AIATQONIZMOZS TIA THN ANAAEIZH XOPHIHTOY/TQN TIA THN MPOMHGOEIA
ANTIAPAZTHPION KAl ANAANQZIMQON TIA THN KAAYWH TON ANATKQN ZE
EZETAZEIZ TOY AIMATOAOTIKOY TMHMATOZ TOY I.N.A. «O EYAITEAIZMOZ »

§1

§2

TEXNIKEZ NPOAIATPADEZ AYTOMATOY

A. AIMATOAOTIIKOY 2Y2THMATO2

TO ZYZTHMA H ZYITHMATA OA NMPENElI NA ANOTEAOYNTAI ANO 2 i NEPIZZOTEPOYZX
ANAAYTEZ YWHAHZ TAXYTHTAZ 300 AEITMATQN THN QPA XYNOAIKA (CBC+Diff+NRBC)
KAl TAYTOXPONHXZ AYNATOTHTAX METPHXZHZ AEK KAl EMMNYPHNQN EPYOPQN,
IKANQN TIA THN KAAYWH TOY ZHTOYMENOY EPIOY. Ol ANAAYTEZ NA 2YNAEONTAI
OYZIIKA ME 2YZKEYH ENIZTPQZHX KAl XPQIEQX ENIXPIZMATQN MNEPIOEPIKOY
AIMATOZ. NA EXElI AYNATOTHTA ®OPTQIHI TOYAAXIZTON 150 i 200 AEITMATQN
TAYTOXPONA EITE AMO ENA KOINO ZHMEIO O®OOPTQZIHZ, EITE AMNO MOAAATIAA
IHMEIA ®OPTQIHX (NA MNEPITPA®EI). NA MNPOXZOEPOElI ENINAEON E®EAPIKOZ
ANAAYTHZ TOY IAIOY KATAZKEYAZITIKOY OIKOY ME KOINA ANTIAPAXZTHPIA KAl
ZYNOAIKH MAPATQIIKOTHTA 90 AEITMATQN THN QPA (CBC+Diff+NRBC).

OA BAOMOAOIHOEI H EMINAEON TAXYTHTA NAPATQIIKOTHTAZ ANA ZYZITHMA, H
AYNATOTHTA OOPTQXHXI METFAAYTEPOY APIOMOY AEITMATQN ANA 2YITHMA, TO
KOINO HMEIO ®OPTQIHX ANA 3YITHMA, KAOGQz KAl H AITOYMENH NAPArQri-
KOTHTA NA KAAYMNTETAI ANO ENA ZY:ZTHMA. EMINAEON, ©OA BAOMOAOIHOEI TA
ANTIAPAZTHPIA NA EINAI ETOIMA NPOz XPH2H KAl NA MHN XPEIAZONTAI APAIQZH.

TNV olkovoulkn mpoodopd va meplhappavovial OAa Ta EMILEPOUC KOOTN AELTOUpYLOG TOU

OUOTHUATOG.

1)

2)
H

ENA ZEKINHMA KAl ENA ITAMATHMA TQN ANAAYTQN HMEPHZIQI H OMNOIAAHNOTE
AIAAIKAZIA ZYNTHPHZHZ AMAITEITAI ZE NEPIOAIKH BAZH «HMEPH2IQZX, EBAOMAAIAIQZ,
K.A.TL).

NMOIOTIKOZ EAEFXOZ : 3 CONTROLS (1 NORMAL, 1 LOW, 1 HIGH)/ HMEPA

KOTOLOKEUAOTPLA E€TALPElA TwV TPOUNOEVOUEVWY avOAUTWY, va TAPEXEL TPOTUTO

napackevaopa eAéyxou (control) yla 0Aeg avefalpETw e TIC MAPAUETPOUC, YLD TOV ECWTEPLKO

TLOLOTLKO €AEYXO TWV AVAAUTWYV Kol TPOTUTO aipa puOuLong toug (calibrator) yla 0Aeg tig
Baolkég mapapétpouc (WBC, RBC, HgB, HCT, MCV, PLT).

MNa tov KaBe avaAutn Tov GUCTAHATOG § TO CUVSUAGUO aAvaAuTwV

1. Na eival cUyxpovng texvoloyiag kat va duvatal va avallel ta éupopda otolxeia
TOU QlHOTOG 0€ AmOAUTO aplBUd Kol O€ TOCOOTO.



2. Na daxelpiletal ta Seiypata — cwAnvapla apxkng atpoAnyiog He oautoOpaTn
apaiwon delypatwy, avidpaotnpiwy, controls.

3. Oa PaBuoAoynBel n Suvatdétnta va HETPA 0t AAAQ BLoAoylkd uypd mépa TOU
dAeBLkoU, OMwg M.X. eykedbaAovwtiaio, MAgupLTtikd, apBpltikd, k.a. Oa BabuoAo-
ynOel n mpoodopa efelbikeupévwy controls pe miotomoinon CE. Na katateBel
EMIONUN TOAPOTIOUT) OTA TEXVIKA EVTUTIOL TOU KOTOOKEUAOTA I Of €EMIONUEG
dnuooleloeLg.

4. Na ekteAoUvTal QUTOMATA N LETPNON TWV KATWOL mapapétpwy and to pLaAidlo tng

VEVLKAC ailpoTog:

1) AplBuocg Aeukwv atpoodatpiwy

2) AplBuog epubpwv atpoodalpiwy

3) AmoAuto aplBuod kAl mMooootd % TWV EUMUPAVWY gpuBpwWV HE ApEon UHETPNON
(0xL umtoAoyloTtika), oe KABe yevikn aipatog xwpic va amnatlteital emavainyn
tou O&elypatoc kot va OlopBwvetal auvtopata o aplBudc TwWV AEUKWV
alpoodatpiwv.

4) Awuatokpitn

5) Awoodatlpivn

6) MCH

7) MCV

8) MCHC

9) RDW

10)PLT

11)MPV

12)0a BaBuoAoynBei n uétpnon twv napapétpwv PDW kat PCT.

13)AndAuto aplBud kat moocooto % twv umonAnBuouwyv tou AeukokuTtTaplkol Stado-
plkoU tuTou. To aBpolopa Tou MooooToU TwV UNMOTIANBUOUWY TwV AEUKOKUTTA-
pwv, dnAadn twv oudetepodiAwy, TwV AgUPOKUTTAPWY, TWV HOVOKUTTAPWYV,
Twv nwowodilwv kat twv Baoceodilwv, cuuneplAauBavopuévwy TwV AWPWV
KOKKLOKUTTApWYV va eivat 100, eite To aBpolopa tou mMocooTol TWV UTOTIAN-
Buopwv, 6nAadn twv oudetepodpilwy, TWV AeudPoKUTTAPWY, TWV HOVOKUTTA-
pWV, Twv nwolvodilwv kot Twv Baceodpilwv va eival 100. Oa Babuoloynbel n
duvatotnta Kal Twv dUo emAoywv.

14)AndAuto aplBud kal moocootd % twv SiktuoegpuBpokuttdpwyv (AEK), &eiktn
atpoodatpvomnoinong twv AEK  aAAn avtiotolxn mMapaueTpo dLayvwoTikng afiag,
TouAdxlotov otoug dU0 avalutég Tou cuothpatoc. Oa BabuoAloynBel n pétpnon
tou O6Ladoplkol TUMOU Twv OlkTuoEpUBpOKUTTAPWY, avdloya e TO Pabuo
awpoTNTAG TOUG KAl avadopd TOUG OE TMOCOCTO % KoL n METpnon Tou Oeiktn

wpipavong twyv AEK.



10.

11.

12.

15)0a BabupoAoynBel va peTtpouvTal TA AWpPO KUTTAPA TNG KOKKLWOOUC OELPAG
(LeTapueAokUTTOPA, LUEAOKUTTOPA, MPOUUEAOKUTTAPA) O amOAUTO aplBud Kat
moocooTo %.

H mapaywylkotnta tou Kabe avaAuti va eival touAdylotov 90 Seiypata ava wpa
OTO QUTOUOTO KAELOTO cUOTNUA, Yla OAEG TIC PACIKEG ALUOTOAOYLKEG TTAPAUETPOUG
(CBC+DIFF+NRBC), amo ti¢ onoieg e€atpeital n pétpnon twv AEK.

Na avadpepbolv kat va meplypadolv oL xpnolpgomoloUpeveg pebBodoAoyieg
pnétpnong mou Ba dtacdaAilouv TNV 0pHBOTNTA TWV AMOTEAECUATWY.

. To mpoodepouevo ocvotnua va duvatal va npocdlopioel, oe dlaitepa nmaboloyt-

KEC TEPLMTWOELG Selypatwy, aflomiota Tta alpometdAla. Oa BabBupoAoynbel n
duvatotnta evaAAaKkTikng pebodoAloyiag apeong, taxutatng, xwpic emumAéov Sia-
dlkaole¢ amo tov Xelwplotr, uPnAol OCUOXETIOMOU pE Tn MEB0SO avadopdg
CD61/CD41 (va katotiBetat oxetikn PBipAloypadia afloAdynong). ©a PBabuo-
AoynBel n pé€tpnon Ttou amoAutou aplBuol KAl TOU TOCOOTO % Twv
SiktuoatponetaAiwy.

O@a PBabBuoloynbel to mpoodepopevo cvotnua va Slabétel bk Asttoupyia/
MPWTOKOAAO yla tnV a&LOmLoTn HETPNON KUTTAPWY O PBLOAOYLKA/CWHOTIKA Lvypa
(eykepalovwtiaio, aoKLTIKO, TTAEUPLTIKO, apBplkd K.a.), yla Ta omola va Stabétel
avtiotolxa controls. Na divovtal anapaitnta ot €€ng napdapuetpot: TNC kat RBC. Oa
BaBuoloynBel eav petpwvtal kat ot mapapetpolt WBC kal TUmog.

O oykoc¢ dewypatoAnyiag va pnv Eemepva ta 165 pl t600 0to AvolxTO 6CO KAl OTO
kKAewotd olotnua (pL/avolytd/kAewotd) kat va StaocdaAiletal n akpifsla twv
opalwoswv. Oa BabuoloynBel BeTika o HikpOTEPOC OYKOC detypatoAnyiog.

Na SlaBétel mpoypappa TOLOTLKOU €A€yxou yLa tnv aflomiotn Asltoupyia tou
opyavou.

Na Owabétel avayvwplon Oewypdtwv pe barcode kat avidpaotnpiwv péow
barcode. ©@a BaBuoAoynbeil n Suvatotnta poptwaong avidbpaotnpiwv pe RFID.

Na SiabBétel xelpokivnto Kol autopato cvotnua dewypatoAnyiag, pe delypato-
Anmtn 50 TouAdxlotov B€oEwV Kal Vo ETILTPETEL TN SLEVEPYELA ETELYOVIWV AVOAU -
oswv (STAT):

1) To autopato cUOTNHUA, VO XPNOLUOTIOLEL KAELOTA CwWANVApPLA, EUPELOG YKAUOC
Kol va SlaBE€Tel YPAUULKO KWOLKA yla TNV OvAyVWwon TwV KWOLKOTOLNUEVWY
otolxelwv tou acBevy amd to PLaAidio, emiong va efaocdalilel tnv akpPpn
EMApPKELO aipatog yla tnv dte€aywyn TN YEVIKAC AlpaToc.

2) Kat otig duo mepumtwoelg SetypatoAnyiag, ta akpodvola va kabBapilovtal
autopata.

3) Mpw amnd tnv avappoddnon TOUu aUTOPATOU OELYHATOAATTN va Tponyeitat
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13.

14.

15.

16.

avadeuaon, n omola va cUPPWVEL HE TA EMLOTNUOVIKA TIPOTUTIA KOl va HLPE(TaL
TNV Kivnon tou XeploU, MPOKELLEVOU va amodpeuxBolv aAAOLWOELG KUTTAPWY,
oTO Mpo¢ avaAuon delyua.

OL KATOVOUEG TWV KUTTAPWVY va eldavilovtal otnv 000vn EyxpwHO KOL VO EKTUTIW -
vovtol o€ HOoPpdEC VEPEAOYPAUUATWY, LOTOYPAUUATWY, KATL TAPEXOVTAC UE AUTOV
ToV Tpomo acdaleic kal xpRoLlpeg nAnpodopieg mov unoBonBouv tn SLayvwaon.

Na 606oUv otolxeia yia tnv akpifeta [WBC count/RBC count, Hemoglobin/platelet,
MCV n Hct), tn ypapuikotnta (WBC count/RBC count, Hemoglobin/platelet, MCV(fl) 1
Hct (%)] kat tnv emoavaAnPLpuotnta Twv HETPACEWY .

Na é€xet auénuéveg Suvatotnteg otnv afloAdynon TwV OANMOTEAECUATWV ATO
Selypata mou meptéxouv maboloylka kUTTapa, kabwg emiong kat and deiypata pe
ENQTTWHEVO | AUENUEVO aPLOUO KUTTAPWY. AVOAUTLKOTEPQ KAl avaPOpLKA UE:
1) ™ popdoAoyia Twv Asukwv altpoodalpiwy vo emtonpaivet:

i Ta atumna AepdokutTopa

ii. Toug BAAoTEG

iii. TN Aeukomevia

iv. Tn AEUKOKUTTAPWON

v. 1n Agpdonevia

vi. 1nv oudeteponevia

vii. tnv oudetepodiiia

viii. Tn povokuttdpwon

iX. TNV nwowodAia

X. Tn Bacsodiiia

Xi. TOo Awpa KUTTAPA TNG KOKKLWOOUG OELPAC
2) tn popdoloyia twv epubBpwv alpoodatlpiwyv va enonpaivet:

i. TNV aviookuttdpwon

ii. TN UKpOKUTTApPWON

iii. pokpokuttdpwon, OMwG Kal Tnv Umapén availuiag, gpubpokuttdpwong,

BpavopdTwy Kal cuykoAARoEwWV epuBpwv

3) tn popdoloyia tTwv alponeTaAiwy va emtonuaivet:

i TNV UTtapén CUCOCWUOTWHEVWY OLLLOTIETAALWY

ii. ylwyavtiwv alpgomnetaiiwv

iii. t™n BpouPomevia kat

iv. 1t BpouPBokuttdpwon

Oa BabuoloynBolv ol emionuAvoelg yla a) tnv Umapén ocuykoAARoewv epubpwy,

B) ylyavtiwyv atpomneTtaAiwy.

Na Stacdaliletal n €ykailpn aviikataotaon twv avitdbpaotnpiwv. Na neplypadetl
OVOAUTLKA TO cUOoTNUA (el60moLoELG, Ka).



17.Na dtaBétel cuotnua autoeAéyxou kat faBuovounong. Na nmeplypadel avaAuTtika.

18.Na mapéxovtal oL MOPAKATW AELTOUPYLIEC, €(TE OO TO EVOWHATWUEVO AOYLOULKO

TOU CUOTNHATOG, €LTE ATIO EEWTEPLKO CUVOETLKO AOYLOMULKO UE OXETLKA UALKOTEXVLKNA

uroSoun yla tnv afloAdynon TwV AMOTEAECUATWY TWV ALLATOAOYLKWY AVAAUTWY,

TLOU TTPOKUTITOUV aTtO TLG AVAYKEG TOU €pyactnplou.

1) To mpoypappa Ba mpeémnet va Slaxelpiletal OAoUG TOUG ALUOTOAOYLKOUG ava-
AUTEQ (SLadopwy TUTIWV) TNG eTaLpiag Tautoxpova. H Sltaxeiplon va meplAapupa-
VEL OAeg TIC MAnpodopiec Tou avaAutn (TIHEC MAPAUETPWY, VEDEAOYPAUUATA,
LOTOYPAUUOTA, ETLONUAVOELG, KTA):

i H enmkowvwvia HeTafl avaAuTwy Kol MPOYPAUUOTOG va eivatl apdidpoun.

ii. To Aeltoupylkd cvotnua va eivat Windows.

iii. No unmapyxouv dtadopa enineda aocpAaAelag xpnoTwy.

iv. Avuvatotnta autopatng Snuiouvpyiag avriiypadpwv acdaleiag (backup).

2) Na é€xeL t™n Suvatotnta edpapuoyns Kavovwyv afloAdynong twv mAnpodoplwv
TWV AVaAUTWV KoL TOU apxeiou acBevwy w¢ akoAoUBwG:

i @fomion KAavovwy availoya UE TIG AVAYKEG Tou KaBe epyaoctnplou.

ii. Evepyomoinon twv Kavovwyv PE TNV évapén TOU MPOYPAUUATOC.

iii. AuTOpOTOC £AEYXOC TOU QATOTEAECOHATOG TNG KABe mapapétpou (amoAuTog
aplOuog kol emi tolg eKATO HETABOAR), TNG KALVIKAG TTOU TIPOEPYXETAL TO
Sdelypua, Tng wpag atpoAnyiag, tng mapayyeAiag kat cuvéuvacpol OAwv
TWV MAPATIAVW.

iv. JZUYKpLON TWV TMOPAUETPWY LE TO TPONYOULEVO LOTOPLKO TOU acBevoug.

V. ATO TIG OUYKPLOELC KaL TOUG EAEYXOUC TTOU TIPAYLATOTIOLOUV Ol KAVOVEG, TO
TMIPOYPOAUHA VO TIPOTELVEL KOLL VA EKTEAEL auToOpATA TNV KATAAANAN eVEpyELa
(emavefeétaon tou Selypatog, HETPpnNON EMUMTAEOV TTOPAUETPOU, OTPWOLUO-
Badn mAakildiou, Apeon evnUEPpwWaOn LATPOU KTA).

3) To mpoypappa vo cuvdéetal pe onotodnmote LIS pe apdidpoun emikovwvia.

4) Oa BabupoAoynBei n Sduvatdtnta ovvdeong kol Slaxeiplong MPOYPAUMATOC
Image Analysis.

Oa BaBupoAoynbeil n emeepyaocia kal n Staxeiplon Twv €lKOVWY amod TO MPO-

ypapupa Image Analysis va yivetal aneuBeiag ano to cuvodeUTIKO AOYLOULKO.

5) Anoapaitntn npolndBeon yla tnv opaAnl Asttoupyia tou epyactnpiou eivat n
nopaxwpnon teccdpwyv (4) otaBuwv epyaciagc.

19.To AOYLOMLKO TWV ALLATOAOYLKWY aVAAUTWY va €ival otnv ayyAlkn i otnv eAAnvikn
YAwooa, kat vo SlaBétel ecwteplkd ocuoTnpa apxeloBétnong touAdytotov 80.000

Selypdtwv ava cvotnua. Oa BabupoAoynBel BeTikd TO AOYLOMLKO va €lval otnv
eAANVLIKN YAwooa.

20.Na SlaBétel Eyxpwpn 000vVN KAl EKTUTTWTH EYXPWHUNG EKTUTIWONG.



21.Na ouvbeBei 1o avaAutikd ocvotnua pe to NAnpodopLakd Zvotnua tou Epyaotn-
plou (LIS) kat to MAnpodoplakd Zuotnua tou Nocokopeiou (HIS).

22.H Aettoupyla tou egpyaotnpiou eival ocuvexng (24 wpeg tnv nuépa, 7 nUEPEG TNV
eBbopada). Na meplypadel avalutika oevaplo BAABNG 0TO CUOTNHA WOTE VA KO-
AudBel n mapaywylkoTnTa TOU gpyactnpiov, touAdytotov 100 Seypatwyv/ wpa. O
XPOVOG TNG LELWUEVNG TTAPAYWYLKOTNTAG va pnv umtepPBaivel etnoiwg ti¢ 48 wpeg. H
TEXVLKN KAAuYn va KaAUTttel 0Ao to 24wpo OAn tnv eBdopdda kat va ival dpeon.

23.Na ouvodevetal and otabepomolnty taong UPS pe katdAAnAn LoxU KoL OTTLKO-
okouoTikr Siataén mpoeldomoinong oe mepimtwon SlAKOMNAG TNG TAONG KAl OF
nepintwon emumédou taong Twv eMavodopT{OUEVWV UMATAPLWV

24.0Aa TO MOPATIAVW VO TEKUNPLWVOVTAL OTAPAITNTA UE TIOPATIOUTEG KOL OE TEXVLKA
€VTUTIOL TOU KATAOKELAOTH OlKOoU.

25.01 mpoodEpovteg €Xouv TNV UTIOXPEWON va €eviaféouv TO €PYyacTAplo O
EYKEKPLUEVO oUOTNHA €EWTEPLKOU TOLOTIKOU €A€yxou. Oa eKTIUNOel 0 KATAAOYOG
EAANVIKWY VOOOKOUEIWY TIOU CUUMETEXOUV OTO TpoOypappa. Oa BabuoloynBel n
SuvatoTNTA TOU KOTOOKEUOOTIKOU Oikou Tou avaAuth va mapéxel SLKO Tou
olOoTNUA €EWTEPLKOU TIOLOTLKOU €A€YXOU, TPAYHUATIKOU XPOVOU, HUE OKOMO TNV
eMUMAEOV MLOTOTOLNON TNG KAANG AelTOUpYLOG TOU avaAuTh.

26.Na mpoodepBel epedbplkdC AUTOUATOC ALLATOAOYLKOG OVAAUTAC TNG Lolag kata-
OKEVAOTPLAG £TALPLOG, TTOU va XPNOLUOTOLEL KOvA avTidpaothpLa HE TOUG AVAAU-
TEC TOU oUOTAMOTOG. H Taxvutnta availuvong Twv delypatwy va eival 90 delypata
CBC+DIFF pall pe eumiupnva epubpa ava wpo kol vo OSlabBétel auvtopato
SelypatoAnmrn.

27.EQv PETA TNV KOATOKUPWON KOl TNV €VeEpyomoinon tou Slaywviopou, o UeLodOTNG
SlaBéoel otnv ayopd veotepa HoviéAa, amodedelypéva LOXupOTEPA KAl KAAUTEPQ
amnd ekeiva mou npoodEpOnkav kot alohoynnOnkayv, toéte o mpounBeutig/avadoxog
duvatal, epocov to Noookopeio amodexBel, va ta mpounBevoel avili Twv
npoocdepbEvtwy, Pe TNV mpolndBeon oOtL dev emépyxetal omoladnmote MpooOetn

OLKOVOLKN eTBdpuvon.

Il. Tl T CUOKEUN EMLOTPWONG KAL XPWONG EMLYPLORATWV MEPLPEPLKOU ALLATOC
28.Na ektelel emiotpwon mAoakidiwv mepidpeplkol aipato¢ kol emAoyrn TPOMOU
xpwong avtwv. Oa BabupoloynBel n duvatdTNTA MAPACKEUAC EMLXPLOUATOC ME
povn N SuTAnN xpwon.
29.0 amnattoupevog oykoc delypatog va pn emepva ta 100ul oto avtopato cuoTnua
SewypatoAnyiag.



30.Na SLabétel autopato emnthoyeéa puUOULONG TOU UNXOVLIOMOU €MioTpwong, availoya
LE TO OPLOUNTLKO ATIOTEAECHUO TOU QLUATOKPLTN 1 UE LETPNON XOPAKTNPLOTIKWY TOU
alpatog. Oa PabuoloynBel n SduvatdoTnTta yLd TAPACKEUN EMLXPLOUATOC WE
S10popEeTIKO TAYX0C, TaxLTNTA KoL ywvia enioTpwaong, avaloya HE TO aplOUnTLKO
QTMOTEAECOUO TOU aLpATOKPLTN.

31.0 tpomOoG peTadopdg Twv dnuoypadlkwv oToLXELWVY TOU acBevr amod To AoyLopULKO
nou Ba npoodepBel pall pe To cUOTNUA VA Elval AUTOUATOG.

32.Na diatibetal Suvatotnta eMAOYNAG TWV SELYUATWY YLOL OTPWON KAl Xpwon
MAOAKLO LWV PLE AUTOUATO TPOTO ATIO TO AVTLOTOLXO AoYLopLKO Ttou Ba mpoodepBOel
pnall pe to ocvotnua. Ta kpLtipla emthoyng va kaBopilovtal ano tTo epyacthpLo.

33.Na €xeL tn SuvATOTNTA AUTOUATNG LETAPOPAC TOU TIPOC Xpwaon Selypatog tng
YEVLKNG aipatog (6mou KplveTal amapaitntn n oTpwaon KoL Xpwaon nplopatog)
OTIO TOUG OLLATOAOYLKOUG OVAAUTEG.

34.H O0An dwadikaocio emioTpwong KaL Xpwong va €lval MARPWE aAUTOUATOTOLNUEVN, VO
HNV amaltolvTol XeLpokivnTeg SLadlkaoleg amo Tov XELPLOTH Kol To MAOKiSL0 mou
TPOKUTITEL VA Elval £€TOLUO TTPOG ULKPOOKOTINGN.

35.EQv PETA TNV KATAKUPWON KAl TNV €VEPyoTtoinon tou SLaywviopoU, o HeLodOTNG
SlaBéoel otnVv ayopd veotepa HoVTEAQ, amodedelypéva LOXUPOTEPA KAl KAAUTEPQ
amnod ekelva mou nmpoodEpOnkav kat alodoyrnOnkav, toéte o mpounBevtig/avadoxog
duvatal, edpoéoov to Noookopeio amodexbei, va ta mpounBevoel avili Twv
npoodepbEvTwy, Pe TNV MpolndBeon OtL Sev enmépyxetal omoladnmote MPoobetn
OLKOVOULKN eTIBapuvon.

Ill. TVoTNUA AUTOMATNG TAELVOUNONG KUTTAPWVY MOPAUCKEVACUATWY TEPLEPLKOU ALpNATOG

36.Na untdpyxel duvatodotnta cuvepyaciog He cUOTNUA AUTOMATNG TASLVOUNONG KUTTA-

WV TIOPAOKEVOOUATWY TiepldepLlkol aipatog. Oa BabuoloynBei n duvatodotnta

duvolkng ouvdeong e To MPooPpePOUEVO KUPLO CUCTNHUA | CUCTAMATA UE TA KATWOL

XOPOKTNPLOTLKA:

1) To oVotnua va ‘dlafalel’ avtopata ducloAoylkd Kal MaboAoyLKA TAPACKEUA-
opato mepltdEPLKOU ALPATOC LETA TNV KATAAANAN eMioTpwon Kol Badn.

2) Htax0tnto avayvwong Twv EMLXPLOUATWY va eival Touddxtotov 30 mAakidia ava wpa.

3) Na yivetal autopatog npoodloplopog tou dtadoplkol AEUKOKUTTAPLKOU TUTIOU.

4) Na pmopel o LaTpod¢ va eléyel TNV opHBOTNTA TWV QAMOTEAECUATWV KOl va
duvartal va mapepPaivel o idlog yia tn HETABOAN TOU ATTOTEAEOUATOG.

5) Na eival ekt n anmoBRKeVON TWV AMOTEAEOUATWY KOL TWV ELKOVWY TWV KUTTAPWV
o€ jpeg format.



6) Na eivat duvatr n npocPaocn otn Baon dedouévwy anod onoladnmnote B€on epya-
olag tou diktuou.

7) Na éxet tn duvatotnta dnuloupyiag mpotunwv pe Bacn HOopdOAOYIKEC TOPAUE-
Tpoug, TI¢ omoieg Ba opllel o xpnotng, He OKOMO TNV avayvwplon Ldlaitepng
nopdoAoyiag maboAoyLlkwy KUTTAPWV.

8) Na £xeL tn Suvatotnta petadoong twv OeSOHEVWV KOl €LKOVWV HECW TOU

Sladiktuou (tnAeiatpikn).
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TEXNIKEZ NPOAIATPA®EZ ANAAYTH
TAXYTHTAZ KAOIZHZHZ EPYOPQN (T.K.E.)

O autopatog avaAutng va eival KalvoUpyloG, QUETAXELPLOTOG KalL oUyXpovnG TEXVO-
oylag.

H avaAuon va mpaypatonoLleltal and To owANvaAapLlo TNG YEVLKNG allatog Kal va ivat
duvartn kal og delypota e HUkpO Oyko (yLa meplmtwoelg acbevwy pe SUOKOAEC DAE-
Becg, aocBeveic otn M.E.O. kAm). O anattovpevog 6ykog Sdeilypato¢ Ba mpemel va eivat
<1ml. Na avadepBel o 0ykog Selypatog mou avappodd o avaAuthg yia afloAoynon.

O xpovog avaAuong va eival o pkpotepog duvatog (< 10 AeMTwV TO MPWTO OTOTE-
Aeopa yia deiypoata & control kat peta kabe 30 SeutepoOAenta TA EMOPEVA) €TOL WOTE
vol €uvoeltal n ypAyopn amavinon o€ enelyovta Selypata Kol va UTAPXEL N
duvatotnta va SideTal n anavinon otov acOevr) TAUTOXPOVA KE TN YEVLKN AllATOC.

H taxutnta tou avaAutn va eivat upnAn (touAdayiotov 120 deiypata/wpa).

Na déxetal epanal poptwon TouAdxLotov 45 SElYUATWY OE OTATW YL TLC TIEPLTTWOELG
TIoU elo€pyovTtal MoAAd Sdelypata mpog avaAuaon oTo EpyacTrplo.

Na punv ditadopormoleital to anotéAecpa tng TKE akoun kat av mopapeivel To alpa
npog e€€taon €wg 6 wpeg (6tav anatteital emPefalwtiky emavainyn). H e€€taon va
unv emnpealetol ano tn Bepuokpacia tou mepLBaiiovtoc, | XAUNAO alpatokpitn Tou
acBevoug.

Na untdpxel Suvatotnta moloTikoU gAéyxou — amapaltitwg 3 emmedwyv control — yla
TOV €AEYXO TWV AMOTEAECUATWY O OA0 TO GACHUA TWV AVAUEVOUEVWY TLUWV.

O avaAutig va dtaBétel motomointiko CE.

H texvikn mpoodopd va cuvodevetal pe oSnyLleg Xpong KaL cuvthpNonNg Tou aVaAuTh
& TwV UALKWV Tou otnVv eAANVIKA YAwooa cupdwva He TNV LoxVouoa vopoBeaia.

O mpounBeutng kab’oAn tn Sidpkela tng cLUPaong Ba mpémnel va dtatnpel To unxa-
NUO 0€ AELTOUPYLKN KATAOTAON EKTEAWVTAC OAOUC TOUG TTPOPBAETIOPEVOUCG EAEYXOUG KOl
OUVTNPNOELC Kol amokaBiotwvtog omotadnmote BAAPn mapouciLaoctel evtog 24-48
wpwVv. To KOOTOG CUVTHPNONG, EMLOKEUWY, OVTAAAOKTIKWY KoBwC Kal n eknaidevon

TWV XELpLOTWV Bapuvel Tov mpounBeuTh.

Ta amoteAéopata va duvatal va amooTEAAovVTal 0TO cUOTNHA KOl HECW OVAYVWONG

ypoupwtoL kwdika (barcode).

O mpounBeutng Ba mpémel va mapexel, kab’oAn tn diapkela tng ovpPaong, dwpedv
KoL 24wpo service.



13

14

15

16.

O avaAuTtig va SLtaBétel autOHaTo MAUGLUO yila TNV armoduyn anodpa&ng amnd ULkpo-
TAYHATA yLa TNV adldAeuntn Asttoupyia tou.

O mpounBeutng Ba mpémel va KaAUnTtel €€ 0AOKAPOU TO KOOTOC TNG OUVOEONG TOU
avaAutn pe 1o diktuo mAnpodopikng (LIS) Ttou voookopeiou.

O avaAutng Ba mpémel va SL0OETEL EOWTEPLKO TOLOTLKO €Aeyxo pe O1kO tou PBabuo-
vounTtny.

Eav peta tnv Kataklpwon KoL TNV evepyomoinon tou &Slaywviopou, o HELOSOTNG
SlaB€oel 0TV ayopd vedTepa HOVIEAQ, AMOSESELYUEVA LOXUPOTEPQ KOL KAAUTEPA ATIO
ekelva mou mpoodEpOnkav kat afloloyndnkav, toéte o mpounbeutng/avadoxocg duva-
Tal, epoocov to Noocokopeio amodexBeil, va ta nmpopunBevost avti Twv mpoodepBévTwy,
HE TNV MpoUToBeon OtL Sev emépyxetal omoladnmote MPOCOETN OLKOVOWLKA €mMLBa-
puvon.

10



TEXNIKEZ NPOAIATPADEZ ANAAYTQN
AIMOZTAZHZ METAAHZ NAPATQIIKOTHTAZ

. Na eival kalvolpylog, QPETAXELPLOTOG, CUYXPOVNG TEXVOAOYLOG KATOOKEUOAOUEVOG OF
EPYOOTACLO e MLoTtomnoinon kata ISO kat va dépetl onpavon CE IVD.

Na €xeL tnv duvatotnta tautdxpovou mpoodloplopol amod to idlto Seiypa mnélope-
TPLKWV, XPWUOYOVIKWV KL AVOCOAOYLKWYV TTPOCSLOPLOUWV.

Na eival mMARpw¢ auTOMaTOC aAVAAUTAG Tuxailag emAeKTIKAG Mpoomélaong (Random
Access), ouvexoU¢ ¢poptwong (Continuous Loading) yia Seiypata, avtidpaothpla,
controls, calibrators kat kuBéttec xwpic dtakomn tng Asttoupyiag Tou.

Na €xeL duvatotnta dopTwong eNelyoviwy Selypdtwy (stat), xwpig dtakomn tng AetL-
Toupylacg tou.

Na O&LaBétel evOWHATWHEVO, €0WTEPLKO olotnua barcode yla tnv avayvwpLon
Sewypuatwy, aviidpaotnpiwv, controls kat calibrators mpog anmoduyn odoaApdtwy Katad
TNV TomoBEtnon.

O avaAutng va SlaBETEL AUTOUATOTOLNUEVO, OAOKANPWUEVO, TIPOAVAAUTIKO €AEyXO
KOATAAANAOTNTOC TWV SELYUATWY YL TIG TIEPLMTWOELG QLLOAUONG, ALTALULAG | LKTEPOU
pHe avrtiotolya e€eldLKEUPEVO OplA TWV TMAPEUTOSIOTIKWY OUCLWV, avAAoya UE TNV
gvatocbnoia tng kabe e€étaong kal cUpdwva Pe TG Tpodlaypadéc twv aviidpa-
oTNPlWV TOU KOATOOKEUOOTH. XTI TEPUITWOELS ATOKALONG amo ta TpoBAemoueva
enineda va €l60TOLEL TOV XELPLOTA KOL VO ETLONMALVEL TA ATTOTEAEOUATO HE €LOLKA
onuavon. EmumAéov va £xel Suvatotnta eAéyxou Twv TPOoPAemOpevVWY eTUMESWV
MANPWONG 0TA GUYOKEVTIPNHUEVA TIPWTOYEVH CWANVAPLA SELYUATWV.

Na é€xel Sduvatotnta mpoodloplopol Twv Tapakatw efetdocwv: PT (AvBpwrivng
npoeAevoswc BpopPomnAactivn R avBpwrivn avacuvduacpuévn ue ISI mAnoiov tou 1 o€
uypn nopdn), aPTT, lvwdoydvo, D-Dimers ( uypo avtibpaotiplo), MNapayovteg NREswg
(FII, FV, FVII, EVIII, FIX, EX, FXI, FXII, FXII1), Anti-Xa 8pdon Hrapivne (LMWH & UF), a2-
avtimAaopivn, NMAaouwvoyovo, Mpwteivn C, EAe0Bepn Mpwteivn S, AvtiBpoufivn I,
APC R, VWF Activity, Von Willebrand-Ag, Xpdévo¢ BpouPivng, Avtimnktikd AUKou
DRVVT (screening/ confirm), enineda Dabigatran, Rivaroxaban & Apixaban.

Na TpayUATOMOLEL QUTOMATN CUVEXN TtapakoAouBnon twv emmédwy aviidpaotnpiwv
(avadepodueva kal oe aplBud efetdoewv), avalwoipwy, MTAUCTIKWY UYPWV Kal va
EVNUEPWVEL EYKOLPA TOV XELPLOTH Yla TUXOV avemdpKkele. EmumAéov va eAéyxovtal ta
avtibpaotipla WG TMPOG TOUug TPOPBAEMOUEVOUC XPOVOUCG TOPAROVAG TOUG OTOV
OVOAUTH KAl WG IPOG TNV NUEpopnvia Angewc.

11



10.

11.

12.

13.

14.

15.

16.

17.

18.

Na StaBétel touAdayiotov 40 YPuxoueveg Béoelg avidpaotnpiwv wote va Staocda-
Alletal n péylotn duvatny otabepodtnta toug emi Tou avaAuth. O@a afloloynbolv ot
ouvOnkeg mpootaciag Twv avidpaotnplwy, n Beppokpacia tou PUXOUEVOU XWPOU
KaBwg kat n umapén Béoccwv pe duvatotnta avadevongc.

Na €xel duvatdtnta auToOpATNG evnuépwong yla TIWEG avadopdg Standards kat
Controls.

Na elval avolxtdo ocvotnua He Suvatotnta TPOYPAUUATIOHOU eAeVBepwv MPWTO-
KOAAwvV g€etdoewv (va avadepBel o aplOPog yia va ekTiunOed).

Na €xeL tn SuvatotnTa TomMoBETNONE OTOV OVAAUTI TIEPLOCOTEPWVY TOU €VOC dLaALldiwy
Tou L6ilou avtibpaotnpiou, wote otav adsldoesl To MpwTo PLaAidlo, o avaAuthg auTo-
HOTO VO XPNOLUOTIOLEL TO EMOUEVO YL TNV AMPOOKOTTN SLEVEPYELX TWV EEETACEWV OE

Bapu do6pTO epyaciag.

Na €xel duvatotnta avtopatng Babupovounong kabwg kot Suvatotnta anobBnkeuong
KoL Xpiong touAaxtotov 5 dtadopetikwyv KaunmuAwyv Babuovounong ava MapAUETPO
(avadepopeveg oe dloug 1 SladopetTikolg aplOpou¢ maptidag), mMpokelpévou va
UTLAPXEL eUKOAL otnv dlaxeiplon Twv SltadopeTikwy mapTtidwyv avidpaoctnpiwv Katd
tnv Olevépyela twv efetaccswv. Oa ouvektipnBel n Suvatotnta amoBrikeuong
TMEPLOOOTEPWV KAUTIUAWY BaBupovounong.

Na €xeL Suvatotnta tautoxpovng ¢optwong touAdylotov 120 Selypdtwyv o€ MoOLKIAla
MPWTOYEVWV CcwAnvapiwv atpoAndiag mMwWUATIONEVWY | 1un aAAd Kal deutepoyevwy
ocwAnvapiwv eldkov tunovu (m.x. Eppendorf yia pikpooykoug).

Na £xel SuvatotnTa eKTEAEONG TOUAAXLOTOV 250 €€ETACEWY TNV WPO OE TAUTOXPOVOUG
npoaodilopltopol¢ PT/aPTT ava Seiypa.

Na é£€xelL tnv OuvatoTNTA OQUTOEAEYXOU KOL EVTOTILOMOU TeXVIKWV PAaBwv. Ta
npoBARuata dSucAsltoupylag va emtonpaivovtal onmTlkoakouoTikd. Na €xeL emiong tn
duvatotnta aviyveuoncg nnypdtwyv ota delyparta.

Na &labtel Stadopetikd puyxo¢ avappodnong ywa ta Seiypata, pe duvatotnta
Slatpnong MWUOTOG KAELOTOU owAnvaplou kol SltadopeTikd puyxos (éva n meplo-
o0TEpA) yla T avildpaoctipla woTte amokAeietal kaBe tumou empoAuvon HeTay

Selypatwy kol avtibpaotnpilwyv.

Na apatwvel avtopata ta Seiypata, standards kal controls oTlg amaltoUUEVEC Ao
Tnv KaBe pebodoloyia apalwoelg, va £€xel SuvatoTnTa AUTOUATNG EMavapaiwong o€
UETPAOELC EKTOC TWV OPlwV YPOUULKOTATAG, SuVATOTNTA QAUTOHATNG EMAVAUETPNONG
KaOwc Kal SuvatoTnTa AUTOUATOU TIPOYPAUUATIONOU Kal EKTEAEONG ETUMALOV €€eTa -
OEWV €AV TO AMOTEAECUA TNG APXLKAC €lval €KTOC mMpokaBoplopévwy amd To epya-
otplo oplwv (reflex testing).
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19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

Ol MooOTNTEG TWV AVOAWCIHWY Tou ¢doptwvovtal otov availuti va eéacdalilouv
oautovopia Asttoupyio¢ yia 800 TOUAAQXLOTOV HETPNOELG KOAL VO ETLTPEMETAL N
npocoBacn ota uypa Kal oTEPed amoBANTA KATA TNV dLapKkeLa AeLToupyLag.

OAa ta mAucipata cuvinpnong Tou opyavou va gival MANPWE OQUTOMATOMOLNMEVA KOl
VO TIPAYUOTOTOLOUVTAL O CGUVIOMO XPOVIKO Siaoctnua (va avadepBel mpog afLlolo-
ynon).

Na €xelL Tn SuvatoTNTA ATELKOVLONG TNG KLWVNTLKAG KAUTTUANG avtidépaong Twv HETPN -
oewv yla TNV afloAdynon eL8LKWV KATAOTAOEWV OMwE yla mapdadelypa Sidpaocikn
KOUTIOAN, xounAd enineda mapayoviwyv nMAENG, avemapkelo lvwdoyovou. Oa CUVEKTL-
unBel n duvatdétnta oaviyveuong aVAOTOAEWV TWV TOPAYOVIWV HE OUTOUATEG
noANanAég apawwoelg (factor parallelism).

Na SltaBétel mMARpeg Mpoypappa kataypadns ecwtepLlkol moloTikol eAéyxou QC pe
Stadopetika controls kat Staypappata (Levey-Jenning charts-Westgard rules).

Ma Aoyoug LYvnAooLUOTNTAG KAl amaltioewv Slaniotevong tou egpyaoctnpiou, kabe
amnotéAeopa acBevolg va dUvaTal Vo CUCXETLOTEL e TIG apTideg aviidpaotnplwv Kal
TIG KAUTUAEG BaBuovounong mou xpnoLponolndnkav yla tn dlevépyela Kabe e€€taong
KOweg emMioNng Kol UE TIG UETPNOELG ECWTEPLKOU TOLOTLKOU €AEYXOU TIOU TIPAYHATO-
molOnKav oTo avtioTolXo XPOVLKO dlaotnua.

Na nmpoodepBel edpebpikdg avalutig dLag texvoloylag e Tov KUpLO avaAuth, mapa-
YwyLKoTnTag tovAdytotov 200 PT/hr, xwpntikdtntag touldyLlotov 80 deypdatwy kot 40
avtibpaotnpiwv oe Puxopeveg BEoelg kal xpnong dlwv avridpaotnpiwyv Kol avalw -
olpwV pe Tov KUpLO.

Na OSuwaBétel duvatotnta audpidpoung ouvvdeong He TO pnxavoypadlkd ocuotnua
LIS/HIS tou voookopeiou.

H Etalpia mou Ba efomAioel To Epyaotiplo Ba npénel va avaldPfel to K6OTOG yLa TNV
KaAupn €€wWTEPLKOU TOLOTIKOU €Aéyxou Alpootaong amod oxnua €MIAOYNC TOU £pya-
otnplou.

O mpopnBeutig va nmapéxel Swpedv service 0Ao to 24wpo Kol OTIC apyleg, oe eVAoyo
XPOVIKO Sidotnua blwg TIC NUEPESG TNG ednueplag kat kaB' OAn tn Sldpkela TG
oUpBaong kKot ylo Toug U0 avaAuTEc.

Edv peTd TNV KaTaKUPWON KOl TV €vepyomoinon tou dlaywviopou, o petodotng dla-
B€oeL otnv ayopd veotepa HoviEAa, amodedelypéva LoxupOTEPA Kal KAAUTEpQ aAmod
ekelva mou mpoodEpOnkav kat aflodoyndnkav, tote o mpounBeutrc/avadoyxog duva-
tal, epoocov 1o Noookopeio anodexBel, va ta mpounbevoel avtl Twv mpoodpepBEvVTWY,
HE TNV MpoUTobeon OTL Sev emMEpXETAL OTOLASATIOTE MPOCOETN OLKOVOULKH €mLBa-
puvon.
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TEXNIKEZ NMPOAIATPAMEZ ANTIAPAZTHPIQN AIMOZTAZHZ
NA ANAAYTEZ METAAHZ NAPATQIIKOTHTAZ

. XPONOZ MPOOPOMBINHE, INR, (%)

To avtidpaothiplo yia tnv e€€taon xpovou mpoBpouPivng (PT) va eival avBpw-
mwng mpoeheloswg 1 avBpwmivn avacuvduaouévn OpouPomAactivn pe ISI
nepimov 1, og vypn popdn.

. APTT, ENEPTONOIHMENOZ XPONOZz MEPIKHZ OPOMBOINAAZTINHZ

To avtidpaotiplo ywa tnv e¢€taon APTT va eival uypo £TOLUO TTPOG XPRON Kal va
TMEPLEXEL oLVOETIKA dwodoAnidla pue evepyomolntr mupLtiov.

. INQAOTONO

To avtidpaotiplo yia tnv e€€taon wwvwdoyovou va akoAouBei tn puéBodo Clauss kat
va uttapxel n duvatdtnta aviyvevong emumédwy vwdoyovou Katw amnod 40 mg/dl.
H otabepotnta tou avtidpaoctnpiou, LETA TNV avacUOTACH TOU, Vo €lval TOUAQ-
XLOTOV 5 nUEPWV.

. D-AIMEPH (NOZOTIKOZ NPOzZAIOPIZMOZ), D-Dimer

Na Baociletal o avoocoBoAootluetplkil LEB0SO Kal To avtidpaotiplo va €xeL 600
ylvetal peyaAutepn otabepotnta o xpovo otov avaiuth. Na éxelL FDA Approval
yLa amokAelopo BpoppoeuPolikwy enelocodiwv (DVT kat PE). EmumAéov, va eAaxLo-
Tomolouvtal ol mapepBoAéc and pevpatoeldn napayovta (va 6o6ouv otolxeia).
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TEXNIKEZ NPOAIATPAMEZ ANAAYTH NPOETXEIPHTIKOY
EAEMXOY KAI ANTINHKTIKHZ AlrQrHz

Na €xet tn SuvatoTNTO TAUTOXPOVOU MPOCSLOPLOHOU TINKTLKOAOYLKWY, XPWUOTOWE-
TPLKWV Kal avoooAoylkwv efetacewv o€ Aettoupyia RANDOM ACCESS yia OAeg Tig

efetaosLC.

Na StaBétel éyxpwun svavayvwotn oBdévn, amAo kal ocUyXpovo AOYLOULKO, Ttou va
ETUTPETEL TNV TAUTOXPOVN €KTEAEON TOAAATTAWY gpyaclwyv (multitasking) kot avayvw -
otn barcode yia tnv avayvwplon deypdtwy, aviitdpaotnpiwv yia Aoyoug acdaleiag,
npotumonoinong kat txyvnAaowpuotntag. Av IntnBei, va ocuvodeletal amod €wteplkod
EKTUTIWTN Kal otaBepomotintr taong (UPS).

Na amokAeietal kaBe emipoAuvvon Seilypatog and aviidpaotiplo Kal aviidpaotnpiou
and avidpaotiplo. Mpog dtacdaAion autol, va Sltabétel SladopeTkO pUYXOC avap-
podnong yla ta delypata, SladopeTiko yla ta evllapeoa avtidpaothipla Kal dtado-
PETLKO yLa TO TEALKO avildpaotnplo, n piPn tou omoiou onuatodotel TNV €vapén tng
avtidpaong. Na avadepBel mpog afloAdynon av umapxel eVOAAAKTIKOC TPOTIOG ATo-
KAELOHOU TWV EMIUOAUVOEWV.

Na eAéyxel autopata tn otAdun Twv avibpaotnpiwy, delypdtwy, KUBETTWY Kal TAU -
OTLKWV UYPWV KaL Vo ELOOTIOLEL AUTOUATA EAV OL UTIAPXOUOCEC TOCOTNTEC SEV EMAPKOUV
yla TI¢ e€ETAOELC IOV €XouVv TtpoypoappatioBel. Na emikalpomolel Ta otolxeia os kabe
HETABOAR TwV altoupévwy e€etdoswv. H Sdlaxeiplon twv KUBETTWY, MAUCTIKWY Kal
anoBAATwWY va yilvetal HECW TOU AOYLOULKOU TOU avoAuth Kal Katd thn SLdpkKela TNnG
Aeltoupylacg tTou va mapéxetal Suvatotnta cuvexolc ¢oOpTWONG, XWPLC va amatteitat
Slakomn tng Aettoupyiag tou. OL MOCOTNTEC TWV OVAAWCIHWY KOl TwV avildpaotnpiwy
nou ¢poptwvovtal otov avaAlutn va eaodalilouv autovopia yla MOAAEG e€eTAOELC.
Na umdpxelt n &duvatdotnta tomobEtnong otov avoAuTth TIEPLOCOTEPWV TOU EVOCG
dLaAdiwy tou oilou avtbpaotnpiou. Na Adyoug amoduyng onatdAng oL KUBETTeg Ba
TIPETEL va elval pHEpOVWHUEVEG, woTe va efaodaliletal n Katavailwon HLoC HOVOo
KuBETtac yia kabe Soklpaoia.

Na é€xelL duvatotnta cuvexou¢ ¢optwong oe delypata xwpi¢ kabBuotépnon tng AeL-
ToupyLlag Tou Kal cuvexoUG MPooBnKNG eEMeLlyOVTWY Selypudtwy (stat), xwplg aplOuntiko
neploplopod. Na pmopel va oplotel wg emeiyov, delypa mou €xel nén doptwbel otov
avaAutr. Na eivat duvatog o emavéleyxog evog delypatoc (rerun) Kot o €AeyXoG TNG
amokAlong petall twv dvo Twwv. Na eival duvatn n mpocBnRkn N n adaipeon
e€etdoewv oe delypata mou Bpiokovrtal A6 ent tou avaAutrh. Na eivatl emiong duvatn
n ekpopTwWon eMAEYUEVWY SELYUATWY OTOLASATIOTE OTLYUN, XWpPLg Stakomn 1 KabuoTte-
pnon tTng AsLtoupyiog Tou avaAuth.
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10.

11.

12.

Na €xel xwpntikotnta HeydAou aplBpol dewypdtwv (meplocotepa twv 100), wote
eL0LKA KOTA TIG NUEPEG ebnueplag, va eivat Suvatd va MAPAUEVOUV HETA TOV EAEYXO
TOUG GOPTWHEVA OTOV AVOAUTH YL TUXOV EMAVEAEYXOUG N PpooBnkn e€eTacewy, KaTA
Tov €Aeyxo kal tnv emiPePfaiwon twv anotedeopdatwy. Ta deiypata va Bplokovrtal oe
KAELOTO XWPO, UE e€AeyXOUeEVn Beppokpooia, woTe va pnv oaAlolwvovial amd Tmept-
BaAlovtikéC ouvOnke¢ 600 mapapévouv otov avoaAutd. Na €xet tn Suvatotnta
Tautoxpovng TomoBEtnong Selypatwy oe kapakia kol cwAnvapla atpoAnyiag, kavo-
VLKA N Tadlatplkad pe f xwpic barcode. e mepintwon un avayvwong tou barcode, va
elval epLKTN N XElpOKivNTN €loaywyn TwV oTolXelwv tou Selypatog. TEAOG, vao UTIAPXEL
n duvatotnta auvtopatou eA€yxou tng MARPwong Twv delypdtwy, mpo¢ Stacdalion
TWV AMOTEAECUATWY amo ecdaApévn atpoAnyia.

Na StaBétel mpaypatikn taxvtnta (mapaywylkotnta) nepinov 300 test/wpa.

Na StaBétel moAAég Béoelg avidpaotnpiwv — Babpovountwv — UALKWV TTOLOTLKOU
eAéyxou (mepimou 50, PBdosl twv Soklpaolwv mou Ba ekteAouvtal TaAutoxpova),
KATOLEG pE Suvatotnta avadeuong (av umapxouv avildpaoTtApla MOU aAmaltolV ava-
devaon), o KAELOTH, MTPOOCTATEVUEVN TIEPLOXN TOU avaAuth Ue otabBepn Bepuokpaocia
XopunAotepn tou mePLBAaAAlovtog, oUTwWG wote va dtacdaiiletal n otabBepdTnTA TOUG
Kata tnv 24wpn Asttoupyia Tou avaAuth.

O avaAutng va apalwvel avtopata ta delypata, standards kat controls oTiIg anattov -
MEVEG amo tnv Kdabe peBodoloyia apalwoelg. EmumpoocBeta, va €xel duvatotnia
auTopaTNG emavopaiwong ywa delypata to amoteAéopata Twv omoiwv Bplokovtal
EKTOC TwV TIPOKABOPLOPEVWY Oplwv YPAUULKOTNTAC, XWPL¢ tnv mapéuPfoacn Ttou
Xelploth. Na ekTeAel AQUTOHATA EMAVEAEYXO TWV SELYUATWY OTAV TO ATOTEAECHA £lval
EKTOC EVPOUC HETPNONG.

O nmpoodLoplopd TWV MNKTLKOAOYLKWY EEETACEWY KATA TPOTIKNGON va NV emnpealetal
amno tnv mapoucia xoAepuBpivng, alpoodatpivng kat Atmidiwv oto mMAGopa 1 va €xel
™n SuvaTOTNTA QUTOMATOTIOLNMEVOU, OAOKANPWHUEVOU, TMPOAVAAUTLKOU €AEYyXOU OF
nepintwon akataAAnAotntag delypdtwyv (xoAepuBpivng, alpoodatpivng kot Atmidiwv

OTO TMAAOMO TTAVW ATIO TA ETMLTPETTA Opla).

Na eivol avolktd cUoTnua, HE SuvVATOTNTO TMPOYPAUUOTIOHOU TPWTOKOAWY e€eta-
OEWV amO TO XPNOTN Kol yla avitidpaotiplad GAAWV KATAOKEUNOTLKWY Olkwv. Na
uUTtapxeL SuvatotnTa HETABOAWY TWV MPWTOKOAAWV £EETACEWY KATA TA €PYAOTNPLAKA
MPOTUTIA TTY Yla TLUEG avadopdg, opla avutopatng emifepaiwong Twv AMOTEAECUATWY

KATT.

Na ekteAel TouAayLotov Ti¢ e€etdoelg : PT, APTT, Ivwdoyovo, D-DIMER, Xpovo Opoufi-
vng, Aegttoupylkotnta tng AvtiBpoufivng, anti-Xa &paotikétnta yia UFH, LMWH,
FONDAPARINUX, RIVAROXABAN, APIXABAN, anti-lla dpaoctikétnta yia DABIGATRAN.
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17.

Na avadepBbouv Aownég e€etdaoelg mou duvatal va eKTEAECEL 0 avaAUTAC. Ma Adyoug
KaAUTepnG SLaxeiplong, olkovouilag, eUKoAlaG Kal aMPOOKOMTNG CUVEXELAG TWV EPYO -
OlWV TOU egpyaotnpiou, €l8lkA KATA TIC nUEpeg ednueplag, Ba ektiunBsl va unv
anatteital Babuovounon amd TOUG XELPLOTEG yla TIG €EETAOCEL pouTivag. Ma toug
t6loug Aoyoug, Inteital va sival edlkti n Tautoxpovn ocuvumapén dUo SLadopETIKWY
noptidwv otov avaAutn pe avtopatn opbn dtaxeiplon toug (katavaAlwon Bacel oplou
XpPNong, aviiotoixton opONG KAUMUANG, KATT).

Na OSLaBétel MANPEG TMPOYPOUMA E0WTEPLKOU TOLOTIKOU €Aéyxou e SladopeTika
enineda controls kat diaypdappata (Levey-lennings), pe Suvatotnta aviiotolywv
EKTUTIWOEWV KOL OTOTLOTLKAC eMeepyaciag Twv otolxelwv Tou TOLOTIKOU gA€yxou (my
HNVOG, €Toug KATL.). Na EVNUEPWVEL TOV XELPLOTH OV UTIAPXEL MPOPBANUA LE TA OTOTE -
Aéopata TOU TOLOTLKOU €A€yxou. Ta OpLO TOU TOLOTLKOU €AEyXOU VO E€LOAYOVTOL
outopata, HEow bar code yia Adyou¢ aocdaleiog kat eukoAlag. Ta Opla autd va
SuvavTtal va tpomomnotnBoUlv KATA To EPYOOTNPLOKA TPOTUTIAL.

O avaAutAg va €xeL duvatotnta amoBnkeuong AMOTEAECUATWY PeEYAAOU aplOuou
apxelwv acBevwy, duvatotnta efaywyng Toug mMpog enefepyacia, Kal va UMopel va
ouvdeBel apdidbpopa pe to pnxavoypadikd cvotnua tou Noookopeiou. Mo Adyoucg
TOLOTNTAC KAl LYVNAQOLMOTNTAG O OVAAUTAG va amoBnkeVeL oTolxela mou oxetilovtal
HE TIC UETPNOEL TwV delypatwv (myx moptideg avidpaotnpiwv kat avoalwoipwy,
KAUTUAN BaBuovounong Kol TOLOTLKO €AEYX0O TIOU OVTLOTOLXOUV OTLC UETPHROELS TWV
acBevwv).

Ma tnv mpoduAafn kat opOn AslToupyla TWV AVAAUTWY TA OVTLOPpACTAPLO ALLOOTOONC
yla Xprion oToug QUTOHATOUG avaAuTEG Ba mpénel va dlatiBevtal ota el6ikad pLaiidia
— €TOolpa yla xpnon wote va eéaocdaliletal n anapaitntn €papuoyr oTov XwWpo TwV
avtdpaotnpiwv kat n an’ euvbelag tonobétnon xwplg petayyioels. Ta dlaAidia Twv
avtidpaotnpiwv va StabBétouv barcode yla TNV autOUATn AVOYVWPELON TOUC ATIO TOUG
aVaAUTEG, yla tnv anoduyn odoaApdTwy Katd tnv TonobEtnon.

Oa mpénel va katateBolv pe tnv mpoodopd TANPN TUTOTMOLNMEVA TPWTOKOAAQ
ebapuoyns twv mpoodepduevwy avildpaotnpiwv oTtoug OVvAAUTEC Omou Kal Ba
TepLEXovTal OAEC Ol amaltoUHeEVEC TapApeTpol (HEBodol, Oykol, XpoOvol emMwAoNC
K.A.T.) KoBw¢ kat ta miotomotntika CE IVD (ovpdwva pe tnv odnyia 98/79) twv

npoodepouévwy eldwv (UALKA, avaAuTEg).

Ta nmpoodepoueva avtbpaotipla va ocuvodevovtal amnd control & calibrator pe
TIPOOSLOPLOUEVEG TIHEC (UpN TLHWV yLa Ta control) otoug avaAutég. OL CUYKEVIPWOELG
Twv BaBuovountwyv (calibrator), 6tav avtol amattovvtal, va €xouv MPoodLopLloTel UE
avadopd ota Alebvn Mpotuma.
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Ta mnpoodepdueva avtidpaotipla va SlabBétouv uvPnAn otabepotnta PETA TNV
avacuotaon. Oa BswpnBel onuaviikd MAeovéEKTNUO va eilval €Tolga mpog Xpnon,
TIPOKELUEVOU va anaAelpBolv Tuxov opaApata Katd Tnv avacuotaon.

M tov xpovo mpoBpouPivng Inteitatl BpouBomAactivn pe ISI 1 mou va ehaxlotonolel
TIC EMUMTWOELG TwV Bepamevtikwy d6ocewv nnapivng (UFH 1 LMWH) kol avtumnKIlkwyv
TOoU AUKOU.

Na to wwdoyovo Inteital n péBodog avadopdg (Clauss). Na avadepbolv ta opLa
avixveuong KoL To e€Upog METPNOoNG. Na eKTeEAoOUVTAL QUTOMATA Ol OPOLWOEL TWV
Selypdtwy, Otav auTéC amattouvral. Na €e€AayLoTomoloUvVTdl Ol EMIMTIWOEL TWV
Bepamnevutikwy 00wV nmapivng.

Mo ta A-Awpepn, n eldkotnTa, evalocbnoila Kol apvnTLK MPOoyvwoTLkn afia va €xouv
FDA approval ywa amokAelopd OpouPoepPoArikwv emnelcodiwv (DVT «kat PE).
elaylotonmolouvtat oL TapeUPOAEC amd TO peupatosldn mapayovia (va SoBouv
oTolxEla).

O mpocdloplopog tng avtiBpouPivng va aviyvelel OAEC TIG TOCOTLKEG KOl TTOLOTLKEC
dlatapayxéc tng.

Edv petd tnv KatakUpwon Kol TNV evepyomnoinon tou dltaywviopou, o petodotng dia-
B€oel oTnV ayopd veodtepa HOVIEAQ, amodedelypéva LoxupOTEPA Kol KAAUTEPA amo
ekelva mou mpoodEpOnkav kat afloloyndnkav, téte o mpounbeutng/avadoyxog duva-
tal, epooov 1o Nocokopeio anodexBel, va ta mpounBeloel avti twv npoodepbéviwy,
He TNV mMpolmoBeon OTL dev emépyetal omoladnmote MPOoOeTn OlKOVOULKA emPBa-
puvaon.
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TEXNIKEZ MPOAIATPA®MEXZ ANAAYTH
AIMOPPATIKQN KAl OPOMBO®IAIKQN AIAGEZEQN

1. O avaAutng alpoéotaong va eivat emtpanéllog, TANPWE AUTOUATOMOLNUEVOC, UPYNAARC
edkOTNTAG, evalcOnoiag, akpifelag, emavaAnPLuotntag, ocuyxpovng texvoloyiag,
ouvexol¢ Ppoptwong Selypatwy Kat avtdpaotnpiwv (continuous loading), tuxaiag
npoomnélaong (random access).

2. Na éxeL tn duvatotnta toutoxpovou mpocdloplopou amd to (dto delypa mnélope-
TPLKWYV, XPWHOYOVIKWV Kol avoooAoylkwv Tpocdloplopwy. Na ektedel amapaitnta
OAeG TLC {ntolpeveg efetaoelg mNfewg, xpovog mpoBpouPivng (PT, avBpwmivn n
avBpwriivng mpoéAevong OpouPomAaoctivn I1SI1=1-1,1), xpovo¢ HeplkAg BpopPomAa-
otivng (Aptt, uypo avtidpaotiplo evepyomolntng mupitio), Ivwdoyovo (kata
npotipnon avapaiwta delypata), Napayovieg MAgewg (I, V, VII, VI, Vilichr, IX, X, XI,
XIl, Xlll), Hmapivn, Direct Thrombin Inhibitor, a2-avtutAacuivn, MAacuilvoyovo,
MNpwrteivn-C, MNpwteivn S oAkn kat eAeVBepn, AvtiBpouBivn I, APC-FVL kat screening,
APC Resistance, Awpepn Ivwdoug, Von Willebrand Factor Ac, Von Willebrand Ag,
Opoupivn, Avtumnktika Avkou (RVVT), Avaoctoléa Evepyomolntr tou MAacuivoyovou
(P.A.L).

3. Na €xelL eAevBepa MPWTOKOAAQ MPOYPAUUATIONOU Kol AAAWV €EETACEWV KATOTILV ETTL-
Bupuiag Tou xpnotn.

4. Na €xelL Taxvtnta mavw amnd 300 t/h pe duvatotnta eKTEAECEWG HEMOVWUEVWY EEE-
TAoewV Kal opddag e€etdoewy.

5. Noa StaBétel mpoypappa moLoTIKOU EAEYXOU EETACEWV KAL OTIOTEAECUATWV.

6. Noa Siabétel toulaylotov 35 B€oelg avtidpaotnpilwy €k TwV omoilwv TOAAEG va eilval
Ppuxoueveg yia kaAvtepn dtatrpnon avtwv. Na dtabétel Bfoelg avridpaotnpiwv pe
avadeuvon Kal va elvol TETOLEC WOTE KAl 0 VEKPOG OykoG ava plaAidlo aviidpaotnpiou

va elvall 0 eAaxLoToC yLla KaAUTEPN olkovouia.

7. Na €xetL tn duvatotnta TomoOETNONG OTOV AVAAUTH TIEPLOCOTEPWY TOU €VOG PpLaAldiwv
Tou 6lou avtldpaoctnpiou, wote oOtav adeldosl to MPpwWTo GLaAidio, o aAvaAutng
QUTOMOTO VO XPNOLUOTIOLEL TO EMOUEVO YL TNV ATPOOKOTTN SLEVEPYELA TWV EEETACEWVY

oc Bapu dopto epyaociac.

8. Na é€xeL duvatdotnta tautdoxpovng ¢poptwong mavw amd 90 delypata oe apylka
ocwAnvapla atpoAnyPiag kaBe eidouc kal Staotacewv mpoypappati{opeva Eva-eva n
kaB’ opddeg kalL va €xeL tn duvatotnta ocuvexoug ¢poptwong Selypdtwv xwpic t™n
Slakomn tng Asttoupyiag tou avaAuth. Eniong va d€éxetal Sdeilypata pikpol OyKou TL.X.
noldlatplka, oe el81KoUG UTTOSOYEIC TAUTOXPOVA HE TA APXLKA ocwAnvapLla atpoAnyiac.
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18.

Noa €xeL Tn SuvatdTnTa AUTOEAEYXOU KOl EVTIOTMIOMOU TeXVIKWV BAaBwv. Ta mpoPAn-
pata SUuoAeLToupyLlag va ETMLONUALVOVTOL OTITIKOOKOUOTLKA.

Na SlaBétel Sladopetikd puyxog avappodnong yla ta Selypata kol SlapopeTLKO
pUYXOG yla Ta avTLOépaoTnpLa WOTE va amokAeleTal KABe tUMOU empOAuvVon HeTAEL
Selypatwy kat aviidpaotnpiwv. Na yivetal autopatn mAUonN SLAVEUNTWY YLO ATTOKAEL-
ouo petadopdc Aaboug (carry-over). Ot Staveuntég va StaBétouv cuotnua anoduyng
MPOCTITWONC Kal n Béppavon Twv Vypwv Kot avidpaoctnpiwv otoug 37°C va emttuyxd-
VETOL OTO pUYX0G TwV SU0 SLavopEwV KATA T SLApKELA TN SLOVOUNAC.

Na yivetal autopatn mAUON TOU CUCTAMATOG, KOTA TO EEKIVNUA KOL LETA TO TMEPAC TNG
poutivag tou egpyactnpiou. OAa ta MAUCLHOTO CUVTINPNONG TOU OPyAvou va eivat
MANPWG AUTOUATOTMOLNUEVA KOL VA TIPAYHATONMOLOUVTAL OE GUVIOUO XPOVLKO SlaoTnua
(va avadepBel mpog afloAdynon).

Na €xel duvatotnta ¢optwong enelyoviwy deypdtwy (stat), xwpig dStakomny tng Aet-
Toupytlag tTou.

Na mpayuatomnolel autoépatn cuveyxn mapakoAolBOnon twv emméSwy avidpaotnpiwy,
QVOAWOLHWY, TTAUCTLKWY UYPWV KOL VO EVNUEPWVEL EYKALPO TOV XELPLOTH yla TUXOV
ovemapkeleg. No SLaBEtel emdpkela avoAwoipwy €Ml Tou avaAuTtr ylo TOUAAXLOTOV
350 e€et@oelg xwplc mapéuPfaon Tou xpRotn.

Na kdvel autopatn BabBuovouncn Twv MAPOUETPWY €EETACEWV QAKOUN KL KATA TN
SlapkeLla TwV UETPNOEWY, (N eTalpela va mapéxel tou¢ BabBuovountég tng Kabe ee-
Taong) kat Suvatotnta anoBnKkeuong MOAAWY KAUMUAWY ava TIOPAUETPO (mavw amnod 5)
via dtadopetikég maptideg (lot no) Tou 8ilou aviidpaoctnpiou.

Na £Xel EVOWHATWHEVO CUOTNHA AVAYVWONG, KOTA TNV EL0AywWyN aUTOUATA KOl XWPLg
Tnv mapéufaon tou xpAotn, Twv otolxeiwv Sewypdtwyv, avidpaotnpiwv, controls,
standards kat calibrators pe ypappwrtou¢ kwdikeg (bar code) Stadopetikwv ocvotn-
HATWV.

Na Stabétel exktunmwth vPnAng taxvtntacg, USP kol 0Aa ta mapeAKOUEVA yla OMaAAR
Aettoupyia.

To mpoypappa Aettoupylag tou avaAuth va eivat GLALKO otov Xpnotn, Ue 000veg
Bonbelac tou menu, duvatdotnta amoBAKEUONG KAl EKTUTTWONG UEYAAou oaplBuou
OTIOTEAEOUATWY Kol OoTATIOTIKWY Sedopévwy. Na yivetal autopatn evnuépwaon Tou
CUOTAUOTOG yla Ta otolxeia tTwv aviibpaotnpiwv standards kat controls, yia opada

Lot Numbers.

O mpounBeutnc mpémel va Stabétel anodedetypéva MANPWG THAUO TEXVIKAC KOL ETTL-
OTNUOVLIKAC UTTOOTHAPLENG LE TOAUETN EUTELPlA OTO XWPO Twv avaAutwyv. O mpopun-
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23.

Beutng va mapéxel Swpedv service 0Ao 1o 24wpPO KAl OTLG apyieg, o eVAOYyO XPOVLIKO
Slaotnua, WOlwe TIG NUEPEC TNG epnueplag kal kKaBOAN tn Stdpkela tng cuuBaong.

Na katateBel ¢UANO cupudpdwong pe cadelc mapanMoOUnEg o prospectus Kal cuvo-
SeuTIKa €yypada TEXVIKWY TEPLYpOdwWV.

Na Stabétel Suvatotnta apdidpoung emikowvwviag pe e€wteptkd H/Y, Suvatotnta
ouvdeong pe LIS kat Host Computer. Ta €¢€o0da ouvdeong pe to LIS va emiPapuvouv Tov
npounBeutn.

O mpounBeuTng umoxpeoUTal va KatabBéoel anapaitnta kataoctaon Epyaoctnplwv kat
KEvTipwv TOU XPNOLUOTIOLOUV aVTIoTOLXO avILSpaoTApLa KOl OVAOAUTEG UE T TpoodE-
POUEVO, WOTE VO TEKUNPLWVETAL N EUPELA EUTELPLO TOU TpoUNnBeuTH.

Edv peTd TNV KATOKUPWON KoL TNV gvepyomoinon tou Staywviopol, o petodotng dia-
Béoel otnVv ayopd veotepa HOVTEAQ, amodedelypuéva LoXupOTEPA Kal KAAUTEpaA amo
ekelva mou mpoodépBnkav kat aflohoyndnkav, tOte 0 mpounBsutnc/avadoyxog
Sduvartal, epdéoov to Noookopeio anodexBeil, va ta mpounBevoel avtli Twv mpoodep-
Bévtwy, He tnVv Mpolmobeon OtL Sev emMépXeTal OTMOLASNTIOTE MPOCOETN OLKOVOULKN
emiBapuvon.

Na umtdpxet SuvatOTNTA CUUHETOXNG O MPOoypappa eEWTEPLKOU TTOLOTIKOU EAEYXOU, TO
omolo Ba emiBapuvel Tov mpounBeutn
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TEXNIKEZ NPOAIATPADEZ AYTOMATONOIHMENOY

2T Z2YITHMATOZ MOPIAKQN EZETAZEQN OPOMBOOO®IAIAZ

ZnTtoUUEVEG EETAOELG:

MANPEG KIT yla TNV tautdxpovn avixveuon kol Sdtadopomoinon twv KATwWOL moAu-
popdlopwyv oe pia avtibpoaon : G1691A tou yovidiou Factor V, G20210A tou yovidiou
Factor Il kat C677T tou yovidiou MTHFR

MAAPEG KLT yLa TNV avixveuon tou moAvpopdLopol H1299R tou yovidiou Factor V
MANPEG KLT yLa TNV avixveuon tou moAuvpopdlopol A1298C tou yovidiou MTHFR

MAAPEC KLT yLa TNV avixvevon tou moAupopdlopol 675 promoter 4G/5G tou yovidiou
PAI-1

TEXNIKEZ NPOAIATPA®EZ YZTHMATOZ

1.

MANPpWC auTtopaTomoLlNUEVN eviaia mMAatdopua, yia tn Ste€aywyn OAwv Twv anapai-
TNTWV BNUATWY TwWV €EETACEWY ATO TNV €l0aywyn Tou SELYUATOC €WG TO ATIOTEAECUA
Xwpig evdlapeon napéuBaon tou xpnotn (amopdvwon voukAeivikwy 0wy, dte€aywyn
Real-time PCR katL avaAuon amoteAecuATWY).

To ocbotnua va eival miotonolnuévo ya dtayvwotikn xprion CE-IVD.
Na amatteital pkpog xpovog yia tn dte€aywyn tng avtidpaong.

Na umopel va enefepyaotel tavtoxpova 1 €wg 12 deiypata ylo anopuovwon YEVETLKOU
UALKOU.

Ta avtdpaotipla anopdévwong VOUKAswIKwy oféwv kal dte€aywyng tng Real-time
PCR va eilval €Tolpa mpog xprnon Kol va tonobetouvtal kKateuBeilav oto cloTnuaA.

Na xpnolpgormolel eviaio KIT yla amopovwon yevwpuilkol DNA, amo Sitadopetikolg
TUTIOUG apXLkoU UALKOU OMw¢ aipa, opog, mAaoua, K.a,.

H amopdvwon va PBoaciletal otnv texvoAoyia payvnTikwyv odpalpldiwv yla amoktnon
vPNARC KABapPOTNTOC KAL CUYKEVIPWONE VOUKAELVIKWY O0EEWV AKOUN KL OO TIEPLOPL-
OUEVO OYKO apXLkoU Selypatog

Na umopel va ekteAel amopodévwon yevetikol UALKoU amd deiypata dtddopwv TUTTWVY

oKOUN Kol ToutoXpova.
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Na O&éxetat kateuBeiav &lddopoug TUMOUG TMPWIOYEVWYV owAnvapiwv oulloyng
SELlYUATWY ATO OTOU UTOPEL va MPOXWPHOEL N ATIOUOVWON YEVETIKOU UALKOU.

Na €xel tn duvatotnta ¢uAafng ToUu ATMOUOVWHUEVOU YEVETLKOU UALKOU yla ETLITAEOV
€EETAOELG ] TUXOV ETMAVEAEYXO.

Na €xet tn duvatotnta dte€aywyng tavtoxpova 12 dtadopetikwyv PCR MPWTOKOAAWV.
Na €xetL tn duvatotnta dteaywyng dtadopetikwv PCR mpwtokOAAwv and éva Seiypa
QTMOMOVWUEVOU YEVETIKOU UALKOU eite avefaptntwv eite pe t™ popdn multiplex
(meplocdtepeg ano 3 efetaoelg ava delypa).

Na pmopel va xpnotpomnotnBel yevetiko UALKO Tou €xeL &N amopovwBOel pe tnv da n
Stadopetikn mMAatpopua.

Na mapéxovtal amd Tov MPounbeutn ta avoAwolpga kKol aviidpoaotipla mou eilval

avaykaia yia tnv dte€aywyn Twv {NTOUUEVWY OVAAUCEWV.

H mAatdoppa va eival cupBaty pe tn xpnon avidpaotnpiwv real-time PCR kat aAAwv
KATAOKEUOOTWYV I yla Xprnon Ue in-house mpwtokoAAa.

TEXNIKEZ NPOAIATPA®EZ ANTIAPAITHPIQON REAL TIME PCR
kat ANTIAPASTHPION ANOMONQZHE NOYKAEINIKQN OZEQN

Na tn Sie€aywyn tng Real-time PCR avrtidpaong va mapéxovial MARPN OET AVTL-
Spaotnpiwv Ta omola va nmepLéxouv ta kKat@AAnAa control.
Ta KLT va gival motonotnuéva ywa in vitro Stayvwotikn xpnon (CE/IVD).

Ta KT va ouvodevovtal amd Ta ovrtiotolya aviidpaothpla Kol OAVOAWGCLUO OTIOMO-
VWONG VOUKAELVIKWY OEEWV yLa XpHON OTO QUTOHUOTOMOLNUEVO cUOTNUO, TA omoia va
elval £€TolpO TPOG XPNon, MPoUolpacuéva o€ €L8LKOUC UMOSOXELC HLaG XPRoNng Kol
TiLotomolnuéva yla in vitro Stayvwotikn xpnon (CE/IVD).

Na mapéyovtal emiong 6Aa ta KATAAANAa avaAwolya ylo Tn XpAon twv nmpoodepo-
HEVWV avTLOpaotnpilwv 0TO AQUTOUATOTIOLNEVO cUOTN A,
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Z. | TEXNIKEZ NPOAIATPA®EZ ANAAYTH XHMEIODQTAYTEIAZ

ZNToUEVEG EEETAOELG :

HIT IgG
ADAMTS 13 Activity

1. O avoAutng va sival MARPWG QUTOUATONMOLNUEVOG, oUyXpovng Texvoloylag, tuxaiog

9.

npoonélaong ( Random Access ) kat n apxy Asttoupyio¢ tou va PBaociletal otn
XNUELOdWTAVYELA.

Na StaBétel SU0 plyxn, €va yla ta avidpaothpla Kal éva yla ta delypata.
Na StaBétel 20 B€oelg aviibpaotnpilwy.

Na StaBétel 30 Béoelg delypatwy Kat va €xel tTn duvatotnta va SExeTal owAnvapla
atpoAnyiag kat kaakia.

Na SLaBETEL EVOWHATWHEVO CUOTNHA YPOUHLKAG avayvwong ( bar code reader ) yia ta
avtidpaotipla Kal yla ta delypata.

Na StaBétel tn SuvatotnTa avaluong EMELYOVIWYV SelyHaTtwyv KabBwg kat tn Suvato-
TNTO QUTOMOTNG €KTEAEONC SLAPOPETIKWY €EETACEWY, OTOV TA ANMOTEAECOHATA Elval
€KTOC KaBoplopévwy opilwv (reflex testing ).
Na €xel tn SduvatotnTa E€LOAYWYNCG TIPOTUTIOTOLNUEVNG TIPOTUTING KAUTIUANG UE TN
nopdn ypaupikou kKwdika ( bar coded card ).

Na €xetL tn duvatotnta va ekteAel TI¢ akoAouBeg e€etaoelg: D-Dimer, ACA 1gG, ACA
IgM, B2GPI 1gG, B2GPI IgM, HIT 1gG, ADAMTS 13 Activity, VWF Ag, vWF Rcof.

Na éxeL mapaywylkotnta 60 e€etdoelg ava wpa.

10.Na SlaBétel Eyxpwin, emninedn 086vn adnig.
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10.

11.

12.

13.

14.
15.

16.

TEXNIKEZ MPOAIATPADEZ ANOXZOAOIIKOY ANAAYTH

H. NA TH METPHZH ®DEPPITINHZ KAl OMOKYZTEINHZ

Na eival mponyuévng texvoloyiag pe tuxaia emithoyn e€etdcewv tumou RANDOM
ACCESS, teAelwg aUTOMATOC ATIO TNV ELOAYWYT TOU SelypaTog HEXPL KAL TNV EKTUTIWON
TOU ATTOTEAECUATOC XWPLG Kapla emMEUPBacn Tou XELPLOTH.

Na ekteAel to oUvolo twv Intolupevwyv efetdocewv Pe Tt HEBOSO Tou eviUULKOU
avoocodBopLopou.

Na StaBétel xywpntikdétnTa 100 SeLypdtwy.
Na €xeL tn duvatotnta eneiyovoag avaluong STAT.

Na £€xel mopaywylki taxutnta touldaxlotov 90 e€etdoelg avd wpa Kol HE XPOVO
e€aywync anoteAéopatog Toulaytotov 20 Aemtad yLa OAeg TG e€eTdoelg evog otadiou.

O avalAutig va eival cuvexoug tpododoaciag detypdtwy, avitdpaotnplwyv Kal avaiw-
oluwVv otn Slapkela Aettoupyiag Tou.

Na StaBétel olotnua SelypatoAnPiag pe puyxn HLAG XPAong KatdAAnAo wote va
glaylotonoleital n empoAlvvon amno delypa oe delypa (carry over), UE aAvVLXVEUTH
otadung kat EAeyxo puocaiibwv.

Ta avtidpaotpla va dlatibevtal o€ MPAKTIKEG CUOKEVACLEG, TUTTOU LOVOTEQDT, £TOLUA
yla xpnon, wote va efaocdaliletal n alomoinon oAOKANPNG TNG MOCOTNTAC TNG KABE
ouoKevOOoLaC.

O avaAutiAg va StaBétel cuoTnUA AUTOMATNG avayvwplong avildpaotnpiwv ywa tnv
anoduyn mBavwv Aabwv xelpLtopou.

Ol ekteloVpeveg e€etaoelg va €xouv otabepotnta Babuovounong 90 nUEpWY, WOTE va
unv xpetalovrtal cuxveg Babuovounoelg.

Na €xel Tn SuvatotnTta TOUTOXPOoVNG XPNonG KaumuAwy Babuovounong amno 2 ditado-
pETLKA lot.

Na SiaBétel dewypatodpopéa mou va umopel va OSexBel Seilypata eite cwAnvapla

duyokévipnong e Bar Code eite kal og kapakia.

Na €xeL Tn SuvatoTNTA AUTOMATNG apaiwaong Kal emefepyaciag Twv SElYUATWY XwpPLig
TNV mapéuPoaon Tou XeLpLOTH.

Na Aettoupyetl pe pevpa 220 V kat va €xet duvatotnta audidpoung emkowvwviag pe LIS.
Na ekteAel OAeg TIG INTOUUEVEC EEETACELG TOU ETLOUVATTOUEVOU TTiVAKA EEETACEWV.

OAa ta npoodepodpeva aviidpaotnpla va eival eAelBepa Blotivng yla ToV amokAELONO
mlavwy mapeUPOAWY OTA ATOTEAECUATA TOU EpyacTnpiou.
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10.
11.

12.

13.

TEXNIKEZ NPOAIATPADEZ AYTOMATOY ANAAYTH

©. HPLC I'A TON EAEFXO AIMOZOAIPINOMAOEIQN

Na xpnotuomnolei péBodo vypng xpwuatoypadiag vPnAng anddoong (HPLC) pe katio-
VOVTAAAQKTLKN) OTAAN.

Na eudavilovtal oto xpwpatoypddnua oL KoOpudhEG Kol TO TOCOOTA TWV KAAOUATWVY
HbF, HbAO, HbA2 kabwg kal étav unapyouv twv HbD, HbC, HbE kat HbS.

Na €xeL tnv duvatotnta dewypatoAnyiag amd KAeloTd cwAnvapla Kol va S€xetal
Tautoxpova Selypata amno avolktd Kol KAeLoTd owAnvapla pe f xwpic barcode .

Na pnv amatteital kapia mpoepyaocio dSeiypatoc.

O dewypatodopéag va dtabétel toulaxlotov 80 B€oelg SelyudTwy OALkoU aipatog, va
elval ouvexolg doptwong Kal va MApEXEL T SuvATOTNTA AVAYVWPELONG YPAUULKOU
kwdika (bar code) twv cwAnvapiwv.

Na SdtaBétel 000vn adnG Kol EVOWUOTWHUEVO EKTUTIWTH TIOU VA EKTUTIWVEL TO XPWHOA-
Toypadnua kabe Seilypoatog pe mMARpPn otolxela OMWC AMELKOVION KOopudwv, UEYEDN
EMIPAVELWY, XPOVOUG EKAOUCNG KOL TTOCOOTLALOUG UTTOAOYLOHOUG OAwV TwV Kopudwv

OAWV TWV KAOOUATWV.

H kopudn tng A2 oto XpwHatoypadnua va epdaviletol SLaKpLTA Kol O€ LKOVOTIOLNTLKN
anootacn amno ti¢ kopudég twv D,C,E kal S €T0l woTe va amokAeletal n nepintwon
emikaAuyPng. Na utoBAnBouv napadeiypata xpwuatoypadpnudtwy HeE TIG KOPUPEC Kal
Ta MOo0ooTA TwVv KAaoudtwyv HbD, HbC, HbE kat HbS

O avoAutic¢ va dtaBetel akpifelda otnv pétpnon tng HbA2 mou va ekdppaletat pe CV
ULKPOTEPO TOU 6% o€ Intra Assay kat Inter Assay precision

O xpovog HETPNONG va €lval peyaAltepog amod 4,5 AemMTd yLa va €XEL LKAVOTIOLNTLKO
ebpog¢ avaAluvong. Na umoBAnBouv moapadelypata xpwpatoypadbnuatwyv Pe SUTAR
getepoluywtia omwc y HbC/HbS KA.

O OUVOALKOC xpOvog avaluong ava delypa va unv umepBaivel Ta 6 Aemra.

O oilkog kataokeung va SlaBétel Aoyloplkd ocuvdeong tou avaAut e HAEKTPOVLKO
YrnoAoytloth pe dSuvatotnta HETadOpAC TWV TOCOOTLALWY UTIOAOYLOMWVY KABWE Kol Twv
xpwpatoypadnuatwyv. Na umoPAnbel mapadelypa €KTUMWONG TOU AOYLOMLKOU
ouvdeonc.

O oikog kataokeun¢ AvaAutou, AoyloplkoU kat Avtidpaotnpiwv va eival Kowvog Kal va

SlaBétel Babuovountég kat paptupeg (Calibrators kat Controls) yia HbA2 kat HbF.

Na espdavilet €ldikd aplOuntikd Seiktn otnv ektUnwon kdabe Selypato¢ mou va
OXETL{ETAL LE TNV ATIOTEAECHUATIKOTNTA TNEG OTNANG
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14.Na SiaBétel Béon enmeyoviwy deypdtwy (STAT) pe duvatotnta ¢OpTWONG O aApxLKo
ocwAnvaplo atpoAnyiag kat oe Ka akL.
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10.

TEXNIKEZ NPOAIATPA®EZ ANAAYTH EAETXOY
AEITOYPTIKOTHTAZ AIMOMNETAAIQN ZE OAIKO AIMA

Na xpnotpgormolel oAlko aipa katevuBeiav amd tnv atpoAnia kat ywpic kapla mpon-
youuevn enefepyacia Tou delypatog.

Na Sivel amotéAeopa MOoOTIKO ekmedpacpuévo o deutepoAenta (seconds) cav Xpovog
anodpaéng -Closure Time (CT) Kol VoL EKTUTIWVETAL OE EVOWUOTWHEVO EKTUTIWTH.

Na kdvel pétpnon in vitro 60Ang¢ tng Stadikaociag dnuioupyiag Tol AgUKOU-OLUOTIE-
TaAtakol BpouPou (6nA. MPOOKOAANONG, OCUCCWPEUONG KOl QTOKOKKLOTIOLNGONG
Tautoxpova), ue uPnAn evatcdnoia kat akpifela.

Na KAavel PETPNON OPXLKAG OLMOOTATIKAC Sduvaplkotntag tou Selypatog (primary
hemostasis capacity) PHC.

Na €xeL SuvatotnTa avayvwpLlong ypauuitkou kwdika (barcode reader).

Na eival eUkoAog kol amAOG oTnV XprRon, HIKpOg o dlaotaocelg kKal eAadpug o Bapog,
Slapkwg SdlaBéoipog yla pétpnon ava maoca otiyun (epnuepieg, emeiyovrta meplota-
TIKA) KOl TO TTOOOTLKO ATMOTEAECHUA VO Ao B AVETAL O LEPLKA AETTTA.

Na €xeL Suvatotnta cuvdeong pe e€wteptkd H/Y €€obog RS 232.
Na SLaBETel EVOWPATWUEVO EKTUTIWTN.

Na katateBel kataotaon Epyaotnplwv kat KEvipwv mou xpnoLpomoloUv aviiotolxo
avaAutr pe Tov mpoodepOevo o Anpoota n 16twtikd Noookopeia kat NoonAguTika
6plUATA WOTE VA TEKUNPLWVETOL N EUpPEla eumeLlpia Tou mpopnBeuTh.

Na koatoateBel ¢dUAAO ocuppdpdwong pe ocadei¢ mopamounég oe Prospectus kal
ouvoSeuTIKA Eyypada TEXVIKWV TEpLypadwv.
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