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TEXNIKEE IPOAIATPADES ANOAYMANTIKQN

Zav anoppunavikd xapaxtnpifoviar mpoidvia pe ) xpion Twv onolwv EMTUYXAVETOL N
anopdkpuven kdbe §évou vhikol, opyavikol f avépyavou (plmol, alpa, woov, wtol) and éva
avtikelpevo ) pa emiddvela pe anoTéAeopa T pelwon Tou pikpoPiakol Tou dopriov.

Eniong, ywx ta npoidvra rnov tafvopolvial we entkivbuva elte AOyWw TwV GUALKOXNUIKWY BloTATWY
Toug £ite Adyw TWV EMINTWOEWV TOUG OTNY UYEla Eival UToXpEWTIKY N KaTaywpnol toug oto EBviké
Mntpwo Xnuwwv MNpoidviwy (EMXN) (Eyypado MXK Ap. Npwrt. 30/004/4204 — 5/12/2013).

Zov ¥YnuikG anootElpwIkG Xapaktnpilovial mpoidvta We Ta onola emuyydvetat mAneng e€dhendn n
KaTaotpodr] SAWY Twv ELSWV HIKPOPLAKNG TwhE, CUMTEPAAUBAVOREVWY KL TWV OTIOPWV.

Zav anoAvuavrikd xapaktnpi{ovtol npoiévta pe ™ xprion Twv onoiwy e€alelpoviat i perwvovtal ot
naBoyovot pikpoopyaviopol, and aviikeipeva f emodvelec. Me KPLTPLO TNV QnoTEAEOUATIKOTATA
¢ dpdong toug Sakpivovral oe:

* YynioU BaBpoU amoAvpavTiké : KaTaoTpédouv GAOUC TOUC HLKpoOpyavioHoUE, EKTOC anod
Evo LeydAo aplBud ondpwv.

* EvSiuduecou Babuol anolvpavikd : aSpavonooy Tic BAaoTikég HOpdEG TwY LitkpoBiwy, TO
HukoBaktnpidio tng dupatiweons, Toug MEPLOCATEPOUC LOUC Kal HOKNTEG, OXL WG KaL Toug
HikpoBlakoug onépouc.

» Xapniot BaBupoy ancAupavtikd: adpavonololv TIC MEPLOTOTEPES PAACTIKEG popdéc Twy
HikpoBiwv, oplopévous LoUG Kat MUKNTEG, OXt OUWE TO WU koBaktnpidlo ¢ dupatiwenc, Tnv
P. aeruginosa,

Ta anoAvpavtikd endaveiwy kukhodopolv Uotepa and &Sea mou Xopnyel o EBvikdg Opyaviouds
Dappdxwy (E.0.0.), 6nwg opilet to YA YIB/OIK 7723, OEK 961/23.12.94. Mpoidv mou npoopifetarl yia
omoAUpavon  Latpotexvoloyikol Tpoidviog, Snh. XEpoupywwy epyaleiwv, evbookomiwv Kot
VOOOKOHELAKOU £§omAlopol, Bewpeital WaTPoTEXVOAOYIKO efdptnua kal edpdoov éxet emorfpavorn CE
TIOU MWITOMOtEiTaL ané kowonotnpévo Opyaviopd, Sev anaiteital gykplon and tov E.0.®. (EykidKALog
25216/ 5.7.2000). AnoAuvpavtiké empavewsv to ormolo o TipounBeutiis To mpoteivel kat yia
anoAduavon latpoteyvoloyoy efonllopol pénel va éxet ddeia kukAodopiag and tov E.O.Q. axdun
Ko av el emuoripuavor CE.

TéoO 1O QROPPUNAVTIKG GO0 KL TCQ OTIOAU HOVTLKG npoodepopeva npoidvia Bo npénel va mnpoly
TOUG YEVIKOUG KaiL TouG EL5tkoUG 6poug T Slakripuénc.



TENIKOI OPOI:

» DAa ta npoodepdpeva rpoidvia va eival un BAanTikg yio Tov avBpWIVO OpYAVIOMO KaTA TOV
npotewopevo tpomo xprions. Epdcov anauteiton apaiwon npwv Tt xpAon, Yekaouos A

Sooopetpiki avthia yla T xprion Tou mpoidvroc, Oa npogdépovrat pali kai ta avélova
efapriporo.

* Oa npénet amapaiitwe va avadipovial n Tph avé Aitpo SiaAvpartog kaL tou mukvoy
(SraAdparog) kou Tou éropou mpog xphon SteAdpatog. H afloAdynon Ba yiver ava Altpo
€roou StoAipatos yia To NToUREVO XpOVo KAt TO pikpoPLakd ddopa.

*  Ou apounosig nov Ba aflohoynBolv yi ta npoibvra QOAULAVONG XELPOUPYIKWV epyaheiwy &
evbookoniwv 8a npénet va elval oludwveg pe eupwnaixd npotuna (EN phase 2, step 1 kat EN
phase 2 step 2) 1§ pe TeoT npaypaTIkiV cuVBRKHY,

» Ta kdBe éva and ta npoodepdueva elbn sivon UTTOXPEWTIKI} N TPOOKOMLON TWV MapaKATw
duwcatoroyntikwv:

1. Ynoxpewtikd eni mowr anoppung, avoAutikd dUAko ouppopdwong npo¢ TS
{ntovpeveg Texvikég podilaypadés kiBe evde TPOIOVIOG HE QPBUNTIKEG MUPATOUMNEC
ot fevoydwooa GUAAESL, TEXVIKE eyxelpiSia KAT.

2. TotonotnTiké XnHKAG oUvBeang Tou npoidvToc ota EAARVIKG.

3. Abewa kukhodopiag and E.0.0. ya ta onoAURAVTIKG EMbAVELDV/XWpWY (Yroupy.
Anod. Y1B/ow.7723-Kukhodopio amolupaviikiv) kat EMXM yia mpoidévia mou
Tagwopolviol we enwkiviuva eite Adyw Twv duooxnuwwy slotitwy Toug eite Adyw
TWV EMMTWOEWY TOUG OTNV LYEia.

4. ledtio AeSopévwv AodaAeiag Mpoidvtoc ota EMnvikd cOpdwva pe odnyia EX.
1907/2006 — REACH énw¢ éxel tpomomownfel kat LOXUEL KAL PE TOV KOVOVIOUO
1272/2008 CLP .

Avtiypado emofjuavong ota EAARviké (Yroupy. Anog.1197/89, QEK 567/06.02.90).

AvoAuTiko puAradio rpoidvrog ato EAARvIKG, nLoTH petddpacn tou EevoyAwaoou.

Avahutiko GuArESio nipoidvrog ota ApyAwd, edv TIPOKELTAL YL ELOAYOUEVO TPOIOY.

BiBAoypadikri avadopd kat rivakeg QMOTEAECHATIKOTNTAG KATH OPYAVIOUWY —0TOXWV.

MeAéteg and éykupoug kai avedptrtouc Opyaviocpol mou va Bepauvouy éti ol

TIPOTELVOUEVES QMO TOV KATAOKEUNOTH TIPOC Xpron nukvétnteg eivat QMOTEAEOUOTIKES

OTOV TIPOTEWVOEVD XPOVO Spdong kol yia cuykekpipéva atehexn.

10. Na katareBodv Ta TLOTONONTIKG TWY KATAGKEVOTTUOV a) ISO 9001, A / kaw ISO 13485
kai IS0 14001 yia Ta QnoppunavTike ~ amoAUpAVTIKA.

11. Na amodewvietal n oupBatétnra twv uypdv QIMOAU LOVTIKWY/OOOTEPWTIKWY TV
evbooKoniwy e Tot UAKE KATOOKEURAC Twy evSookomiwy tou Nocokopelou and v
ETaipela napaokeUrig Tou mpoapepdUEVOL npoldvroc.

12. Na arootéAhovtat Seiypata yua ta npoidvia 6nov anaweital o gheyxog Qualkwy
XOPOKTNPLOTIKWY. OL CUCKEVAOIEC TwY Mpoidvtwy Ba npénel va StaBétouv onwodrnote
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13;

14,

15,

16.

17.

18.

nwpa f Tawia acpaleiag and tnv kataoksudotpla etawpela, va eival RPWTIOTUTIC TOU
EPYOOTOOIOU TAPOYWYAG TOUS Kal var unv €xel iponynBel onoladrnote enéuPaon ya
aAhayr} suckevaoiag Twy GpraAislwv.
Npoodopd nou avadépel, xavd v kpion g emrpomsig afioAdynone, Wevsi)
otoixelo (Socoloyieg, ddopo pkpoBloktdvou Spdone, ouotatikd, KA mOU Sev
avaypddovral 1 Sev mpokimrouv ané ta §evoyAwooa mpwtdtuna GUAAGSLA mg
KaTaoKevaoTpLaG eTaipeiag) Oa anoppintetoan anéd o Sloywviopd, oo OVOAS THC.
Edv to mpoiov xpnowuonoweiton mpwtn ¢opd kot Sev umdpxel &xel gunewia, to
Nocoxopeio, £xel Sikatwpa va mpooBaidel ™ oUppach £d’ doov MOPOUCIAOTOLV
npoPAfpara otn Xxprion fi ot cuvepyaoia e TR eTanpeia.
H aohéynon twv apawioewy, twv evBeifewv, tng QUTOTEAECHATLKOTNTAC KL TOU
Xpovou enitevgng tov embupntol anoteAéopatog evog mpoibvroc, Ba yivel Bdaoet Twv
otoeiwv mou avaypddovial oto EevéyAwooco GuAAGSLO ™G KOTHOKELAOTPLOC
eTatpetac, To onoio Ba npénet, yia Adyous notonolnong, va urdpxet avaptnuévo otnv
enionpn wotooeAido tou kataokeUaoTIKOU oikou,
Ynoypewtikd, oL mpounBeltpleg etaipeies, kaBw kal oL nuedarnéc KOTAOKEVATTPLES
eToupeieg npénelL va epappdlouv olotnpa Siaoddhong modtnrac, cupudwva pe thv
uroupyikn antédaon AY85/1348/2004 tou Yroupyeiou Yyelac kat va TPOOKOpicoUV TO!
avtioTola TuoTonolnTikd, Stadopetikd n npoodopd touc Ba anoppintetal and tov
Slaywviouo. Avtiototxa, oL aAAoSanég KATAOKEUROTPLEC etaipeieg npénel va Stabétouv
1SO 9000 kat SO 46000.
BeBaiwon 1 Mwtonoinon Iuppetoxic os  Sulloywkd Zbotnpa  AvaxkOKAWONC
Zuokevaolwy To onoio £xeL cuotabel ané Miotonownuévo Mopéa AvakikAwang (m.x.
E.E.AA.) oe evapudvion ue v Kowotwkry O8nyla 94/62/EEC OnWe €XEL EvoWpaTwBEi
otnv EN\nvikri NopoBeoia pe tov Nopo 2939/2001. Na katareBel enlong kat to
TuotonolnTké eyypadrig oto EBviké Mntpwo Mapaywywy Tov EAAnvikol Opyavicpol
AvaxUkAwonG To onoio ouvoBeOETaL UNOXPEWTIKE amd Vv BeBaiwon | MNwotonoinon
ZUpUETOXAG 08 ZUAOYIKG Z00TNHA AVAKUKAWGNC SUOKEVATLDV,
Metd tnv katakUpwon, o kdSe npounBeutric umoxpeolTal ylid t0 Tpoldv Tou vo
Xopnynoet bwpedv oto Nogokopeio A) Sooopetpikéc avrhieg N doxeia (pelovpeg) al
B) koAaloBnteq kar mAaoTwonownuéves mivakideg oe HEvEBOG A4, katdAAnAec yla
QVApPTNoN OTOUG XWPOUS Xpnolyonoinong mou Oa nepiéxouv:

¢ Ovopaoia npoidvroc

* Obnyieg xpriong ota eAAnvikd

e Kwbivoug kou pétpa npodUiagng ota EANANVIKG

o AvtlSota gdv anatrovvral

¢ Epyootdolo mapaoKeUrc

* YrnevBuvo Slavoung kot kukhodopiog kat tnAépuva Enkowwviac.



