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1. MEAIO E®PAPMOIHZ

H tmrapouca lMpodiaypapry EvomrAwyv Auvdapewv (MEA) kabopilel TIC amTaITACEIG
NG YTtpeoiag yia tnv TpounBeia 2ET TOMOOETHXHZ KAIM XE AITEIAKEZ
MAGOHZEIZ TOY KN .

IXETIKA ETTPA®A
2.1 Nopobeoia

H Koivry Ytmoupyiky Atéeaon AY8d/.M.0IK. 130648 (PEK 2198/B°/02-10-
2009) «Evappovion 1ng EBvikAS NopoBeaiag Tpog tnv odnyia 93/42/EOK/14-06-
93 Tou ZuppouAiou TG EupwTtraikng ‘Evwong 1Tou agopd Ta  1aTpoTEXVOAOYIKA
TTPOIOVTAY.

H eupwtraikp odnyia 93/42/EOK 10U Opa CUMPTTANPWHOTIKA  TNG
mpoavaepBeiong KYA. MNa mv akpifeia n KYA 1Tou ava@épbnke mTapatrdvw
atroTeAei TNV €AANVIKI) €kOOON KAl TNV UTTOXPEWTIKI €QApPoyr TnG odnyiag
93/42/EOK vyia Ta 1arpoTtexvoloyika mTpoiovta. Ooa Béparta dev KAAUTITOVTIAI OTTO
TNV KYA TTapatréuTrovral oTIG avTioToIXeG ava@opég TN 93/42/EOK.

H utroupyikr) ammégacn AY88/.1.01K./1348/2004 (PEK 32/B/16-01-2004)
KaBopilel TIG apXEC Kal KOTEUBUVTNPIEG YPAUUEG OPBNG TTPAKTIKAG OIAVOUNG
IOTPOTEXVOAOYIKWYV TTPOIOVIWV KAl N uttoupyiki ammégaon E3/833 (PEK
1329/B/29-06-1999) «kaBopifel ouoTnua TTOIOTATAG TWV ETAIPEIWV dlaKivnoNng
IATPOTEXVOAOYIKWYV TTPOIOVTWV.

2.2 NMpoéTutTa

Ta eupwTtraikd (kar d1ebvry) TpdTUTTa EN ISO 9001:2015 Quality management
systems - Requirements kai EN SO 13485 trou B£touv avaAuTiKé TIG
TTPOAVOPEPOUEVEG  TTPOUTTOBECEIC KAl TTOU  OPOUV  CUMTIANPWHMOTIKA NG
TTPoAvAPEPOPEVNG UTTOUPYIKNG atrogaong. Idiairépwg & 10 EN 1ISO 13485
Medical devices — Quality management systems — Requirements for regulatory
purporses eival é€va O1EBVEC TTPOTUTTIO OTO OTT0I0 KaBopilovTal Ol YEVIKEG
ATTAITAOEIS TOU CUCTANOTOG dIaxeipiong TmoIdTNTAG WE TIG OTToiEG Ba TTPETTEl va
OUMMOP@WVOVTAI 01 ETTIXEIPAOEIG TTOU ETTIOILKOUV VA ATTOOEIKVUOUV TNV IKAVOTNTA
TOUG VO TIAPEXOUV IOTPOTEXVOAOYIKA TTPOIOVTO KAl OXETIKEG UTTNPECIEG TTOU
IKOVOTTOIOUV TIC ATTAITACEIS TWV TTEAATWY KAl TNG OXETIKNAG voupoBeaiag. Ta
OXeTIKA €yypaga, oTnv £€kOOOn TIOU QvAQEPOVTAI, OTTOTEAOUV HEPOG TG
TTapouoag Trpodiaypa@ns. MNa Ta £yypaga, yia Ta OTToia eV AVOQEPETAl £TOG
ékdoong, e@appoletal n  TeEAeuTaia  €kdoOn, OCUPTTEPIAAUBAVOUEVWY  TWV
TPOTTOTTOINCEWYV. 2€ TIEPITITWON AVTIPACONS TNG TTapoucag TTPOdIAYPAPAS HE
MVNUOveEUOuEva TTPOTUTTA, KaTIoXUel n Trpodiaypa@r, UTTO Tnv TTPoUTTdBeon
IKAVOTTOinoNG TnG IoxUouoag vouobeaiag TnG EAANVIKAG Anuokpariag.



3. TAZINOMHzZH

NSC NSN INC NIIN CpPV
6515 33184100-4
4.

4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiop6g YAIkou

To 1Tpog Trpounbeia €idog Ba TTPETTEI va gival KAIVOUPYIO PE nNUEpounVvia AREEWS
TOuAdyioTov éva  €T0C  apyOTepa aTTd TNV NUEPOMNVia  TTapddoong oTo
XEIPOUPYEIO, QUETAXEIPIOTO, TTANPES, TTPOCPATNG KAl AVOEKTIKNAG KATAOKEUNG,
ouyXpovng TEXVOAOYIOG Kal Va €ival CUPPWVO UE TOUG KAVOVEG TNG TEXVNG KAl TNG
ETTIOTAMNG. Na cival KaTdAANAO yia Tov OKOTTO TOV OTTOI0 TTPOOPICETAl, VO
TANPei Toug OIgBveiC KavoveG aoc@aAegiag Kal va cuvodelovrtal atrd OAa Ta
avaykaia kar ouo1wodn TTapeAKOUEVA YIA TNV ACQAAr Kal KAAr AEIToupyia Toug

4.2 XapakTnpIoTIKA YAIKOU

4.2.1 To Zer va teplAapBdvel duo TouAdyiotov Aafideg yia TotTo0€TNON KAITT
QVEUPUOMOTOG  €yKEPAAOU Kal  pia  AaBida yia ToTTo0€TNON  PIKPOKAITT
apTNEIOPAEBWOWY BUCTTAQCIWV.

4.2.2 To et va mmepiAapBaver 6An N cuAloyr Twv KAITT TUTTOU Sugita 1§ Yasargil
oe OlAQPOopa MPEYEBN Kol OXAMATA  YIG TNV  QVTIMETWTIION  E€YKEQAAIKWV
QVEUPUOPATWY, KABWGS Kal MIKPOKAITT apTnPIOPAEBWOWY dUCTTAACIWY.

4.2.3 To UNIKO KOTOOKEUAG TWV KAITT va gival TiTavio.

4.2.4 Ta kNiTT va gival cuppatd pe tnv dievépyeia MayvnTikAg Topoypagiag kai
¢€kBeong oe Mayvnrikd Medio.

4.2.5 Ta kNIt va diaxwpidovTal XpWHOTIKA O€ TTPOCWPIVA KAl JOVIUA KAITT.

4.3 ZuokKeuaoia

To Tpog TrpounBeia €idog TTPETTEI va €ival CUOKEUAOUEVO ME TPOTTO TTOU VO
€€ao@aAiCel TNV ao@aAr PETa®OPA, KaBWG Kal Tnv KaAfl ouviApnon Tou O€
TTEPITITWON MAKPOXPOVIAG ATTOBrKEUONC.



4.4 ETionpavon

2€ KATAAANAN B€on oT1o uTrd TTpouNnBEIa €idOG va TTIKOAANOET TTIVakida pe pepipva
TOU TTPoUNBeUTH, oTNV otToia Ba avaypdgovTal:

4.4.1 H ovouaaia,

4.4.2 O apiBudg unTpwou

443 To LOT NUMBER To0U €idoug

4.4.4 Ta oTOIXEiIO TOU KATAOKEUAOTH KQI TOU TTPOUNBOEUTH.
4.4.5 Qi1 dlaoTdoelg

4.4.6 H nuepounvia ANEnNg n otroia dev Ba TTPETTEI va gival vwpiTEPA aTTO £va
£T0G O0€ OXEON ME TV NUEPOMNViIa TTAapAadoong OTO XEIPOUPYEIO

4.4.7 O apiBudg cuppaong Kai To £TOG UTTOYPAPNG.

5. AMTAITHZEIZ ZYMMOP®QZHZ YAIKOY

5.1 ZuvodeuTtikd Eyypaga / MioTotroinTikd

5.1.1 YmoBoAn Eyypdewyv yia A§ioAéynon
Kd&Be mpounBeuTtic va Katabéoel Ta TTOPAKATW  Padi hE TNV
TTPOCPOPA TOU

5.1.1.1 TAAQpn TTEPIYypA@P TOU TTPOG TTPOMNBEIa €idoug padi ue TTARPN TEXVIKA
XOPAKTNPIOTIKA, KOBWG Kal OTTolodATTOTE AAAO OTOIXEIO TTOU TTPOCDIOPICE!
OKPIBWG TO €id0¢ Kal Tov TPOTTO XpAong Tou ZET TOMOGETHZIHI KAIMN XE
AITEIAKEZ MAGHZEIZ TOY KNZ oTo Xe€lpoupyeio, TTou Ba avaypd@etal oTnv
TEXNIKH NMPOZ®OPA.

MoTtotroinTikd ISO 9001:2008 (loxuel wg 15 et 2018) 3 PMETAYEVECTEPO TOU

QVTITIPOOWTIOU TOU KaTaokeuaoT oTnv EAAGda yia eptropia kail dlakivnon
IATPOTEXVOAOYIKWYV TTPOIOVTWV.
BeBaiwon atmd koivoTroinuévo opyaviouo OTI 0 avTITTPOOWTTOC TOU KATAOKEUOOTH
otnv EAAGSa e@apudlel oUoTNPO apXWV Kal KOTEUBUVTNPIWY YPOauUwY 0pBAg
dlavoung cuu@wva Pe TNV uttoupyikn ammégacn AY8d/I.1M.01K./1348/2004 (PEK
32/B/16-01-2004)

MototroiNTikd ISO 13485 TOU KATOOKEUAOTH TWV UAIKWV YIO TTOPAywWYr Kal
0100e0n 10TPOTEXVOAOYIKWYV TTPOIOVTWV
MoTtotroinTikdé CE oUpewva pe v 93/42/EOK  yia KABe TTPOCPEPOUEVO
UAIKO a1rd  KolvoTToiNpévOo opyaviopo 1 TioToTroiNTIKG TOU  KOIVOTTOINUEVOU
opyaviopou otrou Ba dnAwvetalr f xopriynon  Tou  OIKAIWMATOG oTO
KaraokeuaoT va embBétel TNV ofuavon CE padi pe tov TeTpawnelo apiOud



TOU, €TTi TOU TIPOIOVTOG OUVOOEUOPEVN ATTO Trivaka TIPOIOVIWY OTTou Ba
AVOQEPETAl 1] OPAdA TWV TTPOCPEPOUEVWY EIDWV ] CUVOOEUOUEVN OTTO OXETIKN
OnAwaon cupudpewaong Tou karaokeuaoTA (declaration of conformity).

5.1.1.2 [MpwTtétutro dia@nuiocTIKG BIBAIGPIO 1 QUAANADIO TNG ETAIPEIAG
(PROSPECTUS), yia T0 OUYKEKPIPEVO €i00G Padi e T aTTAPAITNTA TTAPEAKOUEVA
Kal OUCTAMOTA TTOU TO OUVOOEUOUV ATTAPAITNTA, TIOU VA TTEPIEXEI TA YEVIKA
TEXVIKA XOPAKTNPIOTIKA TOUG. ETTiong tmoTotmoInTIKd, oTa otroia Ba BefaliwvovTal
ammapaitnta: OTI TO €PYOOTACIO KATAOKEUANG TOU TTPOG TTPOPNBeIa UAIKoU  gival
moToTroinuévo  Katd ISO 9001:2008 (loxuel wg 15 Zetr 2018) 1) JETAYEVEDTEPO
N ME AANO  ammodedelypéva 1000UVAUO KPATIKO £yypago, O popEéag TTou
TTPAYUOATOTIOINCE TNV TMOTOTIOINON, N XPOVOoAoyia TTIOTOTIOINCNG  TOU
EpyooTaciou, o} XPOVOG ANENG g TMOTOTT0INONG, o}
apIBudég  TOTOTIOINONG, TO OVOMATETTWVUMO TOU UTTEUBUvVOU TOu  Qopéa
TTOU TTPAYMATOTIOINCE TNV TIIOTOTTOINCON TOUu €pyooTaciou (dieuBuvon, aplBuo
TNAepwvou kal FAX). kai n xpovoAoyia TIou €xEl KATOOKEUQOTEI  TO
TTPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypaen OAAwON TOUu TIPOPNBEUT] | TOU KOTAOKEUAOTH I TOU
VOUIUOU EKTTPOCWTTOU QUTOU, OTNV OTToia va ONAWVETAL:
2UVTOUO IOTOPIKO TOU TTPOMNOEUTH KOl TOU KATOOKEUAOTH (av
aQuTtdg cival dANog), kabwg kal kKardAoyo TreAatwv (EvotrAec Auvdapeig,
Opyaviopoi, Etaipgicg otnv EAAGda kal 1O €CwTEPIKO) ME TTAAPN OToIXEIA
(©1euBlvoelg, TNAépwva K.ATT.) TIOU €XOUV  ayopdacel atmd Tov &V Adyw
TTPOMNBEUTH 1] KATOOKEUAOTIKO 0iKo TTapouoIa €idn.
Baoel Twv mapatrdvw oTtoixeiwv mou Ba uttoAnBoUv Kal TNG TTapoUucag
TEXVIKAG TTEPIYPAPNG, N apuddIa ETTITPOTIN TEXVIKNAG agloAdynong Ba trpofei oTnv
agloAdynon Twv TTPOCPOPWV

6. AOINEZ AMAITHZEIZ

6.1 O TpounBeuTAC uTTOXpPEOUTOl va TIANPWOEl TIOIVIK pPATPa TTOU Ba
KabopioTei OTn oUupPBacn, yia kKABe nuépa KaBuoTépnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av 0 TTpouNBeUTAG TTAPAdWOEl EKTTPOBECUA TO UAIKO.

6.2.2 Av 0 Bepattwy Neupoxeipoupydg i n uTTEUBUVN vOONAEUTPIO XEIPOUPYEIOU
TTapaAaBAg apvnBouv va TtapaAdBouv 10 uTTd TTPOoMABEIa €idOg yia TuxOv
Tapapidoec Twv 6pwv TNG ouPBacng f TNG TEXVIKAG TTEPIYPAPAS OTTO TOV
TTPONNBeUTH.

6.3 Katd tnv a&lohdynon 6a An@Bouv uttéywn n eutreipia kai n a&lomoTia Tou
TTPOMNOEUTH - KATAOKEUOOTIKOU Oikou atmd AAAeg TTpounBeieg oTic ‘EvotrAeg
Auvaueig, oe Opyaviopoug, oTo ANuOaCIo K.A.TT.



7. MEPIEXOMENO MNPOZ®OPAZ

7.1 ®UAAo Zuppoépepwong

O TmpounBeuTnG €ival UTTOXPEWMEVOG OTNV  TTPOCPOPA  TOU  va
ETMOUVAYEl  ZUUTTANPWHEVO  aVvOAUTIKO  QUAAGdIo pe TiTAo << ENTYTIO
ZYMOP®QZHZ NMPOZ MPOAIATPA®H ENOIMAQN AYNAMEQN >>, uttodeiyua
TOU OTTOIoU , JE 0dnyieg CUPTTANPWONG, BPIOKETAI avapTNUEVO OTNV I0TOOEAISA
<< MMPOAIATPA®EZ ENOIMAQN AYNAMEQN>> (https://prodiagrafes.army.gr)
emAEyovTag apxikd << NOMOOEZIA-ENTYTIA-YTTOAEITMATA>> «kal oTn
ouvéxela << ENTYTIA>>,

NMPOZOOPA XQPIZ 'H ME EAAINE:X OYAAO YMMOP®QIHZ OA
AMNOPPINTETAI.

8. ZHMEIQZEIZ
8.1 ANAPABATOI OPOI

Ta Tapakdtw ovoudadlovral Atrapdapatol Opol kal pn KaGAuywn £€0Tw Kal Vg 6pou
ZHMAINEI AMOPPIWYH THZ NPOX®OPAL. .

8.1.1 Oi1 mrapaypagol 4.1, 4.2, 4.3, 4.4 ovopdadlovtal amrapdparol 6pol yia To
TTPOG TTpounBeia €idog.

8.1.2 Na Trapéxetal eyyunon €@odiaopou Tng YTNPeoiag ue avoAwaoiya 24
WPES TO 24wWpP0 7 NUEPES TNV €ROOPAdA KATA aTTAITNON O€ TTPOYPANUATIOUEVA 1)
EKTAKTA XEIPOUPYEIa yia Tn XpovikA dIdpKela TNG ouuBaong.

8.1.3 Na kartartiBetal padi pe tnv mpoopopd PYAAO TYMMOPOQIHZ

9. MPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HX

2x0ANlaou6¢ TNG TTapoucag MNpodiaypaPrc amd KABe evdiapepOUEVO, yia
TN PBeATiwOoN TNG, PMTTOPEI va yivel oTn dladikTuakr TotTroBeaia Tou NEEGA, péow
TNG NAEKTPOVIKNG e@apuoyns Oiaxeipiong MNEA, otn diadiktuakr ToTTo0eaia
https://prodiagrafes.army.qr.
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