ENNHNIKH AHMOKPATIA

YIIOYPTEIO YIEIAE Huepounvia Ektutrwong: 12/10/2026
1n Y.NE ATTIKHS ehida: 1 amod: 1
TEN. NOZ. AGHNQN "KOPT'IAAENEIO MIENAKEIO" E.E.Z

AGANASAKH 2 11526 AGHNA KQAIKOZ ZHMEIQMATOZX.: 7157

TnA: 2132068917-18, FAX: 2132068259 A/A THMEIQMATOZ:5113

HMEPOMHNIA THMEIQMATOZ: 12/10/2026
ZHMEIQMA TAPOXHY YIIHPEXIQN

ZtolLxeia ZnpeLodpatoq OLKOVOpLKA Ztolxela
KENTPO KOXZTOYXY:AIEYOYNZH TEXNIKHX YINHPEZIAZ TMHMA TIPOYII. :NOZOKOMEIO
ATIEKIIEPAIQSH :IPOMHOEIED
ANQTATO IIOXO AAIIANHY ME &IIA:
ENIOYMHTH HM/NIA IPOMHOEIAZ:

[IAPATHPHZEIS :YIIHPEXIES EINIXKEYHY AEKA IIENTE (15) AINNQN NOZSHAEYTIKQON KAINQN, AEKA (10) KAINQN
EIAIKOY TYIIOY KAI IIENTE (5) NOXHAEYTIKQN O®OPEIQN META®OPAY AYXOENQN, T'IA TIX ANAT'KEX
TON NOXHAEYTIKQN TMHMATQN TOY NOXOKOMEIOY, XYMPQNA ME TIX ENIXYNAIITOMENEYZ TEXNIKEX

[IPOAIAT'PASEY
AvLtL10Abéynon / Ipotepatomoinon NpdocbetoL MpoocdiopiLopoli
EIIAPKEIA: TYNOS / TNPOMHOEYTHS : /
IIPOTEPAIOTHTA :KATEINEIT'ON A.M. AYXOGENH:
ATITIONOTHZH:

PHHPEZIA KAE EPTAXIEZ ZYNAEZH ME IIAT'IO
83 ISYNTHPHYH & EINISKEYH AOIIOY 0889 ENISKEYH AEKA IIENTE (15) OXI

EEQCINIZMOY AIINQN NOZHAEYTIKQN KAINQN,

AEKA (10) KAINQN EIAIKOY
TYIIOY KAI IENTE (5)
NOZHAEYTIKQN O®OPEIQN
META®OPAY ALGENQN



TEXNIKEZ MPOAIATPADES

EMISKEYH JYNTHPHYH AEKAMENTE (15) ANAQN KAINON, NENTE (10) KAINQON

EIAIKOY TYNOY KAI MENTE (5) NOSHAEYTIKON ®OPEION METAQOPAX ASOENQN TIA

P w

T2 ANATKEY NOSHAEYTIKON TMHMATQON TOY NO:OKOMEIOY

ANANAEZ NOZHAEYTIKEZ KAINEZ:

H emokeun meplhapBavel potép-podec-epecivinTo-TpodoSoTIKO-TTANKTPOAOYLO-
XPWHUATIOMO TOTUKA KAYKEAQL.

O Avadoxoc urmoxpeouTal va KoTtaBETeL, péow e-mail, 1} orolodnmote AAAO NAEKTPOVIKO
TPOMO, otnVv Texvikn Ynnpeoia tou Nocokopeiou, BIBALO EpyaoLwV — UTINPECLWY OTO OTOLO
Ba avaypddel TIG KAIVEC TTOU €XEL ETILOKEVUAOEL KOL TLG EPYACLEG TTIOU €XEL KAVEL O€ QUTEG. H
avadopa Ba cuvodevetal anod pwroypadia TnE KALvnc.

ITIC EMOKEVOOUEVEG KALveC Ba avaypadetal avfovtag aplOuoc.

O Avadoxog urmoxpeouTal va TapEXEL eyyunaon yla Ta VEO aVTAAAQKTLKA TTOU avTIKaoloTta.
Ol epyaoieg Ba mpaypatononBouv TUNUATIKA, OE CUVEVVONGN UE TNV TeXVIKA YInpeoia,
AapBavovtag untoyn TG avaykeg tou Noookopeiou.

KAINEZ EIAIKOY TYNOY — NOAYZNAZTE:X HAEKTPIKHE ANYWQ3H:Z NOZOKOMEIAKOY TYNOY:

1.

o0

MNep\apfavovtal aviikataotacn HOoTtéP, TPodPodoTIKO, MANKTPOAOYLO, AVOAOYWE UE TN
duon tng {ndg.

Ta w¢ dveo avtalaktikd Oa mpenel va eival miotonotnpéva katd EN 1SO 9001:2015 & EN
ISO 13485:2012 kat va ¢p£pouv onpavon CE.

Ta mpoidvta (avrtaldaktika) Oa mpémnel va pEpouv oe eUdaveEG OnUELO PE EVAVAYVWOTO
Kal ave€itnAo Tpomo, Oxt AUTOKOAANTO, TOCO £Ttl TOU L&IOU TOU TIPOIOVTOC OGO KOl ETIL TNG
OUOKEUOOLOG autou, oAAd Kal €mi tTwv odnywwv xpnong tou (apbpo 17, map.2 tng
93/42/EOK, tn onuavon CE cuvodsudpevn amno evav tetpadidlo aplOuod mou aviloTtolyel
OTOV KOLVOTIOLNEVO OpPEQ TIOU TNV XOPHYNOE.

AnAwon ocuppopPWOoNC TOU KATAOKEUOOTH TOU MPOoIOVTo¢ PE Ta avaypadOpeva otnv
odnyla 93/42/EOK (DECLARATION OF CONFORMITY) Kkal TIOTOMOLNTIKO TOU
KOLVOTIOLNUEVOU OpyavIopoU, Oomou Ba SnAwvetal n xoprynon Tou SIKALWUOATOG OTOV
Kataokevaotn va emBetel tn onpavon CE pall pe tov tetpadrdlo aplbuod tng eni tou
TpoiovTog. (H ev Adyw dnAwon €xel évvola povo otnv nepimtwaon Omou Sev uTAPXEL EL6LKO
HOVOSIKO TILOTOMOLNTIKO  yla TO TPOIOV, aAAQ YEVIKOTEPA TILOTOTOLNTIKO TPOC TOV
KOTOOKEUQOTH yla vo. eTBETEL TN onpavon eni opadag mpoloviwy. Ie KABe TepimTwon
OHwG yivetal oadéotatn avadopd 0TO MLOTOTOLNTIKO YLa Ttola polovTa xopnynonke).

Oa xopnynOetl eyyunon kKaAng Aettoupyiog 2 eTwv.

O Avadoxog umoyxpeoUtal va Katabetel, péow e-mail, 1 omolodnmote GAAO NAEKTPOVIKO
TPOMo, otnVv Texvikn Yrnnpeoia tou Noookopeiou, BLBAlo epyactwv — UMNPECLWY OTO OMoLo
Ba avaypadel TIC KALVEC TTOU £XEL ETLOKEUAOEL KOL TG EPYOOLEC TIOU €XEL KAVEL OE OUTEC. H
avadopa Ba cuvodevetal and pwrtoypadia Tng KAvng.

Emtiong, oTig emloKeVOOPEVEG KALveg Ba avaypadeTal avfovtag aplOuog.

O Avabdoxog uroxpeoUTaL VA TIOPEXEL EYYUNON YLO TA VEQ AVTOAAQKTIKA TTIOU avTikablota.
Ol epyaoiec Ba mpaypatonolnBouv TUNUOTIKA, OE CUVEVVONON UE TNV TeXVIKA YInpeoia,

AapBavovtag unton Tig avaykeg tou Noookopeiou.



NOZHAEYTIKA ®OPEIA METADOPAZ AZOENQN:

1. H emokeun meplapPfavel maong ¢UOEwWC OCUYKOAANOEL, OMACIUATA, QAVIIKATAOTAON
TPOXWV KOl YEVIKWG oloSAToTE avialakTikoU KpLBel avaykaio yla tnv Asltoupylkotnta
TWV AVWTEPW.

2. O Avadoxog, META TO MEPAG TNG KABE EMIOKEUNG, UTIOXPEOUTAL VA KOTABETEL, LECw e-mail,
f omoLodnmote AAAO NAEKTPOVIKO TPOTO, otnv Texvikn Yninpeoia tou Nocokopeiou, BLBAlo
EPYOOLWV — UTINPECLWV OTO OToio Ba avaypddel Tov eEOMALOUO TIOU €XEL ETILOKEUACEL Kall
TIG EPYOOLEG TIOU €XEL KAVEL 0€ aUTOV. H avadopad Ba cuvodevetal and ¢wrtoypadia Tou
g€omALopov.

3. Emiong, otov emiokevoopévo e€omAlopod Ba avaypdadetal oe gudavég onpeilo Kal PE
aveéitnho tPOmo, auvfovtag aplOuodg, wote oe evdexopevn umotponr the PAABNG va
UTIAPXEL apXElo eyyunonc.

4. Ou epyaoiec Ba mpaypatonolnbouv TUNUATIKA KoL TTAVTO GE GUVEVVONGN UE TNV TEXVIKA
Yninpeoia, AapBavovtag umon tig avaykes tou NoGoKopELOU.

5. 'Eyypadn gyyunon, avtoaAAaktikwv (CE) - KaARG EMLOKEUNG Kal AELToupyiag, TOUAd)xLoToV

yla 6 prVveg.

AITAPAITHTEY (EII ITOINH AITIOKAEIXMOY)
HNPOYIO®EXEIE I'A THN YIIOBOAH NPOX®OPAX

1. AQYn BePaiwong - evnuépwaong Tou PYOARTITN yLa TOV XWPO KOl TNV LSLaLTEPOTNTA TOU
€pyou, amno tnv Texvikn Yrnpeoia touv Nocokopeiou.

H BeBaiwon auty Oa ektunwvetar oe 2 aviiypada kat Oa unoypdadetar kot Oa
odpayileton (odppayida stalpeiag) and eEKMPOCoWNO TNG eTaLpeiag, o onoiog Oa sivat Ko
YVWOTNG TOU OLVTLKELUEVOU.

2. O unoynolog avadoxog odeilel, eni mowvrl amokAewopol, olodAMoOte €pyo TOU
Noookopeiou €XeL avaAdPeL O TPOYEVECTEPO XPOVO, TO OMOi0o €XEL CUVAPELN UE TO
OVTIKELMEVO TNG TEXVIKNG TEPLypadnG, va To €XEL MAPASWOEL OTNV APUOSLIA EMLTPONN
afloAoynong, opOa, eunpoBeopa, Kat n apalofr) Tov £pyou amno TNV ENLTPONA va ival
ertuxne. Npog anddelén twv avwtépw, o urtoPndLog avadoyxog, pall pe tnv npocdopad
tou, Oa mpénel va kataBéosl avtiotolxn BePfaiwon, n omoia Oa Aappaveratl and tnv
Texvikn Ynnpeoia tou Noookopeiov (rmou givatl n ka®’ OAnv apuddia mapakoAolOnong
KO EKTEAEONG TEXVIKWV £PYWV).

3. YnevOuvn dnAwon cuppopPwong e TG AVWTEPW TEXVIKEG eplypadEc — mpodlaypadEg.

TO PANTEBOY ME THN T.Y. OA TINETAI KATOMIN THAEDQNIKHZ EMIKOINQNIAZ KAl
ZYNENOHZHZ (tnA. 2132068907).



