ANAITOYMENOI ANAAYTEZ, EIAH KAI APIOMOZ ZHTOYMENQN EZETAZEQN

BIOXHMIKEZ, ANOZOXHMIKEZ EZETAZEIZ & EZETAZEIZ DAPMAKQN

A/A  TEXNIKH NEPIFTPADH

1. Mpoodopd avtibpaoctnpiwyv, UAKWV PabBuovounong kot gAEyxou TOLOTNTAC KAl AOLTWV
avaAwoipwy yla tn Slevépyela twv efetaoswv tou NMINAKA EZETAZEQN. Na avadepBouv avaAuTtikd o€
Tivaka Kal va arnodelkvUovTtol Je TTAPATIOUNEG, Ol ATALTOULEVOL XPOVOL CUVTAPNONG TWV AVAAUTIKWV
Broxnuikwv povadwy nuepnoiwg, epdopadlaiwg 1 OMwe UTIOXPEWTLKA amalteltal avd TAKTA XPOVLKA
Slootipota (m.y. ava 14 nuépeg / unviaiwg / Tpunviaiwg kKAm) cVpdwva He Tov olko KATAOKEUNG. Oa
aflohoynBolv BeTIKA Ol CUVTOUOTEPOL XPOVOL CUVTNPNONG, KABWG KOL N QUTOUOTN CUVIAPNCN XWPIg
nap£uBacn xelploth.

2. M TNV EKTEAECT TOU GUVOAOU TWV UTIOXPEWTIKWY €EETACEWY TOU Tivaka 1 amattolvral 2 (8Leg
OVEEAPTNTEG KOl OLUTOVOUEG OVOAUTLKEG BLOXNUKEG Hovadeg (va pnv amoteAolv oUVOeon EMIUEPOUG
OWTOUETPLKWY HOVASWY, WOTE va eAayloTonoleltal n Stadlkacio TPOETOAGIOG TWV AVOAUTWY Kal N
KOTOVAAWON avTidpaotneiwv Kol ouvodwv oVOAWGCIUWY) GCUVOALKAC TAPAYWYLKOTNTAG (oNg
TouAdylotov pe 2400 dwropetpkég e€etaoelc/wpa kal 800 efetdoelg nAektpoAutwv/wpa (Natplo,
KaAlo, XAwplo) oe 0pd, oUpa Kal uypd [ylo Adyoug evvalakTIKAG Asltoupylag Kal o mepimtwon
BAGPNC]. Na mpoodepBouv kat 2 idlol avoooAoylkol avaAUTEG PEUOVWHEVOL | 0 OUVBEGDN HE TOUG
BloxnuikoUG OVOAUTEG (MELKTA  AVOCOBLOXNHLKG CUOTAUATO). H OUVOALK TOPAYWYLIKOTNTA TWV
QVOOOAOYLIKWY avaAUTwWV va gival 500 eEeTdoelg ava wpa.

3. O e€eTdOoELg YLa TIG OToieg N eTrjola anaitnon dev untepPaivel Tig 1.300 Ba ekteholvtal o€ pia
Qo TLG AVOAUTIKEG LovASeg, kaBwg emiong kat n LDL xoAnotepdAn Kat oL BLOXNHKES EEETATELG OUPWV.

Npodiaypadég Bloxnukwv AVaAutwv
ATOULTOU LEVA TEXVIKA XOPAKTNPLOTIKA:

1. Na elvat ouyxpovng texvoloyiag, autopatog BLoXNUIKOS avaAuTnG.
2. Na mepthapPavel T e€AC avaluTikéC (UTIO)LOVASEG:
-OwTouETPIKNA povada

-Movada pe tovtoemAektikd nAektpddia (ISE), gite Eexwplotr) site evowpaTtwpéVn otnv Bactkn
dWTOUETPLKA povada.

3. Antattouvtot 2 iSieg [yta Adyoug evolhakTikng Asttoupyiag (backup) oe mepimtwon BAGBNC]
aveEAPTNTEC KOL UTOVOUEC AVOAUTIKEG BLOXNMLKEG povadeg ( xwpic var amotelolv ocUVOeon ETLUEPOUC
OWTOUETPLKWY HoVAdwWY, WOTE va. eAayLoTOTOLElTOL N Sladlkacia mpoeTolacio Twv avalutwy Kal h
KotavaAwon avtidpaotnpiwv kot ouvodwv avaAwoidwy) OCUVOALKNG TAPAYWYLKOTNTOC (oNng
TouAdylotov pe 2400 PwtopeTplkéG e€etaoelg/wpa kat 800 efetdoelg nAektpolutwv/wpa (Ndatplo,
KaAlo, XAwplo) og opo, oupa Kot vypd.



DwrtopeTpIKr YRopovada

1. Na Aettoupyel pe tuxaio mpooméhacn Sewypdatwyv (random access) kot n tpododooia Tou
avaAuth og delypata va yivetal cuvexwg (continuous loading), xwpig tn dlakormn tng Asttoupylag tou.

2. Na avoadepBolv oL IPOoALPETIKEG eETACELG TIOU ekTEAOUVTAL, KABWE Kol ETUTAEOV €EETAOELS,
wote va aglohoynBouv. OL e€etdoslg apuldon, acBEotio, kpeatwvivn, payvinolo, pwodopoc, oupia Kat
OUPKO 0&U adopolv oe Selypata opol Kol oUpwv: va TMpoodepBolv Ta amapaitnta UAKA ylo
E£0WTEPLKO TIOLOTIKO EAeYX0 CULPWVA LIE TOUG YEVIKOUC UTTOXPEWTIKOUG OPOUC.

3. Na eAéyxetal n otddun twv avildpootnpiwv Kol avaAwolpwy Kal va sldomoleital éykalpa o
XELPLOTAG yLa Tuxov eMeielg toug. O XELPLOTAC va £XEL TN SuvaTOTNTA EAEYXOU TOU UTIOAELTOLEVOU
apLlOpoU eEETACEWVY TWV aVTLIOpaoTNPLWV.

4, Na xpnolpomnolouvtal avtidpaocthipla mou otn LeyaAn mAsoPndia toug (meplocdtepa amod 75%)
va elval og uypn Hopdn Kal ETolua TPog xprion mou Ba avayvwpilovtal Pe ypaupuiko kwdika (bar code)
1 mo e€eAlypévo ovotnua. Oa aflodoynBsel n aueon xpron Twv BabuUovopunTwy Kal TwV 0pwv EAEYXOU
Xwplic avacuaotaon.

5. Na avoaAUel TauTtoxpova Toug e€1¢ TUMOUG Selypatog: opd, mMAdoua, oupa, ENY.

6. Na ektelel autopata emavaAfPeL;, TTPO-APALWOEL KOL OPULWOELS YLA QTOTEAECUATO EKTOG
oplwv, Ywplic va amatteital emavatonoBETnon SEYUATWY oo TOV XELPLOTH.

7. Na £€xeL tn SuvatoTnTo MPOYPAUUATIOUOU yIa auTopaTn rmavAalnyn Kobwe Kat yla autopatn
eKTEAEDN GAANG €€taong avaloya pe to amotéAeopa tng mpwtng (Reflex Testing), xwpig tnv duoikn
apépBaaon Tou XeLpLoTh

8. Na &éxetal mpwtoyevr cwAnvapLa, kapakia kal kapakia o€ cwAnvaplo.

9. Na umootnpilel avayvwon ypappikot kwdika (bar-code) n mo efeAlypévo clvotnuo yla Tn
doOpTWOoN KAl avayvwplon SELyPATWV.

10. Na Sabétel clotnua avayvwplong tng otabung twv umo efftacn Selypdtwy, kabwg Kot
cuoTNUA avixveuong TnG UMAPENG THYHOTOC N WVIKAG O aUTA, wote va SltaodpaAiletal n aviyveuon un
gnapkoUg avappodnong deiyparog katd tn detypatoAnio.

11. Not SLBETEL EVOWHATWHEVO PUXOUEVO XWwpo cuvtripnong (Puyeio) avtidpaotnpiwv (12°C), ya
TIC OMALTACEL OUVTAPNONG Yla OAa ta mpoodepdueva avitbpaotipla. Ta avidpaotipla va
TMAPAUEVOUV TTAVW OTOV aVaAUTH, WOTE va Unv eival amapaitntn n ¢uAagn toug oe Puyeio petd to
Té\o¢ NG poutivac.

12. Na &ivel tn duvatdtnta tautoxpovng doptwong kat Babuovéunong back up avidpaotnpiwy
6lac kat Sradpopetikic maptidog (lot number).

13. Na pnv amnatteital cuxvy Babuovounon twv efetdoswyv kal va avadepbel mpog afloAdynon n
ouyvotnta Babuovounong oAwv twv avtidpaotnpiwv. Meta tn Babuovounon ta Stalvpota eAEyyou
(controls) va pmopolv va gfetaotolv Gueca, Xwpig va pecolafouv dMeg Siadikaoiec eAéyxou 1



mMAUCewvY, TTou KoBuotepouv TN Slekmepaiwon Twv eEETACEWVY Kol SnUOUPYoUV TTOAUTIAOKOTNTO OTO
XELPLOUO.

14. No eAéyxel to delypa yla Autatpia, aitpdAuon, ktepo kol va SIGEL OXETIKN onuavon ylo
EVNUEPWON TOU Xelploth. Oa afloloynBel n onuovon twv eetdoswv mou ennpedlovtol  aAmo Tt
TIAPATIAVW.

15. Na S100€tel MAEVOUEVEG KUBETTEG TIOU VAL NV QTIOLTOUV OVTLKOTACTACN OE XPOVIKO Slaotnua
CUVTOMOTEPO TWV 3 LNVWV.

16. Na SlaBétel SuvatotnTa eKTUTIWONG OMOTEAEOUATWY avd €€taon N avd acBevr, KAUTTUAWY
avtidpaong kal Babuovounoswv.

17. Na €xel EVOWUOTWHEVO CUOTNUO QUTOEAEYXOU TWV NAEKTPOVIKWY KOL HNXAVIKWV UEPWV Kol
oUoTNUA EAEYXOU TWV ANOTEAECUATWY. Z€ Tiepimtwaon PAAPNG 1} SucAelTtoupyiog va UTTAPXEL eldomoinan
TOU XELPLOTH LE TAUTOXPOVN TIOPOX) SLOPBWTIKWY EVEPYELWV YL TNV EMIAUGK TOUG.

18. Na £xet Suvatotnta eocwTtepLlkol eAEyxou oldtnTag o Suo ToUAAxLoToV emtimeda nUeEPNClwC.

19. OL Swadkaoieg ouvtipnong tou avoAuty vo eudavidovtalr oe Alota kataypadnc. Oa
aflohoynBel dlaitepa n Suvatdtnta TPNong Kot nAektpovikoL apxeiou kataypadng

20. Noa SwaBétel olotnua AemtopepoUl¢ Kataypadnc Tou avaAutikoU €pyou ava ef£taon
(BaBuovounoelg, efetdoelg Selypdtwv, emineda  molotikoU  gAéyxou). O  oplBudc  Twv
TIPOYLOTOTOLOUEVWV EEETACEWY TIPETIEL UTIOXPEWTLKA VAl KATaypAdeTAl NAEKTPOVIKA EMAKPLBWG KATA
TPoMo adlaPfAnto pe ovotnua kataypadng eéetdoswy, To omnolo site Ba eival EVOWUOTWHUEVO OTOUG
ovaAUTEG eite Ba gival avetaptnto (0xL To LIS) aAAd dpeoa cuvdedepuévo pe autoug. Kabe mpounbeutng
Ba opioel otnv TEXVIK TOou Tpocdopd tnv Sladikacia kataypadnig Tou Tpoteivel Kal mou Ba
npoodEpel Swpeav.

21. Oa atlodoynBel n duvardtnta va ektedel avtopara Pabpovopnon, TMOLoTKG €Aeyxo Pdon
XPOVOU KOl peTd amd tn Babpovopnon avtibpactnpiou, xwpic tnv mapépPaocn tou xewplotr. Na
Sl00¢tel clotnua eléyyou mowotntag (Q.C.) pe amoBrikevon Twv TIHWY TwV controls KaBwg Kal Twv
KOUMUAWY BaBuovounong Kal HE amelkovion Slaypaupdtwy Levey-lennings ylo Heyalo XPOVIKO
Slaotnuo (touhdyLloTtov 6 HAVEG).

Ynopovada ISE

1. To cVUotnuo va SlaBétel povada pe LOVTOemAeKTIKA nAektpodia (ISE), eite Eexwploth elte
EVOWHATWUEVN 0TNV Baolkr) GWTOUETPIKA Hovada, yla Tn Jeylotonoinon g andédoong.

2. Av n umopovada ISE eival aveaptntn, Oa mpémel va SLaB£tel cUOTNUO AVOYVWPLONG TNG
otadung twv umod efétaon Selypdtwy, KOBwWE Kol cUOTNUO avayvwplong Tng Umapéng mryuotos n
WIKNG, wote va OSwaodpaliletol n aviyveuon un emapkol¢ ovappodnone Oeiypatog Katd T
SeypatoAnyia.

3. Na ekteAel 400 s€etdoslg nAektpolutwv/wpa (Ndatplo, KdAo kat XAwplo), o opd Kol oupa
(MINAKAZ EZETAZEQN).



4, TNV TEXVIKO-OLKOVOULKH avaAucon twv mpoodopwv va UMOAOYLoBel OTL 0 HEYLOTOG ETNOLOG
opLlBuOC Twv Selypdtwy yia toug nAektpoAuteg (Natplo, KaAlo kat XAwplo) eivat 120.000.

5. O avaAutrg va SLaBETEL avoLKTA KaVAALO i BECELS, WOTE va UIMOPOUV va XpNnoLlomnotnBouv kat
avtidpaotnpla Tou eAelBepou eumoplov ylwa efetdoelg mou 6ev Intouvial otnv poutiva (un
UTIOXPEWTLKEG KABWGE Kal VEEC EEETATELG).

Npodiaypadég Avoooloyikwv AVaAuTwvY
ATLOULTOU LEVA TEXVIKA XOLPOAKTNPLOTIKA:
1. Na elvat oclyxpovng texvoloylog

2. Na Asttoupyel pe tuyaio mpoomélaon Seypdtwv (random access) kot n tpododooia Tou
avaAutn og delyparta va yivetal cuvexwg (continuous loading), xwpig tn dtakomr tng Asltoupyiag Tou

3. Na umootnpilel avayvwon ypappilkot kwdika (bar-code) 1 mo efeAlypévo clvotnua yla Tn
dopTwon SelypdTwy Kal avildpaotnpiwv

4, Na Slabétel clotnua avayvwplong tng otabung twv umo efftacn Selypdtwy, kabwg Kot
ocuotnua aviyveuong TG UTAPENG TAYHUOATOG I WIKAG O auTad, wote va Stacdaliletal n aviyvevon un
gnapkoUg avappodnong deiyparoc kata tn detypatoAnia

5. Na gAéyxetal n eMApKeL TWV avtidpaotnpiwv Kal avoAwolwy Kat va eldomoleital éykaipa o
XELPLOTAG yLa TuxOv eMeielg toug. O XELPLOTAG va €XEL TN SUVATOTNTO EAEYXOU TOU UTIOAEUTOUEVOU
aplBuoU e€eTdoewy TWV avtidpaotnpiwy.

6. Na £xeL Tn SuvaTdTNTA TTPOYPOUUATIONOU YLla autopatn enavainyn, mpoapaiwon Selypdtwy
KOL apaiwon ot €KTOC YPOMULKOTNTOCG OMOTEAECUATO, KABWG KoL yla OQUTOMOTN €KTEAEON AAANG
g€étaong avaloya pe To anotéAsopa tng mpwtng (Reflex Testing).

7. Na €xeL Suvatotnta eKTEAEONG EMELYOVIWY SelyHatwV (STAT) xwpig va Stakomretal n Asttoupyia
Tou avaAutn Kal xwpic va emiPpaduvetal n taxuTNTA TOU.

8. Na €xet taxUtnTa touAdylotov 250 e€etdoswv/wpa.
9. Na xpnoluomnolel opo f MAACHA.
10. Mo toug 4 Baoikolg (emeiyovteg) kapdlakoUlg Seikteg [kapdiakn Tpomovivn | (high sensitivity),

puoodatpivn, BNP 1 pro-BNP], o TMOOOTIKOG TpooSloplopog va yivetal pe T péEBodO TNg
nAsktpoxnuelopwrtavyelag f xnuelodwrtalyelog Kol to amotédecopa va Sivetol os xpovo oyt
peyaAltepo twv 20 Aemtwv. Na meplypadolv  avaluTikd, wote va aflodoynBolv, to XapoKTNPLOTIKA
OAwv Twv avtidpaotnplwv.

11. Mo tnv Kopdlokn Tpomovivn | amotteital mToooTkog MPoadloplopdc He Tn peyahltepn duvarth
gualodnoia. Ito OavWwIEPO Oplo Tou €UPoUG GUGCLOAOYIKWY TWWV (cut-off) amalteital 10 OploO
gvalodnotag tng pebBodou (CV) va eival <10% kol auto vo amodelKVUETAL OO TO E0WKAELOTO TOU
npoodepopEVou avTidpaoctnpiou.



12. Na &ivel Tn duvatdtnta tautoxpovng ¢optwong kal Babuovounong back up avidpaotnpiwv
6lag kat Siadopetikng moptidag (lot number). Na pnv umdpxel MePLOPLOUOC OTOV APLOUO Twv
BaBuovounoewv mou Popouv va tpayuatonolnBouv ava cuokeuaoio avtidpaotnplou

13. Na pnv amatteitat cuxvr BaBuovounon twv efetdocwv. Na avadepBel mpog afloAdynon n
ouxvotnta kot n otabepotnta Babuovounong OAwv twv avtibpaotnpiwv. H Babuovounon va eivat
aveédptntn oo TNV aAAayry AOUTWV CUCTOTIKWY TOU CUOTAMATOC (avoAwoipa, MAUCTIKA SlaAupata
K.0L).

14. Na xpnowomolel plyxn MLOC XPAOEWS ylat TNV avappodnon Twv Selypudtwy | GAAn aflomotn
uEBoSo mou Ba meplypadetal avaluTikd, yla va glaylotomnoleital kabe mbavr emipdAuvon (carry-
over).

15. Na xpnowuomolovvtal aviidpaoctipla o€ vypr Hopdn £tolpa mpog xpnon (xwplic avacvotacn f
GA\n mpostolpaocia). O@a aflodoynbel n peyaAutepn Sdpkela {wng tTwv avtidpaotnplwv mMAvw oTov
OVaAUTH.

16. Na StaBbétel olotnua eAéyyou mowdtntag (Q.C.) pe amobrkeuon Twv TIHWY TwV controls Kabwg
KOl TWV KOUTMUAWY Babpovopnong Kat pe ometkovion dtaypappdtwy Levey-Jennings yla Touldylotov 6

MRVEG.

17. Na €xel EVOWUOTWHEVO CUOTNUO QUTOEAEYXOU TWV NAEKTPOVIKWY KOL HNXAVIKWV UEPWV Kol
oUoTNUa EAEYXOU TWV AMOTEAECUATWY. Z€ Tiepimtwaon PAAPNG 1} SucAelTtoupyiog va UTtApXEL eldomoinon
TOU XELPLOTH LE TAUTOXPOVN TIOPOX) SLOPBWTIKWY EVEPYELWV YL TNV EMIAUGK TOUG.

18. Na OlaBétel ouotnua AemMTOMEPOUG Kataypadng Tou avaluTikoU €pyou ava e€€taon
(BaBuovounoelg, efetdoelg Selypdtwv, emineda molotikoU  gAéyxou). O  oplBudéc  Twv
TIPOYLOTOTIOLOUEVWY EEETACEWY TIPETIEL UTIOXPEWTLKA VA KATAypAdETAL NAEKTPOVIKA EMAKPLBWG KATA
tPoémo adlafAnto pe ovotnua kotaypadng séetdocwy, to omoio site Oa eivol EVOWUOTWHUEVO OTOUC
ovaAUTEG eite Ba gival avetaptnto (0xL To LIS) aAAd dpeoa cuvdedepuévo pe autoug. Kabe mpounBeutng
Ba opioel otnv TEXVIK Tou Tpoodopd tnv Sladikacia kataypadng Tou Tpoteivel Kal mou Ba
npoodEpel Swpedv

19. Na avagpepBolv oL MPOALPETIKEG EEETACELG TTIOU €KTEAOUVTAL, KABWCE KAl ETUMAEOV €EETAOELG
wote va aflohoynBouv



FENIKOI YNOXPEQTIKOI OPOI ZYMMETOXHZ 2TO AIATQNIZMO
1. ANAAYTIKA ZY2THMATA

1. O npounBeutrig umoxpeouTal va Mopadwaoel Kal va eykataotrioel ota Noookopeia, yia Swpedv
XPron yla To GUVOALKO XPOVIKO SLaoTnua LoXUog Tou SlaywviopoU, OAov Tov eEOTALOUO TToU avadEpeL
oTNV avaAuTIkn meplypadn dle€aywyng e€etdoswy, TTANPN Kal £TOLUO TIPOG AELITOUPYLA, £TOL WOTE Va. LNV
anotteitol and ta Nocokopeia o omoloodnmote emMMPOoBeTOg €EOMALOUOG Yl tThv Sle€aywyn Twv
efetdoewv autwy. To KOOTOC OYopAc, eyKataotacng kol cuvtipnong Ba Bapuvel €€’ oAokAnpou Tov
npounBeuTh.

O efomAlopog va umootnpiletal and oha ta amapaitnta nepldepelakd cuotnpata urofondnong g
AelToupyiag, OMwC: ouoTnUA TAPOXNE Kal KaBaplopol Tou UdATog TG MOANG Tou Ba UTEPKOAUTITEL TIG
NUEPNOLEC OVAYKEG, KATA TpoTipnon He avtiotpodn wopwaon, cuvexn avokUkAwon kot Aduma UV 1 e
UikpoPLako dbiktpo yla tnv amooteipwon tou Udatog, otabepormnolntr taong (UPS) on line pe katdAAnAn
LoXU KoL OTITLKOOKOUOTLKN Slataén mpoeldomoinong oTig MEPUTTWOELS SLAKOTIHE TNG TAONG TOU PEUHATOC
KOL OTIC TIEPUTTWOELS XOUNAOU erumédou TAonG twv enavadopT{OPEVWV HUMATAPLWY Ylo OAQ TO
OVOAUTIKA cuothpata, mANpng apdidpopn cuvdeon Kal Aeltoupyia TNC EMIKOWWVIAG TWV AVOAUTWV UE
TO NAEKTPOVIKO cuotnua Slaxeiplong epyaotnplakwyv dedopévwv tou Noookopeiou (LIS), mapoxn kat
Aettoupyla NAEKTPOVIKWY UTIOAOYLOTWY YLO. TOUG QVOAUTEC KOL EKTUTIWTWY, KABwG Kal KABe KOOTOG
npounBetag $OopAg avtaAAAKTIKWY KOL OVTLKOTAOTACNG AOYLOULKOU.

To Noookopeio Ba mopdoxsl HOVO TAPOXEC NAEKTPKOU PeUHATOC, TOPOXH VEPOU TOANG Kol
amoxétevon. Tuxov mapepBacelc otn SlapplBuLlon Twv XWpwv Tou Epyaoctnpiou yla tnv gykatdotoon
Twv avaAutwy Ba mpénel va eykplBolv amod ta apuddia opyava tou Noookopeiou kat Ba yivouv pe
guBUvn KoL Samaveg Tou mPopnBeuTH.

2. O mpoodepopevog efomAlopds Ba elval apetaxeiplotog, véag texvoloylag, HE nUEpPOUNVia
KOTOOKEUNC OXL TpoyevEaTepn Twv SU0 (2) TeEAsUTAlWY ETWV, E €YKPLON TOU MPOOhEPOLEVOU Oikou,
nephappavovtag TG TeAeutaieg e€eAifelg 0TOV TOPEN TNG AUTOUATOTIOINONG TWV EPYAOTNPLWY KaL TNG
TeEXVoAoylag Twv e€eTaoEWY.

3. OL avoAUTEG PEMEL va. Aettoupyouv os cupPatotnta e to meptPdAlov tou Epyaotnpiou, va sival
KOTOLOKEUAOMEVOL YL in vitro SltayvwoTtikr xprion cuudwva pe tnv odnyia 98/79/EC tng EupwraikAc
Evwong, va dabétouv ISO kal va cuppopdwvovtal pe tnv odnyia 2014/108/EEC tng Eupwmaikic
‘Evwong yLo Thv NAEKTPOUaVNTIKA cuppatotnta.

4. OL mpoodepopeVoL avaAUTEG va PEPOUV EYKOTECTNUEVA TIPWTOKOAA edappoyns Twv {NTOUHEVWY
e€eTAoEWV PE Xprion avTdpaoTnpiwy Kol BaBLOVOUNTWY EYKEKPLUEVWVY ATIO TOV KATAOKEUOOTLKO OiKO
tou¢. Na avadépovtal oL tpoadepOUeVES EETACELG OL omoieg edapudlovtal pe avildpaotnpla AAwv
ETALPELWV Kal va katateBouv BeBatlwoelg cupBatdtntog avitdpaotnpiwy Kot avalwoiptwy UALKWY LE T
OVOAUTIKA CUCTALOTA, OO TOV KATAOKEUOOTIKO 0LKO TWV aVAAUTWV.

5. O mpounBeutig avalapBavel tnv mapoxn, HE TEKUNPLWON, TOU CUVOAOU TWV UAIKWV yla TN
Slekmepalwon twv INToUpevwy €€eTdoewv yla OAn TN Sldpkela WOYUOG TNG oUMPaong Kal TNV



OVTIKATAOTAON Toug ot mepimtwon BAABNG  aoctoxlog toug. Ta €€oda petadopdg eyKATAOTOONG,
oUVTAPNONC Kal avTaAAOKTIKWY Ba tapéxovtal Swpedv ano Tn HelodoTpla eTalpeia.

6. O mpounBeuthg utoxpeoUTal va KataBéoel Befalwaon TOU KOTAOGKEVOOTIKOU OIKOU TWV UNXAVNUATWY
OTL Ta TPoodePOBEVTA OTOV SLOYWVIOUO avaAWOLUA Kot avTaAAQKTIKA (Tou Ba xpnotpomnolouvtal and 1o
pUnxavnua) mpoteivovtal amod Tov eV AOyw 0LKO yLa KAVOVIKI Xprion, OTL ival amoéAuta cupfatd pe ta
NAEKTPOVIKA KOL HMNXOVIKA HEPN TWV HUNXOVNUATWY Kal OtL Sev Ba emnpedoouv TNV OMOAR Kal
OnPOOKOTITN AELTOUPYLA TOUG.

7. O mpounBeutn¢ avalauBavel Tnv mapoxn, Le Tekpunpiwaon, Swpedv cuvexoUC KAl APTLAC TEXVIKNAG KOl
ETILOTNMOVLKNG UTtOOTNPLENG OE TOTLKO eminedo. Anatteital Befalwon TOU KOTOOKEUAOTIKOU OLkoU TwV
UNXOVNUATWY 1 Tou €£0UCLOSOTNUEVOU QVILTPOOWIOU TNG Yla TNV TAPOXH TIANPOUC TEXVLKAG Kol
EMLOTNHOVLKAG UTIOOTAPLENG (service, avTaAaKTIKA K.A.TT.) KaBWC KoL OTL OTEAEXN TNG €XOUV EKTTOLOEUTEL
O£ EYKOTAOTACELG TOU POOHEPOLEVOU OIKOU.

8. O mpounBeutrc avalapBavel T dwpedv eknaibeuon Tou Mpoowrikol Tou Epyaotnplou otn xpron
TOU avaluth Kol otnv edopUoy QVOAUTIKWV TIPWTOKOMwY e€etdoswv. H ekmaibesuon Oa
TPAyUATONOLE(TAL O0TO Xwpo Tou Epyaotnpiou, pe TPOYPAUUATIOMEVO XPOVOSLAYPAUUO UETA amd
ouvewonon pe to Epyootriplo kal, amd TEXVIKO TIPOOWIIKO TNG E£TAlPEia¢ HE TILOTOMOLNTLKO
eknaidevong.

9. OL MpoodePOUEVOL AVOAUTEG UTIOXPEWTIKA Ba StaBétouv €€68ouc SUTANG KatelBuUvoNG Kot MARPOUG
ETIKOLWVWVIAC e To olotnua Stoxeiplong epyaoctnplakwv Ssdopévwy tou Noookopeiou LIS.

10. O mpounBeutic Ba avadpépel cadw To ETACLO MPOYPAUUA TAKTIKAG CUVINPNONG TOU QVOAUTH,
ocUudpwva Pe TG 0dnNyleg TOU KOTAOKEUAOTIKOU OlKou TOu avaAuth Kal, Ba SsopeuTel yla TNV Aueon
anokatdotoacn PAopwv (amokplon evtog 3wpou Kol ONMOKATAOTOON €Viog 24wpou) Kol €yKalpng
TAPoXNG avtidpaotnpiwv (to apyotepo evidg efSouddog amo tnv aitnon). Na UTIAPXEL TAO TEXVLKAG
UTooTAPLENG UEe €8pa To HpdkAeLo.

11. O mpounBeutn¢ unoxpeoutal pali pe tnv npoodopd va unofdAel kot OYAAO IYMMOPOQIHS.
AuTO eival pUAO cuoxetioewg tNg MPoodopAC LE TIC QATIALTACELS TNG TEXVIKNG Teplypadng Kabe
pnxavnuatog. 2to ¢UANO auto Ba avadEpovtal pe AEMTOUEPELA OAEG OL UTIAPYXOUOES oUUdWVIEG 1)
QTOKALOELG TWV XOPOKTNPLOTLKWVY TWV TPoodEPOUEVWY avTLSpaoTNPIlwY Kol TWV OVAAUTWY OE OXEON HE
to avadepopsva otnv meplypodr mou akoAouBel. O mpopnOeutrg Bo TPEMEL v AMAVIA OTNV
neplypadr Kal ol TMOPANMOUNES va elval o Mpwtotuna ¢ulAadla, prospectus Kot eyxelpidla tou
KOTOOKEUAOTLKOU OLKOU TIpOg amodeLén twv oxuplopévwy, Sladopetikda Sev Ba afloAoyouvtal.

12. Na mpoodepBel dwpedv pall pe Ta AVOAUTIKA CUCTAUOTO , cUOTNUA NAEKTPOVLKAG Slaxeiplong
ovtdpaotnpiwv kot avolwoipwy, Kabwe Kol Twv amoBepdTwy AUTWY OE TTPAYHATIKO Xpovo ( apxeio
amoBnkevong kat Anpodopiec ylo ta anobépota Kot tThv nuepopunvia AnEnc twv avtidpaotnpiwyv Kot
avaAwoipwv pe barcode.



AkolouBel meplypadn twv eAaylotwy {ntoupevwy mpodlaypadwv kal Sev Ba efetaoBolv poodopég
TIOU QTtOKAVOUV oo QUTEC.

2. ANTIAPAZTHPIA KAI AOINA YAIKA

1. Ta avtibpaotipla mou Ba mpoodepBouv amalteital va gival eyKeEKPLUEVA ATTO TOV KATAOKEUOOTIKO
olko Twv avaAutwy, Pe Adela ePappoynG TwV OVAAUTIKWY TIPWTOKOAAWY TIAVW oTa MPOoodePOLEVA
OVOAUTIKA cuothpata. Awadopetikd, Ba mpémel va umnapxel €yypadn PePalwon amd Ty
KOTOOKEUAOTPLO ETALPEID TWV AVOAUTWY, Omou Ba avadEpetal pntd OTL To avtldpactipla €XouV
gheyxBel kat elval cupBatd e TOUG TPOCPEPOEVOUG AVAAUTEG.

2. Ta avidpaotipla Kol Aoutd amottoUueva UAIKA va ocuvodelovtal pe cadeic odnyieg xpnong,
EVKEKPLUEVEG QIO TIG E€TALPEIEG MAPOXAG TOUC Kal cUpdwva PE TOUG Opoug aodalouc xprnong Kot
ano800NC MOLOTLKWY XAPAKTNPLOTIKWY, LLE TILOTOTIOLNTLKA TIOU EYKPIVEL e TO AoyOTUTO Tou N pe SnAwon
TOU 0 KOTOOKEUOOTLKOC 0iko¢ S1aBeang Tou avaAuTtikoU opydvou epapuoywy.

3. O KOTOOKEUAOTAC TOU QaVAAUTIKOU CUCTAMATOC va TiloTomolel kaBoAn tn Sitdpkela LoxUog TG
oupBaong tnv KoAn Asttoupyla Kal cupfatotnta Twv TPOoPEPOUEVWY  avTldpaotnpiwy otav
Xpnotuomolouvtal 0Tto cUOTNUA, XWPIC HeElwon Twv avalutikwy emidocswy, PokAnon BAaBwv ota
USPAUALKA Kol HNXavika pépn, aAlolwon XapakTnploTIKwy €mi HEPOUC OTOLXElwV Tou avaluth (T.x.
KU eAibwv) N TPOKANGCN EMUOAUVOEWV.

4. O mpopnBeutn¢ Ba avaAdBelL TO ATALTOUUEVO KOOTOC TWV UALKWY YLO. TOV KAONUEPLVO EC0WTEPLKO
TIOLOTIKO €Aeyx0 OAwV Twv efetdoewv (touldxiotov 2-3 emineda yla kABe mMapdpeTpo Kal yla dUo
eAéyxoug/nuépa, KaBwe Kot emMAEOV HeTd amod kaBe Babuovounaon).

5. O mpounBeutn¢ Ba avaAdfel To KOOTOC TwWV AVILSPACTNPiWY KAl aAVOAWGCIHWY yla TN UEAAOVTIKNA
Slamiotevuon tou Epyaotnpiou katd ta diebvn npdtuna 17025, 15189.

6. H ouokevaoia twv aviidpaoctnpiwv Ba sival 6MwWE AUTAH TOU €PYOOTACIOU MAPAYWYNC, XWpPlg AAAN
XPNHOATLKA EMPBAPUVON TWV OXETLKWVY UALKWV CUCKEUAOLAC, TToU Sev emLoTpédovTal oTov MPopunBeuTH.

7. Mo 6Aa ta mpoodepOpeva avilSpaoTrpLa, AmaltoUVTaL TEKUNPLWHEVES KAl AEMTOUEPELG MANpodOpLES
mou adopolV: cuVONKEG amoBAKELONG KAl XpOVo SLATAPNONG META ATIO TNV TPWTN AocdpAayLon g
mpwrtotayol¢ ouokeuaolag, ouvlnkec efacddAiong tng otabepdtnrag Twv avtidpactnpiwy,
nuepounvia LEXPL TNV omola to mpoidv unopel va xpnolpomnolnBet acdalws xwplc unoPpacuod tng
enidoong, TuXOV €LSIKEG OUVONKEG amoBrikeuong 1n Kol XEPLOUOU, KABWG Kol evOeSelyUEVEG
nipostdomnolioelg f kat mpoduldtelg. EmumAfov, va katateBolv: ol embOoELg Tou TPoidvTog avadopLkd
ME TNV avaAuTikg evoloBnoia, tnv elldkétnTa, TNV okKpifela, TNV emavoaAnPuotnta, TV
QVATIOPOYWYLUOTNTA, T Opla Avixveuonc, TIC YWwWoTeC aAANAETULOPATELS Kal TtapeBOALS, KABWE Kal oL
nieploplopol tng pebodou. TéNog, To €ldog tou SelypoTtog TOU TIPETEL VAL XPNOLUOTIOLETAL, OL TUXOV
€l61KEC ouvOnKeg ouAAoynG, poenefepyaciog Kal, Katd nepimtwon, odnyleg yla TV MPoeToLacia Tou
aoBevouc.

8. Mo OAa ta mpoodepopeva avtidpactipla va Katatebel avaAutikdg mivakag otov omoio Ba
avaypadetal emakpLBwe Kal Ba TekunpLwVeTAL amd enionpeg avadopES TOU KATAOKEUAOTIKOU olkou, 0



OUVOALKOG aplBUOG e€eTA0EWY IOV €KTEAOUVTOL avA cuoKeuaocia. Av amodelxBel and tnv kataypadn
TOU avaAuTLkoU £pYOU TwV eEETACEWV TOU Ba eKTEAE(TAL AVA TOKTA XPOVIKA SlaoTpata OtTL, mapd tn
CUVIOTWHEVN amo TNV npoodEpouca eTalpeiat owoth ouvtnpnon tTwv avilidpaotnpiwv Kot Thv opbn
XPNON TOUG QMO TO EPYACTHPLO, O OPLOUOG TWV EKTEAOUUEVWY EEETAOEWV E£lval ULKPOTEPOC TOU
avaypadOUeVoU OTn CUOKEUOOiA, O TPOUNBeUTNG umoxpeoUTal og emiotpodr Tou umepPBAAAoVTOG
Tooou, e ékdoon TotwtikoU SeAtiou.

9. Ta uno popnBeLa avtidpacThpLa TPETEL VA TTANPOUV TOUC TTAPAKATW OPOUG:

e Na £youv Tov Katd To Suvatov HakpOtepo Xpovo ARéng. To mpoidv Ba mpémel va eival
npoodaTNC TTAPAYWYNG KAL KATA TNV NUEPOUNVIA TTtapddoor Tou va Unv £xstL mopeAOeL to 1/3
(toulaylotov) tg ocuvoAlkng Stapkelag {wng Tou. e mepinmtwaon mou mopatnpndst aAloiwaon
Tou TpOloVTOC MPo TNG ANENG tou Kol evw €xouv tnenBel oL mpoPAemoueveg amo Tov
KOTOOKEUOTH OUVONKEG CUVTAPNONG TOU, 0 TPOUNOEUTAG UTIOXPEOUTOL OTNV QVILKOTAOTOON
™T¢ aMowBeioag moooTnTaC.

e Na ouvodelovial UTIOXPEWTIKA OFtO TILOTOTIOWNTIKA TOLOTIKOU €Aéyyou, Omou TouTo
nipoBAEneTaAL.

e Na eilval iotomonpéva yla dtayvwotikn xprion IVD, cuudwva LE TIC EUPWTAIKES 0dnyieg.

e To Noookopeio Statnpet to Sikaiwpa va poPel oe SEYUATOANTITIKO EAEYXO UE EPYACTNPLOKA
Sedopéva OAWV TwV MapTibwy TwV MPOIOVIWY, TOCO KOTA TNV 0PLOTIKN TapaAafr], 600 Kal Katd
v SldpKela xpriong, HETa amd oxetikn avadopd tou A/vi tou Epyactnpiou, apkouvtwg
TEKUNPLWUEVD.

e OAa ta umo mpounBela avtibpaotripla Ba aflohoynbolv katd tn Stadikacia Tng mpoundelag
KoL Ba eAéyyovral kata tn dtadikaoia tng mapalapnic.

10. O avadepopevoc aplOuog twv efetdoswv ava £tog tou NMINAKA EZETAZEQN cupmneptlapBavel tov
aplOud twv delypdtwy, Twv enavaAnPewv Kot Twv Stalupdtwy ehéyxou (controls). OL amMALTOUUEVEG
g€etaoelc yla Babuovounon Ba mpemnel va untohoyloBoulv enumA£ov ava i6og e€€taonc.

O mpounBeutn¢ mpeEneL va Mpoodlopiosl tov akplpr aplBud kabs cuokevaolag yla aviidpaothpla,
StohUpoata eléyxou, Babpovountég kal maviog eidoug avaAwaotpo VALKA to omoia Ba amattnBouv ya
Vv Slevépyela twv e€etdoswy, AapBdvovtag umodn to xpovo {wN¢ eKACTOU CE OUVOUAOUO E TOV
oplBud efetdoswy, TG avaykeg Pabuovounong kabwg kal Tov aplBud Twv avoAlutwv mou Ba
ektedolvtal. Ol ta ovwtépw B0 TPEMEL va TLOTOMOLOUVTOL HE TNV KOTAOECH TWV ECWKAELOTWY
o8NYLWV Xprong yLo Ta avTLdpaoTrpLo Kol OAQ TA CUMMANPWLOTLKA UALKA, KOBWE KAl TIPATIOUTIEG ATt
Ta eyxelpibla xprnong tTwv avaAuTwy, WOTE VO TEKUNPLWVOVTAL Ol KOTAVOAWOELG TIou €xouv AndBel
umoPn otn cUVTOEN TNG TEXVLKO-OLKOVOLLKNAG OVAAUONG.

Na katateBouv ol 06nyleg xprnong kabe e€€taong, oTig onoleg Ba mpémel va avaypdadovtal oL eTSO0ELG
TWV avTdpaotnplwyv mavw otov npoodepopevo avaAuth. Na avadepBei o xpovog otabepotntag emi
Tou avoAutr, o Xpovog otabepotntag Pabuovounong, Kabwg kal to €0PoC HETPNONG yla Kabe
anattoupevo avtdpaotnplo os Mivaka. Eniong amd ta ecwkAeloTa eyXelpldla Twv avidpaotnpiwy,
BaBuovountwv (calibrators) kat StaAlvpdatwy gAéyxou (controls) va PokUMTEL OTL TA TPOODEPOUEVQL



avtibpaotipla, Babuovountég kat StaAvpoto eAéyyxou Tmpoopilovtal ylo KOVOVIKR XPrRon OToug
OCUYKEKPLUEVOUG TUTIOUC KAl LLOVTEAQ aVaAUTWY TIOU TIpoodEpovTal.

11. Ou mpopnBeutég umoxpeouvtal Adyw Kat tng dtadikaciag Muotomoinong va avaAdfouv to KOOTOG
TMAPOXNG OSLOAUHATWY EAEyXOU yla €EWTEPLKO TIOLOTIKO EAEyXO0 OAWV TWV  TPAYUOTOMOLOUUEVWV
g€etdoewv amd Tov aVOAUTIKO cUoTnua yl To onolo katabétouv mpoodopd. Oa Seopeutolyv, Ue
SnAwon toug, OtTL Ba EKMANPWOOUV TNV UTIOXPEWGCN AUTH, CUNGWVA HE TNV A0V Kal UTIOSELEN TOU
gmBupuntol OXNUOTOC Kol Olkou amod To £pyaothplo. To Tpoypappa mou Ba emiheyel mpénel va
nepAapBavel, yla kabe mMapdpeTpo, TouAdylotov 2 enineda mPog avalucon ava PRva Kal yla éva £1oc,
yla 0An t Stdpkela LoxUog tng ocuUBaoNG Kat va epAaUPBAveL Tov mpoodepopevo avaluth. Oa §oOel
Slaitepn Baputnta otn Suvatotnta eAéyyou KABe e££Tacng 0To GUVOAO TOU YPOpLKOU TG eUpouc. Na
anootéAetal avadopd yla ta anoteAéopata KaBe Selypatoc oto gpyaotnplo péow tayxudpopeiou,
KaOwGg emiong Kal o€ NAEKTPOVLKH Hopdr), KaBwC Kot GUVOALKA avadopd LETA TO TEPAS TOU KUKAOU OTnV
omola va avaypddetal kat n katdtagn tou epyactnpiov. TENOC, To poypappa e€WTePLKOU TOLOTIKOU
ehéyxou Oa mapéxetal amd oaveédptnTto TIoTomolnpévo ¢opéa, Ba elval €Bvikd 1 dlebBveég kat
anapaitnto Stamioteupévo oludwva pe diebvr mpotuna (onwg ILAC-G13:2000 ry ISO/IEL 17043:2010),
£T0L WOTE VoL UTIAPXEL SLeBvn¢ epmelpia mou va amodelkvieTal.
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