MNPOAIAPA®H ENONAQN AYNAMEQN

MNMEA-A-00352 EKAOZH 11

ZYZTHMA AIAYXENIKHZ AIAZQMATIKHZ ZMONAYAOAEZIAT OZ®YIKHE
MOIPAZ 2MNONAYAIKHZ XTHAHX

MAIOZ 2017

EAAHNIKH AHMOKPATIA
YMNOYPTEIO EONIKHZ AMYNAZX



MINAKAZ NMEPIEXOMENQN

1.

2.

MNMEAIO EQAPMOIHZ
ZXETIKA EITPA®A

2.1 Nouobeaoia
2.2 Mpétutta
TAZINOMHZH

TEXNIKA XAPAKTHPIZTIKA

4.1 Opiopo6s YAIKoU
4.2 XapaktnploTIKA YAIKou
4.3 Xuokeuaoia
4.4 Emonuavon
AMNAITHZEIZ ZYMMOP®Q3HE YAIKOY
5.1 Zuvodeutikd ‘Eyypaga / MiototroinTika

AOITEZ ANAITHZEIZ
MEPIEXOMENO MNMPOZ®OPAZ
ZHMEIQZEIZ

MPOTAZEIZ BEATIQZHY TEXNIKHZ MNMPOAIATPAPHZ



1. MEAIO E®PAPMOIHZ

H tmmapouoca lMpodiaypaery EvotrAwyv Auvauewyv (MEA) kaBopilel TIC aTTaITHOEIG
NG YTnpeoiag vyia TNV TTPounBeia 2YZTHMATOZ AIAYXENIKHZ
AIAZOMATIKHE SMONAYAOAEZIAY OI®YIKHEZ MOIPAL SMONAYAIKHZ
STHAHZ.

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 ATTO
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) kabBopilel cuoTnua TTOIOTNTAG TWV ETAIPEILV dlaKivnong
IATPOTEXVOAOYIKWY TTPOIOVTWV.

2.2 MNpoéTuTra

Ta eupwTraikd (kar d1eBvn)) mpdéTuTTa EN ISO 9001:2015 Quality management
systems - Requirements kai EN ISO 13485 tou Oétouv 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 OTToie 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 TTPOodIaYPAPAG 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 33184100-4

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 Trapddoong oOTo
XEIPOUPYEIO, QUETAXEIPIOTO, TIANPEG, TTPOOPATNG KAl QAVOEKTIKAG KATAOKEUNG,
ouyxpovnG TEXVOAOYiag Kal va gival CUNPWVO PE TOUG KAVOVEG TNG TEXVNG KAl TNG
ETTIOTAMNG. Na eivar katdAAnAo yia Tov OKOTTO TOV OTToio TTpoopileTal, va
TANpei Toug BIEBveiC Kavoveg ao@aAciag kal va ouvodeuovtal atrd OAa Ta
avaykaia Kal ouo1wdn TTAOPEAKOUEVA YIa TNV AOPAAr Kal KOAR AEIToupyia Toug

4.2 XapaKTnPIoTIKA YAIKOU

4.2.1 AtroteAeital a1Td QUTOKOTITOUOEG BidEG TUTTOU ‘TOUAITTAG, TTOAUOEOVIKA
KEQOAAN , top loading, diauétpou 4.5, 5.5, 6.5, 7.0mm. O1 ava@epdueveg
O100TdoEIG TNG SIONETPOU TWV BIdWYV OeV €ival DECUEUTIKEG APKEi va
UTTAPXOUV TECOEPIG ETTIAOYEG 1T Tad 4mm - 7,5 m

4.2.2 OAa Ta UNIKG TNG OTTOVOUAODEDIAG va €ival KATAOKEUAOPEVA ATTO KpApaTa
TITaviou Kal va gival cupBaTtd e EKBeon aTov PayvnTIKO TOUOYPAPO.

423 Ta pAkn Twv Bidwv va eivar amd 30 XIAlooTa £éwg 65 xIAlooTd e
TOUAGXIOTOV TEOOEPIG ETTIAOYEG.

424 Na diatiBevtal koiAeg Bideg TToU va egao@aAiCouv Tnv TMOaAvoTNTA
EI0QYWYNG TOIMEVTOU  OTTOVOUAOTTAQOTIKNAG KAl Ol  AVTIOTOIXOl  EI0AYWYEIG
TOIMEVTOU.

4.2.5 Na diatiBevtal Bideg avaTagng oTovoUAOANIOOBNTEWV.
4.2.7 To ouoTnua va diabétel paBdoug TITaviou JIAUETPOU CUPPBATAG HE TIG

KEQOAAEG TWV PIdWV dIOPOPWY PNKWV HE TTAPEAKOPEVA €pYaAEia KOTTAG Kal
KAUTTUAWONG TWV PABdWV.



4.2.8 To ouoTnua va d1a0éTel CUVOETIKA pABOWYV TTapAAAnAa Kal o€
ocipq.
4.2.9 To ouoTnua va dI0BETEl OPIYKTAPES TG PABBOU OTIC KEQAAEG TwV
B1dwv
4.2.10 To ouoTnua va d1aBéTel OAa Ta TTapeAkOueva epyalcia ( katoaBidia,
KOTTTIPEG, EPYAALIa KAPTTUAWONG TWV PAROWYV) TTOU avaypa@ovTal OTO £yXEIPidIo

TOU KOTOOKEUOOTA Kal €Eao@aAifouv Tn OwWOTH XPNon Kai Totrobétnon Tng
oTTovOUAODETiagG.

4.3 Zuokeuaoia

To 1pog TTpounBeia €idog TTPETTEl VA €ival CUOKEUAOMEVO ME TPOTTO TTOU VO
e€ao@aAiCel TNV ao@aAn MPETaPOPd, KOBWG Kal TNV KAAR ouviipnon Tou o€
TTEPITITWON HOKPOXPOVIAG ATTOBRKEUONG.

4.4 Emionpavon

2€ KOTAAANAN B€on o1o uTTo TTpopNnBela €idog va TTIKOAANBEI TTIVakKida Ye pepipva
TOU TTPOMNOBEUTH, OTnV oTroia Ba avaypdgovTal:

4.4.1 H ovouaoia,

4.4.2 O apiBudg unTpwou

4.4.3 To LOT NUMBER T0U €idoug

4.4.4 Ta oTOIXEIO TOU KATOOKEUAOTH KAl TOU TTPOUNOEUTH.
4.4.5 O dlaoTdoelg

4.4.6 H nuepounvia AAgng n otroia dev Ba TTPETTElI va gival vwpitepa atmd éva
€T0G 0€ OXEON UE TNV NUEPOMNVIa TTapAdooNG OTO XEIPOUPYEIO

4.4.7 O apiBudg ocuuPacng Kal To £TOG UTTOYPOPNG.

5. ANAITHZEIZ ZYMMOP®QZHZ YAIKOY
5.1 ZuvodeuTtikd Eyypaga / MoTotrointika
5.1.1 YmoBoAn Eyypdgwyv yia AgioAéynon

Kdabe mpounBeutr)g va KataBéoel Ta TTapakdatw padi ge TNV
TTPOCPOPA TOU :



5.1.1.1 MARQpN TTEPIYPAPN TOU TTPOG TTPoUNRBeIa €idoug padi ue TTANPN TEXVIKA
XOPAKTNPIOTIKA,  KOBWG Kal OTTolodATToTE GAAO OTOoIXEi0O TTOU TTPOCdIoPICEl
akpIBwg TO €idog kal Tov TPOTTO Xpriong tou 2YZTHMATOZ AIAYXENIKHXZ
AIAZOMATIKHE SMONAYAOAEZIAY OI®YIKHEZ MOIPAL SMONAYAIKHZ
2THAHZ oTo xelpoupyeio, Trou Ba avaypdeetal otnv TEXNIKH MPOZPOPA.

MoTtotroinTiké 1ISO 9001:2008 (1oxUel wg 15 Zetr 2018) i PeTAYEVEOTEPO TOU
QVTITTPOOWTIOU TOU KaTaokeuaoTy otnv EAAGda yia eutropia kail dlakivnon
IATPOTEXVOAOYIKWY TTPOIOVTWV.
BeBaiwon atmd KolvoTroinuEVo opyaviopo 6T 0 avTITTIPOOWTTOG TOU KATAOKEUQOTN
otnv EAAGSa e@appdlel cUOTNPO OPXWY KOl KATEUBUVTNPIWY YPAUHWY 0pBRG
dlavoung oupgwva Pe TNV uttoupyik atmro@acn AY86/I.M.01K./1348/2004 (PEK
32/B/16-01-2004)
MaoTotroinTikS ISO 13485:2003 TOU KATAOKEUAOTH) TWV UAIKWY YIO TTOPAYWYr) Kal
01GBe0n 1ATPOTEXVOAOYIKWYV TTPOIOVTWV

MoTtotmoinTiké 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  emBétel Tnv ofpavon CE padi pe tov teTpayn@io aplOuo
TOU, E€TTi TOU TIPOIOVTOG OUVOOEUOMEVN 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  atmodedelypéva 1I000UVAUO 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 TOU  @opéa
TTOU TTPAYMATOTIOINCE TNV TMOTOTToiNON 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:
2UVTOHO 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 K.ATT) TTOU €XOuv ayopdoel atrd Tov eV Adyw
TIPOMNOEUTH Il KATAOKEUAOTIKO 0iKO TTapouoIa €idn.
Bdaoel Twv TTapamdvw oToixEiwv TTou Ba uttoANBOUV Kal TG TTapoUcag
TEXVIKAG TTEPIYPAPNAG, N ApHOdIa ETITPOTTA TEXVIKAG afloAdynong Ba mTpoBei 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 TTAPABWOEI EKTTPOBETUA TO UAIKO.

6.2.2 Av o Bepdtrwv Neupoxelpoupydg ) n uTTeUBUVN voonAeUTpIa XEIPOUPYEioU

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

6.3 Kard mv agioAdynon 6a AngBouv uttdyn n euTIEIpia Kal n aglomoTia Tou
TTPOPNBEUTH] - KATOOKEUAOTIKOU OiKOU atto GAAEG TTpouABeieg OTIG 'EVOTTAEG
Auvaueig, oe Opyaviopoug, oto Anudoio K.A.TT.

7. MNEPIEXOMENO MNMPOZ®OPAZ

71  ®UAAO Zuppépewong

O TtpounBeuTtnC eival UTTOXPEWPEVOG OTNV  TTPOCQYOPA TOU VA
EMOUVAYEl ZUUTTANPWHEVO  QVOAUTIKO  @QUAAGSIO pe TiTAo << ENTYTIO
ZYMOP®QZHZ NMPOZ MNMPOAIATPA®H ENOIMAQN AYNAMEQN >>, ummédeiyua
TOU OTToioU , JE odnyieg CUNTTANPWONG, BpPioKeTal avapTnUéVo TNV I0TOoEAIdA
<< MPOAIATPA®EZ ENOMAQN AYNAMEQN>> (https://prodiagrafes.army.gr)
emAéyovtag apxik@ << NOMOOGEZIA-ENTYTIA-YIOAEIFTMATA>> «kai 0OTn
ouvéxela << ENTYTIA>>,

NPOZ®OPA XQPIZ 'H ME EAAIMNEZ @®YAAO ZYMMOP®QIH: OA
AMNOPPINTETAI.

8. ZHMEIQZEIZ
8.1 ATTAPABATOI OPOI

Ta mmapakdtw ovopalovtal Atrapdpatol Opol kai un KAAuwn £€0Tw Kal vog 6pou
ZHMAINEI ANOPPIWYH THZ NMPOZ®OPAL. .

8.1.1 O1 rapaypagol 4.1, 4.2, 4.3, 4.4 ovopalovTtal atmapdpaTol 6pol yia To
TTPOoG TTPounBeia €idog.

8.1.2 Na tapéxeral yyunon €@odlaouou TnG YTINPEoiag Ye avaAwoipya 24
WPES To 24wpo 7 nuépeg TNV €BOSPAdA KATG aTTaiTNON OE TTPOYPAUMATIONEVA A
EKTAKTA XEIPOUpYEia yia Tn XpovikA didpkeia TNG ouuaong.

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


https://prodiagrafes.army.gr/

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