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EAAHNIKH AHMOKPATIA
EONIKO KENTPO ANOKATAZTAZHZ

16

rPA®EIO MPOMHOEIQN ANAPTHTEA ZTO AIAAIKTYO
A.®UAr¢ 8" otdon & ZTT. OoAdyou 1 APIOMOZ AIAKHPYZHZ
IAION T.K. 13122 9/2016

MAnpo@opieg: EmTpotrakng Mewpylog
TnA. 213 2015353, @ag 213 2015348

ekanrom1@eka-hnsn ar

NMPOMHOEIA ZYZTHMATOXZ HAEKTPOMYOI'PA®IAZ I'lA TO EKA
Miotwon 18.600,00 € pe ®MNA

MpokiRpu¢n TTPOXEIPOU HEIOSOTIKOU SloywVIGHOU
‘Exovtag umown Tnv Keipevn NopoBeoia kai mnv amégacn A 09/08-03-2016, 8¢éua 360,

TIPOKNPUCCOUNE TTPOXEIPO DIAYWVIOHO, WE KPITAPIO KATAKUPWONG TN XAPNASTEPN TIUA, Yia Thv
avadeign avaddxou Tou we avw £pyou.

| APOPO 1. ZYNOITIKA ZTOIXEIA TOY AIArQNIZMOY

AvaBéTouoa apxn EONIKO KENTPO AMNOKATAZTAZHZ (EKA)
Eidog diaywviopou Mpdxeipog
KpITiplo KaTakupwong XaunAoTepn TIUN

Terdptn, 13-07-2016, wpa 11:00, 010 TTPWTOKOAAO

KaraBean TTpoogopiv £wg Tou EBvikoU Kévtpou AtrokaraoTaong

Huepopnvia dievépyelag TerdpTn, 13-07-2016, wpa 12:00
T6TIOC SIEVEOVEID AiBouaa AloiknTikoU ZupBouliou

s pyelas EBvikou Kévrpou AtrokardoTtaong
loxUg TTpoCcPOopwWV 60 NuePOAOYIOKES NUEPES

A&10A6ynon SIKAIOAOYNTIKWY GUHHETOXNAG, TEXVIKWYV KOl OIKOVOUIKWV
MPOCPOoPWYV o€ éva oTAdIO

| APOPO 2. TEXNIKEZ NMPOAIAIPA®EZ

1)Na eival ouyxpovng TeXvoAoyiag Tpiwv (3) TOUAAGXIOTOV KavVaAiwVv Pe TTOAUOTTAOTO Bpayiova
OTAPIENG TWV EVIOXUTWV Kal va QEPETAl OE EPYOOTAOIOKA TpoxnAarn Paon oTifapng
KATOOKEUNG.

2)Na mAnpei Ta EupwTtraikd kol d1eBvry standards aoc@oAgiag kair va dio8éter CE Mark
TNOTOTTOINUEVO ATTO ETTICNUO POPEQ.

3)Na diab<Tel mpoypdupata HAekTpopuoypagiag, AywyAg vEUPOU Kal TTPOKANTWY AUVOUIKWY
O0TTwG : Standard EMG,KivnTikr¢ Taxutntag Aywyng Neupou (MNC), AIoBNnTIKAG TaxuTnTOg
Aywyng Neupou (SNC), F-Wave, MEP, H-Reflex, Blink Reflex, Decrement test,
Sympathetic Skin Response (SSR), ZwpaTtoaioOnTIKWV TTPoKANTWY Auvapikwy (SEP).
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4)Na d108€Tel TouAdxioToV TPEIG (3) EVIOXUTEG WE euaioBnaia €10000u (sensitivity) oe kAipaka
atmd <0.7uV/Div éwg >20mV/Div, CMRR amoppiyn 8opufou >120dB, otdBun Bopufou
<0.5 PV rms kKaBwg Kal GIATPA UYNAWY Kal XOUNAWY CUXVOTATWY OTNV €upuTEPn duvartr
KAipaka. Na avagépovTal TTpoKEINEVOU va agloAoynBouv.

5)Na diaBéter yneiakr yetatpotr ue A/D petatpotrég 16 bits o€ OAa Ta KavaAia.

6)Na ouvodeletal atrd 1oxupd H/Y,000vn TouAdxiotov 1977 | EyXPWHO EKTUTTWTA UWNANG
avaAuong, Aeitoupyiké WINDOWS 7.

7)Na diaBétel ouyxpovo cuoTtnua diaxeipiong Bdong dedouévwy Twv acBevwy (SQI database)
ME duvaToTnTa €TMAOYNS TNG YAWOOOG TOU TTPOYPANPaTOg O0Ta EAANVIKG Kal avakAnong
TWV ApXEiWV €iTe JECW dNUOYPAPIKWY OTOIXEIWV TOU acOeVOUG €iTE PE AECEIG KKAEIDIGN.

8)Na TTapéxel Tn duvatdTnTa dnuioupyiag TTOAAWY PovTéAwv dlayvwaoTikoU Report ye mTpo-
gloayopeva Ta Bacikd oToixeia. O1 KEIPEVOYPAPOI va eVEPYOTTOIOUVTAl APECT XWPIG va
atraiteital N €000¢ atrd 10 AoyIoUIKG KaTaypagig onudtwy HMI .

9)Na d108£Tel duvaTtdTnTa avaBABuIonNg WOTE va eTMTUYXAVETAl N 8Ia0UVOECT CUCTNUATWY
(evotroinon pe latpikd ®akeAo Yyeiag ) pEow dIEBVWG avayvwpIoPEVWY TTPOTUTTWV.

10) To TTPOYpAPUa aywyng velupou va TTapéXEl TR duvaTtdTNTa TAUTOXPOVNG KATAYPOPAG
KIVNTIKWV KOl Q100nTIKWY TAXUTATWY O€ MIa 0Bovn Kal o ammepIOpIoTo  apiBuo
eCeTalOpevwy onueiwv Kabwg kal Tn duvaTdTNTa TAUTOXPOVNG GUYKPIONG IXVWYV (traces)
METOEU aploTEPAG Kal BEEIAG TTAEUPAG.

11) Emiong va mrapéxel Tn duvatoTnTa atmmobrkeuong atmepiopioTou apiBuou Ixvwy (traces) yia
KaBe efetalduevo onueio kabwg kal TN duvaTtdTNTa €U@AVIONG Kal  oUyKpIong
ATTEPIOPIOTOU ApPIBUOU IXVWYV (traces) o€ pia 084vn.

12)Na Ttapéxel TéAog Tn Oduvardtnta ammoBbrkeuong kKal avarmmapaywyns HMI/pagikwy
ONMATWY Kal AXOU € TIPAYMATIKO Xpovo (Save Live) atrepidopioTng dIGpKEIag.

13) Na mrpoc@épeTtal e €va TTANPEG TTAKETO KaAwDiwy, BeEAOVOEIdWV NAEKTPOdIWV KaBwg Kal
AOITTWOV avaAWoIdwY UAIKWVY yia TTARPN AsiToupyia.

B" 'ENIKA

1) Na mmapéxetal eyyunon KaAAg Asitoupyiag TouAdxioTov yia duo (2) €Tn (aTTd TNV TTOCOTIKN
Kal TTol0TIKA TTapaAafr) Tou o€ TTAAPN Aesitoupyia) kai €yypagn dnAwon Tou VOUIPOU
EKTTPOCWTIOU TOU KATOOKEUAGOTIKOU oikou, OTI  avaAauBdver Tnv déaueuan yia didbsan
QvTOAAOKTIKWY OUVOAIK& yia &éka (10) xpdvia yia ouvéxion Tng O1dBeong Twv
QVTOAAGKTIKWY OTNV avabBEéTouca apxr, O€ TTEPITITWON TTOU O TTPONNBEUTAC TTaYel va
€ival 0 avTITTPOOWTTOG TOU KATOOKEUAOTIKOU 0ikou oTnv EAAGDQ N O¢ TTEPITITWON TTOU O
TIPOUNBEUTAG TTAWEI VA UPIoTATAI WG ETTIXEIPNON.

2) Na mTAnpei 0Aeg TIg eupwTTaikES TTPOdIaYPAPES aopaleiag kal va  d1aBétel CEMARK .Na
olatiBeTal ammd avTirpdowTro TTou d1aBéTel moToTtroinon 1ISO 9001: 2000 kai ISO 13485 :
2003 oupowva pe Tnv Y.A AY86/1348/04 1ou agopd oTtn dlakivnon Kal TNV TEXVIKN
UTTOOTAPIEN I0TPOTEXVOAOYIKWY TTPOIOVTWV.

3) Na ouvodeleTal amd TTANPEG ETTIONUO, €YXEIPIOIO XPONG TOU KATAOKEUAOTIKOU OiKOU
otnv EAAnvIKA n AyyAikf yA\wooa (USER MANUAL).

4) O avadoxog va d1aBETel eTTapkeéG TeXVIKO MPOoWTTIKG, EKTTAIDEUUEVO KOl TTIOTOTTOINUEVO
atré TNV KataokeudoTpia ETaipeia ( yia TIG CUYKEKPINEVEG CUOKEUEG TTOU TTPOCPEPEI), TO
o1Toi0 Kal Ba ava@épel avaAuTIKa KaBwg Kal Ba TTPooKopioel OAQ €KEiVa TA OTTOBEIKTIKA
OTOIXEIO ava@OpPIKA JE TNV EKTTAIOEUCN TOUG KAl TNV TTIOTOTTOINGN TOUG.

5) Ol diaywvigéuevor Ba dnAwvouv pntd OTIC TTPOCYPOPEG TOug, OTI avaAaupdavouv Tnv
uTTOXPEWON EKTTAIOEUCN TOU TTPOOWTTIKOU Tou NOOOKOUEIOU (XEIPIOTEG, 1ATPOI).

6) ZTnv TPOCYOoPd va UTTAPXEl QUAAO CUUHOPQWONG TTPOG OAEG TIC TTPOdIAYPAPEG UE TN
oglpd TTou {nTouvTal KAl VO TEKUNPIOVOVTAI HE CAQEIC TTOPATIOPTTEG OTA ETTICNUA
QUAAGDIO (prospectus) TNG KATAOKEUAOTPIOG ETAIPEIOG.

| APOPO 3. AIAPKEIA

H didpkeia Twv cupPaocewyv TpounBeiag opidetal o ENA (1) MHNA, evtog Tou otroiou Ba yivel n
TTapadoaon TWV TTPOG TTPOMNBEIa EIBWV.
2
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PEPROTOVIBIDFAT 20T 60T Fpem amua Tou avadoxou.

| APOPO 4. AIKAIQMA ZYMMETOXHZ

AIKaiwpa CUPMETOXAG €XOUV QUOIKG 1 VOMIKG TTpoowTta Onuociou 1 181wTIKOU OIKaiou,
OUVETAIPICWOI, CUPTTPAELEIG, KOIVOTTPOEIEG KAl EVWOEIS QUOIKWY A/KAI VOUIKWY TTPOCWTIWY TNG
NUEDATTAG | aANODATIAG, TTOU WPTTOPOUV va aTrodeiouv pe KABe TTpdo@opo TPOTTO OTI £XOUV
yVwaon Kail TrEipa Tou avTIKEIMEVOU Tou SlaywVIoHoU.

APOPO 5. EMIKOINQNIA ME THN ANAGETOYZA APXH

H ypatth emKkoivwyvia Tng avaBEéToucag apxng ME TOUG CUMMETEXOVTEG YiVETAl VOMINWG OTNV
Taxudpouik d1elBuvon f oto @ag 1 oTo e-mail TTou dNAWVEI O CUPUETEXWY, HE UTTEUBUVN
onAwon, cUPPWVA PE To ouvnuuévo oTn dlakApugn UTTOdEIYA.

APOPO 6. MEPIEXOMENO NMPOZ®OPQN

O1 TTpooopég cuvtdooovTal CUPNPWVA PE TOUG OPOUG TNG dlaKpuEng Kal KataTiBevtal yéoa o€
évav  evidio o@payiohévo  @AKEAO, TTOU TrePIANAUPBAvel TpeIG €TTi PEPOUG, aveEdpTnTOUG,
oQPAYICUEVOUG PAKEAOUG: a) PAKEAOG «AIKAIOAOTHTIKA ZYMMETOXHZ», B) @akeAog « TEXNIKH
MNMPOZDOPAY, Y) @AkeAOG «OIKONOMIKH MPOZ®OPAY, TTou KABE €vag TTEPIEXEI AVTIOTOIXWG TO
OTOIXEIO TWV KATWTEPW TTapaypdewy 7, 8, 9.

O eviaiog kal o1 €TTi HEPOUG OPpPayITUEVOI, aveEAPTNTOI PAKEAOI Ba avaypaPouv:

o Ta oToixeia Tou diaywvi{OPEVOoU.

o O eviaiog @dakeNog «MPOZDOPA». O emmi pépoug «AIKAIOAOTHTIKA ZYMMETOXHZ»,
«TEXNIKH MPOZ®OPA», « OIKONOMIKH NMPOZPOPAN.

o Tov apiBud TG dlaKAPUENG, ToV TITAO TOU SlaywVICHOU, TNV £TTWVUIa Tou dlEvEPYOUVTOG
TOV JIAYWVICHO Kal TNV NPEPOUNVia dIEVEPYEIAG.

APOPO 7. AIKAIOAOIHTIKA ZYMMETOXHZ

O @akeAog «AIKAIOAOMHTIKA EYMMETOXHE» TrepIAapBAver:
e 2 utrevBuveg dnAwoeig Tou N. 1599/1986, dTTwG 10XUEl, CUPPWVA UE TA CUVNUUEVA OTN
olaknpuén utrodeiyuara
e 1 urelBuvn dAAwon Tou N. 1599/1986, 6TTwG 10X UEl, CUPPWVA PE TNV oTToia Ba dnAwvel
OTI CUMQWVED PE TIG TEXVIKEG TTPOdIaYPAPEG OTTWG auTég avagépovtal oto APOPO 2 —
TEXNIKEZ NMPOAIATPA®EL.

| APOPO 8. TEXNIKH NMPOZ®OPA

O @dakehog «TEXNIKH MPOZ®OPA» Ba TrepIAaUBAVEL:

A) Ta oToixeia TNG TEXVIKAG TTPOCPOPAG OTTwG autd atraitouvral oto APOPO 2 —TEXNIKEZ
MPOAIAIPA®EZ .

B) Ta oToixeia TOU KATA TNV Kpion Tou diaywviCOuevou atrodeikviouv TNV IKavoTnTa Tou (yvwon
KAl TTEipa) va ekTEAECEI TO avTIKEIMEVO Tou diaywviopou. H Texviki MNMpoo@opd Ba aglioAoynBei
MOVO WG TTPOG TNV IKAVOTNTA TOU d1aywVICOPEVOU VO aVTATTOKPIBET OTIG OTTAITHOEIG TOU £PYOU.

| APOPO 9. OIKONOMIKH NMPOZ®OPA

O @dkehog «OIKONOMIKH MPOZ®OPA» TIEPIEXEI OCUMTTIANPWHEVO TO €VIUTIO OIKOVOUIKAG
TTPOCPOPAG TTOU ETTICUVATITETAI OTN dIAKrPUEN.


ΑΔΑ: ΩΩ1ΕΟΡΡ1-ΘΟΥ


AAA: QO1EOPP1-00Y

EONIKO KENTPO ANOKATAZTAZHZ
FPA®EIO NPOMHOEIQN

16PROC004690743 2016-06-30

| APOPO 10. KATAKYPQZH

H katokUpwon yivetal atov fj oToug SIaywVvI(OPEVOUG TTOU TTPOCQPEPOUV T XAUNAGTEPN TIUA
EQOOOV n TIPOooPOPd TOu cival ammodekT) pe Pdaon Toug 6poug TnG OdlakApUENG. lodTIUEG
BewpouvTal oI TTPOCPOPES PE TNV AUTH AKPIBWG TIUA.

| APOPO 11. KPATHZEIZ

O1 kpatoeig 1ou 1oxUouv onuepa Wuxik Yyeia 2%, Eviaia Avegdptntn Apxn Anupociwv
2uppBaocswyv (EAAAHXY) 0,10%, xaptoonuo 3% emi EAAAHXY, OFA 20% et xaptooruou
EAAAHZY, @bpog TpounBeutwov 4%. O1 Kpatioelg TTou Ba @appooTolV TEAIKWG €ival auTéG TTOU
Ba 10xUoUV TNV NUEPoUnVia €kdOONG TOU EVTAALATOG.

| APOPO 12. TPOMOZ TIMOAOIHZHZ KAI NAHPQMHZ

To TIHoAGYI0 Tou Avadoxou TTpog To Noookopgio Ba ekdoBei MONO petd Tnv TTapddoon oTov
Avadoyo Tou TTpwTokOAAoU TTapaAafrg atmd Tnv apuddia emTpoT Kal 6a TTapadoBei MONO oTn
Alaxeipion A 010 MPWTOKOANO. Oa £60QPANBEI Pe XpNHATIKO EVTOAUQ, HEoa oTn VOUIKN TTpoBeoia.

APOPO 13. FENIKH AIATA=ZH

MNa k&Be BEépa TToU dev avaPEPETAl PNTWGS oTN dIAKAPUEN 1oXUEl N Keipevn NopoBeaia.

Zuvnuuéva:
1) Ymédeyua YA yia 1a SikaioAoynTIK& GUUPETOXNG,

2) Yédeyua YA yia Ta OTOIXEIa ETTIKOIVWVIAG,
3) YTédelyua OIKOVOMIKAG TTPOCPOPAg

O AvatrAnpwTtAg Aloikntig EKA
AKPIBEZ ANTIFPA®O K.0.O
O AieuBuvTig latpikng YTrnpeaoiag
kpouuag NikdéAaog


ΑΔΑ: ΩΩ1ΕΟΡΡ1-ΘΟΥ


AAA: QO1EOPP1-00Y

EONIKO KENTPO ANOKATAZTAZHZ
FPA®EIO NPOMHOEIQN

1L O R3S VR GO Bl Eifaxad)

YNEYOYNH AHAQZH
(ApBpo 8 Tou N. 1599/1986)

H akpifeia Twv oToixeiwv mou utmrofdAlovtal pye T dAAwGoN autr utropei va eheyxOei ue Bdaon 1o
apxeio AAwv uttnpeoiwy (GpBpo 9, TTapdypaog 4, Tou N. 1599/1986)

Mpog: EKA, via Tov diaywviouoé MPOMHOEIA ZYZTHMATOZ HAEKTPOMYOIPA®IAZ

O/H (6voua)

Etrwvupo

Ovopa & emmwvupo TTatépa
Ovopa & €TWVUNO PUNTéEPQG -
Huepopnvia yévvnong

Totog yévvnong

TOTTOC KATOIKIOG :
ApiBubg deAtiou TAUTOTNTAG

Me aTtouikA pou €uBlivn kal yvwpeilovtag TIG KUPWOEIG TTou TTPOoRAETTOVTAl aTTd TIG BIATAEEIS TNG
TTapaypdgou 6 Tou dpBpou 22 Tou N. 1599/1986, dnAwvw OTI:

a. Aev €XW KATADIKOOTEI JE APETAKANTN aTTOPAON Yia KATTOI0 adiknua atrd Ta ava@epoeva oTnv
mepiTtwon (1) Tou edagiou a Tng TTapaypdou 2 Tou apbpou 6 Tou MNMA 118/2007.

B. Aev TeAw) o€ TITWXEUoN Kal o€ diadikaoia KApuEng TITwyeuong (Trepimtwaon 2, eédAQIo a TG
TTapaypdgou 2 Tou dpbpou 6 Tou MNMA 118/2007).

y.  Aev 1eAw uttd koivl ekkaBdpion Tou KN 2190/1920, éttwg 1oxUEl, 1 €8I €KKaB&pIon Tou
N. 1892/1990, 611Ww¢ 1oXUEl, ) UTTO GAAEG avaAoyeg KaTaoTaoelg (dnAwvetal pévo amd A.E.).

0. Eipal eviuepog wg TTPog TIG POPOAOYIKEG HOU UTTOXPEWOEIG KAl WG TTPOG TIG UTTOXPEWOEIG
MOU, TTOU a@POPOUV TIG EI0POPES KOIVWVIKAG ao@AAIong (KUPIAG Kal ETTIKOUPIKNG).

€. Eipal eyyeypauuévog oTo oikeio ETTieANTAPIO Kal TO €10IKG TTAYYEAPG Jou KaTd TV NUéPa
OIEVEPYEIAG TOU BIOYWVIOHOU EIVAL ..veviiies ceveeieieie e ieeaeeaaanns

C. ‘EAaBa yvwon Twv 6pwv TNG SIAKNPUENG KAl TOUG ATTOBEXOMAI AVETTIQUAQKTA.

(Huepopnvia, uttoypa®r, OVOUATETTWVUNO KAl IBIOTNTA UTTOYPAPOVTOG, OPPAYida ETAIPEING)
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YMNMEYOYNH AHAQZH
(ApBpo 8 N. 1599/1986)

H akpiBeia Twv oTtoixeiwv Tou uttoaAAovTtal pe Tn dRAwon autr) PTTopEi va eAeyxBei pe paon 1o
apxeio AAwv uttnpeoiwy (GpBpo 9, TTapdypagog 4, Tou N. 1599/1986)

Mpog: EKA, yia Tov diaywviopé NMPOMHOEIA XYZTHMATOZ HAEKTPOMYOIPA®IAZ

O/H (6voua)

Etrwvupo

Ovoua & eTTwvupo TTaTépa
Ovopa & €TWVUNO PUNTéEPQG
Huepopnvia yévvnong

To10G Yévwnong

TOTTOC KATOIKIOG :
ApiBudg deAtiou TAUTOTNTAG

Me aTtouikA pou €uBlivn kal yvwpilovtag TIG KUPpWOEIG TTou TTPOoRAETTOVTAl aTTd TIG BIATAEEIS TNG
TTapaypdapou 6 Tou dpBpou 22 Tou N. 1599/1986, dSnAwvw OTI:

H ypatTA emiKoIvwvia Tng avabEéToucag apxng JE TOV UTTOYPAPOVTA, OXETIKA PE TOV dIAYWwVIOUO,
Ba yiveral vouipwg 0Tn KAatwTépw TaXudPOWIKN S1EUBuvVoN | OTO KATWTEPW PAE | OTO KATWTEPW
e-mail:

TaxudpoIKn
OleuBuvon

®ag

E-mail

(Huepopnvia, uttoypa®r, OVOUATETTWVUNO KAl IBIOTNTA UTTOYPAPOVTOG, O@Payida eTaIpEiag)
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Mpog: EKA, yia Tov diaywviopu6é MPOMHOEIA XYZTHMATOXZ HAEKTPOMYOIPA®IAZ

ENTYINO OIKONOMIKHZ NMPOZ®OPAZ

Tiynua OMNA 24% Tiunua pe Gr1A
apIBuNTIKWG apIBUNTIKWG apIBUNTIKWG

Tiynua OMNA 24% Tiunua pe Gr1A
oAoypdewg oAoypaowg oAoypa®weg

O1 avwTépw TIYES €ival O eupw Kal CUUTTEPIAANBAVOUV TUXOV UTTEP TPITWV KPATHOEIG Kal KABE
GAAN empBdpuvon. H agia mpo OIMA AauBdveral uttdyn yia T CUYKPION TwV TTPOC@opwyv. Edv
otn othAn agia mpo PrA umdpxel dlagopd METALU TNG TIUAG APIBUNTIKWG KAl TNG TIMAG
oAoypdewg, AauBdveral utToWn N TIUA oAoypdews. Eedéoov atmd Tnv Tpoo@opd dev TTPOKUTITE
ME CAPAVEIQ N TTPOCQPEPOUEVN TIUN, N TTPOCPOPA ATTOPPITITETAI WG ATTAPADEKTN.

(Huepopunvia, utroypa@r], OVOUATETTWVUHO Kal IDIOTNTA UTTOYPAPOVTOG, OQPAyida £TAIPEIAG)
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