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H MoALtwkn Mowotntag tng Etatpeiag «MPOHITMENEZ OOOAAMIKEZ YINHPEZIEXZ MON.
EME>» pe dlakpttiko TitAo «OPTOTECH LTD» yia tn dpactnplotnta: «XXedlaouog,
Avarttuén, Mapaywyn, Ekdoon, Eykatactaon Kat Texvikn YmootnpEn Autovopuou
Noylouikou latpotexvoAoyikou MNMpotovtog Baowopevou Ztnv Kataypagpn Twv Kivnoswv Twv
Matwwyv» eotialetat:

1. ZTov oXedLaoo, TNV avarttugn, Tnv apaywyr) Kat Tnv uttootnpEn acpaioug, aglotiotou
KAl TIOLOTLKOU LATPOTEXVOAOYLKOU AOYLOULKOU, TO OTIOLO QVTATIOKPLVETAL OTNV TIPOPAETIOUEVN
XPNoN Kat 0TLG KABOPLOPEVEG ATIALTNOELG A0PAAELAG Kal ETILOOONG.

2. 21NV LKavoTioinon TwV anatTACEWV TwV TIEAQTWYV KAl TwV XPNOTWV TOU TIPOIOVTOG, HE
BLailTePn EPPAOCN OTNV TIPOCTACLA TNG ACPAAELAG TWV ACOEVWYV KAl TWV AOLTIWV TIPOCWTIWV
Tou emnpeadovTal aro tn Xpnon tou.

3. 21n ouvexn CUPPOPPWON UE TIG EPAPHUOCTEEG VOUOBETIKEG KAL KAVOVIOTLKEG ATIALTNOELG
yla TA LaTPOTEXVOAOYLKA TIPOLOVTA, Kal eldlkotepanpe tov Kavoviouo (EE) 2017/745, tiq
arnattnoelg tou ripotutiou ISO 13485:2016 kat tn vouoBeoia mepl mpPooTaciag MPOCWTILKWY
oedopevwy.

4. 21n Aettoupyia tTng Etaipeiag ye oeBacuod oTIq apXeg TNG LoodTNTAG, TNG aglokpaTtiag Kat
NG Mn dLAKPLoNG, KABwg KaL 0Tn dLacPAALon KataAAnAou TEPLBAAAOVTOG Epyaciag mou
EVLOYXUEL TNV UmeubuvoTNTA, TN CUVEPYAOLia KAl TNV ETIAYYEANATLKY ETIAPKELA TOU
TIPOCWTILKOU.

la v emniteuén Twv mapanavw, n Aloiknon deopevueTal:

1. Na dtacpaAilel Tn CUPPOPPWON PE TIG EpappooTeeg amnattnoelg tou ISO 13485:2016, Tou
Kavoviopou (EE) 2017/745 kaL TnG OXETLKNG vouobeoiag, Kabwg Kat TNV anoTEAECUATIKNA
€papuoyn Kat dlatripnon Tou Zuotnuatog Ataxeiplong Mowdtntag.
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2. Na dtaocgpalilel Tnv moldTNTa, TV ACPAAELQ KAL TNV ETILOO0N TOU LATPOTEXVOAOYLKOU
AOYLOULKOU, HEOW EAEYXOMEVWY OPACTNPLOTHTWY OXEDLACKOU, AVATITUENG, TIAPAYWYNG,
ETIAANBEUONG, ETILKUPWONG KAl dLaxeiplong aAAaywv.

3. Na epapudlel cuoTnUATLKN dLaxeipLon KvAUVWY 0€ OAO TOV KUKAO (WG TOU TIPoLldVTOG, UE
yvwpova tTnv acpAaAela Twv achBevwy Kat Twv XPnNoTwV KAl TNV arodeKTr) oXEon
OPEAOUG—KLVOUVOU.

4. Na e€aopaAilel Toug anapaitnToug OPOoUG, TNV KATAAANAN EKTIALOEUCN KAl ETIAPKELA TOU
TIPOCWTILKOU, KABWG KAl TOV oapr) KaBoplopd apuodLOTHTWY KAl UTIEUBUVOTATWV.

5. Na dtaoc@paAilel Tnv LKavorioinon Twy anattTRoEwV TwV TIEAQTWYV KAl XpnoTwy, JECW TNG
a&loAdynong Tng avatpopodoTnoNng, ThG dLaXELPLONG TIAPATIOVWY, TNG KALVLKNG a§loAdynong
KAl TNG TapakoAoubnong Tou TPOoIoVTOG HETA Th dLABeoT ToU 0NV ayopq,
CUMTIEPIAQUBAVOPEVNC TNG ETTAYPUTTVNONG KAl TWV ATIALTOUNEVWY KAVOVIOTIKWY AVApOPWV.

6. Na kaBopilel kal va mapakoAouBel JETPHOLPOUG TIOLOTLKOUG 0TOXOUG, CUMBATOUG UE TNV
MoALTikn MototnTag, Kat va a&loAoyel TNV ETILTEUEN TOUG PECW KATAAANAWY OELKTWV.

7. Na avaokoriel o€ MPOYPAPMATIONEVA dLACTHHATA TNV KATAAANAOTNTA, TNV EMAPKELA KAl
NV anoTeAEoUATIKOTNTA Tou ZAlM, AauBavovTtag TIC avayKaieg anogpacelg yla ™
ALaTRPENON TNG CUPHOPPWONG Kal TN BEATLWON Twv SlEPYACLWY KAl TOU TIPOLOVTOG.

8. Na dtaopalilel otL n MoALtikr) MowdTNTag YVWOTOTOoLELTAL, YiVETAL KATAVONTN KAl
epapuoleTal ano To MPOCWTILKO, €ival dLabeoiun ota evolapePOPEVA EPN OTIOU ATIALTELTAL
KAl avaoKoTELTAL WG TIPOCG Th ouveXL{OPEVN KATAAANAOTNTA TNG.

Kevtplko onueio Tou Zuotrnuatog Ataxeipliong Motdtntag anoteAel n acpAAELa Kal n
ETILO00T TOU LATPOTEXVOAOYLKOU AOYLOULKOU, JE ETILKEVTPO TG AVAYKEG TWV XPNOTWYV, ThV
MPOCTACLa TwV AcBeVWY KAl TN CUPPOPPWON TOU TIPOLOVTOG KE TNV TIPOPAETIONEVN XPNOoN
Tou./p>
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OL KuploL oTOXOL Elval:

1. H avantugn kat d1aBeon LatpoTEXVOAOYLKOU AOYLOULKOU TIOU QVTATIOKPLVETAL OTLG
KABOPLOPEVEG ATIALTHOELG TIOLOTNTAG, AoPAAELAG Kal ETLOO00NG.

2. H a&lormoinon tng EMOTNPOVIKAG YVWONG KAl TNG TEXVOAOYLKNG KALVOTOPLAG OTOV ToPEa
™G OpBaApoAoyiag, HE OTOXO TNV AVATITUEN AELOTILOTWY KAl KATAAANAQ TEKUNPLWHUEVWV
AUCEWV.

3. H ikavoroinon Twv CUPPWVNPEVWY ATTALTNOEWY TWV TIEAATWY KAL N ATIOTEAECUATLKN
TEXVLKI UTIOOTHPLEN TWV XPNOTWYV TOU TIPOIOVTOG.

4. H mpoaywyr Tng EMOTNUOVLKAG £PEUVAG KAl N a&LoTioinon Twv AmMoTEAECHATWY TNG yLa
NV avantuén Kat Tnv a&LoAdynon TOU LATPOTEXVOAOYLKOU AOYLOULKOU.

5. H dtatriipnon Kat n uytng €€eALEn tng dpactnplotntag tng Etalpeiag, pe mapaAAnin
€EA0PAALON TNG KAVOVLOTLKNG CUPHMOPPWONG KAl TNG TIOLOTNTAC TOU TIPOLOVTOG.

6. H Lo Tr) epapuoyrn TwV EYKEKPLUEVWY OLAdLKACLWY, 0ONYLWV £PYACLAG KAl AOLTIWV
AraLTnoswy Tou ZuocTtnuatog Ataxeipiong MNMotdtntag ano To GUVOAO TOU TIPOCWTILKOU.

7. H gykalpn avayvwpLlon Kat avTLUETWIILOT [N CUPHMOPPWOEWY, N EPAPHUOYN
ATIOTEAEOUATLIKWY OLOPOWTIKWY KAL TIPOANTITIKWY EVEPYELWV Kal 1 aglotoinon Twv
ATMOTEAECHATWY TNG TTApPAKoAoUBNoNG yla TN BEATIWON TWV SLEPYACLWV.

H ouvexng npooniabela yia tn BEATiWwOoN TNG TOLOTNTAG TOU TIPOIOVTOG KAl TWV TIAPEXOPEVWV
UTTNPECLWY, 1 CUMHOPPWOT KE TIG EPAPHUOCTEEG ATIALTHCELG Kal N dLatrpnon tTng
ATMOTEAECHUATIKOTNTAG TOU ZuoTnuatog Altaxeiptong MNoltotntag arnoteAouv Bactkr dEoUEUoN
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™G Aloiknong kat eubuvn KaBe epyalopevou TG Etatpeiag.
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