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1. MEAIO EGAPMOIHZ

H tmrapouoca lMpodiaypapry EvotrAwyv Auvauewyv (MEA) kaBopidel TIG aTTaITAOEIG
NG YTnpeoiag vyia TV TTPouABeia EMOYTEYZIMON BAABIAQN
MAPOXETEYZHZ EFTKED®AAONQTIAIOY YITPOY.



2. IXETIKA EFTPA®A
2.1 NopobOeoia

H Koivyh Ytroupyiky Amogaon AY88/.M.0IK. 130648 (PEK 2198/B°/02-10-
2009) «Evappovion tng EBvikAG NopoBeaiag rpog tnv odnyia 93/42/EOK/14-06-
93 Tou ZupBouliou TnG EupwTraikng Evwong mmou agopd Ta 1aTpOTEXVOAOYIKA
TTPOIOVTAY.

H eupwtraikrp odnyia 93/42/EOK Tou Opa OCUPTTANPWMATIKA TG
mpoavapepBeiong KYA. MNa v akpifeia n KYA 1Tou ava@épbnke Trapatravw
atroTeAei TNV €AANVIKR €KOOON KOl TNV UTTOXPEWTIKA €Qapuoyr Tng odnyiag
93/42/EOK yia Ta 1atpoTeXxVoAoyIKa TTpoiovTa. Ooa BéuaTta dev KAAUTITOVTAI OTTO
TNV KYA TTapatTréUTTOVTal OTIG AVTIOTOIXEG ava@opés Tng 93/42/EOK.

H utroupyiki ammégaon AY88/I.IM.0IK./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIC apXEG KAl KATEUBUVTAPIEG YPAUMEG OPBAG TTPOAKTIKAG dIavOouAg
IOTPOTEXVOAOYIKWY TTPOIOVIWV KAl N UTToupyikr amogaon E3/833 (PEK
1329/B/29-06-1999) kabopiCel cuoTnua TToIOTNTAG TWV ETAIPEIWV OlaKivhong
IATPOTEXVOAOYIKWY TTPOIOVTWV.

2.2 NpéTUTTO

Ta eupwTraikd (kar d1eBvr)) mpdétutta EN ISO 9001:2015 Quality management
systems - Requirements kai EN ISO 13485 tou ©étouv avaAuTikd TIG
TIPOAVOQPEPOUEVEG  TTPOUTTOBECEIC KAl TTOU  OpoUV  CUUTTANPWHATIKA  TNG
TTPOAVAPEPOUEVNG UTTOUPYIKNAG atmogacng. I1diairépwg 8 To EN ISO 13485:2012
Medical devices — Quality management systems — Requirements for regulatory
purporses ¢€ival éva O1eBvEG TTPOTUTTO OTO OTToi0  KaBopifovTal Ol YEVIKEG
ATTAITAOEIS TOU CUOTANATOG dIaxeipiong TroIdTNTAG PE TIG OTToiEG Ba TTPETTEl va
OUMHOP®WVOVTAI Ol ETTIXEIPACEIG TTOU ETTIOIWKOUV VA ATTOOEIKVUOUV ThV IKAVOTNTA
TOUG VO TTAPEXOUV 1OTPOTEXVOAOYIKA TTPOIOVTA KOl OXETIKEG UTTNPECIEG TTOU
IKQVOTTOIOUV TIG QTTQITAOEIS TWV TTEAQTWYV KAl TNG OXETIKAG vopoBeoiag. Ta
OXETIKA €yypaga, oOTnv €kdOON TIOU aAva@EPOVTAl, QATTOTEAOUV HEPOG TNG
TTapouoag Trpodiaypa®ns. MNa Ta €yypa@a, yia Ta OTToia OEV AVAPEPETAl £TOG
€kdoONG, eQapuoleTal n  TeAeuTaia  €KOOON, OCUMPTTEPIAAPBAVOUEVWY  TWV
TPOTTOTIOINCEWY. 2€ TIEPITITWON AVTIQAONS TNG TTAPOUCAG TTPOdIAYPAPNAG HE
Mvnuoveuoueva TTPOTUTTA, KaATIoOXUeEl n TTpodlaypa@r), uttd Tnv TTpouttdbeon
IKAVOTTOiNONG TNG Io0XUouoag vouoBeaiag Tng EAANVIKAG AnuokparTiag.

3. TAZINOMHzH
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4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opi1op6g YAIkou

To 1Tpog TTpounBeia €idog Ba TTPETTEI va gival KaIlvoUPYIO PE NUEPOPNVIa AALEWS
TOUAGxIOTOV éva  €TOC  apyodTEPA aTTO TNV nuUEpounvia  Trapddoong OTo
XEIPOUPYEIO, QUETAXEIPIOTO, ATTOOTEIPWHEVO,TTANPES, TTPOCPATNG KAl AVOEKTIKAG
KATAOKEUNG, OUYXPOVNG TEXVOAOYIQG Kal va €ival CUPPWVO PE TOUG KAVOVEG TNG
TEXVNG Kal TNG €moTAUNG. Na eivar KatdAAnAo yia Tov OKOTTd Tov OTToio
TrpoopileTal, va TTANpPEi Toug dieBveic kKavoveG aoc@aleiag Kal va cuvodeUoVTal
amdé OAa Ta avaykaia Kal ouciwdn TTAPEAKOPEVA YIO TNV ACQ@OAR Kal KOAR
AeIToupyia Toug.

4.2 XapakTnpioTIKA YAIKOU

421 To mpog Tpounbeia €idog Ba Tpémrel va €xel TNV 1010TNTA  TNG
PYOMIZOMENHXZ  EMO®YTEYZIMHZ BAABIAOY TMAPOXETEYZHZ
EFKEDGAANONQTIAIOY YTPOY

4.2.2 Oa TpéTTel va ouvodeleTal aTrd Toug TTPORAETTOMEVOUG ATTO ThV ETAIPEIQ
Tapaywyng g BaApidog KENTPIKO KAI MEPIPEPIKO KAGETHPA o1 otroiol
va TTpocapuolovtal eUKOAa oTa avrioTtoixa Aakpa NG PBaABidog xwpic Tnv
TTapeUPBOAR cuvdeTIKWV pepwv. Or KaBeTApPeS auToi Ba TTpéTTel va TTapadidovral
Tautoxpova HE TNV PBOABida Ot ATTOOTEIPWUEVEG OUOKeUaoieg. O KevTpIKOG
€VOOKOINIOKOG KaBETApAC Ba TTPETTEI VO GUVOOEUETAl ATTO €0WTEPIKO METAAIKO
OTUAEO, va €xel eudIAKPITEG dlaBabuioelg o eKATOOTA TOUAAXIOTOV yId TO TTPWTA
OEKATTEVTE €KOTOOTA. 27O i010 OET Ba TTPETTEI va TTAPAXETAI O€ ATTOOTEIPWHEVN
OUOKEUOOia Kal To €10IKO TPOKAP TNG PAABiIdOG pe TOv TTAACTIKO 0dnyod yia Tnv
onuioupyia Tou uttodépIou TouveA diEAeuang TNG BaABidog aTo xeipoupyeio.

4.2.3 O1 Tmapexoueveg PaABideg Oa TpétTel va  €CUTINPETOUV 1s\%
KOIAIOMEPITONAIKH MAPOXETEYSH ENY kai tnv OZ®YOMNEPITONAIKH
MAPOXETEYZH ENY. O1 avwtépw €Qapuoyég €ival  atmodekTO  va
e€utTnpEETOUVTAl ATTO DIAPOPETIKA PMOVTEAQ TOU D10 OiKOU.

4.2.4 O1 BaABideg Ba TTpéTTel va gival puBUICOPEVES ECWTEPIKA PE TNV EQAPMOYA
MayvnTikoUu Trediou. O1 e emAoyEC pubuiong Ba TTpéTTel va eivalr TOUAdyIoTov
TEOOEPIG.

4.2.5 O1 BaABideg Ba TTpETTEI KATA TTEPITITWON VA CUVOdEUOVTAl ATTO CUCTHUATA
TTPOANWNG TOu CUVOPOUOU UTTEPTTAPOXETEUONG ( avTIoIQPWVIa) Kal atTd dideopa
OUVOETIKA , EUBEa A TUTTOU Y.

4.2.7 Na pnv trpokaAei avtidpaon Eévou owpatog (foreign body reaction)



4.2.8 O pnxaviopog tnG PaABidog va eutrepiéxel evowpatwuévo B4aAauo
OINKOVNG O OTI0I0g va  ETITPETTEI TNV METEYXEIPNTIKA TTOPAKEVTNON KAl
ociyuatoAnyia ENY.

4.3 Zuokeuaoia

To 1pog TTpounBeia €idog TTPETTEl VA €ival CUOKEUAOMEVO ME TPOTTO TTOU VO
e€ao@aAiCel TNV ao@aAn MPeETaPOPd, KOBWG Kal TNV KAAR ouviipnon Tou o€
TTEPITITWON HOKPOXPOVIAG ATTOBRKEUONG.

4.4 ETionpavon

2€ KOTAAANAN B€on o1o uTTO TTPOopNBeIa €idOg va TTIKOAANBEI TTIVaKida PE pEPipva
TOU TTPOMNOBEUTH, OTnV oTroia Ba avaypdgovTal:

4.4.1 H ovouaoia,

4.4.2 O apiBudg unTpwou

4.4.3 To SERIAL NUMBER Tou €idoug

4.4.4 Ta oTOIXEIO TOU KATOOKEUAOTH KAl TOU TTPOUNOEUTH.
4.4.5 O dlaoTdoelg

4.4.6 H nuepounvia AAgng n otroia dev Ba TTPETTElI va gival vwpitepa atmd éva
€T0G 0€ OXEON PE TNV NUEPOMNViIa TTapAdoong OTO XEIPOUPYEIO

4.4.7 O apiBudg ocupPacng Kal To £TOG UTTOYPOPNG.

5. AIAITHZEIZ ZYMMOP®QZHZ YAIKOY
5.1 Zuvodeutikd Eyypaga / MoTotrointika

5.1.1 YmoBoAn Eyypdgwyv yia AgioAdynon
Kdabe mmpounBeutrig va kataBéoel Ta Tapakdtw padi ge Tnv
TTPOCPOPA TOU :

5.1.1.1 MAAQpN TTEPIYPAPR TOU TTPOG TTpounRBeia €idoug padi pe TTANPN TEXVIKA
XOPAKTNPIOTIKA,  KOBWG Kal OTTolodNTTOTE GAANO OTOIXEIO TTOU TTPOCdIOPICE!
akpIBwG TO €ido¢ Kal TOov TPOTTO XpAoNnG TG PaABidog TrapoxETeuong



EYKEQAAOVWTIAIOU UYypOU OTO Xelpoupyeio, TTou Ba avaypdeetal otnv TEXNIKH
MPOXPOPA.

MoTotroinTiké 1ISO 9001:2008 (1oxvel wg 15 Zetr 2018) 1 PeTAyEVEOTEPO TOU
AVTITIPOOWTIOU TOU KaTaokeuaoT otnv EAAGda yia eutropia kai dlokivnon
IATPOTEXVOAOYIKWY TTPOIOVTWV.

BeBaiwon atmd kolvoTroinuévo opyaviopo 6T 0 avTITTPOOWTTOG TOU KATAOKEUQOTN
otnv EAAGOQ €pappolel cUOTNPO OPXWYV KOl KATEUBUVTNPIWY YPAUUWY 0pBng
dlavoung oupgwva Pe TNV uttoupyikh atmré@acn AY8d/I.M.01K./1348/2004 (PEK
32/B/16-01-2004)

MoTtotroinTikG ISO 13485:2003 TOU KATAOKEUQOTH TWV UAIKWV YIO TTApaywyr Kai
O100£0n 10TPOTEXVOAOYIKWY TTPOIOVTWY

MototroiNTiké CE oup@wva pe Tnv 93/42/EOK yia KABe TTpOC@EPOUEVO
UANIKO atrd kolvotroinuévo opyaviopd 13 MoTtotrointikd Tou  KOIVOTTOINUEVOU
opyaviopou o6tou Ba dnAwvetal 1 xopAynon  Tou  SIKAIWMATOG oTO
KaraokeuaoTy va  €mBéter Tnv ofpavon CE padi pe tov 1eTpayn@io apiOuo
TOU, E€TTi TOU TIPOIOVTOG OUVOdEUOUEVN OTTO TTivaKa TIPoiOvVTwY OTTou  Ba
Ava@EPETAl 1] OUAdA TWV TTPOCPEPOPEVWV EIBWV ] OUVODEUONEVN ATTO OXETIKN
dnAwon cupuépewong Tou kataokeuaoTr (declaration of conformity).

5.1.1.2 TMpwtétutro dia@nuioTiKO BIBAIGpIO 1 QUAAGDIO TNG ETAIPEiag
(PROSPECTUS), yia T0 CUYKEKPIPEVO €i00C Padi JE TA aTTaPAITATA TTAPEAKOUEVA
KOl CUCTAUATA TTOU TO OUVOOEUOUV OTTOPAITNTA, TIOU VA TTEPIEXEl TA YEVIKA
TEXVIKA XOPAKTNPEIOTIKA Toug. ETTiong moTotroinTikd, oTa otroia Ba BefaiwvovTal
ammapaitnta: OTI TO EPYOCTACIO KATAOKEUNG TOU TTPOG TTPOMNBEIQ UAIKOU  gival
moTotroinuévo  Katd ISO 9001:2008 (1loxuel wg 15 Zetr 2018) A YETAYEVEDTEPO
N ME AANO  aTmodedelyuéva I000UVAUO KPATIKO £yypa@po, O QopEag TTou
TTPAYUOATOTIOINCE TNV TMOTOTIoINON, N  XPOVOAoyia TTOTOTIOINONG  TOU
gEpyooTaaciou, o] XPOVOG AMENG g TMOTOTT0INONG, o]
aplBudg TMOTOTTOINONG, TO OVOMOTETTWVUMO TOu UTTEUBUVOU TOUu  @opéa
TTOU TTPAYMATOTIOINCE TNV TNOTOTTOINON TOu gpyooTaciou (d1euBuvon, apiBuo
TnAepwvou kai FAX). kal n Xpovohoyia Trou E€xel KATOOKEUQOTEI  TO
TIPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypagn dQAwon Tou TTPOPNOEUTH 11 TOU KOTAOKEUAOTH i TOU
VOUIUOU EKTTPOCWTIOU QUTOU, OTNV OTToIa VA ONAWVETAI:
2UVTOUO I0TOPIKO TOU TTPOMNBEUTA KAl TOU KATAOKEUAOTH (QV
auTtdg eival GANog), kabwg kal kKardAoyo TreAatwv (EvotrAeg Auvdpeig,
Opyaviopoi, Etaipeieg otnv EANGOO Kal TO €§WTEPIKO) ME TTIANPN OTOIXEIO
(d1euBlvoelg, TNAéQwva K.ATT) TTOU €XOuv ayopdoel atrd Tov eV Adyw
TTPOMNBEUTH ] KOTAOKEUAOTIKO OiKO TTapOuoIa €idn.
Bdaoel Twv TTapamdvw oToixEiwv TTou Ba uttoBANBOUV Kal TG TTapoUcag
TEXVIKAG TTEPIYPAPNG, N APHOdIA ETITPOTIA TEXVIKAG afloAdynong Ba 1Tpofei otnv
agloAdynon Twv TTPOCPOPWV



6. AOINEZ AMAITHZEIZ

6.1 O TpounBeuTAG uTTOXPEOUTAI VO TIANPWOElI TTOIVIKA PATPA TTou Oa
KaBopioTei aTn ouupacn, yia K&Be nuépa kKabBuoTépnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av o TTpouNBeUTAC TTAPAdWOEl EKTTPOBETHA TO UAIKO.

6.2.2 Av 0 Bepdtrwv Neupoxelpoupydg 1 n UTTEUBUVN voonAeUTPIa XEIPOUPYEIOU

TapaAaBig apvnBouv va TtapoAdBouv 1O uTd TIpounBeia €idog yia Tuxov
Tapapidoelg Twv Opwv TNG oUPPBacng A TNG TEXVIKAG TTEQIYPAPNS ATTO TOV
TTPOUNOEUTH.

6.3 Kard mv agioAdynon 6a An@Bouv utrdyn n ePTTEIpiA Kal N agIOTOoTIO TOU
TIPOMNOEUTH - KOATAOKEUQOTIKOU OiKou atmd AAAeG TTpounBeieg oOTIG 'EVOTTAEG
Auvapelg, oe Opyaviopoug, o1o ANuooIo K.A.TT.

7. MEPIEXOMENO MNMPOZ®OPAZ

7.1 O®UAAo Zuppépewong

O TmrpounBeuTtnG €ival UTTOXPEWMPEVOG OTNV  TTPOCQPOPAE TOU  va
EMOUVAYEl  ZUPTTANPWHEVO  avOAUTIKO  @UAAGSIO pe TiTAO << ENTYTO
ZYMOPOQZHZ MPOZ MNMPOAIATPA®H ENOIMAQN AYNAMEQN >>, utréderyua
TOU OTToioU , YE 0dnyieg CUNTTANPWONG, PBPIoKETalI avapTnUévo OoTnV I0TOoEAIdA
<< MPOAIATPA®EZ ENOIMNAQN AYNAMEQN>> (https:/prodiagrafes.army.qgr)
emAéyovtag apxikd << NOMOOEZIA-ENTYTIA-YMOAEITMATA>> «kai 0Tn
ouvéxela << ENTYTIA>>,

NPOZ®OPA XQPIZ2 'H ME EAAINEZ ®YAAO ZYMMOP®QIHZ OA
ANOPPIOTETAL

8. ZHMEIQZEIZ
8.1 ATAPABATOI OPOI

Ta mapakdtw ovopadovtal Atrapdpatol Opol kal un KAAuwn €0Tw Kal evog 6pou
ZHMAINEI AMOPPIWYH THZ NPOZ®OPAL. .

8.1.1 O1 rapaypagol 4.1, 4.2, 4.3, 4.4 ovopdalovTtal atmmapdpaTol 6pol yia 1o
TTPOG TTpounBeia €idog.

8.1.2 Na tapéxetal gyyunon €@odiaopou TnG YTTNPEoiag Pe avaoAwoiya 24
WPES TO 24wpo 7 nuépeS TNV eROOPAda KaTd aTraiTnon OE TTPOYPAUMATIONEVA R
EKTAKTA XEIPOUPYEIQ yIa TN XPoVvIKA dIdpKeEla TNG ouuBaong.

8.1.3 Na katatiBetal padi pe Tnv mpoc@opd ®YAAO ZYMMOPOQIHZ



9. TMPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

2x0oANlaou6¢g TNG TTapoucag MNpodiaypagng atrd KABe evolapepOuUEVO, Yia Tn
BeATiwon Tng, YTTopEi va yivel otn d1adIKTUAKN ToTToBeria Tou TEEOA, péow NG

NAEKTPOVIKAG  €@apuoyng odlaxeipiong TMEA, otn  diadiktuakr) TOTTOBETIO
https://prodiagrafes.army.qgr.
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