TEXNIKEZ MPOAIATPA®EZ NA TAKTIKO AIEOGNH ANOIKTO AHMOZIO AIATQNIZMO
lNA THN MPOMHOEIA ANTIAPAZTHPIQN AIMATOAOIKQN EZETAZEQN ME
TAYTOXPONH NAPAXQPHZH ZYNOAOY EzONAIZMOY

OMAAA A

TEXNIKEZ MPOAIATPADEZ AYTOMATQN AIMATOAOTIKQN ANAAYTQN YWHAHZ MAPATQriKOTHTAZ TIA
METPHZH TENIKHZ EZETAZHZ AIMATOZ, AIKTYOEPYOPOKYTTAPQN, FENIKHZ EZETAZHZ BIOAOTIKQN
YIPQN, ENIZTPQ2ZHZ KAl ANAAYZHZ ENIXPIZMATOZ

MPOAIATPA®EZ ZYZTHMATOZ AYTOMATOY AIMATOAONKOY ANAAYTH TA TIZ EZETAZEIZ:

13.01.01.01.004 MNAHPHX TENIKH AIMATOX ME ENINAEON MPOZAIOPIZMO TQN
EPYOPOBAAZTQN (NRBC)

13.01.01.01.005 MNAHPHZ TENIKH AIMATO: ME ENINAEON MPOZAIOPIZMO TQN
AIKTYOEPYOPOKYTTAPQN (AEK) KAI TON EPYGPOBAAZTQN (NRBC)

13.01.01.10.001 MPOZAIOPIZMOZ AIKTYOEPYOPOKYTTAPQN (AEK) ZE EMIXPIZMA AIMATOZX

ME XEIPOKINHTH MEG®OAO
(mpoatpetikn e€€taon, avadEpeTal o autopatomnolnuévn nébodo, eAhelet
AaAou kwdikou KEOKKE)

14.01.04.21.001 FENIKH EZETAZH BIOAOTIKQN YFPQN (ENY, MAEYPITIKO YFPO,MEPIKAPAIAKO,
NEPITONAIKO, AZKITIKO, APOPIKO KAM)

13.01.03.02.001 XPQ3H KAl MEAETH ENMIXPIZMATO2Z AIMATOZ ME MAYGRUNWALD - GIEMSA

13.01.03.02.002 XPQ3H KAI MEAETH ENIXPIZMATOZ MYEAOY TQON O:TQN META AlO
ANAPPOOHZH, ME MAYGRUNWALD-GIEMSA

13.01.03.90.900 AAAEZ KYTTAPOXHMIKEZ XPQZEIZ 3THN AIMATOAOTIA KEOKKE

1. Na Aettoupyet und tdon 220V
2. Na 8taBétet motomotntika CE, IVD kat ISO

3. H apxn Aewtoupylog tou avaAuth va otnpiletal oe SlebBvwg avayvwplopéveg pebddoug péTpnong
KUTTAPWV, OL OTIOLEG VoL TiEpLYPadOUV OVAAUTIKA TIPOKELEVOU va afloAoynBouv.

4. OAeg oL MAPAUETPOL TNE YEVIKAG alpatog mou Sivovtal, va avixvevovtol aneuBelag anod to dplaridio tng
VEVLKNC aipartoc.

5. Na yxpnowuomolel delypata oAwkoU aipotog oe moootnta OxL peyaAutepn twv 170 pl. Na petpd oe
TPLXOEIOIKO aiga i va XPNOLUOMOLEL CwANvApla gAAXLOTNG XWPENTIKOTNTAG alpatoc. No umdpxel n
Suvartotnta avaAuong mpoapalwévou delypatog xwplc va amatteital 510pBwon Tou amoteAEoHATOC.

6. To oboTNUA VO QMOTEAEITOL QMO ETUUEPOUC UTIOUOVASEC ouvOESEUEVEC LETAED TOUG UE KOWO onueio
dOpTWONG TWV SELYHATWV.

7. H taxbtnta PETPNONG TOU GUVOALKOU TIPOOdEPOEVOU CUCTHOTOC va. ival Touldylotov 180 Seiypata
TNV WPO O0TO QUTOMATO cUoTnua Asltoupylog. (Mo OAEG TIC MAPAUETPOUG TNG YEVIKNG €€£€Taong alpartog,
€KTO¢ AEK kat @AAa Bloloykd uypad). To cuvoAlko cuotnua Ba mpemel va cuvodeletal amo epedplkod
cuoTnua toxvuTNTAg TouAdyLotov 90 Selypdtwv/wpa.

8. OL OVOAUTIKEG UTIOHOVASEG TOU CUCTAUATOG va SUvatal va AEITOUPYROOUV Kol aveEdptnta o mepimtwon
BAGPNC KATIOLOG ATIO AUTEG.

9. Oha ta amoattolpeva avidpaotrnpla kKat kabaplotikd Ba mpémel va eival cuvdedepéva (on line) otov
OVaAUTH, £TOLUA TTPOC XPrON, TOU L8ioU KATAOKEUOOTIKOU OIKOU LE TOV aVOAUTH.



10. To k@Be cloTnuUa vo AELTOUPYEL HE eviaio TpoypapUATIONO, BaBuovounon, €Aeyxo moldtnTag Ko
£€kboong amoteAeopdatwyv. H Siaxeipion tng AsltoupyiolG TOU OCUCTAMATOS, O TIPOYPOUMUOTIOUOC, N
BaBuovopunaon, o €Aeyxog MOLOTNTOC KAl N €K600N AMOTEAECUATWY VO TIPAYHLOTOTOLOUVTAL amd £val KOO
oTaBuo epyaociag r meplocOTEPOUC AVAAOYA UE TIG AVAYKEG TOU EpyaoTnpiou.

11. Na StaB<tel touldylotov SUo cuoTthuata autopatng deypatoAnyioc:
e AutOpaTO cUOTNHO UE owAnvapla KAewotou TUTIOU Kal avayvwplong tou Seiypartog (Barcode
reader) yla Tpootooia TWV XELPLOTWV Ao €Tikivouva delypata.
» T to Aoyo autd, va Slabétel auvtopato SsypatoAnmtn ouvexolg pong 100 touldylotov
Selypatwy yla KaBe avaAuth.
> To Barcode reader va dUvatal va avayvwoeL yPAUUWTOUG KWOLKES SLopOPETIKWY CUCTNUATWY
KoL va avadEpovtal auTol.
» To oclotnua avadesuong va Paociletal otnv TAAWSPOUIKY avakivnon Twv cwAnvapiwv
atpoAnyiac.
e Jyotnua ywa eneiyovta Seiypata (Katd mpotipnon KAELOTOU TUMOU) HE SUVOTOTNTO AVAYVWPELONG
tou Selyparog (Barcode reader).
Kat otig SU0 nepmtwoelg to akpoduolo kat n Bedova detypatoAndiog va avtokabapilovral e€wtepkad
KOL ECWTEPLKA HETA amo Kabe pétpnon. To akpodUoLlo va €ival KOTAOKEUAOUEVO Ao avogeidwto
METAAAO N amd AANO eyKeKPLUEVO KATAAANAO UAIKO yla tnv amoduyr KatoAoimwv aipatog ota
TOLYWHOTA TOU UETA TN PLETPNON.

12. O XElPLOTAC va €XeL TNV SUVOTOTNTA Va ETUAEEEL TOUC MAPAKATW TPOTIOUC AsLToupylac:

o) E¢etaoelg yevikng alpatog pe Seikteg epuBpwv, AEUKWY, AULUOTETAALWY Kal epmipnva epubpd
(KEOKKE 13.01.01.01.004)

B) E€etdoelg yevikng aipatoc pe deikteg epuBpwv, Asukwy, alpomnetaliwy, epnupnva epuBpd kat AEK
(KEOKKE 13.01.01.01.005)

v) E€€taon povo dektwy AEK (KEOKKE 13.01.01.10.001)

Y€ OAOUG TOUG QVWTEPW TPOTIOUG AELTOUPYIAC VA EMLOUVATITOVTAL OITAPOITNTA AVTIOTOLXEG EKTUTIWOELG
TWV QITOTEAECUATWY OO TOV AVAAUTH.

13. Not HeTP@ HE Apeon N EUpeon LETPNON o€ KaBe €€taon aipartoc:

o AplBuod Asukwv atpoodatpiwv (WBC)

e AplBUO gpuBpwv atpoodapiwv (RBC)

e Alpoodaltpivn (HB)

o Awpatokpitn (Hct)

e M£oo oyko epuBpwv (MCV)

e Mé£on ouykévtpwan atpoodalpivng katd epuBpokitrapo (MCH)

e Mé£on nukvotnta apoodatpivng (MCHC)

e EUpog katavoung epuBpwv (RDW)

e EUpog katavoung epuBpwv (RDW-SD)

e AipometdaAla (PLT)

e EUpOC KaTavopng atponetaAiwv (RDW)

e AlpomnetaAlokpitn (Pct)

e M£00 Oyko atpomnetaAiwv (MPV)

® £KOTOOTLALEG avaAoyieg Kal amoAuTo aplBpo Asukwv atpoodatpiwy (NE, LY, MO EO, BA)

e ATTOAUTO 0plOUO KAl TOC0OTO % eumupnvwy epubpokuttapwv (NRBCH) o kdBe yevikn

atlpartog xwpic va amatteital emavainn tou delypatog xwpig tn xprion ldkol avidpaotnpiou

KOl ETWTAEOV KOOTOG.

To GBpolopa TwV MOCOOTWY TWV AEUKOKUTTAPWY va ivatl 100 Kal to dBpolopa Twv amoAUTwy TIHWV va
LooUTal Pe Tov aplOpd twv Aeukwv. O avaluthg Ba npénel va SlopBwvel autopata tov aplBpd Twv AsUKWV
dtav ennpedleTaL N LETPNON ATIO TUXOV EUMUPNVA EPUBPA KAl N YPAUUKOTNTA VoL eKTelveTal wg 400 X 10°
/ul.



Oa cuvektiunBel n mpoodopd ota MAAICLA TNC YEVIKAG OLOTOC KAl AAAWVY KALVIKA XPHOLUWY TIAPOUETPWY E
TV npoinoBecon otL Sev emBaplvouv To KOOTOC TNC e€€Taonc.

14. Not LETPAEL HETA QIO TIPOYPOAUUATIOUS:

e ATTOAUTO 0pLlOUO ALKTUOEPUBPOKUTTAPWY

® NNoc00TO % AlktuoepuBpokuttapwy (AEK)

e Méoo oyko AEK

e H tayutnta pétpnong twv AEK va ivat touddyloto 40 Seiypata tThv wpa

15. H pétpnon g atpoodalpivng va ylvetat pe pun kuavioLya avidpaotrpla (cyanidefree), yla tnv
npootacia tou neplBaiiovrog.

16. Na propei va xpnotpomnotnBet yia tnv avaiuon Blodoyikwv vypwv (FTENIKH EZETAZH BIOAOTIKQN
YIPQN (ENY, NAEYPITIKO YTPO, MEPIKAPAIAKO, NEPITONAIKO, ASKITIKO, APOPIKO kAm.) (KEOKKE
14.01.04.21.001). Na umtapyet €l61k6 control TnNg KATAOKEVAOTPLOG ETALPELAG.

17. Na mapéxel auvEnuéveg duvatotnteg otnv aloAOyNnon TWV AMOTEAECUATWY. JUYKEKPLUEVA VOl
TIapEXEL ELOOTIOLNTELG YLt

o MOPOOAOTIA AEYKQON AIMOZOAIPIQN
0 Aeukormevia

0 AEUKOKUTTApWON

0 Awpa KokKLokUTTapa

0 BAdoteg

0 Aegpdonevia

0 Agpdokuttapwaon

0 Oudeteponevia

0 NoAupopdomnupAvwaon

0 MovokuTtapwon

0 HwowodAia

0 Baosodhia

o MOPOOAOTIA EPYOPQN
0 Eumupnva epubpa

0 AviooKUTTAPWOnN

0 MiKpOKUTTApWON

0 MaKpOKUTTAPWON

0 Yrnoxpwuio

0 Avaluio

0 EpuBpokuttdpwan

o MOPOOAOTIA AIMONETAAIQN
0 OpopPormevia

0 OpopPokuttdpwaon

0 ZwpoUuc alponeTaliwy

0 MuKpa 1 LEYAAD QLUOTIETAAL

18. O AEUKOKUTTOPLKOG TUTIOC VO LETPLETOL ApETA e TN BorBela KuttopoueTpiag pong kat laser. No
avadepBel avaAuTIKA 0 TPOTIOG LETPNONG TOU AEUKOKUTTAPLKOU TUTIOU. ELSLIKOTEPO YLa TOL AEUKQL
awpoodaipla mpémet

va SlaB€tel og KABe nepinmtwon avénuévn Suvatotnta enonuavoswv (flagging) twv « dtunwv
AEUPOKUTTAPWV».



19. Ta alpometdAla, KaBwe Kal N LETPNON TOU OYKOU OUTWV, VO TIPOYHOTOTOLETAL HE TN BorBela TETolwv
Kpltnpiwv, wote va sfaodaliletal blaitepa akppng pEtpnaon, amodelyoviag MOPEUBOAEC amo HKPA
epubpd, KateoTpappéva KUTtapa, nAekTpovikoUc Bopufoug K.TA. Na oavadepbei avoAutikd kol va
QMOSELIKVUETAL TOGO O TPOTMOE HETPNONG 00O KAl N KOTOVOMN QUTWV. H YPOUULKOTNTA VO EKTEIVETAL WG
3.000 X 10° / pl.

20. Na espdoavilel os 080vn Kal vo EKTUTMWVEL UE LOTOYPAUMATA, VehEAOypAppaTa I AAAOU TUTOU
SLoypAUOTA TIC KATOVOUEG TWV AEUKWVY, EpUBpwV, atpomeTtaliwy kat AEK LE TPOTO MOV va TAPEXOUV
aodaleic KAVIKEG TANpodOPLEG.

21. O avaAUTAG va £XEL SUVATOTNTA AUTOEALYXOU Kal pUBULONG OAWV TWV AUECA LETPOULEVWV TIOPAUETPWV.
O avalutic va SlaBetel mpoypappa eAéyxou emovaAnPuotnTag ylo OAeC TIC QUECH UETPOUUEVES
TIOPOUETPOUG KOL TIPOYPAUUATOG EAEYXOU peTadopag odalpatog anod deiyua o deiyua (carryover).

22. O avaAUTAG va £XEL TNV SUVOTOTNTO VO AVLXVEUEL (LE GUOTNUA TO OTOL0 va TteEpLyPAPETAL AVAAUTIKA) O
QO TO TIAPOKATW:

® TNV EMAPKH TIOoOTNTA SElyUOTOG

e TNV Mapoucia mNyHATwy

e TNV apouacia pucaiidwv

23. Na dlatiBetal and TNV KATAOKEUAOTPLA TALPELa, TIPOTUTIO alpa eAEyxou (control) kal mpoTuTo alpa
pLBULoNG (calibrator) yia OAeG TIC ApeCO LETPOUEVEG TTAPAUETPOUC.

24. 'O\a Ta MAuGiUOTO TOU 0pyavou (Katd To ekivnuo Kot To KAEIOLUO TNE NUEPOC) Va eVl TTANPWG
OLUTOMOTOTOLNUEVA XWPLG TNV Mapépoon Tou XELpLOTH.

25. TuXOV eVOLAUECA TTAUGILOTA TOU OPYAVOU KATA TN SLAPKELD TNG NUEPAS TL.X. AOYW avappodnaong
BpopPou, va eival emiong MANPWE AUTOLOTOTOLNUEVA UE EAAXLOTN TTAPEUBOON TOU XELPLOTH. Oa
OUVEKTIUNOEL 0 600 TO SUVATOV ALYOTEPOG XPOVOC YL TNV EKTEAECT AUTWYV TWV TTAUGLUATWV.

26. Oa cUVEKTIUNBEL N SuvaTOTNTA QUTOUATNG LETATTTWONG OE Katdotaon stand-by kKatl eUKOANG Kol AUEONG
enavadopag o KAVOVLKN Xpnon.

27. O amaLToUHEVOC XPOVOC TOCO YLa TNV eKKivnon 600 Kal yLo ToV TEPUATIONO TOU avaAuTH va givatl 660 To
Suvatov mo cuvtopog (va avadepBel mpog afloAdynaon).

28. O mpoodepduevog avaAutic Ba mpémnel va Slabétel cUoTnUa TPOELSOMOiNoNG TOU XELPLOTH YLOL TIC
OTABUEC TWV aVTLOPACTNPLWY KoL TwV ATOPAATWV.

29. Ta mpoPANpata SuoAsLToupyiag va EMLONUOLVOVTOL OMITIKOAKOUGOTIKA.

30. EmavaAnyelg otnv yevikn €€taon alpatog mMEPAV TOU ETLOTNUOVIKA amodektoU oplou Tou 5%, Adoyw
HEYAAOU aplBpol aoTOXLWV TOU OVOAUTA vo TapEXel TIG amapaitnteg mAnpodopieg (failure) n peydiou
oplBuol AavBaopévwv amoteAecpdTwy Ta omola dev emiBePalwvovial otnv E€MAVOANTTIKA UETPRON,
emPaplvouv tov MpounBeuTh/UelodoTn. I epiMTWaon mou 0 aVaAUTAC AUEAVEL TO KOOTOG ALToupyLag TOU
gpyootnpiou pe kaBe aAho Tpomo Oa amokAeloTel.

31. To AOYLOUIKO TIpOYpappa Tou opyavou (O0xt ouvodo) va eival oclyxpovo pe Suvatotnta apyeiou
QIMOTEAEOMATWY Yo ToOAAOUG aoBeveic (touAdylotov 40.000, OUUTEPAAUBOVOUEVWY KOl  TWV
LOTOYPAUUATWY, VEPEAOYPAUUATWY).

32. OL avoAutég Ba mpémel vo SLOOETOUV E0WTEPIKO KATAUETPNTA TOU aplBuol Twv e€ETACEWV TIOU
EKTEAEOTNKAV KOl O omoio¢ va unv emibéxetal omoloudnmote eidoug mopEpPoon, va eivol OpwWG



TPOOPBAGCIUOG Yl EAEYXO OO TO TPOCWIILKO TOU £pyaoctnpiou i AAAEC uTnpecieg Tou voookopeiou. Je
TEPUTTWON TOU O avoAUTAC Oev OLABETEL EOWTEPIKO KOATOUETPNTH, ME €uBlvn NG etolplag Kol e
SuvatotnTa eAEyXOU A0 TO TIPOCWITLKO TOU £pyaoctnplou f AAAEG UTNPECieg Tou voooKoueiou, SeSopéva
yla Tov aplipd Twv PETPOUUEVWY EEETACEWV ava avaAuth Ba mpEmel va mapadidovtal 0 TAKTLKA XPOVLKA
Staotripata kot pe Stadikaocio tou Ba avadpEpetal avaluTika otnv npoodopd.

33. To mpoodepouevo cloTnUa va SLaBEtel MPOYpOUPO e0WTEPLKOU eAéyXou TOLOTNTOC, Ta omoia Ba
omoteAoUV HEPOC TOU PacLKoU TPOYPAUUOTIONOU, OMoU UE TNV Xpnon Twv Selypdtwyv pouTivag Twv
00B0gvwy Kal Pe TNV XpHon TwV MOPOoKEUAOUATWY gAéyxou (controls) Tng kataokeudotplag etalplag, Ha
T(PAYLLOTOTIOLELTAL O EAEYXOG TNC 0pONC ALTOUPYLAC OE TIPAYUATLKO XPOVO.

34. O mpounBeutng uMoxpeoUTOL Vo evtdlel pe SIkA tou £€oda To epyaocthplo os cloTnua e€wteplkol
TIoLOTIKOU €A€yxou TOUAAXLOTOV 6 $HOpeC TO XPOVO QIO TILOTOMOLNUEVO €OVIKO N eUpwMaikd ¢dopéa. To
MpOypoppa Ba TPEMEL va KAAUTITEL OAOUG TOUG TIOPEXOUEVOUC avaAuTEC. O pelodotng Ba mpémel va
MPOodEPEL OTO £PYACTAPLO TIPOYPAUMO EEWTEPIKOU TIOLOTIKOU EAEYXOU TOU va. cupmeplapBdvel
Touldylotov 10 gpyaotripla ou SLHBETOUV TOV TIPOCPEPOUEVO aVAAUTH), EKTOC KAl oV TIPOKELTAL YLa VEO
HOVTEAO avaAuthy To omolo amodedelypéva Sev €xel akopo evtaxbel oe mioTomolnuéva TIPOYPAULOTA
£€WTEPLKOU TIOLOTIKOU EAEYXOU, OMOTE OE AUTH TNV MEPIMTWON 0 HELOSOTNG Sev SeoPEVETAL OO TO OPLO TWV
10 epyaotnplwv oto mpoypappa mou Ba mpoodEpeEL.

35. O mpounBeutr¢ umoxpeoUTal va Koatabéosl pall pe tnv mpoodopd Kal emicnun UeETAdpacn Tou
gyxelpLdiou Asttoupylag Tou opydvou otnv eAANVIKH YAwooa.

36. Na StaBétel service atnv Kpntn kat va mpooépxetal oto NoooKopeio mpog amokataotoaon tng BAGBNG
EVTO¢ 24 wpwv. Oa ocuvektunBel n Sduvatdtnta cuvdeong amd amodotacn (remote) kol AUEONG Kol
KaBnuepVAC mapakoAoUBnong amnod tov mpopunBeuth péow TNAEDWVLIKAC YPAUUNG Le cUVSEDN internet.

37. H mpoodépovoa cetalpeia, va SLaBetel MARPEC TUAUA service Kol omodedelypévn EUMELPiO OTOUC
OUTOMOTOUG OLUATOAOYLKOUC avaAuTEG. Mpog amodelEn tou LoXUpLoUoU, o TpoUnBeuTAG umoxpeoUTal va
KOTAO£0EL KATAOTAON EYKATECTNUEVWY AVOAUTWY Ot dnpoola voookopeia ota omoia £xel avaAdBel Tn
ouVTHPNON TouC.

38. Na unootnpiletal To avaAuTIKO cUOTNA Ao cuoTApaTa adlaAewtTng mapoxng taong (UPS) pedamaveg
TOU pHELdOTN.

39. Na OlaBEtel oUyXpovo UTIOAOYLOTIKO cuotnua Kot duvatotnta ouvdeong Ue to cvotnua LIS tou
voookopeiou. (Metd tn Anén tng cuUPBacnc  epooov UTTAPXEL AVTIKATACTACH TWV AVAAUTWY TO APXELO0 TwV
a0Bevwv Ba TTAPAEVEL OTNV KATOXA TOU VOOOKOUEIOU).

40. Elvat guBovn tou pelodOTN n EYKATAOTOCN TWV UNXOVNUATWY, N €KMOISEUON TOU MPOCWITILKOU KoL N
oUVOEDN TWV PNXaVNUATWY WE To LIS Tou voookopueiou.

41. O mpoodepOUEVOC AVOAUTAG, va cuvoSeUeTal Kal vo cuvOEetal Aueoca kol on-line pe ovotnua
QUTOMATNG OTPWONG KAl Badrig MaPACKEUATUATWY TTEPLPEPLIKOU ALUATOC LE T TTAPAKATW XOPAKTNPLOTIKA:
o N eKTEAEDEL OTPWON Kal Padr MOpOoKEUACUATWY TeEPLPEPLKOU aipatog oe Aakiblo (XPQIH

KAl MEAETH EMNIXPIZMATOZ AIMATOY ME MAYGRUNWALD-GIEMSA KEOKKE 13.01.03.02.001)

o H ektéAeon va ylvetal elte autopata pe Kavoveg mou Ba teBolv otov avaluTth, elte pe eVioAn

oo otabuo spyaciag

o H petadopd tou pLaidiou tne yeVvIKAG aipatog (0mou Kpivetal amapaltntn n oTpwon Kat

XPWOon EMYPIOUATOC) VOl YIVETOL QUTOUOTO OTTO TOV OLULATOAOYLKO OVAAUTH, XwpPIg XElpoKIivnTES

Sladikaoieg amnod Tov XxelpLoth.



e Oa ouvektlunOel n duvatotnta emAoyng TPOMou Xpwaong Twv MAaKLSlwv (povn xpwaon f SutAn
Xpwon).

® Oa ouVeKTIUNBOEL To av SLaBETEL aUTOMATO EMIAOYEQ PUBULONG TOU TIAXOUG, TN TOXUTNTAC QAN
KoL pUBULON TNG Ywviog emioTpwong avaAoya LE TO aplOUNTLKO AMTOTEAECIO TOU ALUATOKPITN.

e H 0An Sladikaoia emMiOTpwWoNG KoL Xpwong va €ivot TANPWGE CUTOUATOTIOLNUEVN, XWPIg val
QITOLTOUVTOL XELPOKIVNTEG SLOSIKOGIEG Ao TOV XELPLOTH Kol TO MAAKISLO TTou TTPOKUTITEL val givall
£TOLUO TIPOC LLKPOOKOTINGN).

e Oo mpEmel va SLaBETEL CUOTNO TIPOELSOTIOINONG TOU XELPLOTH VLA TLG OTABLES TWV
avtdpaotnpiwv. Oa cuvektiunBel av Stabétel cuoTnUA TTPOELSOTOLNGNG TOU XELPLOTA YL TN
otadun twv amofAnTwv.

e Oo mpémel va AapBavel kat mAakidLa mou €xouv otpwOel ato xEpt (m.x. delypata oAlkol aipatog
1 @AAou tuToU)

o H toUTnto ToU MPOoodEPOUEVOU GUOTAUATOG Vo lval Tidvw ard 60 mAakidia/wpa.

ErutAéov:

® JTNV TEXVIKA Tipoodopd va KatateBouv avaAuTIKOL TTIVAKEG MALTOUUEVWY AVAAWGCIHWY Kall
KoTavoAwoewy. H mpopunOeta Twv XpwoTkwy emBaplvel Tov pelodotn/mpounBeutr pe thv
npoUnoOeon SOKLUAG Kal €YKPLOAC TOUG oo TO MPOCWTTLKO TOU £pyaoTnpiou.

® TNV OLKOVOULKA Tipoodopd va katateBel To k6oTog ava mAakidLlo (oTo kGoTog ava MAakiSLo
va cupnepAappavovtal OAa Ta EMUEPOUG KOOTN AELTOUPYLOG TOU OUOTAUATOG).

e Oa ouvekTIuNBel n duvatotnta xpriong mMAakLdiwv onoloudnmote tuou, SnAadn mAakidiwy
TIou SV elval amapaiTTA TG KATAOKEUAOTPLAG ETOLPIAC.

42. ErumAéov, 10 mpoodepoOuevo clotnua Ba mpémel va mepAapBAvel CUOKEUN auTOpaTNG YndLakng
QTELKOVLONG KUTTAPWY TIOPOOKEUAOUATWY Tieptdeplkol aipartog (digitalimaging), wote va emtuyyxavetal
TANPNG autopatomoinon tng Sladikaciag avaluong aipotog -emioTpwong Kol Xpwong mMAakbiwv -
HLKPOOKOTINGNG TAPACKEVOOUATWY. Nl £XEL TAL TTOPAKATW XOPAKTNPLOTIKA:

e H tayUtnta avayvwonc tTwv mpLopdtwy va sival epimou 30 mAakdkio/wpa.

e Ava TACO OTLYUNA KoL XWPLG va oTORATAEL n poh epyaciag, va tornoBstouvtol MAAKAKL TTOU

£XOUV TAPOOKEUACTEL XELPOKIVNTA KO VO avaAUoVTaL AUEDA.

e Oa ouvekTIUNBel To av umdpxeL N duvatotnto avAAuong MAAKLSIWY IOV £XOUV MOPACKEVAOTEL
XElpoKivnTa amno BloAoykd vypd (m.x. apBpiko, ENY).

e Na ylveTal autopaTog mpocaSloplopog Tou Stadoplkol AEUKOKUTTAPLKOU TUTIOU.

e Na Sivetal n Suvatotnta autopatng aloAoynong tng popdoloyiog twv epubpwv.

o Na UTopel 0 LlaTtpog va eAEYEEL TNV 0pBOTNTO TWV AMOTEAEGUATWY Kal vo dUvatal va

napepuPaivel o idlog yla tn HeTafoAr TOU OmMOTEAECUATOC.

o Na gival epikTA N amobrkeuon TWV ANMOTEAECUATWY KoL TWV ELKOVWV TWV KUTTAPWV.

e Na ivat Suvatr n mpocBacn otn Bacn dedopévwy anod onoladnnote B€on epyaciag Tou

Siktuou.

e Oa ouveKTIUNBEel N duvatotnta dSnuloupyilog MPOTUNWYV UE BAch LOPPOAOYIKES TTAPAUETPOUC,

TI¢ omoiec Ba opilel 0 XpOTNG, LE OKOTIO TNV avayvwplon laitepng popdoioyiag maboAoylkwy KUTTApwWV.

43. To ouvoAko ovotnua Ba ocuvodeletal amd Toucg amapaitntoug unoloylotég/otabuolg epyaociag to
KOOTOC TwV omoiwv emBapuvel tov popnBeutrh/avadoyo.

44. No. ouvodeleTal amd eKTUTIWTI TIOU Vol €XEL TN SuVATOTNTA EKTUNMWONG TWV OMOTEAECUATWY KAl TwV
LOTOYPOUHUATWV.

45. OL mpoodépovieg Ba TPEMEL AmMAPATATWG va ouvtdaéouve GUANO ocuppopdwong. 2to ¢duMo
CUUUOpdwWONG Ba amovtwvtol pla TPog pla oL mpodlaypadéc mou €xouv tebel. Oa avadépestol av
eKTTANpwveTal n ipodlaypadn, To Babuod otov omoio ekmAnpwvetal r av Sev ekmAnpwvetal. Npog anodeién
6€ TWV LOXUPLOPWY aUTWV, Ba TPEMEL val YivovTal TIAPATOUTEG O amoomndopota and Operators Manual kat



Service Manual, og prospectus Tou TpoopePOEVOU 0pYyAVOU TIOU Ba TPoEPXOVTAL ATO TOV KATOOKEUAOTIKO
olko (kal OxL TANUUEAWS peTadppacpéva GuAradLa) KABWC EMIONG KoL OE EMLOTNOVIKEG EKSOOELC Kal Aoutd
ETILOTNOVLKA EVTUTIO TIOU Bl TIPOEPXOVTAL OO TOV KATOOKEUAOTIKO OIKO TOU HNXOVHLOTOC.

46. EQv PETA TNV KATAKUPWON KAl TV EVEpyOTtoinon tou Alaywviopol o pelodotng dlabéosl otnv ayopd
veldtepa HOVTEAQ, amodedelypéva Loxupotepo Kol KAAUTEpA amd eKeiva Tou mpoodEpBnkav Kol
aflohoynBnkav, tote o mpounBeutic / avadoxog umoxpeoltal, kot To Noookopeio Suvatal va anodeyBel,
va Ta mpopnBevoel avti twv mpoodepBiviwy, pe TNV TpolToBeon OtL Sev eMEPXETAL OTMOLASATIOTE
TPOCOETN OLKOVOULKA eTUBApUVEN.

47. OL mpoodepopevee TIHEG Ba adopolv TR ava efétaon (yevikn e€€taon aipatog, AEK, Badn
enuyplopatog mepipepkol aipatog r puehoypapparog). Ou urordlol mpounbeutég Ba mpemel va
napéyxouv MAnpodopieg yla Tov aplBud twv efetdoewy Mou ektehel KABe oetT avtidpaotnplwv ent tn Bdon
EVOC gAdylotou KolwvoU mapovopaotr (m.x. 1 kouti avtidpactnplou A, 3 avtdpaoctnpiov B kat 5
avtdpaotnpiou I emapkolv yia 100 yevikég aipatog). OAa ta urmoAouta amaltoUpeva UALKA (avaAwaolua,
TMAUOTIKA uypa calibrators, controls ktA.) Ba mapéxovrtal Swpedv amo Tov MPOUNBeuT w¢ ocuvodd TNG
g€étaong Kal Siwg emumAgoV XxpEwan.

48. Aladopeg mou Ba MPOKUTITOUV PETAEU TOU aplBuol twv eéetacswv mou mapeAndOnoav (aplBudg ost
Tiou mapeAndOnoav i Tov aplBpd TwV AVOUEVOUEVWY EEETACEWY QVA OET) KOL TOU apLlBUoU TwV eEETACEWY
TIou ekteAéotnkav (Baolkég e€eTaoelg ouv emavaANPelg) pe BAon Twv ECWTEPLIKO PETPNTH TOU GUVOAOU TwV
OVOAUTWY OUV TOV OpPlOPO TwV aVTIOPACEWV TIOU UTIAPXOUV OKOUO OTNV amoBnkn Tou VOOOKOUE(ou
(aplBudC ot Mou umapyxouv oTNV amoBnkn €ni Tov aPOPO TWV AVOUEVOUEVWVY £EETACEWV OVA OET),
peyalutepeg amd 0,5% emPapvvouv Tov mpopnBeuty [6nAadn av (aplBuog efetdoswv  amo
counter)+(aplOp. ost  otnv  anoBnkn)X(apOu.avop.  e€etdoswv/oet) - (apOu.  ost  mou
napeAndOnoav)X(apbu. avop. efetaocswv/oet)/ (aplBu. oet mou mapeAndOnoav)X(aplbu. avop.
e€etaoewv/oet) <-0,005 tOTE 0 MPOUNOEUTAC UTIOXPEOUTAL VO TIOPEXEL SWPEAV OTO VOOGOKOUELO TOV EAAXLOTO
aplBUO TwWV oeT Tou Astmouv wote n dtadopd va yivel pikpotepn amd 0,5%]. O éAeyxog Oa yivetal ava
g€aunvo Kal oto TéAog Tne cuUPBacn.

OMAAA B
TEXNIKEZ NPOAIATPA®DEX EZETAZEQN NMH=H2-AIMOXTAZHZ ME XYNOAO EZONAIZMO

A). TEXNIKEZ NPOAIATPADEZ AYTOMATOY ANAAYTH NAPAMETPQN AIMOZTAZHZ POYTINAZ

1. Na sival TANPWE UTOMATOC AVAAUTHG, TEAEUTALOG TEXVOAOYLOG KL VO TIPAYLOTOTIOLEL TINKTIKOAOYLKEG,
XPWHOYOVLKEG KOlL VOOOAOYIKEC EEETATELG.

2. Noa StaBétel motonointika CE, IVD kat ISO

3. H apyn Asttoupyiog tou avaluth va otnpiletal o SLeBVWC avayvwpLoUEVEG HEBOSoUC

4. Na mpaypotomolel 6Aoug Toug KAtwBL eAéyyxoug TRENG : Xpovog mpoBpopPivng (PT, avBpwrivn
BpoppomAactivn  1SI=1-1,1), Xpodvog pepwkng OBpoppomhaoctivng  (APTT, uypod avtldpaoctrplo
gVEPYOTIOINTAG Ttupitlo), Ivwdoydvo, Mapdyovteg MAgswg (I, V, VI, VII, Vilichr, IX , X, XI, XII, Xllichr),
Avti-Xa Spaotikotnta Hmapivng (LMWH, UFH), Asttoupylkotnta a2-AviumAaopivng, Aeltoupylkotnta
MAaocuvoyovou, Aettoupykotnta Mpwteivng C, Aswtoupykotnta Mpwtelvng S ,  AVILYOVIKOG



10.

11.

12.

13.

14.

npoodloplopoc EAeVBepng Npwrteivng S, Asttoupyikotnta AvtiBpoufivng Il , APC-FVL kot screening,
APCR, D-Dimers, Asttoupyikotnta VWF, Avtilyovikog mpoodloplopog VWF, Xpovog @poufivng, Xpovog
Pemtiddong, Avtuinktikd@ Aukou (DRVVT), Aswtoupyikotnta Cl-Inhibitor ,  Apecoug avooToAeig
BpouBivng DTI (Dabigatran).

Na déxetal apylkd cwAnvapla apoAnyiog Stadopwv PEYEBWV TOUTOXPOVO, TIWUATIOUEVA ] AVOLKTA
KoBwe kat kaidia ylo pikpooykouc, motdlatpika Seiypata kA.m. O SeypatoAnming vo Slabétel
Suvatotnta SLatpnong eAAoTIKOU MWHATOC KAELOTOU cwAnvapiou.

Na SlaBétel autopatn avayvwplon OSElYHATWY HE EVOWHATWHEVO AVAYVWOTN YPOUUIKOU KWK
(Barcode reader) kaBwg emiong kol yla ta avtdpaotrpla, standards kot controls amokAsiovtag tuxov
AaBn katd tnv xpnon. 2tnv neplntwon mou ta delypota slodyovtal otov avaluth pe barcode, va sivat
£dLKTN N ElOAywWYN LLE TO XEPL TWV oToLXElWwV Tou Seiypartog av 6 dtapaotel to barcode.

O avaAutAg va SLaBETel UTOUATOMOLNUEVO, OAOKANPWHEVO, TIPOAVOAUTIKO EAeyX0  KATOAANAOTNTAG
Twv Selypldtwy, WG MPog TNV 0pbn MANpwon Twv TPWTIOYEVWV cwAnvopiwv Bacsl mpodlaypadwv
KOTAOKEVAOTH (UTTOMARPWON KAl UTEPTTANPWON) KAl W¢ TPOG TNV avLXVEUON alUOAuonc, LKTEPOU Kol
Aatpiag. O avaAUTAG VOl AVLXVEUEL ALUOAUUEVA, LKTEPLKA KOL AUTOULULKA SEYyATA UE OTITIKY AvAAUGCH OE
£va I TIEPLOCOTEPA UNAKN KUUATOG avAAoya UE ThV TEXVOAOYLO TOU avTiOTOLYOU KATAOKEUAOTIKOU 0ikou
KoL va eLOOTIOLEL TOV XELPLOTA HE ELSLKA Ofpovon oE Tepimtwon unépBaong Twv avwtatwy opiwv. Na
SlaBétel efelbikeUpéva Oplal TWV TIOPEUTOSIOTIKWY OUCLWY avaAoyo HE TNV guawcBnoia tng kabe
g€étaong kal avtidpaaotnpiov cUUPwWvA HE T 08NYIEG TOU KATAOKELOOTH).

Na StaBtel touldylotov 40 Ppuxwueveg BEoeLS yla Ta avTdpaotnpla, standards kal controls pe elpog
Bepuokpaciag 8-16°C (1bavika <12°C), wote va etaodaAiletal n kaAvtepn Slatrpnor] Toug Kal n
péylotn otabepdtnta €mi tou avaAuth. H Sapopdwon twv Bécswv twv avtidpaotnpiwv va sival
TETOW, OUTWC WOTE VA gAAXLOTOTOLOUVTAL, Yo AOYOUG OLKOVOULOG, Ol TIOCOTNTEC VEKPWV OYKWV
avtibpaotnpiou ava ¢plaiidio (va mepypadel kal va avapepBolv ol MOCOTNTEC VEKPWY OYKWV, TO
SuvaTov HIKpOTEPEG, yia kKaBe TUTo dLaAdiou avtidpaotnpiou eni tou avoluth).

Na £€xel tn Suvatotnta TOMoBETNONG OTOV AVOAUTH TEPLOCOTEPWY TOU &vog ¢laiidiwv tou Siou
avtidpaotnpiou, wote otav adeldosl To MPWTo GLaAiSlo, 0 avaAUTAC AUTOUATO VO XPNOLUOTIOLEL TO
£MOUEVO XWPLG va oTtapatdet n Asttoupyia Tou Kat kabuotepel n Slevépyela Twv eEeTACEWV.

Ta avtidpootrpla mMAvw oTtov avaluth va GEPouv e8IKA MTWHATA | 0 avaAuTthg va SlabEtel KAELOTO
T(POOTATEUMEVO XWPOo avTdpaotnpiwy, wote va anodelyetol N alloiwaon Toug Adyw tou daLvopévou
™¢ €atuiong kat va Stachailetal n peyohUtepn oTtabepotnTa Kal afloTioTia TouG.

Noa StaB<tel touhayxlotov 800 1 MePLOGOTEPOUC SLOVOUEIC LYPWV yLa TNV PeTadopd avTidpaotnpiwv
KoL éva f meplocotepouc Slavoueic  yla Seiypota, standards kal controls, mpo¢ amoduyn
EMUOAUVOEwWVY (carry over), Je avtioTolyo cuoTaTa CUVEXOUG KaBapLopoU Katd thv Asttoupyla.

Na €xel dSuvatotnTa GopTwaong Kol HETPNONC EMELYOVTWY Selypdtwy (STAT) Kot Katd TNV SLAPKELD TWV
UETPAOEWV XWPLG TNV SLAKOTIH AUTWV.

Na €xet Suvatotnta autopatng emovailnyng HETPNONG, QUTOUATNG emavapaiwong (yla TG ektodg
VPOUUIKOTNTOC  UETPNOELS) , OQUTOMATNG OVAAUCNG TOAMOMAWV  apalWoEwvV  KoBwg  Kal
TIPOYPOAUHUOTIOMEVH QIO TO XPROTN Kol EEQPTWHEVN ATTO TO AMOTEAECHO QUTOUATN CUVEXLON AVAAUGNG
pe exktéleon aMwv efetdoswy (Reflex test).

OAa ta mAlucipata Tou opydvou (katd to fekivnpa Kol To KAElOWO TNG nUéEpag) va eivol MARPWG
OUTOMOTOTOLNUEVA XWPLG TNV MapEUPOON TOU XELPLOTH KAl 0€ 0G0 TO SUVATOV UKPOTEPO XPOVO.
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O AvaAUTHAG £XL TN SUVATOTNTA AUTOEAEYXOU KOl EVIOTILOUOU TEXVIKWY BAaBwv.
Ta tpoPAnpata SUCAEITOUPYLOG VO ETTLONUALVOVTOL OTTTLKOOKOUGTIKA.

Na €xeL tn duvatoTnTA OMELKOVIONG TNG KOUMUANG avtidpaong Twv UETPHOEWY, OOV aUTO OmOoTeAEL
MEPOG TNG TEXVLKAG, yla KABe TUTO e€€Taong Kal XpHon tng KOUMUANG oxnuatiopol 8poufou yia tnv
aflohoynon twv moboloylkwy SelypdTwy, OMwe yla mopadelypa Sipaoikn KoUmUAn, xapnAd enineda
TAPAyoOVIWY TIRENG, OVETAPKELX Vvwdoyovou Oa cuvekTiunBel n duvatdtnTa aviyveuong avooToALEwv
TWV TTAPAYOVTWV E aUTOUATEG TTOAAOTTAEG apalwoelg (factorparallelism).

MNa Aoyoug vnAaowuotntag kot Sladkaoiag Siamioteuong tou epyactnpiou, kdBe amotélecua
0aoBevolg va oxetiletal pe ta lots aviidpoaotnpiwv, controls kat KaumuAwv Babuovounong mou
xpnotpomnotntnkav yia tn Slevépyela kAbe e€€taong.

O mpopnBeutrg unmoxpeolTtal va evtafel pe Sika tou €€oda To £pyactnplo o cuoTtnUa €wtepilkol
TIOLOTIKOU €Aéyyou ToU va oupmneplAapPfdvel touAdyxlotov 10 epyacthipla mou Slabétouv Tov
TPOOhEPOUEVO AVAAUTH) TOUAAXLOTOV 6 HOPEG TO XPOVO OO TILOTOTIOLNUEVO €BVIKO 1 eupwTtaikoO dopEal.
To mpoypappa Ba mpémel va KAAUTITEL OAOUG TOUG TTAPEXOUEVOUG OVOAUTEG.

Na €xel PLAIKO AelToUpyIKO TUoTnHa HE ekoviSia Teplypadn evioAwv eUKoAng xpriong, duvatotnta
amoBnkeuong peydlou aplBpol amoteAecpdatwy Kal Sedopévwy Asttoupyiag Suvatdotnta HEYOANG
TIOLKIALOLG EKTUTIWOEWVY OIMOTEAECUATWY KOL OTATIOTIKWVY Sedopévwy AelToupyiag.

Na €xel duvatotnta amodrkeuong MOAAAMAWY (MAvw amo 5) KaumuAwv Babuovopnong pog eé€taong,
dlag n Stadopetikig maptidag avrdpaotnpiov kKaBwe emiong kat SuvatdtnTa TAUTOXPOovNG XPHong,
Xwplg mapéupaon tou xewplotr, moMamAwv moptibwv tou Wiou aviidpaotnpiou. Emiong va £xel
SuvaToTNTA TAUTOXPOVNG OTTEKOVIONG TIOAATAWY KAUMUAWY Babuovopnong plag e¢€tacng oto 6o
Slaypappa mpog olyKpLon Kat afloAoynon.

Na mpaypatomnolel autopatn Slaxelplon kal €Aeyxo otabunc-emdpkelag OAwv Twv avildpootnpiwy,
ovaAwoipwy, vypwv Kabaplopol, Kol omoPAATWYV KOl VO EVNUEPWVEL €yKaAlPA TOV XELPLOTH yla
orotadnmote avaykn. Na €xel SuvaTOTNTA EVIOTIOUOU Kol avadopag TEXVIKWY TPOBANUATWVY.

Na elval eUKOAOC 0TN Xpron U Tpoypappa Aettoupylag GpLAtkod otov xprotn Kat pe 086vn adng.

No SlaBtel eAayxlotn emdpkela KUBETTWY €Ml TOU avaAuth ylo Touddaxlotov 800 e€eTAoELg, XWPLG TNV
nap£uBacn Tou XElpLoTh.

Na £xet StaBaipa eAevBepa MpwTOKOAA e€eTACEWY (QVOLKTO cUuoTNUa).

Noa €xel evowpatwuévo Tpoypappa Kataypodrg molotikou eAéyxou (quality control pe Staypapuota
Levey Jennings).

Na €xet taxvtnta mavw oo 300 petpriosic/wpa o Tautoxpovo poodloplopd PT/aPTT oto iblo Ssiypa
OKOWN KOl 0 GUVONKEG AslToupylag Le SLATPNoN MWUATOC.

Na é€xet Sduvatotnta ylwa apdidpoun ovvdeon pe Siktuo kot kevtpiko H/Y, LIS Epyaoctnpiou, HIS
Noookopeiov pe OSamave¢ tou peodotn. (Meta ™ AAén tng ovpPoong n edpdoov UTMAPXEL
OVTLKOTAOTAON TWV OVAAUTWY TO apxeio Twv acBevwv Ba mapapEVEL OTNV KATOXH TOU VOOOKOWEIoU).
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O avalutrc va Aettoupyel uno taon 200-220 volt kat va cuvodevetal and UPS. Na untootnpiletal ano
ocuotnuata adtdAsuttng mapoxng taong (UPS) pe Samaveg tou pelodotn.

ElvaL euBuvn tou pelodOTN N EYKATACTACH TWV UNXOVNUATWY, N €KMAiSEUON TOU TPOCWTILKOU KoL N
oUVOEDN TWV PNXOVNUATWY WE To LIS Tou voookopeiou

Ot avoAutég Boa mpeémel vo SLABETOUV €0WTEPIKO KOTAUETPNTH TOU aplOpol Twv €€ETACEWY TOU
ekTeEAEOTNKAV ava KABe e€€taon o omoiog va pnv emdéxetal onoloudnnote eidoug mapépupaocn Kat o
omolog va eival mMpooBAcLUog yla EAEYXO ATO TO MPOCWIIKO TOU gpyactnpiou i GAAEC uTnpPEecieg Tou
VOOOKOUEloU. e meplmtwon mou o avalutrg Sev SLaBETEL EOWTEPIKO KATAPETPNTH, HE guBUVN TNC
gtalplag, kal pe duvardtnta eAéyxou amd TO MPOCWIIKO TOU gpyaotnpiou i AAAEG uTnpecieg tou
voookopeiou, edopéva yla Ttov aplBpd Twv UPETPOUHEVWY £€eTAoewV ava ovaAut Bo mpémel va
napadidovtal o TAKTLKA XPOVIKA Slacthpata

O npounBeutnc va Slabétel anodedelypéva service otnv Kpntn kat va nmpooépyxetal oto Noookopeio
TmpoG amokataotacn tng PAABNG evtog 8 wpwv. Qo cuvektunBel n Suvatdtnta olvdeong amo
amootacn (remote) kal AUEONG Kol KaBnuepwr¢ mapakoAolBnong amod tov Tpounbeutr HEow
TNAEDWVIKAG YPAUUNAC e oUVEEDN internet.

O mpounBeuTHG UTIOXPEOUTAL OTNV TAXUTEPN TO SUVOTOV AVTIKATAOTACN TOU €€OMALOMOU OE TIEPIMTWON
avenavopBwtng BAABNG 1 MOAATTAEG UTTOTPOTTEG TNG OLag BAGBNG mMapd TNV avtikatdotaon Tou (Slou
QVTOAAQKTLKOU.

EGv PETA TNV KOTOKUPWON KAl TNV EVEPYOTIOiNCN Tou Alaywviopol o HelodoTng SlabEoel otnv ayopa
VEOTEPA HOVTEAQ, Omodedelypéva LoxupoTepa Kal KOAUTEpa amd ekeiva mou TpoodEpOnkav Kal
aflohoynBnkav, t0te 0 mpounBeutig / avadoxog umoxpeoutol, Kat to Noocokopegio Suvatal va
anodexbel, va ta mpounbeliostl avii Twv TpoodepBiviwy, Pe TNV TpolndBeon OTL Sev emépyeTal
ornoladnnote mpdoOetn olkoVoULKN emBdpuvon.

Na dtaB£tel Suvatotnta cuvdeoLUOTNTACS e AUCELC OALKOU QUTOUATIOUOU gpyactnpiou

O mpounBeutn¢ umoxpeouTal va Katabéosl anapaitnta Katdotacn Epyaotnplwyv mou XpnoLponolouy
ovtiotolyo avildpaotpla Kal avOAUTEG UE Ta TPOOhEPOUEVA WOTE VO TEKUNPLWVETAL N gupeia
gUmeLpia Tou.

OL mpoodépovieg Ba mpenel amopaltHTwg va ouvidéouve ¢UMO ouppdpdwong. 2to GUAAO
CUUUOpdwWONG Ba amavtwvtal pla TPog pia ol podlaypadég mou £xouv tebel. Oa avadépstal av
ekmAnpwvetal n mpodlaypadr, to Pabud otov omoio ekmAnpwvetal i av ev ekmAnpwvetal. MNpog
amodelfn 6& TWV LOXUPWOUMWYV aUTWY, Bo MpPEmeL va ylvovtal TAPATIOUNEG O OMOCTIACUATA OO
OperatorsManual kat ServiceManual, og prospectus Tou poopEPOUEVOU 0pyAvVoU TIou Ba tpoépyovtal
OO TOV KOTOOKEUAOTIKO Olko (Kot OxtL TMANUUEAWS petadpacpéva Gulhadia) kabBwg emiong kol os
ETILOTNOVLKEG EKSOTELG KOL AOUTA ETILOTNUOVLKA EVTUTIA TIOU B0 TTPOEPXOVTAL QMO TOV KATAOKEUAOTIKO
olko Tou pnxaviuotog. Emiong ot mpounBeutég Ba TpEnel va KataB£oouv MEAATOAOYLO QVTIOTOLXWVY
Epyaotnpiwv og Anpooia Noookopeia.

O mpounBeuthg umoyxpeoUuTal va Katabéoel pall pe tnv mpoodopd Kol emionun HeTadpacn Tou
gyxelpLdiou Asttoupylag Tou opyavou otnv eAANVIKH YAwooa.

Mo tnv opoAn Aettoupyia Tou Epyactnplou va mpoodepOel kal deUtepog avaluthg, wg epedpLKOG, TTOU

va TAnpet g dleg mpodlaypadEg pe tov PACIKO avaAUTH Kal O Omolog vo Xpnolpomolel ta idla
ovTLSpaoTpLa, AVOAWGCLUA, BABLOVOUNTEC KAL TAGCUATA TIOLOTIKOU EAEYXOU LE TOV KUPLO aVOAUTH.
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B). TEXNIKEZ NPOAIATPAMEZ AYTOMATOY ANAAYTH EIAIKON NAPAMETPQN AIMOZTAZHZ

1. O avaAutng va sival ocuyxpovng texvoAoylag, MANPWES OUTOUATOC , TUXALOC ETIAEKTIKIG TIPOCTIEAOONG
(Random Access), ouvexoug poptwong HE duvatOTNTA EKTEAECNG TIPOCSLOPLOUWY ALUOOTOONG HE
peBodoAoyleq MNKTIKOAOYIKEC, XPWHUOYOVLKEG, OVOOOAOYLKEG. @a ocuvektiunBel n Suvatotnta TOUu
ovaAuth va SloBetel e€elbikeupéveg peBodoloyieg yia TpoadLoplopo eldIKwY eEETACEWV.

2. Na StaBéteL miotonointika CE, IVD kat ISO

3. Hoapxn Aettoupyiog tou avalutr va otnpiletal oe SleBvwg avayvwplopéveg pedbodoug

4. No mpayUaTOmnoLEl TOUG TOPAKATW MPOCSLOPLOUOUC AlooTaoNnG :

Xpovog mpoBpoppivne (PT, avBpwrivn BpopBomiactivn I1SI=1-1,1), Xpovog peptknc Bpoppomiactiving
(APTT, uypo avtldpaoTrpLlo evepyomoLnTr¢ upitio), Ivwdoyovo (MNKTIKoAoyLKa pe avapaiwta Seiypata
Kol avtyovika) , Napayovteg MAgswg (11, V, VII, VIII, Vilichr, IX, X, XI, XII, XIll), Avti-Xa dpaotikotnta
Hrapivng (LMWH, UFH), a2-avtutAacpivn, MAaopivoyovo (mpoodloplopdg SpaoTikotnTaS Kol TTOGOTIKOG
npoaodloplopog), Asttoupyikotnta Mpwteivng C, Asttoupykotnta Mpwrteivng S, EAeUBepn MNpwteivn S
avtlyovo, AvtiBpoppivn Il (mpoodloplopdc SpaoTKOTNTAS Kol TTOGOTIKOG poodloplopndc), APC-FVL kat
screening, APCR, D-Awuepn Ivwdoug, Asttoupywotnta Mapdyovto VWF, Avilyovikdg mpooSloplopog
VWF, Xpbvog Opopfivng, Xpovog Pentiddong, Avtutnktikd Avkou (DRVVT), APTT screen, Cl-Inhibitor
(mpoodloplopdg SpacTIKOTNTAG KOL TTOCOTIKOG Poadloplopog) , Khaopa NpoBpouBivng F1+2, Apecoug
avaotoAeic Bpoupivng DTl (Dabigatran). Tuxov AAAEG KAWLKA XPHOLWIEC £EETACELS TIOU EKTEAEL N
TIPOTELVOUEVN TEXVOAOYLKA AUan Ba cuvekTunBouv.

5. Noa SwaBetel toudaylotov 40 Yuxdueveg Béoelg avtdpaotnpiwv pe elpog Beppokpaciog 5-16°C
(bavika <12°C), wote va e€aocdaliletal n kaAUtepn Slatnpnor Toug Kal n UEylotn otabepotnta mi
Tou avaAutr. H dapopowon twv Bécswv twv avtidpaotnpiwv va eival tétola, oUTwWG WOTE va
SlaodaAilel tnv ehaylotonoinon Twv TOCOTATWY VeKpoU Oykou ota dlaAidia (va meplypadel kot va
avadepBoUV oL TOCOTNTEC-VEKPWV OYKWV yLo KABE TUTto PpLaidiou avtidpaotnpiou emi Tou avaAuth).

6. H mpoobnkn twv avtibpaotnpiwv va gival cuvexng Kol Katd tn Sldpkela Asttoupyiag Tou avaluth.
ErutAéov, Ta avTldpaotnpla Mavw otov avalutr) va ¢£pouv elSIKA MWUOTA i 0 avaAUTAC vo SlaBétel
KAELOTO TPOOTOTEUPEVO XWPO avildpaotnpiwv, wote va amodevyetal n arlolwon toug Adyw Tou
dawvopvou tng e€atpong kat va dtachaliiletal n peyakltepn otabepotnta Kal aglomiotio Toug.

7. Na 6Uvotal va TpOYUOTOTOLEl, auTOpATa KOTA TNV £l00ywyn Kol Xwpil¢ tnv mapéupoon i tnv
urtoPBonBela tou Xpnoth, Betiki avayvwplon Selypdtwy avidpaoctnpiwv Standards kot Controls pe
XpPrnon ypauplkou kwdika (barcode reader) mpocg amoduyn opaApdtwyv. Itnv mMepimTwon mou Ta
Selypata elodyovtal otov avalutr pe barcode, va sival epLktr n sloaywyrn HE To XEPL TwV OTOLXElWV
Tou Seiyparog av 6 Stafaotel to barcode.

8. Na Kavel autopato €Aeyxo Kol Slaxeiplon OAWV TWV XPNOLUOMOLOUPEVWY KUBETTWY, ovaAwWGoipwy,
avtdpaotnpiwv Kal vypwv TMAUCONG Ue T BonBela aobntrpwyv Kol va TposlSomolel Tov XpAotn yla
tuxouaoa éNewdn. H avamAnpwon autwv va ylvetal xwpig Stakormr tng Aeltoupyiag tou avaluth.

9. Na kdvel autopatn Babuovounon Twv eEETACEWY Kal va €XeL SuvaTotnTa amobrnkeuong moAAATAWY
KOUMUAWV Babpovopnong (6iou 1 Swadopetikol lot) ya tnv Sta e€étaon kabwg emiong Kot
Suvatotnta tautoxpovng xprnong dtadopetikwy moptidwyv tou 1&ilou avidpaotnpiov xwpig mapéupfacn
Tou xewploth. Emiong va dlaBétel duvatotnta afloAdynong eykupotntag tng Babuovopnong (Umapén
oplwv acdadelag oTo AOYLOWLKO ATO TOV KATHOKEUAOTH) KAl Suvatotnta TAUTOXpovVNG ATELKOVIONG
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

OoTo 80 ypadnua £wg Kol TPWV KAumuAwv avadopd¢ tng (Slag mMopapETpOU WOTE va UTTAPXEL
Suvatotnta cUYKPLoNG Kal eKTiHNoNG TG KUUmUANG armo To XELPLOTH.

Na kdvel pétpnon enelyovtog STAT avd maca otiypn kad’ oAn tnv Sldpkela Asltoupylog Kal va Ta
HETPA QUECWE XWPIC va SLAKOTITETAL N CUVEXAG AELTOUPYLA KOl por) AVAAUGNC TWV SELYUATWY pouTiVOG
TOU avaAuth.

Na £xet dIAKO AelToupylkd cuoThua Pe elkovidla meplypadng evtoAwv, duvatdtnta amobrkeuong
peYAAou aplBuol amoteAeopAdTwy aoBevwy, CUVOSEUOUEVWY UE OTOLXELD LYVNAQOLUOTNTAG YLo KAOE
onmotéAeopa OMwE, NUEpopnvia kal wpa PETpnong, QC-moloTikoU eAéyxou, KaumuAn Babuovounong
TIOU XpNoLomoLnenke, Gvoua XeLpLoTh KATT.

Na eival avolktd ovotnua 6nAadn va Olabétel peyddo aplOuo eAelBespwv MPWTOKOAA WY
TIPOYPOUUATIOHOU Kol AAAWV e€eTdoewy mBupiag Tou epyaotnpiou.

No mpoaypaTomoleital  autopath gvnUépwon Tou ouothuatog yia  Sedopéva  avadopdg
avtibpaotnpiwy, Standards kot Controls, péow xpriong barcode scanner i nNAeKTpovikoU apyeiou
(ouokeun USB ) Stadiktuaka).

Na €xet duvatdtnta yia apdibpoun olvdeon pe Siktuo kot kevtpwkd H/Y, LIS Epyaoctnpiou, HIS
Nocokopeiou pe Samave¢ tou HeWdOTN. (Metd tn AR&n tng oupBacng n epocov UTMAPXEL
OVTLKATAOTAON TWV OVOAUTWVY TO apXEio Twv aoBevwv Ba TTAPOUEVEL OTNV KATOXH TOU VOOOKOUELOU).

O avaAutng va Aettoupyel uttd taon 200-220 volt kot va cuvodeletal and UPS. Na umootnpiletal ano
ocuotnuata adldAsutng mapoxng taong (UPS) pe Samaveg tou pelodotn.

ElvaL eubovn tou pelodoOTn n EYKATACTACH TWV HUNXOVNUATWY, N EKMALSEUCH TOU TIPOCWITLKOU KAl N
oUVOEDN TWV PNXaVNUATWY WE To LIS Tou voookopueiou.

Na Sé€xetal tautoxpova touldyxlotov 80 Selypota pe Suvatotnta ouvexolg Gpoptwong Xwpic tn
Slakomn tng Aettoupylag Tou. Na gival cupuBaTOg pe HeydAn OO TpWToyEVWY cwAnvapiwy, va
S€xetal Seiypata pikpol Oykou TL.Y. malSlatplkad, os e161koug Selypatodopeic kat va £xel Suvatotnta
S1aTpnong MWUATog KAELoToU cwAnvapiou yla §tadopoug TUOUG cwANvapiwv.

Na £xel tayxvtnta touldylotov 80 test /wpa o0t TAUTOXPOVO TPOCGSLOPLOUO TIEPLOCOTEPWVY TwWV 4
efetaoewv oto 610 Selypa, xwplc n TaxvtnTa autr vo ennpedletal anod thv Astoupyia Slatpnong
TIWHATOC .

Na SlaBétel  TmpOypappa TOLOTIKOU €eAéyyou efetdoswv He Slaypappoata Levey Jennings, pe
SuvVaTOTNTA OTATLOTIKAG enmefepyaoiag KoL Vo EMIONUAIVEL OTOV XELPLOTH OMOLOSATIOTE TuXaio N
CUOTNUATIKO 0HAALO TOU TIOLOTIKOU EAEYXOU.

No SLaBETel MPOYPAUUO OTATIOTIKAG aVAAUONG TipayuatononBéviwy eéetacewv (avaluon aplBuou
MeTprioewv aoBevwy, controls, calibrators, emavaAnmTikég LETPROELS)

No KAvel QUTOHOTEG QPOLWOELS, OQUTOMOTN emovaAnyn METPACEWV KoL va €XEL OUTOUATO
TIPOYPOAUHUATIONO CUVEXLONG OVAAUCNG, LE CUYKPLON amotedecpdtwy (reflex testing).

O avaAutig va SLOBETEL QUTOUATOTOLNUEVO, TIPOAVOAUTIKO EAEYXO KATOAANAOTNTOC TWV SEYUATWY O
omoilog va mepAapPfavet:

ToV €AeyX0 0pBNC TMANPWONG TWV TTPWTOYEVWY CWANVapiwv MAACHOTOG BAcel TwV tpodlaypadwv Toug
(umomAnpwon kat umepmARPwWoN) , TNV aVIXVELON QLUOAUMEVWY, LKTEPLKWY KAl AUTALUKWY Selypatwy
LE OTTTLKN OVAAUOH O€ €va 1) MEPLOCOTEPO UAKN KUUATOC KAL TNV EMLOAUAVON oTNV AloTta epyaciag OAwv
Twv Selypdtwy 1ou dev mAnpolv ta Kptipla afloAoynong. H avixveuon aoAUUEVWY, LKTEPLKWV KOl
Autatpikwy Seypdatwy va Bacifovral os €elSIKeUPEVO OPLO TWV TTAPEUTOSIOTIKWY OUCLWV OvVAAoya e
v evawoBnoio tg kaBe efftaong kot olpdwvo pe TG odnyieg twv oavidpaotnpiwv Tou
KOTOOKEUAOTH).
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23.

24,

25.

26.

27.

28.

29.
30.

OL avaAutég Ba mpenel va SLOOETOUV €0WTEPLKO KATAUETPNTH TOU aplBpol Twv EETACEWV TOU
ekteAéotnkav ava kabe eé€taon o omoiog va pnv emSEXETAL omtoloudnoTe eidouc mapEpBoon Kal o
omolog va gival mpooBAcog yla EAEYX0 OO TO TIPOCWITILKO TOU £pyaatnpiou 1 GAAEG UTtNPEoieg Tou
VOOOKOUEIOU. J& MeplmTtwon mMou o avaAutic dev SLOOETEL EOWTEPLIKO KATAUETPNTH, UE €uBUVN TNG
gtalpiag, kat pe duvatotnta eAEyxou OO TO TIPOCWITIIKO TOU £PYAOTNPIOU 1 AAAEC UTINPECIEG TOU
voookopeiou, edopéva yla tov aplOpd twv petpolpevwy efetdoswv ava avalutr Ba mpenel va
napadidovtal o TAKTLKA XPOVIKA Slaothpata

Na €xel dIMKO AeLToupylko TUoTNUA HE elkoViSLa Tieplypadrc eVIoAwv eUKOANG Xpriong, duvatotnta
amoBnkevong peydAou aplBpol amoteAeocpdtwy Kol dedopévwv Asttoupyiog Suvatotnta peyaAng
TOLKIALOC EKTUTIWOEWVY OTIOTEAECUATWY KAL OTATLOTIKWY Se60pévwy Asttoupyiag.

Na §taB£tel TouAdyLoToV £va ] IEPLOOOTEPOUG Slavepuntég (pipetors) yla Seiypara, standards, controls
KoL TOUAGyLoTov SU0 yla ta aviibpaothipla mpog anoduyr emipolUvoewv (carry over). Na umdpyxet
Suvatotnta eAéyyou mapouaiag Bpoupou.

O avaAutAg va €xeL Tn SuvaTOTNTA AQUTOEAEYXOU KOL EVIOTLOMOU TeEXVIKWV PAaBwv. Emiong va £xel
Suvatotnta cuvdeonc Kal SLAyvwong TEXVIKWY TPoBANUATwY € amootdosw (LEow remote service).

OL amattoUpeveg SLadLKACIEC NUEPAOLOC CUVTHPNONG TOU CUOTIUATOC VA €lval amAEG Kal CUVTOMEC (va
avadepBel dapkela). O avaAUTAG va HEVEL AVOLXTOG OAO TO 24wPO KAl va UTIAPXEL Suvatdtnta va
ELOEPXETAL OE KATAOTAON OVALOVAG KOl VO YIVETOL €K VEOU QLUTOUOTO TIPOYPAUATIOUEVN EKKIVNON TOU
OUOTNUATOC LE BACN TIG XPOVLKEG OVAYKEG ALToupyiag Tou KABe epyactnpiou.

Ta mpoodepopeva avtidpaotipla cuvodevovtal and controls & calibrators pe avapevopeveg TIUEG
oToUuG MPoodPePOUEVOUG aVOAUTEG BAOEL emionuwy edappoywv wote va amodelyovral mpoBAnuata
TMPOCAPUOYAG TwV avtidpaotnplwv Kal TtNg moloTNTOC Twv amoteAecudtwyv. Emiong ta controls
TIOLOTIKOU EAEYXOU VA €XOUV UEYAAN oTaBepOTNTO LETA TNV avacuotaon, yla KaAUTepn Slaxeiplon Kat
olkovopia.

Na untdpxel Suvatotnta cuvdeoLuoTNTAC 0 aAuaida auTouaTIopoU.

OL mpoodépovteg Ba TPEMeL amapaltiTwe vo ouvtafouve ¢UAMO ocuppopdwong. Xto ¢GuANO
CUUUOpdwOoNG Ba amaviwvtal pla mpog pia ot podiaypadec mou €xouv TeBel. Oa avadEépestal av
ekmAnpwvetal n npodiaypadn, to Pabud otov omoio ekmMAnpwvetal | av dev ekmAnpwvetal. Mpog
anodelfn 6 Twv OYUPLOUWV auTwy, Bo TPEMEL va yivovtol TIAPATMOUTIEC O QTOCTIACHOTA a0
OperatorsManual kat ServiceManual, o€ prospectus tou mpoodepopeVoU opydvou rou Ba poépyovtat
oo TOV KOTOOKEUAOTIKO olko (Kot OXL MANUUEAWS petadpacpéva Gpurladia) kabwg emiong Kol os
ETILOTNMOVLIKEG EKSOOELG KOL AOUTA ETILOTNHOVLKA EVTUTIA TIOU Bal TTPpOo£PXOVTOAL A0 TOV KOTOLOKEUAOTLKO
oiko Tou pnxavnuatog. Eniong ot mpopunBeutéc Ba mpémel va katabéoouv mMeAATOAOYLO avtioTol wv
Epyaotnpiwv oe Anuooia Noookopeia.

31. O mpounBeutn¢ umoxpeouTal va Katobgosl pall pe tnv mpoodopd Kal emionun HETAdpacn Tou

32.

33.

gyxelpLdiou Asltoupyiag Tou opyavou otnv eAANVIKN YAwaooa.

O mpounBeutng umoxpeolTaL va evtdéel Ye SIKA Tou £€060 TO £PYOOTNPLO O CUOTNHA EEWTEPLKOV
TIOLOTIKOU €Aéyxou TOU va cupmeplAapBavel touldaylotov 10 epyaoctipla mou StaBétouv Ttov
TMPOOHEPOUEVO QVOAUTH TOUAAXLOTOV 6 $OPEC TO XPOVO QIO TILOTOTOLNUEVO €OVIKO 1| €UPWTAIKO
dopéa. To mpoypappa Ba pEMeL va KAAUTITEL OAOUG TOUG TTAPEXOEVOUG OVAAUTEC.

O mpopnBeutrc va SlaB<tel anodedelypéva service otnv Kpntn kat va mpooépxetal oto NoookouElo
TPoG amokatrdotacn tne PAABNG evtoc 8 wpwv. Oa cuvektiunBei n Suvatdtnta cuvdeonc amo
anootaon (remote) kol AGpeong Kol KaBnuepvng mopakoAolBnong amd Tov Tpopnbeut péow
tNAepwVIKAG YpaUUNG e ouvdean internet.
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34. O mpounBEeUTC UTIOXPEOUTAL OTNV TAXUTEPN TO SUVOTOV OVTLKATACTACH TOU €EOMALOMOU O TIEPIMTTWON
avenavopBwtng PAAPNG A MOANATTAEG UTIOTPOTIEC TNG BLag BAABNC TAPA TNV AVIIKATACTOON TOU (Slou
QVTOAAQKTLKOU.

35. EQv PETA TNV KOTOKUPWON KAl TNV Evepyomoinan tou Alaywviopol o Helodotng SlabBéael otnv ayopd
veldtepa UOVTEAQ, amodedelypéva LOXUPOTEPA Kol KaAUTepa amd ekeiva Tou mpoodEpOnkav Kot
aflohoynBnkav, tote o mpounBeutng / avadoxog umoxpeoUTal, Kal to Noookopeio Suvatal va
anobexbel, va ta mpounbeloel avti Twv MpoodepBiviwy, pe TV MPolmobeon OtL Sev emépyetal
ornoladnnote mpdoOetn olkovoULKN emBdpuvon.

36. O mpounBeutn¢ untoxpeoUTal Vo KataB£oel anapaitnta Katdotoon Epyactnpiwv mou xpnoLuonolouv
ovtiotolyo avtidpoothpla Kol avoAUTEG PE Ta TIPOOhEPOUEVA WOTE VA TEKUNPLWVETAL N gupsia
gumeLpia Tou.

37. T tnv opaAr) Aettoupyia tou Epyaotnpiou va mpoodepBel kat SeUtepog avaAutng, we edhedplkdg, Tou
va mAnpel T 8leg mpodlaypadéc pe tov Bacikd avoAutrh Kal o Omolog vo Xpnollomolel ta Sl
avtidpaotipla, avoAwoLla, BaBpovounTEG Kot TTAACUOTO TTOLOTLKOU EAEYXOU UE TOV KUPLO VOAUTH.

r). TEXNIKEZ MPOAIATPADEZ ANTIAPAZTHPIQN KOINQN EZETAZEQN AIMOZTAZHZ-NH=HZ

1. OL npoodepdpeveg TIPEC Ba adopolv TR avd s€étaon. Ou umondlol mpounBeutég Ba mpémel va
napéxouv MANpodopieg yla Tov aplOpd Twy e€etdoewy nou ekTeAel kAOe KOUTL TWV e8IKWV avtibpaotnpiwv
KaBe e€€taonc. OAa ta untdAouna amattoUpeva UAKA (avalwotua, calibrators, controls ktA.) Ba mapéxovrat
Swpedv armno tov mpopunBeutr wg cuvoda TN e€€taong kat Sixwg emumAéov xpéwon.

2. Aladopég mou Ba pokUTITOUV PeTafl Tou aplBpol Twy eetdoswy nou nmapeAnddnoav (aptBuodg kit mou
napeAndOnoav ent tov aplBUo TWV AVOUEVOUEVWV EEETACEWV aVA KLT) KoL TOU aplOpol Twv eEETACEWY TTOU
ekteAéotnkav (Boolkég e€etdoelc ouv emavoAnPelg) pe PAon TWV E0WTEPIKO UETPNTH TOU CUVOAOU TWV
OVOAUTWY OUV TOV aplOPO TwV AVTIIOPACEWV TIOU UTIAPXOUV OKOUO OTNV amoBnkn Tou VOOGOKOUE(ou
(apBuodC KiTt MOU uTMApYouV oTtnv amoBnkn el ToVv OPLOUO TWV OVOUEVOUEVWVY EEETACEWV AVA KIT),
peyalutepeg amno 1% eniPapuvouv tov npopnBeuth [6nAadn av (aplBuog etetdoswv amo counter)+(aplBy.
Kit otnv amofnikn)X(opBu. avap. sfetdoswv/kit) - (apOu. Kt mou mapsAndOnoav)X(aptOu. avop.
g€etdoswv/kit)/ (apOu. Kit mou mopeAidpdnoav)X(apBu. avop. efstdoswv/Kit) <-1% tote 0 MPouNBeUTAC
UTTOXPEOUTOL VO TIAPEXEL SWPEAV OTO VOOOKOUELO TOV EAAXLOTO 0pLlOUO TWV KLT TTou Aslmouv wote n dtadopd
va Yivel pikpotepn amod 1%]. Katd ta Aoutd .oxVouv ol YeVIKEG TipodSilaypadEc.

3.0a mpEnel va KatateBouv pe TNV Tpoodopd TANPN TUTOMOLNUEVA TIPWTOKOAAA £dopUoyng Twv
TMPOOHEPOUEVWV QVTLOPAOTNPIWY OTOUC aVAAUTEG Omou Kol Ba mepléxovial OAEG Ol QMALTOUUEVES
napapetpol (LEBodol, dykol, xpdvol Emwaong K.ATL.)

4. Oa mpémel va KatoteBel avaAuTikog mivakag pe ta calibrators kat controls mou amattolvral ylo KABe
g€étaon. H ouyvotnta xpnong twv controls yla tov ecwteptkd molotiko £leyxo Ba mpoodilopiletal anolvta
OTto TO EPYACTHPLO AVAAOYA LE TOUG ETILOTNOVIKOUE KAVOVEG KOL TLC EKAOTOTE AVAYKEC TOU.

5. Ta tnv mpodpUAagn kat opbr Aettoupyia Twv avaAUTWY T avTdpaoctrpla atpoctaocng ot calibrators kat
Ta controls yla xpion 0Toug AUuTOHATOUC avaAUTEG Ba pénel va SlatiBevral Katd To Suvatov ota eL8LKA
dLaAidia, wote va e€aodaliletal n anapaitntn epappoyr) oToV XWPo Twv avtldpactnplwv kot n aneubeiog
TomoBEtnon xwplic petayyloelg.
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6. Ta ¢ladidla Twv avtidpaotnpiwv va dtabétouv barcode yla tTnv aQutopatn avayvwpLlor TOUG amo ToUG
QVOAUTEG, yLa Tnv amoduyr opaAUdTwy KATtd TV TonobEtnaon.

7. Ta npoodepodueva avidpaotrpla va cuvodevovtal anod control&calibrator pe avapevopeveg TILEG OTOUG
POoohEPOUEVOUC AVAAUTEG. Oa cuVEKTNOEL N Suvatotnta Ta avtidpaaotrpla, Ta controls kat ot calibrators
og OAeg TG e€etaoelc (elte elval uypd €tolua Tpog XprHon eite xpeldlovtal avaclotaon) va €Xouv HEYAAn

otaBepotnta (va avadepbei n Slapkela mpog afloAdynon).

8. To avtidpactiplo yla tnv e€€taon xpovou npoBpoupivng (PT), va eivat avBpwriivn BpopuBomAactivn pe ISI
niepimou 1, Kat va €xelL 600 yivetal peyaAltepn otaBepodTNTA MAVW OTOV AVAAUTH.

9. To avtidpactiplo ywa tnv £€étoon APTT va eival uypo £TOlHO TPOC XPHON Kal va £XEL 000 yivetal
peyaAUtepn otaBepoTNTA MAVW OTOV AVAAUTH.

10. To avtidpactiplo yla tnv e€£€tacn vwdoyovou va €xeL 600 yivetal peyaAltepn otabepdTnTO MAVW OTOV
QavaAuTh.

11. To avtiSpaotrplo yia thv e€€taon D.Dimer va €xeL 600 yivetal peyaAltepn otaBepdtnTa nNavw oTov
QavaAuTh.

OMAAAT

EZETAZEIZ AEITOYPIMNKOTHTAZ AIMONETAAIQN

NeplAapfavel TG eEETAOELS

KEOKKE E€£taon

EAETXOZ AEITOYPTIKOTHTAZ AIMONMETAAIQN ZE OAIKO AIMA ME
AIAQOPETIKOYZ ENEPTOMNOIHTEZ (ANA ENEPTONOIHTH)

EAETXOZ AEITOYPTIKOTHTAZ AIMOMETAAIQN ZE NAAZMA NAOYZIO
13.02.04.01.002 | 3E AIMOMETAAIA ME AIAQOPETIKOYZ ENEPFONOIHTEZ (ANA
ENEPFONOIHTH)

EAEFXOZ AEITOYPTIKOTHTAS AIMOMETAAIQN TIA THN EKTIMIZH
13.02.04.01.003 | THX ANTIAIMOMETAAIAKHE OEPAMEIAZ (ANA MAPMAKEYTIKH
OYZIA)

13.02.04.01.001

A). TEXNIKEZ NPOAIATPADE:Z ANAAYTOY EAEFXOY AEITOYPIIKOTHTAZ AIMOMETAAIQN ZE OAIKO AIMA

1. NaAettoupyei uné taon 220V

2. NobdwoBtetmiotonointikd CE, IVD kat ISO

3. Naxpnolpomnolel oAko aipa kateuBeiav anod tnv atpoAndia xwpic duyokévrplon.

4. Na bivel amotéleopa TOOOTIKO ekppacuévo oe deutepolenta (seconds) cav closureTime (CT) to
oTolo KOl VO EKTUTTWVETAL.

5. Na petpd 1t Onuoupyla toU AgukoU-alpometaAlakol BpouPou  (6nA. TpookoOAAnong,
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11.

12.

13.

14.

15.

OUOOWPEUONC KOL QITOKOKKLOTIOINaNG).
No PeTpA TNV apXLKN OLooTATIKY SuvapLkoTnTtatou eilypatog(primaryhemostasiscapacity) PHC.
Na £xel SuvatoTnTa avayvwpLong ypaupLkou kwdika (barcodereader).
No SLaBETEL EVOWHATWHUEVO EKTUTIWTH).
Na eivat e0koAog Kal amAog atnv xpnon, Slapkwg SLaB£oLog ava oo Ty Yo LETpnon
(ednuepieg, emeiyovta meplotatika).
Na €xeL Suvatotnta ovvdeong pe e€wteptko H/Y.
No TTpayLATOTOLEL TIG TTOPAKATW EEETAOELG
e Asttoupywkotnta Awpornietaliwyv pe Collagen / Epinephrine og oAwo Alpa
e Asttoupywotnta Alporietaliwv pe Collagen / ADP og oAwko aipo.

e 'EAeyxoc AslTtoupylkoTnTag ALLOTIETOA WY e amOoKAELOUO Tou uTtoSoxEa P2Y og oALko ailpa
Na Slabétel service otnv Kpntn kat va tpooépxetal 0to NOCOKOUELO TTPOG AmoKATACTACN
™ BAABNG evtog 24 wpwv.

O mpounBeutng untoxpeoUTal va Katabéoel pall pe tnv mpoodopd Kat emionun petadpaon
Tou eyxelptdiou Aeltoupyiog Tou opyavou atnv eAANVIKA YAwaooa.

Elvat guBlvn tou MELOSOTN N eyKOTACTAON TOU HNXAVAUOTOG, N ekmaideuon tou
TIPOOWTILKOU Kal n ouvdeaon e To LIS Tou voookopeiou av auto sival Suvarto.

EQV HETA TNV KOTAKUPWON KAl TNV EVEPYOTIOLNCN TOU ALOYWVIOUOU 0 HELoSOTNG Slabéoel
oTNV ayopd veoTepa HOVTEAQ, amodebelypéva Loxupotepa Kal KaAUTepa amd eKelva Tou
npoodépOnkav kat afltohoyrOnkav, tote o mpoundsutr¢ / avadoxog umoxpeoUTal, Kol TO
Noookopeio duvatal va anodexbei, va ta mpounBeloel avti Twv npoodepbevwy, PE TNV
npoUToOeon OtTL dev eMEPYETAL OTTOLASATIOTE MIPOCOETN OKOVOULKN ETLBAPUVAN.

B). NPOAIATPAME: ANAAYTH AEITOYPTIKOTHTAZ-XYZIQPEYZHZ AIMONETAAIQN (AGGREGATION)

O auTOHATOG AVOAUTAC Vo €lval KaoUpyLloG, OUETOXELPLOTOG, oUYXPOVNG TEXVOAoyLog
Kat va dtaB<teL motomnotntiko CE, IVD
Na Asttoupyei og t@on 220Volts / 50Hertz pe péytotn woxVg 1200Watts.
Na eival avaAutig 4 OMTIKWV KAVOALWV HETPNONG avedptnTtwyv HeTofl TOUG ME
duvatotnTa cuUVOUAOUEVWY OANA KOl LEUOVWUEVWY UETPNOEWV UE XapnAd CV.
Na StoB£tel evowuaTwHéVO EMWAOTApa CWANVApWY Kot avitdpaotnpiwv otoug 37 °C
Kal 4 avadevopeveg Boelg avtidpaong.
Na eival emitpamnélloc, mMePLOPLOUEVWY SLAOTACEWV Kal BAPoug Kol vo amoteAsital and
Vv KUpla cuokeur, H/Y teleutalog texvoloyiag pe €yxpwpn oBovn Kal €yxpwpo
ektunwtr. O H/Y tou va €xsL tn Suvatotnta anobrikeuong dnuoypadilkwy otolysiwv &
anoteAeopdtwy aoBevwv, quality controls kat standards. Na Asitoupyei pe eldiko
npoypoppa anAd otn xprion oe neptBariov Windows.
Noa eAéyxel TNV oL UTTEPLHOPA CUYKOAANTIKOTNTAG TWV OLLOTIETOALWY OE MAGOLO TTAOUGLO
Kol GTWYO OE AULUOTIETAALO TIPAYLATOTIOLWVTOG TOUAGXLOTOV TIG EEETAOELC:

e Adiponectin (ADP)

e Collagen

e Epinephrine

e Arachidonic Acid

e Ristocetin

e Ristocetin Cofactor.
Na Sivel amoteAéoUOTA OE TIPAYHOTIKO XPOVO O SLdypappa.
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15.

16.

Na gival avoL(Ttog we MPOG TOV MTPOYPAUUOTIOUO TWV TIAPAUETPWY LETPNONG.

To npoodepOUEVO CUTTNUA VO EXEL EVOWLATWHUEVO TIPOYPOALO TIOLOTLKOU EAEYXOU LIE
aloAoynon Kat ypadnua Levy-Jennings katd Westgard Rules.

Na umoloyilet autopata: slope, max % aggregation, timetomaxaggregation,
lagphase, secondaryslope, areaunderthecurve kat pe Suvatotnta MANRPoUG MapEUPAONS
eni autwv.

Na €xet Suvatotnta Tautoxpovng TmapoBoAng HeExpt Kat 20  KapmuAwv
TPONYOUUEVWY ATMOTEAEOUATWY KABWC KOl TPOTUNMWY KAUMUAwv avadopd¢ otn
OUCOWPEUGH ALUOTIETAALWV.

H npoodépouca stalpia va €xel TARPN YKAUA avTlOpaoTnpiwv cUCCWPEUONG
alponetaAiwy (plateletaggregation) kau ristocetincofactor, Ta omoia kat va
npoodepOouv. Eniong va npoodepBouv OAa Ta amapaitnto avaAwoLpo

yla TNV TPAYHATOTIONGCN TWV EEETATEWV.

Na €xeL Suvatotnta e€aywyng mMANPwe SLapopdwoluwyv
ovadopwV AMOTEAECUATWY (QIAVTNTIKWY) 0l0BEVWV.

Na €xeL Suvatotnta apdidpoung cuvdeonc pe Siktuo LIS katl Suvatotnta clvdeong Kal
SelTePNC KUPLOC CUOKEUNG oTov (8o H/Y pe to (610 AOYLoUIKO WOTE VO EMLTUYXAVETOL
SumAaclaopnog Twv Kavallwy petpnong (amo 4 os 8). O mpounBeutn¢ umoxpeolTal va
efaodaliosl TN oUVOECN LE TO KEVIPIKO OUOTNHA HNXOVOPYAVWONG TOU VOCOKOUELOU
(LIS)

OL mpoodepopeveg TIHEG Ba adopouv TIUn ava €€taon. OAa ta uTIOAOLTA aalToU Leva
UALKA Ba mapéxovtal Swpedv amod tov PounBeuTr wg ouvoda NG e¢€taong Kal diwg
eMUTALOV XpEWon.

Edv HETA TNV KOTAKUPWON KOl TNV EVEPYOTIOinan Tou Alaywviopol o pelodotng Sltabéael
oTNV ayopd VedTepa HOVTEAD, AmodeSELYUEVO LOXUPOTEPA KOl KOAUTEPA OO EKELVAL TTOU
npoodépOnkav kat aflohoynbnkav, Tote o mpopunBeuTn¢ / avadoyxog urmoxpeoUTal, Kal To
Noookopeio duvartatl va amodeyBei, va ta mpopnBelosl avti Twv npoodepBEVIWY, e TNV
npoUToOeon OtTL dev eMEPYETAL OTIOLASTIOTE MPOCOETN OLKOVOULKN ETLBAPUVAN.

OMAAA A

TEXNIKEZ MPOAIATPADEZ ANAAYTH TIA EAEFXO THEZ AIMOZTAZHZ (APXIKH AIMOZTAZH-MH=ZH- INQAOAYZH)
2E OAIKO AIMA

NeplAapBavel TG EETAOELG

KEOKKE E€£taon

13.02.90.20.001 | AIEFEPTH) (EKTIMHZH AIMOZXZTATIKOY)MHXANIZMOY, EKTIMHZH

OPOMBOEAAZTOIPA®IA TIA THN 3ZYNOAIKH EKTIMHIH TOY
AIMOXTATIKOY MHXANIZMOY ME KAI XQPIZ AIEFEPIH (ANA

ENAOIENOYZ OAOQY, EKTIMH:H E=QFENOYZ OAOQY, EKTIMHZH
INQAOAYZHZ)

13.02.90.21.001

OPOMBOEAAZTOIPA®IA TIA THN ZYNOAIKH EKTIMHIH TOY
AIMOZTATIKOY MHXANIZMOY ZE A2OENEIZ YNO HMNAPINH
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10.
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13.

14.

15.

16.

17.

18.

19.

Na Aettoupyei og peUpa 220 V/ 50 Hz.

Na dépeL tn onuavon CE.

Na Séxetal wg Selypa oAlkO aipa Pe N XWPLG QVTIMNKTIKO, Kal TAdoua ¢twyxd | mAololo o€
OLLOTIETAALOL.

Na mopéxel tn duvatdtnTa TNG GUVOALKNG EKTIUNONG TOU OLUOOTATIKOU UNXOVIOUOU, TAUTOXpOoVa
6e va duvatal va Slakpivel eav n atpootatikny Statapayn odeidetal o éAewn wwdoyovou,
eMewpn 4 mAsdvaopa Aoutwv  Tapayovtwy  TRENG,  aldometaAlakr)  Swotapayxn A/kot
urteplvwdoOAUon, GAPUOKEUTIKN aywyn TIou ennpedlel TNV alpdéotacn 1 awloapaiwon,
umo/umnepBespuia, avalodntikd KA.

Na Baoiletal otn péBodo tng meplotpodiknc BpouBoelaoctopeTpiag Kal vo meptAapuBavel OAa ta
anapaitnta e€aptripara yla th Slevépyela MANPou¢ avaAuonc.

Na aviyveUel 6Aa ta otddla tne dSnuioupyiag kal otabeponoinong Tou Bpoupou KabBwWE Kat Thv
npowpn f 1N Avon tou Bpdupou.

Na €xeL LLIKpO Xpovo Evapéng Asttoupyiag (LkpoTtepo amo 10 Aemtd) Kot TaxuTnTa pétpnong 10-15
Aemtd amnd tn ANPn €wg TO AMOTEAECHA, WOTE VA TIAPEXETAL N SUVATOTNTA TO ATIOTEAECUO TNG
HETPNONG VO EMNPEACEL AUECA TN OEPAMEUTIKY OYWYN TIPOEYXELPNTIKA, OLEYXELPNTIKA Kot
UETEYXELPNTIKA.

Na eival eUKoAo oTn Xpron UE EVOWHOTWHUEVO NAEKTPOVIKO UTIOAOYLOTH HE EUXPNOTO TIPOYPALUA
Aewtoupylog, Suvatotnta anobnKeuong TWV AMOTEAECUATWY, AVOAUTLKA Topouciaon Twv odnyLwy
XPNongotnvoBbovn KaLva eival avoLKTO o€ ehapUOoYH EPEUVNTIKWY IIPWTOKOAWV.

Na OlaBétel  TOUAGXLOTOV TEOOEpO  KavaAlad HETPNONG He  SuvatdtnTo  TOUTOXPOVNG
napakoAouBnong otnv 06dvn Kal clyKpLong OAwv Twv ev £€elifel petprioewv. Na cuvodeletal
oo NAEKTPOVLKN TIMETA akpiBelag yla tnv poabnkn delypdatwy — aviidpaotnpiwy.

H kotaokevdotpla etalpio va S1o0£Tel TuMomoLNUEVa, ETOLUA TIPOG XPNON AVTLSpaoThpLa YLIa TNV
£KTEAEON OAWV TWV TUTTOTIOLNHEVWV HETPNOEWY, KABWC Kal avtidpaothpLa MoloTkol eAEyxou.

Na ouvodeletal amd NAEKTPOVIKO UTIOAOYLOTH KOl EKTUTIWTH TOU va €XeL T Suvatdtnta
£KTUTIWONG TWV ATIOTEAECUATWV.

Mpémel va cuvodeveTal amo OAa Ta avaykaio e€aptripata, eyxelpidia XelplopoU Kol cuvtrpnonc.
O mpopnBeutrg unoxpeouTtal va kotabéosl pall pe tv npoodopd Kal enionun HUeTadpacn Tou
eyxelpLdiou Asttoupylag tou opydvou otnv eAANVIKH YAWooo av UTTAPXEL.

Na uTtdpyel MARPNG Kal apeon Texvikn KaAupn amnd tnv etatpeia, edpocov {ntnbei. H etalpia Ba
TPEMEL va SLaBETeL service otnv Kpntn Kal va mpooépxetal 0to NOCGOKOUELO TIPOG amoKOTAOTOON
™G BAGPNG eVtog 24 wpwv.

Na umootnpietal To avaAuTiko cuoTnua oo cuothpata adlaAewtTng mapoxng taong (UPS) ue
Sdamaveg Tou HeELOSOTN.

Eival euBuvn Tou HELOSOTN N EYKOTACTAON TWV LNXAVNUATWY, N EKMOISEVGCN TOU TTPOCWTILKOU TOU
VOOOKOUELOU Kal N cUVOEDH TWV UNXOVNUATWY LE TO cUCTNLLO TOU VOOOKOUELOU.

To £pyaoTAPLO UIMOPEL va ETUAEEEL VO EYKATOOTHOEL TOV AVOAUTH 0€ XWPO EKTOC TOU £pyactnpiou
OTIWG TL.Y. EVTOG TWV XELpoupyeiwy, Omou Ba efunnpetel kaAUTepa TOV 0TOXO TOU.

OL mpoodépovieg Ba TPEMEL amapaltHTwg va ocuvtaéouve GUANO cuppopdwaong. Ito GUAAO
OUHMOPpdWONC Ba amavTwvTal pia TPog pio oL tpodlaypadeg mou £xouv tebel. Oa avadEpetal av
eKMANpwveTaL N tpodlaypadr], To BabBud otov omoio ekmAnpwvetat A av dev ekMANpWVEeTaL. Mpog
amodelen 6 TwWV LOXUPLOUWY QUTWY, Ba TIPETEL VAl YivOVTaL TTOPATTOUTIEG OE QTTOCTIOCHOTO Ao
OperatorsManual kat ServiceManual, oe prospectus tou mpoopepOUevoU opydvou Tou Ba
TIPOEPXOVTOL QIO TOV KATAOKEUAOTIKO 0lKO (Kal Oxt MANUUEAWC petadpacpéva GuAadLa) Kabwg
emiongG KoL O£ ETUOTNHOVLIKEG €KSOCELG KOL AOLUTTA EMLOTNHOVIKA £vTuTia Tou Ba pogpyovtal amno
TOV KATOOKEUQOTIKO 0LKO TOU UNXaVLOTOG.

EQv UETA TNV KOTAKUPWON KOL TNV EVEPYOTIOLNGCN Tou AloywviopoU o pelodotng Slabéoel otnv
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oyopad VEOTEpA MOVTEAQ, omodebelypuéva  oxupotepa Kal KoAUTEpa amd  ekelva  Tou
npoodépOnkav kot afloloyndnkav, tote o mpoundeutic / avddoxog umoyxpeoUTal, Kol TO
Noookopeio Suvatal va amodexbel, va ta mpounBeloel avil Twv mMpoodepBEéviwy, HE TNV
npoUnoBeon OtL Sev emépyetal omoladnmote mPdoOetn olkovouLkn emBapuvon.

OMAAAE

MOPIAKEZ EZETAZEIZ OPOMBO®IAIAZ ME 2YNOAO EZONAIZMO

FENIKEZ NPOAIATPADE:

1.

Ol poplakeg e€etdoelg BpouBodiiiog va yivovtal amo KataAANAo cUOTNA TTOCOTIKNAG
avaluong PCR (@epuokukAomolntr Mpaypatikol Xpovou, Real-Time PCR)

Na tpoodepBouv OAa ta amapaltnta aviidpaoctipla yla thv dte€aywyn tng e€€taong,
oupBoata e Tov MPoodpEPOUEVO aVaAUTH Kal cUUPwVa LE TA ECWKAELOTA TNG
KOTQOKEUAOTPLAC ETALPELOC.

Na nepilapBdavovral ta avtiotowa aviidpactipla e€aywyng DNA and delypata
aipotog. Oa cuvekTIUnBel N MPoodopAd AUTOUATONMOLNUEVOU CUCTHLOTOC

e€aywyng DNA.

O mpopnBeutng Ba mpénel va Slabétel KataAAnAa ekmaldeupévo TeXVIKO TURUa yLo
TNV gykataotaon, EAeyxo AeLtoupylog Kal cuvtrpnon Tou poodepOUEVOU
e€omALlopoU KaBwg Kol yLa TV EKMAISEVCN TOU MPOCWTILKOU Tou epyactnpiou. Na
KotateBoUv Ta EMICNLO TILOTOTIOLNTIKA EKTTAISEVONG OO TOV KOTOOKEUAOTIKO OiKo.

O mpounBeutng umtoxpeolTal va eVTAEEL e SIKA Tou €€060 TO EpyAOTPLO OE CUGTNUA
e€wTtepLKoL TToLOTIKOU eAEyXou ToUAAXLOTOV 2 HOpPEC TO XPOVO Omd TILOTOMOLNEVO
€0VIKO 1 evpwNAiko Popéa.

OLmpood£povTeg Ba MPEMEL AmapaAlTATWE va cuvtaéouve pUAAO cuppopdpwaong. ITo
®UAO cuPPOPPWONG Ba AMAVTWVTAL UL TIPOG pia oL TipodlaypadEég ou £xouv Tebel.
Qa avadeépetal av ekmAnpwvetal n mpodilaypadn, To Pabuod otov onoio ekMAnpwWVEeTaL
N av ev ekANPWvVeTaL. MNpog amodelen 6€ TwV LOXUPLOUWV AUTWY, Ba IPETEL va
ylvovtal mapamnounég o anoondopara and OperatorsManual kat ServiceManual, og
prospectus Tou mpoadepOUEVOU 0pyAvoU ToU Ba poépyxovtal amod Tov
KOTOOKEUQOTLKO OiKO (Kot OXL MANUUEAWS peTadpacpéva GuAladia) kabwce emiong Kat
O£ ETUOTNHOVIKEG EKSOOELG KAl AOUTA EMLOTNOVLIKA £VTuTia Ttou Ba mpoépyovTal ano
TOV KATOOKEUAOTIKO 0LKO TOU UNXAVALOTOG I KAL TWV avtidpactnpiwy.

ANAAYTHZ

1.

O avaAuTtic Ba mpémnel va eival cupBatoc Kat KATAAANAOC YL VAl TIPAYLOTOTIOL | OEL TLG
efetdoelg Twv npoodepduevwy kit

H cuokeun va SLaBETEL uNXOVIOUO UTOEAEYXOU BAGIKWY AELTOUPYLWYV TOU.

Na StaB<tel umoSoyxeic yia e€€taon peydAou aplBuol detypdtwy (touAdylotov 30) ava run.

Na SlaBétel 600 to Suvatov peyalutepn duvarth toxutnta avéousiwong Bepuokpaociag
oto xwpo dte€aywyng tng PCR (Temperature Ramp Rate).

Na e€acdalilel amoAuto €leyxo tng Bepuokpaciog oto xwpo Sie€aywyng tng PCR kot
anoAutn opolopopdla Bepuokpaciog os kaBe avtidpaon.

Na Suvatal va eKTEAEL TOUTOXPOVO TIEPLOCOTEPO TOU EVOG TIPWTOKOAAQ OTO (610 1)
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Sladopetika Seiyparta.

To clotnua va xopaktnpiletatl amd pHeydlog eUPOC LETPNOEWY, emovaAnPLUOTNTA, Kol
evalobnola.

To clotnua va eivol avowto wg MPog TN XPnon Twv SLopopwv TEXVOAOYLWY HETPNONG
dBoplopou.

To Aoyloplkd va eival ¢IMKO TPOE TO XPHOTN KAl VO OUVOSEVETOL AmO KATAAANAO
AOYLOULKO aVAAUONG TWV AMOTEAECHATWY TIOU VOl ETUTPETIEL TNV AUTOMATn €kdoon Kal
oNUavon TwV amoteAecpdtwy (BeTIkO, apvnTKO, KN amodeKkTto) KATA TN XPnon
SLayvwoTtikwy MpwtokOAMwv. Na Sivel tn duvatotnta napéppacng amo To Xpnotn otnv
eneepyaoia TwV AMOTEAECUATWY, YLO TN BEATLOTOMOINGCN TWV MTPWTOKOAAWV A KATA ThV
OVATITUEN VEWV TTOPOUETPWY OE TIEPUTTWOELG LN UTIAPENC ETOLUWY EEETATEWV.

ANTIAPAZTHPIA

1.

Na mapéxetal mANpeg ot avidpaotnpiwv (primers, probes, mastermix) kot
avaAwoipwy (r.y. cwAnvopiwv avtipaonc, plates, adhesive films, ktA.) pe

Hopdn KITG, ETOLUWY TIPOG XPNON, O TUTIOTIOLNUEVN Hopdn KoL cUCTACN WOTE VA
efaodalileTal eUKoAa, ypriyopa Kol UE APLOTA amoTeAEopata n dte€aywyn Tng
avtidpaonc.

Ta kit va StaBétouv CE- IVD (IVD 98/79 EC) mark, eykekpluéva yia invitro dtayvwoTtikn
xenon (IVD), pe o andppunc.

Na ektelel Tic e€eTdoelg

KEOKKE E€£taon

1 ANIXNEYZH 3HMEIAKHZ METAAAAZH:Z G1691A TOY
13.10.05.01.018 | MAPATONTA V THZ MH=HZX (LEIDEN) ME AAAHAIO-EIAIKH PCR
MPATMATIKOY XPONOY (REAL-TIMEPCR)

2 ANIXNEYZH ZHMEIAKHZ METAAAA=ZH: G20210A TOY
13.10.05.01.019 | MAPATONTA Il THZX MH=HZ ME AAAHAIO-EIAIKH PCR
MPArMATIKOY XPONOY (REAL-TIMEPCR)

3 ANIXNEYZH MOAYMOP®IZMOY 4G/5G ITHN MNEPIOXH TOY
13.10.05.01.021 | YNOKINHTH  TOY PAI-1 ME  AAAHAIO-EIAIKH  PCR
MPArMATIKOY XPONOY (REAL-TIMEPCR)

4 | 13.10.05.01.023 | ANIXNEYSH METAAAAZEQN Jak-2 V617F ME AAAHAIO-EIAIKH
PCR (mpoatpetikn e€£Taon, LOVO yLa TTOLOTLKO EAeyXO)

5 ] 13.10.05.01.022 | ANIXNEYZH IHMEIAKQN METAAAAZEQN MEMONQMENQN
FONIAIQN 2XETIZOMENQN ME TH ©POMBO®IAIA

ZTnv KAWLIKA TpAgn, umapyxouv texvoloyieg Real-Time PCR mou 8ev ektehoUvtol He
oAANALo-eldikr) PCR aAAd pe Real-Time PCR kat peAétn TG KaUmUAn téng Tou TeAkoU
TPOLOVTOG. Ma auTtég Tig e€etdoelg Sev umdpxel 161k Kwdlkomoinon katd KEOKKE aAAd
8ev pmopolV va amokAelwotoUV AOyw TNn¢ amouciog kwdkomoinong. H emutponh
npodlaypadwyv Tou SLaywviopol Bewpel TIg SU0 TEXVIKEG KALVIKA LOOTLUEG Kol Bewpel OTL
KaAUTITOVTAL O KABE TtepimTwaon Kal ard Tov Kwdiko 13.10.05.01.022,
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4. No ouumepllapfBdavovral ol amapaitntol Ostikol KoL apvnTiKOl HAPTUPEC yla TOV
TOLOTLKO EAEYXO TNG e€£TAONG

5. H a&loAdynon tou amoteAéopatog va yivetal pe dtadikacia mou Ba katateOel avaAuTiKA.

6. Na avadepBoulv Tuxdv emumAéov e€etdoelg mou SUvaTtal Vo EKTEAECEL O AVOAUTAC KoL
adopouv otnv Bpopufodiria.

7. H TR mou Ba mpoodepbel Ba mpenel va eival ava e¢étaon. Koatd to Aoutd
LoXUOUV Ol YEVIKEC TtpoSLaypadEc.

8. Kartd to duvartodv, ta npocdepopeva Kit va Stabétouv Koo mpwtokoAAo PCR, €tol
WOoTe va eival edikt n Tavtoxpovn Sie€aywyn twv e€etaocswv (oto iblo | oe
SladpopeTika Seiypota) Le oKOmO TNV £€0LKOVOUNGN XPOVOU KOl KOGTOUG.

OMAAA T

MPOAIATPADEZ ANTIAPAZTHPIQON KAI ANAAQZIMQN ME 2YNOAO EZOMAIZMO TA EZETAZH TAXYTHTAZ KAOIZHZHZ
EPYOPQN AIMOZODAIPIQN

Nep\apBavel Tnv e€€tacn

TAXYTHTA KAGIZHZHX EPYOPOKYTTAPQN (AYTOMATONOIHMENH) KEOKKE 13.01.09.11.001

1. O autépatog avaAuTig va gival KavoUupylog, AUETAXELPLOTOG Kal cUYXPovnG TexVoAoylag Kal va SlabEtet
niotomnotntkd CE, IVD kat ISO.

2. H av@Auon va mpayuoTonoLeital amo éva KoL To 0UTO CWANVAPLO TNG YEVIKAC AlUATOG, e 000 To SuvaTov
Alyotepo aipa amno tov acHevr).

3. H avdluon vo mpayUaTOMOoLETAL Ao TO KAELOTO CWANVAPLO TNG YEVIKNG OLUATOC XWPIG TO Avolyud Tou,
TIAPEXOVTAC HUEYLOTN achAAELQ.

4. O avalutng &g Ba mpémel va SnLoupyel omoloudnmote TUmou BLoAoyikd amoBAnTa.

5. 0 xpovog avaluong Ba mpEMEeL va €lval 0 PLKPOTEPOG SuVATOC Kot N TaxUTNTA TOU avaAUTH va ivol 600 To
Suvatov mo uPnAn (touddylotov 50 e€etacslc ava wpay).

6. H €€€taon va pnv ennpedletal ano tn Beppokpaocia tou meplBAAAoOVTOC 1 TO XAUNAO alloTokpitn Tou
0aoBevoug kat va Pploketal os suBuypappon pe t pHEBodo avadopdc Westergren (va kotateBel oxetikn
BBAoypadial).

7. Ta amoteAéopata Ba mpEMel va anmooTéAovTal 6To cUOTNUA UECW avAyVWOoNg YPAUUWToU Kwdika
(barcode). O avalutrg Ba npémel va d£pel bar code scanner Kal EVOWHATWHEVO EKTUTTWTH.

8. Na umapyxel n Suvatotnta apdidpoung emkowvwviog pe e€wteptkd H/Y. O mpounBeutrg untoxpeolTal va
e€aodaliosl Tn oUVEECN TOU OVAAUTH LLE TO KEVTPLKO GUCTNO LNXOVOPYAVWaoNG Tou voookopeiou (LIS-HIS).
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9. O mpopunBeuUTAC UTIOXPEOUTAL VO TIOPEXEL TIPOYP AU EEWTEPLKOU TIOLOTIKOU EAEYXOU.

10. ZntApoata ouvtripnong/eknaidevong:
e H texvikn mpoodopd va ouvodeleTal Pe 08nyleg xprnong Kol cuvtnpnong Tou avoAuth otnv

eAANVIKN YAwooa cUpdwva e Tnv Loxvouoa vopoBbeaia.

e O mpounBeutng ka® OAn tn Sldpkela g cVUPaocng Ba mpenel va Slatnpel To pnxAavnua ot
AELTOUPYIKN KATAOTOON EKTEAWVTOC OAOUG TOUC TIPOPBAEMOUEVOUC EAEYXOUC KAl CUVTNPOELG.

e Na SlaBétel texvikn umootnplen (service) otnv KpAtn kot va mpooépxetal oto NOGOKOUELD TIPOG
anokataotaon tng PAAPNG eviog 24 wpwv.

e Qo mpénel va mopexel ebedplko cuoTnUa.

e To KOOTOG CUVTAPNONG, EMOKEVWYV, AVTOAAAKTIKWY, KABWC Kal n ekmaibeuon Twv XepLOTWV Papuvel
Tov mpounBeuTh.

11. H mpoodepdpevn TP va elval ava e€€taon. Katd ta Aoutd .oxUouV oL YEVIKEC TipoSLaypadEg.

12. OL mpoodépovieg Ba mpémel amapaltitwg va ocuvtafouv GUANO cuppopdwong. Ito ¢GuAo
CUUUOpdwWONG Ba amovtwvtol o TTPo¢ pila oL mpodlaypadéc mou €xouv tebel. Oa avadépestol av
eKTTANpwveTaL n ipodlaypadn, To Babuod otov omoio ekmAnpwvetal ) av Sev ekmAnpwvetal. Npog anodeién
6€ TWV LOXUPLOPWY aUTWV, Ba TPEMEL va YivovTal TIApAToUTEG o amoomndopota and Operators Manual kat
Service Manual, og prospectus tou poodepOUEVOU 0pYGEvoU TIOU Ba TPOEPXOVTAL OO TOV KATACKEUOOTLKO
oiko (kal Oxt MANUUeEA WS petadpacpéva puAladia), kabwc emiong Kal o EMLOTNUOVIKEG EKEOOELG Kol Aoutd
ETILOTNHOVLKA £VTUTIA TIOU Ba Tipo£p)oVTaL ard TOV KOTAGKEUAOTLKO OLKO TOU PNXOVAUATOC.

13. EQv HETA TNV KATAKUPWON KoL TV EVEPYOMOINCN TOU AlaywVIOHOU 0 HESOTNC Slabéosl atnv ayopd
VEOTEPA MOVTEAQ, amodedelypéva LOXUPOTEPA KOl KOAUTEPO amod eKeiva Tou TpoodEpOnkav Kot
aflohoynBnkav, tote o mpoundeuthic / avadoxog unoxpeoutal, kot to Noookopegio Suvatatl va arnodexOel,

va to TipopnBelosl avtl Twv TpoodepBEvtwy, Pe TNV TipoUmoBeon OtL Sev eMEPXETAL OMOLASHTIOTE
TPOOOETN OLKOVOULKH mLBApuvON.

OMAAA Z
TEXNIKEZ MPOAIATPA®EZ ANAAYTH KYTTAPOMETPIAZ POHZ
1. O KUTTAPOUETPNTAC PONC Va sival oclyxpovng TEXVoAoyiag.

2. Na dlaBétet touddyiotov 1 solid laser 488nm kot va UIOpEL vat KAVEL AVAAUON 5 XPWOTIKWV
Tautoxpova Ue €va laser. Na pmopel va avaAUoeL 6 xpwHaTa TauTtoXpova LE TNV mpocBnkn 2ou laser.

3. Na StaBétel dpidtpa mou prmopouv eUkoAa v aAAaxBoUv amo Toug XPHOTEG.

4. Ta ¢piltpa va gival TomoBetnpéva og ywvio wg mpog tov opl{oviio Gfova yla ehaylotonoinon
NG anmwAeLag aktvoBoAiag.

5. Na StaBétel avtdparto detypotoAnmen noAanmAwy Béoswv pe Suvatotnta vortex kaBe cwAnvapiou
TP amd Tn pétpnon tou Seiypatog kot barcode reader yla 1o kKOs cwAnvaplo Katl tn Béon tou oTo
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SelypaToAnmen.

6. Na dabétel Pndrakni avaiuon 20 bit kot va pmopel va GUAAEEEL £we Kal 5 SLapopPETIKA arjpoTo amno
KABe aviyveuTn.

7. Na puropouv va avaAvovtol £wg kat 25.000 events per second.
8. Mrnopel va Slayxwpiosl cwpatidia Stapétpou amno 0,4-40 um.
9. Na Slabétel evatobnoia pikpdtepn Twv 120 MESF yua FITC, PE, PC5.

10. Ta lasers mou 8ev xpnoluomnololvtal o o epapuoyr vo Umopoulv va anevepyomnotnfolv mpoowpLvd,
WOTE va MopaTeiveTal 0 Xpovog {wn¢ TouG.

11. H evépyela tou kaBe laser va pmopel va mopoakoAouBeital nAekTpovIKA Kol vo Propel vo Stakorel
outopata n Asltoupyla TOUug O TEpIMTWON ToU SlomoTwOel amokAlon peyaAltepn tou 10% TNg

OVOLLOOTLKAC EVEPYELAC AELTOUPYLOG.

12. Na pmopel va puBuiletal amd to Aoyloplkd n ywvia culhoyng the suBlypauung, avaioya PE TV
ebappoyn.

13. Na S1aB€TeL unxaviopd Tou va Uopel va puBuileTal n ecwWTePLKr) BepUoKpacia TOU aVaAUTH WOTE va
LNV eMNPEAETOL TO OTITIKO CUCTNUA Ao TI¢ LeETaBOAEG TNG Bepuokpaciag neptBaAlovtod.

14. Na eival Suvath HEow Tou AoyLopkoU n puBuLon tng euBuypappiong Twy lasers.

15. Na eivat duvath n &€ amootdoewg eVTOmnion MPoBANUATWY Kal pubutonc.

16. To Aoylopiko va gival cupBatd pe meptBaliov Windows.

17. Na pmnopel va oplotel péow Tou AoYLoULKOU o KABe xpriotng, o omoiog Ba Slobgtel S1kO Tou KWOKO
npooBaong Kat va Uropel va kataypddetal and 1o cUoTNUO N hUepopnvia Kat o Xpdvoc amacxoAnong Tou

KaBe xpnotn.

18. Ta Aettoupylkd avtidpaothiplo Tou avalutr (Lypd meplpong (sheath), amoppumavtiko, aviibpaotipla
ToLOTLKOU gAéyyou) va Stabtouv CE cUpdwva e TIG anattioslc tng odnylog 98/79/CE.

OMAAA H

TEXNIKEZ MPOAIATPADEZ ANAAYTH TIA MPOZAIOPIZMO ANTIZQMATQN ENANTI TOY AIMOMNETAAIAKOY
MAPATONTA 4 HNAPINHZ, vWF Ag, vWF Ristocetin Cofactor, vWF Collagen Binding, ADAMTS 13 Activity.

1. O avalutig va elval ouyxpovng texvoAoyiag, MARPWS OUTOUOTOTOLNUEVOG, TUXALOC TIPOOTIEAACNC
(Random Access) kat n apxn Aettoupyiog tou va otnpiletal otn XNUELOGWTAUYELQ.

2. Na StaBétel motomnowntika CE, IVD kat ISO

3. Na mpaypatomnolel TG akoAouBeg €€eTAOCELG: OVILOWHOTA €VAVIL TOU aLUOTETOALOKOU Tapayovia 4
nrapivng (HIT IgG), vWF Ag, vWF RCof, vWF Collagen Binding, ADAMTS 13 Activity.
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4. Na StaB<tel 600 puyxn, €va yla ta Selypata Kal €va yla To avtidpaotrpla.
5. Na StaBétel touldytotov 20 B€oelg aviidpaotnpiwy.

6. Na SLaB£tel Touhdylotov 30 B€oelg delypdtwy Kol va pmopel va S€xetal cwAnvapla atpoAndiog kot
Kapakia.

7. Na 8L1aB£Tel evowpaTtwUEVO cUoTNUA YPAUULIKAC avayvwaong (barcode reader) yla ta avidpaotrpla Kot
yla ta deilyporta.

8. Na Slabétel ™ Sduvatdtnta avaAuong EMELYOVTIWY SElYUATWY Kol SuvatotnTa QUTOUOTNG €KTEAECNC
SladopeTikwy e€eTdoewy, OTaV Ta anmoteAéopata ival eKTog kaboplopévwy opiwv (reflex testing).

9. Na £xeL Tn SuvaTOTNTA ELCOYWYNC TPOTOMOLNUEVNG TIPOTUTING KAUTUANG HE TN Hopd YPOUUKOU KWK
(bar-coded card).

10. Na €xet taxvtnta touAdylotov 60 e€sTdoslg /wpa.

11. Na SlaB£tel Eyxpwpn, eninedn 0086vn adng.

H ENITPOMNH
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