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1. MEAIO E®PAPMOIHZ

H tmmapouoca lMpodiaypaery EvotrAwyv Auvauewyv (MEA) kaBopilel TIC aTTaITHOEIG
NG Y1npeoiag yia tnv mpounbeia ZYZTHMATOZ TAAKAZ-BIAQN MNMPOZOIAZ
AYXENIKHZ XIMTONAYAOAEZIAX

2. 2XETIKA EFTPAGA

2.1 NopobOeoia

H Koivfh Ytroupyiky Amoégaon AY8S/.M.0IK. 130648 (PEK 2198/B°/02-10-
2009) «Evappovion tng EBvikng NopoBeaiag rpog tnv odnyia 93/42/EOK/14-06-
93 Tou ZupBouliou Tn¢ EupwTraikng ‘Evwong mmou agopd Ta 1aTPOTEXVOAOYIKA
TTPOoIOVTaY.

H eupwTraik odnyia 93/42/EOK Tou Opa GCUPTIANPWHMATIKE TNG
mpoavapepBeiong KYA. MNa mv akpifeia n KYA 1Tou ava@épbnke trapatrdvw
atroteAei TNV €AANVIKR) €kOOON KAl TNV UTTOXPEWTIKA €Qappoyr TnG odnyiag
93/42/EOK vyia Ta 1atrpoTteXvoAoyikd TTpoidvta. Oca Bépara dev KaAUTITOVTAI OTTO
TNV KYA TTapatréutrovTal oTIG avTioToIXeS avagopés Tng 93/42/EOK.

H utroupyiki amégaon AY8&/I.IM.0IK./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIC apXEC Kal KATEUBUVTNPIEG YPAMUMEG OPOAC TTPOKTIKAG dIavoung
IOTPOTEXVOAOYIKWY TIPOIOVIWY KAl N uttoupyikr amogaon E3/833 (PEK
1329/B/29-06-1999) kabopilel cuoTnua TToOIOTNTAG TWV ETAIPEILV dlaKivnong
IATPOTEXVOAOYIKWY TTPOIOVTWV.

2.2 MNpoéTuTtra

Ta eupwTraikd (kar digbvr)) mpdéTuTta EN ISO 9001:2015 Quality management
systems - Requirements kai EN ISO 13485 mou B©étouv avaAuTtikd TIg
TTPOAVOQPEPOUEVEG  TTPOUTTOBECEIC KOl TTou  OpoUvV  CUUTTANPWUHATIKA  TNG
TTPOAVAPEPOUEVNG UTTOUPYIKNAG atropaong. 1diairépwg 8 1o EN I1ISO 13485:2012
Medical devices — Quality management systems — Requirements for regulatory
purporses ¢cival éva O1eBvEG TTPOTUTTO OTO OTT0I0  KaBopifovTal Ol YEVIKEG
ATTAITAOEIS TOU CUOTANATOG dlaxeipiong ToidTNTAG KE TIG OTToieG Ba TTPETTEl va
OUPHUOP@WVOVTAI OI ETTIXEIPFOEIG TTOU ETTIBILKOUV VA ATTOOEIKVUOUV TNV IKAVOTNTA
TOUG VA TTAPEXOUV I0TPOTEXVOAOYIKA TTPOIOVTA KOl OXETIKEG UTTNPECIEC TTOU
IKQVOTTOIOUV TIG QTTQITAOEIS TWV TTEAATWV KAl TNG OXETIKAG vopoBeoiag. Ta
OXETIKA £yypaga, oOTnv €KOOON TIOU ava@EéPovTal, OTTOTEAOUV HEPOG TNG
TTapoucag Trpodiaypa®ns. MNa Ta €yypaga, yia Ta OTToia dev ava@EéPETal £T0G
¢ékdoong, e@apuoletal n  TeAeuTaia  €kdoon, OCUMPTTEPIAAPBAVOUEVWY  TWV
TPOTTOTTOINCEWY. 2€ TTIEPITITWON AVTIQACONG TNG TTapoucag TTPOdIAYPAPAG ME
Mvnuoveudueva TTPOTUTIA, KaTioxUel n Trpodiaypa@r], utd Tnv TTpoUTtdébeon
IKAVOTTOINONG TNG I0XUoUoag vouoBeaiag Tng EAANVIKAG AnuokparTiag.



3. TAZINOMHzH

NSC NSN INC NIIN CPV

6515 33184100-4

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 AutokétTouoeg Bideg miTaviou TTPOCOIOG AUXEVIKAG OTTOVOUAODETIAG
dlapéTpou S XIA kal pAkoug 14,16 kar 18xIA. Evidg Tou o€t va repIAaupBavovrail
KAl un auToKOTITouoEeG Bideg TiTaviou diapétTpou 4xIA kal urkoug 14,16,18,20,22
Kar 24 xIA. O1 avwTépw OIaoTACEIG Oev €ival OECUEUTIKEG KAl ETTITPETTOVTAI
atrokAioelg €wg 10% £TTi TWV AvAYPOAPOUEVWY HEYEBWV.

4.2.2 TTAGKQ TITAVIOU QUXEVIKAG POIPAG TEOOAPWY, £§1 KAl OKTW OTTWV, XaunAou
TTPOWIA, TTAATOUG 20xIA, MAKOUG
23XIN,27X1A, 301N, 33XIA, 36XIA,40%1A,44X1A,48XIA,52 XIA,56 XIA,60X%IA,66
XIN,72XIN,78XIA ka1 84 xIA. O1 avwTtépw OIA0TAOEIG Oev €ival DECUEUTIKEG KOl
emTpETTOVTAl ATTOKAIOEIG €WG 10% ETTI TWV AVAYPAPONEVWV PEYEBWV.

4.2.3 H diduetpog Twv ommwv TnG TTAAKag Ba TTpétrel va emTpETTel aBidoTta Tnv
€i0000 TWV PBIdBWV dla TNG OTTAG YIA TNV OUYKPATNON TNG TTAGKAG.

4.3 Zuokeuaoia

To 1pog TTpounBeia €idog TTPETTEl VA €ival CUOKEUAOMEVO ME TPOTTO TTOU VO
e€ao@OAiCel TNV QOQOAN MPETAPOPA, OATTOOTEIPWHEVO KOABWG Kal TNV KaAR
OUVTAPNON TOU O€ TTEPITITWON JAKPOXPOVIAG ATTOBNKEUONG.

4.4 Emonpavon

2€ KATAAANAN B€on o1o UTTO TTPOoNNBeIa €idOG va TTIKOAANOEI TTIVaKida PE pEPipva
TOU TTPOouNBeUTH, oTNV oTToia Ba avaypdgovTal:



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.

4.4.5 H nuepounvia AAgng n otroia dev Ba TTPETTEI va gival vwpiTepa atmod éva
€T0G 0€ OXE0N ME TNV NUEPOUNVIA TTAPAdOONG OTO XEIPOUPYEIO

4.4.6 O apiBudg ocuPPaong Kal To £TOG UTTOYPOPNG.

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

5.1.1 YmoBoAn Eyypdewyv yia ASioAdynon
Kdabe mrpounBeutri¢ va kataBéoel Ta TTapakdtw padi he Tnv
TTPOCPOPA TOU :

5.1.1.1 MARQpN TTEPIYPAPR TOU TTPOG TTpounRBeia €idoug padi pe TTANPN TEXVIKA
XOPAKTNPIOTIKA,  KOBWG Kal OTTolodNTTOTE GAANO OTOIXEIO TTOU TTPOCdIoPICE!
aKPIBWG TO €idog Kal Tov TPOTTO Xpriong tou 2YZTHMATOZ TMAAKAZ-BIAQN
MPOZOIAZ AYXENIKHZ Z[MMTONAYAOAEZIAZ
otnv TEXNIKH MPOXZ®POPA. O tmrpounBeutri¢ Ba TTPETTEl va TTEPIYPAPEI KAl VO
eyyudral ot Ba TTapéxel OAa Ta TTAPEAKONEVA epyaAgia TTOU aTTalITouvTal yid TNV
TOTTOB£TNON TOU KAWROU.

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

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

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

MototroiNTiké CE oup@wva pe Tnv 93/42/EOK yia KAEBe TTpOC@EPOUEVO
UANIKO atrd koivotroinuévo opyaviopd 3 MoTtotrointikd Tou  KOIVOTTOINUEVOU
opyaviopou o6tou Ba dnAwvetal 1 xopAynon  Tou  SIKAIWMATOG oTO
KaraokeuaoTy va  €mBéter Tnv ofpavon CE padi ye tov 1eTpayn@io aplOuo
TOU, E€TTi TOU TIPOIOVTOG OUVOdEUOUEVN OTTO TTivaKa TIPoiovVTwY OTTou  Ba
AVa@EPETAl 1] OUAdA TWV TTPOCPEPOPEVWV EIOWV ] OUVOBEUONEVN ATTO OXETIKN
dnAwaon cupudpewaong Tou kataokeuaoTr (declaration of conformity).



5.1.1.2 TMpwrtétutro dia@nuioTiKO BIBAIGpIo 1 QUAAGDIO TNG ETAIPEiag
(PROSPECTUS), yia T0 CUYKEKPIPEVO €i00C Padi JE TA ATTAPAITATA TTAPEAKOUEVA
KAl OUCTAMATA TTOU TO OUVOOEUOUV QTTOPAITNTA, TIOU VA TTEPIEXEl TA YEVIKA
TEXVIKA XOPAKTNPEIOTIKA Toug. ETTiong moTotroinTik&, oTa otroia Ba BefaiwvovTal
ammapaitnta: OTI TO EPYOCTACIO KATAOKEUNG TOU TTPOG TTPOMUNBEIa UAIKOU  gival
moTotroinuévo  katd ISO 9001:2008 (1loxuel wg 15 Zetr 2018) A YETAYEVEDTEPO
N ME AANO  aTrodedelyuEva I000UVAUO KPATIKO £yypa@po, O QOopEag TTou
TTPAYUOATOTIOINCE TNV TMOTOTTIoINON, N XPOVoAoyia TTOTOTIOINCNG  TOU
gEpyooTaaciou, o] XPOVOG AMENG g TMOTOTT0INONG, o]
aplBudg TMOTOTTOINONG, TO OVOMOTETTWVUMO TOu UTTEUBUVOU TOUu  @opéa
TTOU TTPAYMATOTIOINCE TNV TNOTOTTOINON TOu gpyooTaciou (d1euBuvaon, apiBuo
TnAepwvou kai FAX). kal n Xpovohoyia Trou E€xel KATOOKEUQOTEI  TO
TIPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypa@n dAAwon Tou TTPOPNOEUTH 1 TOU KOTAOKEUAOTH fj TOU
VOUIUOU EKTTPOCWTTOU QUTOU, OTNV OTToIa VA ONAWVETAI:
2UVTOUO I0TOPIKO TOU TTPOMNBEUTA KAl TOU KATAOKEUAOTH (QV
auTtdg  eival GANog), kabwg kal kKardAoyo TreAatwv (EvotrAeg Auvdapeig,
Opyaviopoi, Etaipeieg otnv EANGOO Kal TO €§WTEPIKO) ME TTIANPN OTOIXEIO
(Sd1euBlvoelg, TNAéQwva KAL) 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 APPOdIa ETITPOTTA 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 KdBe nuépa KabuoTEPnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av o TTpouNBeUTAG TTAPAdWOEI EKTTPOBETUA TO UAIKO.

6.2.2 Av 0 Bepdtrwv Neupoxelpoupyodg ) n uTTeUBUVN voonAeUTpIa XEIPOUpYyEiou

TTapaAaBhg apvnBouv va TapoAdBouv 1O uTd TTpopnBela €idog yia Tuxov
Tapapidoeic Twv Opwv TNG oUPBaAcnNS | TNG TEXVIKNAG TTEQIYPAPNS ATTO TOV
TTPONNBEUTH.

6.3 Kard tnv agioAdynon 6a AngBouv utrdéyn n euTIEIpia Kal n aglomoTia Tou
TIPOPNBEUTH] - KATOOKEUAOTIKOU OiKOU a1to GAAeG TTpouABeieg OTIG 'EVOTTAEG
Auvaueig, oe Opyaviopoug, oto Anudoio K.A.TT.



7. MEPIEXOMENO MNMPOZ®OPAZ

71  ®UAAo Zuppépoepwong

O T1rpounBeuTnG €ival UTTOXPEWMPEVOG OTNV  TTPOCYPOPA  TOU VA
EMOUVAYEl  ZUPTTANPWHEVO  aVOAUTIKO  @QUAAGBIO pe TiTAo << ENTYTIO
ZYMOP®QZHZ MNMPOZ MNMPOAIATPA®H ENOIMAQN AYNAMEQN >>, utrédeiypa
TOU OTToioU , JE 0dnyieg CUPTTANPWONG, BpPioKeTal avapTnuévo oTnv I0Too€EAIda
<< TMPOAIATPA®EY ENOIMNAQN AYNAMEQN>> (https:/prodiagrafes.army.gr)
emAéyovtag apxikd << NOMOOEZIA-ENTYTIA-YIOAEIFTMATA>> «kai 0OTn
ouvéxela << ENTYTIA>>,

NPOZO®OPA XQPIZ 'H ME EAAINEZ @®YAAO 2ZYMMOP®QIH: OA
AMNOPPINTETAI.

8. ZHMEIQZEIZ
8.1 ATTAPABATOI OPOI

Ta mmapakdtw ovopdalovtal Atrapdpatol Opol kal un KAAuwn €0Tw Kal vog 6pou
ZHMAINEI ANMOPPIWYH THZ NMPOZ®OPAL. .

8.1.1 O1 rapaypagol 4.1, 4.2, 4.3, 4.4 ovopdalovTtal atmmapdpaTol 6pol yia To
TTPOG TTPounBeia €idog.

8.1.2 Na mapéxeral yyunon €@odlacuou TnG YTINPEoiag YE avaAwoipya 24
WPEG TO 24wpo 7 nuéEPEG TNV BOGPAdA KATA aTTaiTNON OE TTPOYPAUMATIONEVA
EKTAKTA XEIPOUpPYEia yia Tn XpovikA didpkeia TNG ouuBaong.

8.1.3 Na kartatiBetal padi pe Tnv mpoo@opd ®YAAO TYMMOPOQIHZ

9. TMPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

2xoANlaopdg NG TTapoucag Mpodiaypa@ns armmo KABe evOIOPEPOUEVO, VIO
TN BeATiwon Tng, utropei va yivel otn diadiktuakr TotroBeoia Tou FTEEOA, péow
TNG NAEKTPOVIKAG e@apuoyns diaxeipiong MEA, otn d1adIKTUaKr) TOTTOBETia

https://prodiagrafes.army.qgr.
2YNTA=H
Emyoc (Y1) Bepdvng ZwTriplog
EmpeAntic Neupoxelpoupyikng KAIVIKAG

EAEMXOZ

OEQPHZH
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