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1. MEAIO E®PAPMOIHZ

H tmmapouoca lMpodiaypaery EvotrAwyv Auvauewyv (MEA) kaBopilel TIC aTTaITHOEIG
NG Ymnpeoiag yia tnv mpounBeia  MHTPAZ MOZXEYMATOZ 2ZKAHPAX
MHNITTOZXZ

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 OCUPTTANPWHMATIKA TNG
mpoavaepBeiong KYA. MNa v akpifeia n KYA 1Tou ava@épbnke Trapattavw
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 amégaon AY88/I.IM.0IK./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIC apXEG KAl KATEUBUVTAPIEG YPAUMEG OPBAG TTPOKTIKAG dIavOouAg
IOTPOTEXVOAOYIKWY TTPOIOVIWY 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)) mmpdétutta EN ISO 9001:2015 Quality management
systems - Requirements kai EN ISO 13485 trou Bétouv avaAuTiKd TIG
TIPOAVOQPEPOUEVEG  TTPOUTTOBECEIC KAl TTOU  OpoUV  CUUTTANPWHATIKA  TNG
TTPOAVAPEPOUEVNG UTTOUPYIKNAG atrogaong. I1diairépwg 8 To EN ISO 13485:2012
Medical devices — Quality management systems — Requirements for regulatory
purporses ¢€ival éva OleBvEG 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 TAV IKAVOTNTA
TOUG VO TTAPEXOUV 1OTPOTEXVOAOYIKA TTPOIOVTA KOl OXETIKEG UTTNPECIEG TTOU
IKQVOTTOIOUV TIG OTTQITAOEIS TWV TTEAQTWV KAl TNG OXETIKAG vopoBeoiag. Ta
OXETIKA €yypaga, oTnv £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, KaTiIoXUel n TTpodlaypa@r), uttd Tnv TTpouttdbeon
IKAVOTTOiNONG TNG Io0XUouoag vouoBeaiag Tng EAANVIKAG AnuokparTiag.



3. TAZINOMHzH

NSC NSN INC NIIN CPV

6515 33184100-4

4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiop6g YAIKOU

To 1pog TTpounBeia €idog Ba TTPETTEl va gival KaIvoupylo PE NUEpoUnvia ARgewg
TOUAGXIOTOV  €va  €T0C  apyoTepa ammd TNV nuepounvia Trapddoong oOTo
XEIPOUPYEIO, QUETAXEIPIOTO, TIANPEG, TTPOOPATNG KAl QAVOEKTIKAG KATAOKEUNG,
oulyxpovng TEXVOAOyiag Kal va gival CUPPWVO 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 XapaKTnPIoTIKA YAIKOU

4.21 To 1mpog tpounBeia €idog Ba TTpétrel va €xel v 101I0TATA TNG MHTPAX
MOZXEYMATOZ *KAHPAZ MHNITOZ AINMO KOAAATONO.

4.2.2 Na €X€l QVTIOUPQUTIKEG 1010TNTEG.

4.2.3 Na unv ouppikvwveTal (va dlatnpei To OXAPA) META aTTO EUTTOTIONO ME
ENY-aipa.

4.2.4 Na ToTTo0€eTEITAI EUKOAA XWPIG VO TTIPOOKOAAATAI OTA XEIPOUPYIKA EPYOAEIQ

4.2.5 Na unv mmpokaAei avtidpaon Eévou owpatog (foreign body reaction)

4.2.6 Na mrpoo@épetal o€ diaotdoelc 5 x 5 em, 7,5 x 7,5 cm, 10 x 12,5 cm
XWPIG va atTayopeUovVTal PIKPEG ATTOKAIOEIG OTIG TTPOAVOPEPOUEVEG DIOOTACEIG.



4.3 Tuokeuaoia

To 1pog TTpounBeia €idog TTPETTEl VA E€ival CUOKEUAOMUEVO HE TPOTTO TTOU VO
€CA0@OAiCeEl TNV aOQaAn MPETaPOPA, KABWG Kal Tnv KAAfp ouviipnon Tou o€
TTEPITITWON HOKPOXPOVIAG aTToBRKEUONG.

4.4 ETionpavon

2€ KATAAANAN B€on oTo uTTO TTPOoNNBEIa €idOG va eTTIKOAANOEI TTIVakKida Ye pepipva
TOU TTpounBeuTr, oTNV otToia Ba avaypdgovTal:

4.4.1 H ovouaoia,

4.4.2 O apiBudg untpwou

4.4.3 To LOT NUMBER Ttou €idoug

4.4.4 Ta oTOIXEIO TOU KATAOKEUQOTH KOI TOU TTPOUNBEUTH.
4.4.5 Ol dlooTdoeig

4.4.6 H nuepounvia AAgng n otroia dev Ba TTPETTEN va gival vwpiTepa atmod éva
€T0G 0€ OXE0N ME TNV NUEPOUNVIa TTAPAdOONG OTO XEIPOUPYEIO

4.4.7 O apiBudg cuuPaong 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 MAAQpN TTEPIYPAPR TOU TTPOG TTpounRBeia €idoug padi pe TTANPN TEXVIKA
XOPAKTNPIOTIKA,  KOBWG Kal OTTolodNTTOTE GAANO OTOIXEIO TTOU TTPOOCdIOPICE!
OKPIBWG TO €idOg Kal Tov TPOTTO XPNong TG MATPOG OKANPAG WAVIYYOS OTO
xelpoupyeio, rou Ba avaypdeetal otnv TEXNIKH NMPOZOOPA.

MoTtotroinTiké 1ISO 9001:2008 (1oxUel wg 15 Zetr 2018) 1 PeTayEVEOTEPO TOU

QVTITTPOOWTIOU TOU KaTaokeuaoTy oTnv EAAGda yia eutropia kail dlakivnon
IATPOTEXVOAOYIKWY TTPOIOVTWV.
BeBaiwon atmmd KolvoTroinuEVo opyaviopo 6T 0 avTITTPOOWTTOG TOU KOTAOKEUOOTH
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)



MaoTtotroinTikS ISO 13485:2003 TOU KATAOKEUAOTH) TWV UAIKWY YIO TTOPAYywWYr Kal
01GBe0n 1ATPOTEXVOAOYIKWYV TTPOIOVTWYV

MoTtotmoinTiké CE oupgwva pe v 93/42/EOK yia KABe TTpoo@epduEVO
UAIKO atmd  KolvoTroinuévo opyaviopo 1 MiototroinTikG Tou  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 ] OUAdA TWV TTPOCPEPOPEVWV EIBWV I} OUVODEUOUEVN ATTO OXETIKN
OnAwaon cupuopPwaong Tou kKataokeuaoTr (declaration of conformity).

51.1.2 TMpwrtétutro dia@nuioTikG BIBAIApIO 1 QUAAGDIO TNG ETaIpEiag
(PROSPECTUS), yia T0 CUYKEKPIPEVO €i0OG MACi JE TA ATTAPAITATA TTAPEAKOUEVQ
KAl OUCTAUATA TTOU TO OUVOOEUOUV QTTOPQITATA, TIOU VA TTEPIEXEI TA YEVIKA
TEXVIKA XOPAKTNPIOTIKA Toug. ETTiong moToTtroinTikd, ota otroia Ba BefaiwvovTal
ammapaitnta: OTI TO €PYOOTACIO KATAOKEUAG TOU TTPOG TTPOMNBEIa UAIKOU  €ival
moToTroinuévo  katd 1ISO 9001:2008 (1loxuel wg 15 Zetr 2018) A YETAYEVEOTEPO
N HME AANO  atmmodedelypéva 1I000UVAUO KPATIKO £yypago, O POPEQS TTOU
TIPAyPATOTIOINCE TNV TMOTOTIOINON, N XPOvoAoyia TTOTOTTOINONG  TOU
gEpyooTaaciou, o] XpOvog AENG NG TMOTOTToINONG, o]
aplBudg TMOTOTTOINONG, TO OVOMPATETTWVUMO TOU UTTEUBUVOU TOU  @Qopéa
TTOU TTPAYMATOTIOINCE TNV TTOTOTToiNON Tou gpyooTaciou (dieuBuvon, apiBuod
TnAepwvou kai FAX). kal n xpovohoyia Trou Exel KOTOOKEUQOTEI  TO
TTPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypaen d3AAwon Tou TTPOPNOEUTH 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 TTIARPN OTOIXEIO
(O1euBuvoelg, TNAépwva KAL) TTOU €XOuv ayopdoel otrd Tov eV Adyw
TTPOMUNOEUTH Il KATAOKEUAOTIKO 0iKO TTapouoIa €idn.
Bdaoel Twv TTapamdvw oTolixEiwv TTou Ba uttToANBOUV Kal TG TTaPoUCag
TEXVIKAG TTEPIYPAPNAG, N ApHOdIa ETITPOTTA TEXVIKAG afloAdynong Ba mTpofei otnv
agloAdynon Twv TTPOCPOPWV

6. AOINEZ AMAITHZEIZ

6.1 O TpounBeuTAg uTTOXPEOUTAI VO TTANPWOElI TTOIVIKA PATPA TTou Oa
KaBopioTei aTn ouuPaon, yia K&Be nuépa kKabBuoTépnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av o TTpouNBeUTAC TTAPAdWOEI EKTTPOBETHA TO UAIKO.
6.2.2 Av 0 Bepdtmwv Neupoxelpoupydg 1 n UTTEUBUVN voonAeUTpIa XEIPOUPYEIOU

TapaAaBic apvnBouv va TapoAdBouv 1O uTtd TIpounBeia €idog yia Tuxov
TapaBidoelg Twv Opwv TNG oUPPBacng A TNG TEXVIKAG TTEQIYPAPNS ATTO TOV



TTPONNBEUTH.

6.3 Kard tnv agioAdynon 6a An@Bouv utrdyn n ePTTEIpia Kal n aglomoTia Tou
TIPOUNOEUTH - KOATAOKEUOOTIKOU OiKOU aT1td GAAeG TTPOUNBEIEG OTIG 'EVOTTAEG
Auvaueig, oe Opyaviopoug, o1o AnuéoIo K.A.TT.

7. MEPIEXOMENO MNMPOzZ®OPAZ

71  ®UAAo Zuppépoepwong

O T1rpounBeuTtnG €ival UTTOXPEWMPEVOG OTNV  TTPOCYPOPA  TOU VA
ETMOUVAYEl ZUPTTANPWHEVO  aVOAUTIKO  @QUAAGBIO pe TiTAo << ENTYTIO
ZYMOP®QZHZE MPOZ MNMPOAIATPA®H ENOIMAQN AYNAMEQN >>, utrédeiypa
TOU OTToioU , JE 0dnyieg CUPTTANPWONG, BpPioKeTal avapTnuévo oTnv I0TooEAIda
<< MPOAIATPA®EL ENOIMAQN AYNAMEQN>> (https://prodiagrafes.army.gr)
emAéyovtag apxikd << NOMOOEZIA-ENTYTIA-YNOAEITMATA>> «kai 0OTn
ouvéxela << ENTYTIA>>,

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

8. ZHMEIQZEIZ
8.1 ATTAPABATOI OPOI

Ta mapakdtw 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 atmapdpaTol 6pol yia To
TTPOG TTpounBeia €idog.

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

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

9. TMPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

2X0ANlaouog TNG TTapoucag Mpodiaypa@r amd KABe evilapepOuEVO, Yia
TN BeATiwon Tng, utropei va yivel otn diadiktuakr TotroBeoia Tou FTEEOA, péow
TNG NAEKTpOVIKAG e@apuoyns diaxeipiong MEA, otn d1adIkTuaKr) TOTTOBETia

https://prodiagrafes.army.gr.

2YNTA=H
Etyog (Y1) Bepdvng ZwTriplog
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