCTANATOG
ODM, cuputrepihauBavouévwy Twyv KaAwdiwyv TTou TTpoadiopifovTtal ammd Tn Deltex Medical.
Ala@OopeTIKA, Ba UTTOpOoUCE va TTPOKUWEI PeEiwan TNG atrddoong autoU Tou eEOTTAIGUOU.




18. KaBapiouog, cuvripnon Kai eyyunon

18.1 Ka@apiopog cuokeung mapakoAoubnong

H Deltex Medical cuviotd kaBapioud Tou cuaTtAuatog CardioQ-ODM+ TouAdyioTov pia @opd 1O
unva. Evoéxetal va xpeialetal va KabapifeTe Tn OUCOKEUR TTapaKoAoUBNnong ouxvotepa, avaioya
Me TO TreEPIBAAAOV OTO oOTroio Xpnolgotroicital. TPETTEl va  ATTeEVEPYOTIOIEITE TN OUOKEUN
TTaPAKOAOUBNONG Kal VO GTTOCUVOEETE TO KAAWDIO TpoPodoaiag TTpIv atré Tov KaBapIiouo.

H Deltex Medical ouvioTtd o kabapioudg Tou cuoTiuartog CardioQ-ODM+ va yivetal pe diGAupa
utroxAwpiwdoug vatpiou 1% (Milton - 10,000ppm). Oa TTpETTEl VA XPNOIUOTTOIEITAI éva UOAAKO,
UYPANEVO TTAVI.

MNa Tov KaBapiopod NG 086vNG Ba TTPETTEI VO XPNOIKOTTOIEITE £va JOAAKO TTavi TToU €XETE BPEEEl pE
10 SIGAUPA YIO TNV ATTOQUYT auuXwV. Mnv xpnoipoTroleite DIGAUTEG 1] KABAPIOTIKA TTOU TTEPIEXOUV
OlaAUTEG. XpeldleTal TTpoooxy WaTe va pnv €10€A0gl uypd didAupa kaBapiopou evidg Tng
OUOKEUNG TTapakoAouBnong.

MNa Tov KaBapioud Tou TEPIBAAUATOG TNG CUOKEUNG TTAPAKOAOUBNONG, CUUTTEPIAGUBAVOUEVWY
TOU TTiOW TTIVAKQ, TWV TTEPICTPOPIKWY KOMPBiIWVY KAl TwV KOUMTTIWY, JTTOPEITE VA XPNOIKNOTIOINCETE
€va PJOAaKO TTavi TTou €xeTe Bpé€el pe 1o didAupa. Aev TTPETTEI va XpnaoldoTToleite dIaAuTeg. Na

@ €ioTe TTPOOEKTIKOI OTaV KaBaAPIleTe TIG OTTEG £€aEPIOUOU, ATTOPEUYOVTAG TNV EI0POA UYPWYV OTn
pHovada. Xpelaletal TTPOOOX WOTE VE PNV €10€ABel uypd OTIG UTTOOOXEG OUVOECUWY. Mnv
BuBiCeTe TN ouokeur TTapakoAoUBNoNG o€ UypO KAl PNV ETTITPETTETE TNV €10pOK UypoU OE AUTHvY,
OTTWG AAAWOTE 10XUEN YIA OTTOIOVONTTOTE NAEKTPOVIKSO EEOTTAICHO.

Mrtropeite va kaBapioete T0 KOAWdIO dlooUvdeonG acBevoug Pe €va POAAKO TTavi TTOU €XETE
Bpé€el pe To dIGAUPa KaBapiouoU. Ze Kapia TTepITTwaon Ogv TIPETTEl TA AKPA TOU KaAwdiou va
BuBioTtolv oTo OiGAupa. H Deltex Medical dev ouvioTd Tnv QTTOCTEIPWON TNG CUCKEUNG
TTapakoAouBnaong f Tou KaAwdiou.

18.2 ZuvtApnon pouTivag

H ouvtipnon pourtivag tou cuotiuatog CardioQP-ODM Ttrepiopiletal otov KaBapiopyd Ommwg
TTEPIYPAPNKE TTAPATIAVW KOl OTOV EAEYXO TWV KOAWIWV Kal Twv CUVOETHpWY yia ¢Bopd n
BA&BN. H Deltex Medical ouvioTd €Aeyxo Twv KaAwdiwv TouAdxioTov pia gopd 1o uAva. Autd Ta
KOAWBIO Kal Ol CUVOETHPEG TTPETTEI va avTIKaBioTavTtal, av dIaTTioTwOEl OTI pEpouv TUXOV PWYUEG,
0l OTTOiEG Ba £TTETPETTAV TNV €I0000 AYWYINWY UYPWV.

18.3 Emiokeuég, oépfig kal BaBuovopnon

H ouokeun TTapakoAouBnong dev xpeldletal TakTikO oépfig ) BaBuovounaon, waTtoéco, n Deltex
Medical cuvioTd évav TTPOYPAPUATICUEVO, ETAOIO EAEYXO TTPOANTITIKNG ouvThpnong. MTropeite va
KavovioeTe autdv Tov €Aeyxo atreuBeiog pe Tnv Deltex Medical 1 pe évav amd Toug
QVTITIPOCWTTOUG TNG.

H Deltex Medical d1aBéTtel TTOMITIKR) €TTIOTPOQPNG OTOV KOTOOKEUAOTH YIa ETTIOKEUN 1 dlEvEpyEia
oépPig. QoTdoo diatiBeTal €TTioNG eKTTAIdEUCN OTO CEPPIG KAl OTIG ETTIOKEVEG. ETTIKOIVWVACTE IE

@ Tov avrimpoowrtro 1n¢ Deltex Medical Tng mepIOXNS 0a¢ yIa ASTITOUEPEIES.

H Deltex Medical @éper Tnv €uBOvVN yia TNV ao@aAgia, TNV agloTTioTia Kal TNV ammddoon autou Tou

€EOTTAIOOU Povo av:

e OI TTPOCAPPOYEG, TPOTTOTTOINCEIG ] ETTIOKEUEG EKTEAOUVTAI POVO aATTO €EOUCIODOTNUEVOUG
TeXVIKOUG TNG Deltex Medical.

o OAgg ol epyaaieg TpaypaToTTolouvTal CUPNQWVA PE TO £yXEIpidlo a€pPIC.

o H nAekTpIK] TTOPOXH] OTO ONUEI0 XPNONG OCUPMOPQWVETAl HE TIGC KOTAAANAEG TOTTIKEG
ATTAITACEIG KAl BPIOKETAI EVTOG TWV TTPOdIAYPAPWY TG CUCKEURG TTAPaKoAoUBnaong.

e H ouokeurp TTapakoAoUuBnaong xenOIYOTIOIEITal CUUQWVA HE TIG 0dnyieg xpnong Trou
TTapaTiOevTal o auTtd To €yXEIPIBIO AsiToupyiag.



18.4 Eyyunon

H eyyunon KaAUTITEl TIG YEVIKEG ETTIOKEUEG Kal TO OEPPIG, eV 1I0XUEI YIa Eva £€TOG ATTO TNV NPEPOMNVia
ayopds. Alao@alilel 6T To av ouotnua CardioQ-ODM+ Trapoucidoel TpoRAnpa, autd Ba
QATTOKATOOTAOEI TO CUVTOPOTEPO BUVATO UE TNV EAAXIOTN AVOOTATWON.

21N ouuBacn mepIAapBavovTal OAa Ta £€0da yia avTaAAOKTIKA, EPYATIKA, CUCKEUATIa KAl HETAPOPA.
E€aipoUvTal ol €MOKEUEG TTOU aTTaiToUvVTal AGyw aTTWAEIaG 1 ekouaiag BAGRNG.

EmikoivwvroTe pe Tnv Deltex Medical Ltd kai 6a cag diateBei éva daveikd auoTnua CardioQ-ODM+
TO GUVTOPOTEPO dUVATO. Z€ TTEPITITWAN TTOU 0 £EO0TTAICUOG TTAPOUCIACEl TO iDI0 TPAAUQ TPEIG POPES
péoa oTov TTPWTO XPOvo Acitoupyiag, Ba avtikataotabei pe éva véo aguotnua CardioQ-ODM+. H
>Uupacn ouvtpnong PTTOPEN va eTTeKTABE HETE TO TTPWTO £TOG TNG £yyUNnong. EmikoivwvhAoTe pe Tov
avTimpéowTro TnG Deltex Medical Tng TepIOXNG 0aG yIA TTEPIOOOTEPEG AETITOUEPEIEG.



	Blank Page



