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1. MEAIO E®PAPMOIHZ

H tmmapouoca lMpodiaypaery EvotrAwyv Auvauewyv (MEA) kaBopilel TIC aTTaITHOEIG
NG Ytnpeoiag yia tnv mpoundeia  ANAAQZIMQON OPEZQON XYMBATQN ME
TO TPYTANI TYTIOY ANSPACH XEIPOYPTEIOY

2XETIKA EFTPAG®A
2.1 Nopobeoia

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

H eupwTraik odnyia 93/42/EOK Tou O&pa CUPTTANPWHMATIKE TNG
mpoavapepBeiong KYA. MNa v akpiBeia n KYA 1ou ava@Eépbnke trapatravw
atroTeAei TNV €AANVIKR) €KOOON KAl TNV UTTOXPEWTIKA €Qappoyr TnG odnyiag
93/42/EOK vyia Ta 1atpoTteXvoAoyika TTpoidvta. Oca Bépara dev KaAAUTTTOVTAl OTTO
TNV KYA TTapatréuTrovTal oTIG avTioTOIXEG ava@opés Tng 93/42/EOK.

H utroupyiki amégaon AY8&/I.IM.0IK./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIC ApXEC KAl KATEUBUVTNPIEC YPAUMEG OPOAG TTPOKTIKAG dIavOuAg
IOTPOTEXVOAOYIKWY TTPOIOVIWY KAl N uttoupyikr amogaon E3/833 (PEK
1329/B/29-06-1999) kabopilel cuoTnua TToOIOTNTAG TWV ETAIPEIWV dlaKivnong
IATPOTEXVOAOYIKWY TTPOIOVTWV.

2.2 MNpoéTuTra

Ta eupwTraikd (kar d1eBvn)) mpdéTuTTa EN ISO 9001:2015 Quality management
systems - Requirements kai EN ISO 13485 mou BOétouv avaAuTtika Tig
TTPOAVOQPEPOUEVEG  TTPOUTTOBECEIC KOl TTou  OpoUV  CUUTTANPWHATIKA  TNG
TTPOAVAPEPOUEVNG UTTOUPYIKNG atropaong. 1diairépwg de 1o EN I1ISO 13485:2012
Medical devices — Quality management systems — Requirements for regulatory
purporses ¢cival éva OleBvEG TTPOTUTTO OTO OTT0I0  KaBopifovTal Ol  YEVIKEG
ATTAITAOEIS TOU CUOTAMOTOG dlaxeipiong TmoidTnNTag PE TIG OTToieg Ba TTPETTEl va
OUPHUOP@WVOVTAI OI ETTIXEIPFOEIG TTOU ETTIOIWKOUV VA ATTOOEIKVUOUV TNV IKAVOTNTA
TOUG VA TIAPEXOUV I0TPOTEXVOAOYIKA TIPOIOVTA KOl OXETIKEG UTTNPECIEG TTOU
IKQVOTTOIOUV TIG QTTQITAOEIS TWV TTEAATWV KAl TNG OXETIKAG vopoBeoiag. Ta
OXETIKA £yypaga, oOTnv €KOOON TIOU ava@EPOVTAl, QOTTOTEAOUV HEPOG TNG
TTapoucag Trpodiaypa®ns. MNa Ta £yypa@a, yia Ta OTToia dev avAQEPETAl £TOG
¢€kdooNng, eQapuoletal n  TeAeuTaia  €kOoOn, OCUMPTTEPIAAPBAVOUEVWY  TWV
TPOTTOTTOINCEWY. 2€ TIEPITITWON AVTIQAONG TNG TTapoucag TTPodIayPaAPAG ME
Mvnuoveuoueva TPOTUTIA, KaTioxUel n Trpodiaypa@r], utd Tnv TTpoUTrdébeon
IKAVOTTOINONG TNG I0XUouoag vouoBeaiag Tng EAANVIKAG AnuokparTiag.



3. TAZINOMHzH

NSC NSN INC NIIN CPV

6515 3131 33140000-3

4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiop6g YAIKOU

To 1pog TTpounBeia €idog Ba TTPETTEl va gival KaIvoupylo PE NUEpounvia ARgewg
TOUAGXIOTOV  €éva  €T0C  apyotepa amd TNV nuepounvia Trapdadoong oOTo
XEIPOUPYEIO, QUETAXEIPIOTO, TIANPEG, TTPOOPATNG KAl QAVOEKTIKAG KATAOKEUNG,
oulyxpovnG TEXVOAOyiag Kal va gival CUNPWVO PE TOUG KAVOVEG TNG TEXVNG KAl TNG
ETTIOTAMNG. Na eivar katdAAnAo yia Tov OKOTTO TOV OTToi0 TTpoopileTal, va
TANpei Toug BiEBveiC Kavoveg ao@aAciag kal va ouvodeuovtal atrd OAa Ta
avaykaia Kal ouo1wdn TTOPEAKOUEVA YIa TNV AOPAAr Kal KOAR AEIToupyia Toug

4.2 XapaKTnpPIoTIKA YAIKOU

421 To mpog TtrpounBeia €idog Ba Tpétrel va €xel TV 1I01I0TNTA  TWV
ANAAQZIMON OPEZON YYMBATQON ME TO TPYTIANI TYTOY ANSPACH
TOY XEIPOYPIEIOY TOY 251 'NA.

4.2.2 Ta amaitéupeva €idn Kal ol dIaoTACEIS TwV QPECWVY @aivovTal
TTAPOKATW.

4221 OPEZA E=TPA AIAMANTE MHKOYZ 11ek AIAMETPOQOY 2x1A
®PEZA EZTPA AIAMANTE MHKOYZ 11ek AIAMETPOY 3xIA
®PEZA EZTPA AIAMANTE MHKOYZ 11ek AIAMETPOY 4xIA
®PEZA EZTPA AIAMANTE MHKOYZ 11ek AIAMETPOY 5xIA
®PEZA EZTPA AIAMANTE MHKOYZ 11ek AIAMETPOY 6xIA
OPEZA EZTPA AIAMANTE MHKOYZ 11ek AIAMETPOY 6xIA

4.2.2.2 OPEZA KOMNTOYZA MHKOYZ 11ek AIAMETPOY 2x1A
®PEZA KOIMTOYZA MHKOYZ 11ek AIAMETPQOY 3xIA
OPEZA KOIMTOYZA MHKOYZX 11ek AIAMETPOY 4x1A
®PEZA KOIMNTOYZA MHKOYZ 11ek AIAMETPQOY 5xIA



OPEZA KOIMTOYZA MHKOYZX 11ek AIAMETPOY 6xIA
®PEZA KOMTOYZA MHKOYZ 11ek AIAMETPOY 7xIA

4.2.2.3 OPEZA E=TPA AIAMANTE MHKOYZ 14ex AIAMETPOQOY 2x1A
®PEZA EZTPA AIAMANTE MHKOYX 14ek AIAMETPOY 3xIA
®PEZA EZTPA AIAMANTE MHKOYZX 14ek AIAMETPOY 4x1A
®PEZA EZTPA AIAMANTE MHKOYZX 14ek AIAMETPOY SxIA
®PEZA EZTPA AIAMANTE MHKOYZX 14ek AIAMETPOY 6xIA

®PEZA EZTPA AIAMANTE MHKOYX 14ek AIAMETPOY 7xIA

4.2.2.4 OPEZA KOMNTOYZA MHKOYZ 14ek AIAMETPOY 2x1A
OPEZA KOMTOYZA MHKOYZX 14ek AIAMETPOY 3xiA
OPEZA KOIMTOYZA MHKOYZX 14ek AIAMETPOY 4x1A
OPEZA KOMTOYZA MHKOYZX 14ek AIAMETPOY 5xIA
®PEZA KOMTOYZA MHKOYZX 14ek AIAMETPOY 6xIA
OPEZA KOMTOYZA MHKOYZX 14ek AIAMETPOY 7xIA

4.2.3 Opélec KpavioavaTpnong

4.2.4 Ppélec - paxaipidia KpaviotTdépou.

4.2.5 Na ToroB¢eTEiTal EUKOAA .

4.3 Zuokeuaoia

To Tpog TTpounBeia €idog TTPETTEl VA €ival CUOKEUAOMEVO ME TPOTTO TTOU VO
€€ao@aAiCel TNV aOQ@aAn MPeTaPOPd, KABWG Kal Tnv KAA ouviipnon Tou o€
TTEPITITWON HOKPOXPOVIAG aTTOBRKEUONG.



4.4 ETionpavon

2€ KATAAANAN B€on oTo uTTO TTPOoNNBEIa €idOG va eTTIKOAANOEI TTIVakKida Ye pepipva
TOU TTpouNBeuTh, oTNV otToia 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 KATAOKEUQOTH KOI TOU TTPOUNBEUTH.
4.4.5 O diooTdoeig

4.4.6 H nuepounvia AAgng n otroia dev Ba TTPETTEI va gival vwpiTepa atmod éva
€T0G O€ OXE0N ME TNV NUEPOUNVIa TTAPAdOONG OTO XEIPOUPYEIO

4.4.7 O apiBudg cuhPaong Kal To £TOG UTTOYPOPNG.

4.5. ONEZ Ol TPOZ®EPOMENEZ ®PEZEZ OA MNPENMEI NA EINAI ATTOAYTQZ
2YMBATEZ ME THN MONAAA TPYNANIOY TYINOY ANSPACH T10Y
AIATIOETAI XTO XEIPOYPI'EIO TOY 251 I'NA.

5. ANAITHZEIZ ZYMMOP®QZHZ YAIKOY
5.1 ZuvodeuTtikd Eyypaga / MoTotrointika

5.1.1 YmoBoAn Eyypdgwyv yia AgioAéynon
Kdabe mrpounBeuTtr)g va KataBéoel Ta TTapakAaTtw 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 TO €idog Kkal Tov TPOTTO Xpriong TQON OPEZQN TA TO TPYTANI
ANSPACH oTo xelpoupyeio, TTou 8a avaypdeeral otnv TEXNIKH NMPOX®OPA.

MoTotroinTiké 1ISO 9001:2008 (1oxvel wg 15 Zetr 2018) ] pYeTAyEVEOTEPO TOU
QVTITIPOOWTIOU TOU KaTaokeuaoTy otnv EAAGda yia eutropia kail dlakivnon
IATPOTEXVOAOYIKWY TTPOIOVTWV.
BeBaiwon atmmd kolvoTroinuévo opyaviopo 6T 0 avTITTPOOWTTOG TOU KOTAOKEUQOTN
omnv EAAGOQ €pappolel cUOTNPO OPXWV KOl KATEUBUVTNPIWY YPAUHWY 0pBn¢
dlavoung oupgwva Pe TNV uttoupyikh atmré@acn AY8d/I.M.01K./1348/2004 (PEK
32/B/16-01-2004)
MoTtotroinTikG ISO 13485:2003 TOU KATAOKEUAOTH TWV UAIKWV YIO TTApaywyr Kai
O100£0n 10TPOTEXVOAOYIKWY TTPOIOVTWY



MototmoinTiké CE oupgwva pe v 93/42/EOK yia KdABe TTpoo@epduEVO
UAIKO atrd  KoIvoTroinuévo opyaviopo 1 MioTotroinTikG Tou  KOIVOTTOINUEVOU
opyaviopou Otou Ba dnAwvetal ;. xopAynon  Tou  OIKAIWMATOG oTO
KataokeuaoTy va  emBéter tnv ofpavon CE padi pe tov teTpayn@io aplOuo
TOU, E€TTi TOU TIPOIOVTOG OUVOOEUOUEVN OTTO TTivaKa TTPOIOVTWY O1Tou  Ba
AVA@EPETAl ] OUAdA TWV TTPOCPEPOPEVWV EIBWV I} OUVODEUOUEVN ATTO OXETIKN
OnAwaon cupuopPwaong Tou kKataokeuaoTr (declaration of conformity).

51.1.2 TMpwrtétutro dia@nuioTikG BIBAIGpIO 1 QUAAGDIO TNG ETaIpEiag
(PROSPECTUS), yia T0 CUYKEKPIPEVO €i00G PACi JE TA ATTAPAITATA TTAPEAKOUEVA
KAl OUCTAUATA TTOU TO OUVOOEUOUV QTTOPQITATA, TIOU VA TTEPIEXEl TA YEVIKA
TEXVIKA XOPAKTNPIOTIKA TouG. ETTiong moTotroinTikd, ota otroia Ba BefaiwvovTal
ammapaitnta: OTI TO €PYOOTACIO KATAOKEUAG TOU TTPOG TTPOMNBEIa UAIKOU  €ival
moTotroinuévo  katd 1ISO 9001:2008 (loxuel wg 15 Zetr 2018) | YETAYEVEOTEPO
N HME AANO  ammodedelypéva 1000UVAUO KPATIKO £yypago, O POPEAS TTOU
TIPAyPaTOTIOiNCE TNV TMOTOTIOINON, N XPOvoAoyia TTOTOTTOINONG  TOU
gEpyooTaaciou, 0 XpOvog ANENG TNG TTIOTOTToINONG, O ApPIBUOG  TTIoTOTTOINONG,  TO
OVOMOTETTWVUNO TOU UTTEUBUVOU TOU  @OPEA  TTOU TTPAYUATOTTOINCE TNV
TMOTOTToINON TOou gpyooTaciou (dieuBuvaon, apiBud tnAepwvou kai FAX). kai n
XPOVOAOYia TTOU €XEI KATAOKEUAOTEI TO TTPOCPEPOPEVO 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 €EWTEPIKO) ME TTANPN OTOIXEIO
(d1euBlvoelg, TNAéQwva K.ATT) TTOU €XOuv ayopdoel atrd Tov eV Adyw
TTPOMNBEUTH ] KOTAOKEUAOTIKO OiKO TTapOuoIa €idn.
Bdaoel Twv TTapamdvw oToixEiwv TTou Ba uttToBANBOUV Kal TG TTapoUcag
TEXVIKAG TTEPIYPAPNG, N APHOdIA ETITPOTIA TEXVIKAG afloAdynong Ba 1Tpofei otnv
agloAdynon Twv TTPOCPOPWV

6. AOINEZ ANAITHZEIZ

6.1 O TpounBeuTAC uTTOXPEOUTAI VO TTANPWOElI TTOIVIKA PATPA TTou Ba
KaBopioTei oTn ouupfaon, yia K&Be nuépa KabuoTEpnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av o TTpouNnNBeUTAG TTAPAdWOEI EKTTPOBECUA TO UAIKO.

6.2.2 Av o OBepammwv Neupoxelpoupydg i n uttelBbuvn voonAeuTpia
Xelpoupyeiou TTapaAaBhg apvnBouv va TTapaAdBouv To UTTO TTpounBeia €idog yia
TUXOV TTapaBIdoeIc Twv OpwVv TG oUUPBACNG 1 TNG TEXVIKAG TTEPIYPAPAS ATTO TOV
TTPONNBEUTH.

6.3 Kard tnv agioAdynon 6a AngBouv utréyn n euTIEIpia Kal n aglomoTia Tou



TIPOUNOEUTH - KOATAOKEUOOTIKOU OiKOU aT1tO AGAAEG TTPOUNBEIEG OTIG 'EVOTTAEG
Auvaueig, oe Opyaviopoug, o1o AnuooIo K.A.TT.

6.4 O TpounBeuTAg Ba TTPETTEl va eKTTAIOEUCEl TO TTPOCWTTIKO TTOU QOKEI TA
KaBAkovTa TnG epyaAiodooiag kalr Toug utrelBuvoug Neupoxelpoupyous oTov
TPOTTO XpNong Twv @efwv, PETA a1rd ouvvevonon pe Tnv [poioTtapévn TOU
XEIpoupyeiou.

7. MEPIEXOMENO MNMPOZ®OPAZ

71  ®UAAO Zuppépewong

O TtrpounBeuTtnG €ival UTTOXPEWPEVOG OTNV  TTPOOQYOP& TOU VA
ETMOUVAYEl  ZUPTTANPWHEVO  aVOAUTIKO  @QUAAGDIO pe  TiTAo << ENTYTIO
2YMOP®QZHE MNMPOZ MPOAIATPA®H ENOIMNAQN AYNAMEQN >>, utrédeiypa
TOU OTTOIoU , YE 0dnyieg CUNTTANPWONG, PBPICKETAI avapTnPévo OTNV I0TOOEAIDA
<< MPOAIATPA®EZ ENOMNAQN AYNAMEQN>> (https://prodiagrafes.army.gr)
emAéyovtag apxik@ << NOMOOEZIA-ENTYTIA-YTNOAEITMATA>> «kai 0OTn
ouvexela << ENTYTIA>>,

NPOZ®OPA XQPIZ 'H ME EAAIMNEX ®YAAO YMMOP®QIH: OA
ANOPPIOTETAL

8. ZHMEIQZEIZ
8.1 ANAPABATOI OPOI

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

8.1.1 O1 mapdaypagol 4.1, 4.2, 4.3, 4.4, 4.5 ovopddovtal arrapdparol 6pol yia
TO TTPOG TTPOMNBEIa €id0C.

8.1.2 Na tapéxetal gyyunon €@odlaopou TnG YTTNPEoiag PeE avaAwoiya 24
WPES To 24wpo 7 nuépeg TNV eROOPAdA KaTd aTTaiTNON OE TTPOYPAUMATIONEVA A
EKTAKTA XEIPOUPYEIQ yIa TN XPoVIKA dIApKEIa TNG ouuBaong.

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

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