TEXNIKEZ MPOAIATPA®EZ A TAKTIKO AIEONH ANOIKTO AHMOZIO AIATQNIZMO
rNA 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 opyadvou 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
KaOnuepLVAC mapakoAoUBnong amnod tov mpopunBeuth péow TNAEDWVIKAC YPAUUNG Ue cUVSEoN 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 QVOAUTWY 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 kKot 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 KOL VOOOAOYIKEG EEETATELG KAOWG KOl TTPOOSLOPLOUOUG CUGCWPEUONG OLUOTIETOALWV.

2. Noa dtaBétel 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
gVEPYOTIOLNTAG Ttupitlo), Ivwdoydvo, Mapdyovteg MA&swg (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), Asttoupykotnta alponetaAiiwy pe cuaowpeuon (Col,Epi,Ris,Ara,ADP).

Na déxetal apylkd cwAnvapla apoAnyiog Stadopwy PEYEBWV TOUTOXPOVO, TIWUATIOUEVA ] AVOLKTA
KoBwg kat kaidla ylo pikpooykouc, motdlatpikd Seiypata kA.m. O SeypatoAnming vo Slabétel
Suvatotnta SLatpnong EAAoTIKOU MWHATOC KAELOTOU cwAnvapiou.

Na SlaBétel autopatn avayvwplon OSElYHATWY HE EVOWHATWHEVO AVAYVWOTN YPOAUUIKOU KWKo
(Barcode reader) kaBwg emiong kol yla ta avtdpaotrpla, standards kot controls amokAsiovtag tuyxov
AaBn katd tnv xpnon. 2tnv nepintwon mou ta delypota slodyovtal otov avaluth pe barcode, va ivat
£dLKTN N ElOAywyn LLE TO XEPL TWV oToLXelwv Tou Seiypartog av 6 dtapaotel to barcode.

O avaAutAg va SLaBETel UTOUATOMOLNUEVO, OAOKANPWHEVO, TIPOAVOAUTIKO EAeyX0  KATOAANAOTNTAG
Twv Selypldtwy, WG MPog TNV 0pbn MANPwWon Twv TPWTOYEVWV cwAnvopiwv Bacsl mpodlaypadwv
KOTAOKEUAOTH (UTTIOMANPWON KAl UTEPTTANPWON) KAl W¢ TPOG TNV avLXVeEUON alloAuonc, LKTEPOU Kol
Aatpiag. O avaAUTAG VOl AVLXVEUEL ALUOAUUEVA, LKTEPLKA KOL AUTOULULKA SElYATA UE OTITIKY AvAAUGCH OE
ToAAaAG SLadOopPETIKA UAKN KUUATOC KoL VoL ELOOTIOLEL TOV XELPLOTA UE ELSLKA CrHavon o€ MEPImTwon
uTtEPPBaonC Twv avwTotwyv opiwv. Na Slabétel £€elbikeupéva OpLOl TWV TIOPEUTOSIOTIKWY OUGCLWY
avaloya pe tnv gvalcBnoia tng kabe e€€taong kal avidpaotnpiov ocUpdwva Pe TIC 0dnyieg Tou
KOTOOKEVAOTH.

Noa SwaB<tel touhdylotov 40 Puywpeveg B€oslg ya ta avtdpaotnpla, standards kat controls,
(Bepuokpaciag 8-12°C) wote va e€aodaliletal n KAAUTEPN SLATHPNOT TOUG KoL N PEYLOTN otaBepotTnTa
ent tou avalutr. H Stapdpdpwon twyv BEcswv Twv avtidpaotnpiwyv va elval TETOW, OUTWC WOTE VAl
ghayloTomolouvTal, yla AOYoUG OLKOVOULOG, OL TIOCOTNTEC VEKPWY OYKWV avtidpaoctnpiou ava ¢laiidio
(va mepypadet kat va avodepBoUv oL TOCOTNTEC VEKPWY OYKWV, TO SUVOTOV ULKPOTEPEC, yLol KABE TUTIO
dLaAidiov avidpaotnpiou emi Tou avaAuth).

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

To avtdpaotrpla mavw otov avalutr va GpEpouv el8IKA TWHATO WOoTe va anodevyetol n aroiwon
TouG AOYyw Tou datvopévou tng e€dtulong kot va StachaAiletal n peyaAltepn otabepdtnta Kot
aflomiotia TouG.

Na SlaBétel Touldylotov Tpelg (3) Slavopeilc uypwy yla Ttnv petadopd avidpaotnpiwv kot dvo (2)
Slavopeic ywa Seiypoata, standards kot controls, mpoc amoduyn emipoAUvoswv (carry over), He
avtiotolyo cuoTpata cuvexoUg KaBaplopol Kotd thv Asttoupyla.

Na €xel SuvatotnTa GopTwaong Kol HETPNONC EMELYOVTWY Selypdtwy (STAT) Kot Katd TNV SLAPKELD TWV
HETPAoswV Xwpig tnv Sltakomn autwv. Na Slabétel e161kég BEoelg STAT QAMOKAELOTIKNG XProng ylo
eneiyovrta dsiypara, va avadepBboulv ot Stabéaipeg Boelg.

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

OAa ta mAucipata Tou opydvou (Katd to fekivnpa Kol To KAElOWO TNG nUéEpag) va eivol MARPWG
OLUTOMOTOTOLNUEVA XWPLG TNV TapEUPBOOn TOU XELPLOTH KAl 08 0G0 TO SUVATOV UKPOTEPO XPOVO.
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O AvaAUTHAG £XL TN SUVATOTNTA AUTOEAEYXOU KOl EVIOTLOUOU TEXVIKWY BAaBwv.
Ta tpoPAnpata SUCAEITOUPYLOG VO ETTLONUALVOVTOL OTTTLKOOKOUGTIKA.

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

MNa Aoyoug vnAaowotntag kot Siadwkaoiag 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
POOhEPOUEVO AVAAUTH) TOUAAXLOTOV 6 HOPEG TO XPOVO OO TILOTOTIOLNUEVO €BVIKO 1 eupwTaAikoO dopEal.
To mpoypappa Ba mpémel va KAAUTITEL OAOUG TOUG TTAPEXOUEVOUG OVOAUTEG.

Na €xel PLAIKO AelToUpyIKO TUoTnHa HE ekoviSia Teplypadn evioAwv eUKoAng xpriong, duvatotnta
amoBrnkeuong 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 Sladopetikng maptidag aviidpaotnpiov kabwg emiong kat Suvatotnta Tautdxpovng Xpnong,
Xwplg mapéupaon tou xewplotr, moMamAwv moptibwv tou Wiou aviidpaotnpiou. Emiong va £xel
SuvaToTNTA TAUTOXPOVNG OTTEKOVIONG TIOAAATAWY KAUMUAWY Babuovopnong plag e¢€tacng oto 6o
Slaypappa pog clyKpLon Kat afloAoynon.

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

Na elval eUKOAOC 0TN Xpron HUe Tpoypappa Aettoupylag GpLAtkod otov xprnotn Kat pe 006vn adng.

No StaBEtel eAGxLoTn eMAPKELA KUBETTWVY €M TOu avaAuth yla touldaylotov 1000 efetaoslg, xwpic tnv
map£uBacn Tou XELpLoTH.

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

Na €xel evowpatwuévo Tpoypappa Kataypodrg molotikou eAéyxou (quality control pe Staypapupota
Levey Jennings).

Na €xet taxvtnta mavw oo 380 petpriosic/wpa o Tautoxpovo poodloplopd PT/aPTT oto 6o Ssiypa
OKOUN KoL og cuVONKeg Aettoupylog Pe SLATpnon MWUATOG.

Na é€xet duvatotnta yla opdidpoun 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 VOOOKOEIoU).
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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 onoloudnmote eidoug mapépupaocn Kat o
omolog va eival mMpooBAcLUog yla EAEYXO ATO TO MPOCWIIKO TOU gpyactnpiou | GAAEC uTnpecieg Tou
VOOOKOUEloU. e meplmtwon mou o avalutrg Sev SLaBETEL EOWTEPIKO KATAPETPNTH, HE guBUVN TNC
gtalplag, kal pe duvardtnta eAéyxou amd TO MPOCWIIKO TOU gpyaotnpilou i AAAEG UTNPECieg Tou
voookopeiou, edopéva yla Ttov aplBpd Twv UETPOUHEVWY £€eTA0EWV avad 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
avemnavopBwtng 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 mpenmel amopaltHTwg va ouvidéouve ¢GUMO 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 v ekmAnpwvetal. MNpog
amodelfn 6& TWV LOXUPOMWV QUTWY, Bo MpPEmeL va ylvovtal TAPATIOUNEG OE OMOCTIACHATA 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, we epedpLKOG, TTOU

va TAnpet g dleg mpodlaypadEg pe tov PACIKO avaAuTr 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 NMAPAMETPQN AIMOZTAZHZ

1. O avaAutng va sival ocuyxpovng texvoAoylag, MANPWS OUTOUATOC , TUXALOC ETIAEKTIKIG TIPOCTIEAOONG
(Random Access), ouvexoug poptwong HE duvatOTNTA EKTEAECNG TIPOCSLOPLOUWY ALUOOTOONG HE
peBodoAoyleg MNKTIKOAOYIKESG, XPWHOYOVIKEG, OIVOOOAOYIKEG , AVOCOXNUIKEG UYPNANG evaloBnoiog pe
xnueopwrtavyeta (LOCI) kaBwg Kal TPpooSLopLoUWY CUGCWPEUCNE ALLOTIETAALWV.

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 Bpoppomiactivn I1SI=1-1,1), Xpovog peptkic Bpoppomiactivng
(APTT, uypo avtldpaoTrpLlo evepyomoLNTr¢ upitio), Ivwdoyovo (MNKTIKoAoyLka pe avapaiwta Seiypata
Kol avtyovika) , Napayovteg MAgswg (11, V, VII, VI, Vilichr, IX, X, XI, XII, XIll), Avti-Xa dpaotikotnta
Hrapivng (LMWH, UFH), a2-avtutAacpivn, MAaopivoyovo (mpoodloplopdg SpaoTikotnTaS Kol TTOGOTIKOG
npoaodloplopog), Asttoupyikotnta Mpwteivng C, Asttoupyikotnta Mpwrteivng S, EAeUBepn MNpwteivn S
avtlyovo, AvtiBpopfivn 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) , AsltoupylkOTNTA OLUOTETAAlWY |E OUCCWPEUOH
(Col,Epi,Ris,Ara,ADP). Tuxov AAAeC KALVLKA XPHOLUEG EEETAOELG TIOU EKTEAEL N TIPOTEWVOUEVN TEXVOAOYIKA
AUon Ba cuvektiunBoLv.

5. Na StaBétel mavw amnod 45 B£oelg avtiSpaotnpiwv os Bepuokpacia 5-12 C, pe SuvatdTnTa AUTOUOTNG
avASEUONG KOTA TNV ELOAYWYN TOUC XWPI¢ N epappoyn avadeuong va emnpealel TOUG VEKPOUG OYKOUC
ota ¢LaAibia avidpaotnpiwv. H dtapopdwaon Twv BEcewv Twv avtidpaotnpiwv va eival TETol, oUTwS
wote va dlaopailel TNV eAoXLOTOMOINON TWV TIOCOTTWYV VEKPOU Oykou ata ¢LlaAibia (va meplypadel
KoL vo. avadepBolv oL TTOCOTNTEG-VEKPWVY OYKwV yla. KaBe tumo ¢raiidiov avtidpaotnpiov enl tou
ovaAuth).

6. Ta avidpaotnpla va eLoAyovIal oToV avaAuTh autovoua (éva mpog éva kal Oxt opadika os dpopeic)
wote va gival Suvatov katd Tn dldpkela Asttoupyiag Tou avaAuth va adatlpouvtal i va dopTwvovtal
ovtdpaotipla xwpic va eival avaykaio n efaywyn avildpaotnplwyv TOU XPNOLUOTOLOUVTOL OF
ekteAolpeveg e€etdoelg. Ta aviibpaotipla MAVW OToV avaAuTh va GEPOUV EI8IKA MWHOTA WOTE va
amodelyetal n oAloiwon toug AOyw TOou dalvopévou TG efatuiong kot va Saodaliletal n
peyaAUtepn otaBepotnta Kal aflomiotio Touc.

7. Noa SdiUvatal va TPAyUAToNoLlEl, QUTOPOTO KOTO ThV £loaywyn Kol Xwpig tnv mapéufacn i tnv
umofonBela Tou xprotn, Betik avayvwplon Selypdtwy aviidpaotnpiwv Standards kat Controls pe
Xprnon ypaupilkou kwdika (barcode reader) mpocg amoduyn opaApdtwy. Itnv mMepMTwon mou Ta
Selypata elodyovtal otov avaluth Pe barcode, va sival epLKTH N ElCAyWYN LE TO XEPL TWV OTOLXELWV
tou Seiypartoc av &g Stapaotel to barcode.

8. Na Kkavel autopato €Aeyxo Kol Slaxeiplon OAWV TWV XPNOLUOMOLOUPEVWY KUBETTWY, ovaAwoipwy,
ovtdpaotnpiwv Kal vypwv TMAUONG Ue T BonBela aobntrpwyv Kol va TposlSomolel Tov xpAotn yla
tuxoUoa éNewn. H avam\npwaon autwy va yivetal xwpig dtakomn tng Aettoupylog tou avaluth.

9. Na kdvel autopatn Babuovounon Twv eEETACEWY Kal va €XeL SuvaTotnTa amoBrkeuong moAAAMAWY
KOUMUAWV BaBpovopnong (6iou 1 dwadopetikol lot) ya tnv Sta e€étaon kabwg emiong Kot
Suvatotnta tautoxpovng xpnong Stadopetikwy maptidwy Tou 16lou avidpaoctnpilou xwpic mapéupaon
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

TOU XELPLOTH. € TIEPIMTWON loaywync un Babuovopnuévou Lot avtidpaotnpiou ev péocw poutivag va
UTTAPXEL N SuvaToTNTA TNG HETPNONG, WOTE VA KNV TIOPEUTOSIETOL N KAVOVIKN por) enetepyaoiag Twv
Selypdtwy Kat v ouvexeia va yivetal e€oywyr amoteAeopATWY HETA TNV autopatn Babuovounon tou
Lot. Emiong va StaBtel duvatotnta afloAdynong eykupotntag tng Baduovounong (Umapén oplwv
oodalelag oto AOyLOULKO oo TOV KATOOKEUAOTH) KAl Suvatotnta TAUTOXPOVNG AMELKOVIONG oTo (6lo
Vypadnuo £wWG Kol TPLWV KOUMUAWY avodopds tng dlag mapapéTpou wote va UTApXeLl duvatdtnta
oUYKPLONG KAl EKTILNONG TNG KAUTUANG OO 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.

Noa €xel GIALKO AELTOUPYIKO cUOTNUA ME €lkovidla meplypadnc evtoAwy, Suvatdtnta amobrkeuong
peyalou aplBuol amoTeEAECUATWY aoOevwy, oUVOSEUOUEVWY e oToLXEla LyvnAaolpuotnTag yia Kabe
QMOTEAECHA OTIWG, NUEPOUNVIA Kal wpa METPNonG, QC-MoloTIkoU eA€yxou, KAUMUAn Babuovounong
TIOU XPNOLUOTIOLHONKE, OVOULA XELPLOTH KATT.

Na eival avolkto olotnuo 6nAadny va OSlwobétel peydlo oplOpud eAelBepwv TIPWTOKOAAWY
TIPOYPOAUHUATIOMOU Kol AAMwVY e€eTdoswy emBupiag Tou epyaotnpiou.

No mpoypaTomoleital  auTtOpaTh gvnUépwon Tou ouothuatog yla  Sedopéva  avadopdg
avtibpaotnpiwy, Standards kat Controls, Tautoxpova Kol aBpoloTiKA ylot HEyAAo aplBuo maptidwv.
Evnuépwon péow nAektpovikoL apxeiov (ouokeun USB rj Stadiktuaka)

Na €xet duvatdtnta yia apdibpoun olvdeon pe Siktuo kot kevtpwkd H/Y, LIS Epyaoctnpiou, HIS
Noookopeiou pe Samdveg Tou pewodotn. (Metd tn ANEn tng ovpPacng | edbodoov UMAPXEL
OVTLKOTAOTAON TWV OVAAUTWY TO apxeio Twv acBevwv Ba mapapEVEL OTNV KATOXH TOU VOCOKOUEIoU).

O avalutng va Asttoupyei uno taon 200-220 volt kat va cuvodeletal and UPS. Na urmootnpiletal ano
cuothuata adldleuttng napoxng taong (UPS) pe Samdvec tou peodotn.

Eilvat euBlvn tou PelodOTN N EYKATAOTOON TWV UNXOVNUATWY, N EKMALSEVON TOU TIPOCWITLKOU KL h
oLVSEDN TWV UNXavNUATWY Pe To LIS Tou voookopeiou.

Na &éxetol tautoxpova touldylotov 150 Selypota pe Suvatodtnta cuvexou¢ GpopTwong Xwpig tn
Slakomn tng Aettoupylag Tou. Na eival cupuBaTOg pe PeydAn TOWIAG TpWToyEVWY cwAnvapiwy, va
S€xetal Seiypata pikpol Oykou TL.Y. molSlatplka, os e161koug Selypatodopeic kat va £xel Suvatotnta
S1aTpnong nwpatog KAELoToU cwAnvapiou yla §tadopoug TUMOUG cwWANVapiwv.

Na €xeL toxutnto peyaAvtepn and 330 test /wpa os poadloplopd PT/APTT (tautdypovn avaluon oto
1610 Selypa) xwpic n taxvTNTA AUTH va emnpedleTal anod TNV Asltoupyio. SLATPNONG TTWHOTOG .

No OlaBétel  mMPOypaUpO TIOLOTIKOU €Aéyxou efetdoswv pe Slaypdupata Levey Jennings, pe
SuvatoTNTa OTATIOTIKAG ETMEEEPYAOLOG KOL VO ETONUAIVEL OTOV XELPLOTH OMOLOSNTIOTE TuYaAio N
OUCTNUATIKO OPAALO TOU TTOLOTIKOU EAEYXOU.

No SLaBETel MPOYPAUUO OTATIOTIKAG avVAAUONG TpayuatononBéviwy eéetacewv (avaluon aplBuou
petproswv a.cBevwy, controls, calibrators, emavaAnmTIKEC LETPAOELS)

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

O avaAutig va SLOBETEL QUTOUATOTOLNUEVO, TIPOAVOAUTIKO EAEYXO KATOAANAOTNTOC TWV SEYUATWY O
omolo¢ va nepAapPavet:

ToV €Aeyxo 0pBNG MANPWONG TWV TIPWTOYEVWY cwAnvapiwv MAdopatog BAcsl Twv tpodlaypadwv Toug
(umomAnNpwon Kat UTEPTANPWACN) , TRV AVIXVEUCN ALUOAUUEVWY, LKTEPLKWY KoL AUTALUIKWY Selypatwy
HE OTTIKN avAaAucon og TOAQIAQ UK KUUATOC KoL TNV EMLOAKAVON oThV AloTta gpyacioag OAWV Twv
Selypdtwv mou Sev TMANPoUV Ta Kputipla afloAoynong. H aviyveuon OLHUOAUUEVWY, IKTEPLKWV Kl
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23.

24,

25.

26.

27.

28.

29.
30.

AaLpikwy delypatwy va Baoilovtal og €EELSIKEVUEVA OPLOL TWV TTAPEUTIOSLOTIKWY OUCLWV avAAoya UE
v evawbnoia g kabe e€€étaong kat oUpdwva HeE TG obnyieg twv avtidpaotnplwv Ttou
KOTOOKEVAOTH).

OL avaAutég Ba mpenel va SLOOETOUV €0WTEPLKO KATAUETPNTH TOU aplBpol Twv €EETACEWV TOU
ekteAéotnkav ava kabe eé€taon o omoiog va pnv embEXETAL omoloudnmoTte eidouc mapEpBoaon Kal o
omolog va elvat MpooBACIUOC yLa EAeyX0 OO TO TPOCWTIILKO TOU €pyaoTnPilou 1] GAAEC UTNPECIEG TOU
voooKouelou. Xe meplntwon mou o avalutrg Sev SLABETEL EOWTEPIKO KATOUETPNTH, HE guBUVN TNG
gtalplag, Kal pe duvatdtnta eAéyxou omd TO TMPOCWIILKO TOU £pyootnpiou | AAAeg umnpeoieg tou
voookopeiou, edopéva yla tov aplOpd twv petpolpevwy efetdoswv ava avalutr Ba mpenel va
mapadidovtal o TAKTLKA XPOVIKA Slactripata

Na €xel dIMKO AeLToupylko ZUoTNUA HE elKoViSLa Tteplypadrc eVIoAwV eUKOANG Xpriong, duvatotnta
amoBnkevong peydAou aplBpol amoteAeocpdtwy Kol dedopévwv Asttoupyiog Suvatotnta peyaAng
TOLKIALOC EKTUTIWOEWVY OTIOTEAECUATWY KAL OTATLOTIKWY Se60pévwy Asltoupyiag.

Na StaB£tel Touldylotov Vo Slaveunteg (pipetors) yia delypata, standards, controls katl touAdylotov
600 yla ta avtdpactrpla mpog anoduyn entpolUvoswy (carry over). Na umtdapxet Suvatotnta eAéyxou
napouaiag BpouBou.

O avoAuTAG va €XeL TN SUVOTOTNTA AUTOEALYXOU KOL EVTOTILOMOU TeEXVIKWV BAaBwv. Emiong va €xel
Suvartdtnta ouvdeang Kat SLAyVWoNg TEXVIKWY TIPoBANUATWY €€ amooTtdoews (LEow remote service).

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

Ta npoodpepopeva avtidpaotipla cuvodevovtal and controls & calibrators pe avapevopeveg TIUEG
0oToUG MPOoodPePOUEVOUG aVOAUTEG BAOEL emionUwy edappoywVv wote va amodelyovral mpoBAnuata
TMPOCAPUOYAG TwV avtidpaotnplwv Kal TtNg moloTNTo¢ Twv amoteAecudtwyv. Emiong ta controls
TIOLOTIKOU €Aéyxou va €xouv HeyaAn otobepodtnta HeTtd TNV avaclvotaon (mAéov Twv TPLWV
eBSouadwv), va avadepbel, ya kaAutepn Slaxeiplon kol olkovouia.

Na umdpyel SuvatoTnTo CUVSECLUOTNTAC 08 OAUGLSA AUTOUATIOUOU.

OL mpoodépovteg Ba TPEMeL amapaltiTwg vo ouvtafouve ¢UAMO ocuppopdwong. Xto ¢GuANO
CUUHOpdwoNG Ba amaviwvral pla mpog pia ot podiaypadec mou £xouv TeBel. Oa avadépetal av
ekmAnpwvetal n npodilaypadn, to Pabud otov omoio ekmMAnpwvetal | av dev ekmAnpwvetal. Mpog
anodelfn 8 Twv OYUPLORWY autwy, Bo TPEMEL va yivovtol TIAPATOUTIEC O QTIOCTIACHOTA OTo
OperatorsManual kat ServiceManual, o€ prospectus tou mpoodepopeVoU opydvou rou Ba poépyovtat
oo TOV KOTOOKEUAOTIKO olko (Kot OXL MANUUEAWS petadpacpéva purladla) kabwg emiong Kol os
ETILOTNHOVLIKEG EKSOOELG KOL AOUTA ETILOTNHOVLKA EVTUTIA TIOU Bal TIPO£PXOVTOL ATTO TOV KOTOLOKEUAOTLKO
olko tou pnxavnpatog. Emioncg ot mpounBeutég Ba mpémel va KataBeoouv TEAATOAOYLO avTioTOLXWV
Epyaotnpiwv og Anpooia Noookopeia.

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

32.

gyxelpLdiou Asltoupyiag Tou opyavou otnv eAAnVIKN YAwaooa.

O mpounBeutng umoxpeolTaL va evtdlel Pe SIKA Tou £€060 TO £PYOOTNPLO O CUOTNUA EEWTEPLKOV
TIOLOTIKOU €A€yxou TOU va cupmeptAapBavel touldaylotov 10 epyaoctipla mou StaBétouv Ttov
TPOOHEPOUEVO AVOAUTH TOUAAXLOTOV 6 $OPEC TO XPOVO QIO TILOTOTOLNUEVO €OVIKO 1| €UPWTAIKO
dopéa. To mpoypappa Ba pEMeL va KAAUTITEL OAOUG TOUG TTAPEXOUEVOUG OVAAUTEC.
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33. O mpounBeutn¢ va Slabétel anodedelypéva service otnv Kpntn Kat va mpooépxetal oto NoooKOUELD
TpoG amokatrdotacn tne PAABNG evtdoc 8 wpwv. Oa cuvektiunBei n Suvatdétnta cuvdeonc amo
amootacn (remote) kot Apeong Kal KaOnUepPVAG TapakoAolBnong oamd tov mpopnbsut péow
TNAEDWVIKAG YPAUUNAC e cUVEEDN internet.

34, O mpopunBeuTA UTIOXPEOUTAL OTNV TAXUTEPN TO SUVATOV OVTIKOTACTACH ToU e€OMALOUOU Ot TiepimTwaon
avenavopBwtng BAABNC 1 moANamAEC uTtoTpomEG TG Slag PAABNE MapA TNV AVILKATACTACN ToU (Slou
QVTAAAQKTIKOU.

35. EQv PETA TNV KOTAKUPWON KAl TNV EVEPYOmoinon tou AlaywviopoU o Pelodotng Slabéoel otnv ayopd
veldtepa UOVTEAQ, amodedelypéva LOXUPOTEPA Kol KaAUTepa amd ekeiva Tou mpoodEpOnkav Kot
aflohoynBnkav, tote o mpounBeutng / avadoxog umoxpeoUuTal, Kal to Noookopeio Suvatal va
anobexbel, va ta mpounbeloel avti Twv MpoodepBiviwy, pe TV MPolmobeon OtL Sev emépyetal
ornoladnnote mpdoOetn olkovouLKr emBdpuvon.

36. O mpounBeutn¢ unoxpeolTal va KatabB£oel anapaitnta Katdotoon Epyactnpiwv mou xpnoLuonolouV
avtiotolyo avildpaoTrplo Kal avOAUTEG UE TA TPOOPEPOUEVA WOTE VO TEKUNPLWVETAL N gupsia
gunelpia Tou.

37. Ta tnv opaAn Aettoupyia tou Epyactnpiou va mpoodepBel kat Sevtepog avaAutic, wg epedpikog, Tou
va TAnpel tig (dleg mpodlaypadég pe tov Bactkd avalutrh Kal 0 Omoilog va xpnolpomolel ta dla
avtidpaotipla, avoAwolud, BaBpovounTEg Kot TTAACUOTO TTOLOTLKOU EAEYXOU UE TOV KUPLO QVOAUTH.

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

1. OL npoodepdueveg 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 (avalwotpa, calibrators, controls ktA.) Ba mapéxovrtat
Swpeav amno tov MpounBeuTH wg ouvoda NG e€€Taong Kal Sixwg eMUMAEOV XpEwan.

2. Aladopéc ou Ba pokUTTouv PETOED Tou aplBpol Twv eeTdocswy Tou mapeAndOnoav (aplOuog Kit mou
napeAndOnoav i Tov aplOpd TWV AVOUEVOUEVWY EEETACEWY aVA KLT) KoL TOU 0plBpol Twy eEETACEWY TTOU
ekteAéotnkav (Baolkég e€etaoelg ouv emavalnPelg) e BAcn TwV €0WTEPLKO UETPNTH TOU GUVOAOU Twv
OVOAUTWY OUV TOV OapPlOPO TwV AVTIOPACEWV TIOU UTIAPXOUV OKOUO OTNV amoBnkn Tou VOOGOKOUE(ou
(apBuodc kit MOU uTMApYoUV oTnV amoBnKkn el TOV OPLOUO TWV OVOUEVOUEVWVY EEETACEWV aVA KIT),
peyalutepeg amno 1% eniPapuvouv tov popnBeuth [6nAadn av (aplBuog etetdoswv amo counter)+(aplBy.
Kit otnv amofnikn)X(opBu. avap. sfetdoswv/kit) - (apOu. Kt mou mapsAndOnoav)X(aptOp. avop.
g€etdoswv/kit)/ (apOu. Kit mou mopeAidpdnoav)X(apBu. avop. efstdoswv/Kit) <-1% tote 0 MPouNBeUTAC
UTIOXPEOUTOL VO TIAPEXEL SWPEAV OTO VOCGOKOUELD TOV EAAXLOTO apLBUO TWV KLT TTou Aelmouv waote n Stadopd
VoL YLVEL UKpOTEPN amtd 1%]. Katd ta Aoutd LoxUouV oL YEVIKEG TTpodLaypadEG.

3.00 mpénel va katateBouv pe tnv Tpoodopd TANPN TUTIOMOLNUEVO TIPWTOKOAAD edappoyng Twv
npoodepOUEVWY aVTIOPAOTNPIWY OTOUC AVOAUTEC OTou Kol Ba mepléxovtol OAEC OL QTALTOUUEVEG
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 £heyxo Ba mpoodilopiletal anolvta
oo TO EPYACTHPLO AVAAOYA LE TOUG ETILOTNOVIKOUE KAVOVEG KOL TLC EKAOTOTE AVAYKEC TOU.
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5. N tnv mpodUAaén kat opbr Aettoupyia Twv avalutwy Ta avtidpacthipla alootoong ol calibrators kat
Ta controls yla xprion oToug auTopatoug avaluTtég Ba mpénel va StatiBevral katd To Suvatov ota eLOLKA
dLaAidla, wote va e€aodpaliletal n amapaitntn epapuoyr oTov XWeo Twv avidpactnpiwy Kat n ansubeiag
TomoBETnon XYwpig petayyloels.

6. Ta pLadidla twv avidpaotnpiwyv va dtabétouv barcode ylo TNV autOpATn QVAyVWPLOH TOUC A0 TOUG
OVAAUTEG, yia TtV anoduyn oboApATWY KOTA TV TornobEtnon.

7. Ta mpoodepopeva aviibpaothpla va cuvodelovtal ano control&calibrator pe avapevoueveg TILEG OTOUC
npoodepOUeVoUG avaAUTEC. Oa cuvekTiunBel n Suvatdtnta ta avidpaotrpla, Ta controls kat ot calibrators
og OAeg TG e€etaoelc (elte elval uypd €tolua Tpog XprHon eite xpeldlovtal avaclotaon) va €Xouv LEYAAn

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 otaBepoOTNTA MAVW OTOV AVAAUTH.

9. To avtidpaotrplo yla tnv g€€taon APTT va eival uypd £Toluo TPOG XPron Kol va €XeL 000 yivetal
peyalUTtepn otaBepdTNTO TAVW OTOV OVAAUTH.

10. To avtiSpaotrplo yia Ty e€€taon Wwdoyovou va €XEL 000 YIVETAL LEYAAUTEPN OTABEPOTNTA TTAVW OTOV
QavaAuTh.

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

OMAAAT

EZETAZEIZ AEITOYPMNKOTHTAZ AIMONETAAIQN

NepAapBavel TG EETAOELG

KEOKKE E€€taon

EAErXOZ AEITOYPIIKOTHTAZ AIMOMETAAIQN ZE OAIKO AIMA ME
AIAOOPETIKOYZ ENEPTONMOIHTEZ (ANA ENEPTOTMOIHTH)

EAErXOZ AEITOYPTIKOTHTAZ AIMONETAAIQN 2E MAAZMA MAQOYZIO
13.02.04.01.002 | 3E AIMOMETAAIA ME AIAOOPETIKOYZ ENEPFOMOIHTEZ (ANA
ENEPFONOIHTH)

EAEFXO: AEITOYPTIKOTHTAS AIMOMETAAIQN TIA THN EKTIMIZH
13.02.04.01.003 | THX ANTIAIMOMETAAIAKHE OEPATEIAS (ANA OAPMAKEYTIKH
OYZIA)

13.02.04.01.001

A). TEXNIKEZ NPOAIATPADE:Z ANAAYTOY EAEFXOY AEITOYPIIKOTHTAZ AIMOMETAAIQN ZE OAIKO AIMA
1. NaAettoupyei uné taon 220V
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Na StaBgtetiotomnowntika CE, IVD kat ISO

3. Naxpnolpomnolel oAkd aipa kateuBeiav anod tnv atpoAndia xwpic duyokévrplon.
Na Sivel amotéAdeopa MoooTKO ekdppacpévo oe Seutepolemnta (seconds) oav closureTime (CT)
OTOoL0 KOl VOl EKTUTIWVETALL.

TO

5. Na petpd 1t Onuoupyla toU AsukoU-alpometaAlakol BpouPou  (6nA. TpookoAAnong,

OUOOCWPELONG KAl ATTOKOKKLOTIOINGNG).
NoHETPA TNV QPXLKN QLOoTATIKN SuvapLkotnTatou delypatoc (primaryhemostasiscapacity) PHC.
Na €xel SuvatdtnTo avayvwpLong ypappLkou kwdika (barcodereader).
Na SLaB£TEL EVOWHATWUEVOEKTUTIWTH.
Na eivat e0koAog Kal amAdg atnv Xpnon, Slapkws SLaBEoLog ava Iaco oty Yo LETpnon
(ednuepieg, emeiyovta meplotatTika).
10. Na £xel Suvatdtnta cuvdeong pe e€wteptkd H/Y.
11. No MpayUATOTOLEL TIC TTOPAKATW EEETAOELG
o Asttoupykotnta Alpomnetaliwyv pe Collagen / Epinephrine og oAwo Alpa
e Asttoupywotnta Alporietaliwv pe Collagen / ADP og oAwko aipa.

© ®© N o

e 'EAeyxoc AslToupyLlkoTNTOC ALLOTIETOA WY e amOKAELOUO Tou uTtoSox€a P2Y og 0ALko ailpa

12. Na SlaB£tel service otnv Kpntn Kot vo mpooépxetol cto NOGOKOWEIO TTPOC AMOKATACTAON
™¢ PAAPNG EVTOG 24 wpWV.

13. O mpounBeutng umoxpeoUTal va Katabgoel pall pe tnv mpoodopd Kat emionun petdadpaon
Tou eyxelptdiou Aeltoupyiog Tou opyavou atnv eAANVIKA YAwaooa.

14. Elvat guBlvn TOU HELWOSOTN N EYKATAOTAON TOU MNXOVAUOTOG, n eKmaideuon Ttou
TPOOWTILKOU Kat  cUvdeon Ue To LIS Tou voookopeiou av autod sivat Suvato.

15. EQv HETA TNV KATOKUPWON KOl TNV EVEPYOTIOLNGN TOU AloywVIOHOU 0 Helodotng dlabgoel
OTNV ayopd veoTepa HOVTEAQ, amodebelypéva Loxupotepa Kal KaAUTepa amd eKelva Tou
npoodépOnkav kat aflohoynOnkav, tote o mpounbeutr¢ / avadoxog umoxpeoUTal, Kol TO
Noookopeio duvatal va anodexbei, va ta mpounBeloel avtl Twv npoodepbevTwy, PE TNV
npoUT60eon OtTL dev eMEPYETAL OTTOLASATIOTE MIPOCOETN OKOVOULKN ETLBAPUVAN.

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

1. O auTOHATOG AVOAUTAG Vo €lval KavoUpylog, OUETOXELPLOTOG, oUYXPOVNG TEXVOAoyLoC
kot va StaBteL iotomnowntikd CE, IVD

2. Na Asttoupyet og t@on 220Volts / 50Hertz pe péytotn woxVg 1200Watts.

3. Na elvat avoAutig 4 OMTIKWVY KOVOALWV HETPNONG avefdptntwv HeTtofU TOUg UE
duvatotnTa cuUVOUAOUEVWY OANA KOl LEUOVWUEVWY UETPNOEWV UE XapnAd CV.

4. Na SL0B£TEL EVOWUATWHIEVO EMWAOTAPA CWANVAPLWY Kol avtidpaotnpiwv otoug 37 °C
Kal 4 avadevopeveg Boelg avtidpaong.

5. Na gival emtpanéllog, MEPLOPLOUEVWVY SLACTACEWY Kal BAPOUG KoL va armoteAeital anod

Vv KUpla cuokeur, H/Y teleutalog texvoloyiag pe €yxpwpn oBovn Kal €yxpwpo
ektunwth. O H/Y tou va €xel tn Suvatotnta anobnkeuong dnuoypadikwy otolyelwv &
anoteAeopdtwy aoBevwv, quality controls kat standards. Na Asitoupyei pe eldiko
TPOYPAUH OTTAG oTn Xprion o€ meplBarlov Windows.
6. Noa eAéyxel TNV oL UTTEPLHOPA CUYKOAANTIKOTNTOG TWV OLLLOTIETOALWY OE MAQOLO TTAOUGLO

Kol PTWYO OE ALUOTETAALA TIPAYLLATOTOLWVTAC TOUAAXLOTOV TIG EEETATELC:

e Adiponectin (ADP)

e Collagen

e Epinephrine
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e Arachidonic Acid
e Ristocetin
e Ristocetin Cofactor.

7. Na Sivel amoTteAéopOTO OE TPAYHATLKO XPOVO GE SLAYPOLLAL.

8. Na givol avolytog we mPog TOV MPOYPOUUATIONO TWV TMOPAUETPWY HETPNONG.

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

10. Na umoloyilet autopata: slope, max % aggregation, timetomaxaggregation,
lagphase, secondaryslope, areaunderthecurve kat pe Suvatotnta MANRPoUG MapEUPAONS
€L QUTWV.

11. Na é€xet Suvatdtnta toutoxpovng TmapaBolig upéxpt Kot 20  KAumuAwv
TPONYOUUEVWY QTMOTEAEOUATWY KABwWC KOl TPOTUNMWY KAUMUuAwv avadopdg otn
OUCOWPEUGH ALUOTIETAALWV.

12. H npoodépouca etalpia va €xel TARPN YKAUA avTlOpaoTnpiwv cUCCWPEUONG
alponetaAiwy (plateletaggregation) kau ristocetincofactor, Ta omoia kat va
npoodepBouv. Eniong va npoodepBouv OAa Ta amapaitnto avaAwoLpo
yla TNV TPAYLATOTIONCN TWV EEETATEWV.

13. Na €xeL Suvatotnta e€aywyng mANPwe SLapopdbwoluwyv
avapopwV AIMOTEAECUATWY (QIAVTNTIKWY) acBevwV.

14. Na €xeL Suvatotnta apdidpoung cuvdeonc pe Siktuo LIS katl Suvatotnta clvdeong Kal
Seltepnc KUPLAG CUOKEUNG otov 6lo H/Y pe to (610 AoyLopIKd WOTE va EMLTUYXAVETOL
SutAacloopog Twv KavoAlwv petpnong (amd 4 ot 8). O mpounOeutng UTtoXpPEOUTAL VA
efaodalioel tn oUVOEON HE TO KEVIPLKO CUCTNMO HNXOVOPYAVWONG TOU VOOOKOUELOU
(LIS)

15. OL ipoodepdpeveg TLLEG Ba adopouv T avd eé€taon. OAa ta urtdAouta analtouueva
UALKG Ba mapéxovtal Swpedv amd tov mpopunbeuth wg ocuvodd TnG e€€taong Kat Sixwg
eMUTALOV XpEWoN.

16. Edv PHETA TNV KOTAKUPWON KOl TNV EVEPYOTIOinan Tou Alaywviopol o pelodotng Sltabéael
oTNV ayopd veodTepa PoVTEAQ, armodedelypéva LoxupoTepa Kal KOAUTEPQ Ao eKeiva TTou
npoodépOnkav kat aflohoynbnkav, Tote o mpopunBeutnc / avadoyxog urmoxpeoUTal, Kal To
Noookopeio duvartatl va amodexBei, va ta mpounBelosl avti Twv npoodepBEVIWY, e TNV
npoUToOeon OtL dev eMEPYETAL OTOLASATIOTE MPOCOETN OLKOVOULKN ETLBAPUVAN.

OMAAA A

TEXNIKEZ NPOAIATPA®DEZ ANAAYTH T1A EAEFXO THE AIMOZTAZHZ (APXIKH AIMOZTAZH-NHZH- INQAOAYZH)
2E OAIKO AIMA

NepAapfavel T eEETAOELS

KEOKKE E€€taon

13.02.90.20.001 | AIEFEPTH) (EKTIMHZH AIMOZXZTATIKOY)MHXANIZMOY, EKTIMHZH

OPOMBOEAAZTOTPA®IA TIA THN 2YNOAIKH EKTIMHZH TOY
AIMOZTATIKOY MHXANIZMOY ME KAI XQPIZ AIEFEPZH (ANA

ENAOIENOYZ OAOY, EKTIMH:H E=QFENOYZ OAOQY, EKTIMHZH
INQAOAYZHZ)
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10.

1.

12.
13.

14.

15.

16.

17.

18.

OPOMBOEAAZTOIPA®IA TIA THN ZYNOAIKH EKTIMHIH TOY
AIMOZTATIKOY MHXANIZMOY ZE AZOENEIZ YO HNAPINH

13.02.90.21.001

Na Asttoupyei og pebpa 220 V/ 50 Hz.

Na ¢pépel tn onuavon CE.

Na &éxetal wg delypa OAKO alpo PE 1 XWPIC avTMNKTIKO, Kol MAdopa ¢Twxd | mAololo o€
OLLOTIETAALOL.

Na mopéxel tn duvatdtnTa TNG GUVOALKNG EKTIUNONG TOU OLUOOTATIKOU UNXOVIOUOU, TAUTOXpOoVa
6e va Suvartal va Slakpivel edv n alpootatikr Statoapaxny odeidetal oe EMNAewn wwdoyovou,
EMewbn n mAsdvaopa Aomwv  Tapayovtwy  TRENG,  aldometaAlakr  Stotapayn R/kol
umeplvwdoOAUon, GOPUAKEUTIK aywyn Tou ennpedlel v owdootoocn 1 olgdoapaiwon,
uno/umnepBepuia, avalodnTika KA.

Na Baociletal otn péBodo tng neplotpodikng Bpopposlactoustplag Kat va meplhappavel OAa ta
anapaitnta e€aptipata yla tn Stevépysla MARPoOUC avaluong.

Na avixveUel 0Aa Ta otddla thg dnuioupyilag kat otabepormnoinong tou BpopuPou kabwg Kat TNV
npowpn A 1n Aben tou Bpoppou.

Na €xeL LLIKpO XpOvo Evapéng Asttoupyiag (LkpoTtepo amo 10 Aemtad) Kot TaxuTnTa pétpnong 10-15
Aemtd amnd tn ANPn €wg TO AMOTEAECHA, WOTE VA TIAPEXETAL N SUVATOTNTA TO ATIOTEAECUA TNG
HETPNONG VO EMNPEACEL APECA TN OEPAMEUTIKN OYyWYr TIPOEYXELPNTIKA, OLEYXELPNTIKA Kol
LLETEYXELPNTIKAL.

Na elval eUKoAo otn XprRon UE EVOWHATWHEVO NAEKTPOVLKO UTIOAOYLOTH LE EUXPNOTO TIPOYPOULOL
Aeltoupylog, SuvatotnTa AmoBNKEUONE TWV ATTOTEAECUATWY, AVAAUTIKN TTapouciach Twv odnyLwv
XPNongotnvoBbdovn KaLva elval avoLKTO o€ ehapOYH EPEUVNTIKWY IIPWTOKOAAWV.

Na OlaBétel TOUAGYLOTOV TECOEPO KAVOALD HETPNONG HMe  duvatdtnTta  TOUTOXPOVNG
napakoAouBnong otnv 06dvn kal cUyKpLong OAwv Twv ev e€elifel petprioewv. Na cuvobevetal
ard nAeKTPOVIKA TMETA aKpiBeLag ylo Ty mpoodrkn Selypudtwy — avidpaotnpiwy.

H kataokeudotpla etalpio va SLoOETEL TUTTOTIOLNUEVA, ETOLUA TIPOG XPNON QVTLOPAOTAPLA YLIA TNV
€KTEAEON OAWV TWV TUTIOTIOLNEVWV LETPNOEWY, KABwWCE Kal avtlépaoThpLa TOLOTIKOU gAEyXOU.

Na ocuvodeletol amod NAEKTPOVIKO UTIOAOYLOTH KOl EKTUTIWTA TIou va £xel tn Suvatotnta
EKTUTIWONG TWV OTIOTEAECUATWV.

Mpémnel va cuvodevetol amd OAa Ta avaykaia e€apTripata, EYXELPLSLA XEPLOUOU KOl cuvVTAPNoNC.
O mpounBeutng unoxpeoutal va Katabéoel pall e v mpoodopd kal enionun HUetadpacn tou
eyxelpLdiou Aettoupylag Tou opydvou otnv EAANVIKN YAWGoo oV UTTAPXEL.

Na uTtdpyxel MARPNG KaLl Apeon TEXVLKA KAAuYPNn amd tnv etalpeia, epocov {ntnbel. H etaipia Ba
TPEMEL va SLaBETel service otnv KpAtn Kal va mpocépxetal oto NOGOKOUELO TTPOG AMOKATAOTACN
™G BAGPNG eVTog 24 wpwv.

Na umootnpiletal tTo avoAuTtikd cuotnua and cuotnuota aSLAAEUTING apoxnc taong (UPS) pe
damnaveg Tou Pelodotn.

Eival euBuvn Tou HELOSOTN N EYKOTACTAON TWV LNXAVNUATWY, N EKMOISEVGCN TOU TTPOCWTIILKOU TOU
VOOOKOUELOU Kal i cUVSED TWV UNXOVNHATWY LLE TO GUOTN L0 TOU VOOOKOWE(OU.

To epyaoThplo Umopel va TIAEEEL v EYKATAOTHOEL TOV AVOAUTH O XWPO €KTOC TOU £pyactnpiou
OTWG TL.X. EVTOC TWV XELPOUpPYEiwv, 6mou Ba e€unnpetel KAAUTEPO TOV GTOXO TOU.

OL mpoodépovieg Ba TPEMEL amapaltHTwg va ocuvtaéouve GUANO cuppOpdwaong. Ito GUAAO
ouppopdwaong Ba amaviwvtol Ko TTPocg pLa oL tpodlaypadEg mou £xouv tebel. Oa avadépetal av
ekmAnpwvetal n nipodiaypadr, To Pabud otov omoio ekKMANPWVETAL | av 6gv ekmAnpwvetal. MNpog
amodelen 6 TwWV LOXUPLOPWY QUTWY, Ba TIPETEL val YivOVTaL TTOPOATTOUTIEG OE QTTOCTIOCHOTO Ao
OperatorsManual kat ServiceManual, oe prospectus tou mpoopepopevou opydvou Tou Ba
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TIPOEPXOVTOL QIO TOV KATAOKEUAOTIKO 0iKo (Kal Oxt MANUUEAWC petadpacpéva GuAladia) Kabwg
€MIONG KOl OE EMLOTNUOVIKEG EKSOOELC KOl AOLTIA EMLOTNHOVIKA £VTUTIA TTOU Ba tpoépyovtal amnod
TOV KATOOKEUQOTIKO 0LKO TOU UNXAVLOTOG.

19. EGv pETA TNV KOTAKUPWON KOL TV EVEPYOTIOLNON Tou Alaywviopol o pelodotng Stabéoel otnv
oyopd VeOTEpA MOVTEAQ, omodebelypuéva  oxupotepa Kal KoAUTepa amd ekelva Tou
npoodépObnkav kot afloloyndnkav, TOte 0 mMpopnBeutng / avddoxog umoxpeoUTal, Kal TO
Noookopeio duvatal va amodexbel, va ta mpounBeloel avili Twv mMpoodepBEiviwy, HE TNV
npoUT60eon OtTL bev eMEPYETAL OTIOLASATIOTE MIPOCOETN OLKOVOULKN ETLRAPUVAN.

OMAAAE
MOPIAKEZ EZETAZEIZ OPOMBO®IAIAZ ME 2YNOAO EZONAIZMO

FENIKEZ NPOAIATPADEZ:

1. Ot poplakeg e€stdoelg OpopBodiliag va yivovtat armd KatdAANAo cUOTNO TIOCOTIKAG
avaluong PCR (@epuokukAomointr Mpaypatikol Xpovou, Real-Time PCR)

2. Na npoodepBolv 6Aa ta amapaitnta aviidpactipla yia tnv dte€aywyn tng e€€taong,
OUMBATA LLE TOV IPOOPEPOUEVO AVAAUTH Kal CUUGWVA LE TO ECWKAELOTA TNG
KOTQOKEUAOTPLAC ETALPELOC.

3. Na nepilapBavovral ta avtiotowa aviidpaoctipla e€aywyng DNA and dsiypata
aipotog. Oa cuvekTIUnBel N MPoodopd AUTOUATONMOLNUEVOU CUCTHLOTOC
e€aywyng DNA.

4. O npounBeutic Ba mpémnel va Slabétel KaTAANAA ekmaldeupévo TeXVIKO TURUA yLo
NV gykataotaon, EAeyxo AeLToupyiog Kal cuvtrpnon Tou poodepOUEVOU
e€omALopOU KaBWGE KaL yLa TNV EKMOISEVCN TOU TIPOCWITLKOU Tou gpyactnpiou. Na
KototeBoUv Ta EMICNLLO TILOTOTIOLNTIKA EKTTAISEVONG OO TOV KOTOOKEU AOTIKO OiKo.

5. O npounBeutr¢ untoxpeoUTal va evtagel pe Sika Tou £€06a TO EpyacTAPLO O cUOTNUA
e€wTtepLKoL TTOLOTIKOU eAEyXou ToUAAXLoTOV 2 HOpPEC TO XPOVO OTd TILOTOMOLNEVO
€0VIKO N evpwNAikO Popéa.

6. OuLmpoodépovteg Ba MPEMEL amapaltiTwE va cuvtaéouve pUANO cuppopdwong. STo
$dUMOo cuppopdwaong Ba AMOVTWVTAL PLa TIPOG ULa oL Ttpodlaypad£g mou £xouv TebEL.
Qa avadepetal av ekmAnpwvetal n mpodilaypadn, To Pabuod otov onoio ekMAnpwWVeTaL
N av ev ekmANpwveTaL. MNpog amodelen 6& TwV LOXUPLOUWV AUTWY, Ba IPEMEeL va
yivovtal mapanounég o anoondaocpara and OperatorsManual kat ServiceManual, og
prospectus Tou mpoadepOUEVOU 0pyAvoU ToU Ba poépyxovtal amod Tov
KOTOOKEUQOTLKO OiKO (Kot OXL MANUUEAWS peTadpacpéva duAladia) kabwce emiong Kat
O€ EMIOTNHOVLIKEG EKSOOELG KOl AOLTIA EMLOTNOVIKA EVTUTIAL TToU Ba poépyovTtal anod
TOV KATOOKEUAOTIKO 0LKO TOU UNXAVALOTOG I KAL TWV avTidpactnpiwy.

ANAAYTHZ

1. O avaAutrig Ba mpémel va eivatl cupBatog Kal KATAAANAOG yLa VO TIPOYLATOTIOLN OEL TLG
efetaoelg Twv npoodepduevwy kit

2. Houokeun va SLHBETEL UNXAVIOUO AUTOEAEYXOU BOCIKWY AELTOUPYLWY TOU.

3. Na dlab<tel umodoyeic yla e€€taon peyalou aplBpol Selypdatwy (touAdayiotov 30) avd run.

4. No 8laB<tel 600 T0 Suvatov peyalitepn duvath TaxuTnTa auéopeiwong Beppokpaaciag
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oto xwpo die€aywync tng PCR (Temperature Ramp Rate).

Na e€acdalilel amoAuto €leyxo tng Bepuokpaciog oto xwpo Sie€aywyng tng PCR kot
amoAutn opolopopdia Beppokpaciag os kaOe avridpaon.

Na SUvotal vo eKTelel TAUTOXPOVA TEPLOCOTEPA TOU £VOC TIPWTIOKOAAQ oTo (8o R
Sladopetika delypata.

To cuotnua va xapaktnpiletal and Heyalog eUPOC LETPHOEWY, EMAVaANPLUOTNTA, KoL
gvalodnoia.

To cuoTnua va ival avolytd wg TPOoG T XpHon tTwv Stadopwv TEXVOAOYLWY HETPNONG
$Boplopou.

To Aoyloplko va eivol GAKO TPog To XPNOTN Kal va cuvodeletal amd KatdAAnAo
AOYLOUIKO avOAUONG TWV OMOTEAECUATWY TIOU VOl ETITPEMEL TNV ouTOMaThn €kdoon Kal
ONUOVON TWV ONMOTEAECUATWY (B€TkO, apvNTIKO, HNn amodektd) Katd TN XPNon
SLoYVWOTIKWVY TIPWTOoKOAwWV. Na divel tn duvatotnta mapéupfaocng amo to xpnotn otnv
enefepyacio TWV anmoteAeopdTWY, yla T BeATIOTONOINCN TWV TTPWTOKOAAWY I KATA TV
QVATTUEN VEWV TIOPOUETPWY OF TIEPUTTWOELG N UTAPENG ETOLUWY EEETACEWV.

ANTIAPAZTHPIA

1.

Na apéxetal mARpeg ot avtidpaotnpiwy (primers, probes, mastermix) kait
avalwoipwv (r.x. cwAnvapiwv avtidpaonc, plates, adhesive films, ktA.) pe tn

popdn KITG, ETOLUWVY TIPOC XProN, OE TUTIOTIOLNEVN Lopdr KAl cUOTOON WOTE vVa
efaodaiiletal eUKoAa, ypriyopa Kal pe aploto amoteAéopata n Ste€aywyr tng
avtidpaong.

Ta kit va StaBtouv CE- IVD (IVD 98/79 EC) mark, eykekplpéva yia invitro Stayvwotikn
xpnon (IVD), pe mowvr anoppunc.

Na ektelel TIg e€eTdoelg

KEOKKE E€€taon

1 ANIXNEYZH 3*HMEIAKHZ METAAAA=ZHX G1691A TOY
13.10.05.01.018 | MAPATONTA V THX NMH=HZX (LEIDEN) ME AAAHAIO-EIAIKH PCR
MPArMATIKOY XPONOY (REAL-TIMEPCR)

2 ANIXNEYZH ZHMEIAKHZ METAAAAZH: G20210A TOY
13.10.05.01.019 | MAPATONTA Il THX MNH=HX ME AAAHAIO-EIAIKH PCR
MPATMATIKOY XPONOY (REAL-TIMEPCR)

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

4 13.10.05.01.023 | ANIXNEYZH METAAAAZEQN Jak-2 V617F ME AAAHAIO-EIAIKH
PCR (mpoatpetikn e€£Taon, LOVO yLa TIOLOTIKO EAEYXO)

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

Jtnv KAWL Tpdgn, umdpyxouv texvoloyiec Real-Time PCR mou 8ev ektehoUvtol He
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oAAnALo-eldikr) PCR aAAa pe Real-Time PCR kat peA€étn TG KAUmUAN téNG Tou TeEAKoU
TPolovToG. MNa auTEC TIG e€eTAoelg dev uTtApXEL e8Ik Kwdikomoinon katd KEOKKE oAl
8ev pmopolV va amokAelotoUV AOyw TN¢ amouciog kwdwkomoinong. H emutponn
nipodlaypadwv Tou Slaywviopol Bewpel TIg SUO TEXVIKEG KALVIKA LOOTLUECG Kol Bewpel oTL
KaAUTITOVTAL O KABE TtepimTwaon Kal ard Tov Kwdiko 13.10.05.01.022,

4. No ouumepllapfdavovtal oL amapaitntol OeTikol Kol apvnTikol HAPTUPEG yla Tov
TOLOTLKO EAEYXO TNG e€£TAONG

5. H a&loAdynon tou amoteAéopatog va yivetal pe dtadikaoia mou Ba katateOel avaAuTikA.

6. Na avadepBoulv Tuxdv emumAéov e€etdoelg mou SUvaTtal vo eKTEAECEL 0 AVOAUTAC Kol
adopouv otnv Bpopodiria.

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

8. Kartad to duvatodv, ta npocdepopeva Kit va Slabétouv Koo mpwtokoAAo PCR, €tol
WoTe va eival edikt n tavtoxpovn Sie€aywyn twv e€etaocswv (oto idlo | oe
SlapopeTika Seiypota) Le OKOMO TNV EE0LKOVOUNGN XPOVOU KOl KOGTOUG.

OMAAA T

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

Nep\apBavel Tnv e€€tacn

TAXYTHTA KAGIZHZHZ EPYOPOKYTTAPQN (AYTOMATOMNOIHMENH) KEOKKE 13.01.09.11.001
1. O autopaTog avOAUTAG va elval Kalvoupylog, apeTayxeiplotog Kot olyxpovng texvoloyiag kot va StabEtel
niiotomnotntkd CE, IVD kat ISO.

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

3. H avdluon vo mpayUaTOmOLE(TAL Ao TO KAELOTO CWANVAPLO TNG YEVIKNG OLUATOC XWPIG TO Avolyud Tou,
TIaPEXOVTAC HEYLOTN achAAELa.

4. 0 avalutng 8¢ Ba mpémnel va Snuloupyet omotoudnmote TUmou BloAoyikd amoBAnta.

5. 0 xpovog avaluong Ba pEMEeL va €lval 0 ILKPOTEPOG SuvATOC Kot N TaxUTNTA ToU avaAUTH va ivol 660 To
Suvatov o uPnAn (touddylotov 50 e€etacslc ava wpay).

6. H e€€taon va pnv ennpedletal and tn Bepuokpacia Tou TeEPIBANAOVTOC 1} TO XAUNAO aLUOTOKPITN TOU

aoBevoucg kal va Bploketal os suBuypdppion pe ™ pEBodo avadopdc Westergren (va katateBel oyetTikn
BBAoypadial).
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7. Ta amoteAéopata Ba MPEMEL va AmMOOTEAAOVTAL OTO CUOTNUA HECW AVAYVWONG YPUUUWTOU KwdiKa
(barcode). O avaAutng Ba mpémel va pépel bar code scanner Kal EVOWHATWHUEVO EKTUTIWTH.

8. Na urdpyxet n Suvatotnta apdidpoung smkowvwviog pe e€wteptkd H/Y. O mpounOsutrig untoxpeoltal va
gfaodaliosl Tn cUVEECN TOU AVAAUTH LE TO KEVTPLKO GUCTNLO LNXOVOPYAVWONG ToU Voookopeiou (LIS-HIS).

9. O mpopnBevTHG UTIOXPEOUTOL VO TIAPEXEL TIPOYPAUUA EEWTEPLIKOU TIOLOTIKOU EAEYXOU.

10. Zntpata ouvtipnong/eknaideuong:

e H texvikn mpoodopd va cuvodeUetal Pe odnyleg Xpriong Kal cuvtipnong Tou avoAuth othv
eAANVIKN YAwooa cUpdwva pe Tnv Loxvouoa vopoBbeaia.

e O mpounBeutng kab’ OAn tn Sdpkela tng cUUPBaong Ba mpémel va dlotnpel To pnxavnua os
AELTOUPYIKN KATAOTAON EKTEAWVTOC OAOUG TOUC TIPOBAEMOUEVOUC EAEYXOUC KAl CUVTNPIOELG.

e Na SlaBétel texvikn umootnplen (service) otnv KpAtn kot vo mpooépxetal oto NOGOKOUELD TIPOG
amokatdotooh Tng PAABNG eVIOG 24 wpwv.

e Qo mpénel va mopexel ebedplko cuoTnUa.

e To KOOTOC CUVTAPNONG, ETILOKEUWY, AVTOANAKTIKWY, KABWC Kal N ekmaideuon Twv XElpLoTwV BapUvel
Tov mpounBeuTh.

11. H mpoodepdpevn TLUNA va elval ava e€€taon. Katd ta Aoutd .oxUouv oL YEVIKEC TpoSLaypadEg.

12. OL mpoodépovieg Ba mpémel amapaltitwg va ocuvtafouv GUANO cuppopdwong. Ito ¢duAo
OUUUOpdwWOoNG Ba amovtwvtol il TPog pila oL mpodlaypadéc mou €xouv tebel. Oa avadépestal av
eKTTANpwveTal n ipodlaypadn, To Babuod otov omoio ekmAnpwvetal ] av Sev ekmAnpwvetal. Npog anodeién
6& TWV LOXUPLOHWY aUTwWVY, Ba MPETEL val YivovTal TApAToUNEC o€ amoomnacpata and Operators Manual kat
Service Manual, og prospectus Tou TpoopePOEVOU 0pYyAvVOoU TIOU Ba TPoEPXOVTAL A0 TOV KATOOKEUAOTIKO
olko (ko Oxt MAnuueAwe petadppacpéva Gulradia), KaBwg emiong KoL O EMLOTNUOVLIKEC EKSOOELG Kal Aoutd
ETLOTNOVLKA EVTUTIO TIOU Bl TIPOEPXOVTAL OO TOV KATOOKEUAOTIKO OIKO TOU [NXOVHLLOTOC.

13. EQv HETA TNV KATakUPWON KoL TV EVEPYOMOINCon TOU AlaywvIopoU 0 HEdOTNC Slabéosl atnv ayopd
VEOTEPA HOVTEAQ, amodedelypéva LOXUPOTEPA KOl KOAUTEPO amod eKeiva Tou TpoodEpOnkav Kot
aflohoynBnkav, tote o mpopundeuthic / avadoxog unoxpeoutal, kot to Noookopesio Suvatatl va arnodexOel,

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

OMAAA Z
TEXNIKEZ MPOAIATPADEZ ANAAYTH KYTTAPOMETPIAZ POHZ
1. O KUTTAPOUETPNTAC PONC Va sival oclyxpovng TEXVoAoyiag.

2. Na StaBétel toulaytotov 1 solid laser 488nm Kal va pUimopeil val KAVeL avaAluon 5 XpwoTKwY
Tautoxpova e éva laser. Na propei va avaAUoEL 6 XpWHOTO TRUTOXPOVA LE TNV TTpooBrkn 2ou laser.

3. Na StaBétel dpidtpa mou prmopoulv elkoAa va aAhaxBoUv amo Toug XpHoTEG.
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4. Ta pidtpa va eival tomoBetnpéva og ywvia wg mpog tov opt{ovtio afova yla ehayxlotomnoinon
NG anwAeLog aktivoPoAloc.

5. Na dlaBétel autoparo Setypatolnmen noAAamAwy B€cewv pe Suvatdtnta vortex kKabe cwAnvapiou
Tipwv amnd tn pETpnon tou Seilypatog kal barcode reader yia to kaBs cwAnvaplo kat tn B€on Tou oto

SelypatoAnmen.

6. Na Stabétel Yndakn avaiuon 20 bit kot va pmopel va cUNAEEEL £wg Kal 5 SLadopeTika oRpata ano
KABe aviyveutn.

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

10. Ta lasers mou Sgv xpnollomolouvTaL o€ pla epapuoyn va Umopolv va amevepyomolnfolv mpoowpLva,
WOTE va mopateivetal o xpovog {wng Touc.

11. H evépyela tou KkaBe laser va pmopel va mopakoAouBeital NAEKTPOVIKA Kol va UTopel va Sdlakomel
outopata n Asltoupyla TOug O TEPIMTWON TOU SlomoTwOel amokAlon peyaAltepn tou 10% TNg

OVOLLOOTLKAC EVEPYELAC AELTOUPYLOG.

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

13. Na StaB€tel pnyaviopo mou va Umopet vo puBpuiletol n ecwteplkn Beppokpacia Tou avaAuTH WoTe va
LNV enNPeAleTal TO OTITIKO cUCTNA Ao TL¢ LeToBOAEC TG Bepuokpaoiag meplBaAAovtog.

14. Na eival duvath péow tou AoylopikoU n puBULon Tt euBuypaupLong Twy lasers.

15. Na elvat duvath n &€ amootdoewg eVTomnion MPoBANUATWY Kal pubutonc.

16. To Aoylopiko va gival cupBatd pe meptBaliov Windows.

17. Na prmnopei va oplotel pEow Tou AoylopikoU o KABe xprotng, o omoiog Ba Slabétel S1kO TOU KWAKO
mPOOoBOoNG Kal va UTToPEL va Kataypadetal amod To cUCTNHO N NHEPOUNVIA KAl 0 XPOVOG amacXoAnong Tou

KaBe xpnotn.

18. Ta Asttoupylka avtibpaotripla tou avaiuth (Lypo meplpong (sheath), amoppumavtiko, avidpaocthpla
ToLOTLKOU gAéyyou) va Stabgtouv CE cUpdwva e TIG anattioslc tng odnylog 98/79/CE.

H ENITPONH
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