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TEXNIKEZ NPOAIArPADEZ

TEXNIKEZ NPOAIATPADEZ ANAAYTQN KAI ANTIAPAEXTHPION TMHMATOZ AIMOAOZIAZ
A THN MPOMHOEIA «ANTIAPA:THPIA A THN EZAKPIBQ2H TH2 OMAAAZ AIMATO2»
& «EZONAIZMOI NPOAHWHZ TOY AIDS”

MA TIZ ANATKEZ TOY I'.N. BENIZEAEIO NANANEIO. (1" StaBouAgucn)

OMAAA EZETAZEQON 1

EAENXOz OMAAAZ AIMATOZ TON AIMOAOTQN ZE ANAAYTH

Amattouvtal évag KUPLOG avaAUTAG
TEXNIKEZ MPOAIATPADEZ AYTOMATOY ANOZOAIMATOAOTIKOY ANAAYTH

MANPWG LUTOLATOTIOLNUEVO POUTIOTIKO cUOTNHA Yl EAeyxo opddwy aipatog ABO-Rh-Du,
Yroopada (Al, A2), dawotunwv tou Rh (C, ¢, E, e, Kell) kot GAAwvV avTlyoviKWV
ouotnuatwy, yla emuPBefaiwon opadag, avaotpodn opada, yla dtactavpwon, Screening,
TAUTOMOoLNGN KAl TITAOTIOlNGN EpUBPOKUTTAPLKWY KOL OLLLOTIETAALOKWY OVTLIOWHUATWV.

| EUpoc EEETAOCEWV KOL TEYVIKA XOPOKTNPLOTIKA OF UEMOVWHEVEC Swadikaoiec R
OUVOUOGMOUC OUTWV:

1. Na mpoodlopilel opadeg aipatog ABO / Rhesus (13.03.01.01.001) kot uTtoOpUASES TNG
opddoac A (A1, A2) (13.03.01.20.001)

a) Na £€xet tn Suvatotnta xpnong SumAwv evoAlaktikwv kKAwvwv A, B, AB D, ot
adleukpiviota delypata kat veoyva.

B) Na mtpoodilopilel Rhesus pe umoxpewtikn xprion SutAwv KAwvwv yla Adyoug acdaleiog
(D povokAwviko IGM & D blend povokAwviko |IGG/povokAwvikd IGM) (Odnyieg tou
ZupBouAiou tng Eupwrng). (13.03.02.01.001).

v) Na ekteAel UTMOXPEWTIKA €AEYXO QUTOAVTIOWUATWY (autocontrol) cUpudwva e TIG
0Odényiec tou ZupBouAiou tng Eupwnnc).

2. Na mpoodlopilel mAnpn avaotpodn opada aipatog (Al, A2, B, O) i emPePaiwon
opadag, pe duvatotnta kaboplopol tou MPodiA Tng e€€Taong avaloya e TIG AVAYKEG TOU
epyaotnpiou (13.03.01.02.001).

3. Na npoodiopilel dawvotumo tou Rhesus (C, ¢, E, e, Kell) (13.03.02.02.001). Na umtapyxet
Sduvatdétnta xpnong kot deUtepou KAWVOU (EVAAAOKTIKA) yla Tov €AEyX0 UTIOOUASWV
C,c,E,e, kell 4 ouvdlaopou kat Twv §V0 (KAwvVwV) Tautoxpova.

4. Na tpoodlopilel D weak (Du) (13.03.02.20.001).
5. Na ekteAel apeon coombs (DAT) (13.03.04.20.001).
6. Na ektelel Pooling (SCR) epuBpoKUTTAPLKWY OVTIOWHUATWY OTOUG OLLLOSOTEG.

7. Na ekteAel autopatn titAonoinon IgG kat IgM epuBpOKUTTAPLKWY AVILOWUATWV.
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8. Na avixveUEL KoL TAUTOTIOLEL OLLLOTIETAALOKO OVTLOWHATA EVAVTL avTlyovwy HLA | taéng
KOl ELOLKWYV QULUOTIETAALAKWY AVTLYOVWV (ETLTOTIWY a, B Twv YAukompwtewvwyv HPA 1, 2, 3, 4,
5,6,9,15) (13.03.90.20.001)(13.03.90.21.001)

9. Na ekteAel oupPatdtnta alpomnetaAiwy (13.03.90.22.001)

10. Na €xeL tn Suvatotnta €KTEAEONG €AEYXOU QUTOAVIIOWHATWY (autocontrol) wg
avefaptntn e€€taon (Odnyieg tou ZupPBouAiou tng Eupwnng).

11. Na ektedel kaBnuepwvd Mototikd EAeyxo SpaotikdotnTag aviidpaotnpiwv (Quality
Control).

Il TExVIKA YopakTnpLlotikd Autopatov AvoaAuth:

1. Na eival mMANPWG AUTOMATOMOLNMEVOG QVAAUTAG ouveXxolG ¢optwong (continuous
access) Kal tuxaiag npoomnéhacng (Random Access).

2. Na €xet tn Ouvatotnta EMAEKTIKAG avaAuong OSelypdtwv He  SladopeTIkoUg
ouvduaopoU¢ (test profiles) kot kaBoplopov mapapetpwy (AVoLKTA MPpWTOKOAAQ) oUWV
pe T urtodeifelg Tou epyaotnpiou (set up).

3. Na eKTEAEL AUTOUATN TIPOETOLUAGIO TOU EVALWPNHATOG TWV EPUOPOKUTIAPWV.
4. Na ektelel Tavtoxpova autopatn AnPn Selypdatwy Kot avtidpaotnpiwy.

5. Na ekteAel autOHATA TIPOETOLHACIO APALWOEWV YL TITAOTIOINON €£PUBPOKUTTAPLKWY
OVTIOWHATWV.

6. Na StaBétel ouotnua vP ARG akpifelag pe SLadopPeTIKOUG AUTOUATOUG SELYOTOANTITES
(probes) avtidpactnpiwyv Kol SelypaTwy.

7. Na SLaBEtel autopaTto cUOTNUO MAUCLUATOC TWV SELYUATOANTITWY TO0O0 OTO ECWTEPLKO
000 KOl 0TO £EWTEPLKO TOUG yLa TNV amoduyn EMUOAUVOEWV amnod deiypa o Selypa Kal anod
avtidpaoTnpLlo o€ avidpacTthpLo.

8. Na Slabétel autopato nAektpovikd avayvwotn (bar code reader) yla tnv nAEKTPOVLIKN
avayvwplon Kot tautornoinon Selypdatwy Kol avidpaotnpiwv, cupneplapfavouévou
aplBuou naptidag kat nuepopnviag AnEewg.

9. Na dabéteL aloBntipa mavw os KABe delypatoAimen — probe pe eL8IKO TPOELSOTOLNTIKO
oMU Yo TNV avixveuon MAYHOTOC alpatog 1 WIKAG LEUBpavnc.

10. Na SwaBétel evowpatwpévo cvuotnua Reader pe €yxpwpeg CCD kapepeg uvPnAng
OVAAUONC YLO TNV AVAAUGCH ELKOVOG TWV ATIOTEAECUATWV.

11. Na &laBtel computer teAevtaiag yevedg pe Eyxpwun 08ovn adng (touch screen) kat
printer.

12. Na StaB£tel dAko software pe 0606vec BorBelag os kaBe Bripa Aettoupyiag.

13. Na éxeL ) duvatotnta epapuoyng apdidpopou mpwtokoAlou emikowvwviag (interface)
o€ ASTM n ASCII format pe to pnxovoypadiké cuotnua tou epyactnpiou (LIS).

14. Na €xetL tnv duvatotnta ocUVOEDNC PE TIC UTINPECLEG TEXVIKNG UTIOOTAPLENG TOCO TOU
KOTOOKEUQOTH] 000 KOL TOU QVTUTPOOWIIOU Yla TNV TAPoxn TEXVLKNC Bonbesiag kat
oavapaduion Tou AoyLopLKOoU.



Hu. 04-11-2022

15. Na 6€xetat Stadopetikol ¢ TUMoug cwAnvapiwyv kat StadopeTikol TUMOUC SELYUATWV
(oAk6 aipa, aipa og EDTA, og Sodium citrate, Selypata and aoko aiplatog, CUMTTUKVWHEVA
€pLBpA alpoodaipla, evalwpnua epubpwv alpoodatpiwy, opd r mMAaoua).

16. Na ektedel kaBnUePLVO TOLOTIKO €Aeyxo avtidpaotnpiwv (Quality Control).

17. Na €xeL TV kavotnta mAnpoug Slaxeiplong twv avtldpaotnpiwv SnAadr tnv cuvexn
TapakoAouOnon tou amoB£UaTog Kal TNV AUTOMATN avayvwplon TG owotng B€ong yla
KABe avtidpaotnplo.

18. Na &éxetal otatw aviidpaotnplwv moAAAMAWY BEcewv Pe SuvatotnTa avakivnong yla
TNV opoyevomoinon Twv avidpaotnpiwy, 6mou amnatteital.

19. Na embéxetal otatw SeYHATWY PE TN HeyaAutepn Sduvath xwpntikétnta (> 120
Selyparta) pe duvatdtnta cuvexoug hpopTwong .

20. Na €xelL peyaAn taxutnta emnefepyaociag dewypdtwv (tests per hour): ABO-Rh kat
avaotpodn opada, aplbuog tests >40 tests/h. EmBeBaiwon opadag A, B, D > 120 tests/h.

21. Na €xeL Soxeila amoPfAnTwv Kal UypoU TMAUGCLHATOG UEYAANG XwpeNnTKotnTag (Ue
alodntApeg otadbung uypou) mou adetalouv kat avedodialovral kata tnv Stadikacia wpig
Slakormn tng Aettoupyiac.

22. Na €xeL tnv duvatotnta apxeloBETnong Kal anoBnKeELONG AMOTEAECUATWY Kol TWV
XOPAKTNPLOTIKWY TWV avTldpaotnpilwy.

23. Na €xeL tnv duvatdtnTa AVAKTNOoNG ATOTEAECUATWY ylot AOyoUC LXVNAQOLUOTNTAC Kall
enefepyaciag OTATIOTIKWY OTOLXELWV.

24. To cvotnua va Slabetel Miotomolntikd cupuopdwong wg mpo¢ CE - Mark kot
Mwotonowntika Mowdtntag ano Siebveic Opyaviopoucg MNwotomnoinong (m.x. FDA, PEI).

25. Tampoodepopeva avildpaotrpLa va eival anoAVTwG cCUPBATA LE TO AVWTEPW cUOTNUA
Kot va anodelkvueTaL amo €yypada tng Kataokeudotplag etalpiag. Na dtabgtouv orfjpavon
CE Mark/IVD Kall TILOTOMOLNTIKA TTOLOTNTAC Ao nionuoug dtebveic opyaviopoug.(r.x FDA,
PEI).

26. Na urtdpxel SuvatoTnTa EMUTAEOV XPNOLUOTIONCNC TWV avTdpaoTtnpilwv yla Tig Opadeg
Alpatog kat Qavotunwy, EVOAAAKTLKA KoL OTO XEPL.

27. H kataokeudotpla Talpeia va ival miotomnoinuévn katd ISO.

28. O\a ta mpoodepOUeEVA TIPWTOKOANQ £pyaciag KoL TA TEXVIKA XOPAKTNELOTIKA TOU
OVOAUTA VO TILOTOTIOLOUVTAL Ao emionua £yypada TG KATAOKEVAOTPLAG ETALPELOC.

29. To amattolpevo dAacpa e€ETACEWV KOL N avIioToln TaXUTNTA TOU OVOAUTH va
Bewpouvtal anapdfatog 6pog.

30. Na koatateBouv Anpooteupéves KAwvikég peléteg (BiBAloypadia) kat MelatoAoylo
EA\Gdag katl EEwtepikou (EU, U.S.A).

31. Oa ektunBel n UMAPEN TOTIKOU QAVIUTPOCWTIOU YLAL TNV EMLOTNMOVLIKN KoL TEXVLKA
UTTOOTNPLEN TOU avaAuTr) o€ XpOVO HLKPOTEPO TOU 24-wpPou.
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OMAAA EZETAZEQN 2

EAENXOz OMAAAZ AIMATOZ TON AZOENQN ZE ANAAYTH

To oUvolo twv I{ntoupévwy efetaoewv Twv OMAAQN 2 yia aoBevei¢ oe avaAuth va
Baoiletal otnv texvoloyia tnG oTtHANG ouykKOAAnonG pe adpavh pikpoodatpidia (column
agglutination technology) o€ kao€tec.

MPOAIATPADEZ ANTIAPAZTHPION ME TH MEOOAO :THAQN AIMO2YTKOAAHZIHX ME
AAPANH MIKPOZOAIPIAIA.

1. Ot otAeg KABE ULAC KAOETOG VAL £XOUV EVOWUATWHEVOUG TOUC AVTLOPOUC YL TOV EAEYXO
TWV opadwyv alpartog, yla tnv ektéAeon ouppatotntag & yia tig dokipacieg Coombs.

2. OLavtiopol va xapaktnpilovrat amno uPnAo titho kat el8IKOTNTA.

3. To ¢piAtpo cuyKPATNONG TWV CUYKOAANUEVWY €puBpwV va amoteAsital and yuaAwa
adpavn pikpoodalpidia.

4. N TNV TEXVIKA Twv opddwv ABO, Rhesus, éupeon Coombs, cuppatotitwy K.A.. TO
Evalwpnua Twv epubpwv va mapackeudletol Ue puCLOAOYLKO 0pO.

5. H avtidépaon va napapével otabepn otn oTtiAn yla LKoo XpOoVIKO SLACTN A ETITPEMOVTAG
10 SLaBacpa ano SltadopeTkolg XPrOTEC.

6. Na Sivel kaBapég kal otabepég avtidpAoELC.
7. Na pnv 6ivel Peubeic avtidpaoslc.

8. Na é€xet unAn evawdnoia, aocpdiela, emavaAnPuotnta kat aflomiotia Twv
QTMOTEAECUATWV.

9. OL xpovoL OAOKANpwong Ttwv efetdoswv va eival ouvtopol (7 Aemta ylwo
opada/dpatvotumo kat apeon Coombs, 20 Asmtd yio €ppecn Coombs).OL 6ykol Selypdtwy
opoU Kal €puBpwv mou mpoPAémovtal anmd T TMPWTOKOAAX TwV e€eTdoswv va eival
TIPOTUTIOTOLNEVOL YLa SLEUKOAUVON Tou Xpnotn. Ta mMpwTtOKoAAQ va €lval TIAVOUOLOTUTIO
QVEEAPTNTA EAV OL KAOETEC XPNOLLOTIOLOUVTAL PE NULOUTOMOTO 1) AUTOUATO EEOTTALOUO.

10. To avtdpaoTAPLO YLa TNV AVIXVELCN OVAUEVOUEVWY AVTIOWUATWY Va anoteAeital ano
epuBpokuttapa 3 dlaidiwv Opadag O.

11. No mpoodEpel cuVOUATUO AVTLYOVWV LE TOV omoio va e€aodaliletal opoluyotnta ota
ovotnuata Rhesus, Duffy, Kidd, M, N, S, Cw, Kpa, Kpb, Lua, Lub....., £Tol woTe va uTtApPXEL N
peyaAutepn duvartn evalobnoia yla screening epUBPOKUTTAPLKWY OVTIOWHATWV.

12. To mpoiodv va gival Stabeoipo o apaiwon 3% mou unopet va xpnotponotnBet toco oe
TEXVLKN O0TAANG 000 Kal KAQOGOLKN TEXVIKA cwAnvapiou kat o apaiwon 0,8% yLa TNV TEXVLKA
oTAANG.

13. Panel epuBpwv yLa Tautomoinon epuBPOKUTIAPLKWY OVTIOWHATWV.

14. Panel epuBpwv yLa ToUTOTOINCN EPUBPOKUTTAPLKWY AVIIOWHATWY KATEPYOOUEVWY UE
Eviupol Kal pn.
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15. Anatteitat oupmAnpwpatikd panel yua aviyveuon omaviotEpwv 1 HlyHaTOC
EPUBPOKUTTAPLKWVY AVILOWHUATWY, TO OTOL0 VA TIEPLEXEL KL OTIAVLA AVTLYOVA EpUBPWV TTOU
dev nepléxovrtal oto Baociko panel tautomnoinong.

Ta panel va meptéyouv 0Aa T KALVIKWC ONUOVTIKA avTlyova Twv epudpwyv o€ dumAn ddon,
WOTE VA AIOPEVUYOVTAL TUXOV YEUSWE apVNTIKA AIMOTEAEoUATA.

16. Ta avtidpaotpla Kat Ta StaAvpata vo €Xouv SLAPKELA XPrIOEWS TOUAAXLOTOV EVOG
£€TOUC.

17. Ta epuBpokUTTapa va £XoUV SLAPKELX XPHOEWS TIEPAV TwV 30 NUEPWV.
18. Anapaitntn mpoinobeon katdBeon niotonowntikwy CE, 1SO.
TEXNIKEZ MPOAIATPADEZ AYTOMATOY ANAAYTH

1. To ovotnua va sivat walk-away e€aodaliilovtag tnv ektéAeon OAwV Twv BnUATwV
(6etypatoAnyia kat AR n avtidpaotnpiwy, enwaocn - puyokévrpnon - Stapacua, epunveia
OTOTEAECUATWY) QUTOUATA, XWPLG EVOLAUECEC MOPEUPBACELG TOU XELPLOTH).

2. H taxutnta ektédeong Twv e€eTtdccwv va gival uPnAn kat va KOAUTITEL AMOAUTWES TLG
TIEPUTTWOELG TIOU Ttapouataletal peyain Intnon. EVEEIKTIKA 0 avaAuTtrg va OAOKANPWVEL
NV e€€taon 30 Selypdatwy yla opada aipartog pe avaotpodn-patvotumno Rh/Kell-screening
3 KUTTAPWV EVTOG ULOG WPAG).

3. O avaAutn¢ va pmnopet va §€xetal Stadopetikol¢ Tumoug Setypdatwy, QuyokevTpnUEVO
OAKO aipa, JUMMUKVWHEVA gpuBpd alpoodaipla, Opd n MAdopa, Evawwpnua epubpwv
0,8% kat 3-5%.

4. Na mpoodépet tn duvatotnta SetypatoAniag amo dtadpopetikol peyéBoug cwAnvapla
kaBwg kat matdlatpika Stadopwv tunwy (16X100, 16X75,13X100,13X75,15X92,13X90mm).

5. Na dtabétel evowpatwpévo barcode avayvwotn yLa aUTOUOTN EL0AYWYH TNG TAUTOTNTOG
Tou delypartog.

6. Na eival tuxaiag mpoonélaong (random-access) ocuotnua. O XELPLOTAC va £XEL TNV
Suvatotnta va opioet yia kaBe Selypa dladopetikd panel e€etdoswv Kal AUTEC va
TPy LATOTOLOUVTAL TTOPAAANAQL.

7. 0 biokog popTwong Twv delypdtwy va eival xwpntikdtnTag TouAdyLotov 60 cwAnvapiwy
LE QTMTOCTIWHEVA OTOTW.

8. Na Sivel Tnv SuvatoTnTa TNG KOTA TTPOTEPALOTNTA SLEKTIEPALWONC EMELYOVTWV SELY LATWV
(STAT).

9. Na mapéxel emutAéov tn duvatotnta TG ouveXxoug dopTwong He véa Selypata evw
enefepyaletal Ta mMPOnNYyoUEVA.

10. Na Swbétel ovoTnUA evtomOMoU TwV BpOouPwv KoL WIKAG OTNV SLAPKELX TNG
SdeypatoAniag kat va €xeL tn SuvatdTNTA AUTOUATNG OMOKATACTAONG TOU TIPOBARUATOC.

11. Na €faodalilel To mAUOLHo TNG Tunétag SewypatoAnpiag wote va e€aleidpetal o
Kivbuvog emipoAuvong LETAED TwV SELYUATWV.
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12. Na mposetolualel autopata Ta amnapaitnta svawwpnuata (3% n kat 0,8%) os
KATAAANAOUG UTTOSOXEIG KOl LE TPOTIO WOTE VO ATIOKAELETAL N EMIUOAUVON oo Selyua oe
Selypa.

13. Na StaBEtel pnxaviopd avixveuong tng otabung Tou delypatog Kot TG oTabung Twv
UYPWV avTLOPAOTNPILWV KAl EVNUEPWON TOU XELPLOTN O MepiMTwon avemapkoug oykou. O
€AAXLOTOC OYKOG Selypatog mou PUmopel va Xelplotel o avaAutn¢ va eivat 0,5cc.

14. To ocvotnua deypatoAnyiag — mpooBnkng avildpaotnpiwv va xopaktnpiletal ano
TOAU uPnAn akpifela.

15. Na SwaBétel emapkn xwpo tomoBEtnong avidpaotnpiwv (evalwpnupata gpubpwv,
EVIOXUTIKA StoAUpata, avtiopoti). Na urtootnpilel StadopeTikd otatw avidpactnpiwv Kot
Ta omola va puropouv va S€xovtal péxpl 11 draiidia epubpwv Twv 3ml.

16. Ta avidpaotrpla va Slatnpouvtal OUoYeVoToLnpEVA EVTOG Tou avaAuth. H meploxn
dUAagnc va £xeL Oeppokpaocia 18-21 Babuoug.

17. Na StaBtel kataAAnAeg B€oelg yia dLaAidia apalwtikwy (toco yia praAidia twv 50ml
ylaL TOL EPYOLOTHPLA UE LEYAAO OYKO e€eTACEWV 000 Kat PpLaiidia twv 10 ml yia epyaotrpla
miou B€Aouv va anoduyouv Baktnplakr eMUOAUVON AOYwW MOPATETAUEVNG TTOPAUOVIE TNG
avolytng ouokevaciag emi tou avaAut). To OpALWTIKA va TomoBetolvialL Ot Hn
avadevopevn Teployn/otatw Tou avaluth yla arnoduyr dnuoupyiag puocaiidwv.

18. Na Siaxelpiletal kat va mapoakoAouBel ta amobépata (vypwv avidpaotnpiwv Kot
KOOETWV) ava TIACA OTLYLE, EVNUEPWVOVTAC TOV XPrOTN EYKALPO KOL TTPLV TNV EKTEAEDN TWV
TIPOYPOAULOTIOUEVWV EEETACEWV EAV XPELALETAL OVATIAN PWON.

19. Na dlaB£tel avayvwotn barcode yla tnv autOMATn QVIXVEUON TWV AVTISPACTNPLWY Kl
TWV KACETWV 0TO cloTNUA (avayvwplon maptidag kot npuepopnviag AnENg Toug. TUVeEXNG
kataypadr touv anoBEuartog).

20. OuL xpnowomoloUpevol avtlopol yla OAeg TIC e€etdoelg poutivag va Ppiokovral
EVOWHOTWUEVOL OTLC KOLOETEG TIOU XPNOLLOTIOLEL O AVOAUTHG.

21. Na emuTpEmneL TNV Eloaywyn avtldpaotnpiwv GAAWY KATACKELAOTWYV HE TNV dSnuloupyia
TIPWTOKOAAWV YLl CUUTIANPWUATIKEG ECETATELG

22. O avaAutig va Slabétel xwpo amobrnkeuong Kaostwv pe epamaé doptwon 240
KOOETWV. XTOV XWPOo amobnkeuong va Mmopouv va TomoBetolvial TauToxpova
Slapopetikol TUMOL Kao€tag (m.x. ywa mpoodloplopd opadag, daivotumou, screening,
apeong Coombs k.A.TL.).

23. O unXaviopog dlatpnong Tou KOAUUUOTOC TWV KAOETWY VA OIOTPENEL TN UeTadopa
QVvTLOpOU Ao TN LA KOOETA OTNV EMOPEVN Ttpog arnoduyr Peudwv AMOTEAECUATWV.

24. OL HEPLKWE XPNOLUOTIOLNUEVEG KAOETEG VAL aroBnKeUovTal o€ EL6IKO XWPO TOU AVOAUTH
yla TIEpALTEPW Xpron.

25. Na StaB<tel evowpatwpévn povada avayvwong tng avtidbpaong kot amo tig duo
TIAEUPECG NG KABe otNAnG (kaoftag), wote va divel uPnAn akpifela otnv ekTipnon tou
anoteA£opatog. Not UTIApXOUV ELOLKEG eVOELEELC TTPOC TOV XPrOTN O€ MEPIMTWON ALOAuoNC,
ULKTOU MANBuopoU, oTtNANG HE UN PUCLOAOYLKA TTOOOTNTA EPUBPWV K.A.TL..
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26. Me Baon T avtdpAacelg tn¢ KABe oTAANG VA EPUNVEVETAL TO ATTOTEAECHO TNG EEETAONG
pe dtapabuion (NEG,+/-,1+,2+,3+,4+).

27. OL KOOETEG PE Un epunvevoua ) audifora r acadn amoteAéouata va yivovrtol
TIPOOTIEAACLEG OTOV XELPLOTH yla oMtk afloAdynon tng avtidpaong Kol EpUnveiag Tou
anoteAéopatog. H 0An dtadikaoia mapéuBaong Tou Xelplotr va gival anoAuta acdalng,
€AEYXOUEVN KaL TIANPWE LYVNAATOUUEV.

28. Na SlaBEtel doxeio uypwv amoPANTwY xweNTKOTNTAG 51t pe aviyveut otabung Kot
EVNUEPWON TOU XELPLOTH OTAV YEULLEL

29. Na dlaBétel xwpo amobrikeuong otepewv amoPBANTWY (XPNOLUOTIONUEVEG KAOETEC)
0pKeTO yla walk—away Aettoupyia yia touAdylotov 150 KAOETEC KOL VO EVNUEPWVEL TOV
XELPLOTA OTaV YEUILTEL.

30. Na napéxetl tn Suvatdtnta kabnueplvol molotikou eAéyxou (QC) pe tnv xprion edikou
KIT. Me autd va pmopel va eheyxbel n mowotnTa OAWV TWV XPNOLLOTIOLOUUEVWV
avtdpaotnpiwv. To AOYlOUIKO TOU avaAut va €xel €l8IKO TPOypaAUUA yld TNV
TPOLYLLOTOTIOLN G TOKTLKOU TIOLOTIKOU €AEyXOU.

31. To olotnua vo €AEYXETAL OO UTIOAOYLOTH TEAEUTALOC YEVIAG HME MEYAANG
XwpnTkéTNTAG HvAun ( touldyxlotov 8GB RAM kat TB okAnpo &ioko)kal va cuvodeUeTal
amno gyxpwun 06ovn. To xpnotuonoloUevo software va eival oe mAatpopua windows.

32. To AOyLOUIKO TOU avaAuTtr va gival GpLALKO TTpog To Xprnotn Ue TANPELS 006veg BonBeiag
o€ KABe Bripa tng Asttoupyiag. EMTAEov TO AOYLOUIKO TOU OVOAUTA:

Na divel ava aoa otiyun mAnpodopia oe molo otadlo Bpioketal n KABe e€€taon.

Na StaBétel tn Suvatotnta avtopatou (Reflex) emaveléyyou evog delypatog, pe Baon Tig
TIAPOUETPOUG TIOU Opllel 0 XELPLOTNC, lte otnv Ola eite o SladopeTikn e€€taon xwpig
ETITAEOV TIPOYPOLUATIOUO.

Na mapéxel duvatotnta moAAamAwy reports kat avalATnong AMOTEAECUATWY aKOUA Kol
OTaV 0 AVOAUTHG TPEXEL EEETAOELC.

Na xpnolpormolel aodpaAloTikéG SKAeldeg yla va mpootatevosl ta dedopéva amo
avermBupnteg aAlayég. O kaBe xelplotng va pmopel va €xel Sltadopetika Sikalwpoto
TIPOOTIEAQONG OTO TPOYPAUHAL.

Na ekTteAEL TNV CUVTAPNON TOU UNXOVHLOTOC LE OLUTOUATOTOLNEVO TPOTIO.

Na pmopel va evnuepwvel KABe oTlyUn ylo tov aplOpd Twv e€ETACEWV TIOU E£XOUV
TipaypatonolnBel katd katnyopia Kal GUVOALKA.

Na StaBEtel SuvatoTnTa ATOUAKPUOUEVNE TTPOOBAONG YL EMIKUPWON ATTOTEAECUATWV.

Na €xet tn Suvatotnta emaAnBeuong, TeEKUNPiwong Kat LxvnAaowotntag yla Tnv
SlaoddALlon TG eyKUPOTNTAC O€ EMITTESO UEUOVWHEVOU ATIOTEAECUATOC.

To AoyLopLKO AELTOUPYLOG TOU CUCTAUATOG Vo €lval ota EAAnvVIKA.

O avaAutng va cuvdéctal apdidpopa pe to mAnpodoplakd cuotnua Tou epyaotnpiou. Ot
TIAPOYYEALEG KOl TOL ATTOTEAECOTO TWV EEETACEWY, CUUTEPIAAUBAVOUEVNG KOL TNG ELKOVOG
KABe avtidpaong, va petadépovtal autopata and/mpog tov avaAuth. MapdAAnAa va sivat
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duvatni n Asttoupyila TOU OVAAUTA LE OUTOVOUO TIPOYPOAUMOTIONO KOl €KTUTIWON TWV
QMOTEAECUATWY OTAV TO TANPOPOPLAKO CUCTNHA EVOL EKTOG ALTOUpYLOC.

Na StaBétel evowpatwpévn povada UPS yla va pmopel o avaAuTh¢ va AELTOUpPYnOoEL yla
15’ Aentd wote va ohokAnpwOel n e¢€taon peta ano Eadvikn Siakomnr tpododoaciag amo
T0 diKTUO.

Na StaBétel mAnpeg ocuOTNUA EVIOTILOMOU BAABWVY LE EVNUEPWON TOU XELPLOTH KABWG Kat
duvatotnTa  QNMOUAKPUOUEVNG TlapakoAouBnong (ue aodadn Slacuvdeon HEOW
SLaSLKTUOU) yLO TO TIPOANTITIKO EVTOTILOUO OOTOXLWY OE EMIUEPOUG TUAUATA TOU QVAAUTH
nipv e€eAxBolv og BAAPeg ou 0bnyolv og aklvnTomoinor tou.

Na eaodalilel Tn Suvatdtnta emaAnbeuong, Tekpunplwong Katl vnAAoLLOTNTAG Yo TNV
0pBn exTéAeOn KAl EYKUPOTNTA KABE LEUOVWUEVOU ATIOTEAECUATOC LE TO VO KaTaypAdel
AEMTOUEPELOKA KaL VO EAEYXEL OAEC TIC TTAPAPETPOUC TTOU KaBopilouv tn molotnta (0yKog
Selypatog kot avtidpaotnpiou, xpovol & Bepuokpaoieg emwaong, TaXUTNTEC KoL XPOvol
duyokEvtpnaong KAm).

Na untapxel epedplkd cuoTNUA TTOU va Xpnotpomolel ta idla aviidpaotrpla.

EZETAZEIZ OMAAAZ 2

1. OMAAA AIMATOX ABO RHESUS oe aoBevei¢ oe avalutr HE KOOETQ OTNAWV
QLUOCUYKOAANGNG pe adpavn Hikpoadalpidia.

1.1) OMAAA ABO EYGEIA KAl ANAXTPOOH (13.03.03.01.001)
1,2) ENIBEBAIQZH OMAAAZ AIMATOZX ABO kat D (13.03.03.90.900)
1.3) EPYOPOKYTTAPATIA ANAZTPOOH OMAAA (set 2 fl) 13.03.01.02.001 n 13.03.01.90.900

2. ®DAINOTYNOZ RHESUS og aoBeveig o€ avaAuth Pe KAOETA OTNAWV QULLLOCUYKOAANONG UE
adpavn pkpoodalpidia.

2.1) @oawotunog RHESUS G, ¢, E, e, Kell, ctl (13.03.02.90.900).

2.2) Npoobdloplopod tne acBevouc ékdppaonc tou D avtiyovou (D weak) & tng motkidiog DVI
(13.03.02.20.001).

2.3) KaBoplopog avryovou D kapteg (13.03.02.01.001).
2.4) KaBoplopog avriyovou D opot (13.03.02.01.001).

3. NAHPHZ OAINOTYNOZ EPYOPOKYTTAPQN o€ aoBeveig o€ avaAuth Le KOOETO 0TNAWY
QLHLOCUYKOAANONG He adpavr) pikpoodatpidia

3.1) KaBoplopog avriyovou Jka (13.03.05.90.004) kApTeG
3.2) KaBoplopog avriyovou Jka (13.03.05.90.004) opoti
3.3) KaBoplopog aviyovou Jkb (13.03.05.90.005) kapteg
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3.4) KaBoplopog aviyovou Jkb (13.03.05.90.005) opotl

3.5) KaBoplopog aviyovou Lewis —a (13.03.05.90.006) kapteg
3.6) KaBoplopog avriyovou Lewis —a (13.03.05.90.006) opot
3.7) KaBoplopdg avtyovou Lewis —b (13.03.05.90.007) kapteg
3.8) KaBoplopog aviyovou Lewis —b (13.03.05.90.007) opot
3.9) KaBoplopdg avtyovou P1(13.03.05.90.014) kapteg

3.10) KaBoplopdg avriydvou P1 (13.03.05.90.014) opot

3.11) KaBoplopog avtiyovou M (13.03.05.90.010) kapteg

3.12) KaBoplopodg aviiydévou M (13.03.05.90.010) opol

3.13) KaBoplopog avtiyovou N (13.03.05.90.011) kapteg

3.14) KaBoplopog avtiyovou N (13.03.05.90.011) opotl

3.15) KaBoplopdg aviyovou Fya (13.03.05.90.008) kapteg
3.16) KaBoplopog avtiyovou Fya (13.03.05.90.008) opot

3.17) KaBoplopdg aviyovou Fyb (13.03.05.90.009)kapteg
3.18) KaBoplopdg aviyovou Fyb (13.03.05.90.009) -opot

3.19) KaBoplopog avtiyovou S (neyaAo)(13.03.05.90.012)kapTeg
3.20) KaBoplopdg aviiyévou S (neydro)(13.03.05.90.012 )opoi
3.21) KaBoplopog avtiyovou s (pikpo) (13.03.05.90.013)kapteg
3.22) KaBoplopog avtiyovou s (uikpo ) (13.03.05.90.013) opot
3.23) Apeon Coombs (13.03.04.20.001)
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3.24) Apeon Coombs pe povoduvapoucg avtiopoulg (1gG,C3 k.A.it.) (13.03.04.22.001)

4. EMMEZH COOMBS —PANEL ZE AZOENEIZ ZE ANAAYTH

Ot INTOUPEVEC EEETAOELC VAL EKTEAOUVTAL E TNV TEXVLKN TWV OTNAWV QLLOCUYKOAANONG UE

adpavn pikpoodpapidia
Mpodlaypadeg Avtidpaotnpiwv yia Eppeon coombs- panel:

‘Eupeon Coombs:

To avtidpaotrplo yla TNV aVIXVEUON OVOUEVOUEVWV OVTIOWHUATWY VO OMOTEAEITOL Ao

gepuBpokuttapa 3 praitdiwv Opadag O.

Na npoodépel cuvduaopo avilyovwy He Tov omoio va eéaodaliletal opoluyotnta ota
ocvotnuata Rhesus, Duffy, Kidd, M, N, S étoL wote va umdpxeL n peyaAltepn duvath

evaloOnola yla screening epuBPOKUTTAPLKWY AVTIOWHUATWV.
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To mpoiodv va sival Slabéoipuo os apaiwon 3% mou pmopel va xpnotpomnolnOel toco oe
TEXVIK OTAANG 000 KOl KAQOOLKA TEXVLKN OwAnvapiou kalt o€ apaiwon 0,8% mou
XPNOLLOTIOLELTAL LOVO OE TEXVIKN OTHANG.

Panel ywo tnv Tautonolnon ovilowUATwV:

MeA€éteg Tithomoinong pe Stadoxikég apalwoelg (13.03.04.25.).
Panel epuBpwv xwpic emefepyacia ylo TauTonoinon epuOPOKUTTAPIKWY OVTIOWUATWV.

Panel epuBpwv yla tautomoinon €pubpOKUTTAPLKWY OVIIOWHATWY KOTEPYAOUEVWV HE
€viupa Kol pn.

JUMMANPWUOTIKO panel yla avixveuon onmaviotepwv 1 HUIYMOTOG €PUBPOKUTTAPLKWV
QVTLOWMATWY, TO OTIOLO VAl TIEPLEXEL KOLL OTIAVLAL AVTLYOVA EpUBPWV TTou Sev MEPLEXOVTAL OTO
Baowkd panel tautomoinong. Avixveuon avILEPUOPOKUTTAPIKWY QAVIIOWUATWY (ERUEDN
coombs) pe touldywotov 3 kUTtopa Un emnefepyacuéva pe €VIUMO OE KAPTEG ME
noAuduvapo avtiodalpviko opo (13.03.04.02.001)

° Avixveuon avtlepuBpoKUTTAPLKWY AVTIIOWUATWY (€UUETn coombs) Le TOUAGYXLOTOV
3 kUttapa emnefepyacpéva  pe EVIUMO O€ KOAOETEG WE OUBETEPO UTOOTPWUA
(13.03.04.03.001)

° Avixveuon Hn QVOUEVOUEVWVY QVILEPUOPOKUTTAPIKWY OVTIOWHUATWY OE KOOETEC
pikpoodpatpldiwv pe ocuvduaopd TOAUSUVOUOU avTlopalpVIKOU OpoU Kol oudETEpPOU
UTMooTPWHATOC Yo €viupo (13.03.04.90.900)

° Tautonoinon KN AVOUEVOUEVWY AVILEPUOPOKUTTAPLKWY AVIIOWUATWY UE pubpd
un enefepyacpéva pe viupo (13.03.04.03.002)
° Tautomoinon pUn QVAUEVOUEVWY AVTLEPUOPOKUTTOPLIKWY OVTICWHATWY HE Epubpd

enefepyaocpéva pe €viupo (13.03.04.03.003)
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OMAAA EZETAZEQN 3

MNPOAIATPADEZ ANTIAPAZTHPIQN & HMIAYTOMATOY EZOMNAIZMOY
ANOZOAIMATOAOTIKOY EAEFXOY AZOENQN ME TEXNIKH FEAHZ

EZETAZEIZ ANOZOAIMATOAOTIKOY EAETXOY AZOENQN ME TEXNIKH MEAHZ:

'OAeg oL INTOUPEVEG EEETACELG VO TIPAYLOTOTIOLOUVTAL UE TNV TEXVIKA HKPOUEBOSOU YEANG
— GEL TEST.

1. Apeon Coombs (13.03.04.20.001)

2. YnokAaoelg IGG apeong Coombs (13.03.04.21.001)

3. Apeon Coombs pe povoduvapoug avtiopoug (IgG,IgM,IgA,C3 kAr)(13.03.04.22.001)
4. TitAdomoinon apeong Coombs (13.03.04.23.001)

5. 'EAeyxog YuxpoouykoAAnTvwy (13.03.04.24.001)

6. Tithomoinon YuxpoouykoAAntivwy (13.03.04.26.001)

7. AvTi-A kot Avti-B tithomoinon (13.03.04.27.001)

8.’EKAouGN avTLEPUBPOKUTTAPIKWY avTlowpdTtwy (13.03.04.31.001)

9. KaBoplopog opdadwv aipatog ABO/D pe aupeon Coombs, umoouddwv, avaotpodng
opadag, emuPePfaiwon ABD opadag ABO, mAnpoug patvotumou Rhesus (D) pe Kell kat Cw.

10. KaBoplopog opadwv aipatog ABO yla veoyévvnta pe apeon Coombs.
11. KaBoplopog Rh(D) aoBevoug Rh (weak) kat Rh(D) mowkiAtwv.

12. KaBoplopog HEPOVWHEVWY Kol TIOANAMAWY €puBPOKUTTAPIKWVY avtlyovwy Cw, k, Kpa,
Kpb, Jka, Jkb, Lea, Leb, P1, Lua,Lub, M, N o otiAec YEANG UE EVOWUOTWHEVO QVTLOPO.

13. KaBoplopog HEPOVWHEVWV Kol TIOAAXTTIAWY €pUBPOKUTTAPIKWY avTlyovwy Fya, Fyb, M,
N, S, s o oTtNAeg YEANG HE TPOCORKN avIioTolXou avilopoU TnG iblag etatpeiag.

14. Apeon dokipacia Coombs kattaglvopunon povoduvapuwy avtlowpuatwy Ue 1gG, IgA, IgM,
C3c, C3d.

15. Mpoobloplopd vmokAdoswv 1gG1/1gG3.

16. TitAomoinon I1gG avilowudaTwy.

17. KaBoplopog moAAamlwy avtyovwy P, Lewis, Lutheran (13.03.05.90.001)

18. KaBoplopog moAamAwv avilyovwy k, kp, Kidd(13.03.05.90.001)

19. KaBoplopdg moAamAwyv avtiyovwy M, N, S, s, Fya, Fyb kapteg kat opoi(13.03.05.90.001)
20. Mpoaodloplopog DWEAK (13.03.02.20.001)

21. Npoodloplopodg DVARIANT (13.03.02.21.001)

22. Avixveuon avtlepuBpOoKUTTOPLIKWY QVTIOWHATWY (€upecn coombs) pe touAdylotov 3
KUTTOpa Xwpls emetepyacia kal emeEepyacpéva e Eviuo
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23. Panel epuBpwv yla Tautonoinon epuBPOKUTTAPLKWY AVIICWHATWY KOTEPYAOUEVWV UE
Eviupa Kal pn.

MPOAIATPADEZ ANTIAPAXTHPIQN ANOZOAIMATOAOTIKOY EAEMXOY AZOENQN ME
TEXNIKH FEAHZ:

1. H uébodog va pnv amnattel mMAUGOLUO TWV EPUBPOKUTTAPWY OE ONEC TIG EEETAOELG.

2. OL avTtlbpAOELS TWV OIMOTEAECUATWY VO TIOPOUEVOUV OTABEPEG KOL val UMOPoUV va
gepunvevovtal pe oadnvela yla pEpeg. Na uTtapyetl SuvatotnTa GWTOTUTNONG TWV KOPTWV.

3. Ta avtdpaotrplo adol anooppayloTouV va TAPaEVOUV oTABEpA €W TNV NUEPOUNVia
Aiéng toug.

4. Na €xet uvynAn evawBnoia, aocpddela, emavaAnPuétnta kot aflomotia Twv
QTOTEAECUATWV.

5. Na Sivel kaBapécg kal otabepEg avtidpAaoeLC.

6. Na unv Sivel Peudeic avidpaoelg.

7. OLavtlopol va lval EVOWUOTWUEVOL OE UTIOCTPW LA YEANG.

8. Na S1a0€tel moloTiko éAeyxo tn¢ neBodou Kal tou e€omALoUOoU.

9. Ta epuBpokuTTapa va €xouv SLAPKELA XPOEWS TEPAV TWV 35 NUEPWV.
10. Na SatiBetal meAatoAoylo kal BiBAtoypadia.

11. OAa ta avidpaotrpla va pEpouv onuavon CE kat miotomnowntika CE, 1SO.

TEXNIKEZ TMPOAIATPADEX HMIAYTOMATOY ANOZOAIMATOAOrIIKOY E=ZONAIZMOY
MIKPOMEGOAOY MEAHZ - GEL TEST:

To cloTNUa TPETEL va amoTeAE(TaL oo T KATwOL:
1. Quyodkevtpo kaptwv yeAng (Centrifuge) (2 tepdayla).

2. Na Swobétel kepadn Ppuyokévipou TtouAdxilotov 24 umodoxwv yla Kapteg. Na eivat
aB606puBn kat va eAéyxetal nAekTpovika. O XpOvog Kal n TaxUTNTA Va EIVaL EK TWV TIPOTEPWVY
puBulopeva pe akpifeta (905/910 rpm/10’) kot va gpdavidovral ontikd oe 006vn. Na
UTTAPXEL OKOUOTLKN €L80moinon oto TéEAog tng hpuyokEVTpnonc.

3. Enwaotipa kaptwv yéANG (Incubator) (2 tepdyia)

4. Na dLaB€tel TouldyLotov 24 BE0ELC EMWOAONG VLo KAPTEC KAl cwAnvapLa os Beppokpacio
37° C, n omoila va eival eheyxouevn nAektpovika. O xpovog kot n Bepuokpacio va
eudavilovtal onTikd o 00ovn.

5. AUo Sooopetpntec (2) (Dispensors). Ot AOCOUETPNTEG va eival emavoAopBovopevng
Slavoung otaBepou oykou 0.5 ml kat 1.0 ml ywa ta StaAvpata, kot va S€xovtot GpLaiidia
twv 100ml, 500ml.

12



Hu. 04-11-2022

6. Mia Autopoatn Mutétta (Pipettor). H mutétta va €ival autopotn Kol vo SltaB€tel
Aewtoupyla emavoAapBavopeVOU TUMETTAPIOUATOC Kal puBuwon yia 10-12,5ul, 25ul, 50ul.
Na elval pkpoU BApoug, WOTE va YIVETAL 0 EMAVAAABAVOUEVOC XELPLOMOG UE EUKOALA. Na
SLaBETEL aUTOUATN AMOPPLPN PUYXWV LLAG XPOEWC.

7. O avwtépw efomAlopdg va Slabétel miotomolnTikd cuppdpdwong we mpo¢ to CE
obudwva pe tnv mept In Vitro Atayvwotikwv odnyia 98/79/EC Kal n KOTOOKEUAOTPLA
eTalpeia va eival katoyxog niotomnolntikou ISO.
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OMAAA EZETAZEQN 4

ANOZOAIMATOAOIKOZ EAENXO2 MONAAQN AIMATOZ KAI AZOENON ME MEOOAO
FEAHZ 2E AYTOMATO ANOZOAIMATOAOIKO ANAAYTH

TEXNIKEZ TMPOAIATPA®EZ MAHPQ> AYTOMATOIMOIHMENOY ANOzOAIMATOAOTIIKOY
ANAAYTH FEAHZ.

O avaAutig va TAnpol TIC TaPAKATW TEXVIKEG TpodlaypadEG OV TEKUNPLWVOVTAL UE
TIPWTOTUTIA EVTUTIA (prospectus) Tou KOTaokeuaoth i GAAa enionua €yypada:

1. Na eival olyxpovng texvoloylag, €UEALKTOG KOl TPOCAPUOTETAL OTIS CUVONKEG TOU
epyaotnpiou. Eivat uPnAng mapaywylkotntag, xpnolomnolel tn pebodo UikpoowAnvapiwy
VEANG, XL LoTomoinon katad ISO, dpépel tn onpavon CE kat Aettoupyei pe 220V/50HZ.

2. No Slevepyel OAEC TIC AVOOO-LUATOAOYLKEG EEETACELG OMWG: TPOOSLOPLOUO OpAdwY
atpatog, mpoodloplopd mapayovta Rh, cupBatotnteg, emiPeBaiwon opddwv aipotog,
mAnpn ¢awotuno Rh (D-E-e-C-e-K), ektetapévo ¢aivotumo, UTIOOMASEG, £AEyXO Kol
TOUTOTIONON KN OVOUEVOUEVWVY QVTIOWUATWY, apeon Coombs K.A.TT..

3. Na eival mMARpw¢ auTOMATONMOLNUEVOG AVOAUTAG 0 OAa Ta otddla tng Stadikaciog
(mpoetowaoia, TmuMETApLIOMA,  PUYOKEVIPNON, aAVAYVWON KAl  €pUNVEID  Twv
QMOTEAECUATWY).

4. Na €xel HeyOAn XWPNTIKOTNTA SELYUATWV TIOU VA UIMOPEL av XPELAOTEL va EemMepAoEL Ta
70.

5. Na €xeL duvatotnta ocuvexol¢ doptwong, eAeVUBepnG Kal Tuxaiag MPoomEAaonG Kal
EMAOYNG EEETACEWVY QO TOV XPHOTN.

6. Na SLaBétel touhdylotov 46 B€oelg uypwv avtdpaotnpiwyv (epuBpwv, avilopwv K.A.TL).

7. Na StaB<tel touAayilotov SUo ave€ApTnTo CUPTAPLA YLOL TNV TOMOBETNON TWV KAPTWY,
U0 avefaptnta cuptapla yla TNV TomobEtnon Twv avidpaotnpiwv kat Suo avefaptnta
oUPTAPLA YLOL TNV TOTOBETNON TWV SEYUATWY ETOL WOTE VO UTIAPXEL ATIPOCKOTITN CUVEXNG
dopTwOoN.

8. Na 6waBétel touhdylotov 3 ave€dptntoug otabuoulg enwaong Kol 2 avefaptnteg
duyokévTpoug wote va umopel va Slevepyel tautoxpova moAAd SladopeTIKA TTPWTOKOAAL
ME HeyoAUTeEpn TOoxUTNTO Kol outovopia (akoun kot oe mepimtwon PAAPNG &vog
EMWAOTLKOU N} duyokEVTpoU Ta umodouta e€akoAouBouv va Aettoupyouv).

9. Na StaBEtel Eexwplotoug xwpou GuAalng kaptwv Kal va d€xetal touAayxlotov 200
KAPTEC £TOL WOTE 0 OVAAUTAG VA AELTOUPYEL AUTOVOUA YLOL TOUAQXLOTOV 2 WPEC. EMumAgov
va elvat duvatn n tpododoaoia Twv Kaptwv Xwplc dtakormr) tng Asttoupyiag tou AvoAuTH.

10. Na €xel peyaAn toaxutnta enefepyaoiag Selypdtwy (eVOELKTIKA va ekTteAel avd wpa
Touldylotov: 35 oupadeg (eubBela + avaotpodn), 50 dawodtunoug Rh+Kell, 50
S100TAUPWOELG).

11. Na ekteAel auTOMATA TNV TTPOETOLUACIA EVOLWPHLATOC.
12. Na aviyveUEL TNV Tapouaoia MAYUOTOC N WVIKAC.
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13. Na SlaB€tel aUTOMATO NAEKTPOVIKO avayvwotn Ypopuitkol kwdika. Na €xel tn
duvatotnta apxeloBETNONG, amoBrKeuonG KoL AvVAKTNoNG amoteAeopatwy Stachaiilovrag
NV YvNAaoLoTNTa Kal Suvatotnta enefepyaoiag OTATIOTIKWY OTOLXELWV.

14. Na 6€xetat Stadopetikol ¢ TUToUG cwAnvapiwy kat StadopeTikol TUTIOUC SELYUATWV
o) ZupMUKVWHEVA epuBpokuTTapa 1] oAlko aipa, B) Opd n mAdoua.

15. Na &éxetat 0po kal epuBpa o U0 cwANVApPLA LE TOV (610 YPAUUIKO KwSLKA.
16. Na ekteAel KABNUEPIVO ECWTEPLKO TIOLOTIKO EAEYXO.

17. Na Silevepyel autopatn avayvwplon tng owotng Béong kabe avtibpaotnpiou Katl
TapakoAouBnon tng SLaBEoLUnG TOoOTNTOG TWV AVTLIOPACTNPLWYV KAL TWV KAPTWV.

18. H mpooBaon oToug anobnKeUTIKOUG XWPOUG TWV KAPTWY, TWV avildpaotnplwv Kal Twv
SElyHATWY Elval CUVEXNG KaL ATPOCKOTITN, O AVAAUTAG Elval cuvexoug ¢popTwaon .

19. Ta avtidpaotipla Kat ot SLAAUTEG TTOU XPNOLUOTIOLOUVTAL OTOV AVAAUTH) Vo UTTopouV va
XpNoLomnolnBouv eVOAANAKTIKA Kal 0TNV nuautopatn péEBodo pe tnv xprion ¢puyokEVTPoU
KOlL EMWOOTLIKOU.

20. Na Slatpumd autopoTa Kal ava HikpoowAnvaplo (B€on avtidpacng) to KAAUPU
aAoupwviou Twv Kaptwv avaloya Ue tnv efétaon mou ektelel. Edpdoov mapapévouv
axpnolgomnointa pkpoowAnvapla (B€celg avtidpaong) otnv KAPTA, va UTIAPXEL N
duvatotnta autopatng GuAA&ng TG oTo KNXAVNUA Kol SUVOTOTNTA EMAVOYXPNOLULOTOINoNG
NG Ao AUTO.

21. Na 6€xetat katemeiyovta delypata Kal EMUTAEOV va £XEL TN SuVATOTNTA VA EEETACEL Eval
noén elonypévo Selypa Katd mpotepaLoTnTA.

22. No mopEXOVTaL O€ TIPAYUATIKO XPOVO oL TANPOodOPLEC YL TV AUTOVOULA TOU aVaAUTH
KOlL TOU EVOTTOUELVOVTA XPOVOU £WG TO TTEPAG TWV EEETACEWV.

23. Na Ol0B€tel QUTOMATOMOLNHUEVO TIPWTOKOAAO yla TPOCSLOPLOPO TiTAOU N
OVOUEVOUEVWV AVTLOWUATWV.

24. Na Asttoupyet og meptBariov Windows kal va avayvwpilel avtidpaotipla Kal Ssiypota
puéow BAR CODE.

25. Na pnv amatteitol kabnuepvi ocuvtrpnon.
26. Na cuvobeuetal amod UPS.

27. H mpooBacn otov avaAuth va Yivetal Pe xpnon KwSIKWV Kol va UTopel va elvat
SwoBabuiopévn avaloya pe tnv emBupio Tou epyactnpiou.

28. Na umapyel Suvatotnta amouakpUoUEVNG pocBaong (remote control) yla TEXVIKO
€\eyxo kal emiluon mpoBAnUATWVY.

29. Na nmpoodEpovTal EMIoNG OL AMAPAITNTEG CUOKEVEC (eEmwaothnpag, GUYOKEVTPOC K.A.TT.)
YLl XELPOKIVNTN XPHON TWV KAPTWV OE MEPUMTWON OV £lval EMBUUNTO yLa OTOLOVSNTIOTE
A\oyo.

30. Na ouvééetal apdidpopa pe to LIS.

31. Na 8taB6étel AoyLopIKO oTa EAANVIKA.
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MPOAIATPADEX ANTIAPAZTHPIQN MNAHPQZ AYTOMATONOIHMENOY
ANOZOAIMATOAOTIIKOY ANAAYTH TEAHZ.

1. Ta avtdpactipla yLo Tov mpoodloplopd opadag va eival avBpwelag fj LOVOKAWVLKNAG
TIPOEAEUONG KOLL OL KAPTEG VOl TIEPLEXOUV KOVTIPOA.

2. Ta avtidpaotripla yla tov mpoodloplopd Tou D avilydvou kat tou ¢patvotumou Rhesus va
elval avBpwnelag npoéAeuonc. OL MPoodPePOUEVES KAPTEG va. SLOBETOUV KOVTPOA.

3. Na é€xouv uvPnAn evatobnoia, va punv divouv Peudeilc avtidpAOELS Kal Vo TTAPEXOUV
aglomiota anoteAéopata.

4. ONa ta mpoodepdueva avtdpaotipla (KApteg, aviopol, SaAUTeEG K.A.T.) va
TIPOEpXOVTaL amo TNV dLa etatpeia yia va dtaodaliletal n andédoon tng uebodou.

5. Na umtapyel moAvetng anodedelypévn eunelpia otnv EAANGSa Kol va amodelkvUETAL e
ETILOUVATITOEVO TIEAATOAOYLO.

6. Na katateBei S1eBvig BLBAloypadia.

7. Ta epuBpokUTTAPA OVIXVELONG KAl TOUTOTOINONG N OVAUEVOUEVWY AVIIOWHUATWY VOl
€xouv dlapkela {wng 40 nUeEPWV Kot va glval cupBatd pe Tov mpoodePOUEVO AVAAUTH Lo
TNV TITAOTIOLNGN YN QVOUEVOUEVWY OVTLOWHATWV.

8. Na katateBoUv ta pUANA 08NYLWV TWV MPOCPEPOUEVWV aVTLEpacTNPiwV.

ZHTOYMENEZ EZETAZEIZ

1 | Apeon Sokwaoia Coombs povoSivapa kKAdouato

EpuBpd 11 KuTTApwWV yLa TAUTOTOLNGN AVIIOCWHATWY o€ coombs kal Yuxpo meptBaAlov

2 , ,
(panel) og 12 pnviaieg cuokevaoieg

3 EpuBpd 11 kuttdpwv nanalvicpéva yia Tautonoinon avilowpdtwy ot éviupo (panel) oe
12 punviaiec cuokevaoieg

EpuBpa 4 KuTTapwy yLo avVixveuon avIlowHATwyY oe coombs kat Puxpo neptBaiiov
(screening test) (og 12 pnviaieg CUCKEVAOIEC)

EpuBpa 4 KuTTapwy yLo avixveuon ovTLIoWHATWY og VUL (screening test) oe 12 pnvialeg
OUOKEUOOLEG

ABD Confirmation pe kovtpoA A-B-D (VI+)

ABO/D A-B-AB-D(VI+)-D(VI-)-ctl kot avaotpodn A1-B

6

7

8 | EpuBpd avdotpodnc Al/B

9 | ABO/RH D(VI+) D(VI-) yta veoyévvnta Human pe Gueon coombs

10 | ANTI- D HUMAN CARDS

11 | Anti-Cw op0¢ yLa KAPTEG YEANG

12 | Anti-Fya op6g yla KApTEG YEANG

13 | Anti-Fyb opd¢ yia kApTeg YEANG

14 | Anti-Jka poVOKAWVLKOG avTLOPOC YL KAPTEG VEANG

15 | Anti-Jkb povokAwvikd¢ avtlopog yla KAPTEG YEANG

16 | Anti-k (cellano-KEL 2) avtiopdg yia Kapteg yEANG

17 | Anti-Kell (KELL 1) avtiopdg yia KApTeg YEANG
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18

Anti-kpa avtiopog yla Kapteg yEANG

19

Anti-kpb avtiopdg yla kApTeS YEANG

20

Anti-Lea LOVOKAWVLKOC OVTLOPOC YLa KAPTES YEANG

21

Anti-Leb povoKAWVIKOG avTLOPOG yLa KAPTES YEANG

22

Anti-Lua Human avtiopog yLo Kapteg yéEANg

23

Anti-Lub avtiopdg yLa kApteg yEANG

24

Anti-M LOVOKAWVLKOG aVTLOPOC YLa KAPTECG YEANG

25

Anti-N LOVOKAWVIKOG aVTLOPOG YLoL KAPTEG YEANG

26

Anti-P1 avtlopog yLo KAPTEG YEANG

27

Anti-s 0pO¢ avTLOPOC YL KAPTES YEANG

28

Anti-S 0pOG avVTLOPOG yLo KAPTEG YEANG

29 | Coombs Anti-IgG

30 | Coombs+Enzyme test combined

31 | Liss/Coombs AHG tests/Card

32 | Nacl/Enzyme/Cold agglutinins

33 | Rh subgr.+Cw+K C-Cw-c-E-e-K Human pe KovtpoA
34 | Anti H Aektivn yio xprion og K&pteg yéANG

35

Anti Al Aektivn yLo xprion os KAPTECG YEANG

36

AwdAupa Bpopehivng (Bromelin)

37

AtdAvpa evalwpnudtwy LISS

OMAAA EZETAZEQN 5
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ANTIAPAZTHPIA KAI ANTIOPOI A EKTEAEZH MANUAL TON ESETAZEQN:

OMAAAZ AIMATOX ABO RHESUS, OQAINOTYNOZX RHESUS, NAHPHX @AINOTYNOZ
EPYOPOKYTTAPQN, AMEZH COOMBS & EMNEZEPTAZIA THZ KAI AIAZTAYPQ3H AIMATOZ

MPOAIATPAOEZ ANTIAPAZTHPIQN & ANTIOPQN
To avtidpacthpLla Kol oL avILopoL:

1. Na elvat apLotng moLloTnTag, KATL IOV VA TILOTOTIOLETaL adeVOGS amo TNV uPnAr cuyyEvela
Kall EL6LKOTNTA TOUG, adETEPOU ATO TOV TITAO TOUG.

2. H KOTOOKEUAOTPpLA ETALPElO VA TIOPEXEL TULOTOMOLNTIKA TIOU va amodelkvuouv Ta
TIAPOTIAVW CUUTIEPIAAUBAVOVTAC TNV EVTAON TWV AVILOPACEWV E ETUAEYUEVA KUTTOPA OF
vPnAn apaiwon Tou avtlopoU UE TEXVIKN owAnvapiou yia kabe maptida avidpaotnpiou.

3. Na €xouv unAn evaloBnoia wWoTte va avixvelovtal OUASEG XAUNANC AVILYOVIKOTNTOG.

4. Na eival amoAlaypéva and pn €8IKA avIlOWHATA woTte va amodevyovtal Peudwg
BeTIka anoteAéopata.

5. H mpokaAoUpevn avtidpaon va ivat kaBapr kal epdavrng wote va anodelyovtal Addn
avayvwpLlong.

6. Ta aviidpaotipla xwpis apaiwon va divouv cadry cuykoAnon 3-4 oTaUpPwWV ME
gvaLwpnua epubpwv.

7. 0 avtlopog anti-D va sivat piypa IgG kat IlgM wote va aviyvelovtal KAAUTEPA UTTOOUASEG
D.

8. H etaupeia va dtabétel Eexwploto avtiopo I1gM anti-D o omoiog dev Ba aviyvevel o DVI,
o€ nepintwon mov anatteital dtepevvnon apdiBoAwv anoteAecpudatwy otov €Asyxo Rhesus
acBevwv.

9. O 0poO¢ anti-Human va €xeL eupewg daocpatog dpdon Kot n mMPoOoBNKN Tou va un
dnuoupyel apodAuon r cuykOAAnon un evatcOntonolnpévwy epuBpwv atpoodatpiwy.

10. Na umdpyet MARPNG YKAUO avTldpaoTnpiwyv Kot OAOKANPWHEVA TIOKETA EEETACEWV.
EWdika n umoopada A mou adopd tnv OMAAA AIMATOI ABO RHESUS, GAINOTYNOZ
RHESUS, Ba npémnel va mpoodepBel aav 0AoKANPWHEVO TTAKETO Yot AOyouC a.opAAELAC TNG
LETAYYLONC.

11. O xpovog Lwng Toug va elvat KAt EAAXLOTOV €Vl £TOC.
12. MNa tnv Sokaoia TNG CUPBATOTATAG VA NV YiveEToL TAUGLLO EpUBpWV.
13. OL avtlopot va xapaktnpilovtat and vPnAo titho kat eldikotTnTa.

14. OL xpovol oAoKANPWONG TwV eEETACEWYV va glval ouvtopol. Ot oykol SElypUATwyY opoU
Kol €puBpwv Tou TpPoPAEMovTal amd TA TPWTOKOAAQ Twv e€etdoswv va elval
TipoTUTIOTOLNEVOL yLla SLleukOAuvVon Tou XpNoTn.
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15. Mpokewévou va SleukoAuvOel n Aettoupyia tou epyaoctnpiov Ba mpotunOel eviaia
npoodopd yla ta {NToueva avtdpactipla yia kaboplopd opddwv aipartog (anti-A, anti-
B, anti-AB, anti-D)kat patvotumou Rhesus (anti-C, anti-c, anti-E, anti-e) kat anti-Kell.

ZHTOYMENEZ EZETAZEIZ
1. OMAAA AIMATO2 ABO RHESUS, ®AINOTYMNOZ RHESUS

1.1) ANTI-A MONOKAQNIKO (13.03.01.01.001)

1.2) ANTI-B MONOKAQNIKO (13.03.01.01.001)

1.3) ANTI-AB MONOKAQNIKO (13.03.01.01.001)

1.4) ANTI-A1(LECTIN) (13.03.01.20.001)

1.5) ANTI-H (A2) LECTIN (13.03.01.21.001)

1.6) ANTI-D (MONOKAQNIKO) (13.03.02.01.001)

1.7) RHESUS CONTROL (13.03.02.90.900)

1.8) ANTI-C(MEFAAO)MONOKAQNIKO (13.03.02.22.001)
1.9) ANTI-c (MIKPO)MONOKAQNIKO (13.03.02.23.001)
1.10) ANTI-E (MEFAAO)MONOKAQNIKO (13.03.02.24.001)
1.11) ANTI-e (MIKPO)MONOKAQNIKO (13.03.02.25.001)
1.12) TITAOMNOIHZH AIMOZYTKOAAHTINQN ANTI-A KAl ANTI-B (13.03.04.27.001)

2. NAHPH> QAINOTYMO2X EPYOPOKYTTAPQON

2.1) Anti-K (kell)MONOKAQNIKO slide test (13.03.05.90.002)
2.2) ANTI-CELLANO MONOKAQNIKO(13.03.05.90.003)
2.3) ANTI-Cw MONOKAQNIKO (13.03.02.90.900)

2.4) ANTI-Lea ANTIOPOS (13.03.05.90.006)

2.5) ANTI-Leb ANTIOPOX (13.03.05.90.007)

2.6) ANTI-P1 ANTIOPOS (13.03.05.90.014)

2.7) ANTI-Lua ANTIOPOS (13.03.05.90.015)

2.8) ANTI-Lub ANTIOPOS (.03.05.90.016)

2.9) ANTI-Jka ANTIOPOS (13.03.05.90.004)

2.10) ANTI-Jkb ANTIOPOS (13.03.05.90.005)

2.11) ANTI-Fya ANTIOPOZ (13.03.05.90.008)

2.12) ANTI-Fyb ANTIOPOS (13.03.05.90.009)

2.13) ANTI-M ANTIOPOZ (13.03.05.90.010)
19



2.14) ANTI-N ANTIOPOS (13.03.05.90.011)

2.15) ANTI-S peydho ANTIOPOZ(13.03.05.90.012)

2.16) ANTI-s pkpd ANTIOPOZ( 13.03.05.90.013)

2.17) ANTI-Kpa ANTIOPOS (13.03.05.90.900)

2.18) ANTI-Kpb ANTIOPOS (13.03.05.90.900)

3. AMESH COOMBS KAI ENESEPFASIA THE (13.03.04.20.001)

3.1) MONOAYNAMOZ ANTI-IgM OPOZ (13.03.04.20.001)

3.2) MONOAYNAMOZ ANTI-C3 COMPLEMENT (13.03.04.20.001)
3.3) MONOAYNAMO?Z ANTI-C3c COMPLEMENT (13.03.04.20.001)
3.4) MONOAYNAMOZ ANTI-C3d COMPLEMENT (13.03.04.20.001)
3.5) ANTI-C4 (13.03.04.20.001)

3.6) MONOAYNAMOZ ANTI-IgG OPOZ (13.03.04.20.001)

3.7) MONOAYNAMOZ ANTI-IgA OPOZ (13.03.04.20.001)

4. AIASTAYPQJIH aipatog (13.03.04.30.001)

4.1) NOAYAYNAMOZ ANTIZDAIPINIKOZ OPOX HUMAN (13.03.04.30.001)
4.2) AABOYMINH BOVINE 22% (13.03.04.30.001)

OMAAA EZETAZEQN 6
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AOKIMAZIA APENANQ2ZH2

Aokipaocio Spemavwonc (13.01.02.90.011)

1. MAAPEG KLT yla TNV avixveuon tng Alnoodatpivng S (Hbs) an’ euBeiag oe delypata oAlkou
aiparoc.

2. Na SiatiBetal o ouokevaoia péxptl 50teot.
3. Na eival amAo otn xprion Kat va 8ideL amoTéAeopa VoG 5 AemTwy.

4. H aviyveuon va mpayLatomnoLleital HEoW aPATHPNOoNG TNG avantuéng BoAepotntog Sia
yupvou odpBaApou.

OMAAA EZETAZEQN 7
21




Hu. 04-11-2022

EIAIKEZ EZETAZEIZ A ANOZOAIMATOAOTIKO EAEMXO AZOENON MANUAL

1. Kit ywa taxeia ékhouvon aviiowpatwv (oe 0fwvo meplBailov) amd abwkta epubpa
alpoodaipla. To mpoidv €kAouaonc, lval ETOLUO yLO TIEPALTEPW QAVIXVEUGN 1 TUTOMOLNON
TWV TEPLEXOUEVWY avTlowpatwy (13.03.04.31.001). Na e€ival TLOTOMOLNMEVO yLa
SdltayvwoTtikn xprion (CE-IVD).

2. KIT yla TepaLTépw TUTIOTOLNON AVILYOVWY o€ puBpad atpoodaipla pe Betikn avtidpaon
aueong Coombs, pe diaotacn tng avoooodalpivng I1gG, and ta epubpd xwpic aAloiwaon
TWV avtlyovikwv urtodoxéwv emipaveiag. (13.03.04.34.001). Na eival MLOTOMOLNUEVO yLa
StayvwoTtkn xprion (CE-IVD).

3. El8kO HECO yla TNV QIMOMAKPUVON TWV OUTOOVTIOWUATWY Bepunig-aviidpaong, Twv
epuBpwv atpoodatpiwv (13.03.04.90.900). Na elval TLOTOTIOLNLEVO YL SLOYVWOTIKN Xprion
(CE-IVD).

4. EWBlka €epuBpokUTTOPO KOUVEAIOU yla TNV TPoopodnon Twv avembuuntwy
ouykoAAnTwwv YPuxpng-avtidpaong anti-1, anti-H f anti-IH, €10l wote KAWLKAG onuoaoiag
QVTLOWMOTA va. UropoUlV gUKoOAa va aviyveuBouv kal va tautomolnBolv. Na eival
TLoTomoLnNévn yla dtayvwotikn xpnon (CE-1VD).

5. Alpwodopik) YAwpokivn yla amopdkpuvon Twv avoooodalplvwv amnd epubpa
awpoodaipla pe Betikn apeon Coombs i yla tTnv auto-anoppodnon Twv AUTOAVIIOWUATWY
Bepunc-avtibpaong, Ttwv epubBpwv awpoodalpiwv  (13.03.04.28.001). Na eivat
Tuotonotnuévn yla dtayvwotikn xprion (CE-1VD).

6. Eldika tpomormolnuévn yAUKOAn moAualBuleviou yla TV evioxuon Twv avildpaoewv
avTtlyovou-avilowpatog. (13.03.04.90.900). Na eival miotomotnuévn yla SlayvwoTikn
xpnon (CE-IVD).

ZHTOMENEZ EZETAZEIZ

1 | EIAIKA EPYOPOKYTTAPA KOYNEAIOY TA MPOZPO®HEH WYXPOZYTKOAAHTINQN

) EIAIKO MEZO ANNOMAKPYNZHZ AYTOANTIZQOMATQN THZ OEPMHZ ANTIAPAXHZ
EPYOPOKYTTAPQN

3 KIT A MEPAITEPQ TYMOMOIHZH ANTITONQN ZE EPYOPOKYTTAPA ME AMEZH COOMBS
OETIKH

4 KIT A TAXEIA EKAOYZH ANTIZOMATQN ZE O=ZINO NEPIBAAAON AlMO AGIKTA
EPYOPOKYTTAPA
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OMAAA EZETAZEQN 8

ANAAYZH & METPH:IH AIMOZ®AIPINIKON KAAZMATQN (HBF/ HBA2)

ME THN MEGOAO HPLC

TEXNIKA XAPAKTHPIZTIKA ANAAYTOY HPLC TIA THN ANAAYZH AIMOZO®AIPINQN
KAAZMATQN (HBF/ HBA2)(13.01.02.02.001)

1. Na Baociletal otig apxeg xpwpatoypadiag vPning anodoong (HPLC), €toL wote o
Slaxwplopog tng atpoodalpivng va yivetatr Sia €kAouong pe ouvexn Swafabuion,
ETUTUYXAVOVTAC £TOL TO BEATIOTO SLOXWPLOUO TWV ALLOoHAPWVIKWY KAoopdtwy (dual
piston pumbs).

2. Na eival ouvexol¢ poptwong (Continuous Loading) kat va daBétel Selypatodopéa
pEXpL 100 Selypdtwy.

3. Na mapéxet Tn duvatotnta SlaxwpLlopoU, avayvwpeLong Kol TOCOTIKOU PocSLopLooU
Twv KAaopatwy t¢ HbS kat HbC, og nepimtwon mou epdaviotolv oto (6o deiypa (SutAn
etepolUywon) kabwg kal tou KAdopato¢ t¢ HbD. Na TpooKopLoTouv aviiotolya
Xpwuoatoypadriuata mou va avayvwpilouyv, kot vo ovopatilouyv TIg mapamavw KopudEG.

4. Na ektelel autopatn avadeuon Tou OAKOU AlUOTOC TPV TNV £€yXUON TIPOKELUEVOU VAl
emutevxOel Eva opoyeveg Seiypa.

5. Na taBgtel autopato cuotnua eAEyxou (e aKOUOTLKNA Kal OnTikh mpostdomnoinon) tng
OTAOUNG TWV XPNOLUOTIOLOUHEVWY avTdpaotnpiwv({uyo pe atobntripa) Kot tTng oTtadung
TWV arnofARTwv.

6. Na mapéxel tn duvatoTNTA QUTOMATNG AVAAUONG TWV OELYUATWY OO TPWTOYEVA
owAnvapla aAAd Kal TipoapalwPEVWY delypdtwy aipatog (AqPn and tpxoeldeg ayyeio,
XELPOKivVNTN apailwaon) Ta omola eLodyovTal oTLG AVOAUTIKEG SOKLUEG e Tuxaio TpoTo.

7. No mapgxet tn SuvatotnTa UTTOAOYLOUOU KAl avayvwPLoNG ToU Ypaupuwtou Kwdika (bar
code)twv SOKLUAOTIKWY CWANVWY TTANPOUG AiHaTOG .

8. Na eAéyxeL autopata tn Babuovounon (Baoel mpokaBoplopévwy KpLtnpiwv amodoxng)
kat o Slepyaotnplako Molotiko EAeyyo.

9. Na emITPEMEL TO AOYLOULKO TNV EKTUNWON avadopwVv (cuPTEPAABAVOUEVOU KOL TOU
XpwHATOYPAPAUATOC), TWV TAPOUETPWY TNG OVAAUONG KOL TOU OUVOTTIKOU Tivako
0AOKANPNG TN ouvedplag.

10. Na mopéxel to Aoylwoulkd Siaxeiplong tn duvatotnta ek véou emefepyacia Tou
xpwpatoypadruatog os enimedo avayvwplong Twv Kopudwv Kal tn duvatotnta €K VEOU
BaBpovounong HEHOVWHEVWVY SelyudTtwyV Kal/i oAokAnpwv cuvedplwv. Autr n Aettoupyla
ETUTPETEL VAV TEAKO €AeyXo eMAARBOeLONG TWV ATMOTEAECUATWY €K LEPOUG TOU XELPLOTH
KoL TNV €€0lkovounon xpovou Kal avtidpactnpiwv.

11. Na map£xel To AoyLlopkO Slaxeiplong tTnG CUOKEUNG TN duvaTtotnTa amoBrKeuong Twv
avadopwv, cupnepA\apBavoUEVOU Kal TOU XPWHOYPADAUATOC, OAWV TwV SELYUATWV TIOU
enegepyAoTNKOV OTN OoUOKeU: aoBevwy, Babuovountwy, eAéyxwyv, ToVOUNUEVWY KOTA
ouvedpia KoL XpovOAOyLKA OELpA.
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12. Na mapéxel to AOYlOUIKO Slaxeipong tn Suvatotnta TPOMONOoinong Twv Tlo
OUVNOLOUEVWY TIOPAUETPWY TWV OVaAUOEwV xpwuatoypadiag (Oepuokpacia, Xpovol
Enioxeonc) ywa tnv mpocapuoyn Twv cuvBnkwv AslToupyilag o OAeC TIG TIEPLBAANOVTIKEG
OUVONKEG.

13. Na mapéxel To AoyLlopiko dlaxeiplong tn Suvatotnta e€aywyng TwV TILWV Tou EAEyXOU
TIOLOTNTOG OO TO OPXELO, EMeEePyaOLag KOl UTTOAOYLOUOU TOUG KOl EKTUTIWONG TOU TivaKa
KATAVOUAG TwV Levey — Jennings.

14. Na mapéxel duvatotnta mAnpoug apdidpouns Sltaclvdeong pe To EEWTEPLKO cLOTNUA
Slaxeiplong mou XpnOLUOTIOLEL TO EpYAOTHPLO.

15. Na TNV ypriyopn Kol AmoTEAECUATIKN ETUAUON TWV TEXVLIKWV TIPOBANUATWY TOU avaAuth
va TopEXeTal duvatotnta TEXVIKAG KAAUYNG HLECO QMOUAKPUOUEVNG TiPOoBaong otov
avaAutr (Remote access).

16. Ta avTdpaotipLa va TapEXOVTOL OE KLT yLa TNV KOAUTEPN Slaxeiplon Twv mapayyeAlwv
KaL TNV Kataypadr Twv KATaVaAWOEwWV.

17. T'a AGyouG OLKOVOULKN G SLadavelag va amoSeLKVUETOL ATTO TOV KATAOKEUOOTLKO OLKO HE
enionua €yypada o aplBuog twv efetdoewv mou Sle€dyel To KABE avTLOPACTAPLO-KLT,
TIPOKELMEVOU va €lval duvatr n olkovoulkn afloAoynon Twv mpoodopwv aAld Kal va
emPBeBawBel 0 aplOUOC TWV MPoodEPOPEVWV CUCKEUATLWY TOU KABE mpounBeuth.

24



Hu. 04-11-2022

OMAAA EZETAZEQN 9

EAErXOz AZOENQN TA 2YQIAH MANUAL (RPR 1} VDRL)-(15.01.03.03.001)

RPR: Latex kit yLa Tov OLOTLKO - NUUTOCOTIKO MPocdLloplopo Treponema Pallidum og opd
Kal TAGopa. NPoodloplopog aVILOWUATWY €vavtl Tou avtlyovou VDRL, oe avocomAakidio.

1.01L kpokide¢ va eilval eukplveig, va pnv énuwoupyeital dawvopevo mpolwvng N
SlootaupoUpevng avtidbpaong.

2. To avtdpaotiplo va gival £TOLUO TPOG XPHOoN KoL Vo E(vVaL LOLPAOUEVO OE ULKPOTEPEC
TOOOTNTEG O€ Eexwplotd PpLaAidla, waote va dlatnpeital o ApLoTn Kataotoon.

3. Méoa oto Kouti va mepllapBavovtol apvnTkog, BeTIKOG pApTupag, avodeUTPES,
TIWNETEC SelypaTwy, Slavopéag avildpaotnplou Kot MAAKECG avtidpaong.
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ENIBEBAIQTIKEZ MEOOAOI IONOIKQN EZETAZEQN ZE ANAAYTH

1. ENIBEBAIQTIKO TEST MNA ANIXNEYZH ANTI>OMATQON ENANTI HCV-15.02.03.07.001

Na eivat uvPnAng Swoyvwotikng ofiog Sokwuaoio TteAeutalag YeVEAC HE TEXVIKA
QVOOOAMOTUNIWONG O€ Strip oTov 0po Kal 0to MAGopa. Na mepAapBAVEL ETUTOMOUC ATIO TLG
neploxeg core,E2NS1,NS3,NS4,NS5. Na EVOWHATWVEL 4 ECWTEPLKEG TIEPLOXEG EAEYXOU OF
KaBe strip ylwa tnv akppny afloAoynon tng aviibpaong oe kaBe pmavta. Amatteltal
avtidpacn 2 Ttouldxlotov OSladOpETIKWY TIEPLOXWV TOU YEVWHOTOG Yyl BOeTikad
anoteAéopata. OAa ta aviidpaotrpla va ival €tolpa tpog xprnon. Na Stabétel orpavon
CE/IVD. Na vumapyxet duvatdétnta mARpoug autopatomnoinong tng Swadikaociag kat
agloAoynong.

2.EMIBEBAIQTIKO TEST MNA ANIXNEYZH ANTIZSOMATQN ENANTI HIV 1/11-15.03.20.07.001 Nat
elval teot tpltng yevedg yia tnv emiPeBaiwon Kal TAUTOMOINON AVIICWHUATWY EVAVTL TOU
oV HIV-1,HIV-2 kat tou HIV-1 untotumog 0 e TEXVLKA AVOCOAMOTUTIWONG O€ Strip oTov opo
Kot oto mAdopa. Na tautomolel 6Aoug Toug tumoug HIV pe éva povadiko teot. OAa ta
avtdpaotipla va eival £topa mpog xpron. Na dtabgtet onpavon CE/IVD.Na umdapyet
Suvatdétnta mAnpoug autopatonoinong t¢ Stadikaciog kat afloAdynong.

TEXNIKEZ NMPOAIATPA®E: 2Y2THMATOZ AYTOMATONMOIHZHZ ENIBEBAIQTIKQN TEXNIKQN
NOZOAMOTYMQZHZ & YBPIAIZMOY MOPIAKQN TEXNIKQN 2E STRIPS

1. Na eivat el81K0 yLa TV AR PN LUTOUATOMOINON TEXVIKWY amotUntwon g (emPeBatlwTIkEG)
Kot UBPLOLOUOU (LOPLOKEG TEXVIKEC) O€ TaLvieg (strips).

2. Na eivat mAnpw¢ ANOIKTO ZYITHMA yio 48 touldylotov €E€€TAOEL ava KUKAO
Aeltoupyioac.

3. Na StaBétel povada Slaxeipiong vypwv (dispensing ), cuotnua ekmAUoswv (washer),
KaBw¢ kot ovotnua enwaocng (incubator/shaker) umdé avadesvon otnv emBuunti
Bepuokpaocia pe akpifela +0,5 oC.

4. Na SlaB£€TEL EVOWUATWHEVO AOYLOULKO amOAuta GLAKO OTO XProTn Kol va TIAPEXEL TN
duvatotnta TPOYPAUUOTIONOU KOL TWV TILO AEMTOMEPELAKWY TIAPAUETPWY  TIOU
adopolVv MPWTOKOANQ AVOCOAMOTUNIWONC Kot UBPLSLoUOU.

5. Na StaBétel mpoypappa auTOpaTou KoBapLlopol ToU POVO UE ATIECTAYEVO VEPO XWPLG
npoobeta xnuika (Buffers kAm).

6. Na pnv amatteital Kapia petayylon aviidpaotnpiwv Kal va xpnotpomnotovvial amn’
guBelog ta pLaAiSLa TOU EKACTOTE KIT — yla anodpuyn opaApdatwy & eukoAia otn xpron.

7. Na anoduyn emnipoAlvoswv o Ppépwv b6lokog Omou tomobBeTouvTaL OL TOLVIEG KoL T
avtibpaotipla va gival piag xpioews WOTE va MOPPLITTETAL UE TO TIEPAC TNG e€ETAONG.

8. Na eilval KaTaoKeUAOUEVO cUMdWVA PE TNV evpwraiki odnyia IVD 98/79/EC.
ZHTOYMENEZX EZETAZEIZ

1. ENIBEBAIQTIKOZ EAEMXOZ A Anti-HCV

2. ANIXNEYZH MENTIAIQN HIV 1,
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EAETXO2 OPOMBO®DIAIKON AIATAPAXQN — AIMOZTAZHZ ZE ANAAYTH-

TEXNIKEZ MPOAIATPADEZ ANAAYTOY AIMOZTAZHZ

1. Na €xel Tn SuvatoTtnTa TAUTOXPOVOU TIPOCSLOPLOUOU amod To i6lo Seiypa mNKToAoyLKWY,
XPWHOTOUETPLIKWY KL OVOOOAOYIKWYV e¢eTA0EWV 0 Aettoupyiot RANDOM ACCESS yla OAeg
TI¢ e€eTAOELC.

2. Na éxel Suvatotnta ouvexoug poptwaong o delypata, avtidpaotripla Kal KUBETTEG Xwpig
kaBuotépnon tn¢ Asttoupyiag Tou avaluth Kal cuvexn duvatotnta npoobnkng eEMeLYyOVTWY
Selypatwy (stat), xwpic Stakomn Tou avaAuth.

3. Na SLaB€tel eyxpwun eninedn 006vn Kal EEWTEPLKO EKTUTIWTH KOLWVOU XapTLoU KaBwg Kot
EVOWUATWUEVO cuoTnUa barcode yla tnv avayvwplon Selypdtwy Kot avildpaotnpiwv pe
BAR CODE yia tnv anoduyr cpaApdtwy Katd Ty Tonobétnaon.

4. Na StaB£tel Stadopetikd puyxog avappodnong yla ta delypata kot StadpopeTika puyxn
yla Ta avtildpacthpla WOTE VA OTOKAELETAL e TOV KAAUTEPO TPOMO KABe emipudAuvon
Selypatog amnd avrtidpaotriplo Kal avtidpaotnpiou amnod avridpaotrplo.

5. Na StaBétel mpaypatikn taxutnta (mapaywytkotnta) touAdyiotov 300 PT test/wpa.

6. Na €xeL tn Suvatdtnta TOoMoBETNONG OTOV AVAAUTH TIEPLOCOTEPWY TOU €VOC PpLaiitdiwv
Tou &ilou avtidpaotnpiov wote otav adeldoel To MpwTo GLaAidlo, o avaAUTAG auTopaTa
va XPNOoLUoToLEL TO S€UTEPO, TPITO,TETAPTO K.A.TI. XWPIG va oTapaTd Tt AslToupyia Tou Kot
kaBuotepel n Slevépyela Twv EEETACEWV.

7. Na StaBEtel meploodtepeg amo 20 Yuxopeves BEoelg avtidpaotnplwy os Beppokpaocia
XAUNAOTEPN TOU MEPLBANAOVTOC WOTE TA AVTIOPOOTAPLA VO UITOPOUV VA TIOPAUEVOUV OTOV
avaAuth €wg 0tou katavaAwBolv xwpig va aAlowwBouv kal va e€aodaliletal n 24wpn
Aeltoupyia tou.

8. Na €xeL tnv duvatotnta avaluong 600 To Suvatov peyaAltepou aplBuol StadopeTkwyY
e€etdoewy o€ kAOe Selypa xwpic aAlayn A mpoaodnkn véwv avidpaotnpiwv. Na avadepbel
yla va alohoynBei o aplBuog tautdxpovng avaluong test ava deiypa.

9. Na £XEL XWPNTIKOTNTA TAUTOXPOVNG TOoToBETNONG 90 TOUAAXLOTOV SELYUATWV KoL va EXEL
™ Suvatdétnta TAUTOXPOovVNC TomoBEtnong Oelypdtwv oe Kaakia Kol owAnvapla
atpoAnyiog pe | xwpic barcode. Oa BewpnBel mMAeovéKTNUa N SuVATOTNTA TTPOALPETIKAG
npooBnkn¢ cuotiuatog detypatoAnyiag amo kKAelotd ocwAnvapla (Cap Piercing), wote va
e€aodalilel Tnv aodAAela TwV XELPLOTWV aTo mikivéuva Kal LOAUOUATIKA Selypata.

10. Na umdpxel n duvatotnta eAéyxou Tou UYPoUC TIANPWONG TWV GUYOKEVTPNUEVWV
SELYUATWV KAl va TIPOELSOTIOLEL TOUG XELPLOTEC YLOL TUXOV QVETIAPKELX TOGOTNTAC SElyaTOC.

11. O avaAutric va SLOBETEL QUTOUATOTIOLNUEVO, OAOKANPWHEVO, TIPOAVAAUTIKO EAEYXO yLa
NV akataAANAOTNTA Twv Selypdtwy. Na avixveUel alpOAUHEVA, LKTEPLKA KOl AUTOLLKA
Selypata kal va el60moLel TOV XELPLOTH UE ELOLKN CUOVON O TEPLTTWON UNEpBaong Twv
OVWTATWVY 0PLWV CUYKEVTPWONC TWV TAPEUTOSLOTIKWY ouoLwV. Na StaBétel e€slSikeupéva
OpLO TWV TIOPEUMOSIOTIKWY OUCLWV avaloya HE TNV svaltobnoia tng kabe e€€taonc Kal
OUUPWVA LIE TA ECWKAELOTA TWV AVTLOPOOTNPLWY TOU KOTOLOKEUQOTH.
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12. Na umapyel n duvatotnta EAEYXOU HLKPOTINYMATWY ota delypata yla tnv amoduyn
avappoPnong aUTWV WOTE va amopeVYeTAL TO BoUAWUA 1 AVWUOALEG OTN HETPNON KAl vV
UTLAPXEL OMOAN AELTOupyia TNG pouTivVaG TWV SELYUATWV.

13. O avoAutAg va apolwvel auvtopata ta Oeiypota, standards kat controls oTig
QTOLTOUHEVEG amo TNV KaBe peBodoloyia apalwoelg Kal va €XeL SuvatoTNTA OUTOUATNG
enavapaiwong yla Selypata eKTOG TwV MPOKABOPLOUEVWY 0pLWV YPAUULKOTNTAC XWPLG TNV
napéuPacn tou Xewplot kabwg Kal SuvatotnTa AUTOUOTOU TIPOYPOAUMOTIOMOU Ko
EKTEAEONC ETUTAEOV £EETACEWV EAV TO ATIOTEAECHO TNG OPXLIKNAC ELVOL EKTOC OPLOUEVWV
oplwv (reflex testing). Na €xeL Tn SuvatdTNTA AVIXVEUONG OAVACTOAEWV TWV TTAPOYOVIWY UE
outopateg moANamAéC apoawwoel (factor parallelism). @a aflohoynBel dlaitepa n
duvatdétnTa amelkoviong TNG KAUMUANG avtibpaong twv HETPNOswv ylo KaBe TUTO
e€étaong KoL vo ylvetal xprAon TnG KAUmMUANG oxnuoatiopol Ttou Bpopfou yua tnv
aloAoynon twv MaboAoylkwy SelypATwY OMwG yla mapadelypa Sipaotkny KOmuAn,
XOUNAQ eTtiMeSa MapayovIwWy MNENG, AVEMAPKELD LVWSOYyOVou.

14. Na eAéyxelL auTOUATO TN OTAOUN TWV aVTLSpacTNPiwyY, SELYUATWY KAl KUBETTWV KOBwg
Kall To Xpovo {wn¢ twv avidpaotnpiwv otov avaAuth (stability on board) kat va eldomotel
QUTOMOTO €AV OL UTAPXOUOCECG TOCOTNTEG SeV EMAPKOUV yla TG EEETACELG TIOU €XOUV
npoypappatiofel. Na umapxet n duvatotnta eudAviong Tou TPAYHUATIKOU aplBuou
e€etdoswv 0 OXEON PE TOV umdpyxovta Oyko Twv avtidpaotnpiwv mou Bpiokovtal otov
avaAutr. Na €xel Tn duvatotnta autovoung Asttoupyiag yia 800 TouAdxLoTtov eEETATELSG
Xwpl¢ TNV mapouacia tou Xelploth).

15. Na ekteAel TouAdLOTOV TIG TTapakaTw e€etdoels : PT, APTT, Ivwdoyovo, AVTUTnKTKa
Tumou Aukou, Silica Clotting Time, Xpovog ©@pouBivng, D-DIMERS, FDP, AvtiBpopfivn liI,
Mpwteivn C, Mpwrteivn S, EAeUBepn MNpwteivn S (Avilyovikog MpooSloplopog),
MAPATONTEZ( VvWF activity, vWF:Ag, 1LV, VILX,VIILIX,XI,XILXII), MAacuwvoyovo, a-2
Avtutdaopivn, Opokuoteivn, APC Resistance, Emimeda Hmapivng, HIT, Avtuinktikd
dapuaka (Dabigatran, Rivaroxaban).

16. Na StaBétel mAnpeg mpoypappa molotikou eAéyxou QC pe Stadopetika controls kat
Swaypappata (Levey-Jenning-Westgard rules) kot To AOyLOpLKO TOU avaAuTh va ivatl pLliko
T(POG TO XPNOTN, o€ tepLBaAlov Windows.

17. Na eival avoltd ovotnua pe Suvatotnta mpoypappatiopol 250 touAdylotov
TIPWTOKOAAWV EEETACEWV.

18. H ektUmwon tTwv anmoteAEoUATWY va YIveETaL auTopata ava acBevn, pe ta Snuoypadikd
TOU OTolXEla e Tautoxpovn avaypadr Twv GucLloAoyIKWY TLHWV ava eEETOON, WOTE N
EKTUTIWON AUTH va umopet va §0Bel aneubeiag wg andvinon otov acBevn.

19. O avaAutn¢ va £€xeL Suvatotnta amobrKeuong AMOTEAECUATWY TOUAAXLOTOV 4 UnvVwv
Kol va propet va ouvoeBel apdidpopa pe to pnxavoypadikd cuotnpo tou Nocokopeiou.

20. Na mpoodepBel amod tnv dla etalpeia, kat pe ta dla avtibpaotipla-oavaAwolua,
evaAAakTiky AVon avoAuth awlootaong dlag texvoloylag Kal TpayUatikng TtaxUTnTog
(mapaywytkotntog) touAdylotov 200 PT test/wpa yia epedpela.

TEXNIKEZ MPOAIATPA®EZ ANTIAPAZTHPIQN AIMOZTAZHY - MH=EQZ
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1. Ma tnv mpodpuLAan kot opOn Asttoupyia TWV AVOAUTWY Ta AvVILOPACTHPLO OLLOCTACNG
yla Xprion oTouG QUTOMOTOUC aVOAUTEG Ba TipEmel va dlatiBevral ota el8ka dpLloAidia —
€Tola yla xpnon wote va efaocdadiletal n amopaitntn edappoyr) oToV Xwpo Twv
avtdpaotnpilwv kat n am’ €uBeiag tomoBETnon xwplg petayyioelg. Ta ¢plaAidia Twv
avtdpaotnpiwv va Sabétouv barcode yla tnv autopatn avayvwor] Toug amd Toug
QVAAUTEG, yLa TNV amoduyr obaAUATWY KATA TNV TonoBEtnon.

2. Oa mpémnel va koatateBouv pe tnv mpoodopd MARPN TMPWTOKOAAA €PAPUOYAG TWV
poodepOoUEVWV avTidpaotnplwv OTou¢ OVAAUTEG OmMou Kol Ba meplExovtal OAeG ol
QMOITOUMEVEG TOpAUETPOL (HEB0SOL, Oykol, xpovol emwaong K.A.J.) kabwe Kal Tt
riotornotnTtikd CE IVD (oUpdwva pe tnv odnyila 98/79) twv npoodepopévwy eldwv (VALKA,
avaAutég).To avtibpaotiplo yla tov €Aeyxo twv D-Dimers va €xel FDA Approval yua
amnokAelwopd BpopPospPorikwy enelcodiwv (DVT kat PE). To avtidpaotiplo yla to xpovo
npoBpoupivng va eivat avacuvduaopévng avBpwrivng npoéhevong ue ISI mepinou 1.

3. Ta mpoodepdueva avidpaotipla va cuvodevovtal amd control & calibrator pe
OVOUEVOUEVEC TIHEC OTOUG OVAAUTEG.

4. Ta mpoodepopeva avtidpaotipla va Swabétouv upnAn otabepdtnta PETA TNV
avacuotaon (va avadepBet n Slapkela).

5. Q¢ 6poc anapafatog tiBetal 6tL Ba katoxupwbel n etatpeia n onoia Ba Mpoodépel To
oUVOAO TWV {NTOUUEVWYV EEETACEWV.

ZHTOYMENEZ EZETAZEIZ

1. XPONOZ NMPOOGPOMBINHZ (13.02.01.01.001)

2. ENEPTOMNOIHMENOZ XPONO2z MEPIKHZ ©OPOMBOINAA2TINH2-13.02.01.02.001
3. XPONOZ ©GPOMBINHZ -13.02.01.03.001

4. INQAOIONO -13.02.02.01.001

5. DI-DIMERS -13.02.05.03.002

6.APAZTIKOTHTA NMAPATONTA I 13.02.02.02.001
7. APAZTIKOTHTA NMAPATONTA V 13.02.02.04.001
8. APAZTIKOTHTA NMAPATONTA VII 13.02.02.05.001
9. APASTIKOTHTA NMAPATONTA VIII  13.02.02.07.001
10. APAZTIKOTHTA NAPATONTA IX  13.02.02.08.001
11. APAZTIKOTHTA MAPATONTA X  13.02.02.09.001
12. APAZTIKOTHTA NAPATONTA XI 13.02.02.11.001
13. APAZTIKOTHTA NAPATONTA XII  13.02.02.12.001
14. METPHZH MAPATONTA XIlI 13.02.02.14.001

15. APAITIKOTHTA  NAPATONTA VON  WILLEBRAND/RISTOCETIN  COFACTOR
13.02.02.18.001
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16. MPOZAIOPIZMOZ THX ANTI-Xa APAXTIKOTHTAZ (OEPAMEIA ME RIVAROXABAN) -
13.02.03.22.001

17. APAZTIKOTHTA A2 ANTINAAZMINHZ -13.02.05.01.001

18. NAAZMINOIONO -13.02.05.05.001

19. APAZTIKOTHTA ANTIOPOMBINHZ -13.02.06.02.001

20. ANTIMHKTIKA AYKOY (APTT SCREEN) -13.02.06.07.001

21. ANTINHKTIKA AYKOY (DRVV SCREEN) -13.02.06.07.003

22. ANTINHKTIKA AYKOY (DRVV CONFIRM) -13.02.06.07.004

23. APAZTIKOTHTA PROTEIN C -13.02.06.08.001

24, ANTIZTAZH ZTHN ENEPTONOIHMENH PROTEIN C-13.02.06.11.001
25. EAEYOEPH MNPQTEINH S -13.02.06.13.001

26. APASTIKOTHTA MPQTEINH Z S-13.02.06.15.001

27. ANTIFTONIKOZ NPOZAIOPIZMOZ VON WILLEBRAND-13.02.02.90.900
28. ANTIHMAPINIKA ANTIZQMATA- 13.02.90.90.003
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OMAAA EZETAZEQN 12

MOPIAKOZ EAEMX02 OPOMBO®IAIKON AIATAPAXQN ZE STRIP

MPOAIATPA®EZ EZETAZEQN

O Moplakog éAeyxog OpouBoddikwy Slatapaywyv o€ strip va mepltdapBavel mAnpeg kit yia
TOV LOPLAKO EVTOTILOMO TOUAAXLOTOV 13 YeEVETIKWV HETAAAOYWV TOU OXeTI{ovTOl e
kapSloayyelakég aobéveleg omwe FV(Leiden, R2), PTH, MTHFR(A1298C, C677T), FXIII, PAI-
1..... NateplAapBAvel, £Tolpa mpog xpron, 6Aa ta aviildpacthpLa yla anopovwon tou DNA,
eTUAEKTLKNA evioxuon K’ UBpLOLOUO o€ strips. Na €xel tn SuvaTtoTnTA TANPOUC CLUTOUATIOUOU
Tou otadiou uBpLdlopou. Na Stabétel onypavon CE — IVD MARK.

TEXNIKEZ NMPOAIATPA®E: 2Y2THMATOZ AYTOMATOINOIHZHZS ETMIBEBAIQTIKQN TEXNIKQN
ANOZOATIOTYIQZHS & YBPIAIZMOY MOPIAKQN TEXNIKQN ZE STRIPS

1. Na eivat el81K0 yLo TV AR PN LUTOUATOTIOINON TEXVIKWY AmoTtUnwong (EmBePBalwTikég)
Kot UBPLOLOUOU (LOPLOKEG TEXVIKEC) OE TaLvieg (strips).

2. Na eivat mAnpw¢ ANOIKTO ZYITHMA yia 48 TOUAQXLOTOV €EETACELC avA KUKAO
Aewtoupylac.

3. Na Stabétel povada Saxeiplong vypwv (dispensing), olotnua ekmAUcswv (washer),
KaBw¢ kot ovotnua enwaocng (incubator/shaker) umd avadsvon otnv emBupnti
Bepuokpaocia pe akpifeita +0,5 oC..

4. Na SlaB€Tel EVOWUATWHEVO AOYLOULKO amoOAuta GAKO OTO XProTn Kol va TIAPEXEL TN
duvatotnTa TMPOYPAUUATIOMOU KOl TWV TIO AETTOUEPELOKWY TIOPAUETPWY TIOU
adopolv MPWTOKOANQ avoooamoTUNWong Kat uBpldlopou.

5. Na StaBétel mpoypappa autOpaTou KoBaplopol ToU POVO UE ATIECTAYEVO VEPO XWPLG
npoobeta xnuika (Buffers kAm).

6. Na pnv amatteital Kapia petayylon aviidpaotnpiwv Kal va xpnotpomnotovvial amn’
guBelog ta pLaAidla Tou ekAoTOTE KIT — amoduyr) obaApATwY EUKOALa oTn Xprion.

7. Na anoduyn emnipoAlvoswv o Ppépwv b6lokog Omou TtomoBeTouvTaL OL TOLVIEG KoL T
avtibpaotipla va ival pag Xprioewes WOTE Vo AMOPPLTTETAL E TO TIEPAC TNG e€€TAONG.

8. Na ival KaTaoKEUAOUEVO cUUdWVA PE ThV eVpwTaikn odnyia IVD 98/79/EC.

TEXNIKEZ MPOAIATPA®EZ 2Y:THMATOZ EKTIMHZHX AZIOAOIMH:zHX ANOTEAEZMATQN
MOPIAKQN TEXNIKQN ZE STRIPS

1. Na e€aodalilel aviikeluevIKA avayvwon & afloAdynon TwV AmoTEAECUATWV.
2. Na pmopel va xpnotpomnolet anAod capwth (scanner) tou gpmopiou (MPOAIPETIKO).

3. Mpoalpetika va SlabEtel evowpatwuévo Scanning Calibrator yia tnv e€aoddAion tig tnv
akpiBelag otig afloAoynoeLg.

4. Na SwaBétel Suvatotnta mAnpoug Slapdpdpwong mapouciaong TwV AMOTEAECUATWY
(Result Report).
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5. M TNV ypriyopn Kot amoteAeopatiki avalntnon Kot e€oywyr) oTatloTikwyV SeSopévwy
va SlaBétel evowpatwuéva diltpa.

6. Na umapyxeL n Suvatotnta emunmédwv avabsong mpoofacng amd TO MPOCWTIKO TOU
epyaotnpiou.

ZHTOYMENEZ EZETAZEIZ

1. EAETXOZKAPAIATTEIAKQN NMAGHZEQN (CVD) ZE STRIP
2. KIT AMTOMONQ>H> DNA

3. TAQ POLYMERASE

OMAAA EZETAZEQN 13

MOPIAKOZ EAEMXO2 OPOMBO®IAIAZ 3E ANAAYTH ME TEXNIKH RT-PCR
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ZHTOYMENEZ MOPIAKEZ EZETAZEIZ OPOMBO®IAIAZ ME TEXNIKH RT-PCR

1. FACTOR Il PROTHROMBIN (CE-IVD) ME REAL TIME PCR (13.10.05.01.019)

2. FACTOR V LEIDEN (CE-IVD) ME REAL TIME PCR (13.10.05.01.018)

3. MTHFR C677T (CE-IVD) ME REAL TIME PCR (13.10.05.01.020)

4. PAI-1 GENOTYPING (CE-IVD) ME REAL TIME PCR (13.10.05.01.021)

5. WARFARIN DOSE VKORC/CYP2C9 (CE-IVD) ME REAL TIME PCR (13.10.05.01.022)

MPOAIATPADEZ ANTIAPAZTHPIQN
1. Ta mpoodepopeva Stayvwotikd avtidpaotripla va ivat REAL-TIME PCR Kt

2. Na StaBtouv CE Mark, kat va eivat miotomotnpéva yla in vitro dtayvwotikn xprion (CE-
IVD) oto npoodepdpevo cuvodo ocuotnua Real-Time PCR.

3. Na ouvodelovtal amd avaAUTIKEG o8nyleg MPOYPAUUATIONOU Kol OovAAUONG
anoteAeopdTwy oTo poodepOuevo ouvodo cuotnua Real-time PCR.

4. Na eivat mAnpn Kit, dnAadn va nmeptlapfavouv 6Aa to amaltoUpeva avildpaothpla,
ETOLUO TIPOG XPHoN OMwG mastermix, BeTikoUG LAPTUPEC yla Tov cadr SlaxwpeLopd Twv
Selypdtwv mou ¢pépouv etepoluywTtia Kal opoluywtia (wt/homozygous/heterozygous
genotypes).

5. Ta mpoodpepopeva dayvwotikd Real-Time PCR kit va S100€Ttouv KOO MPWTOKOAAO
oUTWC WOTe va eival Suvatn n tautoxpovn dle¢aywyr Twv e€eTdoswv oto 81o run (ota idla
N oe dladopetikd delypata) ya e€okovopuncon xpovou Kot KOOTOUG.

6. Na StaB<touv tn peyiotn duvartr evalobnoia kot va gival peyadlou duvaplkol eUPOUG
(YpappkoTnTa).

7. Na mapéxouv amoteAéopata Ue Tn HEylotn duvatn eukoAia Kal autopatomnoinon.

8. Na ouvodevovtal amapaitnta amd ta Kt ekxUAlong DNA amd oAlkd aipa mou
npoteilvovtal oto eyxelpiblo xprnong, HUe Tautoxpovn duvatdtnta va Popouv va
autopatomolnBolv O POUTIOTIKO cUOTNUA, TOo omoio va TpoodepBel w¢ ouvodog
e€omAlopog enti mowvr andppung.

TEXNIKEZ MPOAIATPA®EZ ANAAYTH (Ogpuikdg kukAomotntig Real-Time PCR)

1. O avaAuTtAg va elval avolxtd cUoTnUa o€ OAEG TLC YVWOTEG XNUELEG aviyveutwy (TagMan
probes, FRET, Scorpions, Beacons k.d.), kat va €XeL tn SuvatoOTNTA MPOYPAUUATIOUOU
EKTEAEONC Kal in house MPWTOKOAAWV MIAOYAG TOU XPAOTN.

2. Na laBétel urtodoxeig yla e€€taon peyalou aplBpou detlypdtwy (touddaylotov 40) ava
run.

3. Na duvatal va ekTteAel TAUTOXPOVA TIEPLOCOTEPA TOU €VOG MPWTOKOAAQ oto iSlo | o€
Slapopetika Selypara.
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4. Na SlaBtel tn peyalltepn duvarth taxutnta auvéopeiwong Bepuokpaciag oto XwWpPo
Sle€aywyng tng PCR (Temperature Ramp Rate)

5. Na e€aodalilel anoAuto €Aeyxo tnG Bepuokpaciag oto xwpo die€aywyng tng PCR kat
amoAutn opolopopdia Bepuokpaciag os kaBe avtidpaon.

6. Na ouvodeletal amo LoXUPO AOYLOUIKO avAaAuong Twv amnmoteAsopdtwv kot H/Y
Televtaliag texvoloylag.

7. O mpounBeutng Ba mpémnel va Slabétel KatdAANAa ekMalSEUPEVO TIPOCWTILKO ATtO TOV
KOTQAOKEUAOTIKO OLKO yla TNV eyKataotaon, €Aeyxo Aeltoupylag KAl cuvtipnon Ttou
npoodepopevou e€omAiopol. (Na katateBouUv Ta avtioTola ETIONUO TILOTOTIOLNTIKA
ekmaidevong).
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OMAAA EZETAZEQN 14

EAETXOZ ANTIOQZMOAIMNIAIKOY ZYNAPOMOY ME MEGOAO XHMEIOODQTAYTEIAZ

TEXNIKEZ MPOAIATPA®EZ ANAAYTH

1. O avaAutig va eival TMANPWE QUTOUATOMOLNUEVOC, CUYXPOVNG TeEXVOAoylag, Tuxaiag
npoonéhaong (Random Access) kot n apxf Asttoupyiag tou va Paociletalr otn
XNUELOPWTAVYELQ.

2. Na StaBétel SU0o puyxn, €va yla Ta avildpaotrpla Kot £va yla ta Seiypata.
3. Na StaBétel touddylotov 20 B€oelg avtidpaotnpiwy.

4. Na Sabétel toulayilotov 30 B€oelg delypdtwy Kot va €xel tn duvatotnta va SExetal
owAnvapla atpoAnyPiag kat ko akia.

5. Na SlaBETel eEVOWUOTWHEVO CUOTNUO YPOAUULKAG avayvwong (bar code reade) yia ta
avTdpactipLa Kat yla ta delypata.

6. Na StaBgtel Tn Suvatotnta avaluong eMelyoviwy delypudtwy kabwg kat tn duvatotnta
OQUTOMATNG €KTEAEONG SLOPOPETIKWY EEETACEWY, OTAV TA QNMOTEAECUATA E(vVOL EKTOG
kaBoplopévwy opiwv (reflex testing).

7. Na €xeL Tn SuvaToTNTA ELOAYWYNE TIPOTUTIOTOLNUEVNG TIPOTUTING KAUITUANG UE TN Hopdn
YPOUULKOU Kwdka (bar coded card).

8. Na £xel mapaywyLKotnta TouAdylotov 60 eEETACEWY ava wWpa.

9. Na StaBétel éyxpwpn, eninedn 06o6vn adnc.

ZHTOYMENEZX E=ZETAZEIZ:

1. ACA 1gG (18.10.90.01.001)
2. ACA IgM (18.10.90.01.001)
3. B2GPI 1gG (18.10.90.04.001)
4. B2GPI IgM (18.10.90.04.001)
5. D-Dimer

OMAAA EZETAZEQN 15
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EAETXOZ THZ AIMOZTAZHZ (APXIKH AIMOZTAZH-MH=H-INQAOAYZH) ZE OAIKO AIMA

TEXNIKEZ MPOAIATPAD®EZ ANAAYTH

1. Na mapéxet Tn SuvatdtnTa TNG OCUVOALKNG EKTIHNONG TOU OULMOOTATLKOU UNXAVIOUOU,
Tautoxpova &g va duvatal va Slokpivel €av n alpootatiky Statapoxn odeiletal oe
ENMeWPn wwdoyovou, ENewdn i mAedvaopa Aoumwy mapayoviwy MNENG, aLUOTMETAALAKNA
Slatapayn n/kot umepvwdoAuaon, GapUAKEUTIKN Oywyn TOU €MNPEATEL TNV ALLOoTAON )
alpoapaiwaon, uno/unepBepuia, avaodntika ktA. Na déxetal wg Seiypa oAko aipa pe
QVTLTNKTLKO.

2. Na Baoiletal otn péEBodo tng neplotpodiknc OpopufoelactopeTpiag Kot va mepthapBavet
oAa ta anapaitnta e€aptipata yia tn Slevépyetla MARPoUG avaluong .

3. Na aviyxvelel 0Aa ta otadia tng Snuoupyiag kat otabepomnoinong tou Bpoupou kKabwg
KalL TNV TpOwPn N 1n Auon tou Bpoupou.

4. Na tiBetal o Asttoupyio og cUVTOUO XPOVIKO SlaoTtnua Kot va epdavilovral Ta mpwta
a€LomLoTa AMOTEAEOUATA TNG LETPNONG MEoa o 10-15 AemTd amo tnv €évapén tng LETpnong,
WOTE va TIAPEXETOL N duvaToTNTA VO EMNPEACEL QUECO TN OEpAMEUTIK aywyn
TIPOEYXELPLTIKA, SLEYXELPLTLKA KOl UETEYXELPLTIKA.

5. Na TeKpnpuwvovIal EMIOTNUOVIKA, MEoa amd Slebvr) BLBAloypadio OXeTIK HE TN
Sdlaxeiplon TG algoppayiag, TA TAEOVEKTAMOTA TOU aQVOAUTH avadpoplkd HE TNV
€€0LKOVOUNON TTOPAYWYWV OLUATOC KAl OKEVOOUATWY, TNV HElwan XPOVOU TaPaOVAG TOU
acBevolg otn povada, tnv pelwon Bvnowotntag Kol TNV HEWON TOU OUVOALKOU
VOOOKOUELOKOU KOOTOUG.

6. Na gival eUKOAO 0T XPrON HE EVOWHATWHEVO NAEKTPOVLKO UTIOAOYLOTH, 006vnG adng Le
guxpnoto TpOypapua Asttoupyiag, duvatotnta amoBnkKeuong TwV ANOTEAECUATWY,
QVOAUTLKA Ttapouciacn Twv odnylwv xprong otnv 08ovn Kot va eival avolkto o edappoyn
EPEUVNTIKWYV TIPWTOKOAAWV.

7. Na 6LaBtel capwth ypappikou kwdika (barcode scanner) yla to avildpaotrpla Kot to
UALKQ TTOLOTLKOU EAEYYOU.

8. Na SlaBEtel TouAdylotov TECOEPA KAVAALAL HETPNONG HE SuVATOTNTA TOUTOXPOVNG
napakoAouBbnong otnv 00Bdovn Kal oUyKpLoNng OAwv Twv ev efelifel petprnoswv. Na
ouvodelEeTal OO NAEKTPOVLKNA TILTETTA akPiBELag yla tnv mpooOnkn controls - delypdtwy —
avtibpaotnpiwv.

9. Na umapxel n SuvatdTnTa MPOCAPHOYNG LOVASOS TOUAAXLOTOV SUO KAVOALWY HETPNONG
yla Tov EAEyX0 avTlaloneTaAlakwy dappakwyv ( aomipivng, kKAombdoypEAng) o€ oAko aipa.

10. H kataokevdotpla etalpia va OlaBETel TuMOTOLNUEVA, E£TOLMA TIPOG XPHAON
avtibpaotipla yla tnv €KTEAEon OAWV TWV TUTIOTOLNUEVWV HETPACEWYV, KOOWCS Kal
avTIOpaoTAPLA TIOLOTLKOU EAEYXOU.

11. Na urtapyet n Suvatdtnta cuvEeoNC HE EEWTEPLKO NAEKTPOVIKO UTIOAOYLOTH).
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12. Na Aettoupyet o€ pevpa 220 V/ 50 Hz.
13. Na ¢pépel tn onpavon CE.

14. Npénel va cuvodevetal amd OAa Ta avaykaila eaptnuata, eyxelpidia Xelplopou Kat
ouvtnpnong.

15. Na urtapyet AN pNG KAl Apeon TexVIKA KAAuyn anod tnv etalpeia, epoocov IntnOel.

MPOAIATPADEZ ANTIAPAZTHPIQN
1. Avtipaotiplo yla tnv aveEaptntn afloAdynon t¢ nmoapivng ¢ e€wyevou 060U NG
nn€ng kat Tnv aAAnAenidpaon ¢ pe ta OpopfokuTrapa o€ Ad LE KLTPLKO.

2. Avtidpaotnplo yla Tnv aveéaptntn tng wwdoAuong afloAdynon tng e€wyevol g odou
ntn€nc kat Tnv aAAnAenidpaon tng pe ta Opopfokutrapa os Selypota QPOTOC HE KITPLKO.

3. AvtidpaoTtrplo yla Tnv e€€taon ¢ evdoyevouc 060U mAENG kat TG aAAnAenidpaong
NG Ue Ta OpopfokuTrapa o€ Ao PE KITPLKO.

4. AvTI6paoTrpLo yla TNV EMAVAOBECTOMOINON TOU lOTOC i TTAACHOTOC UE KLTPLKO.

5. AvtiSpaotrplo yla tTnv e€€taon tng e€wyevoug 0doU mAENG Kal tng aAANAenidpaong Tng
LE To BpopBokUTTOpO O QLA HE KITPLKO.

6. AVTIOpOOTHPLO YL TNV UEMOVWUEVN EKTILNGCTN TWV EMMESWV LVWSOYOVOUL Kal TNV
TIOLOTNTA TOU TIOAULEPLOUOU TNG VLKA G OE QLML UE KLTPLKO.

7. AvTLpaoTnpLo yLa TNV EKTINGN TN AELTOUPYLKOTNTAC TWV ALUOTIETAALWY LE TNV
evepyornoinon péow tng odou tou untodoxea ADP.

8. AvTLSpaoTnpLOo YLa TNV EKTINGN TN AELTOUPYLKOTNTAC TWV ALUOTIETAALWY LE TNV
evepyornoinon péow tng 0dou tou apaxlbovikol o&€og.

9. AvTLSpaoTnPLO YLOL TNV EKTIINGN TNG AELTOUPYLKOTNTAC TWV ALUOTIETAALWY LE TNV
evepyornoinon péow tng 0dou tou untodoxéa BpopPivng.

10. YAKa moLlotikoU eAéyxou-controls kat Aoutd avaAwotpa Asltoupyiag mpoopepOUEVOU
TUTIoU AvaAuT).
ZHTOYMENEZ EZETAZEIZ

1. EAEMX0Oz ZXHMATIZMOY TOY ©OPOMBOY 2E AZOENEIZ YO HMAPINH ME
ENEPFTONOIHTH TOY 2Y:THMATOZ ENA®HX KAl HNAPINAZH

2. EAETXOZ THZ ANAZTOAHZ THZ INQAOAY2HZ ME ENEPTOMOIHTH IZTIKO
MAPATONTA KAI AMTPOTININH.

3. EAEMXOZ THXZ ENAOTENOYZ OAQY TH2 AIMO2TAZHZ MNA THN EKTIMH2H THZ MH=H2
TOY NNAXMATOZ, TOY 2XHMATIZMOY KAI MOAYMEPIZMOY TOY ©POMBOY ME
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ENEPFOMNOIHTH TOY 2Y2THMATOZ ENA®HX.

4. ENETXOZ THZ ENAOTENOYZ/EZQrENOYZ OAQY THZ AIMOZTAZHZ A THN
EKTIMHZH THZ MH=HZ TOY NAAZMATOZ, TOY 2XHMATIZMOY KAl NMOAYMEPIZMOY
TOY ©POMBOY ME ENEPTOMOIHTH TOY ZY2THMATOZ ENAQHX.

5. EAEMXOZ THZ EZQIENOYZ OAOY THZ AIMOZTAZHZ A TAXEIA EKTIMHZH TOY
IXHMATIZMOY TOY OPOMBOY KAI THZ INQAOAY2ZHZ ME ENEPIOMOIHTH TON IZTIKO
MAPATONTA.

6. EAEMXOZ TQON AIMOZTATIKQN AIATAPAXQN 2E ZYNAPTHZH ME TO INQAOTONO
ME XPHZH ANAZTOAEA TOY YINOAOXEA TOY INQAOTONOQY ZTA AIMOTIETAAIA.

7. EAEXTOZ THX EKTIMHZHZ THZ AEITOYPTIKOTHTAZ TQN AIMONETAAIQN ME THN
ENEPTOMOIHZH MEZQ THZ OAQY TOY YMMOAOXEA ADP.

8. EAEXTOZ THX EKTIMHZHZ THX AEITOYPTIKOTHTAZ TQN AIMONETAAIQN ME THN
ENEPIOMOIHZH MEZQ THZ OAOY TOY APAXIAONIKOY O=EOQz.

9. EAEXTOX THX EKTIMHXHZ THZ AEITOYPTIKOTHTAX TQN AIMOMNETAAIQN ME THN
ENEPFOMOIHZH MEZQ THZ OAOY TOY YITOAOXEA OPOMBINHZ

OMAAA EZETAZEQN 16
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MPOZAIOPIZMOZ PT 2E OAIKO AIMA-NAPAKOANOYOHZH AZOENQN

YNO ANTINHKTIKH ArQrH (13.02.01.90.900)

TEXNIKEZ MPOAIATPA®EZ POC TEST AIMO2TAZHX
1. Na tpoodiopilel PT o 1 min pe tn xprion avtidpaotnpiwyv o€ ATOULKI) CUCKEUOOLA.
2. H évbel€n tou anoteAéopartog PT va ivat o INR.

3. Ta avtdpaoctipla va SLABETOUV EVOWHATWHUEVO TIOLOTIKO £AEyx0 yla TNV aodaln
HETPNON Kol HeyaAn evalobnotia (xapunAo ISl).

4. Na €xeLtnv duvatotnta mMPocSLopLopoU TWV TTAPAUETPWY OE TPLXOELOLKO N GAEBLKO aiua,
LE TN XPNon HkpoL oykou Selypotog poAtg 10ul.

5. Na gival armAo6 otn xprion xweig tnv avaykn unapéng e€EL8LIKEVEVOU TIPOCWTILKOU, KABWG
Ta avidpaotrpla Kot To Selypa dev amattouv LLaitepn mposToLlpacia.

6. OAec oL MAnpodopieg mou adopolv otn BabBpovopnon tng CUCKEUNG KL TNV NUEPOUNVIa
ANEnG twv avtidpaotnpiwv va mepllappavovtal kwdikomolnpéveg oto code chip mou
eowkAeletal og kAOe maptida avribpaotnplwy.

7. Na umopei va anoBnkeVeL QUTOMOTA KOL VA KAVEL AVAKANGCN oo TN MvAUn €wg kat 500
LETPNOEWV.

8. Na S100étel evowpatwpévn pmatapia yio 0uToVopLa.
9. Na StaBéteL 006vn adng pe mARpn Asttoupyia ypodikwy.

10. Na €xeL tn Suvatdtnta cuvdeong e AoyLoULIKO Slaxeiplong dlepyactwy.

OMAAA EZETAZEQN 17
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EAErXOZ AEITOYPIIKOTHTAZ-2Y22QPEYZHZ AIMOMETAAIQN ZE NAAZMA NAOYZIO 2E
AIMONETAAIA (13.02.04.01.002)

MPOAIATPADEZ ANAAYTH

1. Na eival ouyxpovng texvoAoyiag avaAuTtiG TOUAGXLOTOV 4 OTTIKWY KAVOALWY LETPNONG
avefdptnTwy HeTOED TOUG HE SuvaTOTNTA OUVOUOOHUEVWYV OQAAA KAl HEUOVWHEVWY
HETPROEWVY e XapunAd CV.

2. Na eival emtpaméllo¢ avaAuThC TIEPLOPLOUEVWY SLOOTACEWV Kol BAapoug Kal va
arnoteAeitat and tnv kKUpLa cuokeur, H/Y teheutaiag texvoloylog Kal EYyXpwHO EKTUTTWTH.

3. Na eAéyxeL tnV oupmepldopd CUYKOAANTLIKOTNTOG TWV QULUOTIETAA WY O TAACUO TAOUGLO
& OTWYO 0€ ALUOTETAALN TIPAYLATOTIOLWVTOC TOUAAXLOTOV TIG e€eTdoelg Adiponectin (ADP),
Collagen, Epinephrine, Arachidonic Acid, Ristocetin, kat Ristocetin Cofactor.

4. Na bivel amoteAéopaTo O€ TPAYUATIKO XPOVO O SLAYPAUUA O LEYAAN EyXpwUn 00dvn.
5. Na gival avolytd w¢ mpog ToV MPOYPOUUOTIOUO TWV MOPOUETPWY UETPNONG.

6. O H/Y tou va €xet tn Suvatdotnta amobrkeuong dnuoypadkwyv otolxeiwv &
anotedeopdtwy acBevwv, quality controls kat standards. Na Aettoupyel pe €ldiko
TPOYpOUpa artAd otn Xprion o eptBarlov Windows XP 1) veotepo.

7. To mpoodePOUEVO CUOTNUA VA EXEL EVOWHATWHEVO TIPOYPOAULO TIOLOTIKOU EAEYXOU UE
afloAdynon kat ypadnua Levy-Jennings katd Westgard Rules.

8. Na urtohoyilel autopata: slope, max % aggregation, time to max aggregation, lag phase,
secondary slope, area under the curve kat pe Suvatdtnta mARpoug NapEUBaong ML AUTWV.

9. Na €xeL Suvatotnta Tautoxpovng mapaBoAng HEXPL Kot 20 KAUMUAWY TTPONYOULEVWY
OMOTEAEOUATWY  KABWE KAl TPOTUMWV KAUTUAWV avadopd Otn  CUCCWPEUCH
OLLLLOTIETOALWV.

10. Na SLaB€tel EVOWPATWHEVO EMWAoTAPA cwAnvapiwy Kal avtibpaotnpiwv otoug 37 °C
Kol TouAdxLotov 4 avadeuopeveg Boelg avtidpaonc.

11. Na €xeL Suvatotnta apdidpoung ocuvdeong e diktuo LIS kat Suvatotnta cuvdeong Kal
Seltepng KUPLAG CUOKELNG oTtov (810 H/Y pe To (810 AOYLOULKO WOTE val EMITUYXAVETAL
SUTAQCLAOUOG TwV KavaAlwy pHETpnong (amod 4 oe 8).

12. Na €xeL Sduvatotnta eéaywyng MANPWE SLOpHoPPWOLUWY avaPOPWVATTOTEAECUATWY
(amavtnTikwy) acBevwv.

13. H mpoodépouoa etalpia va €xel MARPN yKApO avtidpaotnplwv cUCOWPEUGCNG
awgornetaAiwv (platelet aggregation) kau ristocetin cofactor, ta omola kal va
npoodebolv. Emiong va mpoodepbolv OAa Ta amapaitnTtad AvAAWGCLUA ylo TNV
Tipaypatonoinon Twv eEETACEWV.

14. Na SwaBétel CE kot vo Asttoupyel oe tdon 220Volts / 50Hertz pe péylotn woxog
1200Watts.
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MPOAIATPADEZ ANTIAPAXTHPIQN 2YZZQPEYZHZ AIMOMETAAIQN

1. Avudpaotipio_ ADP: va eival katdAAnAng ouykévipwong Auvodllomolnpévo
avtdpaotiplo o KAtaMnAn ocuokevaoia iy 1ml/dLoAidio. To avtidpaotiplo PETA TNV
avaouotaon va £xeL oTabBepdTnTa yla TouAdxLoTtov 3 purveg otoug -202C. To mpoodepOUEVO
avtdpaotriplo va anodidet péxpt 40test/pLaAidio.

2. Avtidpaotnplo Epinephrine: va eivat katdAAnAng ouykévipwong Auodlhomolnuévo
avtdpactiplo oe KATAAANAN cuokevaoia m.x. Tou 1ml/dpLaiidio. To aviidpaotnplo peTa
TNV avacuotacn va €xel otabepotnta yla touAdylotov 1 eBdoudda otoug 2-62C. To
npoodepOUEVO avTtldpaoThpLo va amodidel péxpt 40test/dLaAidio.

3. Avtidpaotrplo Collagen: va gival KatdAANANG CUYKEVTPWONG UYPO ETOLUO TIPOC XPron
avtdpaoctiplo og KATAMnAn cuokevaoia iy tou 1ml/dplalidlo. To avidpaotripLlo PETA TO
avolypa tou ¢plaAdiou va €xel otabBepotnta yia touddxiotov 4 efdouddec otoug 2-62C. To
npoodePOUEVO avTLOpaoThpLo va amodidel péxpt 40test/dLaiidio.

4. Avtidpaotnplo Arachidonic Acid: va ivat Kat@AANnAng cuykEvipwaong AuodlAomoLnuévo
avtdpactiplo o€ KATAMNAN cuokevaoia iy Tou Iml/dLaAidio. To aviidépaoTtrpLo KETA TNV
avaoloTaon va €xeL otaBepdTnTa yia TouAdxLotov 24 wpeg otoug 2-62C. To mpoodepOUEVO
avtdpaotiplo va anodidet péxpt 40test/pLaiidio.

5. Avudpaotrplo Ristocetin: va eival katdAAnAng ouykévipwon¢ AuodlAomolnpévo
avtdpaotiplo og KATtAAnAn cuokevaoia mty tou 0,5ml/pLaAidio. To avtidpactiplo HeETd
TNV avacuotaon va £xel otaBepotnta yla touAdyxlotov 1 pnva otoug -20°C. To
npoodepOUEVO avTLdpaoThpLo va amodidetl péxpt 20test/dLaiidio.

6. Avtibpaotnplo Ristocetin Cofactor: va mpoodepBeil o€ KIT pe OAa Ta amapaitnTa yLo tnv
npaypatonowon ¢ e€€étaong O6nAadn: avtidpaotriplo Ristocetin  (ouykévipwong
10mg/ml), Lyophilised Platelets, Ristocetin Cofactor Abnormal Control, SARP Reference
Plasma kat Tris - Buffered Saline. H ocuokevacia va amodidel péxpt 50test kal ta
avtibpaotipla va €ouv tn peyalutepn duvatn otabepotnta.

ZHTOYMENEZ EZETAZEIZ:

1. 2Y2ZQPEY2H AIMOMETAAIQN ZE NAAXMA ME RICOF

2. 2YZ3QPEYZH AIMOMETAAIQN 2E MAAZMA ME PIZTOZETINH

3. ZYZXIQPEYZH AIMONETAAIQN ME ENINEOPINH

4. 2YZ2QPEYZH AIMOMETAAIQN 2E MAAZMA MAOYZI0 2E AIMOMNETAAIA ME KOAANATONO
5.2Y22QPEYZH AIMOMNETAAIQN ZE NAAZMA NMAOYzIO ZE AIMOMETAAIA ME APAXIAONIKO
6. 2YZZQPEYZH AIMONETAAIQN ZE NAAZMA NAQOYzIO ZE AIMONETAAIA ME ADP
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OMAAA EZETAZEQN 18

ANIXNEYZH YNOAEIMATIKOY APIOMOY AEYKOKYTTAPQN ZE NAPATQrA AIMATO2

MéETtpnon Tou aplBUoU TWV UTIOAEUTOMEVWY AEUKWV alpoodalpiwv oe Asukadalpepéva
TPOIOVTA AlUATOC L€ CUOKEUN HLKPOOKOTNGNG pBopLopoL.

TEXNIKEZ MPOAIATPAD®EZ ANAAYTH

1. Na xpnowuomnolet slides plag xpriong petwvovtag tnv €kBeon o€ SUVNTIKA LOAUCGUATLKOUG
TLAPAYOVTEG.

2. O avaAutng va eival PUkpog o BAapocg, LEXPL 8 KA, wWoTe va elval eUKOAN n petadopa
TOU OTOU XWpPOoUu¢ TG alpodoaoiag.

3. Na pnv xpeltaletal cuvtrpnon n kabaplopo.
4. Na xpnolUoToLEL hikpr) ToooTnTa delypatog £wg 100ul.
5. O XpOvog yla To amotéAeopa va pnv uttiepPaivel to 1 Aemto.

6. H mpoetolpacia tou delypatog va eivat amAni kat va pnv amnotteitat e€sldikevon tou
XELPLOTA yLa TNV XProNn ToU.

7. Na taBétel 006vn adnc. Ta anoteAéoparta va eival opatd otnv 080vn waoTte va Unopel
va xpnottomnotnBel kat xwpic ouvdeon pe umoloyLoth.

8. Na eivat duvatn n cuvdeon pe AoyLlopLkod ou oUANEYEL Ta dedopéva Twv avoAUCEWV.
9. Na €xel €ykplon Kukhodopiag cupdwva e TNV KOWVOTIKN odnyia 98-79-EC.

10. Na pmopei va cuvdebel pe okdvep yla el0aywyn Twv OTOXELWV Twv eEeTalOUEVWY
TIAPOYWYWV a{laToC.

11. Na SlaB£tel peléteg mou va amodelkvuouv TNV akpifeta kat emavaAnPpipuotnta tou
OoUOTNHATOG (OUYKPLON QMOTEAECUATWY LE CUOTIUATA KUTTOPOUETPLAC PONG).
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OMAAA EZETAZEQN 19

NAHPHZ IONOIKOZ EAEMXOZ AZOENQN [A HNOATITIAA B, C, HIVI-II, HTLV I-11,& 2Y®DIAHZ
ME TH MEOOAO XHMEIOQDQTAYTEIAZ

MPOAIATPADEZ ANAAYTH

1. Na eival MANPWCG QUTOHOTOTOLNUEVOG KOL VO XPNOLUOTIOLEL YL TNV €KTEAECH TWV
e€etdoewv TNV HEBOSO TNG XNUELOGWTAUYELAG.

2. Na gival tuxaiog ,cuvexoU¢ Kal apéoou MPOOTIEAACEWC (Yl Ta emeilyovta delypata).
3. H toyutnta Tou avaAutr va ivat touAaylotov 150test/wpa

5. Ta Seiypota va TpEXOUV O XPOVO ULKPOTEPO TWV 45 AETITWV YLa OAEC TIC OTTOUTOULEVEG
eetdoslc.

6. Na StaBEtel Touhdylotov 20 B€oelg avildpaotnpiwv ,MTPOKELUEVOLU va elval ePLKT N
TAUTOXPOVN POPTWON TEPLOCOTEPWY avILdpaotnpiwv yla Kabe g€€taon, wWote va pnv
Slakomretal n Aettoupyia Tou avaAuth.

7. Na StaBétel Yuyeio (<12 ¢) ,woTe Ta AvTtiSpaoThpLa Va TTOPAUEVOUV ETL TOU aVOAUTH.

8. Na éxeL Tnv SuvatdtnTa auToOpaTNG EMavaAnyng (rerun)kal AUTOPOTNG EKTEAEONC VEQG
e€étaonc (reflex) avaloya pe 1o anotéAeoua, Xwpig tnv Xprion MUTAEOV AOYLOULKOU Kal
XwpLc TNV emavatonoBétnon tou delypatod.

9. Na €xeL Suvatotnta avayvwong avidpaotnpiwv kat dSelypatwv pe BAR-CODE.
10. Na StaB£tel £€060 yla cUVEEON e KEVTPLKO NAEKTPOVIKO UTIOAOYLOTH.

11. Ta avtbpaotipla, controls kot calibrators va eivat €tolpa mpog xprAon yla va
e€aodaliletal n kaAUTepn Kal aohaAéotepn e€aywyn OAMOTEAECUATWVY.

12. Na SlaBétel SelypatoAnmen pe touAdylotov 120 Béoelg delypudtwy Kal va Umopet va
O6éxetal tavtoxpova OSlodopeTikng Slapétpou Kot UPoug owAnvdapla Kol Kayakia.
Asiypata Sladopwv tUMwv (0po¢g ,MAAoUA ,EMElyOVTA Kal pouTivag), opol ToLoTIKoU
eAéyyou kot Stalvpata Babuovounong, va dpoptwvovtot OAa o Kowoug delypotodopeis.

13. Na &wabétel ocvotnua aviyveuong mnyuatwv, ¢ucaiibwv otdbung opwv Kal
avtibpaotnpiwyv Kal va eLOOTIOLEL TOV XELPLOTH yLa TUXOV EAAeLdn TouG.

14. Na SLaBETel IPOYPAPUA ECWTEPLKOU TIOLOTIKOU EAEYXOU.

15. Na unv amnattovuvral cuvexeic Babuovounoets. H BaBuovounon ywa kabe e€€taon va
€xeL otaBepotnTa TOUAG)XLOTOV 30 NUEPWV.

16. Na avagdepBel o TpOMOC MPOCTACLOG ATO TUXOV ETILUOAUVOELC.
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17. Na vumdpxet duvatotnto UMOOTHPLENG Ot TOTIKO emimedo yla TuXOV Eemiluon
NMPoBANUATWY AOYyWw Tou aufnuévou Oykou SOUAELAG Kal TG yewypadlkng B€ong tou
VOOOKOUELOU.

18. Na ekteAel To cUVOAO TWV {NTOUUEVWYV EEETACEWV.
19. Na amnatteital Hkpog 0YKog SElyaToG Yo SLEVEPYELA TWV EEETACEWV.

20. OL TIHEG OAWV TWV e€eTAoEWY Ba MPEMEL va elval oL TEAIKEG. ZTNV TN TNG povadiaiog
e€étaong Ba ocuumepllapfavovtal OAa  ta  avidpaotipla-avalwolpa  (dnAadn
avtdpaotipla, pubuoTikd SwoAvpata, StoAlpata  kaBaplopol, avidpaocthipla
BaBuovounong kat eAéyxou, AUTIKQA, controls, cwAnvapla, calibrators k.A.1t.).

O etolo¢ aplOPOC Twy e€etdocwyv neplhapBavel e€etdoels acBevwy, Babuovounaoeig kot
TIOLOTLKO €Aeyxo0. Emonuaivetal otL ot mpopunOeuTéC uTtoXpEOUVTAL VA TIPOCDHEPOUV UE BAon
Tov {NToUHEVO aplBUO TwV eEETACEWY Kal HOvo. To epyacthplo eival autd mou Ba Kpivel,
oVudwva pe TIg mpodlaypadég ouvtnpnong aAd kat BAacn NG nUEPnoLla cuxvoTNTAC
XPNong Toug mola avtidpaotripla Ba TPEMEL va MOPAPEVOUV €T TOU avaAuth emi
ouvexouevng Baong kat mola Ba ¢puldcoovtal yia Adyoug aodaleiag o kown Yukn,
Tipokelpévou va SlaodaAloBel n otabepotnta Toug. Ta avidpaoctipla MPETEL va £XOUV
HEYAAN oTaBepOTNTA LETA TO AVOLYUA TOUG (LEYOAUTEPN TWV 2 LNVWV).

OAa ta anapaitnta avildpaotipla-avoAwoLia yla tnv Slevépyela tng kabe eé€taong Ba
TIPEMEL va TtapayyEALovtal pe Tpomo mou Ba e€aodalilel Tnv SuvatdtnTa KOCTOAOYNONG
ava e€€taon Kot epLlypAadeTal aVAAUTIKA oTLG podlaypadEg kabe opadag.

ErutAéov, 6mou amatteite kapmuAn Babuovopnon kat EAeyxog autng (uétpnon calibrators
Kal controls) ta avtidpaotipla yla vo €KTEAECTOUV QUTEC OL QVTLOPAOELG/UETPAOELS
TiapExovtol SWPEAV Kal EMUTAEOV TWV ATALTOUUEVWY Ao ToV SLaywVIoUO TTOGOTHTWVY Yo
eKTENeON e€eTdocwy. To EpyaoTApLlo EKTEAEL T BABOLOVOUNCELG KAL TOV EAEYXO QUTWV E
Bdon tnv opBn mMpaKTIkr TIou 0pilel O KATAOKEVAOTNG Kal oL SLadLKaolEG ECWTEPLKOU Kall
€€WTEPLKOU TIOLOTIKOU EAEYXOU TOU gpyactnpiou.

ZHTOYMENES EZETASEIS:

1 Anti-HTLV 1/11 (15.03.32.04.001)

ANIXNEYSH ANTI CMV IgG (15.04.02.05.001)
ANIXNEYSH ANTI CMV IgM (15.04.02.06.001)
ANIXNEYSH anti HAV IgG (15.02.01.05.001)
ANIXNEYZH HBsAg (15.02.02.01.001)
ANIXNEYSH HIV Ag-Ab (15.03.20.09.001)
ANIXNEYSH Anti- HCV (15.02.03.04.001)
ANIXNEYZH Anti-HAV IgM (15.02.01.06.001)

O 00 N o v b~ w N

ANIXNEYZH ANTIFTONOY Hbe (15.02.02.24.001)

=
o

ANIXNEYZH TIA anti HBc total (15.02.02.14.001)
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11 EAErXOZ ANTI Hbe (15.02.02.21.001)

12 EAEMXOZ lA anti HBc IgM (15.02.02.16.001)

13 EAEMXOZ lA Anti-HBs (15.02.02.04.001)

14 EAEMXOZ INA ZYOIAH (15.70.01.05.003)

15 ENIBEBAIQTIKO ENTOMIZMOY HBsAg (15.02.02.02.001)
16 MOZOTIKOZ NPOzAIOPIZMOZ HBSAG (15.02.02.03.001)
17 @OEPPITINH OPOY (12.07.01.02.001)

18 "HOMOCYSTEINE (12.13.01.09.001)

19. SARS-CoV-2 IgG Noootikd

20.  HCV-Ag

Ou e€etaoelg 17 kat 18 Sev ouumeplappavovtal otnv CUYKEKPLUEVN opada, aAld Ba
BaBuoloynBouv cav emumAéov €€eTAOELG AOYW TNG TEXVIKAG TNG XNUELOPWTAUYELAC OE
AAAEG OUABEC EEETATEWV.

MPOAIATPADEZ ANTIAPAZTHPIQN IOAOTIKOY EAEMXOY
HBsAg

1. Ta avtidpaoThpla yLa ToV TOLOTIKO Tpoadloplopnd Tou avtlyovou tng Hmatitidag B ot
0pO 1 MAACUO KOl TTAGOUA Ao Tov aokd amd aocko, va eival TeAeuTaiag yevedg Kot va
edpapudlovtal o€ MANPWS AUTOUATOTOLNUEVO AVOCOAOYLIKO avaAuTh TexvoAoylag Tuxalag
npoonélaong (random access).

2. H opxn mpoodloplopol va otnpiletal oe texvoloyio XnueEloPpwTaUYELOG Kol Vol
e€aodpaliiletat n amoduyn AavOaOUEVWV QMOTEAECHATWY, AOyw €UPAVIONG TOU
dawopévou npolwvng.

3. H evawoBnoia tng e§€taong va eivatl touAdyiotov 99,8% kat n edkoTNTA TNG €€E€TAONG
va glval touAdxlotov 99,9% oe Seiypa éleyxou eBeloviwy apodotwy.

4. Ta avtidpaotipla Ba mpémnel anodedelypéva va €xouv afloAoynbel emITuXwWE Kal yLa Thv
avixveuon Ttwv petaMafewv Ttou HbsAg. Na emlouvodBel TO €O0WKAELOTO TOU
avtibpaotnpiou kat oxeTikn BLBAoypadia.

5. OAa ta avtdpaotipla kabwg Kot oL Babpovountég Kat opoi EAEyxou va sival €tolua
T(POG XPNoN KoL va pnv anatteitatl avacvotaon r mpobépuavon autwy.

6. Na eival katdAAnAa yla th xprion €A€yxou Twv povadwv aipatog otnv atpodooia. Na
UTTAPXEL OXETLKN avadopd 0TO ECWKAELOTO TOU avtidpaotnpiou.

Anti-HCV

1. Ta avtidpaotrpLa yLa TOV TIOLOTIKO TIPOCOLOPLOUO TWV AVILCWHATWY EVAVTL TOU LoU TNG
Hratitdag C o€ opd 1) mAAopa Kal TAACHA Ao ToV aoKO, va eival TEAeuTAlOG YEVEAG Kall
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va edapuolovtol o MANPWG CUTOLOTOTIOLNUEVO AVOCGOAOYLKO aVvOAUTH TeXVoAoylag
tuxaiag mpoomnéhaong (random access).

2. H apx mpoobloplopol va otnpiletal oe texvoloyia Xnuelopwtalyelag Kol TO
TMIPWTOKOAAO NG €€étaong va eivat duo otadiwv ywa va e€acdaliletal n amoduyn
AavOaopévwy amoteAeopATwY, Aoyw eudaviong Tou ¢alvopévou npolwvng.

3. Na aviyvevovtal anodedelyéva OAEG OL AVTLYOVLKEG TIEPLOXECG TOU LOU SnA. oL TIEPLOXEG
Tou Tupnva (core) NS3, NS4 & NS5. Na emouvadtel oxetikn BLBAloypadia.

4. H evawoBnotla kat n el8kotTnTa TNG €€€TaoNC va elval touAdayiotov >99,0%.

5. OAa ta avtidpaotipla kKabBwg Kot oL Babuovountég Kal opol eEAéyxou va eival €tolua
T(POG XPNON KoL va PNV amatteitatl avaolotacon r mpoBEépuavon autwy.

6. Na eilval katdAAnAa yia tn xprion eAéyxou tTwv povadwv aipatog otnv awpodooia. Na
UTIAPXEL OXETIKA avadopd 0TO ECWKAELOTO TOU avildpaotnpiou.

HIV I/1l Ag/Ab

1. Ta avtidépaoTrpLa yLo ToV TAUTOXPOVO TIOLOTIKO TPOCSLOPLOUO OVTLOWUATWY EVAVTL TWV
wwv HIV-1, HIV-1 group O kat HIV-2 kaBw¢ Kal Tou avtlyovou p24 o€ 0po 1 MAACUA Kal
MAQOUO OO TOV 00KO, va €ival teAeutaiag yevidag kat va edappolovtal o€ MARPWE
QUTOMOTOTOLNUEVO OVOGOAOYIKO avaAutr Texvoloylag tuxaiag mpoomélaong (random
access).

2. H apx mpooSloplopol va otnpiletal oe texvoloylo XnuelopwTauyelog Kal To
MPWTOKOAAO NG €€€taoncg va eivat duo otadiwv yla va séaodaliletal n amoduyn
AavOaopévwy amoteAeopATWY, Aoyw eudaviong Tou pavopévou nmpolwvng.

3. H avixveuon tou HIV-1, HIV-1 group O kat HIV-2 va yivetol aueca Kal OxL UE
Slaotavpoupevn avtibpaon. Na emiouvadBel to ecwkKAELOTO TOU avtidpaotnpiou.

4. OAa ta avtibpaotipla kabwg Kal oL Babuovounteg kal opol EAéyxou va sival €Tolua
T(POG XPNoN KoL va pnv anatteitatl avacvotacn r mpobépuavon autwy.

5. Na eival katdAAnAa yla tn xprion €A€yxou Twv povadwv aipatog otnv atpodooia. Na
UTTAPXEL OXETLKN avadopd 0To ECWKAELOTO TOU avtidpaotnpiou.

SYPHILIS

1. Ta avtidpootripla yld TOV TIOLOTIKO TPOCOLOPIOUO TWV OVIIOWHATWY EVaVTL TOU
Treponema pallidum (wxpag omelpoxaitng) o 0pod 1 MAACUA KAl TTAGOUA aTtd ToV aoKO, va
elval teAevtaiag yevedg kot va epappolovtol o€ MANPWE AUTOUOTOTIOLUEVO AVOGOAOYLKO
avaAutn texvoloyiag tuxaiog npoomnélaong (random access).

2. H apxi mpoobloplopol va otnpiletal oe texvoloyia XnuelodpwTAUYELOG Kal TO
MPWTOKOAAO NG €€étaong va eivat duo otadiwv yla va séaodaliletal n amoduyn
AavOaopévwy amoteAeopATWVY Aoyw gpdaviong tou datvopévou npolwvng.

3. Na xpnowiomolovvtol ta tpia Baocikd avacuvbuacuéva aviyova (TpN15, TpN17,
TpN47) yla TNV avixveuon Twv oVIIOWHATWY Evavtl Tou Treponema pallidum.

4. Oha ta avtidpaotipla kKabwg Kal ol Babuovounteg Kat opol eAéyxou va sival €Tolpa
TIPOG XPNON KOlL VA NV amatteital avoolotacn r mpoBEpuavon auTwy.
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5. Na eival katdAAnAa yla th xprion eAéyxou tTwv povadwv aipatoc otnv awpodoacia. Na
UTIAPXEL OXETIKA avadopd 0TO ECWKAELOTO TOU avildpaotnpiou.

SARS-CoV-2

1. H e€€taon va HeETpA MOOOTIKA Ta avilowpata IgG évavtl tng akdikng mpwteivng (Spike),
ocupnepA\apUBavoUEVWY TwV €EOUSETEPWTIKWY QVIIOWHUATWY, otnv meplox Séopeuong
urntodoxéa (RBD) tng urtopovadag S1 tng mpwteivng tou SARS-CoV-2 o€ avBpwrvo opd Kat
TAAOUQ, TOL OTtola avamtuooovTal £(TE HETA amd GuOLKn emadn LE TOV L0, £(TE PETA Ao
eUBoAlacuo.

2. H aviyveuon €€0USETEPWTIKWY AVILOWHATWY VA TILOTOTIOLELTOL KOTOTILV CUYKPLOEWG UE
pilo eup€wg avayvwplopévn nEBodo avixveuong EOUSETEPWTIKWY OVTIOWUATWV.

3. H e€€taon Ba mpémel va mapEXeL LEYAAO avVAAUTIKO eUPOC HETPNONG XWPLG TNV avVAyKn
apaiwong. Na avagepBel n ypappikotnta.

4. H g€étaon va pnv ennpealetal KoL va PNV KAvel dtaotaupoUpevn aviidpaon amo
naBoyova AAAWV AVATIVEUOTIKWY VOOWV.

5. Ta avtidpaotrpla va StatiBevtal oe MOAAMAEG ETUAOYEG CUOKEVAOLWY (KLT) WOTE va
KOAUTITOVTOL ONUEPLVEC, AAAA KoL LEAAOVTIKECG aVAYKEC auénuévou popTou epyaaciag.

6. O xpoOvog £€k6ooN¢ TOU MPWTOU AMOTEAECUATOC va NV untepBaivel ta 30 Aenta.

7. H g&€taon va eival avoooxnuikn Vo otadiwv wote va pnv emnnpealetal and 1o
dawvopevo mpolwvng Kot va EVIOXUETAL N SLAYVWOTIKN EL8IKOTNTA.

8. Ta Selypata vo mapapévouv otabepd yla TouAdxlotov 2 nuépeC o Bepuokpaocia
Swpartiou (15°C £wg 30°C) kat yla TouhdxLotov 7 nUEPEG o Beppokpacia cuvtipnong (2°C
€wg 8°C).

9. Ta avtdpaoctrpla, oL Babpovountég kol oL opol eAéyxou va eival €Tolpol xwpig va
anatteitatl avacvotaon 1 SLAPEPLOUOS yLa T XPHoN TOUG.

10 Na pnv amnatteitat cuxvy Babuovopnon (otabepotnta touAdyilotov 30 NUEPEC).
Anti-HTLV I1/1I

1. Ta avtdpaotipla va eival TeAeutaiog YeVeAG ylo TOV TOUTOXPOVO TIOLOTIKO
TPOCSLOPLOUO AVTIOWHATWY Evavil Twv Wwv HTLV I, HTLV Il o€ opd 1) mAdopa kot mAAopa
amo Tov aoKO Kal va epapudlovtal o€ TARPWES CUTOUATOTIONUEVO AVOOOAOYLKO avaAuTh
texvoloyiag tuxaiag mpoonélaong (random access).

2. H apxn mpoodloplopol va otnpiletal oe texvoloyia Xnupelopwtalyelag Kol TO
TIPWTOKOAO NG £€€taoncg va eivat duo otadiwv yla va séaodaliletal n amoduyn
AavOaoUEVWY OTMOTEAECUATWY AOYW gpdaviong tou patvopévou mpolwvng.

3. H avixveuon tou HTLV | kat HTLV Il va yivetal aueca kot OxL Pe SlacTaupoUpEVn
avtibpaon.
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4. OA\a ta avtidpaotipla kabwg Kal ol Babuovountég kat opol EAéyxou va elval €ToLua
T(POG XPNON KAL VA NV QTALTELTOL avaouoTacn ) TpoBépuavaon autwy.

5. Na eival katdAAnAa yla tn xprion eAéyxou Twv povadwv aipoatog otnv atpodooia. Na
UTTAPXEL OXETLKN avadopd 0To ECWKAELOTO TOu avtidpaotnpiou.

Anti-HBc

1. Ta avtidpootipla yld TOV TIOLOTIKO TPOCOLOPLOUO TWV OVIIOWHATWY EVAVIL TOU
TIUPNVLKOU avTlyovou tng Hiatitidag B o opd 1 mAaopa va eival teAeutaiag yeviag Kot va
edpapudlovtal o€ MANPWGS AUTOUATOTOLNUEVO AVOGOAOYLKO avaAutr texvoloyiag tuxailag
npoonélaong (random access).

2. H apxn mpoodloplopol va otnpiletal o texvoloyia Xnuelodwtauvyelag Kal To
TMPWTOKOAAO NG e€€taong va eival duo otadiwv ya va e€aocdaiiletal n amoduyn
AavBaopEVWVY ATIOTEAECUATWY AOYW €U aviong Tou dpalvopévou polwvng.

3. 0 xpovoc AnPnc mpwtou anoteAéopatoq yia eva Selypa va pnv umepPaivet ta 30 Asmra.

4. H ouvoAikn evauoBnoia tng e€€taong va eivat 98,5% evw n CUVOALKN EL8IKOTNTA OF
delypa gAéyxou eBelovtwy aodotwy va gival touddylotov 99,3%.

5. OAa ta avidpaotipla KabBwg kot ol Babpovountég Kal opol eEAéyxou va elval £Tolua
T(POG XPNON KoL va PNV amatteitatl avoolotacn 1 mpoBEépuavon auTwy.

6. Na punv amnattovvral ouvexeic Babuovounoestg, SnAadn n Babuovounon (Kapmuin) yo
KaBe e€€taon va €xel otaBepotnta touldytotov 30 nUEPwWV.

Anti-HBc IgM - HBe Ag - Anti HBe- HAVAB IgG - HAVAB IgM- Anti HBs

1. Ta avildpaotrpla yLo TOV TIOLOTIKO TTPOCOLOPLOUO TWV OVWTEPW EEETACEWY OE 0pO N
Ao va eival TeAeuTalag Yevidg Kal vo epoapuolovial o€ TIANPWE AUTOUOTOTIOLUEVO
0voooAOYIKO avaAuTtr texvoloylag tuxaiag mpoomnélaong (random access).

2. H apxi mpoobloplopol va otnpiletal oe texvoloyia Xnuelopwrtalyelag KoL To
TMIPWTOKOAAO NG €€étaong va eival duvo otadiwv ywa va e€acdaliletal n amoduyn
AavOaouévwy anoteAeopATwVY Aoyw gpdaviong tou datvopévou polwvng.

3. OAa ta avtidpaotipla kKaBwg Kot oL Babuovountég Kal opol eAéyxou va sival €Tolua
TIPOG XPNON KOlL VA NV amatteitatl avoolotacon 1 mpoBEpuavon auTwy.

HCV-Ag

1. Ta avtidpaotipla yla TOV TOLOTIKO TPOCOLOPIOUO TWV OVIICWHATWY EVAVTL TOU
TIupNVLKOU avtlyovou tng Hratitidag C o opd i mAdoua va eival teAeutaiog yeviag Kot va
edpapudlovral o TANPWE AUTOUATOTOLNUEVO AVOOOAOYLIKO avaAuth texvoAoyiag Ttuxaiag
npoonélaong (random access).

2. H apxi mpooSloplopol va otnpiletal oe texvoloyia XnUELOPWTAUYELOG Kal TO
TMIPWTOKOAO NG £€€taoncg va eivat dvo otadiwv yla va séaopaliletal n amoduyn
AavOaoUEVWY OTMOTEAECUATWY AOYW gpdaviong tou patvopévou mpolwvng.
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3. H otaBepdtnta tne KapmuAng va eivat Touldxiotov 30 nuepWV 1 va XpeLaletol KapmuAn
o€ KABe véa maptida avtdpaotnpiou.

4. H svawoBbnola tng e€€taong va <3,00 fmol/L kat n edikotnta tng e€€taong va ivat
>9,0%.

5. OAa ta avidpaotripla KabBwg kot ol Babpovountég Kal opol eEAéyxou va gival ETolua
T(POG XPNON KAl VAl NV amalteital avacuotaon.

OMAAA EZETAZEQN 20

OANOKAHPOMENH ZEIPA EZQTEPIKOY & EZQTEPIKOY MOIOTIKOY EAEXIOY
ANOZOAIMATOAOTrIAZ KAI AIMO2TAZHZ

MPOAIATPADEZ NMPOTPAMMATOZ EZQTEPIKOY MNOIOTIKOY EAEIXOY AIMOXTAZHZ

1. E€eldikeupévo poypappa yLa Tig e€etaoets PT(sec, %), INR, APTT (sec, ratio), Fibrinogen.
To mpoypappa va Slevepyeital oktw $opeEg eTnoilwg, pe TOUAAxLOTOV SUO TPAYUATIKA
avapaiwta delypata ava armooTtoAr), TPoKeLUEVOU ad evog va e€eTAOVTOL CUYXPOVWGE Kal
Ta SUo SladopeTika emimeda cuyKevipwoewv (UPNAAd - xaunAd) kot ad €Tépou OE
TEPIMTWON N OVAUEVOUEVOU QTTOTEAECOTOG, TO EPYQOTIPLO VA UITOPEL vaL EXEL LA TIPWTN
amavtnon av to opaApa gival Tuxoio 1} CUCTNUATIKO, WOTE va TPoPel Apeoa og TUXOV
Sl0pOBwTIKEG evépyelec. OL TWHEG Twv SelypdTtwy va e€ival Kovtd ota opla KAWVIKOU
evlladépovrtog. Na 1o PT va UTtApXEL N SuvatoTnTa TO AMOTEAECUATA VA ATTOCTEAAOVTAL O
SeutepOAENTQ, O€ ETIL TOLC EKATOV, WOTE VA EAEYXOVTAL AUECA OL (510l TUTIOL AVOAUTWY OAAG
kat og INR yla va ocuykpivovtol Je OAOUG TOUC aVOAUTEG, yla to APTT va UTIAPXEL N
SuvatotnTa To AmoTeAEoUATA VA ATTOOTEAAOVTOL OE Sec Kal ratio. To epyaotrplo va Umopet
VO QTIOOTEAAEL OTTOTEAECHLOTA VL0 TPELG AVAAUTEC XWPLG EMUTAEOV KOOTOG.

2. Eldikeupévo mpoypappa ya tnv OpopBodidia. Na eAéyyel T e€etaoelg: Antithrombin
activity, Antithrombin antigen, Protein C antigen, Protein C activity, (Ue TEXVIKEG
XPWHUATOUETPIKEG Kal TtAENG), Protein S activity and Protein S antigen (total and free), To
npoypappa va Slevepyeital ava tpipnvo, Pe TouAdxlotov SU0 MPAYHATIKA avapaiwta
Selypata avd amootoAr, He TIUEG KOVTA oTa Opla KAWVIKOU evladEpovTod.

3. E&elbikeupévo mpoypappa yia tnv e€€taon: APC Resistance To mpoypoppo va
e€elbikevetal otnv e€é€taon APC Resistance, pe Wblaitepa emileypéva delypata mou Ba
otoxelouv Hovo otnv e€€taon autnv. To mMPoypappa va Slevepyeital ava Tpipnvo, pe
ToUuAdLoToV SUO TIPAYUATIKA avopaiwta Selypata ava armooToAr, KE TIHEC KOVTA oTa Opla
KAWVIKOU evlladEépovTod.

4. E€eldikeVEVO TIPOYpappa yio TG e€etaoelg: Lupus Anticoagulant /Antiphospholipid
Antibodies. To mpoypappa va e€elbikevetal otnv e€€étaon Lupus Anticoagulant/
Antiphospholipid Antibodies, pe Wwaitepa Selypata, va Slevepyeital avd tpiunvo, He
TouAdylotov dU0 PLaAidia pe Eva Selypa, ava amooTtoAn, He TLUEG KOVTIA oTa 6pLa KALVIKOU
evbladépovrog.

5. E€s18lkeupévo mpoypappa ya tv eé€taocn VWF, TPOKELHEVOU va YIVETAL N owoTn
Slayvwon Ba MpEMEL OTO MPOYPOUUA Vo EAEYXOVTOL UTIOXPEWTLKA OAEC OL OKOAOUOEG
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napapetpol: (antigen, ristocetin cofactor activity, activity collagen binding, multimers,
Factor VIII). Zto mpoypappa va avaAuovtal slaitepa Seiypata onwg ot mapduetpot: VWF
antigen, VWF ristocetin cofactor activity, VWF activity, VWF collagen binding,VWF
multimers,VWF Factor VIII, va Sievepyeital ava tpipnvo, pue touAdaxtotov Suo ¢LlaAidia.

6. E€eldikeupévo mpoypappa yla tig e€etaoelg: D-Dimer To mpoypappa va e€elSikeveTaL
otnv e€€taon yla D Dimer, pe W8laitepa emheypéva delypata mov Ba oTtoxeUouv HOVO OTNV
e€étaon autiv. To mpoypoppa vo Slevepyeital ava tpipunvo, Ue TtoulAdylotov Suo
TPAYUATIKA avapaiwta Selypata ava amootoArny mpokelpévou ad evog va s€etalovral
ouYXPOVWG Kal ta Suo Sladopetikd emineda ouykevipwoewyv (VPnAda-xapnAd) kot ad
ETEPOU OE TEPUMTWON N OVOUEVOUEVOU OMOTEAECUATOC VA Uopel apeoa va 600¢el pla
amavtnon av to opAApa ivol TUXOLo [ CUCTNUATIKO, WOTE TO EPYAOTAPLO va TIPoPel oe
TUXOV SLopOWTIKEG evépyeleg. OL TIUEG TWV SELYUATWV va Elval KOVTA ota 0pLla KALVIKOU
evllapEpovtoc. To EpyacTrplo Vo UIOPEL va AMOOTEAAEL AMOTEAECUATA YL TPELG AVAAUTES
XWPLG EMUTAEOV KOOTOG.

7. E€elSikeupéva poypappaTa yla TG e¢etdoelg: Na amootéAovtal Wlaitepa delypata
KOVTA ota 0pLa KAWVIKOU evlLladEPoVTOoG, yla ToV EAEYX0 TWV EMUTESWY TWV TLUWV OTOUG
napayovteg Factor VI, I1X,XI:C, XII:C.

8. E€eldikeupéva mpoypappata yla tic e€etaoels: Na anootéAAovtal delypata Kovid ota
opLa KALVIKOU evELadEPOVTOG YLa TOV EAEYXO TWV ETUMESWV TWV TILWV OTOUC TTOPAYOVTEG
Factor II:C, V:C, VII:C X:C.

9. E€elbikevpéva mpoypdppata ylo TG e€etdoelg: Emeldny o tpomog pETpnong Tou
napayovta Xlll, Sev €xelL Kapia oxEon LE TOV TPOTIO HETPNONG TWV UTTOAOLTIWY TTOpayOVIWY,
Ba mpénel ywa tov mapayovra Xlll, va umdpyxel e€elSIkeupévo TpOypaUpa, Omou Ba
QTOOTEANOVTOL CUYKEKPLUEVA SelypaTa KALWVIKNG onUAciog ylo Tov EAEYX0 TwV TLUWV TOU
napayovta Factor XllI (activity and antigen).

10. E&slbikeupéva mpoypappata yla tic e€etaoelg: Low Molecular Weight Heparin
Monitoring ( anti-Xa). Ta mpoypappota va Sltevepyouvtal ava Tpipnvo, Le touAaytotov dUo
TPAYUATIKA avapaiwta Selypata ava omooToAr], HE TIHMEC KOVTIA OTa Opla KALVLKOU
evlladépovrog.

11. IxAuata E€wtepkig AloAdynong Moldtntag yla Tig akOAoUBeg €EETAOELS TEXVIKES
Moplaknig Bloloyiag-Tevetikig (FV-Leiden, Prothrombin, MTHFR (C677T, A1298C), PAI-I
4G5G)

12. IxAuota E€wtepikng AfloAoynong Molwdtntag ywo thv MEeAETN TEPLOTATIKWY ME
OLLOPPAYIKEC aoBEvVeLeC. To poypappa va Stevepyeital Stadiktuaka pia ¢opd To £T0¢, UE
TIEPLOTATIKA KALVLKOU evlLladpEpovToC.

FENIKEZ AMAITHZEIZ NOIOTIKOY EAETXOY:

1. H etalpeia, mpounOeUTAC va TPOOPEPEL UTMOXPEWTIKA OAOKANPWHEVN OELPA TWV
OVWTEPW TIPOYPAUUATWY EEWTEPLKAC a€LOAOYNONC TOLOTNTAC, KOl OAOKANPWHEVA ETACLO
TIPOYPAULLOTA, OTTO TOV 810 SLopyavwTr, TTPOKELUEVOU TO pyaotrplo va e€aodalilet:

A) JUVEKTLUNON OTA AMOTEAECUATA TWV SLAPOPETIKWY EEETACEWV.

B) Ze nepintwon dtadwviag petalt twv SltadopeTikwy eEETACEWV TO EpyaoTrplo va Bplokel
AUECA TNV amavtnon tou amnod tov idlo mpounBeuTr), WOTE 0 €vag MPOoUNBEeUTNAC va Unv
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petatomnilel To mPOBAnUA oTov AANO KOl TO EPYAOTAPLO Va ival os B€on va Aappavel pua
OPLOTLKNA QIAVTINON YPRYyopa, MPog AU TOU TIPORANUATOG.

I Na yivetal xprion, ekmaideuon kal epunveia evog Aoyloptkol tou biou oikou amod to
EPYQOTAPLO , YLOL TNV OTTOOTOAN QMOTEAECUATWY KoL TopaAafr) Twv peMopT- avadopwv.

2. Ta mpoypappata va eival Slamiotevpéva Pe To véo poturo ISO 17043: 2010.

3. H ouxvotnta yla TO TPOYPAUMATA OlUOoTAONG-TNENG, aLTETaL avOAUTIKA ava
TPOYPOUHA Kol e€aptatal and To HEyeBog pouTivag Tou EpyaoTnpiou Kol yLa TG EEETAOELS
mou 6ev SlevepyouvTtal CUXVA, N oUXVOTNTA SLEVEPYELOG TWV TIPOYPAUUATWY KUUOLVETAL
arnod 1-2 ¢opég.

4. Y& kaBe Sle€aywyn va avaAUovTol UTIOXPEWTIKA TouAdxlotov duo Stadopetika Selypata
wote ad evog va eAéyxetal n anddoon tng e€€taong o Suo Sladopetikd enineda kat adp
ETEPOU OE MEPIMTWON 0PAAUATOG, TO EPYOOTNPLO VO UTTOPEL va €xeL ula €voelen av to
odaApa eival éva cuoTNUATIKO 1 Tuxaio odAApa, yla va TiPoPEl AUECWE OTLG ATIOPALTNTEG
SL0pOWTIKEG eVEPYELEC.

5. Ta delypata va eivat paypaTika avapaiwta Selypata (Kot OXL apalwuéva).

6. OL TIHEC TwV Selypdtwy va Bpiokovtal TOAU Kovtd ota Oopla KALWVIKOU evlladpEpovTog,
(r.x.INR: 1.0-5.0). OAa ta Seiypata mou Ba avaluBouv va sival SladopeTika KoL va pnv
enavaAappavovral Katd Tnv SLAPKEL TOU MPOYPAPUATOG oTo £€T0C. Na to SnAwvel o
TipounBeuTAC.

7. Ta penopTg va eival katavonta, va mepthapfavouv afLoAdynaon ava avildpaoTtnplo Kot
ava avaAuth kabwg kat aviidpaotnpiwv/avalutr. Eniong ta pendptg va nepthapBdavouy
onwaodnMoTte Ue Z Score yla mopakoAolBnon Lotoplkol, o€ popdr) 1000 e Slaxpovikn
avadopa 600 Kal oto Bactko emninedo.

8. To epyaoctrplo va Umopel va apXioel AUECA TNV CUUHETOXH TOU KOl VO TNV SLOKOTTEL
emiong.

9. O mpounBeutng otnv EAAASa kat o Opyaviopog tou SLevepyeL Ta TpoypapaTa va eivat
aveAptnNTOoC amo ToV MPOUNOEUTH KAl TOV KATAOKEUAOTH avildpactnpiwyv, avaAutwy,
ocUudwva pPe TNV eYKUKALO 919 tou Ymoupyeiou Yyeilag, va eival apepoAnmrtog, un
KEPOOOKOTILKOG wote va OlaodaAlleTal n  AVIKEWEVIKOTNTO KoL oaflomiotia  Ttwv
anoteAeopdtwyv. O Opyaviopog va edikevetal o€  Awuootaon-Opoupodilia, e
TipoypAppaTa poplakig Blodoyiag- Nevetikng. OAa ta delypata mou Ba avaAuBouv va sivat
SLapopeTIKA KaL va pnv emavaAappdavovial. Katd tnv SLApKELA TOU TIPOYPAUUOTOC OTO
€10G.

10. Ta pemopTE va eival katavonta, va Sivovtal e aloAoynon ava avidpaoTrpLo Kal ava
avaAutn kabwc Kal avtidpaotnpiwv /avaAutr. Eniong ta pemoptg va divovtatl kal pe Z
Score pe mapakoAoUBnon LoToplkoU onMwaoSNMOTE, o Lopdn TO0O UE SLoxpovikr avadopd
000 KoL 0To Baolko eminedo.

11. H mpounBelTtpla eTaLpEia va €XEL EUTELPLA OTOV EAEYXO TTOLOTNTAC Kal va EELSIKEVETAL
KaBapad og BEpaTa eEWTEPLIKOU KOL ECWTEPLKOU EAEYXOU TIOLOTNTAC KOLL VO NV EUTTAEKETALL
pe mpounBela avtibpaotnpiwy A pe BEpata eknaibevong, eykataotacng ya Slamniotevon
1| TILOTOTOINON TWV EPYACTNPLWY, WOTE VA NV UTIAPXOUV CUYKPOUOUEVA cupdEpovTa, yLa
va e€aodaliletal n aveaptnoia KoL AVILKELLEVIKOTNTA OTNV TTAPOXH CUMBOUAWY, yla TV
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afloAOynon TwvV amoTEAECHATWY ToloTNTaG. Emiong va Slab€tel kol mpoypappoto
HLOPLOKWY TEXVIKWV.

12. Na katateBei meAatoAdylo otnv EAAGSa.

NPOAIATPADEZ E=ZQTEPIKOY & EZQTEPIKOY NOIOTIKOY EAEFXOY
ANOZOAIMATOAOTIKQN EZETAZEQN

TEXNIKEZ NMPOAIATPADEZ

1. Avefaptnto oavtikelhevikd Control yla Tov €0WTEPIKO EAEyXO TOLOTNTOG,
OVOOOOLUOTOAOYIKWY €EETACEWY, yla Tnv tumomoinon opadwv aipato¢ ABO, Rh,
dawvotunwy Tou cuotiuato¢ Rh, avaoctpodn opdda, va umapxel Oetikd PplaAidio otnv
€upeon Coombs kal apvnTikO KOVTPOA oTnv dApeong coombs KAatdAAnAo yla OAeC ta
OQUTOMATEG Kol OAeG TIC manual pebodoug slide ,tubes,xwplic mepLOpLOUOUG WG TPOG TV
gyyunon otnv xprnon Toug, he eAaxLoto oyko 6 mlyta va kaAumtovtatl ol avaykec. To control
va gival ave€apTnTo oo TOV KATAOKEUAOTH avTldpaotnpiwy /avalutwy, va eival cupBoato
HE QUTOHOTOUC OVAAUTEG, LEBOSWV YEANCG, otnAwv, otepedc paong aAlAad Katl yia slide test
(xelpokivnteg pEBobdoOL). To KOVTPOA va amoteAeiTal TOUAAXLOTOV Ao TEooEPA SLOPOPETIKA
dLaAidia oAtkol aipatog e TOUAAXLOTOV EAGXLOTO OYKO 6 ml, yla va KOAUTITEL TIG UNVLOLEG
OVAYKEC TOU TUNUATOG KAl VoL EMAPKEL yla Tov €Aeyxo oA wV peBddwv Kal avaAutwy, ylo
ToV €Aeyxo Twv cuotnuatwv ABO, Rh, ¢pawvotumou tou Rh kat Kell. To kaBe ¢LaAidio va
eAéyxel Stadopetikn opada kat cuvbuaoud pelouc.(O, A, B, kat AB, kaBwg pgloug BeTiko
KOLL APVNTLKO), WOTE VO EAEYXOVTOL OAEG OL OUASEC, PavoTuTIoL KABWC ETTioNC va EAEyxovTal
TA AVTLOWHATA OE XOUNAOUC TITAOUG.

2. EtNolog avefdptntog €0WTEPLKOG €AEYXOG TOLOTNTAC SeKATPLWY TOPASOCEWY LE
evaloOnrtomnownuéva kuttapa; 1gG ya tnv eniBePfaiwon kat tov €Aeyxo tng dpeong Coombs
To ave€dptnto KoOvipOA va ouvbudletal pe TO ave€dptnto KOVIPOA Tou (6lou
KOTOLOKEUQOTH, TTOU XPNOLUOTIOLEL TO EPYACTHPLO VLA TG UTIOAOLTIEG OLVOCOOLLOTOAOYLKEG
€€ETAOELC, Yyl OAEG TIC TEXVIKEC OUTOMATEC Kol manual, Tpokelpévou va ylvetal
OUVEKTINON OMOTEAECUATWY KOL OAOKANPWHEVOC EAEYXOG ATIOTEAECUATWV.

3 E€elbikeupévo mpOypappa eEWTEPLKAG afLOAOYNONG TOLOTNTAG Yla TIC €EETAOELC:
Turomnoinon opddwv aipatog cvotnua ABO kot RhD (VI+/VI-) grouping, avaotpodng
opadac. To mpoypappa va eAEyxeL emiong emumAéov ta emiPeBalwTtikd Teot yla to ABO Kkalt
RhD, kot éAeyxo twv opddwv aipatog ABO kat RhD ota veoyvd, tnv mpoavaAutiky, Thv
QVOAUTLKA Kal META avalutiki pdaon. To €Ttiolo mpoypappa va anoteAeital TouAdxLoTov
amno 4 kUkAoug (Le Sduvatotnta Tou epyactnpiou va eTAEEEL TOV aplOUO KUKAWVY). Ze KAOe
KUKAO va avaAvovtal Touldylotov Suo delypata, wote oe mepintwon odAAQATOC, TO
EPYAOTAPLO VA UIopel va €XeL pia €vOelen av to opaipa eival tuxaio f CUCTNUATLKO, WOTE
va npofel oTig anapaitnTte SLOpOWTLKEG EVEPYELEC.

4. Npoypappa eEwteplkng afloAdynong molotnTac yla Tig €eTdoelg: antibody screening
(éppeon Coombs) kat cupBatotnta, va meplthapBavel emiong tnv KAWIKN agloAoynon, tnv
TIPOAVOAUTLKI], OVAAUTLKA KOl HETA avaAuTik ¢acn. vo Slevepyeital Téooeplc PopEC
€TNOlWC pe ToulayLotov Suo Seiypoata aoBevwy kot TEcoepa SOTWV ava KUKAO, yLa EUPEDN
T000 oupPatwyv aAlAd kot acUpBatwyv dotwv. To ETAOLO MPOYPAUUA VO ATTOTEAE(TOL QO
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TouAdxLotov 4 kKUKAoug (Le Suvatotnta Tou epyactnpiou va eTUAEEEL TOV aplOpUd KUKAWV).
Y& kaBe kUKAO va avaAvovtal TouAdylotov §Uo Selypota acBevwy yla EAeYX0 EUPEDNC
Coombs kal Staotavpwong (ta omola Ba eival Ta untepkeipeva MAAoMATA, oo Ta Selypata
ToU OALKOU atpatog yia ABO, Rh, wote va ylvetal tautoxpova £Aeyxog ABO, NAEKTPOVLKNAG
Kol OPOAOYIKAG AcUUBATOTNTOC) KAl UE TOUAAXLOTOV Téooepa delypata dotwv (aokwv),
wote ad evog va uTtapyxel n mBavotnta avelpeong cuppatol &6t Kol ad eTépou o€
nepintwon cdAALATOC, TO EPYOOTHPLO VA UIMOPEL val €XeL pia €vEelen av to opaApa ivat
TUXALlo 1) CUOTNUATLKO, WOTE va TIPOPEL OTLG amapaitnTeg SLOPOWTLKEG EVEPYELEC.

5. E€e18lkeupévo TpoOypappa eEWTEPLKNG afLOAOYNOoNG TOLOTNTAC Yl TIG EEETAOELG: TEOT
avtiodatlpivng apeoco, va meplthapBavel emiong tnv KAWVIKN afloAdynaon, TNV mPoavaAuTLKi,
OVOAUTIKA KoL PETA avoAutikn ¢adon, va Olevepyeital téooeplg ¢opég €Tnoiwg e
TouAdylotov uo Selypata acBevwv ava KUKAO. To ETAOLO TIPOYPAULO VO ATTOTEAELTOL ATTO
4 kUkAoug(pe Suvatdtnta Tou epyactnpiou va eTiAEEEL TOV aplBUO KUKAWV). 2 KABE KUKAO
va avaAvovtal TouAdylotov SUo Selypata, wote o€ MepimTtwon oPpAAUATOC, TO EPYAOTHPLO
va UTopel va €xel pila €veelén av To opaipa eivat Tuxaio | CUCTNUATLKO, WOTE va TIPoPetl
OTLC amapaitnteg SLOPOWTIKEG EVEPYELEG.

6. E€e181keupévo Sladiktuako mpoypappa yia ABO kal Rh pe deiypata Ppndlakwy elkOVwy
yla éleyxo kat emiBefaiwon NG SLAYVWOTIKAG LKAVOTNTAC OTNV TUTOTOINON OHAdwV
atpatog cuotnua ABO kat RhD grouping, avaotpodng opadag, mpoavaAuTLKA G, OVOAUTIKAG
KOl META avaAuTikng ¢paong va Sievepyeital pia dopd £TNOIWE HE TOUAAXLOTOV €iKOOL
TIEPLOTATIKWYV o Selypoata acBevwv avad KUKAo. To mpoypappa e€wtepkng aloAdynong
TIOLOTNTOG YL TNV €pUNnVeila ot e€etaoelg mou Slevepyouvtal Pe YEAN, He YndLlakeEg
€IKOVEC, yla Tumtonoinon opdadwv aipato¢ cuotnua ABO kat RhD grouping, avactpodnc,
TIPOAVAAUTLKAG, AVOAUTIKNG KAl HETA avaAUTIKNG daong, va Slevepyeital pa ¢popd tov
Xpovo. Ta mpoypappa va dievepyeital pe am euBeiag ouvdeon (LEow Sladiktuou) wote OAa
TA €pyaoTnpLla va AapPAavouv TOVOOLOTUTIEG ELKOVEC YLoL TNV QVTLKELUEVIKH afloAoynon
TOUG.

FENIKEZ ANAITHZEIZ

H etatpeia mpounBeutrc otnv EANGSO va TPoodEPEL UTIOXPEWTLKA OAOKANPWHEVN CELPA
TWV aVWTEPW TIPOIOVIWV E0WTEPIKOU €AEyXOU TOLOTNTAC KABWC KOl TPOYPAUUATWV
e€wteplkng afloAoynong moldtnTac. Ta mMPoypApHaTa EWTEPLKAC a€LOAOYNONG TOLOTNTAG
va elval Tou Wilou Slopyavwth, wote ad €vOog O TEPIMTWON TOU TA ANMOTEAEoUAT
TIAPEKKALVOUV O TA AVOULEVOLEVA, TO EPYACTHPLO VA UMOpPEL va BpeL dpeosa Tnv AUon Tou
TUXOV MpoBARUATOC, Ao Tov i6lo mpounBeUTH Kal va HnV LETATOTIETAL TO TPOBANUA Ao
ToV éva popuNnBeuTr) otov GANO, ETIONC VA YIVETOL GUVEKTIUNON TWV ATOTEAECUATWY KoL
ad etépou va pnv xpelaletal n eknaidevon oe Stadopetikd Aoylopika. H mpounBeutpla
etalpeia otnv EAAGSA KAl 0 KOTOLOKEUAOTHG TWV UALKWY TOU ECWTEPLKOU Kol EEWTEPLKOV
eAéyxou molotnTac va eival avefaptntol amo tov mpopnbsut otnv EAAGSa kal tov
KOTOOKEUAOTH avTtldpaotnpiwy Kal UNXavnUAatwy Totonotnpévog pe ISO 9001: 2015,
ocUpdwva pe tnv EykukAto 919 tou Ymoupyeiou Yyeiog kot tig odnyieg tou JupBouAiou TG
Eupwning, yia va €€00PpaAloTEL N QVTLIKEWWEVIKOTNTA TWV omoteAeoudtwy. Emiong n
TipouNnBeUTpLa €TALpEia VA EXEL EUMELplA OTOV EAEYXO TOLOTNTOG Kal va e€elSIkeVETAL
KaBapad oe BEpata eEWTEPIKOU KL ECWTEPLKOU EAEYXOU TIOLOTNTAC KOL VO NV EUTTAEKETALL
oe Ofpata Slamictevong moTtomMOlNONG, WOTE VA WAV UTIAPXOUV OVTIKPOUOUEVQ
ocupdEpovta, yla va efaodaliletal n aveéaptnola Kol AVIIKELLEVIKOTNTA OTNV TOPOXA
ocupuBouAwy, ya v afloAoynon twv amoteAeopatwy molotntas. Na katateBel SAwon
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OO TOV KATAOKEVOOTIKO 0lko, armodoxng tng mpounBetag. kot va katatebel meAatoAoylo
arnd tov popnBeutr) otnv EAAASQ, HE TIG KUPLOTEPEG TTWANOELS TWV TPLWV TEAEUTALWV ETWV,
YLlOL TOL CUYKEKPLUEVA ELON.

Ta mpoypdupoto va SlevepyolvTal O TAKTA XPOVIKA SlaoTApOTO ova TPLUNVO HE
Suvatdétnta tou gpyactnpiou va eTAEEEL TOV aplOUd KUKAWVY KOl VO TO XPNOLLLOTIOLNOEL O€
OAoug TouG avaAutég. OAa Ta avWTEPW TIPOYPAUUATA VO TIEPIAAUBAVOUV UTIOXPEWTLKA
€AEyX0 TOLOTNTOG TTPOAVAAUTLKAG, OVOAUTIKNAG KOl LETAVAAUTIKAG ¢pAong, oUWV PE TIG
QAT OELS TOu Tpoturou I1SO 15189.

O Opyaviopog mou Ba mpaypatomnolel TNV ewtepikr) afloAdynon moldtnTag va eivat
TIOYKOOWULOL OVOYVWPLOUEVOG U KEPSOOKOTILKOG, va €lval miotomnolnuévog pe 1SO 9001:
2015 kot va elvol SLATIOTEUMEVOG WG TIPOC TNV OSLEVEPYELD OXNMATWVY EEWTEPLKNG
aLoAOyNGoNG MOLOTNTAC LLE TIG ATIALTAOELG Tou Ipotumou: EN ISO/IEC 17043:2010.
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OMAAA EZETAZEQN 21

EAEMXOZ ANIXNEYZHZ AIMOZODAIPINONAOEIQON ME MEGOAO TPIXOEIAIKHZ
HAEKTPO®OPHZH2

TEXNIKEZ MPOAIATPADEXZ AYTOMATOY ANAAYTOY TPIXOEIAIKHZ HAEKTPODOPHZHZ

1. Na elvat ouyxpovng texvoloyiag, emtpanéllog Kat va Baciletal otnv pEBodo tng
TPLX0eldIKNAG NAekTpOodOPNONG.

2. Na SLaBétel To peyaAlTtepo Suvato eUPOC EETACEWV Kal Vo EKTEAEL TOUAAXLOTOV :
e HAektpodopnon Alpoodalplvwy Kot
e HAektpodopnon Mukoluliwpévng Alpoodatpivng (HbAlc).

3. MNa tig e€etdoelg omou to delypa eivat oAkd aipa, n SetypoatoAnyia va yivetat pévov
OO KAELOTA CWANVAPLA YEVIKNC ALUATOG e cUOTNUA cup piercing yia tTnv Stacdaliion
TOU XELPLOTH.

4. O avalutrig va eival eEOMALOPEVOC LE CUOTNUA CUVEXOUG ELOAYWYNG SELYUATWY, aAAA
KOl LNXOVIOMO avASEUONE TWV CWANVAPLWY YEVIKAC AlHATOG UE OKOTIO TNV StaodaAion
NG KAAUTEPNG SUVATAG OLOYEVOTIOLINGCNG TOU apaTOC TTpLy TNV SelypatoAniia.

5. Na xpnoluomolel Tov pUKpOTEPO SuVATO OYKO SEYUATOC KAl VO T(PAY LATOTIOLEL
QUTOMATA TNV TPOETOLUACIA TWV SELYUATWV.

6. H uétpnon twv Alnoodalplvwy va yivetat ota 415 nm, WAKOG KUUATOC KATAAANAo yLa
alpoodalpvikd KAAopaTa.

7. Na SlaBéteL otolyeia Peltier yia tov €Aeyxo kal tnv pubuion tng Bepuokpaciag katd
Vv dLapkeLa NG nAektpododpnong.

8. Na diabétel barcode reader yla tnv avixveuon twv SEYUATWY, WOTE VA ETLTAXUVOVTOL
ot dtadikaoieg kal va BeAtiwvetal n acpAAela Tou epyaotnpiou.

9. Na £xeL tn duvatotnta cuvdeonc pe apudidpoun emkowVia e KEVIPIKO oUOTNUO TOU
epyaotnpiou (r.x. LIS).

10. Na StaB£tel Baon dedopévwy yla tnv dlatrpnon Peyalou apxeiov aobevwv.

11. Na urtapyet BeBaiwon Tou olkou KATAoKEUNC OTL T TPoodePOEVA avTLOpaaTHpLa
Kol avOAWOLUA, Elval armoAUTwG cupBatd e Tov TPoodePOUEVO AVOAUTH.
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OMAAA EZETAZEQN 22

ANAAYZH EAEMXOY AEITOYPTIKOTHTAZ AIMONETAAIQN ZE OAIKO AIMA.

TEXNIKEZ MPOAIATPADEZ ANAAYTOY

1. Na xpnotpormnolel oAko aipa kateuBeiav amo tnv atpoAnia xwpis kapio mponyoupevn
TipoEpyacia tou delypatog.

2. Na eAéyxeL TNV OPXLKNA ALUOOTATIK SUVOULKOTNTA TOU Selylatog cuVoALKA (primary
hemostasis capacity) PHC.

3. Na kavel pé€tpnon tng dnuoupyiag tou AseukoU-atpometaAlakol Bpoppou (SnA.
TIPOCKOAANONG, CUCCWPEUCNG KAl ATTOKOKKLOTIOINONG Tautoxpova), Le uPnAn evalodnoia
Kal akpiBela.

4. Na eival eUKOAOC Kal amAOg oTnv Xpron, UKpog o Slaotaoels kat eAadpug o Bapog,
Slopkwe dlaBgopog yla HETpnon ava maoa oTyun (epnuepleg, emelyovta MEPLOTATIKA) KL
TO TOOOTIKO amotéAeopa va AapPavetol o HeEPIKA AemTd. To aAmoTtéEAeocpa vo €ival
TIOOOTIKO eKTePACUEVO O€ SeuTEPOAETTA Gav Xpovocg anodpalng closure Time (CT) kot va
EKTUTIWVETAL.

5. Na €xel duvatotnta avoayvwpelong ypaupkou kwdika. No SlaB€tel eVOWUOTWUEVO
EKTUTIWT).

6. Na €xet Suvatdotnta olvdeong pe eéwtepkd H/V £€€odoc RS 232 kat to LIS tou
gepyaotnpiou.

7. Na katateBel kataotaon Epyaoctnpiwv kot KEVIpwv Mou XpnoLUOToLoUV avTioToLYO
avaAuTA PE ToV TpoodepOUevo o Anupooia f 18wTtikd Noookopeia kat NoonAeuTika
WSplaTA WOTE VO TEKUNPLWVETAL N EUPELA EUMELPLO TOU TTpOUNBOeUTH.

8. Na katatebel dUAO ocuppOpdwonG He oadelc MapaMOUNEC o€ Prospectus kat
ouUVOSEUTIKA £yypada TEXVIKWYV TIEPLYpADWV.

9. Ta avtidpaotipla va €xouv CE.
ZHTOYMENEZ EZETAZEIZ

1. Aettoupykotnta Alponetadiwv pe Collagen /Epinephrine og oAko Aipa

2. Aertoupytkotnta AwpomnetaAiwy pe Collagen /ADP o€ oAwko aipa.
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3. EAeyxo¢ AeltoupyLlkOTNTAC ALUOTIETAALWV E ATTOKAELOUO TOou uTtoSoxEa P2Y og oALlkO

atya.

OMAAA EZETAZEQN 23

ANIXNEYZH OMAAAZ AIMATOZ, RHESUS, QAINOTYNO RH-KELL, KAINIKA $HMANTIKQN
ANTITONQN (Fya,Fyb, Jka, Jkb, S, s) ME THN MEGOAO NAPAAAHAHZ AIAXYZHZ (LATERAL
FLOW) MANUAL

TEXNIKEZ MPOAIATPADEZ

1. OLkapteg va eivatl uPnAng evatodnoiog xwpic xprion e€omALlopou.

2. Na aviyvevel ta avtiyova A, B, D (VI-) (8uthog mpoodloplopdc) K, C, Cw, c.e E.
3. Na aviyvevel ta avtyova Fya, Fyb, Jka ,Jkb, S, s.

4. H Aettoupyla tng kaptag va otnpiletat otnv pébodo naparining dtaxuong.

5. Na mepllapfavetal paptupag eAéyxou tng dladlkaoiag Kal HAPTUPAC €AEYXOU HN
ELOLKWV OUYKOANOEWV.

6. Na unv amatteital emwaoon f puyokévipnon.
7. Na aviyvevuovtat Suthol mAnBuaopol, umoopdadwv oto cuotnua ABO.
8. Na UTtapXEL LELWHEVOG ETINPEACHOC amo svatcOntomnolnuéva epuBbpd (DATOeTIKA).

9. Ta amoteAéopaTa Vo TTAPAPEVOUV BETIKA yla 48 wWPEC TOUAAXLOTOV.
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OMAAA EZETAZEQN 24

MNPOMETAITIZIAKOZ EAETXOZ AZOENQN ME AAPANONOIHZH TQON ANTI CD 38 (manual)

MPOAIATPA®DEX ANTIAPAZTHPIQN

1. To avtidpaoctnplo va eivatl dpeong adpavomnoinong twv anti CD-38 LOVOKAWVLIKWY
OVTIOWHATWV.

2. Na mpoopiletal yLa Tov TTPOUETAYYLOLOKO EAEYXO KapKLvorabwy uno Beparmeia
daratumumab.

3. To avtidpaotrplo e€aleidel ta Peudwg OETIKA ATIOTEAECUATA TOU TIPOUETAYYLOLAKOU
eAéyxou cupBAAAovVTaC AUECO OTNV EyKaLPn Kal aodaArn LETAyyLon Tou acBevoulc.

4. No unv mpokaAel atpoAuon twv epubpwv.

5. Na utdpxel BeTikog paptupag avtidpaotnpiouv adpavonoinong anti CD-38.
6. H 0An Stadikacia va eival amAn kat va pnv untepPBaivel ta 30 Aemta.

TEXNIKEZ MPOAIATPADEZ OYTOKENTPOY

QuyoKevTpog KAPTWV YEANG TOUAA)LOTOV 24 BEcEWV HE XPOVO GUYOKEVTPNONG UKPOTEPO
TwV 10 Aemtwv otig 990 otpodéc ava Aemto. Na StabEtel anoomwpevn KEaAr, NXNTIKO Kot
OTITLKO CUVAYEPUO YLOL 1N LOOUEPH Katavoun doptiou, evOelelg UTTOAELTOUEVOU XPOVOU
Kot oTPodWV/AETTTO KABWE KoL NXNTIKO KOl OTTTLKO orpa Yo To TEAOG TG dadikaoiag.

TEXNIKEZ MPOAIATPA®EZ EMQAZTHPA

EnMwaotikd kaptwv yEANG touldaxlotov 24 Bfoewv. Na Swabétel duo avefaptntoug
BaAapouc enwaong touAaytlotov 12 B€oewv £kaotog KaBwg Kat SU0 aveéApTNTOUG XWPOUG
enwaong Setypatwyv. Na Stabtel 006vn LCD pe evdeifelc umoAoUTou XPOVoOU EMWAOoNC,
Bepuokpaciag, nuepounviag Kat wpag. Na mapayeL OMTIKO KoL NXNTIKO OHUa YLO TO TIEPAG
Tou Xpovou enwoaonc. H Beppokpacia enwaong va sivat 37C° +/-1C% kat va umdpyet
nposldornoinon ya pn evdedelyuévn Beppokpaocia emwaonc.
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OMAAA EZETAZEQN 25

ENIBEBAIQTIKA TEZT ANOZOXPQMATOIPA®DIAZ A TON EAETXO ZYQIAHZ

TEXNIKEZ MPOAIATPA®EZ ANTIAPAXTHPIQN
1. Na otnpiletal otnv pEBodo avoooxpwpatoypadiag.

2. Na ekteAel moLOTIKA avixveuon avilowpatwy (1gG kat 1gM ) yia to Treponema Pallidum
(TP) o€ 0p0 i MAGOHAL.

3. Na éxeL akpiBeta > 99,9% kot el61kOTNTA >99,8%.
4. Na elval eUKoAo KaL ypriyopo otnv xprnon.

5. Ta Kit va eivatl oAokAnpwuéva (va eumepLlExouv OAa ta amapaitnta aviidpactipla Kot
UALKA TTou Xpeladovtal yla tnv e€€taon).
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FENIKOI OPOI

OL npoodepOpevol avaAutég va £xouv tnv duvatotnta apdidpoung olvéeong UE TO
KEVIPLKO TPOYpappa Slaxeiplong amoteAecpdatwv tou gpyaoctnpiou (LIS). H staipeia
odeileL va avalafet ta €06 oUVEEONG TOU TPOOoHEPOUEVOU AVAAUTH LE TO MPOYPOULAL
TOU gpyaotnpiov.

Ma tm &waodpdaiion t™ng opoopopdiag kot T SleuKOAuvon TG AELTOUpPYiOG TOU
epyaoctnpiou, oL {NTOUMEVEG EEETACEL KOL O QUTOLTOUUEVOG OUVOSOG €EOMALOMOG O
KOTaKUPpwWOOUV we eviaia opada.

OL TIHEG OAWV TwV e€eTdoewV Ba TPETEL va €lval oL TEAIKEG. ZTNV TIUAR TG povadiaiog
e€étaong Ba ouumeplapBavovtal oAa  Ta  avidpacthipla-avalwolpa  (dnAadn
avtibpaotipla, pubulotika SwoAvpata, SlaAvpoto  kabaplopou, avildpaotrpla
BaBuovounong kat eAéyxou, AUTIKA, controls, cwAnvapla, calibrators k.A.1t.).

O etnolo¢ aplBuoC Twy e€etdoswyv neplhapPavel e€etaoelc aocbevwy, BabuovounoeLg Kat
TIOLOTLKO €Aeyx0. Emionpaivetal 0tL oL mpopunOeUTEC UTTOXPEOUVTAL VA TIpOodEPOUV UE BAon
Tov {nToUHEVO aplBUO TwV e€eTACEWY Kal pLovo. To epyacthplo eival autd mou Ba Kpivel,
ocUudwva pe TIg mpodlaypadég ocuvtipnong alAd Kal BAcn tng NUEPHOLO CUXVOTNTOG
Xpriong tou¢ mola avtidpaoctipla Ba TPEMEL va TOPAUEVOUV ETL TOU avaAuth emi
ouvexopevng Baong kat mota Ba ¢duAdcoovtal yla Adyou¢ acdaieiag oe kowr Yuén,
TIPOKELUEVOU va SlaodaAloBel n otabepdtnta Toug. Ta avtidpaocthipla MPEMEL va E€XOUV
MEYAAN oTaBepOTNTA HUETA TO AVOLYHA TOUG KAl ylo OAO TO XPOVIKO Sldotnuo mou
neplypadetal otig podlaypadEg tou.

OAa ta anapaitnta avildpaotiplo-avoAwoLia yla tnv Slevépyela tng kabe eé€taong Ba
TPENEL va TtapayyEALovtal pe TPomo nmou Ba e€aodalilel tnv SuvatdtnTa KOGTOAOYNONG
ava e€€taon Kal TepLypAdeTal AVAAUTIKA OTLG podlaypadEg kabs opadag.

ErutAéov, 6mou amatteite KapmuAn Babuovounong kat EAeyxog autnig (LEtpnon calibrators
Kal controls) ta avtidpaotripla yla vo €KTEAECTOUV QUTEG OL AVTIOPAOELG/UETPHOELS
napExovratl SwPeAv Kal EMITAEOV TWV QMALTOUUEVWVY A0 TOV SLOYWVLIOUO TTOCOTHTWY YLo
ekTéNeon e€etdocwy. To epyaotiplo eKTEAEL TIC BAOUOVOUNOELS KOL TOV EAEYXO QUTWV UE
Bdon tnv opBn MpaKTIKA TIou 0pilel O KATAOKEVAOTNG Kal oL SLadLkaoleg EoWTEPLKOU Kall
e€WTEPLKOU TTOLOTIKOU EAEYXOU TOU EpyacTtnpiou.

OL etalpeieg mou Ba CUHPHETEXOUV OTO SlaywVviopo odeilouv va oteilouv avidpaotrpla
yla SOKLUA OTNV TEPLTTTWON TIOU TO EPYOOTIPLO SEV EXEL EUTIELPLO TTAVW OTAL CUYKEKPLUEVQL
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Kol ed’ 6ocov {ntnBel and auto. Eniong n etalpeia opeilel va eAéyéel Selypata mou TuXoV
Ba otaABouv amod to epyactriplo otav n petadopd Tou nMpoodepBEvTog avaAutou eival
SdUokoAn. OLmapanavw Stadikacieg Sev MpEMeL va EEMepVOUV XPOVIKA 15 nUEpPEC.

Y€ MePIMTWON MOV Ta KUpwBEvVTA avtidpaaothpla mapouctdoouy PoPAnua aglomotiog n
eTalpeia odelAel va TA AVTIKATAOTAOEL KOL OTNV TEPUTTWON TIOU TO MPOPANUA cuveyiletal
autr) odellel va KAAUEL TNV OLKOVOULKN Sladopd O OXEON HUE TOV EMOUEVO UELOSOTN.
Eniong eav mpokuPetl BAAPN tou avaAutol mou dev odelleTal OTO XELPLOTH N €TALpEia
odellel va avTIKATAOTACEL TA AvTLOpaOTpLA TTOU €XouV avaAwbel e€attiag tng BAABNG.

YNOXPEQTIKA ENTYMNA NIZTOMNOIH2H::

(Loxvouv yLa OAeC TIC TapamAvVW opAdes INTNBEVIWY avaAuTwV Kot avildpaotnpiwv)

O kaBe mpounBeuTn ¢ uTtoxpeoLTAL VA KATABECEL TA TAPAKATW EVIUTIA KOLL TILOTOTIOLNTIKA
podl e tnv mpoodopd Tou:

1. BeBaiwon tou Oikou KOTaoKEUNAG avaAuToU Kal avildpaotnpliwy Kot avalwoipwy Kat otL
Ta mpoodepBévta otov Slaywviopo avidpaotiplo kot  avoAwolpa (mou  Ba
XpnoLomololvTaL and To pnxavnua) mpoteivovral and tov ev Adyw OIKO yla KOVOVLIKN
Xpron, OTL elvol amoAUTA CUUBATA PE T NAEKTPOVLKA KOLL LNXOVLKA LEPN TOU HNXOVHLATOG,
Ko OTL 6ev Ba eMNPeACOUV OTNV OUAAN KOl OTITPOCKOTITN AELTOUpYLa TOU.

2. BeBaiwon tou OIKOU KATOOKEUNRG TOU UNXAVAUOATOG, OTL n mpoodépouca eTalpeia
(mpounBeutnc) eival efouolobotnuévn wC MPOC TNV TAPOXN TANPOUC TEXVLKAG Kal
Ermotnuovikig umootnplEng (service, avtaAAaKTIKA K.ATL.) KOl OTL OTEAEXN TNG €XOUV
eknaldeutel ota epyootaaota tou OiKou KATAOKEUNG. ATTOSELKTIKA WC TTPOG TNV ekmaideuaon
kat tnv dapkela Ba cuvuTtofAnBouv pe tnv BePfaiwon.

3. KotaBeon otoweiwv amd tov OIKO KATAOKEUNG, TILOTOTOWNTIKA Kol yPadIKES
TIOPACTACEL TIOU va amodelkvuouv Ocov adopd tnv uPnAn emavaAnPuotnta Tou

HNXOVARATOG.

4. KatdBeon mAnpoug avadopds OXETIKA PE TNV aKpifela Twv HeTpRocwv (amod 1o
pHNxavnua) oe oxéon Ue TI§ ekaotote pebddoug avadopdc.

5. KataBeon YrnevBuvng AnAwong tou N. 1599/86 OTL pe TNV MApAS0on TOU HUNXOVHLOTOG
Ba napadwoel kal BeBaiwon tou OlkOU KATAOKEUNE OTL TO pUNxAavnua (avadEpovtag tov
aplOuo oelpac, S/N) KATAOKEVAOTNKE TNV TeAeuTala SLETia.

6. Jupuopowon C.E ocvpdwva pe TG Satagelg tng odnylag 89/336/E.0.K ywa tnv
NAEKTPpOMAYVNTIKY  ocupPatotnta  (kowny  Ymoupylkn Amodoon  94649/8682/93)
TILOTOTIOLNTIKO eAeVBEPNG KUKAOOpLag amo TNV apuodia Apxn TNG XwPag apoywyng.

7. Nepypadn tou pnxaviuatog mou Ba mpoodlopilel akplpws to €idog Kal Tov TPOTMO
Aettoupyiag kat otnv EAANvIKN, eyxelpidlo Aettoupyiag. Tuxov aonavies mapekkALOELS amo
Ta KaBopl{opeva TEXVIKA & AELTOUPYLKA XOPAKTNPLOTIKA, UMOPOoUV va Yivouv ammoSEKTEC
ano v Emtpon A€loAoynong ed’ 6cov dev eival avtiBeteg  6ev VOTEPOUV TPOC TLG
anattnoelg tng Ynnpeoiog, aAAd Kal T CUUMTANPWVOUV TIPOC TO KAAUTEPO. H emttpomnn
afloAoynong duvartal katd tnv Kplon tng va Intnosl amd tov Tpopnbsut Ttuxov
Sleukplvnoelg emni twv avaypadopevwy otnv npoodopd Tou, CUMMANPWHATIKA oToLlXEla
yla TNV TANpEoTePn SLAMIOTWON TWV TEXVIKWV XOPOKTNPLOTIKWY KoL SUVATOTATWY TNG
OUOKEUNC 1 akOun KoL tnv enidel€n o Aettoupyia TG CUCKEUNG, XWwpLg kapia amaitnon tou
npounBeuTh.
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8. Eyypadn dnAwaon tou mpopunBeutr otL Ba MpooKopioetl To pnxavnua os d00 (2) HAVEG
amnod tnv unoypadn tng cupuBacnc.

9.'Eyypadn dnAwaon OTL eyyudtal TNV KaAn AELTOUPYLO TOU CUCTAMATOC | KNXOVAMOTOG yLa
TO XPOVIKO Slactnua tng ocupPacng, w¢ €miong OtTL avaAopBAvel TNV UTIOXPEWGN va
SlaB€oel ld1KO TEXVIKO 0 omoiog Ba emidelfel 0TO MPOOWTLKO TNG UTINPECLAG TOoV TPOTO
Aewtoupylag Kal XeWpLopoU KaBwG KOl T TIPOCTATEUTLKA LETPA aodaAEioG TPOoWTKOU Kal
UAWKOU.

10. Eyypadn eyyunon KaAng Aettoupylag yla To Xpoviko Staotnua tng cuUPBaocng ano tnv
nuepounvia moapalaBri¢ TOU OUYKEKPLUEVOU UNXOVAUATOG HE TOV OUYKEKPLUEVO
gpyootaolakd aplOuo (serial number). Katda tnv mapdadoon Tou ouUOTAHUATOG R
pnxavnuatog Ba mpookopiletal oto TuNpa Blolatpikig texvoloyiag deAtio epyaciag oto
omoio Ba avaypddetal 0 KATAOKEUAOTIKOG OIKOG, 0 TUMOC TOU UNXOVAUOTOC KOl O
EPYOOTOOLAKOG aplOUOC (serial number).

Kata tn Stdpkela ektéAeong TG cUUBOONG Kal TUXOV TAPATAONG AUTHC, O TIPOUNBEUTAC
UTTOXPEWVETAL VO ETILOKEVALEL 1] VoL avTIKAOLoTA omtolodnmote e€aptnua rj LEPOC TOU, 1 Kall
OAOKANPO TO cUCTNUA (UNXAVNLO, OPYOVO, CUCKEUH) XWPLE Kapio OlLKOVOULKH eMBdapuvon
Tou Noookopeiou. To €KTOC Aettoupylag xpoviko Staotnua, apxilel amd tn oTyun g
eldonoinong mpo¢ tov mpopnBeuth yia ™ PAAPN Kal AyeL pe TNV Tapadoon Tou
ouoTnuatog o Asttoupyia. To xpovikd autd Staotnua Sev mpémnet va umepPaivel o kapia
TEpUMTWon TIG €ikool Téooeplg (24) wpes. O mpounbeutng odellel yla TIC £EETACELG TTOU
€XOUV E€Melyovta XOPAKTAPO KAl Yyl TO SLAoTNUO TIOU TO pnxavnua Ba peivel ektog
AelToupylag va €XEL HEPLUVAOEL yLa TNV KAAUN TWV EMELYOVTWY MEPLOTATIKWV (EhedPIKOG
QVOAUTAG, OUVTAPNONG TUXOV UTIAPXOVIWY avoAUTWV 1 aAAog Tpomog). O TpOmog mou
TIPOTEIVEL O TPOUNBEUTAG Yyl TNV OVTIUETWIILON TWV EMELYOVIWV TEPLOTATIKWY OF
nepinmtwon BAAPNG, mpénel va neplypadel cadwg.

Eyypadn 6nAwon otL avaAapBavel tnv umoxpéwon ekmaideuong Tou MPOCWTIkOU TOU
Nocokopeiou mAvw otn AElToupyla TOU UNXAVAUOTOC OPYAVOU | CUOKEUNRG, XWwpPLG TNV
emBdapuvon tge.

62



Hu. 04-11-2022

EMNINAEON:

1. To Noookopeio Ba mapaoyel LOVO APOXEG NAEKTPLKOU PEUATOG, TAPOX) VEPOU TTOANG
Kol amox€tevon. Tuxov napeufacels otnv SlappuBULoN TWV XWPWV TOU €pyactnpiou yla
TNV EYKATAOTAON TWV avaAlutwyv Ba mpeEnel va gykplBouv amd ta apuodla dpyava Tou
Noocokopeiou kat Ba yivouv pe euBuvn kat damaveg Tou mpounOeuth.

2. Ta €€oda petadopdg eykatdotaong, ekmaidevong, ouvtripnong, avtaAAOKTIKWY Kal n
TEXVLKN KOL ETILOTNMOVLIKH UTtooTAPLEN Ba tapéxovtal Swpeadv amo tnv LelodoTpla TalpEia.

3. Me amokAeLoTIKr) euBUVN Tou TtpopnBeuTh, Mou amodelkvueTal Eyypada, Ba PEMeL va
e€aodaliletal n SuvatotnTa yLo CUVEXH KOL TTARPN TEXVLKN UTIOOTH PLEN, SNAAST) EMLOKEVEC,
OVTOAAQKTIKA Kot GAAQ UALKQ, TTIOU €lvait avaykaia yio Tn AEToupyia Tou PNXaviLaTog TTou
Ba SlateBel amo tov mpopnBeuth yla Tn SLEVEPYELA TWV ATIALTOUUEVWY EEETACEWYV, KOOWG
KOl N TMPOUABELN TWV AMATOUPEVWY UALKwY Babuovounong kot eAéyxou (standards,
controls) og MOCOTNTEG TETOLEG TIOU VAL [N TIAPAKWAUETAL N AnMpOCOKoMTn AElToupyla Tou
avtiotolyou epyaoctnplo.

4. Na katateBel meAaToAOyLO TNC ETALPELOG LE TA OTOLXELA KAl TLG SLEUBUVOELG TWV TEAATWY
HOVO yla TI¢ {NTtnOévteg e€eTAOELG.

5. KaBe mpoodepopevo eibog mpémel va ouvodeletal amd motonolntkdé CE Mark.
ErunpooBétwe B6a AndBouv unoyn kat ta motonontika ISO 9001 ry 1ISO9002 kot FDA
approval.
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