MNPOAIAPA®H ENONAQN AYNAMEQN

MNMEA —A-00355 EKAOZH 11

KAQBOZ APOPOINAAZTIKHZ I'lA ANTIKATAZTAZH MEZOZIMONAYAIOY Al-
2KOY AYXENIKHZ MOIPAZ

MAIOZ 2017

EAAHNIKH AHMOKPATIA
YMNOYPIEIO 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 YTmmpeoiag yia Tnv  TmpounBeia KAQBOX APOPOIAAZTIKHZ TIA
ANTIKATAZTAXH MEZOZIMONAYAIOY AIZKOY AYXENIKHX MOIPAX.

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 kari EN ISO 13485 tou ©étouv 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
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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 H kataokeur Kal o1 1810TNTEG TOU KAWPBOU apBpoTTAaCTIKAG opifovTal wg
e¢ng :  Na cival atmoteAoupevog atmd dUO TTAAKEG Kal €va, eAeyXOpeva, Kivntod
¢dpavo 10 otroio va diabétel €ykpion FDA yia duo etitreda. O1 TAGKES va givail
KOTOOKEUOQOUEVEG €TOI WWOTE VO TTPOAYOUV TNV OCTEOTTOINON PETALU TWV TTAQKWV
KAl TwWV TEAIKWV ATTOQUOIOKWY TTAGKWY TwWV OTTOVOUAIKWY OWHaTwyv. H
eAEYXOUEVN KIVNTIKOTNTA VA ETTITUYXAVETAI PE €va KIVNTO TTUPAVA, TTOU VA PTTOPEI
va oAioBaivel oe ouyKekpiuévn diadpoun €ws Tmm £TTi TNG KATWTEPNG TTAGKAG N
oTToia va @Epel oTOTT.  To OXNPa Tou KAwPBoU Ba TTpETTel va gival KUAIVOPIKO ME
TIG TENIKEG TTAAKEG OTAPIENG va €XOUV KOAPQIBES yia opBn epapuoyh Kal oTeped
OuYKPATNON OTIG TENIKEG ATTOPUOIOKEG TTAAKEG TWV OTTOVOUAWV.

4.2.4 O emBuuntég dlaoTdoelg ival ol akdAouBeg Ywog 4.5mm, 5.0mm, 6.0mm
Kar 7.0mm kai BdBog x MNMAGtog 13X15mm, 15X15mm, 13X17mm, 15X17mm,
17X17mm, 15X19mm, 17X19mm ka1 19X19mm. O1 avwTépw dlacTAoEIS Oev
gival OEOPEUTIKEG Kal ETTITPETTOVTAI ATTOKAIOEIG £wg 10% ETTi TWV avaypaAPOUEVWV
MEYEBWV.

4.3 Zuokeuaoia
To 1pog TTpounBeia €idog TTPETTEl VA E€ival CUOKEUAOMUEVO HE TPOTTO TTOU VO
€CAO@OAICEl TNV OOQOAN MPETAPOPA, ATTOOTEIPWHEVO KABWG Kal TNV KAAR

OUVTAPNON TOU O€ TTEPITITWON JAKPOXPOVIOS OTTOBNKEUONG.

4.4 ETionpavon



2€ KOTAAANAN B€on o1o uTTO TTPOopNBeIa €idOg va TTIKOAANBEI TTIVakKida PE peEpPipva
TOU TTPOMNOBEUTH, 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 TTPETTEN va gival vwpiTepa atmod éva
€T0G 0€ OX£0N 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 MARpN TTEPIYPAPR TOU TTPOG TTpounRBeia €idoug padi pe TTANPN TEXVIKA
XOPAKTNPIOTIKA,  KOBWG Kal OTTolodNTTOTE GAANO OTOIXEIO TTOU TTPOCdIOPICE!
akpIBwg 1o €idog Kal Tov TpoTTo Xprong Tou KAQBOY APOPONMAAZTIKHZ TA
ANTIKATAZTAZH MEZOZIMONAYAIOY AIZKOY AYXENIKHZ MOIPAZ
avaypdgovtal otnv TEXNIKH TMPOX®OPA. O tpounBeutnic Ba Trpétmel va
TTEPIYPAPEl KAl va gyyudTal 0TI Ba TTapExel OAa Ta TTapeAKOPEVa EpyalEia TTou
aTTaITOUVTAI YIa TNV TOTTOBETNON TOoUu KAWwROoU.

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

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

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

MototroiNTiké CE oup@wva pe Tnv 93/42/EOK yia KAEBe TTpOC@EPOUEVO
UANIKO atrd koivotroinuévo opyaviopd 13 MoTtotrointikd Tou  KOIVOTTOINUEVOU
opyaviopou o6tou Ba dnAwvetal 1 XopAynon  Tou  SIKAIWMATOG oTO
KaraokeuaoTy va  emBéter Tnv ofpavon CE padi pe tov 1eTpayn@io aplOuo
TOU, E€TTi TOU TIPOIOVTOG OUVOdEUOUEVN OTTO TTivaKa TIPoiovVTwY OTTou  Ba



AVA@EPETAl 1] OUAdA TWV TTPOCPEPOPEVWV EIBWV ] OUVOBEUONEVN ATTO OXETIKNA
dnAwaon cupudpewaong Tou kataokeuaoTr (declaration of conformity).

5.1.1.2 TMpwtétutro dia@nuioTiIKO BIBAIGpIO 1 QUAAGDIO TNG ETAIPEiag
(PROSPECTUS), yia T0 CUYKEKPIPEVO €i00C Padi JE Ta aTTaPAITATA TTAPEAKOUEVA
KOl OUCTAMATA TTOU TO OUVOOEUOUV QTTOPAITNTA, TIOU VA TTEPIEXEl TA YEVIKA
TEXVIKA XOPAKTNPEIOTIKA Toug. ETTiong moTotroinTikd, oTa otroia Ba BefaiwvovTal
ammapaitnta: OTI TO EPYOCTACIO KATAOKEUNG TOU TTPOG TTPOUNBEIa UAIKOU  gival
moTotroinuévo  Katd ISO 9001:2008 (1loxuel wg 15 Zetr 2018) A YETAYEVEDTEPO
N ME AN  arrodedelyuéva I000UVAUO KPATIKO £yypa@po, O QOopEag TTou
TTPAYUOATOTIOINCE TNV TMOTOTTIOINON, N  XPOVOAoyia TTOTOTIOINCNG  TOU
gEpyooTaaciou, o] XPOVOG ANENG g TMOTOTT0INONG, o]
aplBudg  TMOTOTTOINONG, TO OVOMOTETTWVUMO TOU UTTEUBUVOU TOU  @opéa
TTOU TTPAYMATOTIOINCE TNV TNOTOTTOINON TOu gpyooTaciou (dieubuvon, apiBuo
TnAepwvou kai FAX). kai n Xpovohoyia Trou €xel KATOOKEUQOTEI  TO
TIPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypa@n dQAwon Tou TTPOPNOEUTH 11 TOU KOTAOKEUAOTH i 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 €EWTEPIKO) ME TTIANPN OTOIXEIO
(S1euBlvoelg, 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 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 KdBe nuépa KabuoTEPnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av o TTpouNBeUTAG TTAPABdWOEI EKTTPOBET A TO UAIKO.

6.2.2 Av o Bepdtrwv Neupoxelpoupyodg ) n uTTeUBUVN voonAeUTpIa XEIPOUpPYEioU

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

6.3 Kard tnv agioAdynon 6a AngBouv uttéyn n euTIEIpia Kal n aglomoTia Tou
TTPOPNBEUTH] - KATOOKEUAOTIKOU OiKOU atto 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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