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1. NEAIO E®PAPMOIHZ

H tmmapouoa lMpodiaypaery EvomrAwyv Auvdpewv (MEA) kabopilel TIC ammaITACEIS
NG YTnpeoiag yia tnv TpopnBeia 2ET E=ZQTEPIKQON MAPOXETEYZEQN
EMZEOPANONQTIAIOY YITPOY EFKEDAAOY KAI ZMONAYAIKHZ X THAHZ.



2. IXETIKA ETTPAG®A
2.1 NopobBeoia

H Koivry Ytmoupyiky Atméeaon AY88/.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 eupwtraikfy odnyia 93/42/EOK 10U Opa CUMUTTANPWHAOTIKA  TNG
mpoavaepBeiong KYA. MNa v akpifeia n KYA 1Tou ava@épbnke mTapatrdvw
atroTeAei TNV €AANVIKN €kdOON KAl TNV UTTOXPEWTIKI €QApPoyr TnG odnyiag
93/42/EOK vyia Ta 1arpotexvoAoyikd mpoiovta. Ooa Béparta dev KAAUTITOVTAI ATTO
TNV KYA TTapatréuTrovral oTIG avTioToIXeG ava@opég TnG 93/42/EOK.

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

2.2 NMpoéTuTtTa

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  CUMTTANPWHMOTIKA NG
TTPOAVAPEPOPEVNG UTTOUPYIKNAG atrogaong. Idiairépwg & 10 EN I1SO 13485
Medical devices — Quality management systems — Requirements for regulatory
purporses eival éva O1EBVEC TTPOTUTTIO OTO OTT0I0 KaBopilovTal Ol YEVIKEG
QTTAITAOEIS TOU CUOTANATOG dIaxeipiong TToIdTNTAG 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 QvVAQEPOVTAI, OTTOTEAOUV UEPOG TG
TTapouoag Trpodiaypa@ns. MNa Ta £yypaga, yia Ta OTToia eV AVOQEPETAl £TOG
é€kdoong, e€@appoleTal n  TeEAeuTaia  €kOOON, OCUPTTEPIAQUBAVOUEVWY  TWV
TPOTTOTTIOINCEWYV. 2€ TIEPITITWON QAVTIPAONG TNG TTApoUucag TTPOdIaYPAPAS HE
MvnUoveuOueva TTPOTUTTA, KaTIoXUel n Trpodiaypagr, UTTO Tnv TTPpoUTTtdéBeon
IKAVOTTOiNoNG TnNG Ioxuouoag vouobeaiag TnG EAANVIKAG Anuokpariag.

3. TAZSINOMHZzH

NSC NSN INC NIN CpPV

6515 33184100-4




4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiop6g YAIkOU

To 1rpog TTpounBeia €idog Ba TTPETTEI va gival KAIVOUPYIO PE NUEPOMNVIO ARgEWS
TOUAAXIOTOV  €va  €T0C  QpYyOTEPA aTO TNV  NUEPOMNvia Trapadoong aOTo
XEIPOUPYEIO, QUETAXEIPIOTO, ATTOOTEIPWHEVO,TTANPEG, TTPOCPATNG KAl AVOEKTIKNAG
KATOOKEUNG, OUYXPOVNG TEXVOAOYIQG Kal va €ival OCUUPWVO PE TOUG KAVOVES TNG
TEXVNG KAl TG e€mOoTANNG. Na eivar KatdAAnAo yia Tov OKOTTd TOv OTT0io
TTpoopileTal, va TTANPEi Toug dieBveic Kavoveg ao@aleiag Kal va ouvodeuovTal
amé OAa Ta avaykaia Kal ouciwdn TTAPEAKOPEVA YIA TNV QOQAAN Kal KAAN
AeIToupyia Toug.

4.2 XapakTnpIoTIKA YAIKOU

4.2.1 Ol TTapOXETEUCEIC TTPETTEI VA OTTOTEAOUVTAI OTTO TPia HEPN TWV KEVTPIKO
KaBeTpa, TOV TIEPIPEPIKO KABETAPOA Kal TO oUOTNUa OUAAOYAG TOu
eyke@alovwriaiou uypou. OAa Ta UAIKA Ba TTpETTEl va BpioKovTal ATTOOTEPWHEVA
EVTOG OITTANG OCUOKEUOOIAG TTOU va ETTITPETTEI AONTITO XEIPIOUO KATA TNV OIOKiVNOT)
TOUG OTO XEIPOUpPYEIO.

423 To oer €Cwreplkng TTapoxéteuong ENY eyke@dAou, va TrepIEXEl: Q)
2U0TnUa PETPNOoNG evdokpaviakig tieons . B) MNpapun ouvdeong Pe Tov aoBevh
TToU dI0B£TEl oNEia TTou PTTOPOoUV va TTapakevTnBouv yia Afyn dciypatog ENY R
yia EeBouAwpua Twv cwARvwy av xpelacBei. y) AlaBaBuIocuéVOo OYKOUETPIKG OAKO
TTapoxéteuong Trepitrou 650ml Tmou va d1aBétel BaABida piag kaTeuBuvong Kai
Baktnpidiakd @iATpo atmd  €1dik olAikdévn kal ) KolAlokd KaBetripa eEwr.
TTAPOXETEUONG PNKOUG TTEPITTOU 30cm e OTUAES Kai trocar. To NAKOG TOU CwARva
Ba trpéTTel va gival diIaBabpIouévo ue eudIAKPITOUG OEIKTES

4.3.4 To o€t e€wtepiknG TTapoxéteuons ENY o1rovOUAIKAG OTAANG va TTEPIEXEL: Q)
2uoTtnua pétpnong trieong ENY. B) Ooouikd kaBetApa tepiTrou 600mm, &
0.76x1.60mm pe markers trepitrou ota 10, 15, 200 kal 25cm Kal E0WTEPIKO 0dN-
yO oUppa yia eUKOAN TTpowBnon Tou KaBeTAPQ, y) Luer-Lock yia 1o kKAgioigo Tou
kaBetrpa, &) Tuohy needle 14 Gauge PAKOUG TTEPITTOU 9cm Kal €) cUCTAPA KO-
OnAwong Tou kaBethpa.l papul ouvdeong Pe Tov acBevr) TTou dIABETEl onuEia
TTOU PTTOPOUV va TTapakevTnBouv yia Afyn deiypatog ENY A yia EeBolAwpa Twv
owAnvwyv av xpelacBei. oT) AIaBaBUICHUEVO OYKOUETPIKGA OAKO TTAPOXETEUONG TTE-
pitrou 650ml TToU va d1aB£Tel BaABida piag KaTeuBuvong Kal BakTnpIdIako QIATPo

atmd 101K OINKOVN



4.3 Zuokeuaoia

To T1pog TTpounBela €idOG TTPETTEI VA €ival OUOKEUOAOUEVO HE TPOTIO TTOU VO
€€A0@aAiCEl TNV OaOQ@OAN UETAPOPA, ATTOOTEIPWHEVO KABWG Kal TNV KAAN
OUVTAPNON TOU O€ TTEPITITWON JOKPOXPOVIAG ATTOBNKEUONG.

4.4 Emionpavon

2.€ KOTAAANAN B€on oT1o uTrd TTpopnBeIa €idog va TTIKOAANOEI TTIVaKida Ye pepipva
TOU TTPOMUNBEUTH, OTNV OTToia Ba avaypaovTal:

4.4.1 H ovouaoia,

4.4.2 O apiBudg unTpwou

4.4.3 ToLOT NUMBER TouU €idoug

4.4.4 Ta OTOIXEIO TOU KATAOKEUAOTH KAI TOU TTPOUNOEUTH.

4.45 H nuepounvia ANEnNg n otroia dev Ba TTPETTEI va gival vwpiTePa aTTd £va
£T0G O0€ OXEON ME TV NUEPOMNViIa TTAapAadoonG OTO XEIPOUPYEIO

4.4.6 O apiBudg cuppaocng Kai To £TOG UTTOYPAPNG.

AMNAITHZEIZ ZYMMOP®QzHZ YAIKOY

5.1 ZXZuvodeuTtikd Eyypaga / MicTotroinTikd

5.1.1 YmoBoAn Eyypdewyv yia A§ioAéynon
Kd&Be mpounBeuTtiC va Katabéoel Ta TTOPAKATW — Padi e TNV
TTPOCPOPA TOU

5.1.1.1 TMAAQpn TTeEPIypaA@P TOU TTPOG TTPOMNBEIa €idoug padi ue TTARPN TEXVIKA
XOPAKTNPIOTIKA, KOBWG Kal OTTolodATTOTE AAAO OTOIXEIO TTOU TTPOCDIOPICE!
OKPIBWGS TO €idog Kkal TOov TPOTTO XPHOoNg Twv 2ET Trapoxereuoewv
EYKEQOAOVWTIAIOU UYypoU €YKEQPAAOU Kal OTTOVOUAIKAG OTAANG mou Oa
avaypdgovtal otnv TEXNIKH TPOZ®POPA. O tpounbeutig Ba Trpémrel va
TEPIYPAPEI KAl va gyyudTtal 611 Ba TTapéxel OAa Ta TTAPEAKOPEVA €pYAAEia TToU
QTTAITOUVTAI YIO TRV TOTTOB£TNON TOU KAWBOU.

MoTtotroinTikd ISO 9001:2008 (Ioxuel wg 15 et 2018) 3 PETAYEVECTEPO TOU
QVTITIPOOWTIOU TOU KOTAOKEUOOTH oTnv EAAGda yia eptropia kai diakivnon
IATPOTEXVOAOYIKWYV TTPOIOVTWV.

BeBaiwaon atmmd koivoTroinuévo opyaviouo OTI 0 avTITTPOOWTIOC TOU KATAOKEUQOTH
otnv EAAGSa e@apudlel oUoTNPO apXWV Kal KOTEUBUVTNPIWY YPauuwyY 0pBAg



dIavoung cuu@wva Pe TV uttoupyikr amogaon AY8d/I.1.01K./1348/2004 (PEK
32/B/16-01-2004)

MoTtotroiNTikd 1SO 13485 TOU KATAOKEUOOTH TWV UAIKWV YId TTOPAywyr Kal
01480 1ATPOTEXVOAOYIKWYV TTPOIOVTWV

MototroiNTikd CE ouUpowva pe Tnv 93/42/EOK yia K&Be TTpoo@pePOUEVO
UAIKO atrd  KolvoTroinpévo opyavioud 1 ThoToTroiNTIKG TOU  KOIVOTTOINPEVOU
opyaviopou o6tou Ba dnAwvetal i Xopriynon  Tou  JIKAIWHATOG oTO
KaraokeuaoT) va  embBétel TNV ofuavon CE padi pe tov TeTpawnelo apidud
TOU, €TTi TOU TIPOIOVTOG OUVOOEUOPEVN dATTO TTivaka TIPOIOVIWY OTTou Ba
AVaQEPETAl 1] OPAdA TWV TTPOCPEPOUEVWY EIDWV ] CUVOOEUOUEVN OTTO OXETIKN
OnAwaon cupudpewaong Tou karaokeuaoT (declaration of conformity).

5.1.1.2 [MpwTtétutro diaenuioTIKG BIRAIGPIO 1 QUAAADIO TNG ETAIPEING
(PROSPECTUS), yia To OUYKEKPIPEVO €i00GC padi e T aTTAPAITNTA TTAPEAKOPEVA
KAl OUCTAMOTA TTOU TO OUVOOEUOUV ATTAPAITNTA, TIOU VA TTEPIEXEI TA YEVIKA
TEXVIKA XOPAKTNPIOTIKA TOUG. ETTiong moTotoIinTiKd, oTa otroia Ba BefalwvovTal
amapaitnTa: OTI TO €PYyOOTACIO KATAOKEUANG TOU TTPOG TTPOPNBeia UAIKoU  gival
moToTroinuévo  Katd ISO 9001:2008 (loxuel wg 15 Zetr 2018) 1) HETAYEVEDTEPO
n ME AANO  ammodedelypéva 1000UVaUO KPATIKO £yypago, O popéag TTou
TTPAYUOATOTIOINCE TNV TOTOTTIOINCN, N XPOVOAoyia TTIOTOTIOINCNG  TOU
gEpyooTaaciou, o} XPOVOG AAENG g TMOTOTT0INONG, o}
apiBudég  TOTOTIOINONG, TO OVOMATETTWVUMO TOU UTTEUBuvVOU TOu  Qopéa
TTOU TTPAYMATOTIOINCE TNV TIIOTOTTIOINCN TOUu €pyocoTaciou (d1euBuvon, aplBuo
TNAepwvou kal FAX). kai n xpovoAloyia TIou €xEl KATOOKEUQOTEI  TO
TTPOCPEPOUEVO UAIKO.

5.1.1.3 'Eyypaen SAAwON TOUu TIPOPNOBEUT) | TOU KOTAOKEUAOTH I TOU
VOUIUOU EKTTPOCWTTOU QUTOU, OTNV OTToia va ONAWVETAL:
2UVTOUO I1I0TOPIKO TOU TTPOMNOEUTH) KOl TOU KATOOKEUOOTH (av
aQuTtdg eival dANog), kabwg kai kKardAoyo TeAatwv (EvotmrAec Auvdapeig,
Opyaviopoi, Etaipgicg otnv EAAGOa kal 1O €EwTEPIKO) HE TTAAPN OToIXEIa
(©1euBlvoelg, TNAéPwva K.ATT.) TIOU €XOUV  ayopdacel ammd Tov &V Adyw
TTPOMNBEUTH 1] KATOOKEUAOTIKO 0iKo TTapouoIa €idn.
Baoel Twv mapatrdvw oTtoixeiwv mou B6a uttoAnBoUv Kal TG TTapoUucag
TEXVIKAG TTEPIYPAPNG, N apuddia ETTITPOTIN TEXVIKNAG agloAdynong Ba trpofei otnv
agloAdynon Twv TTPOCPOPWV

6. AOIMNEZ AMNAITHZEIZ

6.1 O TmpounBeutrig uTTOXPEOUTOI VO TIANPWOEl TIOIVIKA pRATPa TToU Ba
kKabopioTei oTn oupPacn, yia kKABe nuépa KaBuoTépnong, OTIC TTAPAKATW
TTEPITITWOEIG:

6.1.1 Av 0 TTpouNBeUTAG TTaPadWOoEl EKTTPOBECUA TO UAIKO.

6.2.2 Av 0 Bepattwyv Neupoxeipoupyds i n uTreUBUVN vOoNnAeUTPIO XEIPOUPYEIOU



TapaAaBAg apvnBouv va TrapaAdBouv 10 UTTG TTpouNnBela €idOg yia TuxOv
Tapapidoeig Twv 6pwv TNG ouPBacng 1 TNG TEXVIKAG TTEPIYPAPAS OTTO TOV
TTPOUNOEUTH.

6.3 Katd tnv agiohdéynon Ba An@Bouv uttdywn n eUTIEIpia KAl n agloToTia Tou
TIPOUNOEUTH - KATAOKEUOOTIKOU OiKoU attd AAAEG TTpounBeieg oTIG 'EvotTAeg
Auvapeig, oe Opyaviopoug, oTo ANPOoIo K.A.TT.

7. MEPIEXOMENO NPOZ®OPAZ

7.1 ®UAAo Zuppépepwong

O TmpounBeuTG €ival UTTOXPEWPEVOG OTNV  TTPOOPOPA  TOU VA
ETMOUVAYEl  ZUUTTANPWHEVO  aVvOAUTIKO  QUAAGSIO pe TiTAo << ENTYTIO
ZYMOP®QZHZ NMPOZ MPOAIATPA®H ENOIMAQN AYNAMEQN >>, uttédeiyua
TOU OTTOioU , JE 0dnYyieg CUPTTANPWONG, BPIOKETAI avapTNUEVO OTNV I0TOOEAIdO
<< MPOAIATPA®EZ ENOIMAQN AYNAMEQN>> (https://prodiagrafes.army.gr)
emAéyoviag apyikd << NOMOOEZIA-ENTYTIA-YTTOAEITMATA>> «kal oTn
ouvéxela << ENTYTIA>>,

NMPOZO®OPA XQPIZ 'H ME EAAINEZ O®YAAO ZYMMOP®QZIHEX OA
AMNOPPINTETAI.

8. ZHMEIQZEIZ
8.1 ANAPABATOI OPOI

Ta Tapakdtw ovouddlovral Atrapdapatol Opol kal gn KaAuywn £€0Tw Kal VoG Opou
2HMAINEI AMNMOPPIWYH THZ NPOX®OPAL. .

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

8.1.2 Na Trapéxetal eyyunon €@odlaopou Tng YTNPeoiag ue avoAwaoiua 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 BEATIQXZHXZ TEXNIKHZ MPOAIATPA®HX

2xoAlaou6¢ TnG TTapoucag Mpodiaypa@nc atmd KABe evOiaPepOPEVO, yia Tn PeA-
Tiwon NG, YTTopEi va yivel otn dladIkTuakr ToTroBeoia Tou NTEEOA, péow g n-
AekTPOVIKNG  e@apuoyAg Olaxeipiong T[MEA, otn  diadikTtuakr ToTT00ETIO
https://prodiagrafes.army.qgr.
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