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YMNOYPIEIO YTEIAZ OPOGH KOINOINOIHZH
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e- mail: prom@0310.syzefxis.qgov.gr

MPOZKAHZH I'A B ®AzZH AHMOZIAZ AIABOYAEYZHZ TEXNIKQN NMPOAIATPA®QN
MNA THN NMPOMHOEIA TOY EIAOYZ ANTIAPAZTHPIA AIMOAOZIAZ

2€ EQAPMOYNA TNG UTT. ap1Bu. 65/17-7-2015/21-7-2015 (O¢épa 10) ammdéeaong g ENMY Trepi
ouvTaéng TEXVIKWY TTpodiaypagwy Kal TTpoTUTTwV Kai £1Teidr) To Noookoueio TTpoTifBeTal va
dlevepynoel Alaywviouo yia:

Kwdikog
Ap10uog MNepiypaen Eidoug CPV
gidoug CPV

Aia pe
O.NAJ€

ANTIAPAZTHPIATIA THN EZEAKPIBQZH
33696100-6 OMAAAZ AIMATOZ 373.069,22 €
( ANTIAPAZTHPIA AIMOAOZIAZ)

MpoBaivel, onuepa 2/06/2016, pe TNV TTapouca TpookAnon ( B ®daon) oe Anudoia
AiaBoUAgucn TwV ETTICUVATITOPEVWY TEXVIKWY TTPOBIAYPAPWV.
2NMUEILVETAI OTI:

1) Me v TTapouca TpdokAnon o€ Anudaoia AiaBouleucn ( B ®AZH), To Noookopeio
MOog  kaTaBétel TIG avadlapoppwpuéveg Texvikég lMpodiaypapés , OTTWG
ouvtaxbnkav amd Tnv EmTpot Zuvraéng Texvikwyv Tpodiaypa®wy, PUE OKOTTO TNV
Anuoéoia oulnTnon Kal TNV ARWn €vOEXOPEVWYV TTAPATNPACEWY — OXOAIWV ETTi TOU
TTEPIEXOMEVOU QUTWY, OTO TTAQIOI0 TNG Ola@Avelag Twv OIadIKAoIWwY Kal TNG
€UPUTEPNG CUNMPETOXNS UTTOWNQPIWV TTPOUNOeUTWV/avaddxwv.

2) H didpkeia tng diafouAeucng opiletal oe TECOEPIG (4) NUEPOAOYIAKES NUEPES ATTO
TNV nueEpounvia  avdptnong TG otnv  1oToogAida Tou  Noookouegiou
(http://www.korgialenio-benakio.gr) , dnAadr péxpr kai 1iIg 6/06/2016.

3) Or1 evdla@epOuEVOl TTAPOKAAOUVTAI, META TNV Eyypa®r TOUug OTO Site Tou
Noookopgiou, va UTTOBAAAOUV TEKUNPIWPEVEG TTOPATNPAOEIS KAl va ETTIonudvouv
TOUG Opoug Trou evOEXeTal va Béoouv o0€ KivOuvo Tov OdlaywVvIoPO Kal va
ONMUIOUPYAOOUV EVOTACEIC 1 EPWTAPATA KATA Tn XPOVIKN TrEpiodo atmd TN
dnuoacieuon wg TNV atroc@PAyIcTN TWV TTPOCPOPWV.

4) To Noookopeio dev deoueUETAl va UIOBETACEI TIG TTPOTACEIG KAl Ba atToQaCioel yia
TNV OPICTIKOTTOINOTN TWV TEXVIKWY TTPOBIAYPAPUIV HE AVTIKEIMEVIKA KPITAPIO WOTE va



mailto:prom3@verhospi.gr
http://www.korgialenio-benakio.gr/

eEMTEUXOE N pEYIOTN dUVATH CUMMETOXH TTPOUNBeUTWV/avadoxwy, £cac@ali¢ovrag
OUWG TAUTOXPOVA Kal TRV TTOIOTATA TWV TTAPEXOHUEVWY UTTNPECIWV

5) EueATTIOTOUNE YIO TNV CUPHETOXH 0OG 0TAV OAN d1adikaoia, cuvdpAPovTag £T01 OTNV
SlauépPwWaon ouvbnkwyv uyloUg avTaywviIoPoU Kal BEATIOTOTTOINONG TWV TEXVIKWV
TTPOdIaYPAPUIV.

6) Tuxov MNMAnpoopicg didovTal OAES TIG EPYATIUES NUEPES KAl WPES OTTO TO TUAKA
MpopnBeiwv.
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NMPOAIATPA®EZ ANTIAPAZTHPIQN AIMOAOZIAZ

APOPO 6. AMNAITHZEIZ
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FENIKA

Ta utrd TTpopNBEIa UNIKG TTPETTEI va €ival Kalvoupyia, QUETAXEIPIOTA Kal
KOTAOKEUAOUEVA PE TIG TEAEUTAIEG ETTIOTNUOVIKEG ECENICEIG.

Me aTTOKAEIOTIKY) €UBUVN TOU TTPOUNBEUTH], TTOU ATTOOEIKVUETAI £yypapa Ba TTPETTE
va eEao@alideTal N duvaTOTNTA YIQ CUVEXH TEXVIKI UTTOOTNPIEN, ONAAdH ETTIOKEUEG,
avTaAAaKTIKA Kal GAAa UAIKG, TTOU €ival avaykaia yia TV AEIToupyia Tou
MNXaVAPOTOG TToU Ba dIateBei atrd Tov TTPOPNBEUTA yia TNV dIEVEPYEIQ TWV
ATTAITOUMEVWY ECETACEWY, KOBWG Kal N TTPOUABEIN TWV ATTAITOUPEVWY UAIKWV
BaBuovounong kal eAéyxou (standards, controls), o€ TTooOTNTEG TETOIEC TTOU VA N
TTOPAKWAUETAI N ATTPOCKOTITN AEITOUPYIQ TOU AVTIOTOIXOU £PYaOTNPIOU.
AEITOYPIIA — ®YZIKA XAPAKTHPIZTIKA KAI IAIOTHTEZ

BIOAOIIKA KAI XHMIKA ANTIAPAZTHPIA
To uno mpounBela avtidpaothpla Ba PEMEL va TTANPOUV TOUG TOPAKATW OPOUC:

Na avtatrokpivovTal TTANPWGS OTIG aVAYKES TNG YTTNPETIAG yIa TNV XPron Toug o€
QAVOAUTEG.
Na ouvodeuovTal atrd ocageig 0dnyieg XpPrnoewg.

Na éxouv Tov Katd To duVaTOV HAKPIOTEPO XPOVO AREEWG.

Na cuvodeUovTal UTTOXPEWTIKA ATTO TTICTOTTOINTIKA TTOIOTIKOU €AEYXOU, OTTOU TOUTO
TTPOBAETTETAI.

Na éxouv Tnv KatadAANAn cuokeuaoia OTTWGS ava@EéPETal TNV TTapouca dlakhpuen.
ID1aiTEPES ATTAITATEIG.

A. To 1Tpoidv Ba TTpETTEl va gival TIpOC@ATNG TTAPAYWYNS KAl KATA TV NUEPOMNVia
TTapddoC0nC Tou, va unv €xel TTapEABEl TO 1/3 TOUAGXIOTOV TNG OUVOAIKKG DIGPKEING
(WG Tou.

B. Z¢ mrepiTrTwon mou Ba TTapatnenBei aAAoiwaon Tou TTPOIGVTOG TTPO TS AREEWS
TOU KaI VW €XOUV TNENOEi o1 TTPOBAETTOUEVES ATTO TOV KATOOKEUAOTH OUVONKEG
OUVTNPNOEWG TOU, VA UTTOXPEOUTAI O TTPOPNBEUTAG OTNV AVTIKATAOTACN TNG
aAAoiwBeiong TToodTNTAG.

To Noookopegio diarnpei To diIKaiwua va TTPoREI o€ DEIYUATOANTITIKO EAEYXO ME
epyaoTnPIaKA dEQONEVA OAWY TWV TTAPTIOWYV TWV TTPOIGVTWY TOCO KATA TNV
opIoTIK TTapaAafn, 600 kal Katd TNV dIAPKEIa XPHOEWGS, HETA ATTO OXETIKA
ava@opd Tou A/vTou Tou EpyaoTtnpiou, apkoUVTWG TEKUNPIWMPEVN.

. OAa ta uttd TpopnBeia avtidpacTrpia Ba agloAoyouvTal KaTtd Tnv diadikacia TNG

TTpounRBeIag Kal Ba eAéyyxovTal Katd Tnv diadikaoia TNG TTapaAapnG.
AYNATOTHTA LYNTHPHZHZ TOY AIATIOEMENOY MHXANHMATOZXZ

KdaB¢ TTpounbeuTrhiC uttToXpEeOUTAI VO KATABEDEI TO TTAPAKATW EVTUTTA KAl
TTIoTOTTOINTIKA Padi Je TNV TTPOCPOpPa TOU.

BeBaiwon Tou Oikou KATAOKEUAG TOU UNXAVHMATOG OTI TA TIPOCQPEPBEVTA OTOV
SlaywVIoNO avaAwaiua (TTou Ba xpnoigoTtrolouvTal OTo unXAavnua) TrpoTeivovTal
atrd Tov v Adyw Oiko yia Kavovikn xprion, o1l gival armroAuta cupBatd pe Ta



6.3.9.

NAEKTPOVIKA KAl PNYXAVIKA JEPN TOU PNXAVAROTOG Kal OTI OV Ba €TTNPEACOUV TNV
OMOAN Kal aTTPOCKOTITN AEITOUPYia Tou.

. BeBaiwon Tou Oikou KATAOKEUNG TOU INXAVANOTOG OTI N TIPOCPEPOUCA ETAIPEIN

(TTPouNBeuTNC) gival eEouaiodoTnuévn WG TTPOG TNV TTAPOXN TTAPOUG TEXVIKAG Kal
EmoTtnuovikAg utTtooTAPIENGS (Service, avTOAAOKTIKA K.A.TT.) Kal OTI TO OTEAEXN TNG
éxouv ektTaideuTel oTa £pyooTdoia Tou Oikou KATAOKEUNRG. ATTOOEIKTIKA WG TTPOG
TNV ekTTaideucn Kal Tnv didpkeia Ba cuvuttoBAnBoUV Pe TNV BeRaiwon.

. KardBeon oTtoixeiwv pe TV uwnAr emavaAnyiyotnTa TOU JNXOVAROTOG,

TEKUNPIWUEVN UE TTIOTOTTOINTIKA KAl YPAQIKES TTapacTdoelg atrd Tov Oiko
KOTAOKEUNG.

. KatdBeon TARpoug ava@opdc oXeTIKA e TNV OKPIBEIO TWV PETPAOEWV (aTTd TO

MNXAavNua) o€ oxéon PE TIG EKAOTOTE JEBODOUG avapopdc.

. H katdBeon YtmeuBuvng AnAwong Tou N. 1599/86 611 e TV Tapadoacn Tou

MnxavAuaTog Ba TTapadobei kai BePaiwaon Tou Oikou KATaokeung OTI TO pnxavnua
(avagEpovtag Tov aplBuo oeipds S/N) KaTaoKEUAOTNKE TNV TEAEUTAIA DIETIA.

. ZUMMOpowon C. E. oupgwva ue Tig diatdeigc Tng Odnyiag 89/336/EOK yia tnv

NAEKTpouayvnTIKr) cupBatoTnTa (koivr) YTroupyik Atmégaon 94649/8682/93),
TMOTOTTOINTIKG €EAEUBEPNG KUKAOQOpPIAg atrd TNV apuddia Apxr TNG XWwpag
TTaPAywynge.

. OTT0100ATTOTE ATTOKAION ATTO TIG TTAPATTAVW ATTAITACEIG ATTOTEAEI QITiO ATTOPPIYNS

TNG TTPOCPOPAG.

. Meprypaen Tou unxaviuatog tou Ba TTpoodiopilel akpIBwg To €id0¢ Kal Tov TPOTTO

Aeiroupyiag Tou Kai otTnv EAANVIKA YAWood. Tuxov aoruavTeG TTAPEKKAICEIS OTTO
Ta KABOPICOUEVA TEXVIKA KAl AEITOUPYIKA XOPAKTNPIOTIKA TNG TTapouong, UTTOPOUV
va yivouv a1rodekTéC aTrd TNV EmTpoT) AIoAdynong €@’ 6oov dev gival avTiBeTeg
1 OEV UCTEPOUV TTPOG TIG ATTAITACEIG TNG YTTNPETIAG, AAAG Kal TIG CUPTTANPWVOUV
TTPOG TO KAAUTEPO. H emiTpoTtrA afloAdynong duvartal Katd Tnv Kpion Tng, va
{nTAoel attd Tov TTPOUNOEUTH TUXOV DIEUKPIVIOEIS ETTI TWV AvVAypPAPOUEVWY OThV
TTPOCPOPA TOU, CUUTTANPWUATIKA OTOIXEIQ YIa TNV TTANPECTATN JIATTIOTWON TWV
TEXVIKWV XOPAKTNPIOTIKWYV Kal QUVATOTHTWY TNG CUCOKEUNG ] AKOWN Kal TNV
eTTidEIEN o€ AcITOUPYia TNG CUOKEUNG, XWPIG Kaia aTtraitnon Tou TTPOPNBEUTH.
Ala@nuioTIKO BIBAIGPIo 1} @UAAGDIO TG eTalpeiag (PROSPECTUS) yia To
OUYKEKPINEVO OUCTNUA TTOU Ba TTEPIEXEI TA YEVIKA TEXVIKA XOPAKTNPIOTIKA TOU.

6. 3.10. ‘Eyypapn diAwan Tou TTPouNnBsuTA OTI Ba TIPOCKOMIOEI TO UNXAVNUA TO apyOTEPO

o€ €¢AvTa (60) nuépeg atd Tnv uttoypa®n TNG cUPPBacNG.

6. 3.11. 'Eyypagn drAwan Tou TrpounBeuTh 4TI eyyudTtal TNV KaAf Asitoupyia Tou

OUCTAMATOG 1] MNXAVAUATOG YIA TO XPOVIKO dIGdoTnua TNG oUuBaong, OTTwG ETTiIONG
OTI avaAapBavel TNV uTTOXPEWOT va dIabEael €10IKO TEXVIKO O OTT0iog Ba eTTIOEIE!
OTO TIPOCWTTIKO TNG UTTNPEECIAG TOV TPOTTO AEITOUPYIAG KAl XEIPIOUOU.

6. 3.12. 'Eyypaen eyyunon — dnAwaon yia Tn duvatoTNTA UTTOOTNPIEEWS (UE ETTIOKEUEC,

AvTOAAQKTIKG, BaBuovOounon, oxETIKN TTAnPo@Opnon K.A.TT.)

APOPO 7. IYZIKEYAZIIA

7. 1.

7. 2.

H ocuokeuaoia Ba gival OTTwWG auTr) TOU EPYOOTACIOU TTAPAYWYNAG, XWPIG GAAN
XPNMOTIKA TTRAPUVON TWV OXETIKWY UAIKWV CUCKEUOOIAG, TTOU OEV ETTIOTPEPOVTAI
OTOV TTPONNBEUTH.
2€ ENQAVEG ONUEIO TNG OCUCOKEUAOiag, KOBWG Kal o€ KABE povada Tou
TTEPIEXOPEVOU TNG, TTPETTEI va avaypdagovTal ol TTapakdtw ENAEIZEIY oTa
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7.2.1.

7.2.2.

EAANVIKG 4 AyyAIKG €KTOG €AV n YTToupyik ATTogacn evapuoéviong tng OO6.
98/79/EK opilel d1a@opETIKA:

Emmwvupia kai d1e0Buvon kataokeuaoTr]. EAv 0 KaTaokeuaoTrG dpeUel 0€ Xwpa
€KTOC EupwTraikng ‘Evwong TTpETTel va avaypd@eTal N ETTWVUHIa Kal n dieuBuvon
TOU gykateoTnuévou oTnv Koivotnta £€0uciodoTnPEVOU AVTITTIPOCWTTOU TOU
KATAOKEUAOTH.

Ta oToixeia TTOU €ival ATTOAUTWG avaykaia, TTPOKEIMEVOU O XPHOTNG va gival OE
Béon va avayvwpioel To d1ayvwaoTIKG TTPoIdV, TV TTOCOTNTA TOU KAl TO
TTEPIEXOPEVO TNG CUCKEUATING.

. Katd mepitrtwon, tnv €vdeign «ZTEIPO» 1 GAAn €voeign, Ye TNV oTToia

emonuaiveTal n €I0IK MIKPOPBIOAOYIKN KOTACTAON I N KATAOTAON ATTO TTAEUPAG
KaBapiéTnTag.
Tov KwdIkd TNG TTapTidag, HETA atro Tn Aégn «MAPTIAA», ) Tov augovTa aplBuo.

. H nuepopnvia péxpr Tnv oTroia 1o TTPOIGV YTTOPEI VO XPNOIFOTIOINBEI A0QAAWG

Xwpig utroBIBacud TnG £TTidooNG.

Katd trepitrtwon, n €vOeign, Ye Tnv oTroia Ba etmionuaiveTal 0TI TTPOKEITAI VIO
«TTPOIOV» TTOU XPNOIYOTTOIEITAl iIN Vitro A uovo yia TNV agloAdynaon €mOOCEwWV.
Tig €10IKEG OUVONKES ATTOBNKEUONG 1] KOl XEIPICUOU.

Tig evOedelypEVEG TTPOEIDOTTOINCEIG I KAl TTPOPUAAEEIG.

2 ¢ KGBe ouokeuaoia Ba Tpétrel va TrepiAapBdavovtal OAHIMEE XPHZEQZ ota
EAANVIKA ekTOG €dv n YTToupyikA ATté@acn evapuoviong tng O8. 98/79/EK opilel
OIAPOPETIKA WG EEAG:

A) Ta oToixeia TNG €TIKETAG TTANV Twv 7. 2. 4. Ko 7. 2. 5.

B) Tnv 1TOIOTIKN KAl TTOOOTIKY) 0UVOEON TOU avTIOPWVTOG TTPOIOGVTOG Kal TNV
TTOOOTNTA 1) TN CUYKEVTPWOTN TOU ] TwV OPACTIKWY CUCTATIKWY TOU 1) TWV
avTidpaoTnpiwy r Tou cuvoAou (Kit).

M) AqAwon o611 To d1ayVWOTIKG TTPOIOV TTEPIEXEI OAQ TA CUCTATIKA TTOU OTTAITOUVTAI
yla N JETpNON.

A) Tig ouvBAKeg aTToBrKEUONG KAl TO XPOVO dIATHPNONG META TNV TTPWTN
ammooPPAyicn TNG TTPWTOTAYOUS CUCKEUATIag, KaBWGS Kal TIC CUVOAKES
atroBnkeuong Kal oTaBepOTNTAG TWV AVTIOPACTNPIWY EPYATiag.

E) Tig emdOOo€IC TOU TTPOIOVTOC avaPOopPIKA PE TNV avaAuTIKA euaiodnaoia, Tnv
e€e1dikeuon, TNV akpipeia, TNV ETTavVOANYINOTNTA, TV avaTTapaywyiuétnTad, T OpIa
QAViXVEUONG Kal TIG YVWOTEG AAANAETTIOPATEIG.

2T) 'Evdeign Tou TuXOV aTTaITOUPEVOU €10IKOU £EOTTAICOU Kal TTANPOQOPIES yIa TNV
avayvwpIion Tou €18IKoU auTou £EOTTAICHOU, TTPOKEIMEVOU VA XPNOIUOTTOIEITAI
opOwg.

Z) Tov TUTTO TOU OEiyUATOG TTOU TTPETTEI VA XPNOIUOTIOIEITAI, TIG TUXOV EIOIKEC
OUVOAKEG CUANOYNG, TTPOETTECEPYQTIAG KAl KATA TTEPITITWON, TIG CUVONKEG
atroBrikeuong Kal 0dnyieg yia TNV TTPOETOINOCIA TOU a0BEVOUG.

H) AettTopepng Trepypa@r] Tng akoAouBnTéag diadikaoiag yia tn xpernon Tou
TTPOIOVTOG.

©) Tn diadikaoia HETPAOEWG TTOU TTPETTEI VO AKOAOUBEITAI PE TO dIAYVWOTIKO
TTPOIOV, CUPTTEPIAGUBAVOPEVWY, KATA TTERITITWON:

e  Tncgapxng TnNG peBOBOU.

e Twv €dIKWV avOAUTIKWYV XAPOKTNEIOTIKWY €mMOOCEWS (euaiobnoia,
e€e1dikeuon, akpifela, €TavaAnyinoTnTa, AvaTTapaywyigoTnTa, opla avixveuong,
QAocPa PETPACEWY, TTANPOPOPIEC TTOU ATTAITOUVTAI VIO TOV EAEYXO TWV YVWOTWV
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OXETIKWV TTOPEUPOAWY) TWV TTEPIOPICPWY TNG PMEBODOU Kal TWV TTANPOPOPIWY,
6oov a@opd Tn XPNOIYOTToINON, €K MEPOUG TOU XPAOTN, Twv OIadIKACIWY Kal
UAIKWV JETPAOEWV avagopdg.

o Twv TTANPOPOPIWY, TTOU aPopouv KABe etITTAéov dladikaoia 1 XeipIouod, o
OTTOIOG ATTAITEITAI, TTPIV ATTO TN XPNOIYOTIOINON TOU dIayVWOTIKOU TTPOIoVTOG (TT.X.
avaoUoTaor, ETTWACT), EAEyX0G opydvwy K.a.)

o Evdeitewv yia To KaTtd TTOOOV ATTAITEITAI EKTTAIOEUTN TWV XPNOTWV.

1) Tn paBnuartikr péBodo, pe TNV oTroia uttoAoyifovtal Ta JaBNUATIKA
arroTeAéopaTa Kal OTTOU atTaITeiTal N EB0SOG TTPOCdIOPICHOU TWV BETIKWV
ATTOTEAEOHATWV.

la) Ta pyétpa TOU TTPETTEI VO AdpBAvovTal, O€ TTEPITITWON AAAAYWYV OTIG AVOAUTIKEG
€MOOOCEIG TOU TTPOIOVTOG.

IB) Tig KATAAANAEG yIa TOUG XPROTES TTANPOPOPIEG OXETIKA WE:

o Tov eowTeplkd €ANeyx0 TTOIOTNTAG, OUMPTTEPIAQUBAVOUEVWY KOl TWV
O10dIKOCIWYV ETTIKUPWONG.

e  Avagopd oTov TpOTTo Babuovounong Tou TTPoIdVTOoG.

o Ta pecodlooTAUATA  AVAQOPAS  Yia TIG TIPOCOIOPICOPEVEG  TTOOOTNTEG
oupTrepIAauBavouévng TNG TTEPIYPAPNG Tou TTANBUCUOU ava@opdc TTou TTPETTEI VA
Aaupaverar utroyn.

e Av TO TTPOIOV TTPETTEI VA XPNOIUOTTOIEITAI 0€ cuvduaouo A va eykabBioTaTal A
VO oUuvOEETal JE GAAD 10TPOTEXVOAOYIKA TTPOIOVTA 1] €COTTAIOUO, TTPOKEIUEVOU VO
AeiIToupynoel, oUPQWVa HPE TOV TIPOOPICUO TOUu, E€TTAPKA OTOIXEIa yia Td
XAPOKTNPIOTIKA TOU, WOTE VA Egival duvath n €mAoy Twv €VOEDEIYUEVWV
TTPOIOVTWYV 1 €COTTAICUOU TTOU TTPETTEI VO XPNOIYOTTOIOUVTAl, TTPOKEINEVOU VA
ETTITUYXAVETAI ACQAANG KAl KATAAANAOG ouVOUQOUOG.

e OAeg TG TTANPO@OpPIEC TTOU aTTAITOUVTAl VYIa TOV €AEyxo TnG OpONng
EYKATAOTOONG TOU TTPOIGVTOG Kal TNG 0pBng Kal ac@aAoug AsIToupyiag Tou, KaBuwg
Kal AETTTOPEPN OTOIXEIQ yia TN QUON KAl TN OuXvOTNTA TNG OUVTIPNONG KAl TNG
BaBuovounong Tou atraITouvTal yia va €gaoc@aAifeTal n opBr Kal ac@aAig
AeIToupyia Tou TTPoIOVTOG.

o MAnpo@opicg yia Tn didBeon Twv aTTORAATWV.

o IMANpo@opieC OXETIKA HE KABe TTPOCOETN eTTeCEpyaTia 1 XEIPIONO TTOU
aTmraITeEiTAl  TTPOTOU  XpnolyoTroinBei 10 Tpoidv  (TT.X. ATTOOTEIPWON, TEAIKN
OuvappoAdynon K.a.).

o Tic amapaitnTeg 0dnyieg yia To evOeXONEVO PBOPAC TNG TTPOCTATEUTIKAG
OUOKEUOOIAG.

e N\eTTTOMEPN OTOIXEIQ yIa TIGC KOTAANAEG pEBOdOUG eTTAVATTOOTEIPWONG )
atmoAupavong.

ly) Tig TTpo@uUAGEEIS TTou TTPETTEI va AauBdvovTal yia ToUuG TUXOV €I8IKOUG Kal
aouVvABEIG KIVOUVOUG TToU OXETICovTal PE TN XpNnolyoTroinon A Tn d1dbson Twv
S1ayVWOTIKWYV TTPOIOVTWYV CUUTTEPIAQUBAVONEVWY TWV EIBIKWV PETPWV
TTPOOTACIAG, AV TO dIAYVWOTIKO TTPOIOV TTEPIEXEI OUCIEG avOPWTTIVAG 1 (WIKAG
TTPOEAEUONG, TTOU TTPETTEI VA EQIOTATAI N TIPOCOXI TWV XPNOTWV OTN dUVNTIKA
MOAUCUQTIKN) UON TNG.

I18) Tnv nuepopnvia ekdOCEWS 1 TNG TTAEOV TTPOCPATNG avaBewpPnong Twv
odnyIwV XpPRoewc.



8. 1.

8. 2.

APOPO 8. TENIKOI OPOI

Ta uttd TTpopnBeIa avTIdPACTHPIa TTPETTEI VA TTANPOUV OAOUG TOUG OXETIKOUG
6poug Tn¢ dilakipuéng BIOAOTIKA KAl XHMIKA ANTIAPAZTHPIA.

O 1TpouNnBeUTAG UTTOXPEOUTAI VO KOTABECEI E TNV TTAPADdOCT TOU PNXAVIUATOG,
Eyypaen €yyunon KaAng AEITOUpyiag ToOu PNXAVAROTOG YIa OAO TO XPOVIKO
d1GoTnNua TNG oUUPBACNG UE TO CUYKEKPIYEVO epyooTaciakd apiBuod (Serial
Number). Z& auTd TO XPOVIKO dIACTNUA, O TTPOPNBEUTAG UTTOXPEWVETAI VA
ETMOKEVACEI i VO avTIKABIOTA OTTOIOOATTOTE EEAPTNMA A HEPOG TOU, KAl OAOKANPO
TO oUOTNUA (MNXAVNUA, OPYaVO, CUOKEUN) XWPEIG KAMiIO OIKOVOMIKI
emipdapuvon Tou Noookopegiou.

2NMEIWVETAI OTI, TO EKTOG AEITOUPYIAG XPOVIKO DIACTNUA eV TTPETTEI VA UTTEPRAIVEI
TIG BUO (2) wpeg. O TTPoPNBeUTAS OPEIAEl YIa TIG EEETACEIG TTOU £XOUV ETTEIYOVTA
XAPOKTAPA KAl Y1 TO XPOVIKO dIAoThHA Twv dUO wpwV TToU To unxdavnua Oa civai
EKTOG AEITOUPYIAG VA EXEI HEPIMVAOTEL YIA TNV KAAUWN TWV ETTEIYOVTWYV TTEPIOTATIKWV
(E@edpIKG puNxavnua, cuvtipnon TUXOV UTTapXOVTWV INXavnuatwy ri dANog
TPOTT0G). O TPATTOG TTOU TTPOTEIVETAI ATTO TOV TTPOUNOEUTH VIO TV AVTIUETWITION
TWV ETTEIYOVTWYV TTEPICTATIKWY O€ TTEPITITWON BAGPRNG, Oa avaypagei ye cagrveia
oTnV TTPOCPOPA.

O mrpounBeuTnc Ba kataBéoel Eyypagpn dAwON YE TRV TTPOCPOPA TOU OTI
avoAauBavel TNV UTTOXPEWOT EKTTAIOEUONG TOU TTPOCWTTIKOU Tou Noookopegiou
TTAVW OTN AEITOUPYia TOU INXAVAPATOG, OPYAVOU I} CUOKEUNG OWPEAV.

O 1mpouNnBeuTAG HETA TNV TTAPADOOCT TOU PINXAVAMATOG Ba TTIKOAAACEI O€
KATGAANAN B€on mivakida oTnv otToia Ba avaypd@ovTai:

A) O apiBudg ouppaong.

B) H ovopaoia, To povtéAo kal To S/N Tou pnxavhuaTog.

N Ta oToixeia TOU KOTAOKEUAOTH Kal TTPOUNOEUTA.

O 1rpounBeuTnG UTTOXPEOUTAI PAdi PIE TNV TTPOCPOPA TOU va UTTORAAAE! Kal
OYAAO LYMMOPO®QZHEX. 310 @UAAO auTd Ba avaypd@ovTal e AETITOUEPEIT
OAEG Ol UTTAPXOUCEG CUPPWVIES 1) ATTOKAICEIG TWV XOPAKTNPIOTIKWY TWV
TTPOCPEPOUEVWV AVTIOPACTNPIWY KAl TOU UNXAVANATOG O oXEon WE TA
avagepoOueva oTnv TTapouaoa diakApuén. O TTpounBeuTAC Ba atravtd oTnv
TTEPIYPOPN TTAPAYPAPO TTPOG TTAPAYPAPO.

O1 TTpouNBeUTES TTPETTEI VA £€XOUV KATA TO 0TAdIO TNG agloAdynong tn duvatdtnta
ETTIOEIENG DIEVEPYEIOG TWV EEETACEWY HE TA TTPOCPEPOUEVA UAIKG Kal aVAAUTEG,
€QOOOV TOUG ¢NTNBEi atrd TNV EMTPOTI TOU dIAYWVICUOU.

O1 TTpopuNnBeuTEG UTTOXPEOUVTAI VO BNAWOOUV:

A) Xwpa TTPoEAEUONG TWV UAIKWV

B) EpyooTtdoio KaTaokeung

) Xpdvo TTapdadoong o€ NUEPOAOYIAKES NUEPES ATTO TNV TTapayyeAia

A) Xpovo {wng (nuepounvia TTapaywyns Kal AREEWG)

E) Tn ouokeuacoia Tou UAIKOU TTOU TTPETTEI VA Eival TOU EPYOOTACIOU KOTAOKEUNG.
O1 TTpopunBeuTéC va TTpookouicouv BeRaiwan apuddiag apxns TNG XWEAGS TTOU EXEI
£0pa 10 EpyoOoTACIO TTapaywynG avTidpaoTnpiwy, n otroia Ba BeBaiwver OTI TO
epyooTdolo d1aBéTel ddeia duvaTdTNTAG TTAPAYWYNG IN Vitro avTidpaoTnPiwv.

O1 rpounBeuTéc Ba kKaTtaBéoouv TTivaka OTov OTToi0 Ba avagépovTtal Ta
MNXavAPOTa TTOU £€X0UV eykataoTabei e dnuoaia Noookopeia.

O1 TTpounBeuTéG Ba TTPOCPEPOUV TIUNA KAl VIO TA €i0N TWV £EETACEWY TTOU
TTPAYHMATOTTOIOUV Ol AVAOAUTEG — HNXAVAMATA TTOU Ba TTPOCPEPOUV Kal de
oupTtrepiAauBdvovral ota {nTouueva €idn Tng TrTapovoag.
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1. ANTIAPAZTHPIA ME NAPAXQPH2H YNOAOQY E=OlMNMAIZMOY
A IOAOIKO EAErXO

MPOAIAIPA®EZ ANTIAPAZTHPIQN KAl ANAAYTQN

lNa AOGyoug KAANG AeIToupyiag Tou €pyacTnpiou QTTAITEITAI N EYKATAOTOON
ouo idiwv avaAutwy, évag yia TNV KAAUWN Twv €CETACEWY POUTivag Kal £vag
OeUTEPOG VIO TNV KAAUWN TNG EQNUEPIOG KAl WG EPEDPIKOG TG POUTIVAG Ol OTTOIOI Va
XPNOIMOTIOIoUV Ta idIa avTIdPACTHPIa Kal avaAwaoipga UAIKA .O1 Baoikég  péBodoI
eAéyXou pouTivag Kal epnuepiag Ba  TTpéTel va  TTANPouv  TIC  TTAPAKATW
TTPOJIAYPAPEG.

1. O ggetdoelg va TTPAYUATOTTOIOUVTAlI O TTAAPWG AUTOUATOTTOINUEVO AVOOOAOYIKO
QvoAuTh ME duvatdTnTa TUXAIAG, OUVEXOUG Kal auéOOU TTPOOTTEAdOEwWS (yia Ta
etreiyovra dciyparta).

2. H apxn Aeiroupyiag Tou avaAuth va Baciletal otnv p€BodO TNG XNUEIOPWTAUYEIQG.

3. Ta etreiyovra deiyuara va TPEXOUV O€ XPOVO HIKPOTEPO TWV 30 AETTITWV Kal OAEG Ol
€CETAOEIC va £€X0UV OAOKANPWOET EVTOG 40 AETTTWV.

4. Ol €geTdoeIg va yivovtal e TEAEUTAIAG YEVEAG avTIOPACTHPIA , TA OTTOIA VO €XOUV
TTOAU uynAn euaioBnaia €101 WOTE VA UTTOPOUV VA AVIXVEUOUV TNV OPOPETATPOTTH O€
TTPWIYO OTAdIO KOBWG £TTioNg Kal TTOAU uwnAn €10IKOTNTA £€TO1 WOTE va divouv 600
TO duVATOV AIyOTEPA WEUBWG BETIKA aTTOoTEAETUATA.

5. H duvapikdTnTa TOU AVOAUTH YIO £QATTOE QOPTWO Tou va gival Touhdxiotov 100

deiyuara.

O avaAuTAg va €£xel TaxutnTa avaAuong TOuAaxioTov 170 eEETAOEIG TNV wWpPA.

Na d1a8étel TouAdxioTov 22 BEoeIg avTidpaoTnpiwy, TTPOKEIMEVOU va €ival EQIKTH N

TAUTOXPOVN QOPTWON TTEPICCOTEPWY AVTIOPACTNPIWY Yia KABE €géTaon, WOTE va

eCao@ahileTal N aTTPOCKOTITN AEITOUPYia TOU AVOAUTH.

8. O avaAutig va €xel duvatdtnTa avixveuong otdbung uypwv avtidpaoTnpiwv Kal
OEIYUATWV.

9. Na avixveuel autopaTa TUXOV TTapouaia TTHYUATWY , 6pOuPwWY Kal QUCOAIdWY OTO
ociyua.

10.Na d106£Tel WPuXwWHPeVo XWPo (2 — 12°C ) ] BepuOCTATOUPEVO XWPO WOTE T
avTidpaoTipia va diatnpouvtal €T Tou avaAuth. Ta avTidpacTtripia va duvaTtal va
TTOPAMPEIVOUV OUVEXOUEVA ETTI TOU AVOAUTH], OTO XWPO OUVTHPNONG, TOUAGXIOTOV yid
3 €Boouddec kal avw. Oa aglohoynBei BeTIKG n peyaAuTtepn Oidpkeia CwNG Twv
avTIOPACTNPIWYV ETTI TOU AVAAUTH

11.Na €xel duvaTtdTNTa avayvwong avtidpacTnpiwy Kal delyudrwyv ue BAR-CODE.

12.Ta avmdpaocTtApia, ol Babuovountéc (calibrators) kalr o1 pdpTupeg opoi eAEyxou
(controls) va unv xpeialovtal avacuoTtaon aAAd va gival €Toiua Tpog Xpron.

13.H BaBuovounon (KaptTuAn) yia KaBe e¢€taon va €xel otaBepdtnTa TOUAdxIoTOoV 3
eBOOPAdwY. Oa agilohoynbouv BeTiIkG Ta 600 TO duVATOV PEYOAUTEPA XPOVIKA
OIaCTAMATA PHETAEU TWV UTTOXPEWTIKWYV BABUOVOUNCEWY .

14.Na utrdpxel n duvartdtnTa TTPOYPAPMATIONOU Yia autouaTtn €mavaAnyn €EETaong
(Rerun) kai autoupatng ektéAeong véag egétaong (Reflex test) avadloya pe 10
ATTOTEAEO Q.

15.Na €xel duvaTtoTNTa APQPIOPONNG ETTIKOIVWVIOG PE EEWTEPIKO AOYIOHIKO.

No



16.H T1rpounBeuTpia eTaipgia UTTOXPEOUTAlI VA QVOAGPBEl TO KOOTOG OUVOEONG Twv
QVOAUTWV JE TO UTTAPXOV TTPOYPAUMA dlaxEipnong aTTOTEAECUATWY OTA EAANVIKG
TTOU AON d108£T€l TO NOCOKOEIO.

17.Na €xel duvaTtdTnTa EKTUTTWONG ATTOTEAEOUATWY VA a0BEVH KOl CUYKEVTPWTIKA.

18.Na d1a6£Tel TTPOYPAUUA ECWTEPIKOU EAEYXOU TTOIOTNTAG KAl va dlaTnpei Ta dedouEva
yIa XPOVIKO dIA0TNHA TOUAAXIOTOV 6 PNVWV.

19. Aedopévou OTI Ta {nToUMEVA €idN TTPOOPICOVTAl VIO TOV EAEYXO I0YEVWV AOINWEEWV
OTIC TTPOG METAYYION MOVAdEG aipaTtog KABWG Kal oTov €Aeyx0 QO0Bevwv TOUu
TUAMATOG «EIBIKWVY AOINWEEWVY» TOU VOOOKOUEIOU Hag, €ival amapaitnTo, yia Tnv
€€ao@AANION TNG TTOIOTNTAG TWV ATTOTEAEOUATWY, VA UTTAPXEI TTPONYOUUEVN EUTTEIPIO
atroé TNV XPNRoN Twv TTPOCPEPOPEVWVY avTIdpacTnpiwv oe Kévipa Alpodoaiag oTov
EANVIKG xwpo. MNa 10 AOy0o autd ammaiteital va KataTeOei OXETIKO avOAUTIKO
TTEAATOAOYIO KOl AVOAUTEG TNG ETAIPEIAG TTOU UTTORAAAEI TNV TTPOCPOPA.

20.0 mpounBeuTng Ba TTPETTEl va dIaBETEl oUOTNUA TTAPAKOAOUBNONG TNG TTOPEIaG TOU
TTPOCPEPOUEVOU OpYyAvou o€ KaBnuepivr) BAoN Kal autouaToTroiNuéva, HEow on-line
ouvoEonG.

21.Na ekTeAei OANeG TIG CNTOUMPEVEG €CETAOEIG. (ETTICUVATITETAI TTIVAKAG CNTOUPEVWV
eCETAOEWV).

22.Ta TTIPOCQPEPOUEVA UNXAVANATA Kal avTidpaoTApIa va OIaBETOUV TTICTOTTOINTIKA
onuavong CE.Na uttopfAnBouv pe tnv TTpoc@opd OAEC Ol ATTAITOUMEVEG OXETIKEG
ONAWOCEIG CUPPOPPWONG.

ZHTOYMENEZ EZETAZEIZ

EZETAZEIZ
HBsAgQ
Anti-HCV
HIV Ag/Ab
Anti-HTLV /11
SYPHILIS
Anti-HAV IgG
Anti-HAV IgM
HBe Ag
Anti-HBe
Anti-HBc
Anti-HBc IgM
Anti-HBs
HCV AG

RlR(Re
wNHo@OO\ICDU‘I-bOOI\)HE

21IG e€eTaoelg ammd 1 éwg 13 va Tpoo@PepBolv OAa Ta atmmapaitnTa UAIKA OTTwg controls,
calibrators, buffers, solutions TTOU aTaIToUVTAl YIa TNV dIECaywyr Twv {NTOUPEVWV
€CETACEWY. ZTOV E£TNOI0 APIBUO €EETACEWY £XOUV UTTOAOYIOTEI KAl O apIBUOC TwV TECT TTOU
ATTAITOUVTAI YIa BaBUOVOUACEIG KAl TTOIOTIKO EAEYXO.



TEXNIKEZ NMPOAIATPA®EZ MIKPOME®OAOY NEAHZ

Texvikn piIkpouebddou yéANG yia:

1.

o gk~ wh

7.
8.
9.

KaBopiopd opddwv aipatog ABO kal uttoopddwy, avaotpo®ng ouddag, TTARPoug
@aivotutrou Rhesus D, acBevoug D kai TToIkIANIwy, TTARpoug @aivoTuttou Rhesus ue
Kell kai Cw. Ta avtidpaoTtipia opddwyv aipatog kal Rhesus gival HOVOKAWVIKAG 1)
avlpwTtrelag TTpoéAeuong.

KaBopiopo opddwyv aipgatog yia veoyévvnra pe dueon Coombs.

KaBopiopd D aoBevoug kal RhD TToIKIAIWV.

KaBopiopd pepovwpévwy Kal TTOAGTTAWY avTIyOVWYVY JE EVOWHATWHEVO avTIoPO.
Aokipgacia cuhBaTdTnTAg XWPEIGC va attaITeiTal TTAUCIUO €PUBPOKUTTAPWV.

MAApn dokiyacia cuppatétnrag A,B, D, acuuBatdértnra, diactaupwon o Coombs,
€vCUHO Kal aUTOAOYO KOVTPOA.

Aokipgagoia avixveuong Kal TaUTOTToinONG AvTICWUATWV.

Apeon dokipacia Coombs kal Tagivounon aviicwuatwy.

MpoodiopIouos utTToKAGoewy IgG.

10. TitAotroinon IgG avTicwuaTwy.

11. Aokipacia ApeTavwong.

12. Aokipyaoia VUXTEPIVAG TTAPOEUCHIKNG AIJOCPaIpIVOUPIag

13. Avixveuon avTiICWUATWY £vavTl TOU CUUTTAEYPOTOG NTTOPIVNG KOl AIJOTTETAAIAKOU

TTapayovta 4 (PF4).

H Texvikn TTpéTTel va:

‘Exel  uwnAnl euaioBnoia, ao@AaAeia, E€TAvVOANWINOTNTAG KOl O&IOmOoTia  Twv
QATTOTEAECUATWV.

Aivel kKaBapég kal oTaBePES avTIOPAOTEIG.

Aev divel Weudeig avTIdpAoEIG.

O1 avTiopoi gival EvOWPATWPEVOI GE UTTOOTPWHA YEANG.

AlaBETel TTOI0TIKG £AEyXO TNG MEBODOU Kal Tou £COTTAIOHOU.

Ta epuBpokuTTapa £€xouv didpKela XpHoews TTEPa Twv 30 NUEPWV.

AlatiBeTal TreAaToAdyio kai BiIBAIoypagia.

OAa 1a avridpacThpia  @Epouv atrapaitnta oApavon CE kai miototmoinTikd CE,
ISO.

10



TEXNIKEZ NMPOAIATPA®EZ EZOMNAIZMOY MEOOAOY NEAHZ

1. ®uyokevrpo (Centrifuge).

KepaAr @uyokévipou e 24 uttodoxEG. O xpdvog Kal n TaxuTnTa va gival €K TwV TTPOTEPWV
puBuICOpEVa UE akpiBela kal va eugaviovral oTrmKA o€ 000vn. Na uTTapxXel AKOUOTIKN)
€100TT0iNON OTO TEAOG TNG QUYOKEVTPNONG.

2. ErrwaoTtApa (Incubator).

MNa emwaon 24 kaptwv o€ Beppokpaacia 37° C, n oTroia gival EAeyxOuevn

nAekTpovikd. O xpdvog Kal n Beppokpacia ep@avi¢ovral oTITIKA o€ 086vn.

3. ZTATW KOPTWV.

2TATW KAPTWYV Kal cwAnvapiwv ato plexiglass.

4. Aooopetpntég (Dispensors).
AocopeTpnTég emavalauBavouevng dlavoung oTabepol GyKou.

5. Thmrérra autéparn (Pipettor).

AuTOpATN TTITTETTA VIO ETTAVOAQUPBAVOPEVO TTITTETTAPIOUA PE duVATOTNTA PUBUIONG CUYKEKPIUEVOU
oykou (10pl, 12,5ul, 25ul, 50ul). Na ivar yikpou Bdpoug, waoTe va yiveTal o eTTavaAauBavopevog
XEIPIOPOG pE euKOAia. Na d1aB£Tel auTOpaTn ATTOPPIYN PUYXWYV HIOG XPAOEWG.

ANTIAPAZTHPIA AIMOAOZIAZ I'lA EZEETAZEIZ ME TH MIKPOMEOOAO NEAHZ

MPOZAIOPIZMOXZ NMAHPOYX OMAAOXZ ABO-RhD KAl NMAHPOYZ OAINOTYNOY
Rhesus

« A-B-AB-D-CDE-ctl cards

- A-B-AB-DVI'DVI - ctl cards

MAAPNGS KaBopIiouog opadwyv aipatog ABO/RhD og kGpTteg neBddou yEANG.

C,c,E,e, Kell, ctl cards
KaBopiopog 1TAfpoug @aivotuttou Rhesus oupTtrepiAapBavouévou tou Kell pe KApTEG
MEBODOOU YEANG.

C,Cw, c,E,e, Kell cards
KaBopiopog mAfpoug @aivotutiou Rhesus cuptrepihapBavouévou Tou Cw kai Tou Kell pe
KApTeG uEBOdOU YEANG.

Diluent (Tpotrotroinuévo didAupa BpwpueAaivng )
AidAupa TTpocToIpaciag delyudtwy TTARpoug ouddag ABO, @aivotutmou Rhesus kai
GAAWV aVTIYOVIKWY OUCTNUATWY JE TN JEBODO KapTwV YEANG

ANAZTPOO®H OMAAA

A-B-D-ctl/A1-B cards

KaBopiopog opadwv aipatog ABO/RhD  og ouvduaouo avaotpopng opadag pe A1, B
EPUBPAG o€ KAPTEG PEBODOU YEANG

DiaCell ABO
EpuBpokutTapa avaoTpo@ng ouddag ABO 2 kuttdpwv A1-B pe Tn n€Bodo KapTwyv YEANG.

EMNIBEBAIQXIH OMAAAXZ
A-B-D- A-B-D
EmBeBaiwon ouddwyv aipatog ABD yia 80TeC Kal acBeveic pe Tn HEBodO KapTwyv YEANG.

AOKIMAZIA ZYMBATOTHTAZX (AIAZTAYPQZXZH AIMATOZ)

Liss/Coombs Cards

KdapTeg ueBddou yéANG pe TTOAUBUVAPO avTiIo@aipIvIKO opod yia Tn doKiyacia cupBardTnTag
oe Coombs 37° C.
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NaCl/Enzyme/C. Agglutinins Cards
Kdapteg peBddou yE ni ME OUBETEPO UTTOOTPWHA YEANG yia Tn doKIPaoia cupBaTdTnTag O€
Bepuokpaacia TEPIBAAAOVTOG Kal EVCUUOU.

Diluent (Tpotrotroinuévo didAupa Liss)
AiGAupa yia Tnv TTpoEToIacia  OsiyudTwy oupBarotntag, auéoou Coombs, opddwv
ABO/Rh kal GAAWV avTIYOVIKWV CUCTNUATWY PE TN HEBODO KapTWV YEANG.

ANII|XNEYZH ANTIZQMATQN (EMMEZH COOMBS) ME 3 EPYOPA

Cell 1+11+111

EpuBpokUTTapa eAéyxou yVwoTAG avTiyoviKAG ouvBeong 3 KUTTApwY yia Thv avixveuon un
QVOUEVOUEVWYV AVTIEPUBPOKUTTAPIKWY QVTICWPATWY 0t dokiyacia €éupeong  Coombs,
37°C pe T pEBODO KaPTWV YEANG

Liss/Coombs Cards

Kapteg peBOOOU YEANG PE TTOAUDUVOUO QvTIOQAIPIVIKO OpO  yia TNV aviXveuon Kai
TQUTOTTOINON  UN OVOUEVOPEVWYV  QVTIEPUBPOKUTTOPIKWY QAVTIOWHUATWY o€ doKiuyaaoia
éupeong Coombs 37°C.

Cell I+11+I1I P

EpuBpokuTTapa eA£yxou £TTEGEPYATUEVA  UE TTATIAIVI  YVWOTAG QVTIYOVIKAG oUvBeong 3
KUTTAPWYV YIO TNV QViXVEUON UN AVOUEVOUEVWV QVTIEQUBPOKUTTAPIKWY QVTICWUATWY O€
dokIpaacieg ev{Uou Kal Beppokpacia TTEPIBANAOVTOG PE TH PEBODO KaPTWV YEANG

NaCl/Enzyme/C. Agglutinins Cards
KapTeg e OUDETEPO UTTOOTPWHA YEANG VIO QViXVEUON KOl TAUTOTTOINONG KN QVANEVOUEVWV
QAVTIEPUBPOKUTTAPIKWY AVTICWUATWY o€ Beppokpacia TTePIBAAAOVTOG Kal EVCUUOU.

PANEL EPYOPQN A TAYTOMNOIHZH MH ANAMENOMENQN
ANTIEPYOPOKYTTAPIKQN ANTIZQMATQN ZE COOMBS KAl ENZYMO

DiaPanel EpuBpwv

EpuBpokUtTapa eAéyxou YyvwoTAG avTiyovikng ouvbeong 11 Kuttdpwv yia TNV
TAUTOTTOINON MN AVOUEVOUEVWY EPUBPOKUTTAPIKWY QAVTIOCWHATWY OE dOKIJACTia €UPEONS
Coombs 37°C e Tn pEBODBO KaPTWV YEANG

DiaPanel P

EpuBpokUTTapa eAéyxou eTTeEepyacpuéva YE TTATTAIV YVWOTAG QvTIYOVIKAG ouvBeong 11
KUTTApWV YIa TV  TOUTOTTOINON MN AVOAPEVOPEVWY EPUBPOKUTTAPIKWY AVTICWHATWY O€
dokipaacieg ev{Uuou Kal Beppokpaaia TTEPIBANAOVTOG PE TN PEBODO KaPTwV YEANG

TAYTOMNOIHZH AMEZHX COOMBS ME MONOAYNAMOYZ ANTIOPOYZ ((IgG, IgM,
IgA, C3)

+ lgG-lgA-IgM-C3c-C3d-ctl Card

+ 1gG-C3d-ctl/IlgG-C3d-ctl card

KdapTteg yia Tnv 1agivounon pgovoduvauwy avTiowudtwy "Apgeong Coombs pe Tn péBodo
KApPTWV YEANG.

KaBopioudg TrToAAaTAwyV avtiyévwy P, Lewis, Lutheran pe Tn pééodo KapTwv yEANG.
+ Pl-Lea-Leb-Lua-Lub-ctl card

KaBopiopog roAAatrAwyv avriyovwy k, kp, kidd pe Tn péodo kapTwv yéAng
+ k-Kpa-Kpb-Jka-Jkb-ctl card
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KaBopiopdg mroAAamAwv avriyovwv M, N, S, Duffy kdpreg-opoi pe tn pédodo
KOPTWV YEANG.

+  M-N-S-s-Fya-Fyb card

+ M-N-S-s-Fya-Fyb opoi

Ka@opioudg avriyovou Kell
Anti Kell card pe 1n néBodo yEANG.

KaBopioudg avriyovou k Cellano
Anti k(cellano) card pe Tn pEB0DO YEANG.

Ka@opiopdg avriyéovou Cw
Anti cw card pe Tn n€B0dO YEANG.

Ka@opiouodg avriyévou Kidd-a
Anti Jka card pe Tn p€Bodo yEANG.

Ka@opioudg avriyévou Kidd-b
Anti Jkb card pe tTn ué6odo yEANG.

KaBopiouodg avriyévou Lutheran-a
Anti Lua card pe Tn nEB0SO YEANG.

Ka@opioudg avriyovou Lutheran-b
Anti Lub card pe Tn néBodO YEANG.

KaBopiouodg avriyévou Lewis-a
Anti Lea card pe Tn nEB0OO YEANG.

KaBopioudg avriyévou Lewis-b
Anti Leb card pe Tn néBodo yEANG.

Ka@opiopodg avriyévou P
Anti P1 card pe 1n néBodO yEANG.

KaBopioudg avriyovou Kp-a
Anti Kpa card pe Tn péB0odo yEANG.

Ka@opiouog avriyévou Kp-b
Anti Kpb card pe Tn péBodo yEANG.

Ka@opioudg avriyéovou M
Anti M card pe Tn péBodo yEANG.

Ka@opiouodg avriyévou N
Anti N card pe mn p€6odo yéAnG.

KaBopioudg avriyovou Duffy-a kapteg-opoi

Anti Fya card pe tn péBodo yEANG.
Anti Fya opoi pe Tn u€Bodo yéANG.
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Ka@opioudg avriyovou Duffy-b kdapreg-opoi
Anti Fyb card kai opoi pe 1n nEBodo YEANG.
Anti Fyb opoi pe Tn uéBodo yEANnG.

KaBopiopdg avriyévou S (HeydAo) KApTEG-0poi
Anti S (ueyaho) card pe Tn uEBodO YEANG.
Anti S (ueyaGAo) opoi pe TN PEBODO YEANG.

KaBopiopog avtiyovou s (MIKpO) KAPTEG-OpOi
Anti s (MIkpO) card pe Tn uEB0dO YEANG
Anti s (MIKPO) 0poi pE TN PEBODO YEANG

EZQTEPIKOZ MNMOIOTIKOZ EAEMXOZ MEOGOAOY KAPTQN NEAHZ

Internal Quality Control

MNa eowTEPIKO TTOIOTIKO EAeyXO OTIC dokiyaaoieg, ABO/avacTpopn oudada, TTARPn @aivoTuTio
Rhesus, Kell, d&ueon ko €upeon Ookiyacia coombs (screening), TAUTOTTOINON
AVTIOWPATWY

MPOZAIOPIZMOZ NOIKIAIQN Rhesus (D)
KaBopiopog  toikihiwv Rh(D)  @aivétuttou pe TN péEBodo kaptwv yEANG. Kapreg-
avTIdOPACTAPIA-KOVTPOA.

TITAOMNOIHZH AMEZHXZ COOMBS

DAT IgG-DILUTION

Kdapteg yia tnv mitAotroinon 1gG povoduvapwy avtiowudtwy "‘Apeong Coombs pe Tn
MEBODO KAPTWV YEANG.

YMNOKAAZEIZ IGG1/IGG3 AMEXHX COOMBS

DAT IgG1/1gG3

Kdapteg yia Tnv TauTtotroinon Twv 1gG1/IgG3 uttokAacewv "Apeong Coombs pe tn péBodo
KApPTWV YEANG.

Mpoodiopioudg Aokipaciag dpemdvwong (Hbs) pe Tn péBodo kaptwy yEANG Kapteg-
avTIOPACTAPIO-KOVTPOA

MpoodiopIcHOG AVTINTTAPIVIKWY AVTIOWHATWY (PF4) yia TOV  QvTIQIJOTTETOAIOKO
TTapdyovTa 4 pe TNV uEBodo KapTwy YEANG. KapTec-avTidpaoTAPIa-KOVTPOA.

Aoxkipacia Nuxtepiviig Mapouopikng Aipoo@aipivoupiag (PNH) pe tn péBodo
KApTWV YEANG. KApTEG-avTIOpaoTAPIa-KOVTPOA.

EKAOYZH ANTIEPYOPOKYTTAPIKQN ANTIZQMATQN
‘ExAouan avTicwpdaTwy o€ 6&Ivo TTepIBAAAOV pe TN nEBOSO YEANG.
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TEXNIKEZ NMPOAIATPA®EZ TMAHPQXZ AYTOMATOMNOIHMENOY POMIMOTIKOY
2YZTHMATOZ TIA THN AYTOMATH EMNEZEPrAZIA, ANAINQzH & EPMHNEIA
ANOTEAEZMATQN T'IA EAETXO OMAAQN AIMATOZ ABO -Rh-Du, ®AINOTYIQN,
ENIBEBAIQZH OMAAAZ, ANAZTPOO®H OMAAA, YIIOOMAAAZ A, AIAZTAYPQZH,
SCREENING & TAYTOlMNOIHZH EPYOPOKYTTAPIKQN KAI AIMOMNETAAIAKQN
ANTIZOMATQN ME TEXNIKH MIKPOMNMAAKQN MNOY NA ZXZYNTHPOYNTAI ZE
OEPMOKPAZIA MNMEPIBAAAONTOZ (I'lA OIKONOMIA XQPOY ZTA YYT'EIA)

NMPOAIArPA®EZ POMIMOTIKOY ZYZTHMATOZ

1. Na eival TAApwWG auTouaToTToOINUEVO CUCTNUA CUVEXOUGS @OpTwOonG (Continous Access)
Kal Tuxaiog TrpooTréAaons (Random Access)

2. Na éxel duvatdtnTa ETTIAEKTIKNG AVAAUONG OEIYUATWY HPE OIAPOPETIKOUG CUVOUATHOUG
(test profiles) kal KOBOPICPOU TTAPAPETPWY CUPPWVA HE TIG UTTODEILEIG TOU EPYOTTNPIOU
(set up)

3. Na emTpémmel TNV avAAuon ETTEIYOVTWY OEIYPNATWY XwpPig OIOKOTI TNG AEIToupyiag
(STAT)

4. Na d108€tel autdépaTo nAekTpovikd avayvwoTn (bar code reader) pe 20 xapoKTiPES
oUpewva he 1O ISBT 128 yia TNV NAEKTPOVIK avayvwpion KAl TauToTroinon dElyudTwy,
avTIdoPacTNPIWY, EVAIWPNHATWYV EPUBPOKUTTAPWY, Kal MIKPOTTAQKWV
oupTTrEPIAaPBavouévou apiBuou TTapTidag Kal Nuepounviag AREEwWC.

5. Na J108£tel evowpaTwuévo ouoTnua avayvwong (reader) ye 101K KAuepa yia
avaAuon €IKévag Kal yia TNV NAEKTPOVIKA adpwaon (scanning) Twv MIKPOTTAaKwY. Na
MTTOPEI Va Kavel emReBaiwon TpooBdrkng LISS/TAGouartog kai avtioppwyv Anti A/Anti B
KAl EAEYXO QIMOAUPEVWYV, IKTEPIKWY KAl ANITTAIMIKWY OEIYUATWV.

6. Na diaBETel aloONTPa TTAVW O€ KABE dEIYUATOAATTITN — probe pe €I0IKO TTPOEIdOTTOINTIKO
ONua yia TNV avixveuon TTAYMATOG aipaTtog 1 IVIKAG MEMBPAvVNG KaBWS Kal yia Tnv
avVayVvwpIoT TG OTABUNG TOU OYKOU TOU OEiyUaTOG KAl TWV EPUBPWV.

7. Na uttapxel OuvatotnTa  €QAPUOYAG APQIOPOUOU  TTPWTOKOAAOU  ETTIKOIVWVIOG
(interface) pe 10 pNXAvoypa@Ikd cuoTnUa Tou gpyacTnpiou (LIS) kar va d1a8€Tel €10ikd
mpoypduuata ASTM kai ASCIl yia Tnv PETaQOPG emeCepyacia Kal ATTOBRKEUON
OEDOUEVWV KAl TIPWTOKOAAWV.

8. O avaAutng va €xel Tnv duvaTtdTnTa CUVOEONG WE TIC UTINPETIES TEXVIKNAG UTTOOTAPIENS
TO00 TOU KOTAOKEUQOTH) 000 KAl TOU QVTITIPOCWTTOU YIA TNV TTapoxn AUEONS TEXVIKAG
BonBeiag kair avaBaduiong Tou AoyIouIKOU, JEow BIKTUOU internet.

9. Na ptropei va déxeTal dIAYOPETIKOUG TUTTOUG delyudTwy (0AIKS aiua, aiya o EDTA, o€
Sodium Citrate, &¢ciyyata ammd aokd aigaTog, CUPTTUKVWUEVA €puBpd aioo@aipia,
Evalwpnua €puBpwyv aigoo@aipiwy, oppd n TAdopa, Ot OIOPOPETIKOUG TUTTOUG
owAnvapiwv.

10.Na éxer Tnv IKavoTnTa TTARPOUG BIaXEiPIoNg TwV avTIdpacTNPiwy dnAadr TNV ouvexn
TTaPAKoAOUONON TOU ATTOBEUATOC KAl TNV AUTOUATN avayvwpion TS cwaoTnS BEong yia
KABe avTidpaoThpIo.

11.Na ptropei va dievepyei TO TTAPAKATW QPACUO €CeTAOEWV €iTE PEPOVWMEVA EiTE OF
ouvOUaouoUG.

11.1. Mpoodiopiopdg opddwyv aipato¢ ABO/Rhesus pe xprion SITTAWY KAWVWV
Rhesus utoxpewTikd (D povokAwviké IGM/ D blend povokAwvikd IGG/IGM) yia
Aoyoug ao@alegiag (Odnyieg ZupBouAiou TG Eupwng)

11.2. Na tpoodiopiCei ABO Rh pe xprion oimAwv kAwvwv A, B, AB, D yia
OUOKOAQ QAIVOTUTTOUMEVEG OPADES AiATOG.

11.3. Mpoaodlopiouds TTAAPoUS avdoTpong ouddag aipyatog (Al, A2, B, O) kai
empPBeBaiwon opdadag.
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11.4. Mpoadiopioudg uttoopadwy A (A1, A2) pye xprion Twv avtidpaoTtnpiwv Anti-
A1 Lectin kai Anti-H.

11.5. Mpoadlopiouds @aivoTuTiwy Tou cuoTApaTog Rhesus (C, c, E, e, kell). Na
UTTAPXEI N duvaToTnTa XProng OITTAWY KAWVWY yia Tov €Aeyxo uttoopadwy C, ¢, E, e,
kell

11.6. MpocdlopIoudG CW JEUOVWHEVA VIO TNV ETTIAEKTIKN £EETAOT DEIYUATWV.

11.7. ‘EAeyxog  autoavTiowpdtwyv  (autocontrol) (Odnyieg  ZupBouAiou  Tng
Eupwtng)

11.8. Mpoadiopiouds Tou D weak (Du)

11.9. ‘EAeyxog diactaupwong (crossmatching) ye xprion BeTikou pdpTtupa o€ KAOe

aoKO QINOdOTN.
11.10. Apeon Coombs (DAT)
11.11. Avixveuon (screening) EpuBPOKUTTOPIKWY AVTIOCWUATWY (EuPEcn coombs) ue
3 JIOQPOPETIKOUG OOTEG, ME OPOCuya OTTAvIa AVTIYOVA KAl QVTIOTOIXOUG WAPTUPEG ME
MEYAAO XpOVO CwNG (TOUAGXIOTOV 2 URVEG)
11.12. TauTtoTmroinon €pUBPOKUTTAPIKWY AVTIOWUATWY (panel) pe TTEPICOOTEPOUS
atmo 11 dIa@OPETIKOUG QAIVOTUTTNUEVOUG OOTEG TTou cupTrepIAauBavouv Cw, Kpa Kal
EVOWMNATWHEVOUG UAPTUPEG, ME MEYAAO XPOVO CWNG (TOUAGXIOTOV 2 UNVEG)
11.13.  Avixveuon QIJOTTETOANIOKWY AVTICWHATWY £vavTl €I0IKWV avTiyovwy, HPA (1-
15) kai Evavtl avTiyovwy IoTooupBarotntag HLA | Tagng.
11.14. ‘EAeyx0G oupuBaToTnTOAg OTAV PETAYYIOT TWV AIJOTTETAAIWV
11.15.  AveCdpTntoG TIOIOTIKOG €AEYXOGC ME OAIKO qipa  yia OpAdEC  aiuaTog
@aIVOTUTTOUG Kal éupeon Coombs (EpuBpPOKUTTAPIKA AVTICWUATA)

12.To pnxavnua Kai Ta avTidpacTrpIa va €ival eyKeKpIPEVA yia dlayvwaoTikA xprion CE IVD
Kal TrioToTroINuévVa atrd aAAoug @opeicg 1T.X. FDA Auepiknig kai P.E.I. 'eppaviag.

13.Ta avnidpacTApia TToU gival cuPPATd PE TOV AVAAUTH va XPNOIUOTTOIOUVTAl EVOAAOKTIKA
oTO X€pI ue manual uébodo.

14.Na eivar emTpatréio, €PYOVOUIKO HE OO0 TO OUVATOV MIKPOTEPESG OIOOTACEIS YIA
e€olkovouion xwpou (MIkpoTepo atrd 120cm o€ PAKOG)

15.Na «karateBouv [leAatoAdyio Eowrtepikol — Efwrtepikou  kal  BiBAloypagia
(Anpooieupéveg KAIVIKEG MeNETEG)

16.To aitoUpevo QAo TwV eEeTACEWY gival atmapdfaTog 6pog.

AMAPAITHTA ANTIAPAZTHPIA & ANAAQZIMA TIA TON AYTOMATO ANAAYTH
TYMOMOIHZHZ OMAAQN AIMATOZ - ME TEXNIKH MIKPOMAAKQN ZE
OEPMOKPAZIA NMEPIBAAAONTOZ

ANTIAPAXZTHPIA - [IPOZAIOPIZMOY OMAAQN ABO-Rh ME TEXNIKH
MIKPOIIAAKQN 10Y NA XYNTHPOYNTAI XE OEPMOKPAZIA NMEPIBAAONTOZX
« Anti-A Monoclonal, IgM

« Anti-B Monoclonal, IgM
« Anti-AB Monoclonal, IgM
« Anti-D rapid, IgM, Monoclonal. Na avixveuel Toug xaunAoug TiTAOUG TwV €MTOTTWY D

Weak.
« Anti-D IgG + IgM, Blend. Na avixveuel Tn katnyopia VI.
« Rh Control

ANTIAPAZTHPIA - TMPOZAIOPIZMOZ YIMNOOMAAAZ A (Al, A2) ME TEXNIKH
MIKPOTAAKQN
- Anti-Al Lectin
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- Anti-H Lectin
« Rh Control

ANTIAPAZTHPIA - TPOZAIOPIZMOZ ANAZTPO®HX OMAAAX ME TEXNIKH
MIKPOIMNAAKQN
«  EpuBpokuttapa avagopds A1-A2-B-0 yia avdotpo@n oudda

ANTIAPAZTHPIA - ENIBEBAIQXZH OMAAQN ABO-Rh ME TEXNIKH MIKPOIMAAKQN
« Anti-A Monoclonal, IgM

« Anti-B Monoclonal, IgM

« Anti-D rapid, IgM, Monoclonal. Na avixveuel Toug xaunAoug TiTAOUG TwV €MTOTTWY D
Weak.

« Rh Control

ANTIAPAZTHPIA I'lA TYNOMOIHZH ®AINOTYINQN TOY ZYZTHMATOZ RHESUS (C-
c-E-e-Kell) ka1 Cw (§exwpiota)

« Rh Control

« Anti-C (big) Monoclonal, IgM

« Anti-c (small) Monoclonal, IgM

« Anti-E (big) Monoclonal, IgM

« Anti-e (small) Monoclonal, IgM

+ Anti-K Monoclonal, IgM

+ Anti-Cw Monoclonal, IgM

ANTIAPAZTHPIA TIA AOKIMAZIA Du / D Weak pe TEXNIKH ZTEPEAXZ ®AZHZ ZE
MIKPOIMNAAKA
« Anti-D IgG + IgM, Blend. Na avixveuel Tn katnyopia VI.

Na mpoo@epBouv yia Tn dokipgacia Du 6Aa Ta amrapaitnTa avTidpacThpid, avaAwaoIPa Kal
MIKPOTTAGKEG.

ANTIAPAZTHPIA A AMEZH COOMBS ME TEXNIKH MIKPOIAAKQN ( ANIXNEYZH

I9G)
« Evawpnua 3 - 4% EMAEYUEVWY  EPUBPOKUTTAPWY  opadog  O(+)

evaigbnTotToinuévwy acBevug pe IgG yia aueon Coombs.

Na Tpoo@epbouv yia Tn dokipgacia Tng Apeong Coombs OAa Ta atrapaiTnTa avTIdPACTAPIA,
AVOAWOCIUA KAl MIKPOTTAAKEG.

ANTIAPAZTHPIA TIA SCREENING ANTIEPYOPOKYTTAPIKQN ANTIZQMATQN
(EMMEZH COOMBS) ME TH TEXNIKH XTEPEAX ®AZHX XE MIKPOIMNAAKA ME 3
QOAINOTYINMHMENOYXZ AOTEZXZ, ME MEIrAAO XPONO ZQHX > 2 MHNEXZ , XTON
AYTOMATO ANAAYTH OMAAQN AIMATOZ

«  MIKpOTTAdKEG pE 3 DIAPOPETIKOUG PAIVOTUTTNUEVOUG OOTEG €PUBPOKUTTAPWY Kal

MAPTUPEGS (+, -) yia Tnv avixveuon IgG avTiowudtwy évavt Twv avtiyovwy ( D-C-E-
e-K-k-Fya-Fyb-Jka-Jkb-Lea-Leb-P1-M-N-S-s) ue Texvikn Ztepeds ®Aong Kal xpovo
C(WNG > aTTo 2 PrVeg.
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Na TTpoo@epBouv OAa Ta €TTITTAEOV ATTAPAITATA AVTIOPACTAPIA, avaAwaolya kal Controls yia
TNV AVIXVEUCT TWV QVTIEPUOPOKUTTATIKWY AVTICWHATWY OTOV AUTOUOTO QVOAUTH.

ANTIAPAZTHPIA TIA TAYTOINOIHXH ANTIEPYOPOKYTTAPIKQN ANTIZQMATQN
ME TH TEXNIKH ZXZTEPEAX O®AXHX XE MIKPOIMAAKA (PANELS ME > 11
OAINOTYNMHMENOYZ AOTEZ, ME MEFAAO XPONO ZQHXZ > 2 MHNEZXZ ), ZTON
AYTOMATO ANAAYTH OMAAQN AIMATOZ
«  MIKpOTTAGKEG pE + / - PAPTUPEG Kal HPE TTEPIOCOTEPOUG aTTO 11 BIAPOPETIKOUG
TTPOCPOPNUEVOUG QAIVOTUTTNHEVOUG OOTEG £PUBPOKUTTAPWY YIO TNV TAUTOTTIOINON
IgG €pUBPOKUTTAPIKWY AVTICWHATWV.

Na TTpoo@epBouv OAa Ta €TTITTAEOV ATTAPAITATA AVTIOPACTAPIA, avaAwaoiya kal Controls yia
TN TAUTOTTOINON TWV QVTIEPUOPOKUTTATIKWY AVTICWHATWY OTOV AUTOUATO AVAAUTH.

ANTIAPAZTHPIA TIA AOKIMAZIA ZYMBATOTHTAX 22THN METAITIZH
EPYOPOKYTTAPQN ME TEXNIKH ZXTEPEAX ®AXHX ZXE MIKPOMNAAKA -
E®APMOIH ZTON AYTOMATO ANAAYTH OMAAQN AIMATOZ

«  MikpoTTAdKeG yia Tn doKiyacia cupBaroTnTag

Na TTpoo@epBouv OAa Ta €TTITTAEOV ATTAPAITNTA AVTIOPACTAPIA, avaAwaolya kal Controls yia
TN doKIPaoia cuuBaTdTNTAG OTOV AUTOUATO AVAAUTH.

ANTIAPAZTHPIA TIA THN ANIXNEYZH KAI TAYTOIMNOIHXH AIMOIMNETAAIAKQN
ANTIZQMATQN ENANTI HLA ANTIFONQN TMNPQTHX TA=HZ KAl EIAIKQN
ANTIFONQN TQN AIMOTMETAAIQN HPA 1-15 ME TEXNIKH XTEPEAZ ®AZHX

«  MIKPOTTAAKEG YIO QIMOTTETAAIOKA QVTICWHOTA.

«  MIKPOTTAAKEG yIa €AeyX0 CUPBATOTNTAG OTNV PETAYYION QIMOTTETOAIWYV

Na Tpoc@epBolv 6Aa Ta eTTITTAEOV aTTapaiTNTA AvTIOPACTHPIA, avaAwaiua kal Controls yia
TNV QviXveuon Kal TAUTOTIOINOTN TWV AVTICIMOTTETAAIOKWY QVTICWHATWY OTOV QUTOPATO
QVOAUTH.

AMAPAITHTA ANTIAPAXTHPIA - ANAAQZIIMA YAIKA KAI AIAAYMATA A THN
AEITOYPIIA TOY AYTOMATOY ANAAYTH OMAAQN AIMATOZX
«  MIKpOTTAGKEG yIa opadeg aipatog, gaivoTutio Rh - Cw, YT1rooudda A kal TToIoTIKO

EANEYXO, N TTPOPOPTWHEVEG UE AVTIOPACTHPIA.

« TMAuoTIKS didAupa avaAuTh

«  ApaiwTIKG OIGAUpa yia Tn Onuioupyid TOU EVAIWPAMOTOG TwV TIPOG €EETOON
EPUBPOKUTTAPWYV

«  2Z@aipidla yia TNV avadeuaon TwV avTidpaoTnpiwy TwV EPUBPOKUTTAPWYV

« Alavepntig oeaipidiwv

EZQTEPIKOZ MNOIOTIKOXZ EAEMXOX
«  Téooepa deiyuata oAIKOU QiATOC PE YVWOTEG OPADES, YVWOTOUS QPAIVOTUTTOUG TOU

ouoTiuatog Rh kal avTiepuBpoKUTTAPIKA avTIoWHPaTa KATAAANAAQ yia Tov nUEPROIO
TTOIOTIKO €AEyXO TwV OOKIYACIWV KAl Twv avTidpaoTnpiwv TG OpAdag aiuartog,
QAIVOTUTTOU Kal EUUEONG coombs.
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2. ANTIAPAZTHPIA XQOPIZ NAPAXQPHZH >YNOAOY E=OMNAIZMOY

A. ANTIAPAZTHPIA AIMOAOZIAZ I'A IOAOIKO EAEIMXO (TAXEIA MEOOAOZ ) KAI
ZYO®IAH

Taxeia péBodog yia avixveuon HIV1, HIV2.

Taxeia TToI0TIKA avoooxXpwHaTiKh) HEB0OOG yia Tnv avixveuon Tou 10U HIV1, HIV2 kai 6Awv
TWV YVWOTWYV UTTOTUTTWYV 0€ 0p0 ] TTAdopa. H 6An diadikacia va gival atrAn (éva Briua one
step) Kal Xwpi¢ TNV ammaitnon ouvodou €eCOTTAIONOU. XPOVOog aTTOTEAEOPATOS €W 15
AetrTwv. H euaiobnaoia kai n €18IkOTNTA Va ayyifouv 10 100%

RPR (ouykoAAnTivoavTidpaon £1ri XapTOU)

KaBe kit va Trepi€xel BETIKO Kal apvnTIKO YdpTupad. To avTIdpacTAPIO va TTEPIEXEI EvVAIWPNHA
KapdIONITTIiVNG PE PIKpoowuaTidla ¢UAGvBpaka. H avayvwon va yiveTal PIKPOOKOTTIKA ME
TV TTAPOUCIa CUCOWHATWHATWY OTO KEVIPO TNG €EETACOMEVNG TTEPIOXNG. ATTOTEAEOUA
opato péxp! 10 Aetrtd. H euaioBnoia kai n €1d1kdéTNTa va TANo1adel 1o 100%.

Taxeia péBodog TPpocdiopIopoU AVTICWHATWY HCV (U€B0dOG avoooevlUUIKN) UE 0OpPO,
TAdoua yia didyvwaon uwnAAS euaioBbnaiag kai €181IKOTNTAG, XPOVOGS EKTEAEONG KATW Twv 15
AETTITWV .

H 6An diadikaoia va gival atmmAn (éva BAPG one step) Kal Xwpic Tnv atmaitnon ouvodou
€€oTTAIopOU. H euaiocbnaoia kai n €181kdTNTa va ayyi¢ouv 10 100%

Quick test yia HbsAb (uéBodog avoooxpwuartoypagiag). Opdg i TTAGoua yia didyvwon
UWnARG euaiodnaoiag kai €I01IKOTATAG. XpOVOGS MIKPOTEPOS TWV 15 AeTrTwov. H guaioBnaia kai
n €19IKOTATA Va ayyi¢ouv 10 100%

Quick test yia HbsAg (ué€Bodog avoooxpwuartoypagiag). Opdg r TTAGoua yia didyvwon
UWNARG euaioBnaiag Kai €181KOTATAS. XPOVog MIKPOTEPOG TwV 15 AeTrTwov. H 6An diadikacia
va gival ammAnl (éva Bripa one step) xwpig Tnv amaitnon ouvodou e¢otrAiopou. . H
evaioBnaoia kai n €18IkéTNTA va ayyi¢ouv 1o 100%

Na ouvodevovtal pe mmoTtoTroinTikd CE MARK.
Na cuvodeUovTal PE OTAYOVOUETPO YIa va PNV auAveTal TO KOOTOG TNG £6ETAONG.
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B. ANTIAPAZTHPIATIATO EPIrAZTHPIO OMAAQN AIMATOZ -
2YMBATOTHTQN

KAAZZIIKH MEOOAOX
2¢ slide kal oe cwAnvapio (Tube Test)

Ta avnidpacTipla va TTANPOUV TIG TTAPAKATW TTPOdIAYPAPEG:

>

Na €ival apioTng TToI0TNTAG AVTIOPOI, KATI TTOU TTICTOTTOIEITAlI APEVOS ATTO TNV UWNAN
OUYYEVEIA Kal EIBIKOTNTA TOUG, APETEPOU ATTO TOV TITAO TOUG.

MNa Ta Rhesus or TiTAoI TTp€TTEl va gival TTavw atrd 1/16 yia Anti-A ,Anti —B 1Tdvw até
1/128.

>
>

vV VWV VYV V¥V

Na pnVv TTPOKAAOUV dI00TAUPOUUEVES AVTIOPACEIG I PAIVOUEVO TTPOlwVNG.

Na €éxouv uwnAi euaioBnoiac woTte va  avixvevuovrial  OPAdEG  XAMNAAG
avTIyovIKOTNTAG, va eival ammaAlaypéva O un €I0IKWY AVTIOWHPATWY, WOTE va
atro@eUyovTal Yeudwg BETIKA aTTOTEAEOUATA.

H 1TpokaAouuevn avtidpaon va eivalr kaBapr) Kal ENEAvAg WOTE VA aTTOPEUYOVTAI
AGON avayvwpiong.

Ta avmidpacTripia Xwpeic apaiwon va divouv oca@r] ouykOAAnon 3-4 oTaupwv e
evalwpnua epubpwv.

Na €xouv atTOOEKTO TTOIOTIKO €AEyXO ATTO 2 TOUAAXIOTOV HEYAAOUG OpPYavIOUOUG
(FDA, Paul Ehrlich, Agence du Medicament), T0 OTT0i0 va QTTOQEIKVUETAI PE TA
ATTAPAITNTA TTIOTOTTOINTIKA.

H ouykoAANTIK Toug dpdaon va cup@wvei Pe Ta standards Tng Aipodoaciag pag Trou
€xel olkodounBei €dw kKal Xpovia Kal OTA OToid TO TIPOCWTIIKG Hag Eival
€COIKEIWPEVO WOTE va OIACPAAICeTaI N A0PAANG AeIToupyia TNG alpodoaiag.

To anti — human TTpETTEl Va €XElI EUPEWS PAOHUATOS OPACN Kal N TTPOCBRKN TOU va
Mnv  Onuioupyei  aiudAucn 1 OuykOAANon Jn  euaicOnTOTTOINUEVWY  €PUBPWV
AIJOCPAIPIWV.

To anti =D va cival peiyua MovokAwvikwyv avtiopwyv 1gG kai IgM (D VI apvnTIKO)
WOTE va avixveuovTal ol uttoopades Dkai Du .

Ta TTpooPepOUEVA aVTIOPACTHPIO VA €ival «OTEipa» yia TNV amo@uyr Kivouvou
MOAUVOEWYV, KATI TO OTTOI0 ATTODEIKVUETAI PUE TA TTICTOTTOINTIKA OTEIPOTNTAG.

O xpoévog Cwng va cival PeyaAog Kal TOUAAXIoTov €vOG €TOUG ATTO T OTIYUA
TTapAddoOoN g TOUG.

MeAaTOAGYIO.

AGyw TNG ONUAVTIKOTNTAG TWV €EETACEWY TA AVTIOPACTHPIO TTOU a@opouv To idIo
avTiyoviké ocuoTtnua (1r.x. ABO, Rhesus, Kell, KATT) AoyiCovtal wg pia opdda kal 8a
KataxwpnBouv oTnv idla eTaipeia.
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AvTIOPOOTAPIA VIO TTPOOOIOPIOUO opddAc, UTTOONAdWY HE HEYAAN guaioBnoio Kal
Aueco ammoTéEAEouA

Anti—A JOVOKAWVIKO
MéBodog slide, tube test

Anti—B povokAwvIkS
MéBodoc¢ slide—tube test

Anti—AB povokAwvIKS
MéEBodog slide tube test

Anti—-Al lectin
MéBodog tube test

Anti—H lectin
MéBodog tube test

AvTiIdpaocThpla yia TTpoodiopioyd Rhesus @aivoTuTrou pe peEyaAn guaiocBnoia kKai
AUECO ATTOTEAEOUA

Avtl-D (IgG+IgM blend) povokAwviko.
AlaAutéTnta Albumin trukvotnta > 100 IE/ML
MéBodog slide—tube test

Anti—C tTukvéTtnTa. TitAog 1:32
MéBodog slide—tube test

Anti—E TitAog 1:32
Slide—tube test

Anti—c TiTAog 1:32
Slide tube

Anti—e TiTAog 1:32
Slide tube

Anti—-Cc"
Slide—tube test

Anti—Kell Slide 1:64
MéBodog slide test

Anti—K Cellano TitAog 1:16
MéBodog Coombs test

Anti—P1 TitAog 1:16
Tube test

Anti—M TitAog 1:16
MéBodog tube test

21



Anti—N TitAog 1:16
MéBodog tube test

Anti—S TitAog 1:18
MéBodog Coombs (tube test)

Anti—S TitAog 1:8
MéBodog Coombs tube test

Anti—Fya TitAog 1:16
MéBodog Coombs tube test

Anti—Fyb TitAog 1:16
MéBodog Coombs tube test

Anti—Jka TiTAog 1:16
MéBodog Coombs tube test

Anti—Jkb TitAog 1:16
MéBodog Coombs tube test

Anti—-Lea TitAog 1:8
MéBodog tube test

Anti—-Leb TitAog 1:8
MéBodog tube test

Anti—Lua TitAog 1:32
MéBodog tube test Coombs

Anti—Lub TitAog 1:32
MéBodog tube test Coombs

Anti—-Kpa
MéBodog tube test Coombs

Anti—Kpb
MéBodog tube test Coombs

2raviol avriopoi e pé€6odo Coombs

Anti-Jsa
Anti—Jsb
Anti—Dia
Anti-Dib
Anti-Xga

Anti-Wra
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Anti—Coa

Anti—Cob

AvTiIOpaoTApIa viad dueon, éupueaon Coombs, diaoTaUupwon

Anti—human. MoAuduvapo IgGC3d
MéBodog Coombs test

Anti-human 1gG MovokAwVIKO
MéBodog tube test Coombs

Anti—-human IgM MovokAWVIKO
MéBodog tube test Coombs

Anti-human IgA MovokAwVIKS
MéBodog tube test Coombs

Anti—C3 Complement povokAwvikd TitTAog > 1:16
MéBodog tube test Coombs

Anti—C4 povokAwviko TiThog > 1:16
MéBodog tube test Coombs

Anti—C3d Complement povokAwvikd TitAog > 1:16
MéBodog tube test Coombs

Bovine Albumin 30 %
MéBodog tube test

Liss (Liss+Albumin avtidpacTrplo)
MéBodog tube test

EpuBpd yia avixveuon Kal TAUTOTTOIiNON OVTICWUATWYV

Panel 3 epuBpwv
Xpobvog Cwng TouldyioTov 1 prvag tube test

Panel 11 epuBpwv
Xpbévog Cwng TouAayxioTov 1 pyvag tube test
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MOIOTIKOZ EAEIMXOZ

A) EZOTEPIKOZ EAEIMXOZ MNOIOTHTAZ - IN'a opOoAOYIKEG ECETATEIG:

1. Ave€dptnTo e€wTepikd run controls TTou va TTeEPIEXEl avTiowuaTa / avriyova , yid Tov
KaOnuepivd  €Aeyxo TT01I0TNTAC OTIC OPOAOVIKEC e£€eTdoelC TNC aiyodoaiac HIV1, HIV2,
HTLV1, HTLV2, HCV, CORE, HBsAQ, Syphilis.

a. To e¢wTepIKG control Ba TTPETTEl va gival €vag aveEdpTnNTog 0poG, O OTTOI0G VA TTEPIEXEI
XOUNAO TiTAO avTiIowuATWwV/avTiyovou (e 2-5 @opég atrd 1o cut off) woTe va uTTopei va
EAEYXEI OUYXPOVWG OAEG TIG €eTdoeIg pouTivag: Na Trepiéxel avTiowpaTa yia HIV 1 kai HIV
2, HTLV | ka1 HTLV I, HCV, CORE, Syphilis ka1 avTtiyova yia 1o HBsAg, 6pog ammapaBatog
,WOTE O TTOIOTIKOG EAEYXOG VA YIVETAI YIa OAEC TIG ECETACEIC UE TO iD10 KOVTPOA.

B). To control va cival £T0IO yIa Xpron, O0€ uyp Hop®r ME XPOvo Cwng TOUAAxIoTov 2
XPOvIa atrd TNV nUEPOPNVIa TTapAywyng, va PN XPEIaZeTal avaouoTaon Yia PEYOAUTEPN
oTaBepdTNTA,.(Va €XEI OTABEPOTNTA TOUAAXIOTOV 2 UAVEG META TO Avolyua Tou @IaAidiou)
Kal va gival o€ PIKpA TTo000TNTA ava @IaAidio 1-2 ml, yia va punv XpnoIYOTTOIEITAl TTOAAEG
QOpPEG TO "O10 @IOAIDIO, WOTE VA HEIWVETAI N TBAvOTNTA ETTIMOAUVONG TTOU UTTAPXEl META
a1t TTOANEG XPAOEIG Kal va eEao@alieTal JEYaAUTEPN OTABEPOTNTA, UETA TO AVOIYUO TWV
@loAIdiwy.

y) Na utrdpyxel €18k ocipd yia va eAEyxel TIG €geTdoelc wg mpog 10 HIV p24 yia 1a
avTIOPACTAPIA TTOU aviXveuouv TauTéxpova 1o HIV-1 p24 avtiydvo Kal Ta avTICWPATA yia
HIV-1 ka1 HIV-2. Ettiong 10 control va €xel onuavon CE.

0) Na KuKAoQoOpei UTTOXPEWTIKA O€ OIAQOPETIKEG OEIPEG (OUYKEVTPWOEIC), WOTE TO
EPYOOTAPIO va MTTOpEi va eTmAéyel KABE @opd Tn OwoTH oeipd avdloya pe Ta
avTidpaoTipla, TN HEBODO Kal TOV avaAuTh TToU XPpNOIKJOTToIEl. AUTO va ATTODEIKVUETAI ATTO
TO EVTUTTO OONYIWV XPNOEWS TToU ouvodeuel KABe gopd 1o TTpoidv. ETTiong va utrdpxel
€10IK o€Ipd yIa GU@IAN.

€) Na divetal dwpedv oEPPIC OTO EPYACTHPIO PE TNV ayopd TOU KIT, N OUYKPIOH OPOYEVWV
EpyaoTnpiwv TTaykoouiwg ( peer to peer), kKaBoAiv Tn didpkeia xpriong Tou KiT, on line,
WOTE TO EPYACTAPIO AVA TTACA OTIYHI VO UTTOPEI VO EAEYXEI TNV ATTODOCT TOU..

¢) To control va ouvdudletal pe panel euaiobnoiag kai TaveA ammodoxng tmapTidwv (OXI
OPOMETATPOTIAG) TNG idIOG ETAIPEING YIA TOV EAEYXO KATA TNV TTAPOAABr TwV VEWV TTapTidwV
avTIdPACTNPIWV.

n) H etaipgia mpounBeuTthc otnv EAAGDa va TTpoc@épel OAOKANPWHEVN OEIPA TTPOIOVTWY
EOWTEPIKOU €AEyXOU TTOIOTNTAG KOBWG KAl TTPOYPANMATWY  €CWTEPIKNG  agloAdynong
TTOIOTNTAG, WOTE OE TIEPITITWON TTOU TA ATTOTEAEOPATA TTAPEKKAIVOUV ATTO TA AVAPEVOUEVA
TO €pyaoTAplo va ptopei va PBpel dueca Tnv Alon Tou TuxXOv TTpoPAfuatog. H
TTPOUNBEUTPIO ETAIPEIO KAl O KATOOKEUAOTAG TWV UAIKWYV TOU €0WTEPIKOU €AEYXOU
ToIOTNTAG Va €ival ave¢dpTnTol aTTG TOV KATAOKEUAOTH AVTIOPACTNPIWY, TTIOTOTTOINUEVOG
pe 1ISO 9001 : 2008, oUpgwva pe TIGC 0dnyieg Tou ZupBouAiou TnG Eupwting, waoTe va
€€QOQANIOTEI N AVTIKEIMEVIKOTNTA TWV atToTEAEOUATWY. ETTiONG N eTaipeia va €xel epTTaIpia
aTov €Aeyxo TToI0TNTAG. Na KataBéael TTEAATOAGYIO.

24



2. Aveédptnta £EWTEPIKA KOVTIPOAC via TOV KABNUEPIVO TTOIOTIKO EAEYXO TWV TEOT TNC
ou@IAnG RPR.

a). To control va gival £€ToIO yia Xprion, o€ uypr Hop®n HeE Xpovo {wNAG TOUAdxIoTov 2
XPOvIa atrd TNV NUEPOUNVIa TTAPAYWYAG, va un XPEIAZeTal avacuoTaon yia va un XAveral n
oTafepdTNTA TOU, (VO €XEl OTOBEPOTNTA TOUAGXIOTOV 2 MIAVEG HETA TO AVOIYUO TOU
@IaAIdiou) Kal va gival o€ PIKPr TToooTNTa avd @iaAidio 1-2 ml, yia va ynv xpnoIJoTToIEiTal
TTOAEG QOPEG, WOTE HPETA TO AVOIYMO Twv @IaAIdiwy, va JEIWVETAI N TTBavoTnTa
ETTIPOAUVONG TTOU UTTAPXElI META aTTO TTOAANEG XPNOEIS KAl va €EA0@OAAICETAI PEYOAUTEPN
oTalepdTnTA,.

B) Na divetal dwpedv OEPRIC OTO EPYACTHPIO UE TNV AYyOPA TOU KIT, N OUYKPION OPOYEVWV
EpPyaoTnpiwv TTaykoouiwg ( peer to peer), kaBOAiv Tnv didpkela xpriong Tou Kit,on line,
WOTE TO EPYACTAPIO AVA TTACA OTIYHI VA UTTOPEI VA EAEYXEI TNV ATTODOCN TOU

y) H etaipgia va TTpoo@épel OAOKANPWHEVN OCEIPA TTPOIOVIWY ECWTEPIKOU EAEYXOU
TTOIOTNTAG TWV OPOAOYIKWV AVOAUCEWV KOBWGS KAl TTPOYPAUNATWY EEWTEPIKNG agloAdynong
TTOIOTNTOG. WOTE O€ TTEPITITWON TTOU TA ATTOTEAEOUATA TTAPEKKAIVOUV QTTO TA AVAPEVOPEVA
TO EPYOQOTHPIO VA UTTOPEI VA Ppel Aueca Tnv Auon Tou TuxOv TTPORARuUaATog. atrd évav
TTPOUNOEUTH Kal va unv PetatoTrideTal To TTPORANUa atrd Tov éva TTpounBeuTr) otov dAAo. H
TTPOUNOEUTPIA ETAIPEIO KAl O KATOAOKEUAOTAG  TWV UAIKWV TOU €E€0WTEPIKOU €AEyYOU
TToIOTNTAG Va €ival ave¢dpTnTol aTTO TOV KATAOKEUQOTH QvVTIOPACTNPIWY, TTIOTOTTOINUEVOS
pe 1SO 9001 : 2008, ocupewva pe TIG 0dnyieg Tou ZupPouliou TNG EupwTtng, woTe va
€CA0QONIOTEI N AVTIKEIMEVIKOTNTA TWV attoTeEAeopdTwy. ETTiong n etaipeia va €xel eutTaIpia
oToV €Aeyxo TToI0TNTAG. Na KaTtaBéael TTEAATOAOYIO.

B) Panels

a ) Panel esuaioBnoiag ( Sensitivity panel) yia Tov éAeyxo TnG €uaiodnoiag Twv
avTI®PaOTNPIWV TOU EpyaaTnpiou KABE opda TTOU KPIVETAI OKOTTIHO.

1. To Panel euaioBnaoiag yia To HbsAg va trepiéxel géAn kai atrdé Toug duo utrdéTuTToug Ay
kal Ad kai Ta otroia Ba £xouv TiTAoug piIkpoTEPOUG atrd 0.1 ng/ml ( 0.02 IU/ml) €wg kai
peyaAuTtepoug ato 3.1 ng/ml (10.89 U/ ml)

2. To panel euaioBnaoiag yia 1o anti-HBs va tepiéxel péAN pe ouykevipwoelg amd 2 mi
IU/ml éwg 250 ml 1U/ml

3. To panel euaioBnoiag yia HIV va TrepiExel JEAN e OUYKEVTPWOEIS aTTd 2 pg/ml éwg 200
pg/ml Tou avTiyovou p24.

B ). Panel eAéyxou mrapTidwyv ( qualification panel/verification panel) yia Tov €Aeyxo Twv
VEWV TTapTIdWV , yia Tig egeTaoelg HIV, HTLV, HBSAG, HCV, Zu@IAng (qualification panel).
Ta maveA Ba XpnolIPOTTOIOUVTAl YIa TOV EAEYXO TWV VEWV TTapTidwv avTidpacTtnpiwyv (lot)
Kl TRV a1T0d0XI) TOUG aTTd TO EPYACTRAPIO Kal yIa Trn dIdyvwaorn TuXOV TTPoBANUATWY TTou Ba
TIPOKUWOUV PETA TNV a1Tod0XH TOUG atrd 1O €pyacThpio. To panel va avTITTpoowTreuel OAO
TO €UpoG OpacTIKOTATAG ( UWNAG-XaunAG-apvnTikG TiTAO) Twv 1wV Kal OAoUG Toug
UTTOTUTTOUG Yia Tov ekaoToTte 10 ( HIV1, HIV2, HTLV1, HTLV2, HCV, HbsAg-Ad, HBsAg-
Ay). Z& KaBe péAog Tou panel va uttdpxel pévo Evag 166 1) UTTOTUTTOC YIa QviXveuon.

. Panel yia tov éAeyxo TnG amoédoong avridpacTtnpiwv kal avaAutwv ( performance
panel). MNa Tov €Aeyxo KOAAG AcIToupyiag Twv avaAutwyv Kal TnG amédoong Twv
avTidpacTnpiwv META atrd aAAayr oTnv TEXVIKA 1) TV euaioBnaia. Ta yéAn va atroteAolvral
atro €10IKA OgiypaTa PE dIaYOPETIKOUG TITAOUG O€ TuXaia o€Ipd.
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A. Panel opouetatpotiic ( seroconversion panel), yia Tov éAeyxo TNG IKAvVOTNTAG TOU
avTIdOPOOTNPIOU va avixveuel BeTIKA Ociygata TTou  €ival evidg TOou  «TTapaBupou»
OPOMETATPOTIAG.

N EZQTEPIKOX EAEMXOZ NOIOTHTAZ - MNa avooodidaToAOYIKEG EEETAOEIG:

1.To ave€dptnto avrikelyevikd Control va  Kdavel €0wWTEPIKO  EAEyXO  TTOIOTNTAG,
QVOOOQIMOTOAOYIKWYV €EETACEWY , yia Tnv TuTtotTroinon opddwv aiparog ABO, Rh
@aIVOTUTTWYV TOou cuoTAuatog Rh, avdoTtpogn oudda kai éupeong Coombs.

To aveg@ptnto control va givar cupBatd pe autopato avaAuth, HEBOdwWV YEANG, oThAWY,
oTEPEAS @Aong aAAd kai yia slide test ( xeipokivnteg péBodol). To KOVTPOA va atroTeAEiTal
atro T€ooepa OIaPOPETIKA QIaAIdIO OAIKOU QipaTOg hE EAAXIOTO OYKO 6 ml, yia va KAAUTITEI
TIG MNVIQIEG AVAYKES TOU TUAMATOG, Yia Tov EAeyX0 Twv cuoTnudtwyv ABO, Rh , @aivotutrou
Tou Rh kal Kell. To kGBe @IaAidIo va eAEyXEl DIAYOPETIKA Opada Kal cuvduaouod péfouc.( O,
A, B, ka1 AB, kaBwg péfoug BeTIKO Kal apvnTIKO), WOTE va eEAEyXovTal OAEG Ol OPADEG.

Ta @loAidia Tou KIT va TTpocapudlovTal KAt euBgiav oToug avaAuTtéG, va unv XpeiageTal
METAYYION TIPIV TNV XPAON, WOTE VA OTTOPEUYOVTAl OQAAUATA PETAPOPAG, ETTIMOAUVOEIG
aAAd Kal N KaAUTEPN XPAON Kal attobrikeuon.

O TpounBeuTtnG va dIaBETeEl OAOKANPpWUEVN OEIpd TTPOIOVTWY E0WTEPIKOU Kal £EWTEPIKOU
EAEYXOU TTOIOTNTOG OTIG QVOOOQIUATOANOYIKEG €CETACEIG, WOTE O TIEPITITWON TIOU TA
atToTeEAEOUATA TTAPEKKAIVOUV ATTO T AVAPEVOUEVA TO EPYACTHPIO VA UTTOPEI va Bpel dueoa
TNV AUON TOU TUXOV TTPOPRAAMATOG, ATTO £vav TTPOPNBEUTH KAl VA PNV HETATOTTICETAI TO
TTPORANPA atrd €vav TTPoPNBeuT oTov AAAO. H eTaipeia va €xel eutTelpia oTOV €AEYXO
TToI0TNTAG, VA KaTaBéoel TTEAaTOAOYIO oTnVv EANGDQ.

H tmpounBelTpia eTaipEia Kal O KATOOKEUOOTAG TWV UAIKWV TOU €£0WTEPIKOU EAEYXOU
TTOIOTNTAG VA €ival ave¢ApTNTOlI ATTO TOV KATAOKEUAOTH QvVTIOPACTNPIWY, TTIOTOTTOINUEVOG
pEe 1ISO 9001 : 2008, oupwva e TIG 0dnyieg Tou ZupPBouliou TNG EupwTtrng, woTe va
€€O0QANIOTEN N AVTIKEIMEVIKOTATA TWV ATTOTEAECUATWV.

A) ZXHMATA EZQTEPIKHZ ASIOAOIMHZHZ NOIOTHTAZ

Ma 11IC 0pOAOVIKEC KAl aVOTOAIUATOAOVIKEC £EETAOEIC

[MeviKEC ATTAITAOEIC:

O 1pounBeuTAG va TTPooPEPEl  OAOKANPWHEVN OEIPA TTPOIOVTWY ECWTEPIKOU EAEYXOU
TToIOTNTAG KOl TTPOYPAPHATWY £CWTEPIKAGS agloAdynong TToIdTNTAG, WOTE O€ TTEPITITWON
TTOU TA ATTOTEAECPATA TTAPEKKAIVOUV ATTO TA AVAUEVOUEVA, TO EPYACTHPIO VA UTTOPEI va
Bpel dGueca T AUoOn o€ TUXOV TTPORANUA, ammd €vav TTPOMNOEUTH Kal va PNV
MeTaTtoTTieTal TO TTPORANUA ATTd TOV éva TTPOPNBEUT) OTOV GAAO. 2€ KABe KUKAO va
atrooTEANOVTAl TOUAAYIOTOV OUO OeiyuaTa, WOTE OE TEPITITWON OQAAUATOG, TO
EPYAOTHPIO VA UTTOPEI va €XEl Jia EvOEIEN av TO OQAAPQ gival Tuxaio ) cuoTnUaTiké |,
woTe va TpoBei oTIg amapaitnTeG OlI0pBWTIKEG evépyeleg. O TTPOPNOEUTAG KAl O
OPYQVIOPOG va gival ave¢dpTnTog a1rd TOV KOTAOKEUQOTH avTidpaoTnpiwy, yia va
eCao@ahifeTal n  QvTIKEIYEVIKOTNTA Twv amoTteAeopdtwy. O Opyaviopodg Tou Ba
TPAYMATOTIOIEL TNV €CWTEPIK  agloAdynon ToIdTNTAG  va  €ival  TTAyKOoWIa
AVAYVWPIOUEVOG. JN KEPOOOKOTTIKOG, va gival moToTtroinpévog pe 1ISO 9001 : 2008 kai
va gival dIATTIOTEUPEVOG WG TTPOG TNV BIEVEPYEID OXNUATWY €EWTEPIKAG agloAdynong
TToI0TNTAG PE TIG aTTaITAOEIG Tou TTpoTuTrou: EN ISO/IEC 17043:2010
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1. Tpoypaupa €LWTEPIKNG AIOAOYNONG TTOIOTNTOG VIO TIG €EETAOEIG: TuTTOTTOINON
oupddwyv aiparog cuotnua ABO kai RhD grouping, avaoTpo®ng., TTPOAVaAUTIKNAG Kal
META avaAuTIKAG @Aong. To €Tolo TTpdypappa va atroTeAgital ammd 4 kukAoug ( Me
duvatéTNTa TOU E£PyaoTnpiou va eTTIAECEl TOV apPIBUO KUKAwvV. Z& KABEe KUKAO va
armooTéAAOvVTal TOUAGXIOTOV OUO OtiyhaTa, WOTE O€ TIEPITITWON OQAAUATOG, TO
EPYACTNPIO VO PTTOPEI va £XEl Pia €vOeEIgn av ToO OQAAPa gival Tuxaio 1) cuoTNUATIKO |,
WOoTE va TIPoRei OTIC atrapaitnTeEG OIOPOWTIKEG evépyeleg. O TTpounBeuTAG Kal O
OpPYQVIOPOG va €ival  avegdpTnTog ammO TOV  KOTAOKEUOOTH  QvTIOPACTNPIWY,
mmoToTroinuévog pe 1SO 9001 : 2008 etriong o opyaviopdg va gival dIATTIOTEUPEVOG
WG TIPOG TNV OIEVEPYEId OXNMATWY €EWTEPIKAG agloAdynong TroIdTNTAG ME TIG
armraitioelg Tou Tpdétuttou: EN ISO/IEC 17043:2010

2. MNpoypappa €EWTEPIKNG . agloAdynong TroIdTNTag vyia TIG €CETACEIG:  TEOT
avTioQaipivng AUECO, TNG TTPOAVAAUTIKAG KAl JETA AVvAAUTIKAG ®Aong. To €TnOI0
TTPOYPOUUA VO OTTOTEAEITAI ATTO 4 KUKAOUG, .JE€ duvaTOTNTA TOU €£PyacTnpiou va
ETMAECEl TOV ApIBUO KUKAwvV. Z€ KABE KUKAO va atmmooTéAAovtal TouAdyioTov dUo
Ociypara , wWOTE O€ TTEPITITWON OPAAPATOG, TO EPYAOTRPIO VA UTTOPEI va €XEl dia
€voelEn av 10 o@AAuQ gival TuXaio rj CUCTNUATIKO, WOTE VA TTPOREI OTIC ATTAPAITNTES
O10pBwTIKEG evépyeleg O TTPouNBEeUTNS Kal 0 opyavioudg va gival ave¢dpTnTog atro
TOV KATOOKEUQOTH avTidpaoTnpiwy, TTioTotroinueévog pe 1ISO 9001 : 2008, emiong o
Opyaviopdg va gival dIATTIOTEUPEVOG WG TTPOG TNV DIEVEPYEIQ OXNUATWY EEWTEPIKAG
agloAdynong TToIdTNTAG YE TIG aTTaITAoelg Tou TTpoTuTTou: EN ISO/IEC 17043:2010

3. Mpoéypappa eEWTEPIKAS . atloAdynong TroIdTNTAG yia TIG e€eTdoelg Euueong Coombs
Kal  2ZupBatotnrac.To €TAoIo TTpdypapua va atroTteAsital ammd 4 kUukAoug ( Me
duvatéTnTa TOU €PyacTnpEiou va €TMIAEEEI TOV APIBUO KUKAWYV). . Z€ KABE KUKAO va
eAéyxovtal Touldxiotov duo deiypata aoBevwyv yia éleyxo €upeong Coombs kai
dlaoTaupwaong ( Ta otroia Ba cival Ta uTTEpKEieEva TTAGoPATa, atmd Ta dEiypaTa TOou
oAikou aipatog yia ABO, Rh, woTe va yivetal Tautoxpova EAeyxog ABO, NAEKTPOVIKAG
Kal OpOoAOYIKNG acupBartotntag ) kai e Touldxiotov Téooepa Ociyuata dotwv (
AOKWV), WOTE a@ €vOG va UTTApXEl n mOavoTnTa aveupeong cupBarou d4Tn Kal ag
ETEPOU O€ TTEPITITWON OPAAUATOG, TO EPYOOTHPIO VO PTTOPEI va £XEl Mia EvOeEIEn av To
OQAAPa gival Tuxaio | ouoTNUATIKG , WOTE va TTPOREI OTIC aTTaPAITNTEG DIOPOWTIKEG
evépyeleg O opyavioudg va eivar va €ivar ave¢dptnTog ammd TOV KOTAOKEUOOTN
avTiIdpaoTNPiwy Kal gnxavnudatwy, moTotroinuévog pe ISO 9001 : 2008 kail va eival
OIOTTIOTEUPEVOG WG TIPOG TNV OlEvEpPyEIa OXNUATWY  €EWTEPIKAG  agloAdynong
TTOIOTNTAG ME TIG aTTaITAOEIG Tou TTPOTUTTOU: EN ISO/IEC 17043:2010

4. Tlpoéypapua eEWTEPIKAG .aIOAOYNONG TTOIOTNTAG, Via TIC dWOEKA TTAPAUETPOUS TWV
aigaroAoyikwyv avaAutwv.Hb, HCT,MCH, MCHC,MCV,PLT,RBC, RDW ( red cell
distribution with), WBC, cumulative patient means of MCH, MCHC and MCV.To
ETACIO TTPOYPAPHA ATTOTEAOUUEVO aATTO 12 KUKAOUG. € KABE KUKAO va atrooTéAAovTal
TOUAGXIOTOV OUO BeiyuaTa WOTE O€ TTEPITITWON OPAAUATOG, TO EPYOCTAPIO VO UTTOPEI
va éxel pia évdelitn av 1o o@AAPa gival Tuxaio | cuoTnuaTikG ,ETTiong va uttapxel
ouvatdTnTa TOU EpyacTnpEiou va €TMAEEEI TOV apIBud KUKAWY Kal va TO XPNOIUOTTOINCEI
o€ dU0 avaAuTéG Xwpig emmITTAéov KOoTOG O TTpouNnNBeUTAG Kal 0 opyavioudg va givai

aveLAPTNTOG ATTO TOV KATAOKEUAOTH avTidpacTnpiwy, moTotroinuévog pe ISO 9001
: 2008, emmiong o Opyaviopog va gival dIOTTIOTEUPEVOS WG TTPOG TNV DIEVEPYEIQ
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OXNMATWV EEWTEPIKNAG agIOAOYNONG TTOIOTNTAG PE TIG ATTAITACEIS TOU TTPOTUTIOU: EN
ISO/IEC 17043:2010

5. MNpdypappa €€wTEPIKNG agloAdynong yia TIG €GETACEIS Twv NTTaTiTidwv B kar C:
HBsAg , HBcAb, HBcAbM, HBeAb, HBeAg, HBsAb, ( va trepiéxel OAOUG TOUG BEIKTES
OTO id10 TTPOYPAPUA, VA PNV XPEIAZETAI N ETTITTAEOV Ayopd EEXWPIOTOU TTPOYPAUUATOGC )
HCVADb, HCVADbCt,va kdvel emmiong KAIviKi agloAdynon kai otnv agloAdynon va
TEPINOUPBAVETAI N TTPOAVOAUTIKY) KAl PETA avaAuTikrp @daon. To  ETACIO KoIvo
TTPOYPAUMA Va attoTeAsiTal aTtrd 4 KUKAOUG, hE duvaTOTATA TOU £PYOOTNPIOU Va ETTIAECE
TOV apIBPO KUKAWV KAl va TO XPNOIMOTIOINCEl 0€ OAOUG TOUG AVOAUTEG. . 2€ KABE KUKAO
va a1rooTEAAOVTAI TOUAGXIOTOV OUO Oceiyuatd, wWOTE OE TIEPITITWON OQAAUOTOG, TO
EPYAOTHPIO VA UTTOPEI va €XEl pia EvOEIEN av TO O@AAYA gival TuXaio rj CUCTNUATIKO |,
woTe va TTpofei OTIC amapaiTnTeG OIOPOWTIKEG evépyeleg Ta Ociypata va €xouv
TpoéAeucn atrd £va 04T woTe To TTPOYPAPPa va divel duvaTdTnTa YyIa agloAdynon Tng
ToIOTNTAG TwV MEBSOWYV, avTidpaoTnpiwv oAAd Kal TNV KAIVIKA agloAdynon. O
TPOUNOEUTAG Kal O Opyavioudg va Eival avegdptTnTog OTTd TOV  KATOOKEUAOTH
avTidpaoTnpiwy, TTioToTroiNuévog pe ISO 9001 : 2008, emiong o Opyaviopog va gival
OIATTIOTEUPEVOG WG TTPOG TNV DIEVEPYEID OXNMATWY £CWTEPIKNAG AgloAdynong TToIdTNTAG
ME TIG aTTaITho€Ig Tou TTpoTUTTou: EN ISO/IEC 17043:2010

6. [Mpdypappa €LWTEPIKAG .aglIoAOynoNnNg via TIG €getdoelg: avriowuara HIVAD,
HIVAg/Ab, HIV AbCt, primary , HIV ADbCt, primary, emBeBaiwTiKEG doKIUaAoies Kal
KAIVIKA agloAdynon, oTtnv agloAdynon va TrepINaPBAVETAl N TTPOAVOAUTIKI KOl PETA
avaAuTIK ) @aon To €010 TTPOYPAPMA va atToTeAEiTal atrd 4 KUkAoug. Mg duvatdTnTa
TOU gpyaoTnpiou va €TTIAECEl TOV apIBUd KUKAWV Kal va TO XPMNOIYOTIOINCEl 0€ OAOUG
TOUG QVAAUTEG. . 2€ KABe KUKAO va atrooTéAAovTal TOUAdYXIOTOV dUO dEiypaTa, WOTE O€
TTEPITITWON OPAAUATOG, TO EPYACTHPIO VA UTTOPEI VA £XEI Mia EVOEIEN av TO OQAAUa gival
TUXQio A CUCTNPOTIKG , WOTE va TTPOREI OTIC atrapaiTnTeG dIOPOWTIKEG evépyeleg To
Ociyua va €xel TTpoéAeuon atrd €va 001N WOoTE To TTPOYpPaAuMa va divel duvatotnta yia
agloAdynon TnG ToI0TNTAG TwV PEBOdWYV, avTidpacTnpiwv aAA& Kal TNV KAIVIKA
aglohoynon. O T1pounBeutAg Kal o opyaviouodg va egival aveEdptntog atmd TOvV
KATAOKEUAOTH avTidpaoTtnpiwy, ToTtotoinuévog pe 1ISO 9001 : 2008, emiong o
Opyaviopdg va gival dIATTIOTEUPEVOSG WG TTPOG TNV OIEVEPYEID OXNMATWY ECWTEPIKNAG
agloAdynong TToIdTNTAG YE TIC aTTaITAoEIS Tou TTpoTuTTou: EN ISO/IEC 17043:2010.

7. TMpéypapua eEwTePIKAG .afloAdynong yia TIG €CeTAOEIG: KAPDIOAITTIVNG, €IDIKA
QVTICWPATA £vavTl TOU TPETTOVAMATOG 1 avTioToixeg egetdoeic omws RPR. VDRL,
TPHA, oU@IANG kal KAIVIK) agloAdynon, otnv agloAdynon va TrEPIAAUBAvETal N
TTPOAVAAUTIKI) KAl PJETA avaAuTIK @Aon.To €TOI0 TTPOYPAPMA VO  aTToTEAEITal aTTO 4
KUKAOUG. pe duvatdTnTa TOU €pyacTnpiou va eTMAEEEl TOV apIBUO KUKAwV Kal va TO
XpnoIJoTIoINcel o€ OAOUG TOUG QVOAUTEG. . Z€ KABe KUKAO va atmooTéAAovTal
TOUAdYIOTOV dUO O€iyuaTa, WOTE O€ TTEPITITWON OPAAPATOG, TO EPYACTAPIO VA PTTOPEI
va €xel dia €voeiEn av 10 o@AAua gival Tuxaio 1 cuoTNUATIKG , WOTE va TTPOREI aTIC
amapaiTnTEG dIOPBWTIKES evEPyeleg To deiyua va €xel TTpoéAeuon aTTd éva OOTN WOTE TO
TPOypauua va Oivel duvardtnta yia agfloAdynon Tng ToIoTNTAG Twv PEBOGOWYV,
avTidpaoTnpiwv aAAd kal TNV KAIVIKR agloAdynon. O TTpounBeUTrS KAl O OPYAVIOUOG va
gival avegdptnTog aT1rd TOV KATAOKEUQOTH avTidpaoTnpiwv, TTOoTOTToINuévog ue 1SO
9001 : 2008, emiong o Opyaviouog va eival dIATTIOTEUPEVOS WG TTPOG TNV OIEVEPYEIQ
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OXNMATWV EEWTEPIKAG AGIOAOYNONG TTOIOTNTAG ME TIG ATTAITAOEIS TOou TrpdTUTTOU: EN
ISO/IEC 17043:2010.

8 T[pdypappa eEWTEPIKAG .agIoAOYNONG YIa TIG EEETACEIS YIA TIG EEETACEIG: AVTICWHUATA
HTLV 1 ka1 HTLVZ2Z, emPBeBaiwTtikd TEOT Kal KAIVIKA aglohdéynon. To €TACIO
TTPOYPAUUA va atToTeEAEITal aTTO 4 KUKAOUG, PE OuvatoTnTa TOU EPYACTNEIoU va
ETMAECEI TOV APIOUO KUKAWV KAl va TO XPNOIYOTIOINCElI 0€ OAOUG TOUG OVOAUTEG. . 2€
KABe KUKAO va atrooTéAAovTal TOUAGxIOTov dUO Oeiyparta, WOTE O€ TTEPITITWON
OQAAPATOG, TO EPYOCTAPIO VO PTTOPED va EXEl Mia EvOEIEn av TO OQPAAUA gival TUXaio
Il CUCTNUATIKO , WOTE va TTPOREi oTIG atrapaiTnTeG loPBWTIKES evépyeleg. To deiyua
va €xel TTPoEAeucn atrd éva O0Tn WOTE TO TTPOYPAUMa va divel duvatotnTa yia
agloAdynon Tng TToI0TNTAG TWV HEBOdWYV, avTidpaoTnpiwv aAAd Kal TV KAIVIKA
aglohoynon. O TTpounBeUTAG KAl O OPYAVIOPOG va gival avegdptnTog armd Tov
KATAOKEUAOTH avTidpaoTnpiwy, toTotroinuévog pe ISO 9001 : 2008, emiong o
Opyaviopdg va gival dIATTIOTEUPEVOG WG TTPOG TNV DIEVEPYEIA OXNUATWYV ECWTEPIKNG
agloAdynong TToIdTNTAG YE TIC ATTAITACEIS Tou TTPpdTUTTOU: EN ISO/IEC 17043:

9. Tpdypappa €CwWTEPIKAG agloAdynong via TIG €geTdoelg: Tng ntratindag A. To
TTPOYPAPMA XWPIGC ETTITTAEOV KOOTOG va €KTEAEI TOV €AgyXO TroldTATAG YIA TIG
ecetaoeig HAVAb, HAVAbG, HAVAbM  kai kAivikf agloAoynon. To €Thoio
TTPOYPAPUA va atToTeEAEITal aTTO 4 KUKAOUG, hE OuvatdTnTa TOU £PYACTNPiou va
ETTIAECEI TOV APIOPO KUKAWV KAl va TO XPNOIYOTIOINCEl 0€ OAOUG TOUG AVOAUTEG. 2€
KABe KUKAO va atrooTéAAovTal TOUAAxIoTov OUO OeiyuaTta, WOTE O€ TTEPITITWON
OQAAPATOG, TO EPYOCTAPIO VO PTTOPED va EXEl Mia EvOEIEn av TO OQAAua gival TuXaio
Il CUCTNUATIKO , WOTE va TTPOREi oTIC atmapaitnTeS loPBWTIKES evépyeleg. To deiyua
va €xel TTPoEAeucn atrd éva 00T wWoTe TO TTPOYPAUMa va divel duvatdTnta yid
agloAdynon Tng TToIdTNTOG TWV MEBOdWYV, avTidpaoTnpiwv aAAd Kal TV KAIVIKA
aglohoynon. O TTpounBeUTAG Kal O OPYaVIOPOG va gival ave¢dptntog atrd Tov
KATAOKEUAOTH avTidpaoTnpiwy, toTtotroinuévog pe ISO 9001 @ 2008, emriong o
Opyavioudg va gival dIATTIOTEUPEVOS WG TTPOG TNV DIEVEPYEIQ OXNUATWY EEWTEPIKAG
agloAdynong TToIdTNTAG YE TIC aTTaITACEIS Tou TTpoTuTToU: EN ISO/IEC 17043...

O AIOIKHTHZ TOY NOZOKOMEIOY

IQANNHZ NETPOXEINOZ

29



