TEXNIKEZ MPOAIATPADEZ AYTOMATOY AIMATOAOTIKOY ANAAYTH
A TO AIMATOAOTIKO EPTAZTHPIO

ANAAYTHX No 1

1. H apxn Aewtoupyiag tou mpoodepopevou avalut) va otnpiletal ce SleBvwg
QVOYVWPLOUEVEG HEBOSOUC HETPNONG. To MPOODEPOUEVO UNXAVNA VA Elval olyXpovNng
texvohoyiag kal va duvatal va avaAvel ta épopda oTolxeia Tou aipatog oe andAuto
aplBud kal mooootd clpdwva mAvia e TG TeAeutaieg e€eAlEelg KoL amaltioeLg ot
ormnoleg evappovilovral pe tn Stebvr) BLPAoypadio Kot TTPAKTIKN.

2. O mpoodepopevog avaAutig va avaAUel GAEBLKO OALKO aipa Kol 0 amaltoUUEVOG
OykKoGg va pnv €femepva ta 120 pl os OAoug toucg Ttpomoug SeypoatoAnyiag. OAeg ol
mapapetpot ou Sivovral va avixvevovtal ansuBeiag and to GLaAidlo Tng YEVIKAG alpatog,
Xwplic va amattolvTal TePALTEPW SLaSIKAGIEG Ao ToV XELPLOTH, OTIWE aApalWOoEL. Na €xeL
gMiong tnv duvatotnTta va KAVEL TARPN avaAucon TPLXOELSIKOU aipaTog i va HETPA
autoparta and GplaAidia pe avuPpwuévo udpEva yia modlatpika Seiyuara.

3. Na Sivel aflOmoto OmMOTEAECUATA OTLG TOPOKATW TOPUUETPOUG SLOYVWOTIKAG

onuaoiag (reportable):
AplBuog Asukwy otpoodatpiwv, AplBuog Epubpwv atpoodatpiwv, AmoAutog aplBuog
KOl TI0COOTO % TWwV gUMUPNVWV gpuBpwv, Awlatokpitng, Awwoodatpivn, MCH, MCV,
MCHC, RDW, PLT, PDW, MPV, PCT.
AnoAlutoc aplBudc Kol TOCOoO0TO0 % Twv UMOMANBUCUWY TOU AEUKOKUTTOPLKOU
Sladoplkol tUMOU  SnAadn Twv oudetepodilwy, TwWV AgpudokuTTAPWY, TWV
MOVOKUTTAPWY, TWV NWolvopiAwv kal Twv Bacsodpilwv.
ATOAUTOG aplBUOG Kal TooooTO % Tou 0BpOoloUaTOC TWV AWPWV KUTTAPWY TNG
KOKKLWOOUG Oelpdg (METaPUEAOKUTTOPA, HMUEAOKUTIAPA, TIPOMUEAOKUTTAPA) Ylo TN
Slayvwon kat mapakoAouBnon appwotwy Ke AOLUWEELS, LUEAOUTIEPTIAAOTIKA CUVSpoU
KOL AOUTTA QULLOTOAOYLKA VOO HLATAL.
Na yivetal xprion aktivwv laser, yla TNV avixveuon twv AEUKWV aloodalpiwy Kot Tov
TLOCOTLKO TPOCSLOPLOKO TWV KUTTAPWV Tou Sladoplkol AEUKOKUTTAPLKOU TUTIOU.
To GBpolopa Tou MOCOoTOU TWV UTMOMANBUOUWY TwV AEUKOKUTTAPWV (AepdokiTTapa,
oubetepodra, Bacsodha, nwovodida, povokUTTapa) TpEnel va eival 100 kol To
aBpolopa Tou anmoAutou aplBpol TwWV AvVWTEPW UTIOMANBUOUWY TWV AEUKOKUTTAPWY Vol
LooUTaL Pe ToV artOAUTO aplOuod Twv ASUKWV.
O umoAoyLopog Tou Sladoplkol TUTIOU TwV AEUKWV alpoodalpiwv Ba mpémel va yivetal
HME AUECn avixveuon Kal n HETPNON TWV Asukwv awdoodalpiwv va yivetal oe
Sladopetiko Balapo amd TV LETPNON TwWV epubpwv.
To mooootd % Kol 0 AmoAUTOG aplBudg Twy eumupnvwy pubpwy va Sivetal autopota
og KAOE YeVIKN ALUOTOG LE AUEOH HETPNON, XWPLG UTTOAOYLOTIKEG HeBOSoUG Kol XwpLg va
amatteitol emavalndn tou delypoartog, kat vo Stopbwvetal avtdépata o aplduog Twy
Aeukwv awoodatpiwv. H pétpnon twv eumipnvwyv €pubpwv va pnv ennpedlel
Suopevwg TNV TaxLTNTA Tou avaAutr (va anodelkvuetal).
H napoyn enutAéov napapétpwv Ba aflodoynBel Betika.



4. O mpoodepopevog avalutig va mpoodlopilel ta SiktuoegpuBbpokitrapa (AEK) oe
amoOAUTO aplBuo kalL Tooootd %. Emuthéov va SloBftel TIC KATWOL TApapETPOUC
SlayvwoTIkNG onpoaoiag (reportable):
i Tov 6ladopkd TUMO Twv SikTuoepUBpoKUTTApWY (umomAnBuopoi twv AEK)
ovaloya pe to Babuo tng awpotnTag Touc, o Tooooto %.
ii. Tov &eiktn wplpavong, o onoiog adopd to KAACUA TwV awpwv AEK.
iii. Tov eiktn atpoodatlpvonoinong twv AEK.
H pétpnon twv AEK Kot Twv MOPAUETPWY TOUG VA YIVETAL QUECO KOL OLUTOUOTA OO TO
dLaAislo TG yevikng alpatog xwplg va mponyeitatl kamola Xelpokivntn enefepyaocia and
TOV XELPLOTH.

5. O mpoodepOUeVOG aVaAUTAC va dUvatal va TPOodLoPIoEL AUECA KAl QUTOMOTO
Bloloywka uypa (eykedalovwTtiaio, oOKITIKO, TIAEUPLTIKO, apbplko K.o.), yla Ta omoia vo
SlaB¢tel avtiotowa controls. Na Sivovtal amapaitnta ot €€n¢ mapauetpol: WBC, RBC,
MN#,% kat PMN#,%.

6. Ol KOTOVOUEG TWV KUTTapwv (Aeukd alpoodaipla kal ot umomAnBuopol toug,
gpuBpa alwpoodaipla, awpometdAia, AEK kot gpmipnva epuBpd) va eudavilovrol otnv
000vn yXpwHa KoL VO EKTUTIWVOVTAL 08 HOPPEC VEPEAOYPAUUATWY KAl LOTOYPAUUATWY,
mapéxovtag achoAeic KoL XpROLUES SLAYVWOTIKEG TANPodOPLEC.

7. To e0pog HETPNONG TWV KUTTAPWV (YPOUMULKOTNTA) va €ivol To HEYQAUTEPO
Suvatov Kal eWBKA ylo ta Aeukd atpoodaiplo va gival touddytotov 400x10° kOttapa/pl
Selypartog kat ylo ta otponetdAia touldytotov 4.000x10: kuttapa/pl delypotoc.

8. Na £xel Suo Suvatotnteg SelypatoAndiog, 6mou to £€va clotnua va Asltoupyei
Xelpokivnta (KAswotd ¢loAidla) kat to Ao ocuotnua SeypatoAnyiag va Asltoupysl
QUTOMOTA, PE oUVEXOUC PpOpTwaong etypotoAnmtn 50 Oéoswv.
To autopaTo cUOTNUO VA XPNOLUOTIOLEL KAELOTA dLaAiSla OAWV TWV ETOLPELWY, KOL VO
€xeL tnv duvartotnta va Slafalel ta KwdlkomolnUéva otolyxeia tou acbevr) amd To
dLaAido (bar code), kaBwg eniong kat va e€aodalilel Tnv akpLPn eEMAPKELX ALPATOC yia
Vv Sle€aywyn TG YEVIKAG AlLoToC.
Te OAEG TIG MepUTTWOELG SetypatoAnyiag, Ta akpodluola va kabapilovtal avtopata.
Mpv amno tnv avappodnon amo ToV AUTOUOTO SELYUATOANTTN Va Iponyeital avadeuon,
n onoila vo CURPWVEL HE TA ETUOTNMOVIKA TPOTUTIA KOL VO MLMELTAL TNV Kivnon tou
XEPLOU, TIPOKELUEVOU va amodpeuxBolv OAAOLWOEL KUTTAPWY, OTO TPOG OVAAuoN
Selyua.

9. H taxVtnta avaAuong Twv SEYUATWY OTOV aUTOHATO SelypatoAnmn va ivat 100
Selyparta ava wpa.

10. O mpoodepOUEVOG OVAAUTAC Va £XEL CUOTNUO TIPOELSOTIONONG TOU XELPLOTH YLOL TIC
oTadueg Twv avtdpaotnpiwv kot Twv amoPAntwv. Na Slabétel cuotnpa Slaxeiplong twv
ovtidpaotnpiwv.

11. 2Tov uno mpounBetla avaAutr), OAEC oL ALTOUPYIEG, TO AOYLOMIKO KAl T nvUpaTa
yla Tnv opBn Aettoupyla 1 ta opaiparta Ba mpémnet va eivat ota EAAnVIKA.

12. Na S100tel ermumAéov o MPoodhepOUEVOS avaluTig Eyxpwin 08ovn mpoBoAng twv
onoteAeopatwy. Na SLHBETEL EKTUNTWTH YL EKTUTIWON TWV ATOTEAEOUATWY o A4 XapTL e
SuvaToTNTA Kal EyXpWUNG EKTUTIWONG.



13. H nmpoodépouoa etalpeia, va SLaBLTel MANPEG TUAKA service Kal amodedelypévn
EUMELPLA OTOUC OUTOMOTOUG ALUOTOAOYLKOUG avaAuTES. Mpog amodelén Tou LoxupLlopoU, o
mpounOeutn¢ umoxpeoUTOL VA KATAOEOEL KATAOTOON EYKATECTNUEVWY QVOAUTWY OF
Snuoola voookopeia ota omola €xel avaAdPeL Th CUVTAPNOT) TOUC.
ErutAéov, Ba mpénel anod tnv mpounBevtpla etatpeia va katatebel mpotaon kaAuPng
TOU service yla TO €pyaothplo. ITnV €v AOyw mpotacn n mpounBeltpla stalpeia a
npénel va Slabétel ovotnua mopakoAouBnong tTng MOpPeiog ToUu TPOOhEPOUEVOU
opyavou, o€ kaBnuepLvr) BAcn Kol AUTOUOTOTOLNEVAL.

14. H KOTOOKEUAOTPLO ETALPELO TOU TPOUNOEVOPEVOU aVAAUTH, VA TIAPEXEL TIPOTUTIO
napackevaopa eAéyyou (control) ylo OAeg ave€alpETwWE TIG TOPAUETPOUG, VIO TOV ECWTEPLKO
TIOLOTLKO £AEYX0 TOU QVOAUTH Kal TPOTUTO aipa puBuwong tou (calibrator) yia OAeg Tig
QUEOA LETPOUEVEC TTOPOUETPOUG.

15. O amaltoUpevog XPOVog TOCO ylo TNV €KKivnon 000 Kal yla TOV TEPUATIONO TOU
avaAutni va unv urtepBaivel ta 15 Aemtad yia KABe pla amo tig dtadikaoieg.

16. O npoodepOUEVOG AVOAUTHG Va €XEL TNV SUVATOTNTA QUTOMOTNG afloAdynong OAwv
TWV oXeTWlOpeEVWY e To Selypa mmAnpodoplwy (ALUATOAOYIKEG TTAPAUETPOL, dnuoypadlka
otoxela, KAWLIKEG mMAnpodopieg) Baon Kavovwy, PE OKOTIO TN Tapaywyn oxoAiwv (ylo
TEPALTEPW EAEYXO TIX. EMUTAEOV QULUOTOAOYIKWV TIAPOUETPWY N EyKplon vyl aywyn
amoteAéoparog). Emiong, va Suvatal va TPAYHOTONMOLROEL QUTOUATN EmMavaAnyn pLag
UETPNONG A auTOpaTh HETPNON MUTAEoV mapapétpou (reflex).

17. O mpoodepoOuevog OVAAUTAG va OLOBETEL TPOYPAUMOTA E0WTEPLKOL €AEyXOU
molotnTag, to omoio Ba amoteAoUv UEPOG TOU BOCIKOU TPOYPAUUATIOHOU TOU 0pydvou,
OTOU UE TNV XPNON TWV SEelyMdTwV pouTivag TtTwv ooBevwv Kal UeE TNV Xpnon Ttwv
TIAPACKEVAOUATWY gAEyXOU (controls) tTng KoTaokeudotpLlag stalpiag, Ba yivetol o EAeyxog
™G 0pBN G Aettoupylag oe MPAYUATIKO XPOVO.

18. O mpoodepopevog avaAuTig va SLoBOETel eowTeptlkd olOTNUA aPXELOBETNONG TWV
Selypdtwy yia 100.000 Seiypata pe OAa Toug Ta otolxeio (vedpeAoypapuata, LOTOYPALUOTA,
KATL.).

19. Anopaitntn mpolmnoBeon elvalt n ouvtaén ¢uAAoU ocuppdpdwong. to PGUANO
CUMMOpdwoNnG Ba amavtwvtol pla Tpog pia ol mpodilaypadég mou €xouv tebel. Oa
avadEpeTal av eKMAnpwveTaL n podlaypadr, To Babud otov omnoio ekmAnpwvetal 1 av dgv
ekmAnpwvetal. Mpo¢ amodelln 8 Twv LOYUPLOHWYV oUTWY, Ba TpEmeL va yivovtal
TIAPATIOUTEG O€ amnoomndopata and Operators Manual kat Service Manual, oe prospectus
TOU MPoodePSLIEVOU 0pYAvVOoU TIou Ba POoEPXOVTAL Ao TOV KOTACKEUNOTLKO OLKOo (Kot OxL
TANUUEAWC petadpacpéva dulNadLa) KaBWE emiong Kal O ETLOTNHOVIKEG EKSOOELG Kall
AOUTA EMLOTNUOVIKA £VTuTta TIoU Oa TPOEPYOVTIAL AMO TOV KOTAOKEUQOTLKO OIKO TOoUu
HNXQVAHOTOG.

20. Ot mpounBeutég umoxpeouvtal, otav toug {ntnbsi, va mpoPaivouv os emidel€n twv
SuvatotATwy Tou poodePOUEVOU avaAuTH Ue oKomo TNV ektipnon (evaluation) otnv mpaén
NG UETPLKAG aflomioTiag tou, NG anddoong Tou, TNE AELToUPYLKOTNTAS TOU, TNG GIALKOTNTAS
TOU WC TPOC TOV XELPLOTH KOl EV YEVEL TNC EUXPNOTLOC TOU, KaBwC emiong Kat tnv Stakpifwaon
NG MPAYHOTIKNG AVTOOKPLONC TOU TIPoodEPOUEVOU OpYAVOU OE OX£on UE TIG TeBeloeg amo
v SLaknpuén TeXVIKEG TpodlaypadEg, pia TPog ULa.



21. No tpoodepBetl €vag (1) auTOUATOC ALUATOAOYIKOG avaAUTAC edbnuepiag, akplBwg o
(6L0¢ aVOAUTAG OTIWG O KEVIPLKOG KOl HE T (Slol TEXVLKA XAPAKTNPLOTIKA HE TOV KUPLO
QVAAUTH, €KTOG TNG HETPNONG BloAoyikwv Yypwv. O avaAutrg ebnueplag va xpnoLomnoLel
anapaitnta ta (lo avTdpaoTrpLa e TOV KUPLO aVaAUTH.

22. Na mpoodepBel évag (1) ebedplkd¢ AUTOUATOC ALUATOAOYLKOG avaAutng, LSiou
TUTIOU PE ToV KUPLO avaAuTh, mou Ba xpnolpomnolel anapaitnta ta (la avtidpaotrpla Ue

TOV KUPLO QVaAUTH.

APIOMOZ EZETAZEQN

FENIKH AIMATOZ

120.000




TEXNIKEZ MPOAIATPADEZ AYTOMATOY AIMATOAOTIKOY ANAAYTH
A THN AIMATOAOTIKH KAINIKH

ANAAYTHZ2 No 2

1. H apxni Aewtoupyioc tou mpoodepopevou avalutr va otnpiletal os Sebvwg
OVAYVWPLOUEVEG HEBOSOUG pETPNONG. To MPOCHEPOUEVO UNXAVNLA VO Elval GUYXPOVNG
texvoloyiag kal va duvatal va avaAvel ta épopda oTolxeia Tou aipartog og andAuto
oplBud kal mooootd ocUpdwva mAvia e TG TeAeutaieg e€eAlEelg KoL amaltioeLg ot
ormnoleg evappovilovral pe tn Stebvr) BLPAoypadio Kot TTPAKTIKN.

2. O npoodepouevog avaAutng va avaluel GABLKO OAKO alpa Kol 0 amattolLevog
oyko¢ va pnv Eemepva ta 120 pl os 6houg toug tpdmoug SelypatoAnioc. OAeg ol
mapapeTpol mou divovtal va aviyvevovtal ansubelag anod to dpLariblo TnG YeVIKAG aipatog,
Xwpi¢ va amattouvtal mepaltépw Sladlkacieg amd Tov XelpLoTh, OMwE apalwoslg. Na £xel
eniong tnv duvatotnta va KAvel TARPN OVAAUGCN TPLYOELSIKOU aipatog 1 va UETPA
outopota ano ¢loAidia pe avuPpwpévo ubuéva yia matslatpikd dsiyparta.

3. No 6ivel aflomiota amoteA£0pATA OTIG TIAPOKATW TIAPAUETPOUC SLOYVWOTIKAG

onuaoiag (reportable):
AplBuog Asukwy atpoodatpiwv, AplBuog Epubpwv atpoodatpiwy, AnoAutog aplBuog
KOl TI0COOTO % TWV gUMUPNVWV gpuBpwv, Awlatokpitng, Awwoodatpivn, MCH, MCV,
MCHC, RDW, PLT, PDW, MPV, PCT.
AmoAutoG oplBuog Kal TooooTd % Twv UMOMANBUOMWY TOU AEUKOKUTTAPLKOU
Sladoplkol TOMou SnAadn Twv oubdetepodilwy, Twv AgpdokuTtdpwy, TWV
HOVOKUTTAPWY, TWV NWolvodiAwv kal twv Baccodpilwv.
AnoAutoGg aplBuog kal mMoocootd % Tou aBpolopaTogq TWV OWPWV KUTTAPWY TNG
KOKKLWOOUG Oelpdg (UeTapuelokUTTOpa, HUEAOKUTTOPA, TIPOUUEAOKUTTOPA) Yyla TN
Slayvwon kat mapakoAouBnon appwotwV Ke AOLUWEELS, LUEAOUTIEPTIAACTIKA cUVEpOUQ
KOLL AOUTTA QLLLOTOAOYLIKA VOOH LATAL.
Na yivetal xprion aktivwv laser, yla TNV avixveuon twv AEUKWV aloodalpiwy Kot Tov
TLOOOTLKO TIPOCSLOPLOKO TWV KUTTAPWV Tou Sladoplkol AEUKOKUTTAPLKOU TUTIOU.
To GBpolopa Tou MOCOOTOU TWV UTMOTANBUCUWY TwV AgUKOKUTTAPpWYV (AepdokuTtTapa,
oubetepodra, Baceodha, nwowvodlda, povokUTtapa) TPEnel va eivat 100 kot To
aBpolopa Tou anmoAuTtou aplBpol TwWV AVWTEPW UTIOMANBUCUWY TwV AEUKOKUTTAPWY Vo
LooUTaL LE TOV AIOAUTO apLlBo TwV AEUKWV.
O umoAoyLoUOG Tou SLadoplkoU TUTIOU TwV AEUKWV atpoodalpiwv Ba mpenel va yivetat
ME AUECn QVIXVEUON KAl N HETPNON TWV AsUKWV awdoodalpiwv va yivetal o€
Sladopetiko Balapo amd TV LETPNON TwV epubpwv.
To Moo0ooTd % Kol 0 AnmOAUTOG aplOUdg Twy EUMUpVWY pubpwy va Sivetal autouata
og KAOe YeVIKN alUOTOG LE AUEDN HETPNON, XWPLG UTTOAOYLOTLKEG HeBOSoUG Kol XwpLg va
amatteitol emavalndn tou delypoatog, kat vo dtopbwvetal autdopata o aplbuog Twy
Aeukwv awoodatpiwv. H pétpnon twv gpmlpnvwv €puBpwv va PNV emnpedlet
Suopevwe TNV TaxlTNTA Tou avalutr (va arnodelkvUeTal).
H rapoyn enuhéov napapétpwy Oa aflohoynOei Oetika.

4, O npoodepduevog avalutrg va mpoodlopilel ta Siktuoegpubpokuttapa (AEK) oe
amoOAUTO aplBuo Kal Tooootd %. Emuthéov va SlaB€tel TIC KATWOL TAPAUETPOUG
SlayvwoTIKNG onuaaoiag (reportable):



i.  Tov dladopko tumo twv diktuoepuBpokuTtapwy (UtomAnBuaopol Twv AEK)
ovaloya pe to Babuo tng awpotnTag Touc, o Toooaoto %.
ii.  Tov deiktn wpipavong, o onoiog adopd To KAGOUO TwV owpwv AEK.
iii.  Tov deiktn awpoodaipvonoinong twv AEK.
H pétpnon twv AEK Kol Twv MOpauETPWY TOUC va YIVETOL GUECA KOL OUTOUATA OO TO
dLaAisLo TG yevikng alpatog xwplg va mponyeitat kKamola Xelpokivntn enefepyaocia and
TOV XELPLOTH.

5. Ol KOTOVOUEG TWV KUuTtapwv (Aeukda awpoodaipta Kat ol umomAnbuopol Toug,
gepuBpd awpoodaipla, awometdAia, AEK kot sumipnva epubpd) va esudavilovral otnv
0006VN yXpwHa KoL VO EKTUTIWVOVTAL 0 UMOPPEC VEPEAOYPAUUATWY KAl LOTOYPAUUATWY,
apéxovtag achoAeis KoL XpROLUEG SLAYVWOTIKEG TANPodOpLEG.

6. To e0pog¢ HETPNONG TwWV KUTTAPWV (YPOUMULKOTNTA) va €ivol To HEYAAUTEPO
Suvatov Kal eKA ylo ta Aeukd atpoodaiplo va givatl touddytotov 400x10° kOttapa/pl
Selypartog kat ylo ta otponetdAia touldytotov 4.000x10: kuttapa/pl delyportog.

7. Na €xel Suo Suvatotnteg detypatoAnpiag, omou to éva cUOTNUA va AELTOUpPYEL
xewpokivnta (kAewotda ¢laAidia) kat to dAo cuotnua dsypatoAngiag va Asttoupyel
QUTOMOTA, LE CUVEXOUC pOpTWONG SelypatoAnmen 50 B£oswv.
To autopaTo cUOTNUA VO XPNOLUOTIOLEL KAELoTA dLaAidia OAwV TwV ETOLPELWY, KOL VO
£€xel tnv duvatotnta va Stafalel ta KWOLKOTMOLNUEVA OTOLXEla Tou aocBevy) amo To
dLaAidio (bar code), kaBwc emniong kat va e€aodaAilel TV akpLPr emapkeLla aipatog yia
v dle€aywyn TNG YEVIKNG alpatoc.
Y€ OAeG TIG MepUMTWOELG SelypatoAnyiag, Ta akpoduola va kabBapilovtal autopaTa.
Mpwv amo thv avappodnon amo Tov autopato SelyATOARTTN va iponyeltal avadsuaon,
n omoia va cUPdWVEL PE TA EMLOTNUOVIKA TPOTUTIA KoL VO JUEITOL TNV Kivnon tou
XEPLOU, TIPOKELHEVOU va amodpeuxBolv OANOLWOEL KUTTAPWY, OTO TIPOC avAaAuon
Selyua.

8. H taxVtnta avadAuong Twv SEYUATWY oTtov autopato SelypatoAnmen va eivatl 100
Selyparta ava wpa.

9. O mpoodepOUEVOC OVAAUTAC Va £XEL CUOTNUO TIPOELSOTIONONG TOU XELPLOTH YLOL TIC
oTadueg Twv avtdpaotnpiwyv kot Twv amoPAntwyv. Na Stabétel cbotnua Slaxelplong twv
ovtidpaotnpiwv.

10. Itov und mpounBeta avaAutr), OAEC oL AELTOUPYLEC, TO AOYLOMIKO KOl TO UNVULOTA
yla Tnv opBn Aewtoupyia 1 ta opaiparta Ba pémnel va eivat ota EAAnVIKA.

11. Na SlaBtel emumAéov 0 MPOOPEPOEVOS AVAAUTNG EYXpwUn 086vn MPoBoAng Twy
anoteAeopdtwy. Na SLHBETEL EKTUNTWTH YLa EKTUTIWOT TWV ANMOTEAECUATWY o€ Ad xapti pe
SuvaToTNTA KAl EYXPWUNG EKTUTIWONG.

12. H mpoodépouoa etalpeia, va SLaB£tel MANPEG TUAMA service Kal amodedslypévn
EUMELPIA OTOUC OUTOUOTOUG ALUOTOAOYLKOUG avaAuTtég. Mpog anddelén tou LoxupLopol, o
npounOeutng umoxpesoUTOL VA KATAOEOEL KATAOTAON EYKATEOTNUEVWY QVOAUTWY OF
dnuoola voookopeio ota omola €xel avaAdPeL Th cUVTAPNGK TOUG.
ErumAéov, Oa mpénel anod tnv mpopunBevtpla etatpeia va katateBei mpotaon kaAudng
TOU service yla TO €pyaotnplo. Xtnv ev Adyw mpotach n mpounBeutpla stotpeia Oa



npénel va Slabétel ovotnua TopakoAouBNoNnNg TNG MOPEiOG TOU TPOOhEPOUEVOU
opyavou, o€ KaBnuepLvr) Ao Kol AUTOUOTOTOLNEVAL.

13. H KOTOOKEUAOTPLO ETALPELO TOU TIPOUNOEVOUEVOU QVAAUTH, VO TIAPEXEL TPOTUTIO
apackevaopa eAEyxou (control) yLo OAeg aveEalpETWG TIC TAPAUETPOUG, YLO TOV ECWTEPLKO
TIOLOTIKO £AEYX0 TOU QVOAUTH Kal TPOTUTO aipa puBuiong tou (calibrator) yia OAeg tTig
QUECA LETPOUUEVEC TTOPAUETPOUG.

14. O amaltoUPeEVOG XPOVOG TOCO YloL TNV €KKivnon 000 Kol yla TOV TEPUOTIOUO TOU
ovaAuTH va pnv umtepBaivel ta 15 Aemtd ylo KABe pia oo tig StadIKaoieg.

15. O npoodepopevog avaAuThG va €XEL TNV SuvaToTNTA AUTOPOTNG aloAdynong OAwv
TWV oXeTllopevwy pe To Selypa mAnpodoplwy (OLLOTOAOYIKEG TTAPAUETPOL, SnuoypadLKd
otolxela, KAWLIKEG mMAnpodopieg) Baon Kavovwy, PE OKOTO TN Tapaywyn oxoAiwv (ylo
TIEPALTEPW EAEYXO TIY. EMUMAEOV QUUOTOAOYIKWV TAPOUETPWY N EyKplon ylo aywyn
amoteAéoparog). Emiong, va Suvatal va TPAYHOTONMOLROEL QUTOUATN EmavaAnyn pLag
UETPNONG A AUTOMATH HETPNON eTLMAEOV tapapéTpou (reflex).

16. O mpoodepoOuevog OVAAUTAG va OLOBLTEL TPOYPAUUOTA EC0WTEPLKOU EAEYXOU
moLotTNTaC, Ta omola Ba amoteAoUv PEPOC TOU BOOKOU TPOYPAUUATIONOU TOU Opyavou,
OTIOU UE TNV XPAon twv OSslypdtwv poutivag twv acBevwv KoL UE TNV XPHRon Ttwv
TIOPOOKEVAOUATWY gAEyxouU (controls) Tng kataokeudotplag etalpiag, Ba yivetal o éAeyxog
N opBn g Aettoupyiag o€ MpayUATIKO XPOVO.

17. O mpoodepopevog avaAuTAC va SLoBOETEL eowTePIKO olOTNUA apPXELOBETNONG TWV
Selypdtwy yia 100.000 Seiypata pe OAa Toug Ta otolxeia (vepeloypdupata, LOTOYpAUUATA,
KATL.).

18. Anapaitntn mpolmnéBeon eivat n ouvtaén ¢UANou cuppdpdpwong. 3to ¢GpUANO
OUMMOpdwoNG Ba amavtwvtol pla pog pia ol mpodilaypadég mou €xouv tebel. Oa
ovadEpeTal av eKMANPWVETAL N Tipodlaypadr, To Babud otov omoio ekMANPWVETAL I av §gv
ekmAnpwvetal. Mpo¢ amodelen 6 Twv LOYUPLOHWV autwy, Bo mpémel va yivovral
TIOPATIOUTIEG OE amoomndopata ornd Operators Manual kat Service Manual, og prospectus
TOU MPoadePOLEVOL 0OpYyaAvou Tou Ba TPOoEPXOVTAL Ao TOV KOTACKEUAOTLKO OLKo (KoL OXL
TANUUEAWC peTadpacpéva GulAadLa) KaBwE emiong Kal O ETLOTNHOVIKEG EKSOOELG Kall
AOUTA EMLOTNUOVIKA £VTUTta TIOU Oa TPOEPYOVTAL AMO TOV KOTAOKEUQOTLKO OIKO TOU
HNXQVAHOTOG,.

19. Ol mpounBeutég umoxpeouvtal, otav toug Intnbei, va mpoPaivouv os emidelen twv
SuvatotTwy Tou PoodePOUEVOU aVaAUTH HE OKOTtO TNV ektipnon (evaluation) otnv mpaén
NG UETPLKNG aflomioTiag Tou, TG anddoong Tou, TNG AELTOUPYLKOTNTAS TOU, TNG GALKOTNTAS
TOU WG TPOC TOV XELPLOTH KL €V YEVEL TNG EUXPNOTLOC TOU, KaBwG emiong kat tnv Stakpifwon
NG MPAYHOTIKNG AVTOOKPLONG TOU PoodEPOEVOU OPYAVOU OE OXEDN UE TG TeBeloeg and
v SLaknpuén TeXVIKEG TpodlaypadEg, pia TPog ULa.

APIOMOX EEETAXEQN

T'ENIKH AIMATOX 20.000




TEXNIKEZ MPOAIATPAQDEZ AYTOMATOY AIMATOAOTIKOY ANAAYTH
AIMOAOzIAz

ANAAYTHS No 3

1. H apxni Aewtoupyioc tou mpoodepopevou avalutr va otnpiletal os Sebvwg
OVayVWPLOUEVEG HeBOSoUG HETpnong. To mpoodepOuevo pnxdavnuo va duvartal va
avaAvlel ta €popda otolyela Tou aiparog oe amoAUTo aplBud Kal Mocootd cUpdwva
navta pe TG efeAifelg kal amaltioelg, oL omoieg evappovilovtoal pe tn Olebvn
BLBAloypadia KoL TTPAKTLKN.

2. O npoodepoevog avaluThg va €xel tnv duvatotnta avaAuong GpAeBikol ool Kal
TPLY0oeLSIKOU Tpoapalwpévou aipatog. OAec ol mopApEeTpoL ou Sivovtal va aviyveuovtal
onevBelog amd 1o GLKASLO TNG YEVIKNAG alpatog, Xwpi¢ vo amaltouvial TEPALTEPW
SL081IKAOLEG Ao TOV XELPLOTH OTWG OPOLWOELC.

3. No 6ivel aflomota QmoTEAECOUOTO OTIG TIAPOKATW TOPAUETPOUE, TOOO OTO
duololoyika 600 Kat ota maboloyika delypara:

AplBuo Aeukwy atpoodatpiwv
AplBuo epubpwv alpoodatpiwv
Alpoodatpivn
Alpatokpitn
AlpomeTaAlokpitng
Méoo oyko epuBpwv
Méon mocotnta atpoodalpivng epubpwv
Méon ouykévipwaon atpoodatpivng epubpwv
EUpog katavoung epubpwv
AplBuo aponeTaAiwy
Méoo OYKO QULUOTIETAALWY
EUpOG KOTAVOUNG ALUOTIETAALWY
ATOAUTO aplBUO Ko TO0OOTO % 3 AEUKOKUTTAPIKWY TTANBUCWY, KOL CUYKEKPLUEVAL
Nepdokutrapa, Oudetepddpila, Meoalokittapa (Baoeddila, Hwowodila,
MovokuTtapa).
H pétpnon emutA£ov aluotoAoyKwy mapapeTpwy Ba aflodoynBei wg 1laitepo
T(POGOV.

4. To npoodepduevo pnxavnua va Slabétel e€eAypévo ouotnua deypotoAnyiag. To
cuotnua deypatoAndiog nov Ba dlabétel o mpoodepOeEVOC aVaAUTAG va eivatl eEeALyévo
Kol va e€aodpalilel tnv akpifeta kat tnv opbotnta g detypatoAniag yia kKabe povada
METPNONG TOU UNXOVHAHATOG. AUTO VOl ETLTUYXAVETAL UE CUOCTNUO ATIOKOTING SLadOPETIKWY
TMOCOTATWY ailpotog ywa kabe povada (meplotpodikny PaABida), to omoio Sev Ba
ennpedletol amno Tig petofoléc tne Bepuokpacioag. Na katatebel o tpdmog Asttoupyiog Tou
CUOTHUOTOC.

5. H taxutnta availuong twv Selypdtwy va ivatl kat’ eAdylotov 60 Selypata ava wpa.



6. Na mapoucldlel o E€yxpwun 000vn Ta OMOTEAECUATO TWV HETPNOEWV, TA
LOTOYPAUUOTO KATAVOUAC TWV KUTTAPWY TOU O{HATOG KOL VO TOL EKTUTIWVEL OE ECWTEPLKO Kall
€EWTEPLKO EKTUTIWTH).
O mnpoodepoPevog avOAUTAG TIPEMEL Vo TOPEXEL aUENUEVEG SuVATOTNTEC OTNV
afloAOynon Twv amoTEAECUATWY oTo Selypata mou mepléxouv TaBoloylkd KUuTtapa
KOBWC emiong KoL EAATTWHEVO 1] AUENUEVO OPLOUO KUTTAPWV.

7. Ta epuBpd alpoodaipla va HeTpoUVTAL O SLAPOPETIKO XWPO OO TA AEUKA TIPOG
arnodpuyn moapouciag AutikoU avtidpaotnpiou Katd TNV HETPNON Twv gpubpwv (va
anodelkvUETAL).

8. Na emAévetal autopata, XweLg Kopia eMEUBACN TOU XELPLOTH KATA TNV £vapén Kot
TO TEPAG TWV EPYACLWV.

9. O mpoodepOUEVOG OVAAUTIC VA EXEL GUOTNHO TIPOELSOTIOLNONG TOU XELPLOTN YO TLG
oTAOuEG Twy avtidpaotnpiwv.

10. H upétpnon tng awoodalpivng amd tov MpoodepOUEVO aVAAUTH, va YIVETAL HE
avTLdpaotipla Xwpic KUAVLo, yLa TNV TPOOTACLA TOU XELPLOTH Kal Tou TtieplpaAlovtoc.

11. O mpoodepopevog avaAutng va SLabétel SuvatotNTA AUTOUATNG UETAMTWONG OF
katdotaon stand-by, kal e0KOANG Kot apeong enavadopdc O KAVOVLKH Xpron.

12. H mpoodépouvoa etalpeia va Slabétel MANPeC TUAMA service Kal amodedelyuévn
EUMELplO OTOUG QUTOUATOUC ALUATOAOYIKOUC OVAAUTEC. MMpo¢ amOSELEn TOU LOXUPLOUOU, O
npounBeutr¢ umoxpeolTAL va KOTOOEOEL KOTAOTOON EYKATEOTNUEVWV QVOAUTWV OF
SnuooLo voooKoueia ota omola £xel avaAdBeL Tn ocuvThpnor] Tou .

13. H kataokevdotpla etalpeia Tou mPopnBeuoOUeVOU aVaAUTH va TOPEXEL TIPOTUTIO
napackevaopa eAéyyou (control) yio OAeg ave€alpETwE TIG MOPOUETPOUG, YLO TOV ECWTEPLKO
TIOLOTLKO €AEYXO TOU QVAAUTH, Kol MPOTUTIO aipa puBulong tou (calibrator) yio 6Aeg tig
QUEOA LETPOUEVEC TTAPAUETPOUG.

14. To epyootrplo amapaitnta vo evtaxbel amd tnv mpoodépouca stalpsia oe
cuotnua e€wteplkol eAEyXou oLdTNTOG.

15. O npoodepduevog avoAutng va SLaBETEL TPOYPAUMATA TIOLOTIKOU €Aéyyou, Ta
omola amoteAouv PEPOC Tou BaoikoU TPOYPAUHUATIOMOU TOU Opydvou, OTou HE TNV XPHon
TWV TIAPACKEVOOUATWY gAéyxou (controls) tng kataokeudotplag eralpiag, Ba yivetal o
€\eyxo¢ TG opbnG Asttoupylag Tou avaAuTr) o€ TPAYUATIKO XPOVO.

16. O npoodepduevog avohutng va Slabétel cUOTNUO AUTOUATNG KoL UNXOVIKAG
pLBULONG OAWV TWV Apeca PLETpOUPEVWY TTopapéTpwy (calibration).

17. Na O6wabétel peyddn Suvatotnta amobrkeuong apxeiouv ToulAdywotov 30.000
Selypdtwv.
18. ErutAéov n texVIKN Tpoodopd va cuvoSeUeTal e 0dnyleg Xpriong Tou MPoiovTog

otnv eAANVIKN YAwooa, oL omoieg Ba amodidouv TLOTA TO MPWTOTUTIO KElEVO Kal Ba pépouv



TNV €yKplon tou Kataokevooth (onwe o Nopog 2955/2001 oto dpbpo 2, mapdypodog 5,
edadlo a, opilel).

19. Anopaitntn mpolmoBeon eivat n ouvtaén ¢uUAAoU cuppdpdwong. Xto GUANO
OUHUUOpdwoNG Ba amavtwvtol pla pog [ ol mpodlaypadég mou €xouv tebel. Oa
avadEpeTal av eKMANPWVETAL N Tipodlaypadr), To Babud otov omolo ekMANpwVeTaAL 1 av §gv
ekmAnpwvetal. MNpo¢ amodelln 6& twv WOXUPLWOUWY autwyv, Ba Tpémel va yivovrtot
TIOPATIOUTIEG O€ amoonacpata ano Operator Manual kat Service Manual, o€ prospectus tou
PoohEPOUEVOU OpyAvou Tou Ba TMPOoEPYOVTIAL AMO TOV KOTOOKEUOOTLKO OiKo (Kol OxL
TMANUUEAWC petadpacpéva GuAladia), kKaBwe emiong Kol O EMIOTNUOVIKEG EKOOOELG Kal
AOUTA EMIOTNUOVIKA £VTUTIA TIOU Ba mpogpxovial omd TOV KATAOKEUOOTLKO Olko Tou
HNXOVARATOG.

H kaBe mapamoumnn Ba £xel évav aplBuo (katd avfouca OelpA), KAl OTO AVILOTOLYXO

onUeio TnG mapamounng Ba umtdpyeL o avtiotolyog aplBuocg oe KUKAO. M. eKMANPWVETAL

mANpw¢ n ipodiaypadn (operator manual, ogl.135, mapamournr 4)

20. Ol mpounBeutég umoxpeouvtal, otav toug Intnbei, va mpoPaivouv os emidelen twv
SuvaToTTWV TOU MIPOCPEPOEVOU AVAAUTH LE OKOTIO TNV ekTipnon (evaluation) otnv mpaén
NG LETPLKNE AELOTILOTIOC TOU, TNG amodoang Tou, TNG AELTOUPYLKOTATAG TOU, TNG GLALKOTNTAG
TOU WG TIPOG TOV XELPLOTH KOL EV YEVEL TNC EVXPNOTILOC TOU, KOBwG emiong Kal tnv Stakpifwon
TNG MPAYHOTLKAG QVTATIOKPLONG TOU PoodhePOUEVOU 0pYAVOU OE oXEoN UE TIC TeBeioeg amo
NV SLaKNPUEN TEXVIKEC TtpodLaypadEC, Hia TTPOG HLaL.

APIOMOX EEETAXEQN

I'ENIKH AIMATOX 1.000




AYTOMATO XYXTHMA HAEKTPO®OPHXHX

ANAAYTHX No 4

To mpooeepdUevo cLOTNHO MAEKTPOPOPNONG VO KOADTTEL KOT' EAAYIOTOV TIG
TOPAKATO TEYVIKEG TPOOLOYPOPES:

1. No pnopet vo emtehésel NAEKTPOPOPNOELS o) AHOCPAUPIVAOV GE OAKAAKS 1)
o&wvo mepifarrov, B) Ilpwteivoov opod kot ovpwv, y) Ilpwteiveg vyning
evkpivelag 0) Awmonpoteivdv €) AvocokaOnimcelg opod Kol oVP®V, OT)
AvocokaOnimoelg Bence Jones amd acvumdxvoto odpa, ) MAEKTPOPOPNGELS
woevlbpwv ALP, CK, LDH o¢ tovieg ayapoling.

2. [M\Wpwg avtdpatn Aertovpyic g ovokevng (nAektpoedpnom, Pooen,
ATOYPOUATICUOS, GAPMOOT)) UETA TN QGOPTMOOT OEYUAT®V GTO OEIYUATOPOPEN
yoplc wopd emmpdcobetn mopépPacn Tov  YPNOTN  TOVAGYICTOV YO TIG
NAEKTPOPOPNCELS ALLOCPULPIVDV.

3. H evamdbeon derypdtov va yivetor pe ovtopato tpodmo kot xopic mapéupoon
TOV ¥PNOTN / YPOVOVS EMWACEDV KA TPOKEWEVOL Vo, EMLTLYYAvETOL 1| BEATIOTN
akpifela Kot ETAVOANYILOTNTOL.

4, Avvatémrto  ovveyods (QOPTOONG OTO  GUOTNUA  OLOPOPETIKAOV  TOTMOV
nAekTpodpnong ywpig vo amoarteitor xpOVOg avOpUOViG HETOED OLOPOPETIKDOV
pHeBod0AOYIDV, LE TIG EABYIOTES TTOPEUPACELS TV YEPICTAOV.

5. Me peydin xopnTikdOTNTA SEYRATOV KO 1 TOYVTNTA OVOAVGNG TOVANYIGTOV
100 delypota avd mpa.

6. To cOotua va dabétet €101kd cHoTUa dratpnong otabepng Beppokpaciog
TOVIOV KATA TNV NAEKTPOPOPNON.

1. Na €yt ) dvvatodtnTa va cuvoebel e aVTOHOT GLGKELT] dEYHATOANYIOG KOt
apainong delypotog amd Kowvd coinvapila e evompoatopévo bar code reader.

8. Noa ocvvodebetar amd VTOAOYIGTIKO CUGTNUO Kol AOYICHIKO eneEepyaciog
ypoenudtov (vo  elvar  duvatéc tuxdv  oAAayéG oTO  YpAeMUO KAT) Kol
amofMNKEVOTG TOVG.

9. Na €xet  dvvatomnTo €100YOYNG OVOUAT®V 0acBevedv Kol avakAnong
1otoptkoV achevovg amd Tov vtevhuvo.

10. H péboodog va éxer onuavon ond v E.E. o¢ latpoteyvoroywd npoiov (CE
IVD Mark).

11.  No pmopei va ouvdedel pe cvotnua LIS.

ININAKAY 4

APIOMOX EEETAXEQN ANA ETOX



| HAEKTPO®OPHZH Hb | 1000/¢70c |

TEXNIKEX ITPOAIATPA®EYX I'TA XYXTHMA ANAAYXHX

AIMOXDAIPINQN I'AYKOZYAIQCMENHX KAI A2)

ANAAYTHYX No5

1.

10.

11.

Na mpoodepBel avaAutig mou va PBaociletal otig apxeg xpwpatoypadiog
uPnAng anodoong (HPLC) pe tnv xprion SUTANG avtAilag yla tov eniteuén g
BéAtiotng Pabuibwong SaAvpatog, He othAn lovoaviaAlayng yla Tov
BEATIOTO AVOAUTIKO SLOXWLOUO TNG YAUKOLUALWHEVNG atpoodalpivng Kot Twv
AAwv awpoodalpvwvg cupneplhappavopévng tg HbA2/HbF. Na mapéxet
™ Suvatotnta tautdxpovng availuong, Xxwelc tnv amaitnon ywa allayn
avtidpaotnpiwv i otnAng, ™G YAukoluAwuévng alpoodatpivng (HbAlc),
KaBwg kat AAwv atpoodatpvwv (atpoodatpivn A2, epBpuikn alpoodalpivn
F,S,C kot aAwv maboAoyikwv atpoodalpivwy) Na mapatebouv ta avriotoya
XPpWHATOYpadAHATA TTOU VO AIOSUKVELOUV TNV MapAnAvw amnaitnon.

Na punv emnpealetal n pEtpnon tng HbAlc amo tig tipég HbE.

Na xpnotpomolet BaBuovopnon Vo (2) onueiwv yia Tov KAAUTEPO £AEyXO
™G neBOSou-ypapIKOTNTA.

Oa ektiunBel n pétpnon tng HbAlc va ennpedletal 6co To Suvatov Alyotepo
oo TO MOC0OTO Tou KAAopatog HbF. Na avadepbel to mooootd tng HbF .

Noa mapéxouv tn Suvatotnta SLoXwPLOUoU, OVAYyVWPELONG KOL TIOLOTIKOU
npoodloplopol Twv KAaopdatwv tou HbS kot HbC, oe mepimtwon mou
gudpaviotolv oto i6lo Seiypa (dumAn etepolUywon)

O xpovog avaluong yla kaBe delypa otnv mepimtwon npoodloplopol HbAlc
kal tng HbA2 va unv Eemepva ta 6,5 Aemta.

Na OSlaBétel autopato OSelypoatoAnmin kat ¢opeic (dpopéa) petadopdg
Selypatwy touAaxiotov 100 Bécswv.

Na SlaBétel ocvotnua Sldtpnong mMwpatog (i avtiotolo) Kol AUTOPATNG
SelypatoAnyiag amod kowd KAelotd cwAnvapla alpoAndiag mou mepléxouv
OALKO aipa, yia TNV HEYLOTN aohAAELO TWV XELPLOTWV.

Na €xeL tnv duvatotnta xprong SLadopeTikwy TUMWV SelyUATwV (OALKO ailua,
aloAupa, Selypa control) kat Stadopetikoug TUTTOUG cwWANvapiwy (aVoLKTA,
KAELWOTA owAnvapla, kapadkia &fypotog). Aemtopepn mepypadr) Tou
TPOMOoU AsLtoupyiag mpog afloAdynon.

Noa SlaBEtel cuotnua autopatng avadeuong Tou delylatog oAkoU aipatog
TPLV TNV €YXUON TIPOKELUEVOU va eTITEUXOEL €va opoyeveg Selyua.

Na OSwabétel olotnua evnuépwong kat eldomoinong Tou XELPLOTH OE
MEPUMTTWON XaAUNARG otddbung avtidpaotnpiwv yla Tov UTIOAELTOUEVO aplBud
Selypatwy Kot va eivat eDKoAn



12.

13.

14.

15.
16.
17.

18.

19.

20.

Na StaBEtel obotnua avayvwplong barcode kat va €gouv tnv duvatotnta
apdidpoung ouvdeong pe to LIS Tou gpyaoctnpiou pe Samavn Tou pELOSOTN.
MotV AeltoupyLkr Slaclvoean TwV aVAAUTWY HE TO MANPODOPLOKO CUCTNUA
TOU VOOOKOMElOU va ocuvobelovtal amd €vav EMUTAEOV  NAEKTPOVIKO
UTTOAOYLOTH.

Na cuvobevetal and cuoTnua aASLAAELTTNG TTAPoXnG taong (UPS) yia va punv
SlakomreTal n Aeltoupyia TOUG O TIEPUTTWOELG SLOKOTIHG PEUUATOC.

Na amobukveietatl (emi mown amoépupng) amd Ta emionuo €vtuma Tou
KOTOOKEUQOTIKOU OIKOU O 0plOUOC TwV €EETACEWV TIOU €KTEAOUV OAa Tal
amottovpeva avtlidpaotipla £€tol wote va €E00PAALOTEL N OVTIKELUEVIKN
a€LOAOYNON TWV OLKOVOULKWV TpoodopwyV (Tiun ava e€€taon) adpeTtépou yla
TOV OSLAAELTTO EAEYXO TWV KATAVOUAWCEWV.

OAa ta avtdpaotripla va tpoodEpovTal O€ KLT ETOLUA TIPOG Xprion.

No cuvodeUeTalL Ue AOYLOULIKO aTmtopokpUoUEVNG BonBelag, (remote access)

OLTtPoOodEPOUTEC ETALPLEC VO £XOUV TOUAAXLOTOV TIEVTAETH EUMELPLO OTOUC
avaAuTEG YAUKOZUALwPEVNG apoodatpivng .(Na mapateBel mpog anodelén to
nieAatoAoylo o Anuoota Noookopeia i I6twtikd Noookopeia yal ta
televtala 5 €tn).

No mapéxetal amod tov npounbeutr) dSwpedv eEWTEPIKOC TTOLOTIKOC EAEYXOC
yta tnv HbAlc kat HbA2 yia oAdkAnpn tnv Stapkela tng cuUPBaonC.

Noa katateBel pUAAO CUUHOPPWONG OTOU Ba ATAVTWVTAL U0 TIPOC KO Ol
npodlaypadEG Kal Vo TEKUNPLWVOVTAL PE TIAPOTIOUTTEC OE TEXVIKA GUAAASLA 1
prospectus TOU KATOOKEUAOTH.

To service kol Ta avaAlwolpa Epav Twv avadpepopévwy Ba Baplvouv tov
npounBeuth, 0 omoiog Kal Ba ekmaALdeVOEL SWPEAV TOUG XELPLOTEC.

HINAKAY 5

APIOMOX /EE/ETOX

| TAYKOZIQMENH Hb | 2.000 |




TEXNIKEY I[TPOAIAI'PADEYX ANAAYTH IHHPOXAIOPIXMOY

EPYOPOIIOIHTINHXY

ANAAYTHX No 6

1.
2
3.
4

O avaivtig va tapadobel 6to Nocokopeio Katvodplog Kot apeToyEIploTog

. Na etvan mponyuévng texyvoroyiag, RANDOM ACCESS

Noa Aertovpyel pe v pébodo g Xnuetopotadyelags.

. Na &t taydmra tovddyotov 70 eEetbosic/dpa. Na elvar cuveyoig

Aertovpyiag. Doptwon odeypdtov, KLPPETOV Kol AOWTOV OVOADGIU®OV Vo
yivetar yopig dakomn g Aettovpyiag tov. O avorvtig Oa péver avoiktog,
Y®pig Kabnpepvo start up, £Tolog yuo xprion kébe otryun

Na &xet m dvvatdmta €pdnas eOpT®ons TovAdyiotov 30 derypdtov

6. Toa avtidpaoctipilo g epvbpomontvng Bo Tpémet va givar £TOLOo yio ¥pNom.

7. O avadvtig va dbétel cvuoTNUA AVTORATNG aviyveLoNS GTABUNG OpDOV Kot

AvVTIOPACTNPIOV KOl VO ELO0TOLEL TOV YEPLOTI Y10 TUYOV EAAEWYT TOVG,.

8. Noa dwubétel TpOYpOLLLO EGMOTEPIKOD EAEYYOL TOLOTNTOGC.

9. Na ovvodevetar and U.P.S mov va kpatd tov avaivt) oe mAnpn Asttovpyio

10.

vy 5 Aentd
Etotog apBuog eetdocwv epvBpomomivng 500 teot.

ININAKAY 6

[NPOXAIOPIXMOX 500

EPY®OPOIIOIHTINHX




ANTIAPAXTHPIA KAI ANAAQXIMA
XQPIX XYNOAO EZOHAIXMO (XTO XEPI)
KPITHPIO XYM®EPOTEPH ITPOX®POPA
ANAAYXH NO 7 (c7o yép1)

ANTIAPAXTHPIA I'TA METPHXH THX G-6-PD I'lA TO
AIMATOAOI'TKO TMHMA

1. Avtdpootiplo mocotikng pétpnons G-6-PD oe omektpo@mtOUETPO, KATA
TPOTIUN OGN 0T0 LIEPI®OES PAcpa (340 nm) Yo amoPLYN TAPEUTOSIGEDY armd
GALOVG TTOPBYOVTES YPDUATOC.

500 Tests/étog

2.  Avtdpactiplo molotikng ektipnong G-6-PD (sreening) kotd mpotipunon oe
ocvokevocio mono-test (éva PLOAId0 ava e£ETOON) Y10 OTOPLYT EMUOADVCEWDY
N TpO®PNS ANENG TOL AVTIOPAGTNPIOL.
500 Tests/étog

3. Controls gléyyov G-6-PD d1apdpwv emmédwv (low, medium, high)

ININAKAY 7
EZE/ETOX

G-6-PD g omekTpop®TOUETPO 300

G-6-PD (sreening) 300

Controls g\éyyov G-6-PD low

Controls eléyyov G-6-PD medium

QP WIN -

Controls gléyyov G-6-PD high




MPOAIATPA®EZ ANAAYTH AIMOZTAZHZ MEIAAHZ
NAPAIQIriKOTHTAZ

ANAAYTHZ No 8

10.

.Na €xel Tn duvatdtnTa TAUTOXPOVOU TTPOCOIOPIOUOU aTTd TO B0 OLiyha TTNKTOAOYIKWY,

XPWHATOPETPIKWY KAl avoooAoyIkwy egeTdaewv o€ Aeitoupyia RANDOM ACCESS yia 6Aeg
TIG €EETATEIG.

. Na éxel duvatdtnTta ouvexoUsg @OpTwong ot dOciyuara, avTidpaoThpIa KAl KUBETTEG XWwpig

KaBuoTépnaon TNG AIToupyiag Tou avaAuTr] Kal guvexr duvatdtnTa TTPOCONKNG ETTEIYOVTWV
deiypdTwy (stat), xwpig SIAKOTI TOU avaAuTr).

. Na dia8étel £yxpwun €TTiTTedN 006vN aPNG Kal EEWTEPIKO EKTUTTWTH KOIVOU XapTIoU KaBwg Kal

EVOWMOTWPEVO ouoTnua barcode yia Tnv avayvwpion SEIyNAaTwy Kal avTidpaoTnpiwy He
BAR CODE yia Tnv amo@uyr o@aAPdTwy KaTd TNV TOTTo8ETNON.

. Na 0100éTel BIaQOpETIKO pUyX0G avappd@nong yia Ta deiyuarta Kal 2 d1aQopeTIKA pUyxn yia Ta

avTIOPOCTAPIA WOTE VO ATTOKAEIETAI UE TOV KOAUTEPO TPOTTO KABE eTINOAUVON deiyUaTOC aTTo
avTIOPACTAPIO KAl avTIOPACTNPIoU aTTd avTIdPaCTrPIO.

. Na diabétel mpaypaTikr) Taxutnta (Trapaywyikotnta) TouAdyiotov 350 PT test/wpa kai 300 PT

&APTT/ wpa.

.Na €xer Tn duvatdtnTa TOTTOBETNONG OTOV QVAAUTH] TTEPIOCCOTEPWY TOU €VOG @QIaAIBIWY TOU

1diou avTIdpaoTnpiou WOTE OTAV ABEIGCEl TO TTPWTO @IOAISIO, 0 aVOAUTAG aUTOPOTA Va
XpnolgoTrolei To deUTEPO, TPITO,TETAPTO K.A.TT. XWPIG va oTapotd Tn AsiToupyia Tou Kai
KaBuoTepei n dlevépyela TwV EEETATEWV.

.Na &i108étel TrepioodTepeg amd 40 wuxdpeveg B€oeig avmidpaoTnpiwv o€ Bepuokpaacia

XaunASTEPN TOU TTEPIBAANOVTOG WOTE TA AVTIOPACTAPIA VA YTTOPOUV va TTAPAPEVOUV OTOV
avaAuth €wg 6Tou KatavaAwBouv xwpeig va aAloiwBouv kai va eEac@alifeTal n 24wpen
AeiImoupyia Tou.

.Na éxer v duvarétnta avdAuong 6co 1o duvatov PeYaAUTEPOU apIBUOU BIAQOPETIKWV

eCeTdoewyv o€ KABe deiyua xwpig ahAayn 1 Tpocbnikn véwv avtidpacTtnpiwv. Na avaeepbei
yia va a&lohoynBei o apiBudg Tautdxpovng availuong test avd deiypa.

. Na é€xel xwpnTkoTNTa TOUTOXPOVNG TOTTOBETNONG 120 TOUAGXIOTOV BEIYMATWY KAl va €XEl TN

duvardétnTa TauTdypovng TOTTOBETNONG BEIYUATWY O€ KAWAKIA KOl CWANvVApIa algoAnwiag pe
N Xwpic barcode. O@a BewpnOei TTAcovEKTNUA n duvaTOTNTA TTPOAIPETIKAG TTPOCHBAKNG
ouoTAuarog delypatoAnyiag atmd kAeiotd ocwAnvdapla (Cap Piercing), woTe va eEac@alilel
TNV AOQAAEIa TWV XEIPIOTWV ATTO ETTIKIVOUVA KAl JOAUOUATIKG BeiyuaTa.

O avaAuTtAg va apaiwvel autéuarta Ta dsiypata, standards kai controls OTIG aTTAITOUUEVES
amd Tnv K&Be pebBodoAoyia apainaelg Kal va £xel duvaTdTNTA QUTONATNG ETTAVAPAIWONG yia
OciypaTa €KTOG TwV TTPOKABOPICUEVWY OPIWY YPAPMIKOTNTOG XWPiS TNV TTapéuBacn Tou
XEIPIOTA KABwg Kair duvatdétnNTa AUTOPATOU TTPOYPAMMOTIONOU Kal €KTEAEONG ETTITTAEOV
e€eTdoewy €AV TO ATTOTEAECUA TNG APXIKAG €ival EKTOG oplouévwy opiwyv (reflex testing). Na
€Xel TN duvaTéTNTA AVIXVEUONG AVACTOAEWV TWV TTOPAYOVTWY HE AUTOUATEG TTOAAATTAEG
apaiwoelg (factor parallelism). @a a&loloynBei 181aitTepa n duvatdTnTa aTEIKOVIONG TNG



11.

12.

13.

14.

15.

16.

KAUTTUANG avTidpaong Twv PETPOEWY yia kABe TUTTO €€éTaong Kal va yiveralr XpAon Tng
KQUTTUANG oxnuaTiopgou Tou Bpdupou yia Tnv afloAdynon Twv TTABOAOYIKWY OEIyUATWY
OTTWG YIa TTAPAdEIYUa BIPATIK KAPTTUAN,XANNAG €TTITTEDT TTAPAYOVTWY TTHENG, AVETTAPKEIQ
Ivwdoyovou.

Na eAéyxel autéuara Tn oTddun Twv avTidpacTnPiwy, SEIYUATWY Kal KUBETTWV KABwG Kail To
XPOvo CWAG Twv avTidpaoTnpiwv oTov avoAuTh kal va €10oTrolei autépaTta €dv ol
UTTAPXOUCEG TTOOOTNTEG OEV ETTAPKOUV YIa TIG €EETACEIC TTOU €XOUV TTpoypappaTioBei. Na
UTTApxEl N duvatdTNTa €UPAVIONG TOU TTPAYUOTIKOU apIBuoU €EeTACEWY OE OXEON PE TOV
UTTAPXOVTa OYKO TWwV avTIOPACTNPiwY TTou BpiokovTal oTov avaAuTr. Na éxel Tn duvatdéTnTa
autévoung Aeiroupyiag yia 800 TOUAGXIOTOV ECETATEIG XWPIG TNV TTOPOUGIa TOU XEIPIOTH.

Na ekTeAei TOUAGXIOTOV TIG TTAPAKATW £€eTdoEIS : PT, APTT, Ivwdoyovo, AvTITINKTIKA TUTTOU
AUkou, Xpévog Opoupivng, D-DIMERS, FDP, AvtiBpouivn I, Mpwteivn C, MpwrTeivn S,
EAe0Bepn Mpwreivn S (AvTiyovikog Mpoadiopiopdg), MAPATONTEZ (VWF activity, VWF:Ag,
VWF RCo, ILV,VILX,VIILEX,XILXILXII, MAagpivoyévo, a-2 Avtirthaopivn, OpokuaoTeivn, APC
Resistance, Emimeda Htrapivng, HIT, DOACS AvniminkTikd @dpuaka (Dabigatran,
Rivaroxaban, Apixaban).

Na Oiabétel TANpPeg TPOypappa TToIOTIKOU eAéyxou QC pe BIaQOPETIKA controls Kai
dlaypauuara (Levey-Jenning-Westgard rules) kai 1o AoyiouIKO TOU avaAuTr va gival QIAIKO
TTPOG TO XPAOTN, o€ TTEPIBAAAOV Windows.

Na gival avoixté ouoTnua ye duvaTéTNTa TTPOYPANMATIONOU 250 TOUAAXIOTOV TTPWTOKOAAWY
eCeTAOEWVY.

H ekTUTTWON TWV ATTOTEAEOUATWY VA YivETAl auTOPATa avd aoBevr|, YE Ta dNUOYPAPIKA TOU
OTOIXEIO PE TAUTOXPOVN avaypaPr] TwV QUCIOAOYIKWY TIHWV avé €E£TAOT, WOTE N EKTUTTWON
auTn va ptropei va d00¢i atreuBeiag wg atrdvinon oTov acevr).

O avaAuThg va £xel duvatoTnTa aTToBRKEUONG ATTOTEAEOUATWY TOUAGXIOTOV 4 Unvwy Kal va
MTTOpPEl va ouvdeBei apidpopa pe To pnxavoypa@ikd ouotnua Tou NOGOoKouEiou.

TEXNIKEZ TMPOAIAPA®EZ ANTIAPAZTHPIQN AIMOZTAZHZ- MHZEQX

1. Na v TpoeuUAagn kai opBr Aeiroupyia Twv aAvaAuTwy Ta avTiIdPACTHpIa AluéoTACNG Yid
XPrion oToug auTtéuaToug avaAutég Ba Trpétrel va diaTiBevTal oTa €I8IKA @laAidia — £ToIua yia
XpPron waoTe va eEao@aAifeTal N aTTapaitnTn €QAPPOY OTOV XWPEO TWV aVTIBPACTNPIWY Kal N
atr’ euBeiog TOTTOBETNON XWPIG ueTayyioelig. Ta @laAidia Twv avTidpacTnpiwv va diaBETouv
barcode yia Tnv autépaTn avayvwaor Toug atré Toug avaAuTéG,yIa TNV aTToQuUYr OPAAPATWY
KATd TNV TOTT00€TNON.

2. Oa Tmpémmel va KaTtatebouv Pe TNV TTPOCPOPA TTAAPN TTPWTOKOAAD €QPAPUOYNG TWV
TTPOCPEPOPEVIV avTIdPAOTNEIWV GTOUG avaAuTéG OTToU Kal Ba TrepIEXovTal OAEG Ol
arraitoupeveg  TTapdueTpol  (UEBodol, Gykol, Xpovol EmwWwacng K.A.T.) KaBwg kal Ta
moTotroiNTikd CE IVD (oUuewva pe tTnv odnyia 98/79) Twv TPOCPEPOUEVWY  EIBWV
(UAikd,avaAuTég). To avmidpaaTrplo yia Tov éAeyxo Twv D-Dimers va €xei FDA Approval yia
atrokAeiopd BpouBosuBolikwy etreicodiwv (DVT kai PE). To avTidpaoTrpio yia TO0 XpOvo
TTPoBpoupivng va givar avacuvduaopévng avBpwTrivng TTpoéheuong pe ISI repitrou 1.

3. Ta Tmpoopepdueva avtidpacTtipia va ouvodelovtal amd control & calibrator pe
QVAPEVOUEVEG TIUEG OTOUG OVAAUTEG.

4. Ta mpooepdueva avtidpaaTipia va diaBétouv uwnAni atabepdTnTa PETA TNV avacUuaToon
(va avagepBei n didpkeia).

Oa TTpéTrel va 000UV avaAuTIKA Kal Ta €EAG :



1. H

avd ouokeuaoia OAwv  Twv

TIA

UAIKWV

(avmidpaoTnpiwy,
calibrators,controls) Ta otroia 8a TiHoAoyoUvTal aTTd TOV TTPONNBEUTH.

AVOAWCIPWY,

2. AvaAuTikég Trivakag pe Ta calibrators kai controls Tou atraitouvTal yia kaBe egéraon. H
ouxvoeTnTa XPRoNg TWV controls yia Tov €0WTEPIKO TTOIOTIKO €Aeyxo Ba 1rpoadiopileTal

atrOAUTA OTTO TO EPYACTAPIO AvAAOYa WE TIG EKAOTOTE QAVAYKEG TOU.

3. Aivetal n duvatétnTa va TTpoc@epBolv Kal ETTITTAEOV avTIOPACTHPI EKTOG TWV {NTOUPEVWYV
eCetdoewy kKaBwg kal 6Aa Ta avaAwaiud Toug, calibrators kai controls rj buffers, Ta otroia
Ba agiohoynbouv avaAdywg.

EZETAZEIZ ANAAYTH AIMOZTAZHZ

EZETAZEIZ ANAAYTH AIMOZTAZHZ

] o | e o
EZETAZH ESETASEQ ANA O ETHZIO
N EsETAsH | KO2TOZ
1| PT (AvridpaaoTrpio pe ISI mepitrou 1, uypo
avTIOPACTHPIO), TINEIOUETPIKN PEBODOG 42.000
2 ﬁgl(’)‘gézypo avTIdPACTAPIO), TINEIOPETPIKNA 42000
3 | TT, n&iopeTpIkA pEBOBOG 100
4 | FIBRINOGEN pe péBodo Clauss.TnEIoyeTpIKA 6,000
5 | D-Dimers pe ué8od0 avoagoB0AOCUHUETPIKHA. 3,000
6 | AT-Ill ye péBOBO XPWHATOUETPIKA. 100
7 | PROTEIN C pe p£60d0 XpWUATOUETPIKH. 500
8 | FREE PROTEIN S ue pébodo
avoo0B0AOCUUUETPIKNA. 500
9 | VWF :Ag pe ué8odo avoooBoAOGUUUETPIKT. 100
10 | VWF :Activity ue pé8odo avocoB80AOCUUUETPIKT. 100
11 | vWF :RCo e pué6od0 avoooB0AOCUUUETPIKN. 100
12 | PLASMINOGEN pg pé6od0o XpWHOTOUETPIKA. 100
13 | ANTIPLASMIN pg puéBod0 XpWHUOTOUETPIKH. 100
14 | HOMOCYSTEIN pe yébodo
avoo0B0AOCUUUETPIKNA. 100
15 | APC-R, mnéiopeTpikn péBodog 100
16 | FACTOR I, TingloueTpikr| YéBodog 100
17 | FACTOR V, T&IoueTpIKn pEB0SOG 100
18 | FACTOR VII, TIngIopETpIKr PEBOBOG 100
19 | FACTOR VIII, TgioyeTpIKr péB0d0G 100
20 | FACTOR IX, TrnIoPeTPIKA HEBOBOC 100
21 | FACTOR X, Tin&iopeTpikn uéBodog 100
22 | FACTOR XI, TrIoPeTPIKA HEBOSOC 100
23 | FACTOR XII, in€lopetpikry uéBodog 100
24 | FACTOR XIlII, pe yéBodo avoooBOAOCUUMETPIKN.
25 | ANTIMNHKTIKA AYKOY (screen), TTNEIOUETPIKN 500

péBodOG




ANTIMHKTIKA AYKQY (confirm), TTnélopeTpikn

26
‘ ‘ péEBOdOG 500
2 Silica clotting time (screen/confirm),
Y 100
7 Tn&IouETpIK péBOdOG
g HIT, pe péBodo avoooBOAOGUUMETPIKN. 100
S ETritreda Htmapivng 100
g ‘EAeyxog Rivaroxaban 100
i ‘EAeyxog Dabigatran 100
g ‘EAeyxog Apixaban 100




NMPOAIATPA®EZ ANAAYTH AIMOZTAZHZ MEZAIAZ
NAPAIQIriKOTHTAZ

ANAAYTHZ No 9

1. Na €xel Tn duvatoéTnTa TAUTOXPOVOU TTPOCdIOPICHUOU atrd 1o idI0 deiyua TTNKTOAOYIKWY,
XPWUATONETPIKWYV KOl avOOOAOYIKWV e€eTAoewv o€ Aciroupyia RANDOM ACCESS yia 0Aeg
TIG €CETATEIG.

2. Na éxel duvatoéTnTa cuvexoUg POpTWONG o€ deiyyaTa, avTidpacoTApIa Kal KUBETTEG Xwpig
KaBuoTépnon TnG AsiItoupyiag Tou avaAuTr] Kal guveyxr duvaTdTnTa TTPOCOAKNG ETTEIYOVTWYV
ociypdTtwy (stat), xwpig dIAKOTIH) TOU AvOAUTH.

3. Na diabétel Eyxpwpn eTTiTedn 086vn a@ig Kai e§WTEPIKO EKTUTTWTI KOIVOU XaPTIOU KABWG
KOl EvowpaTwuévo ouaTtnua barcode yia Tnv avayvwpion delyudTtwy Kal avTidpacTnpiwy e
BAR CODE yia tnv amo@uyrn c@oApdTwy Katd Tnv 1oTTo0£Tnon.

4. Na 01a0éTel d1apopeTIKG pUYXOG avappoPnong yia Ta deiyuaTta Kal dIagopeTIKO pUyXog yia
Ta avTiIOPACTAPIA WOTE VA ATTOKAEIETAl PE TOV KAAUTEPO TPOTTO KABe emmIudAuUvan OgiyuaTog
ato avTidpacThpIO.

5. Na di08étel TpaypaTikA TaxutnTa (TTapaywyikotnTa) TouAdyxioTov 240 PT test/wpa.

6. Na éxer Tn duvatdéTnTa TOTTOBETNONG OTOV AVOAUTH TTEPICOOTEPWY TOU €VOG @IaAISiwY Tou
Idiou avTidpacTnpiou waTte OTav adeldoel TO TPWTO QIAAIdIo, 0 avaAuthg auTtépata va
Xpnoigotroiei 10 deUTEPO, TPITO,TETAPTO K.ATT. XWPIG va oTapaTtd TR A€IToupyia Tou Kal
kaBuoTepei n dievépyeia Twv eEETACEWV.

7. Na di08étel mepioodtepeg amd 35 Wuyoueveg BEoelg avTidpaoTnpiwv o€ Beppokpacia
XOuNASGTEPN TOU TTEPIBAAAOVTOG WOTE TA AVTIOPACTAPIA VO PTTOPOUV va TTAPANEVOUV OTOV
avaAutr) éwg 6tou KatavaAwBouv Xwpig va aAloiwBolv kal va eEac@alifeTal n 24wpn
AeIToupyia Tou.

8. Na éxel Tnv duvardétnta avdAuong 600 10 duvaTtov PeyaAuTepou apiBuoU dIAQOPETIKWV
eCeTdoewy o€ KABe deiypa xwpig aAdayn i TPocBnikn véwv avTidpaaTtnpiwyv. Na avaeepOei
yia va agloAoynBei o apiBudg Tautdxpovng availuong test ava deiyua.

9. Na £xel xwpnTIKOTNTa Tautdxpovng ToTroBETNaNG 80 TOUAGXIOTOV OEIYUATWY Kal va £XEl TN
duvaTdTNTa TAUTOXPOVNG TOTTOBETNONG BEIYUATWY O€ KAWAKIa Kal CwANvAapIa aigoAnyiag Pe n
Xwpic barcode. Oa Bewpnbei TAcoVEKTNUA n  duvATOTNTA TTPOCIPETIKAG TTPOCOAKNG
ouoTAuATog delypatoAnwiog ammod kKAelotd cwAnvdpia (Cap Piercing), woTe va e€ac@alilel Tnv
QOQAAEID TWV XEIPIOTWYV ATTO ETTIKIVOUVA KOl JOAUCUATIKA OeiypaTa.

10. O avoAuTAGg va apaiwvel autopaTa Ta deiyuata, standards kal controls OTIG ATTAITOUMEVES
atrd Tnv KGBe pebodoloyia apalwaelg Kal va €xel duvatdTnTa AUTONATNG ETTAvVAPAiwong yid
Ociypata €KTOG TwV TTPOKABOPICPEVWY 0piwV YPAUUIKOTNTAG XWPIg TNV TTapéufacn Tou
XEIPIOTA KABWG Kal duvaTdTNTA OUTOUOTOU TTPOYPAUMATIOMOU Kal EKTEAEGNG ETTITTAEOV
eCeTdoewy €AV TO ATTOTEAEGUA TNG APXIKNG gival ekTOG opiouévwy opiwv (reflex testing). Na
€Xel TN OUVATOTNTA QVIXVEUONG AVOCOTOAEWV TWV TTAPAYOVTWY HE QUTOUATEG TTOAAGTTAEG
apaiwaoelg (factor parallelism. Na €xel duvatdTnTa ATTEIKOVIONG TNG KAUTTUANG avTidpaong Twv
METPOEWV Yia KABe TUTTO £€€TAONG Kal va yiveTal XpAoN TNG KAUTTUANG oXnuaATiopou Tou
BpouBou yia Tnv agloAdynon Twv TTaBoAOYIKWY SEIYUATWV.



11. Na eAéyxel autoépaTa TN oTdOuNn Twv avTidpacTnpiwy, delYPATWY Kal KUBETTWY KaBwWwG Kal
TO XPOVo CWwAG Twv avTIdpaoTNPiwy OTOV AVOAUTH KAl va €I00TTOIEl auTOMOTA €AV Ol
UTTAPXOUCEG TTOOOTNTEG OEV ETTAPKOUV yia TIG €EETACEIG TTOU £Xouv TTpoypauuatioBei. Na
UTTApXEl N duvatétnTa €UQAVIONG TOU TTPAYUATIKOU aplBuou eEeTdoewy O OXEON HPE TOV
uttdpxovta Oyko Twv avTidpaoTtnpiwyv TTou BpiokovTtal otov avaAuti. Na €xel Tn duvarétnta
autévoung Aeiroupyiag yia 800 TOUAGXIOTOV £EETATEIG XWPIG TNV TTOPOUTia TOU XEIPIOTH.

12. Na ekTeAei TOUAGYIOTOV TIG TTApaKATW £€eTdoelg : PT, APTT, lvwdoyovo, D-DIMERS, FDP,
Xpovog Opoupivne, Avrimnkrikd Tuotmou Aukou,  AvtiBpouBivn, Mpwrteivn C, EAeUBepn
Mpwrteivn S (Avtiyovikog Mpoaodiopioudg), MAPATONTEZ (VWF activity, VWF:Ag, VWF: RCo,
1LV, VILX VLR XXX, TIAacpivoyovo, a-2 AvtimrAaopivn, Opokuorteivn, APC Resistance,
Emitreda Htapivng, HIT, DOACS AVTITINKTIKG QapuaKa (Dabigatran,
Rivaroxaban,Apixaban).

13. Na OiaBétel MARpeg TTpdypapua TToloTIKOU eAéyxou QC pe dia@opeTik& controls Kai
dlaypdauuara (Levey-Jenning-Westgard rules) kai To AOyIOHIKG TOU avaAuTh va gival QIAIKO
TTPOG TO XPAOTN, o€ TTEPIBAAAOV Windows.

14. Na c¢ivar avoixté ouotnua pe duvatdtnTa TIPoypauuaTioyol 250 TouAdyioTov
TTPWTOKOAWYV EEETATEWV.

15. H ektUTTWON TwV aTTOTEAEOUATWY va yiveTal autéparta avd acBevr, pe 1a dnuoypapikd
TOU OTOIXEIO HE TAUTOXPOVN avaypa@r] TwV QUOIOAOYIKWY TIMWV ava eEETaAcn, WOTE N
eKTUTTWON QUTA va PTTopei va d0B¢i atreubeiag wg atrdvinan oTov acBevi.

16. O avaAuTtAg va €xel duvaToTNTa ATTOBNKEUONG ATTOTEAEOUATWY TOUAAXIOTOV 4 UNVWVY Kal
va PTTopEi va ouvoedei apidpoua Pe To unxavoypagiké auoTtnua Tou Noookopeiou.

TEXNIKEZ TMPOAIAMPA®EZ ANTIAPAZTHPIQN AIMOZTAZHZ- NMHZEQZ

1. Na TNV Tpo@UAagn Kai opBn Aciroupyia Twv AvaAUTWY Ta avTIdOPACTHPIO AIJOCTACNG Yia
XpPrion oToug autéuaToug avaAutég Ba trpétrel va diaTiBevTal oTa €I8IKA @laAidia — £ToIua yia
Xprion wate va eEao@aAieTal n aTTapaitnTn €QAPUOYI OTOV XWPEO TWV avTIdOPpACTNPIwY Kal N
atr’ euBgiag TOTTOBETNON XWpPiG ueTayyioeig. Ta @iaAidia Twv avTidpacTnpiwv va diabETouv
barcode yia Tnv autéuaTtn avayvwaor Toug atmd TOug AvaAUTEG,YIO TNV aTTOQPUYR OPAAUATWY
Katd Tnv ToTToB£TNON.

2. Oa Tpémmel va Katarebouv pe TRV TTIPOOPOPA TTAAPN TTPWTOKOANA €QAPUOYAG TwV
TTPOOPEPOPEVWY  avTIOPACTNPIWY OTOUG aVOAUTEG OTToU Kal Ba  TTepIEXOvVTAl OAEG Ol
ataitoupeveg  TTapdueTpol  (péBodol, bykol, Xpodvol emwaons K.A.T.) kKaBwg kal Ta
moTotroiNTiIkd CE IVD (oUpygwva pe tnv odnyia 98/79) Twv TTPOCQEPOUEVWV  EIBWV
(UNIKG,avaAuTég). To avmidpaaTAplo yia Tov éAeyxo Twv D-Dimers va €xer FDA Approval yia
atrokAeiopd BpopBosuBolikwyv eteicodiwv (DVT kai PE). To avTidpaoTrpio yia TO XPOvo
TpoBpoupivng va givalr avacuvduaopévng avBpwrivng TpoéAeuang pe ISI repitrou 1.

3. Ta Tpoopepdueva avtidpacTApia va ouvodevovral amd control & calibrator pe
QVANEVOUEVEG TIUEG OTOUG OVOAUTEG.

4. Ta mpooepdueva avtidpaaTipia va diabétouv uwnAni atabepdtnTa PETE TNV avacUuaToon
(va avapepBei n didpkeia).



TEXNIKEX ITPOAIATPA®EY. OEPMOKYKAOIIOIHTH I'TA

XYMBATIKH PCR

ANAAYTHY No 10

Noa eivar g&ovorodotnuévog Beppokvkiomomtng kot vo Olabétel ddel
(authorized and licenced)

Noa propet va dextel 96 coinvéapio tov 0.2 | pia 812 mhdxa PCR

Taydmta petafoing g Oeppokpaciog va eivor mepimov 4°C/sec yw
0éppavon ko tepintov 3°C/sec yuo v yoén

ELev0epa mpoypappatilopevo gradient yio move omd 12 celpég

Ebpog gradient éwg 20°C

Evpog Beppokpaociag: 4-99:-C

Axpipela eréyyov: +/-0,2:C

Oporopopeia Beppokpaociog: <+0.3°C peta&d 20 ko 72 C ko <+£0.4°C 6t0Ug
95-C

Na dwabétet Oeppovopevo yepokivnto kamdkt pe evpog Beppokpacios and 37
¢wg 110°C

To kamdxt va. gtvor ESP (electronic sample protection) teyvoAoyiog

‘Evdei&n: 006vn pe dvvatdtmra ypagikng mopovsioong g e£EMENG Tov
EKTEAOVLEVOL TTPOTOKOAAOV GE TPAYLLATIKO ¥pOVO GTOV Ttivaka EAEYYOV LE TOV
omoio cuvodeveTon

Ovpeg: RS-232

Na éyer pviun 16 MB, evamobnkevong nepiocotepwv and 700 mtpoypoppdtwy
KO IKOVOTNTO EMEKTAGTG TNG LVIUNG.

Na &yt ikavotta dnpovpyiog >100 eoakérmv
Tpogpodocia:230V,50-60Hz,800W

Na ocvvodevetor amd mivako eAéyyov, upmopel va eieyyfel wor péow
VTOAOYIOTN

Na cvvodebetar eniong amd KOADIO TPOPOSOGing, eyyepidlo Aettovpyiog,
oMiwon cvupdpemong, pia cokovia PCR coinvakie tov 0,2ml, 2 midkeg
PCR, pio cakodio vAkod cepdyiong

Na pmopei va ypnoyomomBel tovddyiotov yio €etdoels ddyvmons Ko
aviyvevong eAdylomng vTWOAEMOUEVSC VOooL og acfevelg pe kaxkondn
OLILOTOAOYIKG Voo LaTO, KOOMG Kot Yia EAeyyo Opopfoeiiikng 61d0eong

TEXNIKEX ITPOAIATPA®EYX T'TA XYXTHMA PCR IIPAI'MATIKOY
XPONOY

Noa givon éva TApec cOGTNUA Y10 TNV AVAAVCT TPOYUOTIKOD YPOVOV
Noa pmopet va Tpaylotomomaoet avaivon onpeiov ™ENG



Noa propel va vrohoyiotel amevbeiog 1 GLYKEVTPMOT VOUKAETKAOV 0EEMV UE TN
xpNomn eOopilovcwV YPWOTIKOV.

Noa emtvyydvetor n péylotn dvvor opotopopeio e&ottiog g TEPIGTPOPNS
TOV Serypdtov o€ Eva OdAapo pe agépa

Méom tng ouveyobg UYoKEVTPNONG Vo Unv vrapyel TpdPfAnua egontiog tng
CLUTOKVOONG 1) TOV LCOAId®VY aépal

No pnv vrapyet 1 avéykn oAloayng AauUr®dv N 1 avaykn gvbuypduppiong 1
oTTIKNG Pabuovounong

Noa punv vdpyet n avéykn yuo xpOCTIKN oVopOpPAaS

H 61éyepon va mpaypatoroleiton amd Eexwpiotd LED yia kdbe ontikd Kavaal,
nov dlabétel eyydmon epopov Lmng

No S1a0étel aviyveuT] POTOTOAAATAACIOCTY| LLE EMAEYOUEVT] 1)/KOL OLTOUOTN
pOOon evacOnoiog

Noa €xet ™ ouvatoTNTO. OViXVeLoNG OKOUN KOl €VOC OVILYPAPOL OpPYLKOD
VAKOV

Na €xet €0pog mocotuonoinomg tovAdytotov 10 Ta&eig peyéboug

Noa pmopet va AELITovpyNoEL PE YPOOTIKEG TOV KAADTTOVY OAO TO PACOL

Noa pmopet va aviyveboel ta mapokdto eBopopopa:Biosearch blue, marina
blue, Biothell Blue, Alexa Fluor 350, FAM,SYBR Green 1, Fluorescein,
EvaGreen, Alexa Fluor 488,JOE,VIC,HEX,TET,Yakima Yellow, CalGold,
Alexa Fluor532, ROX, Cy3.5, Redmond Red, Alexa Fluor 568, Cys5,
Quasar670, LCRed650, Texas Red, CAL Fluor Red 590, Quasar 705, LCRed
705, Alexa Fluor 680

Na gtvon €61 ypopdtov (exmounr) / aviyveoon): umie (365/470nm), npdoivo
(470/510nm), «itpwvo (530/555nm), moptokaAl (585/610nm), KoOKKIVO
(625/660nm), Babd koxkvo (670/710nm))

H opotopopopia g Oepuokpacioc and deiypa oe detypa va givar +/- 0.010C, 1
avéivon va etvar +/- 0.020C

To ebpog Beppoxpaciog va eivar Oeppokpacio tepifariiovtog-990C

O xp6vog avdrlvong yio capdvia KOKAOVS vo. givar mold youniog mepimov 40
Aemtd €mg 1,5 opa

H péyom tayvmta va eivon tepimov 100C/sec otov aépa.

Na propet va paypatoromoet avdivon ce 0ykovg omd Sul Ewg 100ul

Noa pmopet va deybel 72 detypara tov 0,1ml 7 36 delypata tov 0,2ml i 100
detypota tawv 30ul.

Na €xet ) dvvatdmTo VTOUATOL EAEYYXOV Beppokpactaokng axkpiBeiog ko
Oepuikng Pabpovounong - otn ondvia mepintwon mov 1 TeAsvTaio omotteiTol.
Noa cvvodeveton and katdAinio H'Y

Na mepriopPdvel to Aoylopukd (tov omoiov vo EMITPEMETAL M YPNON OF
nePLocdTEPO and €vav vroloyiothi-unlimitted use license) kot vo pmopei o
xPNoTNG va avaPabuicel To Aoyiopikod dmpedv amd To O1001KTVO

Noa pmopel vo vtoloyicel TV omdd00n LELOVOUEVOV aVTIOPAGEMY EVIGYVONG
Kol va €EL TN dLvaTOHTNTA PLOCTATIOTIKNG KO YPOPIKDOV

No vmdpyer peydAn oOSvvotdmrta €MAOYOV Yoo TN YOVISLWOKY OvOAvoT
ovuneprrappovouéveov kar towv REST(Relative Expression software tool),
LinReg,delta-delta CT(2-AACT) ka1 GLYKPLTIKY TOGOTIKOTOINGN

To Aoywopikd vo umopel va mpaypotomolel  eEoymynq TV  O£OOUEVOV
LETPNOEWMV Yo TEPOTEP® EMeEEPYATia 0md GAAN AOYIGUIKA

To Aoylopkd vo ypNOOTOEL YNOLOKES VIOYPAPES YIoL TV THPNON NG
OKEPULOTNTOG TOV OMOTEAEGLATOV



e No vrdpyetl eTAOYN GTO YPOLUA TOV BEPLOKVKAOTOMNTT, KOKKIVO 1) UTAE
e Na dB€tet eyydnon evog £Tovg
e Nao pmopei va ypnotponomOei TovAdyiotov yia TG akdAovhes eEETACEL.

1.Ilocotikomoinen TV aviypdeov mov @épovv T petarroln V617F tov
yovidiov JAK-2

2.ITocotikomoinon tov peraypdeov BCR/ABL p210 yw in vitro swyvootiki
xpiion (IVD)

3.Ilocotikomoinon tov peraypdoov BCR/ABL p190 yw in vitro dwwyveotiki
xpiion (IVD)

4.Ilocotikomoinon tov peraypdoov PML/RARA (ber 1) 7w in vitro
owyvootiki xpiion (IVD)

5.I1ocotkomoinon Tov petaypaeowv PML/RARA (ber 2)
6.ITocotikomoinon Tov peraypaoowv PML/RARA (ber 3)
7.11ocoTikomoinon Tov peraypapov AML/ETO
8.IlocoTikomoinon Tov peraypapov INV16

9.Aviyvevon kiovikoTnTOS ™S P 0Alvcidag Tov TCR for Gel detection
Heteroduplex analysis pe CE mark

10.Aviyvevon kiovikotnras g Yy aivcidas tov TCR for Gel detection
Heteroduplex analysis pe CE mark

11.Aviyvevon xKrovikoTnrog ™™g 0 aivcidag Tov TCR for Gel detection
Heteroduplex analysis pe CE mark

12.Aviyvevon KAOVIKOTNTOS TNG K EAGPPLES AAVGIOOSTOV (VOGOGOULPLVAV Y10,
Gel detection Heteroduplex analysis pe CE mark

13.Aviyvevon kKhovikoTTOg TG POprig 0Avcidas TOV avococpaipvav Yo Gel
detection Heteroduplex analysis pe CE mark

14.Aviyvevon KAOVIKOTINTOG TNG A EAAPPLAS CAVGIOAS TOV GVOGOGOULIPIVAOV Y10,
Gel detection Heteroduplex analysis pe CE mark

APIOMOX EZETAZEQN ANA ETOZ
ITINAKAY 10 e=kExos



MetdAracn V617F tov yovidiov JAK-2 150
BCR/ABL p210 50
BCR/ABL p190 50
PML/RARA (bcr 1) 15
PML/RARA (bcr 2) 15
PML/RARA (bcr 3) 15
AML/ETO 15
INV16 15
Khlovikomra g B aivoidag oo TCR 30
Khlovikémra g v alvcidag tov TCR 30
Khlovikdémra g 6 aivcidag tov TCR 30
Klovikdémra g K ehagptdg aAvcidastov avococsealpveav | 10
Klovikéomra g Baptég aAvcidag Tmv ovososooptvedv 10
Khlovikdomra g A ehagpidg aAvcidag twv avococoaptvav | 10




TEXNIKEX [IPOAIAT'PA®EX AYTOMATOY XYXTHMATOX

HAEKTPO®OPHXHX XE gel ATAPOZHX

ANAAYTHX No 11

A. XYXTHMA HAEKTPO®OPHXHYX

1.

2.

> ow

10.

11.

Na yiver eviaio povada kot vo ektelel og ayapdln 1o peyoldTepo duvatdv
€VPog EEETAGEWV.

To tpopodotikd tov cvotiuatog va eivar péypt 1500 V, dote va vdpyet
dvvotdtTTo EKTEAEONG Kol E0IK®V eEetdoemvy (my. mAiektpopopnon ENY e
Iooniektpicn Eotioon).

Noa drebétet peydin mopoy@ykdTnto — ToydTNIO.

H evamdBeon tov deiypotog vo yivetow o€ €10ko0¢ emBéteg pag ypnong
anevfeiog and Tov ¥eplot] Kot va unv arortovvron wéve amd 10 ml detyparog.

Ot dvo edoelg g dadkaciog, dNA. evamdbeon Tov deiypotog oty towvio /
NAEKTPOEOPMNON KO M Ypdon / amoxpopatiopds / Efpavon e towviog va
yivovtar avtopota, EAEYYOUEVES OO TO TPOYPOLLLLO Y10 APIGTO OTTOTEAEGLLOTO.

H nextpopopnon va exteeitar vmd covveyn tdon 1 €viaon 1 w6y, avdioya
pe To TpwTOKOAAO TNG K&OE e&éTaomg.

Ot avéopeldoelg g Oepokpaciog Tov AmoToVVIOL GTIG SIAPOPES PAGELS TNG
NAEKTPOPOPNONG, VO eAEyyovTol amd KTd cvotnua (Peltier kot avtiotdoelg),
wote vo eEacpaiiloviat TayvTeEPES EVOAAAYEC.

No dwbéter avtovouiocs 6TOV YEPIGHO TOV GLOTAUOTOC OMA. aveapTnn
Aertovpyio T@V SLOUEPIGUATOV NAEKTPOQOPNONG KoL YPDOCNS / ATOYPOUATIGLOD.

To ovomuo va Aettovpyel €161 ®OTE vao amokAgieTol 1 OKOT TNg
Swdkaciog amd AavOacévo YepItopo.

Noa 61004tel 0VTOOOYVOGTIKA TPOYPELLATO KO VO, EWOOTOLEL TOV XEPLOTT Yol
mBavn duciettovpyia.

To cHotua va éxel v SVVATOTNTO EMEKTOCNG OV TAGO GTIYUN HE OmAd
TpOmo, Oote vo. pmopel va ekteléoel véeg efetdoelc mov Ba avamtuyBovv
UEALOVTIKAL.

B. HPOT'PAMMA INIYKNOMETPHYHY. - YXAPQTHX

wn

Noa Aertovpyei oe mepiparihov Windows kot va givar ovufotd pe bar-code
reader.

Na pmopet va cuvdebet pe kevrpueod cvotnua (.y. LIS) tov epyactnpiov.

Noa pmopet va mapaydei €va mAnpeg report acBevoig (akdpa Kot e ototyeia
a0 TOGOTIKO TPOGOOPIGUO OVOGOCOOIPIVAOY KOl TO MAEKTPOPOPMUA TNG
avocokaOniwong, pnall pe ta otoryeia TG NAEKTPOPOPNONG TPOTEIVOV 61O 1510
£€VTUTO K.A.TT.)

O yeprotg va €xel duvatoOTNTO TANPOVS TAPEUPACNS GTO AMOTEAEGIO TTOV
Aoppavel amd To scanner, oV TO0 KPIvel avTd GKOMLO.

Noa ocvvodebetor amd copmtn (scanner) LVYNANG ONTIKNG ovAaivons. Oa
ekTunOel avdioyo o cop®TNG HE TO KOADTEPO TEXVIKA YOPOKTNPIOTIKA KOl
YEVIKOTEPQ 1| EVEMEID KOl EVYPNCTIO TOV TPOYPAULATOC.



I'. TAINIEYX HAEKTPO®OPHYXHX

1.

Ot touvieg va givon €toleg mpog ypnom amd TNV GLOKELOGIOL TOVG KOl M
dladkacio TomoHETNoNG TOV JEIYUATOV OTIG Tovieg ayapolng yio v &vapén g
NAEKTPOPOPNONG, VO EIVaL 1] ATAOVGTEPT) SLVAT).

Metd to mépag g nAekTpoOpnons (oe omowodnmote eétacm) M towvia,
yopic mepartépw Oepyacieg, va egivor €rotun vy Boen, OTOYPOUATIGHO,
otéyvouo (avtdpota).

Ta oyjuoto Tov KAIGHATOV TAVE GTIG TOVIES VO EIVOL EVKPIVI] KOl VO 1NV
epeaviovton moyeéc umdvteg 1 évrovo background, mov dSvokoAgvovv TV
TOLOTIKN OAAG KoL TV TOGOTIKY a&toAdynon.

Noa dwotifevion Tavieg pe pikpd 1 HeyaAdtepo aptipd detypudtomv (Yoo OAEC TIg
€EeTAGELS), Y10 peyaAbTepN gveAEia Tov epyactnpiov.

A.TO XYXTHMA NA EKTEAEI TIX TAPAKATQ EEETAXEIX:

1. Hiexktpo@opnon [poteivov Opov
2. Hiektpogopnon Mpoteivov Opov, Ovpov, ENY (high resolution) -yopig
CUUTUKVMOT)
3. AvoookaOrioon Opov
4. AvoookoOnrowon Opov pe mevracOevi] avtiopd (Gpeco screening TOV
JLOVOKAMVIK®V)
S. AvocokaOloon Ovpov (Bence-Jones) —ywpic copmokvoon
6. AvocokaOroon Ovpov (Urine Profile) — yopic copndkveon. Iipeg
screening oVp@v axkopn kor pe avropovg D kot E, arha ko owaxpion pe
£101kovg avtiopovg (anti-Alb/a2M, anti-Tub) tov TOmOL TG TPOTEIVOLPiNG
€ COAVUPLOKI] 1] CTEPUNOTIKY 1| PIKTY.
7. Aviyvevon oM yokAoVIKAOV (ovay 610 ENY po wooniektpuki) gotioon
8. Aviyvevon TOV S10@PoPETIKAOV puvoTutov TS ATAT (Al avti@poyivig)
L€ LGONAEKTPIKT £6TIOON
ININAKAX 11 EZ/ETOX
1| AIMOZOAIPINH (HEMOGLOBIN) 340
2 | TIPQTEINEX (PROTEINS) 300
3 | ANOXOKA®GHAQXH OPOY (IMMUNOFIXATION) 300
4 | ANOZOKA®HAQZH OYPQON 24QPOY (IMMUNOFIXATION BENCE | 240
JONES)




TEXNIKEX [IPOAIATPA®EX AYTOMATOY ANAAYTH
AIMOXTAXHY, ME XPHXH ANTIAPAXTHPIQN, ME MEOOAOYX
IHHKTOAOI'TIKEX, XPQMOI'ONIKEX, ANOXOAOI'IKEX

ANAAYTHX Nol?2

1. Na éget  duvatdTTa TOVTOYPOVOL TPOGOHIOPICUOD TNKTOAOYIKAOV, XPMOUATOUETPIKOV
KOl 0VOGOAOYIKMV EEETAGEMV.

2. Na €xet SuvoaTdTTa GLVEXOVG POPTOONG G delypata Kot KuPBETTeS Ympic KabBvoTépnon
NG AELITOLPYIOG TOL AVOALTH Kol GLUVEYN OLVAUTOTNTO TPOGHNKNG ENMELYOVTWV OEYUATOV
(stat), yopic dtakomn To0 avaALTY|.

3. Na owbétel Eyypoun enimedn o06vn kot EMTEPIKO EKTLITOTH KOOV YOPTIOV, KOOMG
Kot ocvotnuo barcode yia v avoyvopion detypdtov kol aviwpaotnpiov pe BAR
CODE, ywo v amoguyn cQoAUdT®V Kotd TV Tomodéton.

4. No dtob£€Tel S10pOPETIKO POYYXOS OVOPPOPNONG Y10 TO. SETYLLOTO Kol SIUPOPETIKO pOYYOG
Y. TO QVTIOPOCTNPLO. MOTE VO OMOKAEIETOL e TOV KOADTEPO TPOMO KABe emOALVOT|
delypatog amd avTIdpacTiPLO.

5. Na dwbéter mpaypatik| taydtra (ropaywykdtnta) tovAdytotov 160 PT test/dpa ko
va dwbétel meprocotepeg amd 20 Béoelg avtidpactnpiov and Tig omoieg ot 4 TOLAGYIGTOV
VoL avadEHOLY TO AVTIOPAGTIPLO.

6. Na d1a0étel Béoeig avidpaompiov oe Beppokpacio younAotepn Tov TEPPAAALOVTOG
MOOTE TO OVIWPACTIHPO VO UTOPOLV VO TOPAUEVOVY GTOV  OVOALTH £€m¢ OTOL
KatavaAwBovv xopic va adrotwBovy Kot va eEacpaiiletarl 1 24wpn Asttovpyia Tov.

7. Na €&et mv ovvotdmrta avdivong 66o 10 dvvaTov  peYaAdTEPOL  apldpov
dwpopetikmv  eetdoewv  oe  kABe Oelypa  yopic ardayq 1 mpooOnkn véwv
avtpactnpiov. Na avaeepbei yia va atoloyndet o apBpdg tovtdypovng avdivong test
ava oelypa.

8. Na é&yet yopnrkdétmra 40 tovAdylotov detypdtov kot vo €xel T ovvatdTNTa
TAVTOYPOVNG TOTOOETNONG SEIYUATOV GE KOWYAKLO KOL COANVAPLO CpoAnyiog pe 1 xopic
barcode.

9. O avoAvtig vo opoidvel avtopato To Oetypato, standards kot controls oTic
amortovpeveg and v kdbe pebodoroyio apaidSES Kot Vo £l SLVATOHTNTO CLTOUOTNG
emavopainong yio Selypato KTOG TV TPOKABOPIGUEVOV 0PIV YPOUIIKOTNTOS YOPIG TNV
napéuPacn Tov YEPOT KOOMG Kol SVVATOTNTO CVTOUOTOV TPOYPUUUOTIGUOD Kot
ekTéAEONC emmALOV €EETOONG €0V TO OMOTEAEGUA TNG OPYIKNG eivol eKTOS OpIoUEVOV
opimv(reflex testing). Na €yet T dvvatdtnTo AViYVELONG AVACTOAE®MY TV TOPAYOVTI®V LE
avtopoTeS ToAlamALS apoimaoels (factor parallelism).

10. Na eAéyyet avtdépata ™ otdiun Tov aviopastnpiov, SEIYHITOV Kol KUPBETTOV Kol va.
g1oomotel aVTOUATO EQV Ol VIAPYOVGES TOCOTNTES OEV EMAPKOVV Yo TIG €EETAGEIS OV
&xovv mpoypappaticfel. Na éxet ) dvvardtro ovtovoung Asttovpyiog yw 250
TOVAGYLOTOV £EETAGELS YWPIG TNV TAPOVGia TOV XEPIGTY.

I11. No extehel tovAdyotov Tic moapokdto efetdoelg : PT, APTT, Ivwdoyovo,
Avtumktikd Tomov Avkov pe dvo peBoddovg, Xpdvog Opopfivng, D-DIMERS,
AvtiBpouPivn 1III, Ipwteivn C, Tlpwteivn S, Eievbepn Ilpoteivn S (avtiryovikdg
TPOGIOPIGUOG), I[TAPATONTEZ (VWF:Ag, vWF Activity,
LV, VIEX VIHLEXOXLXILXIID, IMiacpvoyovo, a2- Avtumiaouiviy, APC Resistance,
Enineda Hropivng, Opokvoteivn.



12. No dwBéter minpeg Tpodypappa morotikol eAéyyov QC pe dropopetikd controls kot
dwypdppata (Levey-Jenning) kot 10 AOYIGHIKO TOV avoAvTh vo givol @IMKO TPog TO
xpfhoT.

13. O avoivtg va €xel dvvatdTTo AmoONKELONG ATOTEAEGUATOV TOVAdYIoTOoV 1000
detypdtov kot vo pmopel va cuvoebel appidopopo e TO UNYovoypoelkd GUGTNLO TOV
Nocokopegiov.

TEXNIKEX ITPOAIATI'PA®EX ANTIAPAXTHPIQN AIMOXTAXHX-
IMHEEQX

1. Tw v TpoeVAaEn Kot opOn Acttovpyio TOV AVIALTOV TO OVTIOPAGTIPLO OUOGTUONG
Yol XPYON GTOVG GLTOUATOVS OVOAVTEG Ba mpémel va dlatifevtol ota €101KE QLOAIdSIOL —
£Tola yioo ypnon oote vo e£ac@oMIETOL M omopaitNT €QOPUOYT OTOV YDPO TV
aviwpaotnpiov kot N on’ gvbeiog tomobétnon ywpic petayyiceic.Ta @oAidio twv
avtdpactnpiov va dabétovv barcode yio TV avTOUATN OVOYVOPICT TOVG OO TOVG
OVOAVTEG, Y10 TV OTOPLYT CPOUALATOV KOTA TNV TOTo0ETNON.

2. OQa mpémer va katateBobv pe v TPooeopd TANPN TPOTOKOAAL EQPAPUOYNG TMOV
TPOCPEPOUEVAOV aVTIOPACTNPI®V GTOVG OvoALTEG Omov Kot Bo mepiéyovtor Oheg ot
amoutovpeves mapapeTpol (HEBodor, Oykor, ypovol enmoons K..A.m.) kobdG Ko To
motoromtikd CE IVD (cOpeova pe v odnyio 98/79) twv mpocopepopévov €00V
(VAIKG,0VOALTEG).

3. Ta mpooeepdueva avidpactipa vo. cvvodevovtal ond control & calibrator pe
OVOULEVOUEVES TILES GTOVG OVOAVTEG.

4. Ta mpooceepdueva avtidpactiplo. va dwbétovy vynin otabepdtnta pPeETd TNV
avacvotaon (va avaeepbel n didpkeia).

Oa mpemel va 50000V avarvTIKA Kot o €ENG !

1. H twyq ava ovokevacio OA®V TV LVAKOV (aviidpactnpiov, ovoA®Gipnov,
calibrators,controls) To omoia Oa TYHOAOYOVVTOL OO TOV TPOUNBELTY).
2. Avoivtikdg mivaxog pe to calibrators kot controls mov amottodvral yio KéOe
e&étaon.H ocuyvomra ypnomng tov controls yio tov €0mTEPIKO TOOTIKO €Aeyy0 Ol
TPocoopileTal amOAVTA OO TO EPYOCTIPLO AVALOYO LE TIC EKAGTOTE OVAYKES TOV.
3. Alvetor n dvvatdtta vo. TpocsPepBoV Kol EMUTALOV AVTIOPACTIPLOL EKTOG TV
{nroduevov eetdoewv kabmG Kol OA0 To avoA®GIa Tovg, calibrators kot controls 1
buffers, ta onoia 6o a&oroynBovv avardymg.

ITINAKAX12
EEETAXEIYXY/ETOX
1 |IPROTHROMBIN TIME (PT) pe avacvvdvoaouévny avOpdmivn 1200
Opopporractivn
2 |ACTIVATED PARTIAL THROMBOPLASTIN TIME (APTT) 900
3 |ACTIVATED PROTEIN C-RESISTANCE (APC-R) 350
4 |FIBRINOGEN (FIB) 500
5 [THROMBIN TIME (TT) 80
6 [ANTITHROMBIN (ATIII) 350
7 |PLASMINOGEN (PLG) 50
8 |A2-ANTIPLASMIN 50




9 PROTEIN C (PC) 350
10PROTEIN C ACTIVITY 50
11TOTAL PROTEIN S (TOTAL PS) 50
12|FREE PROTEIN S (FREE PS) 200
13VON WILLEBRAND FACTOR ACTIVITY 50
14D-DIMERS (D-D) 250
15[LUPUS ANTICOAGULANT (LAC) ME DRVVT SREEN KAI CONFIRM | 350
16|ANTIITHKTIKO AYKOY ME EEAT'QONIKA OQEDPOAIIIIAIA SCREEN |100
KAI CONFIRM
17FIBRINOGEN MONOMER (FM) 50
18/C1-INHIBITOR 30
19HEPARIN 50
20FACTOR 11 70
21FACTOR V 70
22IFACTOR VII 100
23FACTOR VI 100
24FACTOR IX 100
25FACTOR X 70
26|FACTOR XI 100
27|[FACTOR XIlI 100
28FACTOR XIII 20
29/SILICA CLOTTING TIME (screen) 30
30/SILICA CLOTTING TIME (confirm) 30

ANAAQXIMA NAI




TEXNIKEX [TIPOAIATPA®EYX AYTOMATOY
OPMONOAOI'TKOY-ANOXOAOI'TKOY ANAAYTH

ANAAYTHX Nol3

1. Noa ypnoonotel avtopatoromuévn uéboso pbopiopod ELISA.

2. No kaAOTTEL Eva €VPD PAGLLA AVOGOALOYIKDOV-0PLLOVOAOYIKDV EEETAGEMV.

3. Na éyet ™ dvvatdéTTo avAALGNG 0G0 TO JVVATOV UEYOADTEPOL APIOLOV
SLPOPETIK®V  €EeTAcE®V 0€ KOs Oelypua ywpic aAloyn M mpooHnkn vémv
aVTIOPOCTNPLOV.

4, Na glvat cuveyovg POPTOONS dEIYUATOV Y®PIG TN SloKoTH AElTovpYiag TOV.

5. Na €yet v dvvatotnta enetyovcog ovaivong (Stat). No avagepbel mpog
a&loAdyNo” 0 TPOTOG EIGUYWYNG TOV EMELYOVIMOV.

6. Na vrdpyet 1 dvvardotta Katdotaong etootntog (Stand by) yi 24wpn
Aettovpyia.

1. To ovomua detypatoAnyiog va gyyvdtar 660 10 Suvatdv  AlYOTEPEG
empoAvveels amd delypa og delypa Kot omd avIidpacTNPlO GE AVTIOPAGTHPLO.

8. Ta avtdpaoctpila va gival £Toa TPog xpnon 6€ 060 T0 OLVOTOV LKPOTEPES
Kol TANPES ovoKevaoieg pe peydlovg ypovous AENG. Na avaeepBodv mpog
aE0AOYN O TO GYETIKA X OPOKTIPLOTIKAL.

9. No vrapyet ovvoToTNTa OVAYVOONS OEIYUATOV Kol ovTopacTnpiov UE
ypoppko koodwo (bar code) yio TV amo@uyn GEUALATOV.

10. No omottodvior 660 T0 dSLVOTOV AyOTEPA OVOAMGLU (KVPETTES, TAVOTIKA,
K.4.)

11.  Na éxer 660 10 dvvaTdv MydTEPES amot)oelg o€ Pabuovounomn Kot moloTiko
éleyyo. No avaeepBel mpog a&loAdynon o Tpomog Pabrovopnong Kot moloTiko
eléyyov. H kapmdin Pabpovounong va mopEyetor 6e LOpON YPOUUIKOD KMOOTKO
(bar code).

12, No dwBétel @rlkd 6T ¥pHoTH TPOYPUULO AEITOVPYIOG.

13.  No owBétel mpoypdupata ToloTkolH eAEYYOL.

14. Na et v dvvatotnta vo. cuvoedel e KEVTIPIKO CUGTNUO UNYOVOPYAVOONG
TOV €pyaoTNpiov.

15.  No dwbétel cvoTHo ac@arovg dwoyeipiong amofAnTwy.

16.  Na éyet 660 10 SVVATOV AYOTEPES OMOALTIGELS GLVTIPTONG,.

17.  No Aertovpyeti vd tdon 220 Volts.

ININAKAX 13
EZ/ETOX

1B2-MICROGLOBULIN (B2-M) 450

2lVON WILLEBRAND FACTOR (VWF) METPHXH ANTII'ONOY|150

3D-DIMERS 200

4PROTEIN C 60




ANTIAPAXTHPIA KAI ANAAQYIMA XQPIX XYNOAO
EZOITAIXMO (ETO XEPI) I'TA AIMATOAOI'IKH KAINIKH
KPITHPIO XYM®EPOTEPH ITPOX®OPA

ANAAYXH XTO XEPI No 14

ININAKAX 14
A/A EIAOX EEET/ANA
ETOX
1 ENZYMATIKOZX ITPOZAIOPIEMOX TFPI ME TH
ME®OAO MIKPO ELISA
Noa elvor mAnpeg KT pe OA0 TO OmTapaiTnTo OVTIOPAGTIPLO
(calibrators,controls).
No ypnotponotei evaicOntn avocoeviuum pédodo 100
(ELISA).
Noa mepiéyet éToa Tpog ¥PNon avTdpacTHPLL.
Noa éyetl peyain evaicbnociao, peyoln ypoppKoTTo.
2 ENZYMATIKOZX ITPOZAIOPIEMOX PROTEIN Z ME TH
ME®OAO MIKPO ELISA
Na elvor mAnpeg k1T pe OAa T omapaiTnTo AVIOPUCTHPLL
(calibrators,controls). 100
Na ypnoyonotet evaicOntn avocoevidkn pnéBodo
(ELISA).
Noa mepiéyet étolna Tpog ¥pNon avTdpacTipLa.
Na €xel peydin evoucOnoia, peyoin ypoppukdtnro
3 ENZYMATIKOZ TTPOXAIOPIEMOZX EPO ME TH
ME®OAO MIKPOELISA.
Noa elvor mAnpeg k1T pe OAa T omapaiTnTo AVIOPUCTHPLL
(calibrators,controls). 500
Na ypnoyonotet evaicOntn avocoevihkmn pnéBodo
(ELISA).
Noa mepiéyet éTolna Tpog ¥pNon avTdpacTipLL.
Na €xel peydin evoncOnoia, peyodn ypouutkdTnTo
4 ENZYMATIKOZ ITPOXAIOPIEMOX PF4 ME TH
ME®OAO MIKPO ELISA
Noa elvor mAnpeg k1T pe OAa T omapaiTnTo AVIOPUCTHPLL
(calibrators,controls).
Na ypnoyonotet evaicOntn avocoevihkmn pnéBodo 100

(ELISA).
Noa mepiéyet £Tola Tpog ¥pPNon avTdpacTipLaL.
Na éyetl peydin evarcbnoio, peyoln ypoppKoTTa.




ENZYMATIKOX [TPOZAIOPIZEMOX PAP ME TH
ME®OAO MIKPO ELISA

Noa elvor mAnpeg k1T pe OAa To omopaitnTo AvVIIOPUcTHPLL
(calibrators,controls).

Noa ypnoyonotet evaicOntn avocoeviHkn péBodo
(ELISA).

Noa mepiéyet £Tola Tpog ¥pNon avTdpacTipLaL.

Na €xet peydin evarsOncio, Leyoin ypoppkoTTaL.

100

ENZYMATIKOZ ITPOZAIOPIEMOZX XYMITAOKO
OPOMBINHY ANTIOPOMBINHY TAT ME TH ME®OAO
MIKPO ELISA

Noa elvor mAnpeg k1T pe OAa To omapaitnTo AVIIOPOCTHPLL
(calibrators,controls).

Na ypnoyonotet evaicOntn avocoeviHkn péBodo

(ELISA).

Noa epiéyet EToa Tpog YPNon avTdpacTHPLL.

Na €xet peydn gvoicbnoio, Heyoln ypoputKoOTnTa.

100

ENZYMATIKOZX [TPOZAIOPIZEMOX PROTHROMBIN
FRAGMENT F1+2 ME TH ME®OAO MIKPO ELISA
Noa elvor mAnpeg K1t pe OAa o omapaiTnTo ovVIOPAG TP
(calibrators,controls).

Na ypnoyonotet evaicOntn avocoevidkmn pnéBodo
(ELISA).

Noa epiéyet £Tolna Tpog ¥pNon avTdpacTipLL.

Na éyet peydin evarcbnoio, peyoln ypoukoTnTo.

100

TAINIEX METPHXHZX INR AIIO TPIXOEIAIKO AIMA

100




TEXNIKEX INPOAIATPA®EX ANAAYTH EAEI'X0Y
AEITOYPI'IKOTHTAX AIMOIIETAAIQN

ANAAYTHY No 15

1.
2.

9.

[TpoeyyelpnTikdg ELEVYOG TNG AEITOVPYIKOTNTOS TOV OUOTETOMMYV.

Métpnion  omOTEAEGUOTOS  EMOPOONG  POPUOKEVTIKOV — OLCLOV  GTNV
AEITOLPYIKOTNTA TOV OUOTETAAM®V (7.} COAVKIAMKO 0ED,SUTLPIOOUOAN.)
Inpng aviyvevon «at ddyvoon Vmopéng eMKINTOV Kol  GLYYEVAV
SVOAELTOVPYIDV TOV AUOTETAAM®VY (EAEYYOC TPOGKOAANGNG KOl GLCOPELONG M|
OTOKOKKIOTTOINoNG,KoTd Tov  oynuatiopd Opoupov.)Yyning evaicOnciog
dyvmon vroapéng tov mapdyovta Von Willebrand kot dvcsiettovpyioviov
aponetoriov oyetildpevo pe dAleg kKAnpovopkég dvoAettovpyieg OTmG
Glanzmann, Thrombastenia ,Bernad Soulier Sydrom kt))

Yyniig evawsOnoiog Odyvoon tov mopdyovio Von Willebrand o
duoreltovpyldv TV oiponetolmv oyxetillopeva pe GAAEG KANPOVOUKEG
dvorettovpyieg 6mwg Glanzmann, Thrombastenia, Bernand Soulier Sydrom
KTA)

Yuvolopog tov peboddwv ypdvov pong (Bleeding Time) kot cuykdOAnomg
aponetariov (Aggregometry).

Xpnon OAKOU oipatog pHe aviumnktikd (Kitpikd), yopig mpoepyoasio Tov
delyparog.

Na givor amhog kot €0KOA0G 6N ¥PNOT TOL HKPOS 0 SLUCTACELS KOl Vo, Elvat
dwpkdg dbéoiog avd mhoa otiyun yo pétpnon (gpnuepiec, emeiyovia
TEPLOTATIKA).

Ta amoteAéopata va ek@pAloviol Kol Vo TUTOVOVIOL GE EVOOUONTMOUEVO
ektvno™ o C.T.(Closure Time),oe devtepdAenTa (SEC) KOl VO ATOJEIKVOOVY
v Tpwtoyevn arpoctatikny dvvatodtnta ( PHC) tov delyparoc.

Na €yt duvatdtnto avayvopiong ypoupkod kaowa (barcode reader).

10. Na éxer ovvatdtmra amobrkevons 50 amoteAeoUAT®OV TOOTIKOD EAEYYOL

(controls)kat 20 amotehecpdtmv detypdTmy.

11. Na €xet duvatdtta chvoeong pe eEmtepikd niektpovikd vroroyiot) (H/Y)
12. Na Aertovpyetl pe taon 220 volt.

IHINAKAX 15 EZE/ETOX

LTANTIAPAXTHPIO EAEI'XOY AEITOYPI'TIKOTHTAYX ME KOAAATONO- (100
EITINE®PINH

2JANTIAPAXTHPIO EAEI'’XOY AEITOYPTIKOTHTAX ME KOAAATONO- (100
ADP




ANAAYTHZ KYTTAPOMETPIAZ POHZ YITPHZ ®AZHZ, ME TAYTOXPONH
ANAAYZH AEKA ®OOPIOXPQMATQN (XPHZHZ LASER KAI ®QTOMETPQN)

ANAAYTHZ No 16
TEXNIKEZ NMPOAIAIPA®EZ KYTTAPOMETPHTH POHZ
A. TENIKEZ MNMPOAIATPA®EZ

1. O avaAuTAg Kal Ta NPONapacKEUACTIKA UNXavnuaTa va €ival nigronoinuéva
yia xpnon O1ayvwoTiKOV/KAIVIKOV egEstdoewv (CE-IVD marked Baon
98/79/EC).

2. Na moTonoicitar pe BIBAIOYpAQIKEG avapopeG n d1adedouevn Xpnon Tou
NPOOPEPOUEVOU Opyavou aTov OIEBVI KAIVIKO KAl EPEUVNTIKO XWPO.

3. Na nepiAauBavel, €KTOG and TNV KUPIWG OUOKEUN, avaAuTikeéG odnyieg
A€IToupyiag, unoAoyloTry  KATAAAnAa  OIQUOPPWHEVO, AOYIOMIKO  Kal
EKTUNWTN, WOTE TO oUOTNHMA va €ival £TOIMO MPOG XPNOoN Xwpig avaykn
aAAou eEonAiguou.

4. Na ava@epBbolv PYe Nnapanopnég ota GUAAAGdIa ol hnxaviopoi acpaAsiag yia
TNV NpooTacia Tou XpnaoTn.

5. KdaBe TeXVIKO OTOIXEIO TNG NPOOPOPAC va anodeIKVUETAl JUE NAPAMNONNES OTa
gnionua QuUAAAGdia r oTnv 10To0EAIda TNG NPooPEPOUCAC £TAlpEiag. Eniong
emBuunTn €ival kai n BiBAloypagia dénou BeswpeiTal anapaiTnTn yia Tnv
anodelEn Twv NPooPePOUEVWY Kal TNV KaAUTepN a&loAdynon Touc.

e B. TTIPOAIAIPA®EZ TOY ANAAYTH

1. Na OiaBétel TouAdaxioTov Tpia laser (488nm, 405nm kar 633nm n
avTioToixa).

2. Ta laser va sival agpoéyWukTa.

3. MpoTipdTal ol Nnyeg laser va €ival oTabepeg xwpig avaykeg euBuypdappiong.

4. Na kaTtaTtebei oxedidypapua nou va nepiypa@el avaAuTika Tnv OIATagn Twv
laser kal Twv PMTs kabw¢ €niong Kal Ta XapakTnpIoTiKa Toud.

5. Na pnopei va avaAluel TIC napakdTw napaperpoug: FSC, SSC «kal
TouAdxiotov 10  @Bopiopyolc Tautdxpova. Na avagepBouv  Ta
(pBoploxpwuaTa Ta onoia eknNEPnouv anod kade laser.

6. Na kaTtaTteBei oxedIdypaupa nou va nepiypd@el avaAuTika Tnv dIATaén Twv
laser kal Twv PMTs ka®wg €niong Kal Ta XapakTnpIoTIKA TOUG.

7. Na pnv €ival anapaitnTo yia Tnv aAAayn Twv QiATpwv €101kO epyaAcio.

8. Na diabéTel Tnv peyaAlTepn Ouvath euaiobnoia yia 1o FITC kar to PE,
TouAdxioTov <100 MESF.

9. H wnoiakn availuon ARYng kai aneikoviong va €ival > 18bit.

10.To eUpo¢ TNG ansikdviong va KAAUNTEl TOUAAXIOTOV 5 AoyapiBUIKEG TNG
KAipakag.

11.Na d01a0£Ttel kaTaAAnAo udpoduvapikd cloTnUa yia TV eAaxioTonoinon Tng
gnigoAuvoncg Twv delyuaTtwy (<0.1%).

12.Na avagepbBei n péyioTn kai n eAaxiorn TaxuTnTa pong Tou deiyuaToc.

13.Na pnopei va avaAlel pikpoUG Oykoug OsiyddTwv 0O  owAnvapia
TouAdyioTov <30uL.

14.H avTmioTddpion Tng XPwMaTikng aAAnAenikdAuyng (compensation) Twv
PBoploxpwudaTwV, UNopei va yivel Tooo kaTtd Tnv didpkeia 600 Kal JETA TNV
avaiuon.

15. 0 avaAuTnc va npayuartonolei avaAuon =10.000 kUTTapa ava deut/nTo.

16.Na pnopei va xpnolgonoinfei w¢ KATWEAI avixveuong onuATWV
(trigger/threshold) onoiadfnoTe napaueTpog okédaong r @Bopiouol Kal
0noloodrnoTe cuvdUaoHOG aUTWV.



17.

18.

19.

20.
21.

22

23.

24,

25.

10.

11.

12.

Oa ekTiun®ei o avaAutng va JlaBETel auTopaToug KUKAouG nAUGCNG Kal
anoAUpavaong Kata TNV €vapén Kal To KAEiGIHo Tou avaAuTn.

Na d1aBeTel ouoTnua noloTikoU eAéyxou. Na avagepBei n diadikacia Tou
NoloTIKOU EAEYXOU.

Na @Epel dsiyyaToANnTn HIKpOoNAaKkwv Kal napdAAnAa va é€xer Tnv
duvaToTnTa PETPNONG HEHOVWHEVWY CWANvVapiwy.

Na diaB£Tel cloTnpa avadeuong Tou deiyuaTod.

Oa ekTINNBOUV ENINAEOV XAPAKTNPIOTIKA TOU AVAAUTH.

.H kaTaokeudaoTpia eTaipia va O1a6£TEl NpoNapAOKEUACTIKO pnXavnua yia

autopaTonoinueveg diadikaoieg Auong, NAUONG, Movigonoinong, avadsuong,
€NWAaong Twv dEIYNATWY MNPIV TNV HETPNON TWV JEIYHATWV.

H npoopEpouca staipia va OiaTiBeTal va NpooPEPEl TO MPONAPACKEUACTIKO
MNXAvnua o€ nepIinTwon nou npokUWel n avaykn Adyw auvénong Twv
delypdaTwy.

H kaTaokeudoTpla Taipia va d1aBETel NponapackeuaoTIKO UNxavnua yia va
npaydaTtonolei autoépaTta Tnv KATAVOWR TOOO Twv Odsiyudtwv and Ta
owAnvapia aigoAnwiag 6co kal Twv avTidpacTnpiwv, ora ocwAnvapia
KUTTAPOMETPIaAG.

H npoo@Epouca sTaipia va dIaTiBeTal va NpoogEPEl TO NMPONApACKEUAOTIKO
MNXAavnua o nepinTwon nou NpokUWEl n avaykn Aoyw au&nong Twv
delyNaTWV.

. MPOAIATPA®EZ TOY MNMPOMPAMMATOZ

Na ouvodeUeTal and unoAoyioTn UWNANG TEXVOAoyiag KaBwG KAl EYXPWHO
EKTUNWTN. AVAQEPETE TA TEXVIKA TOUC XAPAKTNPIOTIKA.

To AOYIOMIKO NpOypauua TOU avaAuTr va €ivalr moTonoinueévo yia Xpron
J1ayvwoTIK®WV/KAIVIK®V e€eTdoewv (CE-IVD marked Baon 98/79/EC).

. To AoyIiOuIkO nNpoypaupa Tou avaAuTr va d1aB€Tel autdépaTa npoypduuarta

y1a KAIVIKEG EQAPHOYEG.

To AoyiodikO npoypapua Tou avaAuTr  €KTOC and Ta autoparta
npoypdupata, va Jivel oTov XelpioTy Tnv duvartdéTtnTa  dnuioupyiag
NPWTOKOAAWYV PETPNONG /KAl avaAuong TwV OEIYNATWYV.

Na pnopei va opioTei JEow Tou AoyiopikoU: d) o XpAoTng, B) n nUepounvia
EKTEAEONC TNG €EETAONG, V) TA OTOIXEIA TOU AVAAUTH.

Na pnopei va opioTei JEOW TOU AOYIOHIKOU n opBr AsiToupyia Tou avaAuTn:
a) n karaoraon Twv uypwv, B) n kartdotaon Twv laser, y) n TeAeuTaia
nUEPOMNVia ouvTAPNONG TOU avaAuTHh.

To AoyiopikO npdypagpa Tou avaAuTtny va eival andAuta cupBaTto HE
€PpapuoyEG ogalpidopeTpiac. Na avagpepBei BIBAloypa®ia nou va dnAwvel
TNV oupBatdéTnTa PETAEU Twv avTidpaoTnpiwv TNG €Taipiac kai Tou
MNXavAMATOG.

Na pnopei o XeIpIoThC va dnuioupyei panel avaAuong Kai va eKTUN®VOVTAI
autopata npoeniAeypéva anoTeAéopata acBsvwv ava panel. Eniong va
unapxel n duvartoTnTa va e€ayovral auTtopaTa o€ apxeia Tunou excel kai
PDF.

Na O1aBétel nAfpeg npdypaupa eA&yxou noldTNTAC AMOTEAECHATWV KAl
npoTunonoinong HMe avanapdacracn o< Jdlaypduupata Levey-Jennings
NapapETPWV €NIAOYNG TOU XpnaoTn.

Na PeTpd Tov anoAuTto apiBud kKuTTapwyv Pe npdTuna opalpidia. H perpnon
va gival maoTonoinuevn Baocsl Twv O1EBVWV Kavoviouwv Kal va diabetel CE-
IVD.

Na Oiabétel Tov nio oUyxpovo TpoOno Odiaxeipiong Twv OeDdOPEVWV TNG
KUTTapoueTpiag pong (FCS.3).

Na ava@pepBouUv Ta eniNAEOV XAPAKTNPIOTIKA TOU AOYIGHIKOU.



A. TIPOAIATPAGEZ EMKATAZTAZHZ

1. H etaipia va £€xel 600 duvatd PeyaAuTepn euneipia ot dI€BvN KAl EAANVIKN
ayopd, nou 6a avTikatonTpileTalr and Tov apiBUo TWV EYKATEOTNUEVWV
avaAuTtwv o€ €pyacTnpld, otnv EAAnvikA ayopd. Na ava@epbolv oToixeia,
onwc: a) uneluBuvog epyaaTnpiou, B) XEIPIOTAC TOU aVaAuTHh.

H eTaipia va d1a0&Tel TUNHPA €NICTNHPOVIKAG KAl TEXVIKAC UNOCTAPIENC.

Na éxel pakpoxpovn napoucia oTnv EAAnvikn ayopd. Na kartatebouv

MICTONOINTIKA TEXVIKAC KAl EMNICTNHOVIKAG UNOOTAPIENG TOU NMPoownikoU TNG

£TAIPIAC OTOV TOPEA TNG KUTTAPOMETPIAG.

4. H eTaipia va avaAdBfsl TNV €yKATAoTacn TOU OpPydvou KAl TWV
NAapeAKOPEVWY TOU Kal Tn Jdlevépyeld oUVTOPNG TEXVIKNG €KNAIdEUONG TOU
npoownikoU TOU epyacTtnpiou oOnou Ba eykataorabei. O avadoxoc va
avaAdaBel Tnv napoxn TEXVIKAG Kal EMIOTNUOVIKAC UMOCTRPIENG nou
agopouUv TNV eUpubun AsIToupyia Tou opyavou.

5. Na katatebouv BeBaiwoelg KaAnG AsiToupyiag and To TUAMA TNG TEXVIKNG
unoaoTnpIENG.

W N

ANAAYTHZ KYTTAPOMETPIAZ POHZ YIPHZ ®A>XHZ ME TAYTOXPONH ANAAYZH
AEKA ®OOPIOXPQMATQN

EEeraoeig KutTrapoperpiag Pong (ava kAIviko ogvapio)

YnonAnOuopoi AeppokuTTapwV:

MpoBAenopeva TeoT yia €va €1o¢ (ouvduaouoc/aodevn): 300

CD20-CD4 / CD45 / CD8-IgA / CD56-Igk / CD5 / CD19-TCRyd / CD3 / CD38
EvdeikTIKOC ouvOuaouog pBopIloucwV XPWOTIKWV

FITC / PE / PerCP-Cy 5.5/ PE-Cy 7 / APC / APC-H7 / V450 / V500-C

MoAAanAoUv MugAwpa

MpoBAenopeva TeoT yia €va €1og (ouvduaopoc/acBevn): 100

CD38 / CD56 / B2-Microglobulin / CD19 / IgK / IgA / CD45 / CD138 / CD27 /
CD19

CD38 /CD28 / CD27 /CD19/CD117 / CD81 / CD45 / CD138

EvdeikTIKOC ouvOUaopog pBopIloucmV XPWOTIKMV:

FITC / PE / PerCP-Cy 5.5 / PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700

AlgpeuvnTikO NAveA MugAoU TV 00TWV

MpoBAenopeva TeoT yia €va €T1og (ouvduaopoc/acdevn): 200
CD10/CD5/CD20/ CD19/ CD34 / CD45 / MPO / CD79a / CD3 / CD7
EvOelkTIKOG ouvduaauoc @BopIloucwV XPWOTIKMV:

FITC / PE / PerCP-Cy 5.5/ PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

KatdaAoinn véoog B Aspponapaywywyv

MpoBAenopeva TeoT yia €va €1o¢ (ouvduaopocg/aobevn): 50

CD23 /CD10/ CD5/ CD19/ CD20/ CD45/ CD3 / Igk / IgA / CD27 / CD200
EvOeikTIKOG ouvduaouog pBopIloucwy XPWOTIKWOV:

FITC / PE / PerCP-Cy 5.5 / PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

KaTtaAoinn vooog O&eiag Aeuxaipiag



MpoBAenopeva TeoT yia €va €To¢ (ouvduaouoc/acdevn)): 50

CD64 / HLADR / CD117 / CD19 / CD34 / CDb45 / CD35 / CD300e / CD14 / CD10
EvOeikTIKOC ouvOuaonog pBopiloucwy XPpWOTIKWV

FITC / PE / PerCP-Cy 5.5 / PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

Mapo&UouIKr VUKTEPIVA dlgoogaipivoupia

MpoBAenopeva TeoT yia €va £€1o¢ (ouvduaouocg/aoBevn)): 30

Flaer / CD24 / CD15 / CD14 / CD16 / CD45 / CD33 / CD235a / CD59 / CD66b
EvdeikTIKOC ouvOuaopoc pBoplloucmV XPWOTIKMV:

FITC / PE / PerCP-Cy 5.5/ PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

B Aeyonapaywyad

MpoBAenopeva TeoT yia €va €1o¢ (ouvduaouoc/aodevn): 300

FMC7 / CD79b / CD22 / CD19 / CD45 / CD43 / CD200 / CD27 / CD24 / CD103
CD1l1c/ CD25/ CD45 / CD19 / CD62L / CD20 / LAIR1 / CD31 / CD81 / IgM
EvdeikTIKOC ouvOuaopoc pBoplloucmV XPWOTIKMV:

FITC / PE / PerCP-Cy 5.5/ PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

T Agpgonapaywyad

MpoBAenopeva TeoT yia €va €1o¢ (ouvduaouoc/aodevn): 100
CD7/CDb2/CD4/CD8/CD3/CD45/CD57 / CD30 / CD25 / HLADR

TCRyd / TCRaB / CD5 / CD11c/ CD3 / CD45 / CD26 / CD1a / CD27 / CD28
EvdeikTIKOC ouvOuaouog pBoplloucwy XPWOTIKDV:

FITC / PE / PerCP-Cy 5.5/ PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

Kit yia éAeyxo penepTopiou T kKuTTapikoU unodoxea, I0Test® Beta Mark PN
IM3497

MpoBAenoueva KIT/€T0G: 2

OE&eieg Neuxaipieg

MpoBAenopeva TeoT yia €va €1o¢ (ouvduaoudg/aobevnry): 100

CD71 / HLADR / CD7 / CD33 / CD34 / CD45 / CD11b / CD13 / CD4 / CD16

CD36 /CD123 / CD14 / CD56 / CD34 / CD45 / CD65 / CD203c/ CD2 / CD38
Tdt / Lyso / MPO / CD3 / CD79a / CD34 / CD45 / CD13 / CD22

EvOoeikTIKOG ouvOUaOTHOG pOOoPIJOUCWY XPWOTIKWV:

FITC / PE / PerCP-Cy 5.5 / PE-Cy 7 / APC / APC-H7 / V450 / V500-C / Alexa Fluor
700 / BV605

>paipidopeTpia
MpoBAenoueva KIT yia €va £€1o¢: 2 (dU0)

KIT noooTIkng HETpNoNG KuTTapokivwv (Interleukin-2 (IL-2), Interleukin-4 (IL-4),
Interleukin-6 (IL-6), Interleukin-10 (IL-10), Tumor Necrosis Factor (TNF),
Interferon-y (IFN-y), and Interleukin-17A (IL-17A)) og unepKeigyevo
KUTTapokaAAIEpYEIag KAl NAGoua.

NINAKAZ MEMONQMENQN MONOKAQNIKQN

142/[FOX-P3 PE 100
143|[FOX-P3 ALEXA 488 100
144|ZAP-70 PE 100
145|CD282 PE 100
146|CD284 PE 100




147/CD283 PE 100
148|TCRab PE 100
149]TCRgd FITC 100
150/CD195 PE 100
151/CD195 FITC 100
152/CD193 PE 100
153/CD184 PE 100
154/CD184 APC 100
155/CD182 FITC 100
156/CD182 PE 100
157/CD182 APC 100
158/CD181 FITC 100
159/CD181 PE 100
160/CD181 APC 100
161/ANTIAPASZTHPIO AYZHZ EPYOPQN KAI MONIMOMOIHZHE 2000
AEYKQN
162|KIT ENAOKYTTAPIAZ XPQZH= 500

ITPOATATPA®EY YYXTHMATOX YBPIAIXMOY IN SITU ME

TEXNIKH FISH

I'TA MOPIAKEXZ KYTTAPOI'ENETIKEX EEETAXEIX
I'TA TO EPTAYTHPIO I'ENETIKHY TOY III'NA

ANAAYTHX No 17

To cvompa va teptiapfavet :

e Béoeig yo Vv Tavtdypovn eneEepyacio 12 avVTIKEILEVOQOP®OV TAUKOV.

e Avvordmra pvbuiong Tov ¥pdvov Kot g Beppokpaciog Tov amorteitol KGO

@opa, ywo. v amodidtaén (melt temperature/time) kor v vppidomoinon
(hybridization temperature/time), avéAoya pe to deiypo Kot TOV OviyveELT
OV (P CLLOTOLEITON

e Avvardmra glcaymyng kot arobnkevong péxpt 40 TpoypapuudToV.

e Avvatdtnro AE1TovpYiag TOV GLGTNUATOS GOV OEpLOVOUEVT] TTAGKA.

e EVypnoto tapmid yio 0KOA0 TPOYPAUUATIGHO.




e 5 TPOYpPOPUATIOCUEVES YADCGEG

e To ovomuo vo OSwtnpel opowdpopen Beppoxpacio  petald TV
OVTIKELEVOPOPMV TAUKDV.

Teyvikd yopoKTNPLOTIKA

XopnTikotnto 12 avtikelpevo@dpeg mAdkeg

Xpovog Avvatodmro poduiong tov ypoévov and
0-100 dpeg , KatdoTOon GLVEXOVG AEITOLPYING

O¢ppokpacio Avvatodmta pvdong g Beppokpaciog amd 30-
95°C

Agutovpyia 6g Tdon 240 VAC

"Evtaon pedpatog 1,6 A

XyeTIKN vypooia 20-80 %

aepairovtog

Xpnowonogitor yio v enegepyacio detypdtov pe FISH. Me to suothua avtd
pmopet va mpaypotonomBel tavtdypova N amodidtasn (toso tov DNA o1oyov
0G0 Kol TOL Oglypatog) Kot 0 VRpdepdg puBuilovrog to ypovo Ko ™
Bepurokpacio mov amarteiton kdbe Popd.

To cvotpa avtd va pmopet va xpnopomomBet yio Tic Tapakdato eEETAGELS e KIT:
1. KIT pe DNA probes mov 0a mepiéyet DNA akoAovBieg tov RB-1 gene o1
Covn 13q14 tov ypopatocodpotog 13.

2. KIT pe DNA probes mov Bo mepiéyet DNA axoiovBieg cuumAnpmuotikés
tov toneov D215259, D21S341 and D21S342 otic {oves the 21922.13 wg 0 21g22.2
TOV XPOUOTOGOUATOS 21.

3. KIT pe DNA probes mov 0o nepiéyet DNA axoAovfieg yio v Kevipopeptkn
TEPLOYT TOL Ypopatocodpatog 18 (18p11.1-g11.1).

4, KIT pe DNA probes mov Ba mepiéyet DNA akoAovBieg mov vPproomotodv
TNV KEVIPOUEPIKN TTEPLOYN TOL Ypmpotocopatos X (Xpl11.1-q11.1).

5. KIT pe DNA probes (alpha satellite DYZ3) mov 6o mepiéyer DNA
aKolovBieg mov LVPPIOOTOIOVY TNV KEVIPOUEPIKT] TEPLOYT TOVL YPWOUATOCMOUATOS Y
(Ypll.l-g11.2)




To kit mpénet va meprtlapfdvel ETolpa Tpog ypnon OA To AVTIOPAGTIPLO, Yo

- 12N HCI, 1IN NaOH, 20X SSC (500 g), NP-40, DAPI I, DAPI Il , Formamide,
ultrapure grade , Paraffin Pretreatment Kit I, Paraffin Pretreatment Kit 11 , Paraffin
Pretreatment Kit 11

IHNINAKAY 17

E=Z/ETOX

MetaAla&elg ko avevmhogdieg ypopatoomporog 13 | 100

MetodhdEelc kot avevmhogldieg ypopatocmparog 18 | 100

MetaAla&elg ko avevmhogdieg ypopatoooparog 21 | 200

MetodhdEelc kot avevmhogldieg ypopatooopatog Y | 100

OB WNF-

MetaAla&elg ko avevmhogdieg ypopatooodpatog X | 100

HPOAIATPA®EX XYXTHMATOX MOPIAKQN EEETAXEQN
ME PCR
I'TA TO EPTAXTHPIO 'ENETIKHX TOY IIT'NA

To cvotpa va epriapPdvet :

ANAAYTHX No 17

1. 'Eva Ogpuixd Kvkromomr (PCR)

Xopnrkétnreg: poviédo single or dual block (twv 30, 1 2x 30 0.5ml
ocoAnvapiov Eppendorf)

TYmog Block : Hot, cold

Evositeirg: Pnoraxéc |

Evpog Oeppokpacioc: petath -5C to 100:C

O¢eppokpacicg Aertovpyiog: peta&d 39°C to 89-C

Oeppn axpipera: £0.3°C pe mpoypoppoticpévo 6tdyo toug 90°C,

"EAleyyog Oeppokpaciog tomov: Peltier

Oeppkn} oporopopio: +0.4°C well-to-well péoa oe 30 sec otovg 90°C

Tayvtra: ¢og 3°C/sec

voltage: 100-240 VAC rms

Yvyvotnra: 50-60 Hz povig edaong

Ioyvg: pa&yoop 850 W

Metogopa dedopévav: serial / parallel



XopoktnproTika: kepain erevbepn Aadiov (heated lid for oil-free cycling),

TPOYPAUUATICOMEVT
Extra : Navigation-key controls, displays lid, block kot sample temps

2. JIAMp®¢ avTOUATOTOMUEVO KOl EDEMKTO GUGTNO Y10 TPOGIOPIGHO
aAAniovyiog (sequencing), peyé0ouvg Kot ToGHTNTOC TV VOUKAETK®OV 0EEmV.

To cvomua va &yt duvatdtnta Torlvypopatikng edopilovoag onpavong (e 4
dtapopeTikég pBopilovaeg YPMOTIKEG G€ Eva TPLYOELOES), TPLYOEIOIKNG
niextpodpnong(CE) ko va £xet KatdAinio software ywa tnv avéivon tov
OTOTEAECUATOV.

3. Movada optlovtiag nAexktpopopnong yo CEAN ayapolng He Tpo@odoTikd 1oY00g
LE TPELG TOVAYIGTOV EEOO0VG Y10 TNV NAEKTPOPOPTON TOV OELYUATOV YEVETIKOV
VAKOV.

4. Tuomua OToypaenong amd kT ayopodlng e okotevo BGAaoc 6tov omoio
Vo TPOCAPUOCETOL YNPLOKT] POTOYPOPIKT UNYOVI LE LKPOTGIT Yio amobrkevon
OEdOUEVMV KOl LETATPOTY| EIKOVAG G ymolakd dedouéva (jpeg, bmp, tif, gif, tga, png
apyeia). Na pmopel va gpnoipomomet oyt povo yio potoypaenon gels aAld kot
OTOL0ONTOTE AVTIKELLEVOU.

5. Tpanelo vrepiddovg axTvoPoriag KOTAAANAN Yia Tomobétnon Sidpavaov
TKTOUATOV oyapolng N molvakpvAapidiov yio v peAén tpoteivov , DNA 1 RNA
7oV POopilovv oTNV VIEPL®OT aKTIVOBOALa.

KIT

1.Kit yuo epyactnplokn dtayvootikn ypnon, pe onuovon CE yio m didyvoon

YPOUOGOUIKOV avopoAldv Tov 13,18, 21, X kot Y ypolocopdT®y Le TE(VIKI
QF-PCR.

To kit va mepiéyet Betikd ko apvnTikd opod eAEYYOL Kot EKKIVNTEG(primers) yio

deiktec(markers) oto ypopdcsopo 7 Kol 610 xpoUOcOUN X, OCGTE Va £ivol duvot N

duyvaon tov cuvopopov Turner. Na propovv va mpocdiopilovtar 7 markers yio

ké0e éva amo ta ypopocopota 13, 18, 21 ko X/Y.

2. Kit o tov mpocdiopiopd tov petadrdéewv BRCA (185DelAG, 5382insC) pe
pébodo multiplex PCR mov axorovBeitar omd avactpopo vpdopd Kot TeAKn
pétpnon pe ELISA. To kit va mapéyet  dvvatdtnta dtoyopiopot opoluyotdy Kot
etepoluYOTOV.

3. Kt y1a tov mpocdiopiopd tov petarraéemv Connexin (35delG, 167del T,
Cx30deletion) pe péBodo multiplex PCR wov akoArovbeitar and avdotpo@o vipioicpuo
kot teAkn pétpnon pe ELISA. To kit va mapéyet T duvatdtnTa dtoympiopon
opoluymTdVv Kot eTepolLyMTOV.

4. Kit yio tov 1pocdiopiopd tov petorhaéewmv g vocov Gaucher (84GG, IVS1+2,
N3708S, D409H, L444P&V394L) pe pébodo multiplex PCR mov akoAiovBeitor amd
avaoTpoo VRPcHd Kot el pétpnon pue ELISA. To kit va mapéyet
duvatodHTNTO S WPIGLOL OLHOLLYOT®V Kot TEPOlLYMTMV.



5. Kt y10 tov mpocdopiopd tov petorrdéemv Kvotkng Tvoong (AF508, G542X,
R1162X, W1282X, N1303K, 1717-1G>A) pe pébodo multiplex PCR mov
axolovOeitan amd avdoTpopo VRpoUd Kot ek pétpnon pe ELISA. To kit va
TapEYEL TN SLVOTOTNTA SO OPIGHOV OPOLVYOTAOV Kot ETEPOLVYDOTMV.

6. Kt yia tov mpocdtopiopd tov petaAraéemv e vocov FMF (M6801, M694V,
V726A, M6941, E148Q) pe pnébodo multiplex PCR mov akorovBeitan and aviotpopo
vPpIoUo Ko teAK” pétpnon pe ELISA. To kit va mapéyetl ) duvatotnta

S @P1opov opolVYOTOV Kol ETEPOlLYMTMV.

To kit mpénetl va mepthopPdvet £Tolpa Tpog ypnon OAL To AVTIOPOCTPLO YIoL:

A. v amopovoon tov DNA. To cuykekpluévo aviidpactiplo TPEMEL Vo givarl
KOTOGKEVOGUEVO O TNV 10100 €TOpEin KOl OYESOCUEVO DOTE VAL EMTVYYAVETOL TO
Bértioto dvvatd amotéhecpa. Qotdco, Ba mpémer va €xer ) dvvordTTA
TPOCUPUOYNAG TOV TPMTOKOALOL G€ OmOlodNmOTE KAOOGIK HéEB0dO ekyOAONG TOL
DNA.

B. v emiextikn evioyvon DNA (e1dikoi Primers, Amplification Mix, Taq
Polymerase, dNTP’s, yAwptovyo poyvioio)

Axépo, Oo mpémer va mepiéyel control un €W0IKOV avTOPAGE®V YO TNV OTOQLYN
yevdg Betikdv  amotedeopdtomv  (specificity control), control eAéyyov NG
evatoOnciog tov VEPLOIoUOY Yo KAbe petdAlaln (sensitivity control), control yia tnv
aod00N TG avTidpacng Tov conjugate.

IHINAKAY 17

EEZ/ETOX

1| Aldyvoon ypopocoukody ovopolov tov 13,18, 21, X ka Y 100
ypopocoudtov pe texvikn QF-PCR

2 | MetarrdEerg BRCA (185DelAG, 5382insC) pue pébodo multiplex PCR | 200

3 | Metaira&erg Connexin (35delG, 167delT, Cx30deletion) pe pébodo 30
multiplex PCR
4 | Metarlaéerg voosov Gaucher (84GG, IVS1+2, N370S, D409H, 20

L444P&V394L) pe péBodo multiplex PCR

5 | Metaarages vocov FMF (M680I, M694V, V726 A, M6941, E148Q) pe | 20
péBodo multiplex PCR

6 | MetaAragers Kvotung Tvoong (AF508, G542X, R1162X, W1282X, 50
N1303K, 1717-1G>A) pe pébodo multiplex PCR




