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1. MEAIO E®PAPMOIHZ

H tmmapouoca lMpodiaypaery EvotrAwyv Auvauewyv (MEA) kaBopilel TIC aTTaITHOEIG
NG YTnpeoiag yia tnv mpoundsia KAQBOY MEXOXTIONAYAIOY AIXKOY I[IPOXOIAY
AYXENIKHY XIIONAYAOAEXIAL.

2. ZIXETIKA EFTPA®A
2.1 NopobOeoia

H Koivfh 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 TG EupwTraikng ‘Evwong mmou agopd Ta 1aTpoTEXVOAOYIKA
TTPOIOVTAY.

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

H utroupyiki amégaon AY88/I.IM.0IK./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIC apXEG KAl KATEUBUVTAPIEG YPAMMEG OPOAG TTPOKTIKAG dIavoung
IOTPOTEXVOAOYIKWY TTPOIOVIWV KAl N UTToupyikr amogaon E3/833 (PEK
1329/B/29-06-1999) kabopilel 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 Bétouv avaAuTikd TIG
TIPOAVOQPEPOUEVEG  TTPOUTTOBECEIC KAl TTOU  OpoUV  CUUTTANPWUATIKA  TNG
TTPOAVAPEPOUEVNG UTTOUPYIKNAG atrogacng. I1diairépwg &€ To EN ISO 13485:2012
Medical devices — Quality management systems — Requirements for regulatory
purporses ¢€ival éva O1eBvEG TTPOTUTTO OTO OTToi0  KaBopilovtal Ol YEVIKEG
ATTAITAOEIS TOU CUOTANOTOG dIaxeipiong TToIdTNTAG PE TIG OTToiEG Ba TTPETTEl va
OUMMOP®WVOVTAI OI ETTIXEIPACEIG TTOU ETTIOIWKOUV VA ATTOOEIKVUOUV ThV IKAVOTNTA
TOUG VO TTAPEXOUV 1OTPOTEXVOAOYIKA TTPOIOVTA KAl OXETIKEG UTTNPECIEG TTOU
IKAVOTTOIOUV TIG QTTQITAOEIS TWV TTEAQTWV KAl TNG OXETIKAG vopoBeoiag. Ta
OXETIKA €yypaga, oTnv €kdOON TIOU ava@EPOVTAl, QATTOTEAOUV HEPOG TNG
TTapouoag Trpodiaypa®ns. MNa Ta £yypa@a, yia Ta OTToia OEV AVAPEPETAl £TOG
€KOOONG, eQapuOleTal n  TeEAeuTaia  €KOOON, OCUMPTTEPIAAUBAVOUEVWY  TWV
TPOTTOTIOINCEWYV. 2€ TIEPITITWON AVTIQAONS TNG TTAPOUCaS TTPOdIAYPAPNAS HE
Mvnuoveuoueva TTPOTUTTA, KaTioxUel n Trpodlaypa@r], uttd Tnv TTpouttdbeon
IKAVOTTOiNONG TNG Io0XUouoag vouoBeaiag Tng EAANVIKAG AnuokparTiag.



3. TAZINOMHzH
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4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiop6g YAIKOU

To 1Tpog TTpopnBeia €idog Ba TTPETTEI va gival KAIVOUPYIO PE NUEPOPNVIa AREEWS
TOUAGXIOTOV  €éva  €T0C  apyotepa amd TNV nuepounvia Trapdadoong oOTo
XEIPOUPYEIO, QUETAXEIPIOTO, ATTOOTEIPWHEVO,TTANPES, TTPOCPATNG KAl AVOEKTIKAG
KATOOKEUNG, oUYyXPOoVvNG TEXVOAOYiag Kal va gival CUPNQWVO PE TOUG KAVOVEG TNG
TEXVNG KAl TNG €moTAUNG. Na eivar KartdAAnAo yia Tov OKOTTé TOov OTT0io
TTpoopieTal, va TTANPEi Toug d1EBveiC KavoveG ao@aAgiag Kal va cuvodeUovTal
armé OAa Ta avaykaia Kal ouoiwdn TTAPEAKOPEVA YIO TNV AC@OAR Kal KOAR
AgIToupyia Toug.

4.2 XapakTnpioTiIKA YAIKOU

4.2.1 To UAIKO KATOOKEUNG Tou KAwBOU Ba TTpéTTel va gival

TTOAUNEPEG akTIVOBIaTTEPATO UAIKG (PEEK) o¢ avatopiké kal AopdoTikd oxriua
(ywvia 5°), ye diaotdoeig 12X12mm, 12X13mm, 12X14mm, 12X15mm,
12X16mm, 14X15mm kai Uyog 4,5,6,7 kal 8mm o€ aTTOOTEIPWHEVI CUCKEUQTIA.

4.2.3 To oxnua Tou KAwPBOoU Ba TTPETTEN va gival avaTouIKO Kal va £XEl AOPOWTIKN
ywvia Trepitrou 5 poipwv

4.2.4 O diaotaoelg Ba PETTEN va gival wg TTpog 1o Uwog 4,5,6,7,8 kKai 9mm
XWPIC va artrayopelovTal UIKPES ATTOKAICEIC TNG TAEEWS Tou XIAlooToU Kal va
UTTAPXEl KAWPBOG TTEPi Ta 4 XINOOTA WG 0 MIKPOTEPOG dIaTIBEPEVOS. O AOITTEG
O100TACEIC WG TIPOG TO MPNAKOG ( TrpooBiotrioBia didoTtaon) €1 To TTAGTOS va
IKaVOTTOIOUV Ta akOAouBa peyédn 12X12mm, 12X13mm, 12X14mm, 12X15mm,
12X16mm, 14X15mm o€ avTmioToiXia HE Ta Trpoava@epBévia Uywn wWOTE
uwnAOTEPOI KAWPOI EPPRIOPNXAVIKA va £XOUV PEYAAUTEPN ETTIPAVEIQ ETTAPNS ME TIG
TENIKEG ATTOQPUOIOKEG TTAAKEG TWV QUXEVIKWY OTTOVOUAWY. MIKPEG aTTOKAICEIS OTIG
Ola0TACEIS TTOU TTPoavVaPEPBNKAV Eival ETTITPETITEG £QOCOV UTTOOTNPI(OVTal OTTO

EMBIOuNXaVIKR AOYIKHA.

4.2.7 O1 kKAwBoi va diabEéTouv aKTIVOOKIEPO OEIKTN Kal va gival oupBartoi Je



e¢ETaon o€ payvnTikO Topoypdgo rediou £wg 1.5 T.

4.2.8 O1 KAwpBoi va dIabETouV KEVTPIKA OTTH TOTTOBETNONG OOTIKOU HOOXEUUATOG 1
GANO €id0G KeEVOU OTNV KATOOKEUN TOUG TIOU VA ETTITPETTEI TNV TOTTOBETNON
MOOXEUMATOG YIa va ETTITUYXAVETAI ouveoaTéwan ( fusion).

4.2.9 O1 KAwpoi va diaBétouv oUCTNUA AUTOKAEIOWMPATOG META TNV TOTTOBETNON
TOUG 1l GAAO PNXavioPo TTou va e€ao@alilel uwnAr avtioTaon €QEAKUCHOU TOUG
EKTOC TOU pecooTrovOuAdiou OlaotAuatos. O pnxaviopog autdg va  Eivai
QVTIOTPETTTOC OTNV TIEPITITWON TTOU O XeIpoupyodg ETIOUMPEI va a@aipéoel ToV
KAWROS dieyxeipnTika.

4.3 Zuokeuaoia

To 1pog TTpounBeia €idog TTPETTEl VA €ival CUOKEUAOMUEVO HE TPOTTO TTOU VO
€CAO@OAICEl TNV QOQOAN MPETAPOPA, ATTOOTEIPWHEVO KABWG Kal TNV KaAR
OUVTAPNON TOU O€ TTEPITITWON JAKPOXPOVIOS OTTOBNKEUONG.

4.4 ETionpavon

2€ KATAAANAN B€on oTo uTTO TTPOoNNBEIa €idOG va TTIKOAANOEI TTIVakKida Y pepipva
TOU TTPouNBeuUTH, oTNV otToia Ba avaypdgovTal:

4.41 H ovouaaia,

4.4.2 O apiBudg unTpwou

4.4.3 To LOT NUMBER ToU €idoug

4.4.4 Ta oTOIXEIO TOU KATAOKEUQOTH KOI TOU TTPOUNBEUTH.

4.4.5 H nuepounvia AAgng n otroia dev Ba TTpETTEl va gival vwpitepa atmod éva
€T0G 0€ OXEON UE TNV NUEPOMNViIa TTapAdoonG OTO XEIPOUPYEIO

4.4.6 O apiBudg ocuPPBaCNS Kal TO £TOG UTTOYPOPNG.



AMNAITHZEIZ ZYMMOP®QZHZ YAIKOY

5.1 ZuvodeuTtikd Eyypaga / MoTotrointika

5.1.1 YmoBoAn Eyypdgwyv yia AgiloAéynon
Kdabe mmpounBeuTtr) va KataBéoel Ta TTapakAatw padi ge TNV
TTPOCPOPA TOU :

5.1.1.1 MARARpnN TTEPIYPAPR TOU TTPOG TTPOoUNRBEIa €idoug padi ue TTANPN TEXVIKA
XOPAKTNPIOTIKA,  KOBWG Kal OTTolodnTToTE GAAO OTOoIXEi0O TTOU TTPOCdIoPICEl
akpIBwg 1O €idog Kal Tov TPOTTO Xprong Tou KAQBOY MEZOZIMONAYAIOY
AIZKOY TPOZOIAY AYXENIKHZ ZMONAYAOAEZIAZ mou B6a avaypdgovral
otnv TEXNIKH MPOZPOPA. O mrpounBeutnig Ba TTpétrel va TTepIypA@el Kal va
eyyudral Ot Ba TTapéxel OAa Ta TTapeAKOPEVA EpyaAAgia TTOU aTTalITouvTal yid TNV
TOTTOBETNON TOU KAWPOU.

MoTtotroinTiké 1ISO 9001:2008 (1oxUel wg 15 Zetr 2018) i PeTayEVEOTEPO TOU
QVTITTPOOWTIOU TOU KaTaokeuaoTy otnv EAAGda yia eutropia kail dlakivnon
IATPOTEXVOAOYIKWY TTPOIOVTWV.

BeBaiwon atmmd KolvoTroinuEVo opyaviopo 6T 0 avTITTPOOWTTOG TOU KOTAOKEUQOTH
otnv EAAGSa e@appolel cUOTNPO OPXWY KOl KATEUBUVTNPIWY YPAUHWY 0pBRg
dlavoung oupgwva Pe TNV uttoupyik atro@acn AY86/I.M.01K./1348/2004 (PEK
32/B/16-01-2004)

MoTtotroinTikS ISO 13485:2003 TOU KATAOKEUAOTH TWV UAIKWY YIO TTOPAYwWYr) Kal
01GBe0n 1ATPOTEXVOAOYIKWYV TTPOIOVTWV

MoTtotmoinTikdé CE oupgwva pe v 93/42/EOK yia KABe TTpoo@epdUEVO
UAIKO atrd  KoIvoTroinuévo opyaviopo 1 MioTotroinTiIkKG TOou  KOIVOTTOINUEVOU
opyaviopou Otou Ba dnAwvetal ;. xopAynon  Tou  OIKAIWMATOG oTO
KataokeuaoTy va  €mBétel Tnv ofpavon CE padi pe tov teTpayn@io aplOuo
TOU, E£TTi TOU TIPOIOVTOG OUVOOEUOUEVN OTTO TTiVOKA TTPOIOVTWY OTTou  Ba
AVA@EPETAl 1] OUAdA TWV TTPOCPEPOPEVWV EIBWV I} OUVODEUOUEVN ATTO OXETIKN
OnAwaon cuppopPwaong Tou kataokeuaoTr (declaration of conformity).

51.1.2 TMpwrtétutro dia@nuioTikG BIBAIGpIO | QUAAGDIO TNG ETaIpEiag
(PROSPECTUS), yia T0 CUYKEKPIPEVO €i0OG MACi JE TA ATTAPAITATA TTAPEAKOUEVA
KAl OUCTAUATA TTOU TO OUVOOEUOUV QTTOPQITATA, TIOU VA TTEPIEXEl TA YEVIKA
TEXVIKA XOPAKTNPIOTIKA Toug. ETTiong moToTtroinTikd, ota otroia Ba BefaiwvovTal
ammapaitnta: OTI TO €PYOOTACIO KATAOKEUNRG TOU TTPOG TTPOMNBEIa UAIKOU  €ival
moTotroinuévo  katd 1ISO 9001:2008 (1loxuel wg 15 Zetr 2018) A YETAYEVEOTEPO
N HME AANO  atmmodedelypéva 1000UVAUO KPATIKO £yypago, O POPEAS TTOU
TIPAyPATOTIOINCE TNV TMOTOTIOINON, N XPOvoAoyia TTOTOTTOINONG  TOU
gEpyooTaciou, o] XpOvog AENG NG TMOTOTToINONG, o]
aplBudg  TMOTOTTOINONG, TO OVOMPATETTWVUMO TOU UTTEUBUVOU TOUu  @Qopéa
TTOU TTPAYMATOTIOINCE TNV TOTOTToiNON Tou gpyooTaciou (dieubuvon, apiBuod
TnNAepwvou kai FAX). kal n xpovohoyia Trou Exel KOTOOKEUQOTEI  TO
TTPOCPEPOUEVO UAIKO.



5.1.1.3 'Eyypaen dAAwon Tou TTPOUNOEUTH 1 TOU KOTAOKEUQOTH 1 TOU
VOUIUOU EKTTPOCWTTOU QUTOU, OTNV OTToia Vo ONAWVETAI:
2UVTOUO I0TOPIKO TOU TTPOMNBEUTA KAl TOU KATAOKEUAOTH (QV
auTtdg eival dANog), kaBwg kal kardAoyo TreAatwv (EvottAeg Auvdapeig,
Opyaviopoi, Etaipeieg otnv EANGOO Kal TO €EWTEPIKO) ME TTARPN OTOIXEIO
(O1euBuvoelg, TNAépwva K.ATT) TTOU €XOuv ayopdoel otrd Tov eV Adyw
TIPOMUNOEUTH Il KATAOKEUAOTIKO 0iKO TTapduoIa €idn.
Bdaoel Twv TTapamdvw oToixEiwv TTou Ba utToANBOUV Kal TG TTapPoUCag
TEXVIKAG TTEPIYPAPNAG, N APHOdIa ETITPOTTA TEXVIKAG afloAdynong Ba mTpofei 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 Bepdtmwv 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 mnv agioAdynon 6a An@Bouv utrdyn n €PTTEIpIA Kal N agIOTOTIO TOU
TIPOMNOEUTH - KOTAOKEUOOTIKOU Oikou atrd AAAeC TTpoundeieg 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  @QUAAGSIO pe TiTAO << ENTYTO
ZYMOPOQZHZ MPOZ MNMPOAIATPA®H ENOIMAQN AYNAMEQN >>, utréderyua
TOU OTToioU , YE 0dnyieg CUNTTANPWONG, PBPIoKETalI avapTnUévo OoTnV I0TOoEAIdA
<< MPOAIATPA®EZ ENOMNAQN AYNAMEQN>> (https://prodiagrafes.army.gr)
emAéyovtag apxikd << NOMOOEZIA-ENTYTIA-YMOAEITMATA>> «kai 0Tn
ouvéxela << ENTYTIA>>,

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



https://prodiagrafes.army.gr/

8. ZHMEIQZEIZ
8.1 ANAPABATOI OPOI

Ta mmapakdtw ovopadovtal Atrapdapatol Opol kal un KAAuwn €0Tw Kal vog 0pou
2HMAINEI AMOPPIWYH THZ NPOZ®OPAL. .

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

8.1.2 Na tapéxetal gyyunon €@odiaopou TnG YTTNPEoiag Pe avaAwoiya 24
WPES To 24wpo 7 nuépeg TNV eROOPAdA KaTG aTTaiTNON OE TTPOYPAUMATIONEVA A
EKTAKTA XEIPOUPYEIQ yIa TN XPOVIKA dIApKEIa TNG ouuBaong.

8.1.3 Na kartariBetal padi pe Tnv mpooc@opd ®YAAO ZYMMOPOQZHZ

9. TMPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

2x0ANlaou6¢g TNG TTapoucag MNpodiaypagng atrd KABe evolapepOuEVO, Yia T
BeATiwon Tng, YTTopEi va yivel otn d1adIKTUAKK ToTToBeCia Tou TEEOA, péow NG
NAEKTPOVIKAG €@apuoyng odlaxeipiong TMEA, otn  diadiktuakr TOTTOBETIO
https://prodiagrafes.army.qgr.
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