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1. NEAIO E®PAPMOIHZ

H tmmapouoa lMpodiaypaery EvommAwyv Auvapewv (MEA) kabopilel TIC ammaITACEIS
NG Ymnpeoiag yia tnv mpounBeia ZET ANAAQZIMON ZTEPEOTAKTIKHZ
BIOWIAZ

2. ZXETIKA ETTPAGA

2.1 NopobBeoia



H Koivry Ytoupyiky Atéeaon AY88/.M.0IK. 130648 (PEK 2198/B°/02-10-
2009) «Evappovion 1ng EBvikAG NopoBeaiag Tpog tnv odnyia 93/42/EOK/14-06-
93 Tou ZuppouAiou TG EupwTtraikng ‘Evwong 1Tou agopd Ta  1aTpOoTEXVOAOYIKA
TTPOIOVTAY.

H eupwtraikfy odnyia 93/42/EOK T1ou Opa CUMUTTANPWHAOTIKA TNG
mpoavaepBeiong KYA. MNa v akpifeia n KYA 1Tou ava@épbnke mTapatrdvw
atroTeAei TNV €AANVIKR) €kdOON KAl TNV UTTOXPEWTIKI €QApPoyr TnG odnyiag
93/42/EOK vyia Ta 1arpotexvoAoyikd mpoiovta. Ooa Béparta dev KAAUTITOVTAI ATTO
TNV KYA TTapatréuTrovral oTIG avTioToIXeG ava@opég TnG 93/42/EOK.

H utroupyikr) atrégacn AY88/.1.01K./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIG apPXEG KAl KOATEUBUVTNPIEG YPAUUEG OPONG TTPAKTIKAG OIAVOUNG
IATPOTEXVOAOYIKWYV TTPOIOVIWV KAl N uttoupyiki ammégaon E3/833 (PEK
1329/B/29-06-1999) «kaBopilel ouoTnua TTOIOTATAG TWV ETAIPEILV dlaKivnoNng
IATPOTEXVOAOYIKWYV TTPOIOVTWV.

2.2 NMpoéTuTtTa

Ta eupwTtraikd (kar d1ebvry) TpdTUTTa EN ISO 9001:2015 Quality management
systems - Requirements kai EN ISO 13485:2003 1mou B6€TOUV QVOAUTIKA TIG
TTPOAVOPEPOUEVEG  TTPOUTTOBECEIC KAl TTOU  OPOUV  CUMTTANPWHOTIKA NG
TTPOAVAPEPOPEVNG UTTOUPYIKAG atrogaong. 1diatépwe o€ 10 EN ISO 13485:2012
Medical devices — Quality management systems — Requirements for regulatory
purporses eival é€va O1EBVEC TTPOTUTTIO OTO OTT0I0 KaBopilovtal Ol YEVIKEG
QTTAITAOEIS TOU CUOTANOTOG dIaxeipiong TmoIdTNTAg WE TIG OTToiEG Ba TTPETTEl va
OUMMOP®WVOVTAI 01 ETTIXEIPAOEIG TTOU ETTIOILKOUV VA ATTOOEIKVUOUV TNV IKAVOTNTA
TOUG VO TIAPEXOUV 1OTPOTEXVOAOYIKA TTPOIOVTA KAl OXETIKEG UTTNPECIEG TTOU
IKOVOTTOIOUV TIC ATTAITACEIS TWV TTEAATWY KAl TNG OXETIKNAG voupoBeaiag. Ta
OXETIKA €yypaga, oTnv £€kOOON TIOU QvVAQEPOVTAI, OTTOTEAOUV HEPOG TG
TTapouoag Trpodiaypa@ns. MNa Ta £yypaga, yia Ta OTToia Oev AVOQEPETAl £TOG
ékdoong, e€@appoletal n  TeAeutaia  €kOOON, OCUPTTEPIAQUBAVOUEVWY  TWV
TPOTTOTTIOINCEWYV. 2€ TIEPITITWON QAVTIPAONS TNG TTapoucag TTPOdIaYPAPAS HE
MvNUoveuOueva TTPOTUTTA, KaTIoXUeEl N Trpodiaypa@r, UTTO Tnv TTPoUTTdBeon
IKAVOTTOIiNONG TNG I0XUoUoag VopoBeaiag TG EAANVIKNAG AnuokparTiag.

3. TAZINOMHzH
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4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiop6g YAIkou

To 1rpog TTpounBeia €idog Ba TTPETTEI va gival KavOUpPYIo PE NUEPOMNVIa ARgEwg
TOuAdyioTov éva  €T0C  apyOTeEPa aTTd TNV NUEPOMNVia  TTapddoong oTo
XEIPOUPYEIO, QUETAXEIPIOTO, ATTOOTEIPWHEVO,TTANPES, TTPOCPATNG KOl AVOEKTIKAG
KATOOKEUNG, OUYyXPOVNG TEXVOAOYIAG Kal va gival CUPPWVO PE TOUG KAVOVEG TNG
TEXVNG Kal TG €mOTAPNG. Na e€ival KAatGAAnAo yia Tov OKOTTO TOV OTT0io
TTpoopideTal, va TTANPEi Toug dIEBVEIC KavOveEG ao@aAEiag Kal va ouvodeuovTal
amé OAa Ta avaykaia Kol ouoiwdn TTAPEAKOUEVA yId TNV OQOQAA Kal KAAN
AgIToupyia Toug.

4.2 XapakTnpioTIKa YAIKoU

4.2.1 To OeT avOAWOIPJWY VIO TNV EKTEAEON OTEPEOTOKTIKNAG PBloyiag TTPETTEI va
mepIAauBavel UAIKG oupPBatd e 1O ouoTtnua  veupotrAoriynong STEALTH
MEDTRONIC

42.2 To ovotnua Tpétrel va TrepIAaupBavel  BeAdva Bloyiag, ouoTnua
ouykpaTnong TG PBeAdvag kai €mmAoyng PaBoug Bioyiag, Tpoocapuoyéa TNG
BeAdvag oTtnv OTT TNG KPpavioAvTpnong, KaBNAWTIKOUG KOXAIEG Kal KaToaRidl yia
OKIVNTOTTOINON TOU OUCTAPOTOG OUYKPATnong g BeAdvag otnv ot Tng
KPavioAvTpnong Kal va €MTTPETTEI EKEUBEPIQ KIVIIOEWVY OTNV ETTIAOYN TNG YwViag
€0000U TNG BeAbOvVaG Bloyiag.

4.3 TuokKeuaoia

To Tpog TrpounBeia €idog TTPETTEI va €ival OUOKEUOOMEVO WE TPOTTO TTOU VO
€€A0@OAiCEl TNV QOQOAN HETAPOPQA, ATTOOTEIPWHEVO KABWG Kal TNV KOAn
OUVTAPNON TOU O€ TTEPITITWON JAKPOXPOVIAG ATTOBNKEUONG.

4.4 Emonuavon



2.€ KAOTAAANAN B€on o1o uTrd TTpopNBEIa €idOg va TTIKOAANOEI TTIVakida Ye pepipva
TOU TTPOMUNBEUTH, OTNV OTToia Ba avaypaPovTal:

4.4.1 H ovouaoia,

4.4.2 O apiBudg unTpwou

4.4.3 To LOT NUMBER T1ou €idoug

4.4.4 Ta OTOIXEIO TOU KATOOKEUAOTH KAl TOU TTPOUNOEUTH.

4.45 H nuepounvia ANgnNg n otroia dev Ba TTPETTEI va gival vwpiTEPa aTTO £va
£T0G O0€ OXEON ME TV NUEPOMNViIa TTAapAdoong OTO XEIPOUPYEIO

4.4.6 O apiBudg cuppacng Kai To £TOG UTTOYPAPNG.

AMNAITHZEIZ ZYMMOP®Q2zHZ YAIKOY

5.1 ZXZuvodeuTtikd Eyypaga / MicTotroinTikd

5.1.1 YmoBoAn Eyypdewyv yia A§ioAéynon
Kd&Be mpounBeuTtC va Katabéoel Ta TTOPAKATW  Padi hE Tnv
TTPOCPOPA TOU

5.1.1.1 TAAQpn mTePIypa@n Tou TTPOG TTPpouNBeia €idoug padi ue TTARPN TEXVIKA
XOPAKTNPIOTIKA, KOBWG Kal oTTolodATTOTE AAAO OTOIXEIO TTOU TTPOCDIOPICE!
akpIBwg 1o €idog kal Tov TPOTTO Xpriong Twv ANAKAAZTIKQN ZPAIPIAIQON Tou
B8a avaypdgovtalr atnv TEXNIKH MPOZPOPA. O mrpounBeutng Ba TrpéTrel va
TTEPIYPAPEl Kal va gyyudTal 0TI Ba TTapExel OAa Ta TTOPEAKOPEVO EpYaAEia TTOU
QATTAITOUVTAI YIa TNV TOTTOBETNON TOU KAWROU.

MototroinTikd 1SO 9001:2008 (loxvel wg 15 et 2018) | PETAYEVEOTEPO TOU
QVTITTIPOOWTIOU TOU KaTaokKeuaoT oTnv EAAGda yia eutropia kai diakivnon
IATPOTEXVOAOYIKWYV TTPOIOVTWV.



BeBaiwon atmmd koivoTroinuévo opyaviouo 0TI 0 avTITTPOOWTIOG TOU KATAOKEUAOTH
otnv EAAGSa e@apudlel oUOTNPO apXWV Kal KOTEUBUVTNPIWY YPOUUWwY 0pBAg
dIavoung cUu@wva Pe TV uttoupyikr amogacn AY88/I.1.01K./1348/2004 (PEK
32/B/16-01-2004)

MoTtoTtroinTikG ISO 13485:2003 TOU KATAOKEUAOTH TWV UAIKWV YIO TTOPAYWYI Kal
01400 1ATPOTEXVOAOYIKWYV TTPOIOVTWV

MototroinTikd CE ouUpowva pe v 93/42/EOK yia Kd&Be TTpoo@epOUEVO
UAIKO atrd  KolvoTroinpévo opyavioud 1 ToToTroiNTIKG TOU  KOIVOTTOINKEVOU
opyaviopou Otrou Ba dnAwvetal i Xopriynon  Tou  JIKAIWHATOG oTO
KaraokeuaoT) va  embBétel TNV ofuavon CE padi pe tov TeTpawn@lo apiOud
TOU, €TTi TOU TIPOIOVTOG OUVOOEUOPEVN ATTO TTivaka TIPOIOVIWY OTTou Ba
AVaQEPETAl 1] OPAdA TWV TTPOCPEPOUEVWYV EIOWV ] CUVOOEUOHEVN OTTO OXETIKN
OnAwaon cupudpewaong Tou KataokeuaoTA (declaration of conformity).

5.1.1.2 [MpwTtétutro dia@nuiocTIKG BIBAIGPIO 1 QUAANGDIO TNG €TAIPEIAG
(PROSPECTUS), yia TO OUYKEKPIPEVO €i0OGC Padi e T ATTAPAITNTA TTAPEAKOUEVA
Kal OUCTAMOTA TTOU TO OUVOOEUOUV ATTAPAITNTA, TIOU VA TTEPIEXEI TA YEVIKA
TEXVIKA XOPAKTNPIOTIKA TOUG. ETTiong moTotmoInTIKd, oTa otroia Ba BeRaiwvovTal
ammapaitnTa: OTI TO €PYOOTACIO KATAOKEUANG TOU TTPOG TTPOPNBeia UAIKoU  gival
moToTroinuévo  Katd ISO 9001:2008 (ioxuel wg 15 et 2018) 1 JETAYEVECTEPO
n ME AANO  ammodedelypéva 1000UVAUO KPATIKO £yypago, O popEéag TTou
TTPAYUATOTIOINCE TNV TMOTOTIOINCN, N XPOVOoAoyia TTIOTOTIOINONG  TOU
gEpyooTaaciou, o} XPOVOG AENG g TMOoTOTT0INONG, o}
apiBudég  TOTOTI0INONG, TO OVOMATETTWVUMO TOUu UTTEUBuvou TOou  Qopéa
TTOU TTPAYMATOTIOINCE TNV TIIOTOTTOINON TOUu g€pyooTaciou (dieuBuvon, aplBuo
TNAepwvou kal FAX). kai n xpovoAoyia TIOuU €xEl KATOOKEUQOTEI  TO
TTPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypaen OSAAwoON TOoUu TTPOPNOEUT) | TOU KOTAOKEUAOTH I TOU
VOUIUOU EKTTPOCWTTOU QUTOU, OTNV OTToia va ONAWVETAL:
2UVTOUO I1I0TOPIKO TOU TIPOMNOEUTH) KAl TOU KATOOKEUOOTH (av
aQuTtdg eivar dANog), kabwg kal kKardAoyo TeAatwv (EvotrAec Auvdapeig,
Opyaviopoi, Etaipgicg otnv EAAGOa kal 10 €EwTEPIKO) HE TTAApPN OToIXEIa
(©1euBlvoelg, TNAépwva K.ATT.) TIOU €XOUV ayopdacel ammd Tov &V Adyw
TTPOMNBEUTH 1] KATOOKEUAOTIKO 0iKo TTapouoIa €idn.
Baoel Twv mapatrdvw aTtoixeiwv mou B6a uttoAnBouv Kai TNG TTapoucag
TEXVIKAG TTEPIYPAPNG, N apuddia ETTITPOTIN TEXVIKNAG agloAdynong Ba trpofei otnv
agloAdynon Twv TTPOCPOPUWV

6. AOIMNEZ AMNAITHZEIZ

6.1 O TmpounBeutri¢ uTTOXPEOUTOI VO TIANPWOEl TIOIVIKA prATPa TToU Ba
KabopioTei oTn oupPacn, yia kKABe nuépa kaBuoTépnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av 0 TTpouNnBeuTAG TTaPadwoel EKTTPOBECUA TO UAIKO.



6.2.2 Av 0 BepdatTwy Neupoxeipoupyog i n UTTEUBUVN VOONAEUTPIO XEIPOUPYEIOU
TapaAaBAG apvnBouv va TtrapaAdBouv 10 uTTd TTpouABEla €idOC yia TuxOv
Tapapidcelg Twv 6pwv TNG oupBacng 1 TNG TEXVIKAG TTEPIYPAPAG aTTd TOV
TTPOUNOEUTH.

6.3 Katd tnv agiohdéynon Ba An@Bouv uttdyn n €uTTEIpia KAl N AGIOTTIOTIA TOU
TTPOMNOEUTH - KOATAOKEUQOTIKOU Oikou atmd AAAeg TTpounBeieg oTic 'EvotTAeg
Auvapeig, oe Opyaviopoug, oTo ANuOoIo K.A.TT.

7. MEPIEXOMENO NMPOZ®OPAZ

7.1 ®UAAo ZuppépPwong

O TmpounBeuTriG €ival UTTOXPEWMEVOG OTNV  TTPOCPOPA  TOU VA
ETMOUVAYEl  ZUPTTANPWHEVO  AVOAUTIKO  @QUAAGdIO pe TiTAo << ENTYTIO
2YMOP®QZHZE MPOZ MPOAIATPA®H ENOIMAQN AYNAMEQN >>, uttédeiyua
TOU OTTOIOU , ME 0ONYieg CUPTTANPWONG, BPIOKETAI aAvapTNUEVO OTNV I0TOCEAIDA
<< T[POAIATPA®EZ ENOMNAQN AYNAMEQN>> (http://www.geetha.mil.gr)
emAéyovtag apxikd << NOMOOEZIA-ENTYTIA-YTNOAEITMATA>> «kai 0OTn
ouvexela << ENTYTIA>>,

NMPOZ®OPA XQPIX 'H ME EAAINEX O®YAAO YMMOPO®QIHY OA
ANOPPIATETAI

8. ZHMEIQZEIZ
8.1 AMTAPABATOI OPOI

Ta Tapakdtw ovoudlovralr Atrapdpartol Opol kal pn KAAuywn €0Tw Kal €VvOg 6pou
ZHMAINEI ANOPPIWH THZ NMPOX®OPAL. .

8.1.1 O mrapaypagor 4.1, 4.2, 4.3, 4.4 ovopalovral atrapaparol 6pol yia To
TTpOo¢ TTpounBeia €idog.

8.1.2 Na Tmrapéxetal gyyunon €@odlacuou Tng YTINPEoiag PE avoAwaoiya 24
WPEG TO 24wWpP0 7 NPEPES TNV €ROOUAdA KATA QTTAITNON O€ TTPOYPANUATIOUEVA 1)
EKTOKTO XEIPOUPYEIQ yia Tn Xpovikr didpkeia TG oUuBacnG.

8.1.3 Na kartatiBetal padi ue Tnv mpoc@opd PYAAO ZYMMOPOQEHZ

9. TMPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

2tnv diadiktuakr TotroBecia Tou NEEGA, yia 1i¢ Mpodiaypagéc EvOTTAwyY
Auvapewv (http:/www.geetha.mil.gr), uttd 10 Bépa <<ENTYTIA>>, mrapéxeTal
<<ENTYTIO ZXOAIAZMOY ZXEAIOY 'H ETKEKPIMENHZ MNMEA>>, ye 10 o1roio
gival SuvaTtdg 0 oXoANIaouOG TNS TTapoUaag TTpodiaypagng, yia TNV BEATiwaor] TnG.
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