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TEXNIKEZ MPOAIATPADEE ANOAYMANTIKQN

Zav amoppunavikd yopaktnpifoviar mpoiévta pe TN XpHon Twv omnolwv ETUTUYXAVETOL N

anopdkpuvon kabe §évou Aoy, opyavikol A avépyavou (pUmol, aipa, moov, otol) and éva
avtikeluevo A pia empaveLa pe anotéAeopa t Lelwon Tou pikpoBLakoy Tou dopriou.

Ertlong, yia ta mpoidvta mov tafvopolvral wg enikivbuva eite Adyw twv PUOLKOXN LKWV LBLOTHTWY
TOUG £lTE AOyw TWV EMTTWOEWY TOUG OTNV LYeia elval UNOXPEWTIKA N KATaXWENOT TOUG OTo EBVIKO
Mntpwo Xnuwwv Mpoiévtwv (EMXM) (Eyypado XK Ap. Mpwt. 30/004/4204 — 5/12/2013).

Zav YNUKG QROCTELPWTLKG XapaKkTnpifovtal mpoidvta pe ta onola enttuyxdvetat mAfpng e€dhewdn f
katootpodn AWV TWV ESWY UKPOPLOKAG {WH G, CUMTIEPAOUBAVOEVWV KaL TWV OTOpWV.
Zav QmOAULAVTLKE Xapaktnpifovtal mpoidvta pe tn xprion Twv omoiwv efaleidovtal 1 HELWVOVTOL OL
noBoydvol pikpoopyaviopol, amd avtikeipeva f emibdvelec. Me KPLTAPLO TNV QIMOTEAECUATIKOTNTA
NG 6pdiong toug Slakpivovral oe:
¢ YnhoU BaBpol amoAupoviiké : Kataotpédouy GAOUC TOUC HIKPOOPYAVIOHOUGE, EKTOC Omod
éva peydho aplBud ondpwv.
= Evéidpecou Babuol anoAupavikd : aSpavonoloiy Tic BAaoTikeG pHopdEG TWV HikpoBiwy, TO
HukoBakTnpidio TG Ppupatiwong, TOUg MEPLOCOTEPOUS LOUG KAt MOKNTES, GXL OHWG KoL TOUG
HIKpoBLakoUg oiopouc.
*  Xapnlou Babpol amoAupaviikd: aSpavomolodv TIC MEPLOTOTEPES BAAOTIKEG HOPDEC TwV
HikpoBiwvy, oplopévoug Lovg Kat PUKNTES, 6XL OUWE TO pukoBaktnpidio ™G pupaTiwong, Tnv
P. aeruginosa.

Ta amolupavtikd emipavelwy kukhodopolv Uotepa and ddela mou xopnvei o EBvikdg Opyaviopdc
Qappdkwy (E.0.0.), 6nwg opileL to YA Y1B/OIK 7723 , ®EK 961/23.12.94. Mpoidv mou nmpoopiletat yia
anoAUpaveon tatpotexvoloykol mpoidvtog, SnA. XEPOUPYIKWY epyaieiwv, evSookomiwv Kot
voookopeLakoy e§omAtopoy, Bewpeital Latpotexvoloyikd eEdptnua koL ehdcoy €xeL emworjpavon CE
TIOU TLOTOTOLE(TaL amd Kowvorotnpévo Opyaviopd, Sev amalteital €ykplon amd tov E.0.®. (EykOKALOC
25216/ 5.7.2000). AmoAupavtikdé embavelwv To omolo o npounBeutric to mpoteivel kal yua
QMOAUHOVON LOTPOTEXVOAOYIKOU EOTALOLOU TIPEMEL v £XEL ABELL KU kAodopiag and tov E.O.D. akdun
Ko av ExeL emwarpavon CE.

Téoo TQ AMOPPUMAVTIKA 600 KL TC QTOAU MAVTLKG npoodepoueva mpoidvta Ba mpéneL va mAnpolv
TOUG YEVLKOUG KaL TOUg £151koUG 6poug T SLakhpuénc.



FENIKOI OPOI:

= OAa ta mpoodepopeva potdva va eivat un BAATIKE yia ToV avBpWvo opyaviopd Katd Tov
npotewvopevo tpono xpriong. Eddoov amatteital apaiwon mpw tn xprion, Yekaopdc f
Sooopetpikr avtAia yia tn xprion tou mpoidvtog, o npoodépovrar pali kat T avélova
efaptiunaro.

*  Oa mpénel anapatitwg va avagépovtal n T avé Aitpo StaAUpATOC KAl TOu TUKVOU

(6taAbpatog) kal tou £roipou mpog xprion Stahvpatog. H afloddynon Ba yiver avd Aitpo
ETOLHOU SLOADHATOG VLo TO {NTOUHEVO XPOVO KOL TO HKpoRLOKO (GAopa.

= Ou apawwoelg mou Ba aglodoynBouv yia ta mpoidvta amoAlpovens XELpoupytkwy epyoieiwy &
evbookorniwv Ba npenel va eivat cOpdwveg pe evpwrnaikd mpétuna (EN phase 2, step 1 kat EN
phase 2 step 2) 1} L& TEOT MPAYUATIKWY GUVONKWV.

= [l kdBe gva and ta npoopepdpeva idn elval UNOXPEWTIKY N TPOCKOMULON TWV TIOPOKATW
SkaloAoynTIKWV:

1. Yrmoxpewtikd eni mowr amdppupng, avoAutiké GUAO cuppdpdwWoNG TPOC TIC
{nToUpEVEG TEXVIKEG TipoSLaypadég KABe eVOG MPOIGVTOG Pe PLOUNTIKES TTAPATOUTEC
oe {evoyhwooa GUANGSL, TEXVIKA eyxelpiSLal KATL.

2. TotomownTikd Xxnuikrg cUVOEaNG Tou Mpoidvtog ota EAANVIKA.

3. Abelo. kukhodopiag amd E.O.0. ylo Tt QmOAUPOVTIKE EMGAVELDV/XWPWY (Ymoupy.
Andd. Y1B/owk.7723-Kukhodopia amolupaviikiv) kat EMXM ya mpoidvia mou
Ta§LlVOpOUVTaL WG ETtKivEuv ElTe AOyw TwV GUCLKOXNUIKWY IELOTATWY TOUC ite Aoyw
TWV ETUMTWOEWV TOUG OTNV LYELQ.

4. Aehtio Aedopévwv Acdaheiag Mpoidvtog ota EAANVikd cUpdwva pe odnyia E.K.
1907/2006 — REACH onwg éxeL tpomomownfel kal LOYUEL Kal Qe Tov KOVOVLOUO
1272/2008 CLP .

Avtiypado emorpavong ota EAAnviké (Yroupy. Artod.1197/89, ®EK 567/06.09.90).
Avohutiko puAasio mpoidvrog ota EAANVIKG, miotr petddpacn tou EevéyAwaooou.
AvaAuTiké duMEsLo mpoidvtog ata AppAikd:, EGv POKELTAL YLOL ELGAYOUEVO TIPOIOV.
BiBAoypadiki avadopd kot mivakeg amoTEAECHATIKOTNTAS KATd OPYOVIOLWY —0TOXWV.
Meheteg and éykupoug kat avefdptntoug Opyaviopolc mou va BeBatwvouv étL ot
TIPOTELVOUEVES QIO TOV KATAOKEUQOTH TPOG XPHoN TUKVOTNTEC Eival QTTOTEAEGUOTLKES
OTOV TIPOTEWVOLEVO XPOVO SpAonG Kat yia GUYKEKPLUEVD OTEAEXT.

10. Na katoteBouv ta migTononTikd Twv Kataokevaotwv a) ISO 9001, f / kat ISO 13485

kat ISO 14001 yia ta amoppumaVTKE — QTOAUHAVTLKA.
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11. Na anoewvietal n cupBatdtnTa TWV UYPWV AMOAULAVTIKWOV/AMOCTELPWTIKOY TWY
ev8ooKoTiwy PE TA UAKE KATOOKEUNC Twv evE0OKOTIWY Tou Noookopeiou and v
eTalpela MapooKeUT|§ TOU TPOTHEPOUEVOU TIPOIOVTOC.

12. Na amootéMovrtat Seiypata yia ta npoidvia Omou anaiteitar o EAEYXOC  PUOIKWY
XapaKTNPLoTkwy. OL cuckevaoieg Twv npoidviwy Ba pénel va Stadétouv onwobdnmote
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nwpa r towia achadeiag and v kataockeudotpla etaipeia, va ival mpwtdtuna Tou
gpyootaoiou mapaywyng Toug Kot va pnv éxet ponynel onotadnnote enépfaon yia
aMayn cuokevaoiag Twy GLaAsiwy.
Npoodopd mouv avadéper, katd tnv kpion tng emrponig afioAéynons, Peusdh
otoiyela (Socoloyieg, ddopa pikpoPloktévou &pdione, ouotatikd, KA mou Sev
avaypadovtar 1§ Sev mpokimTouv ané ta fevéylwooo mpwtdtuna GUANGSLA TS
KQTOKEUAOTPLOG ETaLpEiag) Ba amoppintetal omd To Slaywviops, oto cOVoAd Tnc.
Edv Tto mpoidv xpnolponoleital mpwtn ¢opd kol Sev UMAPXEL €xel eumelpia, To
Noookopeio, £xet Sikaiwpa va mpooPaMel T olpBaon £d’ 60OV MOPOLCLACTOUV
npoPAnuata otn xprion fj oTn cuvepyooia Ke TV eTaLpeio.
H agohéynon twv apoiwoewy, Twv evdeifewy, TG amOTEAEOUOTIKOTNTAC KOL TOU
Xpovou enitevgng Tou emBupnTol amoteléopatog evag mpoidvrog, Ba yivel Bdoel twv
oTolXEiwv TOU avaypddovioal oTo §EVOYAwooo GUANGSIO TN KOTOLOKELAOTPLOC
etapeiag, To omoio Ba mpénet , yio Adyoug motonoinong, va undpyet avopTNUéVO oTnV
enionun LOTOoEAS O TOU KATOLOKEVQOTLKOY OiKoUu.
YoYpewTikd, oL mpounBelTpLeg eTalpeie, KaBWG kal oL nueSaéc KOTOOKEUGOTPLEG
eTaLpeieg péneL va epappolouv clotnua Staoddhiong mowdtnrag, oUpdwva Pe TV
urnoupykn anddoon AY85/1348/2004 tou Yroupyeiou Yyeiag kat va mpookopicouv ta
avtioTola MLOTOMONTIKG, SLadopeTikd n mpoodopd Toug Ba amoppinTetal ané Tov
Slaywviopuo. Avtiotolya, oL aMoSanEG KATAOKEVAOTPLEC ETAUPELEC TTpéTel va StaBétouv
1ISO 9000 kat ISO 46000.
BeBaiwon 1 Miwotomoinon fuppetoxis ot  ZuMoykd Zbotnpa  AvakikAwong
ZUOKEUQOLWY TO omnoio éxel ouotabel and Mictonownpévo Mopéa AvakUkAwong (r.y.
E.E.AA.A.) o€ evapuovion pe v Kowotikr O8nyia 94/62/EEC dnwe éxel EVOWHOTWOEL
otnv EMnvikii NopoBeoia pe tov Nopo 2939/2001. Na katateBel enmionc kat To
TUOTOMONTIKG EYypadng oo EBVikG Mntpwo Mapaywywy tou EAAvikoy Opyaviopol
AvakUKAWONG TO OMoio CUVOSEVETAL UTIOXPEWTIKA Qmtd TNV BeBaiwon 1 Muotonoinon
ZUPHETOXNG 0 ZUMOYIKO ZUOTNHO AVaKUKAWONG SUCKEUATLWDV.
Metd v kataklpwon, o K&Be mpopnBeuTr UMOXPEOUTAL Yl TO Tpoiov Tou va
Xopnynoet dwpedv oto Noookopeio A) S0copeTpLkéS avTAieC f doxela (nelolpeg) kat
B) kaAaio®nteq Kol mAaoTkomownpéveES TvakiSeS oe HEveBOG A4, kaTAAAnAeC yio
QVAPTNON OTOUG XWPOUE XPNOLomoinang mov Oa TEPLEXOULV:

e Ovopaocia npoiévrog

e 0b6nyieg xpriong ota eAAnVIKA

e KwdUvoug kat pétpa mpodUAagng ota eEAAVIKd

e Avrtidota edv anattovvrol

e EpyooTaolo MopaoKeUNC

e Yrevbuvo Slavoprig kat kKukAodopiag Kat TnAédbwva EMKovwviac.



