MNPOAIATPA®DEZ A TAKTIKO AIEGNH ANOIKTO AHMOZIO AIATQNIZMO A THN
MPOMHOEIA ANTIAPAZTHPIQN AIMATOAOIIKQN EZETAZEQN ME TAYTOXPONH
NAPAXQPHZH ZYNOAOY EZOMNAIZMOY -CPV 33696200-7, A TO NANENIZTHMIAKO
NOZOKOMEIO KAI TO BENIZEAEIO-NMANANEIO FTENIKO NOZOKOMEIO HPAKAEIOY

NPOAIATPA®EZ MNA OAEZ TIZ ENOTHTEZ

OL TIHEC OAWV TwV e€eTA0EWY Ba TPETIEL VAL €lval oL TEAKEC. ITNV TN TG povadlalag e€€taong
Ba ouumeplhapPfavovtal OAa  ta avtidpaothpla-avolwolpa  (dnAadn avidpaothpla,
puBulotika StoAbpata, StaAlvpota kabaplopou, aviidpaotipla Babuovopnong kat eAéyyou,
AuTikd, controls, cwAnvapla , calibratorskAm.).

OAa ta anapaitnta avildpaotrpLla-avaAwola yia tnv SLeEvEPYELa TG KABe eE€taong Ba mpemel
va mapayyENhovtal pe tpomo nmou Ba e€aodalilel Tnv Suvatdtnta KOOTOAOYNoNg ava sé€taon
Kal meplypadetal avaAuTiKa oTLg podlaypadeg kabe opadac.

EruutAéov, Omou amatteite KOUmUAn BabBuovounaon kot €Aeyxog autng (Létpnon calibrators kot
controls) ta avTldpaoTrPLa Ylot VO EKTEAECTOUV QUTEG OL OVTLOPACELG/ETPNOELS TTOPEXOVTOL
Swpedv Kol EMUTAEOV TWV QTMOLTOUUEVWYV OO ToV SLOYWVIOUO TIOCOTATWY Yla KTEAEON
efetdoewv. To epyactnplo eKTeAel TG BaBUOVOUNOELC KaL TOV EAEYX0 QUTWV LE BAon tv opbn
T(POKTLKA TIOU OPLIEL 0 KATAOKEVOOTHG Kal oL Stadilkacieg eowteplkol Kal eEWTEPLIKOU TTOLOTLKOU
g\éyxou tou gpyaotnpiou.

OL urtondrot mpopnBeutég Ba mpénel va mapéxouv yypadn SnAwaon OTL eyyuodvTtal TV KOAR
AeLToupyla TOU CGUOTHMOTOC N LNXOVALATOC Yl TO XPOVIKO Sldctnua Tng cupBacng wg eniong
OTL avaAapBavouv tnv UToXPEwaon va SLaBEtouv e16LKO TexVIKO o omoiog Ba emibeiel oto
TIPOCWTILKO TNG UTINPEGiag ToV TPOTOo Asttoupylag Kal XElplopol KaBweG Kal Ta MPOCTATEUTIKA
UETpa aodaleiog MPOoowTLKoU Kal UALKOU.

Ou unoyndlot mpopnBeutég Ba mpémel va mapExouv €yypacdn syyunon — SnAwon ywa tv
SuvatotnTa UNooThPLENG (e EMLOKEUEG-AVTAANAKTIKA, BaBuovopunaon, oxetikr mAnpododpnon,
QVTLKOTAOTAON OUCTAUATOG KATL.) ToU ouvodoU €£OTTALOMOU ylo OAO TO XPOVIKO SLACTNUA TNG
oUMBAONG KAL yLO TUXOV TAPATACT QUTAG.

O npounBeutig unoxpeouTal va emdeifel Kal va ekMaLSEUOEL KOL TO TEXVIKO TIPOCWIIKO TOU
VOOOKOELOU 0TN Aeltoupyia Kal cuvtrpnon ToU CUCTAATOG.

Tnv A pn €uBUVN TNG CUVTPNONG KoL TOU KOOTOUC TNG Ba hEpEL 0 TpOoUNBeUTHG.

Mo tig opadeg B kat I av o pelodotng eival kowog, duvartal va mpoteivel, avtl g Mapoxng
tecodpwv (4) avalutwy efetaoewv nnEng-alpootaong (1 Baotkoc kal evag edhedplkog os KAOe
opada), va mopéxel TPeLg (3) ya To atpatoloyiko epyootrplo tou MAMNH kat vo (2) ywa to
OLHLATOAOYLKO £pyaoThplo Tou Bevilédelou Noookopeiou.

‘OMol oL mpoadepdpEeVOL AVAAUTEG VoL elval KOilvoUPYLOL KOlL QLLETAXELPLOTOL.

MNa tnv opdda O n mpoodopd adopd HOVO TO QLUATOAOYLKO €PYaAOTAPLO Tou Bevi(éAelou
Noookopeiou.

Ye mepimtwon mou umdpfel TPOUNOEUTAC HME OLKOVOULKA oupdepdtepn mpoodopd ot
TEPLOOOTEPEC AMO Ul amo TiG opddec A, B kal I, SnA. A+B i A+l 1 A+B+I, Suvartal va
TPOodEPEL, KL TO VOOOKOUELD va Oextel TN eyKatdotaon TPOAVOAUTIKOU GCUGCTHLOTOC
Slaxeiplong Selypdtwy uTo ToV 0po OTL Sev eMIdEPEL ETUMAEOV KOOTOG YLO TO VOCGOKOELD.



OMAAA A

TEXNIKEZ MPOAIATPA®EZ AYTOMATQN AIMATOAOTKON ANAAYTQN YWHAHZ
NAPATQriKOTHTAZ A METPHZH FENIKHZ EZEETAZHZ AIMATOZ, AIKTYOEPYOPOKYTTAPQN,
FENIKHZ EZETAZHZ BIOAOTIKQN YIPQN, ENIZTPQ2ZHZ KAl ANAAYZHZ ENIXPIZMATOZ

1. MPOAIATPADEZ AYTOMATOY AIMATOAOTIKOY ANAAYTH MA TIZ EZETAZEIZ:

MAHPHZ TENIKH AIMATOZ ME AIAXQPIZMO 5 YINOMNAHOY2MQN
AEYKOKYTTAPQN

MAHPHZ TENIKH AIMATOZ ME EMINAEON MPOZAIOPIZMO TON
AIKTYOEPYOPOKYTTAPQN (AEK)

13.01.01.01.002

13.01.01.01.003

1. Na Asttoupyet umé taon 220V
2. Na StaBétel motomointika CE, IVD kat ISO
3. H apxn Aettoupyiag tou avoAut va otnpiletal oe SlEBVWE avayvVWPLOUEVES

ueB6doug HETPNONG KUTTAPWY, TIOU UTIAYOPEVUOUV TNV AUECH QVIXVEUCH QUTWV XWPILG va
volotavral alowwoelc Aoyw emnefepyaciag amo AUTIKA N aAAd el6IKA avTiSpaoTrpLa.

4, O mpopnBeuthg Ba TpEMEL va TTAPEXEL €val KUPLO KOL EVOL AVOTTANPWHATIKO AVAAUTH YL
TNV KAAUPN TWV avaykwyv Tou allatoloykol epyaoctnpiou kat tng atpodoaciag tou Bevileheiou
voookopeiou (cUvoho 4 avaAuTEG)

5. 'OAeg oL mapdpetpol mou Sivovtal, va avixyvelovtal ameuBeiag and 1o ¢Laiidlo g
YEVIKAG alpatog.

6. O npoodepopevog avaAutng va avaAlel GAEBLKO aipa KAl O amalToUREVOG OYKOG va
pnv &emepva ta 400 pl. OAeg oL mapdpetpol mou Sivovtal va avixvevovtal ansuBelag and to
dLaAidlo TG yevikng alpatog, xwplc va amattouvial mepaltépw SLaSIKACLEG amd TOV XELPLOTH
OTIWG OPALWOELG.

7. Na pLeTpA Kot va UTIOAOYIZEL TIG TOPAKATW TIAPAUETPOUC:

e AplBuod Asukwv atpoodatpiwv (WBC)
o AmMOAUTOG apLBUOC AepdoKUTTAPWY

e AMOAUTOG apLBUOG LOVOKUTTAPWY

e AmOAuTOG aplBuog nwovodilwy

e AmoAutog aplBuog Bacsodidwv
AmoAutog aplBuog oubetepodilwy
Mooootd % AspudokutTdpwy

Mocootd % POVOKUTTAPWY

Mocooto % nwowodilwv

Mocootod % Bacsodilwy

Mocooto % oubetepodidwy

ApBuo epubpwv atpoodatpiwv (RBC)
Awuatokpitn (Hct)

Awoodatpivn (Hb)

e  Méon nukvotnta awdoodatpivng (MCH)



e EUpog katavoung epuBpwv (RDW)

Méon ouykévtpwon atpoodatpivng katda epuBpokittapo (MCHC)
Méaoo oyko epuBpwv (MCV)

AplBuoG atpomnetaAiwy (PLT)

EUpog katavoung atpomnetaiiwv (PDW)

e Awuomnetaliokpitng (PCT)

e  MéEoog Oykog atpomnetaAiwv (MPV)

8. No rtapéxel auénuéveg SuvatoTnTeG oTNV AELOAOYNGCN TWV OMOTEAECUATWY
napouatalovrtag mARpn popdoAoyia KUTTAPWYV. TUYKEKPLUEVA:

A. Mopdoloyia Aeukwv alpoodatpiwv
e ATYNA AEMOOKYTTAPA
o BAAITEZ
o AQPA KOKKIOKYTTAPA
e  Aeukomevia
e AgUKOKUTTAPWON
e Asudomnevia
e Agudokuttdpwon
e Qubetepormevia
e [oAupopdomnupivwon
e  MovokuTtdpwan
e Hwowodia
e BoaosodlAia

Ou umnomAnBuopol Twv Asukwv awloodalpiwv (Tumog) va petpolvral pe tn Ponbela
KUTTOPOMETPLag pon¢ kal laser. Ta Asukd alpoodaipla PETPOUVTAL TAUTOXPOVA E TIEPLOCOTEPES
aveéaptnteg pebddouc wote va emiBepoatwvetal o aplBuog toug. To abBpolopa Tou Moocootol
TWV UMOMANBUOUWY TwWV AEUKOKUTTAPWY TIPETEL va ival 100 kot To aBpolopa tou amdAutou
oplBpol Twv UMOMANBUOUWY TWV ASUKOKUTTAPWY Vo LoOUTAL UE TOV QMOAUTO aplBuo Twv
AEUKWV.

O umoAoylopog tou Stadopkol TUTIOU TwV AsUKwv atpoodatpiwv Bo TpEmel va yivetal pe
AQueon avixveuon.

B. Mopdoloyia epuBpwv atpoodatpiwv
e Eumupnva EpubBpa
e EpuBpokuttdpwon
e AvVIOOKUTTAPWON
o  MiKpoKUTTGpWON
e  MoKpOKUTTApWON
o YrRoxpwpia
e Avaluia

. MopdoAoyia alponetoiiwy
e Mikpd 1] peydAa atponetaiio
e OpouPonevia
e OpopPokuttdpwon

H napoyn enumAéov napapétpwv Ba afloloynBel Betika.
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To eUpPOC HETPNONG TWV KUTTAPWV (YPOUULKOTATA) va lval To peyaAutepo Sduvatov.

O avoAutng, mpo¢ amoduynv €kdoong €0PaAUEVWY QTIOTEAECUATWY, VO QVLXVEUEL
TIOLOTIKA TOL UTO €€€tacn Selypata yo mpoBARpata onwg miypata kot Guocaiideg amd
£€vtovn avadeuaon, e cUOTNA TO OTOLOo va TEPLYPADETOL AVOAUTIKAL.

O npoodepOUEVOC aAVaAUTHG va Umopel va tpoodlopilel Ta SiktuogpuBpokutrapa (AEK)
og amoAUTo aplBud Kal mocootd %. H pétpnon twv AEK Ba mpémel va yivetal amnod to
dLaAisLo g YevIKAG alpatog.

OAa ta amattolpeva avildpactrpla Kal KoBaploTtikd Ba mpEmel va elval £ToLUa TTPoG
XPron Tou Llou KATOOKEVOOTIKOU OIKOU JIE TOV avaAuTh).

Na SlaBgtel éyxpwpn 0Bdvn, otnv onolia va epdavilel ta mAnpn anoteAéopata Kabe
SelylaTto g Kal Ta OXETKA LOTOYpAUUATA I} VEDEAOYPAUMOTA KOL EKTUTTWTH YL EKTUTIWON
TWV anoteAeopdtwy oe A4 xaptl.

Na £xeL Suo duvardtnteg SetypatoAnyiag
e  KAaoolKkO xelpokivnto cUOTNA OVOLXTOU TUTIOU
e Autoparto clotnua deypatoAnpiog cuvexoug GopTwWong SELYUATOANTITN TOUAGXLOTOV

50 B¢oswv.

To QUTOMATO GUOTNHA, VO XPNOLUOTIOLEL KAELOTA CWANVAPLA, OAWV TWV ETALPELWV KOL VOl
£xeL tnv duvatotnta va StaBalel Ta KwSKOTOLNUEVA OTOLXELD TOU aoBevh amo to GpLaAidio
(barcode).

Emtiong va €xeL tnv duvatotnta avaAUGoNG EMELYOVTWY SELYUATWV.

Kat otig dVo neputtwoelg detypatoAniag, Ta akpoduaia va kabapilovtal autopata.

H taxlutnta pétpnong va sivol touAdxlotov 85 Selypata tnv wpa OTO AUTOUATO
ouotnua

O npoodepouevog avaluthg va £XeL cUOTNUO TTPOELSomoinong TOU XELPLOTH YLOL TLG
otaBdueg Twv avidpaotnpiwv. Na Stabétel clotnua Slaxeiplong Twv avtidpactnpiwv.

H mnpoodépouca ctalpeia, vo Olabétel TANPeg TUAMO serviceotnv KpAtn Kot
omodedelyévn EUMELPLA OTOUG QUTOUATOUC OLUATOAOYIKOUG avaAuTéG. Mpog anddelén tou
Loxuplopol, o mpounBeutn¢ umoxpeoUTAL VA KATOOE0EL KATAOTOON EYKOTECTNUEVWY
ovaAutwyv oe dnudola voookopesia ota omoia £xel avoAdBel T ouvtipnor touc. Oa
ouvekTlunBei n duvatotnta cuvdeong amd andotach (remote) Kol APECNC Kol KOONUEPLVAG
mapakoAoUBNong arod tov mpopnBeuTr HEoWw TNAEDWVIKAG YPAUUNG Le cUVEeon internet .

Na SlatiBetal amod tnv KOTAoKEUAOTPLA eTaLpeia, mpdtumo aipa eAéyxou (control) kot
npotuno aipa pubuwong (calibration standard), ylwa OAeg T AUECH METPOUMEVES
TMAPAUETPOUC.

O mpoodepopevog avaluthg va SLaBETel cUOTNUO QUTOMOTOU KaBaplopol Katd tnv
€vapen Kol TOV TEPUATIONO TNG Asttoupyiog Tou. EmumpooBétwe va dlabétel kal cuotnua
PUBULONG OAWV TWV APECA PETPOU LEVWVY TIOPAETPWY (calibration).

O npoodepOUEVOC AVAAUTAG va SLABETEL TPOYPAUUOTA ECWTEPLKOU EAEYXOU TIOLOTNTO,
To omoio Ba neplypadel aVaAUTIKA.

O mpopnBeuTrg uTtoxpeoUTAL VA EVTALEL e SLKA TOU £€060 TO EPYQOTHPLO OE GUCTNLA
€€WTEPLKOU TOLOTLKOU EAEYXOU TIOU va cuUmeplapBavel Touddylotov 10 epyactrpla Tou
Sl00étouv TOoVv TpPoOodePOPEVO avoAuTr TOUAdXoTov 6 ¢opéG TOo YXpovo amod
TILOTOTOLNHEVO €OVIKO 1 sUpwWTOikO Popéa. To mpoypappa Ba mpénel va KAAUTITEL OAoUC
TOUG TTOPEXOUEVOUC AVOAUTEG.

OL avoAutég Bo mpemel vo SLABETOUV E0WTEPIKO KOTAUETPNTH TOUu aplduol Twv
£€eTA0EWV TOU eKTEAEOTNKOV KOL O OMOIO¢ val pnv emidEXeTAL omoloudnmote £iboug
napéuBaocn, va gival OpPWE TPOGRACLUOC YLo. EAEYXO OO TO MPOCWTTLKO TOU Epyactnpiou
N G&A\e¢ umnpeoiec tou voookoueiou. e mepimtwon mou o avoaAutig Sev Slabétel
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E0WTEPLKO KATAUETPNTH, UE €uBUVN TNG €Talpiag, Kal pe SuvatdotnTa €Aéyxou omo TO
TIPOCWTILKO TOU €pyaoTnpiou i AAAEC UTnpeociec Tou voookopeiou, dedouéva yla Tov
apLOUO TWV HETPOUHEVWY EEETACEWY avA avoAuTh Ba pémel va mapadidovtal o€ TAKTKA
XPOVIKA Staotrparta Kot pe Stadikaoio mou Ba avadpEpetal avaAluTIKA atnv npoodopd.

EnavaAqeLg otnv yevikn €€€taon QLPLOTOC TEPAY TOU ETILOTNLOVIKA AmOSEKTOU opilou
ToU 5%, AOyw PeYAAOU aplBUOU AOTOXLWV TOU AVAAUTH vo TOPEXEL TIC amapaitnteg
mAnpodopieg (failure) R peydlou aplBpol AavBaopévwy amoteAeoUATWY Ta omoia dev
emPBefalwvovtal oTNV EMOVAANTITIKY LETPNON, EMLBOPUVOUV TOV TTPoUnBOeuTr/Uelodotn.
Y€ MEPIMTWON TIOU 0 AVAAUTAC aufAvel To KOOTOG AELToupylag Tou epyactnpiou pe kabe
AaAAo TpOTo Ba amoKAeLOTEL

O mpounBeutng umoyxpeolTal vo KataBéoesl pall pe tnv mpoodopd Kol emionun
petadpaon tou eyxelpldiou Aettoupyiag Tou opydvou otnv eAANVIKA YAwooa.

Na untootnpiletol To aVaAUTIKO GUCTNO Ao CUCTAUATO ASLAAELTTNG TTOPOXNG TAONG
(UPS) pe damaveg Tou pelodorn.

Na Slabétel oUyxpovo UTIOAOYLOTIKO cuothupa Kol duvatdtnta ouvdeong HeE TO
ovotnua LIS tou voookopeiou. (Meta tn ARén tng ouuPBaocnc i edpdoov umapxel
OVTLKATAOTAON TWV aVAAUTWVY To apxelo twv acBsvwv Ba mapapéveLl oTnV KOTOXN TOU
VOOOKOWELoU).

Eivalr guBuvn tou pelodOTN N €YKOTAOTOON TWV HNXAVNUATWY, n ekmaidsuon tou
TIPOOWTILKOU KAl N cUVSECN TwV Hnxavnuatwy e To LIS Tou voookopeiou

Anapaitntn mpolmoBeon eivat n olvtaén ¢UAMoU ocuppopdwong. 3to  PpUANO
ouppOopdwonG Ba amavTwvTal pla TTPOG Hia oL mpodlaypadeg mou €xouv Tebel. Oa
avadépetal av ekmAnpwvetal n mpodtaypadr, To BabBud otov omolo eKMANPWVETAL 1] av dev
ekmAnpwvetal. MNpog amddelln 6e Twv OYUPLOHWY autwv, Ba TpPEmMel va yivovral
TIOPATOUTIEG O amoonacpata and Operators Manual kot Service Manual, o prospectus
TOU TPoadePOUEVOU OpyAvoU TIOU Ba TIPOEPYOVTAL ATO TOV KOTAOKEUNOTLKO OiKo (Kol Oxt
TMANUUEAWC petadpacuéva puAladila) kabwe emiong Kal o EMLOTNUOVIKEG EKSOOELG Kol
Aoutd emioTnUOVIKA évtumia Tou Ba Tpoépxovtol amd TOV KOTOOKEUWOTLKO OIKO Tou
HNXQVALOTOG,.

EGv petd tnv kataklpwon KoL TNV evepyomoinon tou Alaywvicpol o HelodOTng
Sl00¢0el otnv ayopd veotepo HOVTEAQ, AmMOSEeSelypéva LOXUPOTEPA KOl KAAUTEpA OTo
ekelva mou mpoodépbnkav kol aflodoyndnkav, TOte 0 mpounBeutng / avddoxog
umoxpeoUTol Kot To Noookopeio Suvatal va amodexbei, va ta mpounbelosl avti Twv
npoodepOEvTwyY, Ue TNV MPoUTOBeon OTL SV EMEPXETOL OTOLASTIOTE TTPOCGOETN OLKOVOLLLKN
smupapuvon.

OL npoodepdpeveg TIHEG Ba adopolv TR avd E€taon (yevikn e€étaon aipatog,

AEK, Badn emypiopotog mepidepikol aipatog 1 pushoypdppotog). Ou umoyndlot
npounOeutég Ba Mpémel va mapExouv MAnpodopieg ya Tov aplBud Twv eEETACEWV TIOU
ekteAel kABe oet avtdpaotnpiwv emi tn PAon evog EAAXLOTOU KOWVOU TTAPOVOUAOTH (TLY.
1 kouti avtidpaotnpiou A, 3 avtibpaotnpiou B kal 5 avtidpaotnpiou I emapkouv yia 100
VEVIKEG aipatocg). OAa ta umOAouta AmALTOUMeVA UALKA (avOAWGOLUA, TTAUCTIKA uypd
calibrators, controls ktA.) Ba mapéxovral Swpedv amod tov MpounBeutr) wg ouvodd TG
e€€taong kal Siywg emumAéov xpEwon.

Aadopég mou Ba mpokUMTOUV HETOEU TOU OplBUOU Twv EEETACEWV TOU
napeAndOnoav ano ta duo voookopeia (aplOudc ost ou napeAndOnoav eni tov aplBuo
TWV aVOUEVOUEVWY €EETAOEWY OVA O€T) Kal Ttou apBpol Ttwv efetdoswv TOU
ekteAéotnkav (Baokég e€etdoelg ouv emavalnPelg) pe BAon TwV ECWTEPLKO LETPNTI TOU
CUVOAOU TWV aVOAUTWV CUV ToV aplOpd Twv OVTOPACEWY TIOU UTIAPYXOUV OKOUA OTnV



amoBnkn Tou VOoOKOUELOU (aplOOC OET TTOU UTTAPXOUV 0TNV amoBnkn emi Tov aplBpo twy
OVOUEVOUEVWYV €EETACEWY VA OET), HeEYaAUTEPEG amo 0,5% emiBapuvouv tov mpopnbeuth
[6nAadn av (aplBuog etetdoswv anod counter)+(aplBu. oet otnv amobnkn)X(aplBu. avayp.
efetdoswv/oet) - (apOu. oet mou TmapsAndOnoav)X(optBu. avap. efetdoswv/oet)/
(aplOp. ost mou mapeAndOnoav)X(aptOu. avop. s€etdoswv/oet) <-0,005 toOTE O
TMPOUNOEeUTNC UTIoXPEOUTAL VA TIOPEXEL SWPEAV OTO VOOOKOUELD TOV EAAXLOTO aplOUd Twv
O£T Tou Aelmouv wote n Sladopd va yivel pikpotepn amod 0,5%). O éAeyxog Ba yivetal ava
g€aunvo kal oto TéAog Tng cUUPBacng.



whn e

10.

11.

2. NPOAIATPADEZ 2YZTHMATOZ AYTOMATOY AIMATOAOTIKOY ANAAYTH MA TIZ
EZETAZEIZ:

MAHPHZ TENIKH AIMATOZz ME ENINAEON NPOZAIOPIZMO TQN

13.01.01.01.004 EPYOPOBAAZTQN (NRBC)

MAHPHZ TENIKH AIMATOZ ME ENINAEON NPOZAIOPIZMO TQN

13.01.01.01.005 AIKTYOEPYOPOKYTTAPQN (AEK) KAI TQON EPYOPOBAAXTQN (NRBC)

MPOZAIOPIZMOZ AIKTYOEPYOPOKYTTAPQN (AEK) ZE ENIXPIZMA
AIMATOZ ME XEIPOKINHTH MEGOAO (mpoalpeTiki e€€taon,
avadpEpeTal o autopatonolnpévn uébodo, eANeidn ahAou
KwSikou KEOKKE)

13.01.01.10.001

FENIKH EZETAZH BIOAOTIKQN YTPQN (ENY, NAEYPITIKO YTPO,

14.01.04.21.001 NEPIKAPAIAKO, NEPITONAIKO, AZKITIKO, APOPIKO KAI)

XPQ3H KAl MEAETH ENIXPIZMATOZ AIMATO: ME MAYGRUNWALD-

13.01.03.02.001 GIEMSA

XPQZH KAI MEAETH EMIXPIZMATOZ MYEAOY TQN OZTQN META

13.01.03.02.002 ANAPPO®HIH ME MAYGRUNWALD-GIEMSA

Na Asttoupyet umé taon 220V

Na StaBétel motomointika CE, IVD kot ISO

H apxn Aettoupyiag tou avaAuth va otnpiletal o€ SLeBvwg avayvwpLlopéveg Lebodoug
UETPNONG KUTTAPWV

'OAeg ol mapapetpol mou Sivovral, va aviyvevovtal ansubeiog ano to GpLoAidlo tng
YEVIKAG alpatog.

Na xpnoiuomnolel Selypata oAlkoU aipoatog oe moootnTa OXL PeyaAutepn twv 180 uL.
Na HeTpd o€ TPLXOELSLKO alpa 1 va XpNOLUOToLEL CWANVAPLA EAGXLOTNG XWPNTLKOTNTOG
alpatog. Oa cUVEKTIUNBEL N LKAVOTNTO QUTOMATNG apaiwong delypatog yla Selypata eKTog
YPOUULKOTNTOG XWPLG TauTo)Xpova va arnotteital S1opBwaon Tou amoteAEoUATOC.

To oUotnua va anoteAe(tal amo eni HEPOUCG UTMIOUOVASEG cUVEESEUEVEG ETAED TOUG
LE KOO onueio $pOpTWoNnG Twv SELYUATWV.

H taxlutnta HETPNONG TOU OUVOAKOU TPOOGHEPOUEVOU CUCTAMATOG va  elval
TouAdylotov 180 Selypota Thv wpa O0TO AUTOUATO cuoTnua Asttoupyiag yia to MAFNH
Kot 90 Selypata TRV WP 0TO AUTOUATO cUoThpa Asttoupylog yio To BeviZélelo (yLo OAeg
TIC TIOPOAUETPOUG TNG YEVLKNG e€€TaoNC aipatog, ektoc AEK kat dAAa Blodoyika vypd). To
OUVOAIKO ouotnuo Ba mpémel voa cuvodevetal amo £dedplkd cuoTNUA TAXUTNTOC
TouAdytotov 180 Setypdtwv/wpa yia to MATNH kot 90 Setypdtwyv/wpa yia to BeviléAslo.

Ol OaVOAUTIKEC UTIOHOVAOEC TOU oUOTAHATOC Vo SUvatol va AEITOUPYNOOUV Kot
oavefaptnta o mepintwong BAABNG KATOLAG Ao OUTEC.

OMa ta amottovpevo avtdpaotrpla Kat kKabaplotikd Oa TPEmeL vor ival £ToLuo Tpog
XPron Tou L8IoU KATOOKEVOOTIKOU OIKOU LIE TOV avaAuTh.

To k&Oe ocvotnua vo Asttoupyel pe eviaio mpoypoppatiopd, Pabuovounon, éleyxo
molotnTag Kal €kdoong amotedecuatwy. H Slaxeiplon tng Astoupylog Tou cuoTUaTog, 0
TIPOYPOUUATIONOC, N BaBuovounon, o €AeyXog oLOTNTOG KAl N £K60ON AMOTEAECUATWY Vo
TIPOYLLOTOTIOLE(TOL QMO €vayv KOO oTtabud €pyaciag 1 TMEePLOOOTEPOUG avAAOya HE TIG
QVAYKEC TOU KABe gpyaotnpiou.

Na StaBEtel Touddylotov U0 CUOTHHATA AUTOUATNG SelypatoAniog
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AuTOpATO CUOTNUA HE CWANVAPLO KAELOTOU TUTIOU KOl OVOAyvWPELoNG Tou Selypatog
(Barcode-reader) yla mpootacio Twv Xelplotwy anod enikivéuva deiypoata.

o Ta to AOyo auto va Slabétel autopato SelypatoAnmin cuvexolg porg 90
TouAdylotov Selypdtwy ywo To MATNH kat 50 TouAdylotov Selypddtwy yla To
BeviZéAelo.

o To barCode reader va SUvatal vol aQVayVWOEL YPOUUWTOUC KWOIKEG SLadOPETIKWV
CUOTNMATWY Kol va avadEépovtal autol.

o To ovotnua avadeuong va Paoiletal otnv MOAWVSPOULKN avakivnon Twv
ocwAnvapwwv awpoAniag.

Juotnua yla eneiyovta deiypata (Katd mpotipnon KAELOToU TUTou) pe duvatotnta
avayvwplong tou deiypartog (Barcode-reader)

Kat otigc 80o mneputtwoelg to okpoduolo kal n Pelova SsypotoAniag va
outokaBapilovtal sowteplkd Kol e€wTeplkd HETA oamd kABs pétpnon. Emiong, to
aKPodUGCLO va ElvVOL KATAOKEUOOUEVO, €AV £ival duvatov, amo avofeldbwto HETAANO 1)
oo AAAO EYKEKPLUEVO KOTAAANAO UALKO yla tnv amoduyr Kataloimwv aipatog ota

TOLYWHATA TOU PETA TN LETPNON.
Oa cuvektunBel N mpoodopd emmAéov cuoTNUATWY SetypatoAnyiog.

O XEPLOTAG va. €XEL TNV SUVATOTNTA VO ETIAEEEL TOUC TTOPAKATW TPOTIOUG AELTOUPYLAG
o) E€etaoelg yeviknG alpatog pe Seikteg epuBpwv, ASUKWY, aLUOTIETAA WY Kol epmupnva

£puBpd (KEOKKE 13.01.01.01.004)

B) E€etaoelg yevikng aipatog pe Seikteg epuBpwv, ASUKWY, QUUOTETOALWY, EUmUpnva

£puBpd ko AEK (KEOKKE 13.01.01.01.005)

v) E€€taon povo Seiktwv AEK (KEOKKE 13.01.01.10.001) (mpoatpetik €€taon).

Ye OAOUG TOUC OVWTEPW TPOTIOUC AELTOUPYLOG VOl ETTLOUVATITOVTAL ATAPALTNTO AVTIOTOLXES
EKTUTIWOELG TWV OTTOTEAECUATWY artd TOV AVOAUTH.

Na peTpd Ue Apueon N Eupeon LETPNON o€ KABOe e€€taon aipartoc.

. ApBuo6 Asukwv apoodatpiwv (WBC)

° ApLOuo epubpwv atpoodatpiwv (RBC)

. Awoodatpivn (HB)

° Awuatokpitn (Hct)

° Méaoo oyko epuBpwv (MCV)

° Méon ocuykévipwon atpoodatpivng katd epubpokuttapo(MCH)

° Méon mukvotnta atpoadatpivng (MCHC)

. EUpog katavoung epubpwv (RDW)

. AwornetdAia (PLT)

° EUpog katavounc atpomnetaliwv (RDW)

° AwuornetaAlokpitn (Pct)

° Méaoo Oyko atponetaAiwv (MPV)

° gkoTootlaieg avahoyieg kat amdAuto aplOpo Asukwv alpoodalpiwy
. ATIOAUTO aplOPO Kol MOoooTo % eumUpnvwv gpuBpokuttdpwyv (NRBCH) oe

KABe yevikn alpatog xwplg va amartteital emavaAnyn Tou Selypatog xwpis t xprnon
€161KOU avTLOpaoTNPLOU Kal EMUTAEOV KOOTOG.

To aBpolopa TWV MOCOOTWVY TWV AEUKOKUTTAPWYV va ivatl 100 kal To aBpolopa Twv amoAUTwy
TIHLWV va LoouTal Pe Tov aplBpd twv Aeukwv. O avaAutig Ba mpémel va dlopbwvel autdpata

TOV apLOUO TV AEUKWV OTAV EMNPEALETAL N LETPNON OO TUXOV EUIUpNVA puBpa.

Oa cuvektunBei n mpoodopd ota MAAIOLA TNC YEVIKAG QLUATOG KAl GAAWY KAWVLKG XPrOLUWY

TIUPOUETPWV PE TNV TIPoUToBeon OtL Sev emiBapuvouv To KOGTOC TNG e€£TOoNG
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No LETPAEL LETA ATIO TIPOYPOLUATIONO

e AmOAUTO aplBud ALKTUOEPUBPOKUTTAPWY

o [locootd % AktuogpuBpokuttapwy (AEK)

e Oa ocuvektunBel n mpoodopd TaAUTOXpPOVNG METPNONG Oeiktn mapaywyng AEK

(Reticulocyte Production Index) ; GAAOU OXETIKOU Kol KAWVIKA XproLou SeikTn Twv
AEK.

e Hrtayutnta pétpnong twv AEK va elval touldytoto 40 Seiypata Ty wpa.

e Oa ouvekTunBel n duvatotnTta va UMOpPel va MPOYPALUATIOTEL EexwpLloTa N

e€etaon AEK xwpig Tig GAAEG TAPAPETPOUG TNG YEVLKNAG EEETOONG ALLATOG

H pétpnon tng atwpoodalpivng va yivetal pe pn kuaviouya avidpaotrpla, (cyanide
free) yla tnv mpootacia tou neptaiiovrog.

Na pmnopel va xpnowomnotnBet yia tnv avaiuon Bloloyikwv vypwv (FTENIKH EZETAZH
BIOAOTIKQN YIPQN (ENY, MAEYPITIKO YTPO, NEPIKAPAIAKO, MEPITONAIKO, AZKITIKO,
APOPIKO KAM KEOKKE 14.01.04.21.001) &ixwg peiloveg mapeuPacelg, ektdO¢ amo tnv
xpnon dwol MPpwTokOAAoU Kal eldIkwv control.

Na Tmapéxel avénuéveg Ouvatotnteg otnv  afloAdynon TwV OTOTEAECUATWV.
JUYKEKPLUEVA VO TTOPEXEL ELEOTIOLHOELS YLOL:

e  MOPOOAOTIIA AEYKQN AIMOZ®AIPIQON

o Aeukomevia
AgUKOKUTTAPWON
Awpa KoKKLoKUTTapa
BAdoteg
Neudormnevia
Aeudokuttdpwon
Oubeteponevia
MoAupopdomnuprvwon
MovoKkuTtapwon
Hwowodia

o Baocsodia
e  MOPOOAOTIA EPYOPQON

o Eumupnva gpubpa
AviooKUTTAPWON
MLKpOKUTTApWON
MaKpPOKUTTApWON
Yroxpwpia
Avatluia

o EpuBpokuttapwon
e  MOPOOAOTIA AIMONETAAIQN

o OpopPormevia

o Opoupokuttapwon

0 ZwpoUGg OLUOTETAALWY

o  Mikpd f peyOAa OLLOTIETAALA

O O O O O O O O O

O O O O O

O AEUKOKUTTOPLKOG TUTIOC VAL LETPLETAL AUECH LE TN BonBeLa KUTTAPOUETPLAG POAC KalL
laser. Na avadepBel avolutik@ o0 TPOMOG HETPNONG TOU AEUKOKUTTAPLKOU TUTIOU.
ElSkoOTEpA ylo Tt AsUKA atpoodaipla mpémel va Slabétel oe kKABe mepimtwon auEnuévn
Suvatotnta enonuavoswy (flagging) Twv «atunwv AsudokuTTApWY».
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Ta aLUOTIETAALY, KOBWG KoL N LETPNON TOU OYKOU QUTWVY, VO TIPOYLLOTOTIOLEITAL UE TN
BonBelwa Tétowwv Kputnpiwv, wote va efaodaliletal WSlaitepa akplPAg HETPNON,
amnodelyovtag TMapeUPOAEC amo UIKPA epuBpd, KATECTPOUMEVA KUTTAPA, NAEKTPOVLKOUG
BopUBoug K.T.A. Na avadepBel avaAuTika Kat va armoSeKVUETOL TOCO 0 TPOTOG LETPNONG
000 KOl N KOTOVOUA QUTWV.

Na epdavilel o 080vn Kal va EKTUTIWVEL e LoToypappata, vedeloypdppata i aAAou
TUTOU SLaYPAUUATA TIC KATOVOUEC TWV AEUKWY, EpuBpwv, alpomeTaiiwy kot AEK pe tpdmo
TIOU Va TTOPEXOUV aoPaAels KAWVIKEG TTAnpodopies.

O avoAutng va €xel Suvatotnta OoUTOEAEYXOU Kal puBULoNG OAWV Twv Apeca
METPOUUEVWY TIOPAUETPpWY. Oa ouvekTiunBel n duvatdtnta o avaAutng va Slabétel
TPOYPOUUA EAEYXOU eTAVAANPIUOTNTOC YLo OAEG TIG QUECA UETPOUUEVEG TTAPAUETPOUC
KoL N TpoodopA AOYLOUIKOU TIPOYPAUATOC EAEYXOU PeTadopdg odAApaTog amno Seiypa o
Selyua (carryover) .

Oa cuvekTLNnBel To av o avaAutng £xel TV SuvatotnTa va aviyvelel (Le cluoTnua To
omolo va TeplypAdeTal AVAAUTIKE) 000 To SuVATOV TMEPLOCOTEPA aAAA OXL amapaitnta
OAa arnod Ta mopaKATW

e TNV enapkr moodtnta Selypatog
e TNV mapoucsia mNyUATwy
e TNV mapouocia ¢pucaiidbwy

Na SiotiBetal anod Tnv KataokevdoTpla stalpeia, mpotumo aipa eAéyxou (control) kat
npOTUTO aipa puBuLonG (calibrator) yla OAeg TI¢ dpeca PETPOUEVEG TTAPOUETPOUC.

OAa ta mAucipata Tou opydvou (Kotd to Eekivnua kot To KAEIoLHOo TNG NUEPOC) va elval
TIANPWC QUTOLLOTOTIOLNUEVA XWPIC TNV TTapéuBaaon Tou XewpLoth. Oa cuvektiunBel o 6co To
SuvaTtov AlyoTepOG XPOVOC YLOL TNV EKTEAEGN QUTWV TWV TAUGLULATWV.

Tuxov evéldueoa mMAUGipaTO TOU opyavou Kotd tn SLApKel TNG NUEPAS TLYX. AOYW
avappoédnong BpouPou, va eival emiong MANPWEG OUTOUOTOTOLNMEVA HE  EAAXLOTN
apEPPacn tou Xewplotr. Oa ouvektynBel o 600 To duvatov AlyOTEPOG XPOVOG yla TV
EKTEAEDT QUTWV TWV MAUCLUATWV.

Oa ocuvekTnBel n SuvatodTNTA AUTOMATNG UETAMTWONG O Katdotaon stand-by kat
€UKOANG KAl Apeong emavadopd o€ KAVOVLKA XpHon.

O amaltoUpevog Xpovog TO00 yla TNV ekkivnon 600 Kol ylo TOV TEPUATIOMO TOU
ovaAuth va eivat 660 to Suvatov mo cuvtopog (va avadepBei mpog aflohdynaon).

O mpoodepopevoc avaiutng Ba mpenel va Sdlabtel cuotnua mpostdomoinong tou
XELPLOTH LA TLG OTABOUEG TWV avTIOpaoTnPiwy KoL TwV amoBARTWV.

To mpoBAnpata SucAELToUpyLaG VA EMLONLALVOVTOL OTITIKOAKOUGTLKA.

EnavaAnelg otnv yevikn e€€toon apaTog MEPAV TOU EMLOTNUOVLKA amodekTol opiou
Tou 5%, AOyw HeYAAoU aplOpoU OOTOXLWVY TOU QVAAUTH VO TIAPEXEL TIG OMAPOLTNTES
mAnpodopieg (failure) B peydlou aplOpol AavBaopévwy amoTeAsoUATWY To omoia ev
emBefalwvovtal oTNV EMOVAANTITIKY HLETPNON, eMLBapUvouy Tov tpopunBeuth/Helodotn.
Y€ mepimTwon mou o avaAUTAC aufdvel To KOOTOG AELToUpyLoC Tou epyactnpiou pe kaOe
AaAAo TpoTmo Ba anokAeLloTEL.

To AOYLOWULKO TIPOYPALO TOU 0pydvou (0L ouvodo) va sival oclyxpovo Pe duvatdtnta
apxelou QMOTEAEOUATWY  yla  ToMou¢  aoBeveic  (touAdywotov  10.000
CUMMEPAABOVOUEVWY KOl TWV LOTOYPOUUATWY, VEGEAOYPOUUATWV).

OuL avalutég Ba mpénel va SL0BETOUV ECWTEPLKO KATAUETPNTH TOU 0plBpol Twv
€€ETA0EWV TIOU EKTEAEOTNKAV KOL O OTOLOC va HNV €MSEXETAL OMoLoudnToTE £i60Ug
napéupaon, va gival Opw mPooBAcLUog yla EAeyX0 ard TO TPOCWITLKO TOU £pYAOTnplou
1 GAAEG UTINPECIEG TOU VOOOKOMEloU. Xe mepimtwon mou o avaAutig 6ev Slabétel
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EO0WTEPLKO KATOMETPNTN, HE €uBUVN TNC eTtaupilag, Kal pe duvatotnta eAéyxou amod To
TIPOCWTILKO TOU €pyaotnpiou i GAAEG unnpecieg Tou voookoueiou, dedopéva yla tov
oplOud Twv peTpoLpEVWY €feTAOEWV avd avaluth Ba mpémel va mapadidovtal oe
TOKTIKA Xpovika Slaotiuata kot pe Stadikacio mou Ba avadépetal avoAuTika otnv
npoodopa.

To npoodepduevo cuoTnua va SLABETEL TTPOYPAUUA ECWTEPLKOU €AEyXOU TIOLOTNTOG,
Ta omoia Ba anoteAolV PEPOC TOU Bacikol MTPOYPAUMOTIONOU, OTIOU WE TNV XPron Twv
SelypdTwy pouTivog Twv acBevwv Kal HE TNV XPROoN TwV TAPACKEUACUATWY EAEYXOU
(controls) Tng kataokevaotplag stalpiag, Ba mpayuotomnoleital o €Aeyxog tng opbng
AeLToupylag o€ TPAYUATLKO XPOVO.

O mpounBeuthg uToxpeoUTaL VO EVTALEL e SIKA Tou £€06a TO EpyAOTPLO O cUCTNUA
£€wTePLKOU TIOLOTIKOU €AEYXOU TIOU Vo CUMTEPAAUBAVEL TouAd)LoTov 10 epyaotrpla Tou
Slo0étouv TOV TpoodepOUEVvO avoAutr) TouAdxlwotov 6 ¢opéC TO Xpovo amd
TILOTOTOLNUEVO £BVIKO 1) eupwmaikd popia. To mpdypappa Ba MPEMEL va KAAUTITEL OAOUG
TOUG TLAPEXOUEVOUC AVOAUTEG.

O mpounBeutig umoxpeolTal va Koatabéost pall pe tnv mpoodopd Kol EMicNUN
uetadpaacn Tou eyxelpLdiou Asttoupyiag Tou opydvou otnv eAANVIKN YAwood.

No OSwabétel service otnv KpAtn kal va Tipooépxetol oto NOGCOKOPEIO TpoC
amokataotaon tng BAABNG evtog 24 wpwv. Oa cuvektiunBel n duvatdtnta cuvdeong anod
anootacn (remote) Kal aueong Kal KaBnuepvng mapakoAolBnaong anod tov mpoundeutn
HEoW TNAEDWVIKNG YPAUUAG UE cUVOED internet .

H npoodépouoca etalpeia, va SlaBEtel MARPEG TUAMA service Kal amodedelypévn
EUMELplOl OTOUC QUTOMATOUC ALUATOAOYLKOUC avaAuTEG. Mpog anddelgn Tou LoXUPLOUOoU, 0
mpounBeuT¢ umoxpeoUTAL Vo KOTOOECEL KATAOTOON EYKATECTNUEVWY OVOAUTWY OF
SnuooLlo voookopeia ota omola £xel avaAdBeL Tn cuUVTHPNOT) TOUG.

Na umootnpiletal To avoAUTIKO cUCTNUA ATIO CUCTAUATO ASLAAELTTNG TAPOXNG TACNG
(UPS) pe Samaveg Tou pelodorn.

Na SlaBétel olyxpovo UTOAOYLOTIKO cUotnuo Kat duvatotnto cuvéeong HE TO
cvotnua LIS tou voookopeiou. (Metd t ANEn tng ovuBoaong 1 ebodoov UTIAPXEL
OVTLKOTAOTAON TWV AVOAUTWY To opXelo Twv acBevwv Ba MapapéVeL OTNV KATOX TOU
VOOOKOUELoU).

Elvat guBlvn Tou PELOBOTN N €YKATAOTOON TWV UNXavnUAtwy, n ekmaibsuvon Tou
T(POCWTILKOU KoL N oUVEECH TWV LNXOVNUATWY LE To LIS Tou vocokopeiou

O mpoodepoeVog avaluTig, yia tnv nepimtwaon tou MAIMNH, va cuvodeletal kat va
ouvbéetal aueoca kot on-line pe oclotnua outdpatng otpwong Kat Bodng
TIAPACKEUACHATWY TIEPLDEPLKOU A{UATOC UE TA TTAPAKATW XOPOKTNPLOTLKA:

e Na ekteAéoel otpwon Kot Padn Tapacksvaopdtwy Tepldpeplkol aipatog oe
nmAakiSio (XPQIH KAl MEAETH ENIXPIZMATOX AIMATOX ME MAYGRUNWALD-
GIEMSAKEOKKE 13.01.03.02.001)

o H extéheon va yivete eite autopata pe Kavoveg mou Ba teBolv otov avaiuth,
elte pe evioAn amno otabuo spyaociag

e H petadopd tou PLoAdiov TNG YEVIKAC aipatog (6mou KpilveTal amopaitntn n
OTPWON KoL XPWon EMXplopatog) va YiveTol autOpaTa amo ToV OLULATOAOYLKO
avaAuTth, xwplg xelpokivnteg dLadikaoieg amd Tov XelpLoth).

e Oa ouvekTUnBel n SuvatoTnTa EMIAOYNG TPOTIOU XPWonG Twv MAAKLSiwy (povn
Xpwon A 8utAn xpwon).
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Oa ouvekTlunOel To av SLaB£Tel auTtoOpaTo emAoyéa pUBLILONG TOU TIAXOUG, TNG
ToxuTNTag aAAG Kot puBULON TG Yywviag emiotpwong avaloya e To aplOuntiko
OMOTEAECUA TOU aLaTOKPLTN.

H 6An Sladikacia emioTtpwong KoL xpwaong va eival TANpwE AUTOUOTOTIOLNHEVD,
XWwpi¢ va amattouvtal Xelpokivnteg SLadlkacieg amo Tov XELPLOTH Kol To TAOKISL0
TIOU TIPOKUTITEL VA €lval ETOLUO TIPOC LLKPOOKOTINO.

Ba mpénel va SlaBEtel cloTnO TPOELdoMmOiNoNG TOU XELPLOTN VLA TIG OTABUEG TWV
avtidpaotnpiwy. Oa cuvektiunBel av Stabétel cuotnua MPoeLldomnoincng tou
XELPLOTH yLa TN oTAdun Twv amoBARTWVY.

Ba mpémnel va AapBavel kat mAakidia mou €xouv otpwbel oto XEpL (m.x. delypota
ano puehoypappara, XPQIH KAl MEAETH ENIXPIZMATOX MYEAQY TQN O3TQON
META ANAPPO®HIH ME MAYGRUNWALD-GIEMSA KEOKKE 13.01.03.02.002 kot
AAAEZ KYTTAPOXHMIKES XPQZEIZ STHN AIMATOAOTIA KEOKKE 13.01.03.90.900)
H taxutnta tou mpoodePOUEVOU CUCTAUATOC Va gival Ttavw amo 60 mhakidio/wpa.

ErmutAéov

®  ITNV TEXVLKN Poodopd va KatateBouv avaAuTLKoL TVOKEG aaLtoU LeEVWY
QVOAWOCLUWVY KoL KATAVOAWOEWV. H mpopnBeia Twv XpwoTIKwV emLBapUVEL TOV
petodotn/mpopunOeuth pe tnv poindBson SOKIUAC Kot EYKPLOAC TOug ard To
T(POCWTILKO TOU gpyactnpiou.

e 3TNV OKOVOULKN tpoodopd va Katatebel To k6aTog ava mAakiSlo (oTto KOoTog
ava mAakidlo va cupmnepAapBavovtol OAa Ta EMUEPOUC KOOTN AELTOUPYLAC TOU
OUOTAUATOG).

e Qa ouvekTunBel n SuvatotnTa xpriong MAakLdiwv omoloudnmote TUMou,
SnAadn mAakLsiwy mou Sev elval anapaitnTa tTng KATOOKEUACTPLOG ETALPLAC.

o [pOOUPETIKA, CUOTNO QUTOUATNG OTPWONG Kol Badng mMapooKEUACUATWY
niepldepkol alpotog Umopel va mpoodepOei kat yia To Bevilélelo.

o [lpoalpetika, umopei va npoodepBei oto MAMNH kat epedplko cuotnua
QUTOMOTNG OTPWONG KAl Badng mMapaoKeUuAoUATWY TeplpePLKOU QLATOG.

ErutAéov yia to MAMNH to mpoodepodpevo cuotnua Ba mpémnel va meplAappavel
OUOKEUN QUTOMOTNG YNOLOKNAG OIMELKOVIONG KUTTAPWY TOPOCKEUACUATWY TepLdpePLKOU
atparoc (digital imaging), wote va emttuyxavetal mANRpn auvtopatonoinon tng dtadikaoiag
avaAuong ailpotog - emioTpwong Kol  Xpwong TAAKWOlwY - HIKPOOKOTNONG
TIAPACKEUAOHATWY. Nat £XEL TA TTOPOKATW XOPAKTNPLOTIKAL:

H toyVtnTa avayvwong Twy mypLopdtwy va eival tepinou 30 mhakdkio/wpa.

Avd Aoa OTLYUN KoL XWwPLG VoL OTAUATAEL N por| epyaciag, va tormoBeTouvtol
TIAOLKAKLOL TIOU €XOUV TTOPACKEVOOTEL XELpOKIVNTA Kal va avalUovtal dpeoa.

Oa ouvekTunOel To av uTAapxeL N Suvatotnta avaluong MAAKLSiwy TTou €xouv
TMAPACKEVAOTEL XelpokivnTa and BloAoyika uypa (T.x. apBpikd, ENY).

Na ylveTal autopatog mpoodloplopog tou Stadoplkol AsUKOKUTTAPLKOU TUTIOU.

Na Sivetat n duvatdtnta autopotng afloAdynong tng popdoloyiag twv epuBpwv.
Na propel o latpoc va eAéyEel TV 0pBOTNTA TWV ATIOTEAECUATWY Kot va SUuvatal va
napeppaivet o 181og yLa tn HeTaBOAN TOU OMOTEAECUATOC.

Na elval ediktr N amoOAKEVON TWV AMOTEAECUATWY KaL TWV ELKOVWY TWV KUTTAPWV.
Na elvat duvatr n mpocoPaocn otn Bacn Sedopévwy amo onoladnmote BEon
gpyooiag tou Siktuou.
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e Qa ouvekTunBel n Suvatotnta Snuloupylag MPoTtUNWV pe BAcn LopdOAOYIKEG
TIAPAUETPOUC, TIG omoieg Ba opllel 0 XpNOTNG, UE OKOTIO TNV avayvwpLon LoLaitepng
popdoloyiog maboloylkwv KUTTAPWV.

e  Oa ouvektiunOel n SuvatdtnTa T Xpwopéva mAakidia va petadépovral autopata
oo TV CUCKEUN EMIOTPWONG KAL XpWONG OTNV CUOKEUT HLKPOOKOTINONG KOl VOl
oavaAUovtal autopata.

To ouvoAlkk6  oclothpua Ba  ouvodeletal amd  Toug  OmaAPAiTNTOUG
umoloylotég/otabuolc  epyacia TO  KOOTOC Twv omoiwv  empapuvel  Tov
npounBeuth/avadoyo.

Na ouvodeUetal amd eKTUTWTN TIOU va €xel T duvatdtnta eKTUMWoNnG Twv
QITOTEAECUATWY KOL TWV LOTOYPAUUATWVY.

OL mpoodépovteg Ba MPEMEL AMOPALTATWE va cuvtafouve GUANO cuPPOPpPWONG. ZTO
dUAO cuppopdwong Ba amavtwvtal Pl mPog pia ot tpodlaypadEg mouv £xouv tebel.
Oa avadEépetal av eKMANPWVETAL N tpodlaypadn, To Babuod otov omolo ekMANPWVETAL )
av Sev ekmAnpwvetal. Mpog anddelfn & Twv LOXUPLOUWY auTwy, Ba mPEMeL va yivovtal
TIOPATIOUTIEG O€ amoonaopata ano Operators Manual kat Service Manual, o prospectus
TOU MPOoOaPEPOLEVOU OPYAVOU TIOU Bal TIPOEPYOVTOL OO TOV KATOOKEUAOTIKO OiKo (Kot OxL
TANUUEAWC peTadpacpéva GuARASLA) KaBWG EMIONG KAl O EMLOTNUOVIKEG EKOOOELG Kall
AOUTIA EMLOTNUOVIKA EVTUTIO. TTIOU B0l TIPOEPXOVTAL OO TOV KOTOAOKEUOOTLKO OLKO ToU
HNXQVAHOTOG.

Edv peTa tnVv KatakUPWOon Kol TNV EVEPYOTIOLNON TOU AlaywviopoU O HELOSOTNG
SlaB€oel otnV ayopd VEOTEPA HOVTEAQ, AmOSESELYUEVA LOXUPOTEPA KAl KAAUTEPQ OO
ekeiva mou TmpoodEpOnkav kot aflodoynBnkav, tOte o TpounBeutng / avadoxog
umoxpeouUTal, kat to Noookopeio duvartal va anodexBei, va ta mpounBevoel avti Twv
npoodepBévtwy, He TNV TpoUndBeon OtL Oev emépyetal omoladnmote TPOcOeTn
OLKOVOULKA eTBapuvan.

OLtpoodepopeveg TIHEC Ba adopolv TN ava e€étaon (Yevikn e€€taon aipartog, AEK,
Badn emyplopatog mepudeplkol aipato¢ 1 pushoypappatog). Ou  umoyndlol
npounOeutég Ba mpimel va mapéxouv Anpodopieg yia tov aplbuo twv e€eTdoewy Tou
ekteAel kAOe oet avtdpaotnplwy eni tn Paon evog eAAXLOTOU KOLVOU TTAPOVoUaoTh (TT.x.
1 kouti avtidpactnpiou A, 3 avtidpactnpiouv B kat 5 avtidpactnpiov I emapkolv yia 100
VEVIKEG aipatog). OAa to umOAOLTA OMALTOUMEVA UAKA (0VaAWOLUO, TTAUCTIKA uypd
calibrators, controls ktA.) Ba mapéyxovral Swpedv amo Tov MPoUnBeuT WG cuVodA TNG
e€€taong kal Siywg emumAéov xpEwon.

Aadopég mou Ba TpokUTTouV METAty Tou OplBUOU Twv EEETACEWV TOU
napeAndOnoav anod ta dUo vocokopeia (aplBuog oet mou napeAndpOnoav eni tov aplBud
TWV OVAUEVOUEVWY EEETACEWV OVA O€T) KAl TOU OpLOPOU Twv €EETACEWV TIOU
ekteEAEéoTnKaV (BaolkEG e€eTdoel ouv emavaAfPeLS) e BAON TWV ECWTEPLKO LETPNTH TOU
OUVOAOU TWV OVAAUTWY OUV TOV aplBo Twv avildpAoewV TOU UTIAPYXOUV aKOUO OTNV
amoBnKn Tou Voookoueiou (aplOUOC OET MOV UTIAPXOUV TNV amoBrkn €mni tov aplOud
TWV QAVOUEVOUEVWY €EETACEWY OVA O€T), PeyoAUtepeg amo 0,5% emiPaplvouv Tov
npounBeut) [6nAadn av (oplBudc efetdoswv amd counter)+(aplBU. oeT otnv
oamodnkn)X(aptBu. avap. efetdoewv/oet) - (apBu. ost mou mapeAndpOnoav)X(apbp.
ovay. eéstdoswv/oet)/ (aplBu. oet mou mopeAndpOnoav)X(apBu. avop. eetdoswv/oeT)
<-0,005 tote 0 mMpounBeuTAC uToXpeoUTAL Va TIOPEXEL SWPEAV OTO VOOOKOWELD TOV
e\dyLoto aplBuo Twv oet mou Asimouv wote n dtadopd va yivel pikpotepn amno 0,5%]. O
£\eyxoc Oa yivetal ava e€apnvo kat oto TéAog Tne cupPBacn.
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TEXNIKEZ MPOAIATPA®EZ KOINQN EZETAZEQN NMHZHZ-AIMOZTAZHZ ME ZYNOAO
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EZONAIZMO

A. TEXNIKEZ NPOAIATPADEZ ANAAYTH AIMOZTAZHz-NMH=HZ

Na Asttoupyet umé taon 220V
Na StaBétel iotomointika CE, IVD kat ISO

H apxn Asettoupylag tou avaiutr va otnpiletol o SleBvwg avayvwplopéveg pebodoug

Na £xet Tn SuvatdTnTa TAUTOXPOVOU TIPOcSLopLopoU amod To (610 Selypo TNKTOAOYLKWY,
XPWHUOTOUETPLIKWY KOl 00VOGOAOYIKWYV €EETACEWY

O avaAuTtig elval olyxpovng Texvoloyiag, TANPWE AUTOUATOG TUXALNG ETUAEKTLKAG
npoonélacnc (Random Access), cuvexouc poptwong (Continuous Loading).

Na £xet Tn duvatoTtnTa cUVEXOUG MPOCONKNG SELYUATWY, avTLdpaoTnpiwy Kal KUBETTWY
Xwpic va amatteital Stakomn ) kabuotépnon Tng Asttoupyiag Tou avaAutr (continuous
loading).

Na £xet SuvatdtnTa cUVEXOUC TPOCBNKNG EMELYOVTWY SELYUATWV (stat), xwplg Stakomn
NG AELToupylog Tou.

Na Slab£tel evowpatwuévo cvotnpa barcode yla thv avayvwplon SElyUATwy Kat
avtdpaotnpiwv yla tnv anoduyn oboApdATwy KOTA TV TonobEtnon.

Ytnv nepintwon mou ta delypata elodyovtol otov avaAuth Pe barcode, va sival ebiktn
N eLoaywyr He To XEPL Twv otolxeiwv tou deiypatoc av &g Stapaotel to barcode.

Na umdpyxet n Suvatotnta eAéyxou Tou UPoug TARPWONE TwV GUYOKEVTPNUEVWVY
SelyHATWV Kal va TipoelSOTOLEL TOUG XELPLOTEC YL TUXOV OVETTAPKELD TIOGOTNTAC
Selyparoc.

O avaAutig va SLaBETeL QUTOUATOTOLNUEVO, OAOKANPWHEVO, TIPOAVOAUTLKO EAEYXO YLa
™V akotaAANAGTNTA TwV SelypATtwy. Na aviyveUeL alLOAUHEVA, IKTEPLKA KOL AUTTOULULKG
Selypata kot va el60TIoLEL TOV XELPLOTH HE L8LIKA CUavVon O MepimTwon unépBacng Twy
AVWTATWY 0pLwV CUYKEVTPWONE TWV TOPEUTOSLOTLKWY OUCLWY. Oa GUVEKTLUNBEL N
Suvatotnta Tou avalutr va SLabEtel e¢elSIKEUEVA OPLA TWV TIOPEUTTIOSLOTIKWY OUCLWY
avaloya e tnv evalobnola tng kKABe eE€Taong Kol CUUPWVA [LE TA ECWKAELOTA TWV
avTLOPaoTNPLWV TOU KATAOKELAOTH. Oa cUVEKTLUNBEL n SuvatotnTa Tou AVOAUTH va
SLaB€teL Tautoxpovn avaiuon o€ TOAATAG LAKN KULOTOG Kol ETUAOYHG TOU
KOTAAANAGTEPOU U BAON TIC PWTOOTMTIKEG LOLOTNTEG TOU SelypaTOC WOTE va
e\aylotomnoleital omoladnmote mbavotnTa ENNPEACOU TOU AMOTEAECLATOC. 2€
TepIMTWOoN oU 0 MapACKeUAOTNG Bewpel 6TL N peBodoloyla ou xpnotpomnolel ev
ennpedletal and tnv napoucia xoAepuBpivng, alpoodalpivng kot Autdiwv oto mAdopa
KL 8EV €lval amapaitnTo va MPoohEPEL CUCTNUA LLE TIPOAVOAUTLKO EAeyX0, Ba TIPEMEL val
anobeifel mépav onolacdnmote apdtBoliag avtdv Tov LoXUPLOUO.

Na gAéyxel autopaTa T oTAOUN TwV avTLdpactnpiwy, SEYUATWY Kal KUBETTWVY Kol vol
£l60TMOoLEl QUTOMOTA EAV OL UTIAPXOUOEC TOCOTNTEC eV EMAPKOUV YLa TIG EEETACELS TTOU
£XOUV TIPOYPOUUATLOOEL.

Mpaypoatonolel GAoug Toug MapoKATw eAEyxoug mNENG -alpdotacnc:

e Xpovog poBpoppivng (PT) pe tauvtdoxpovo umoAoylopo tou INR (XPONOZ

MPOGPOMBINHE, INR, (%), KEOKKE 13.02.01.01.001)
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e Xpovocg peptkng BpopuPomiactivng (aPTT), (ENEPTOMOIHMENOZ XPONOX MEPIKHX

OPOMBONAAZTINHZ, KEOKKE 13.02.01.02.001)

e |vwdoyovo (INQAOTONO KEOKKE 13.02.02.01.001)

e A Suepr (D-Dimers) (D-AIMEPH (MO2OTIKOZ MPOZAIOPIZMOS) KEOKKE
13.02.05.03.002)

No StaB€tel toulaylotov 40 BEoelg avTLOpaaTNPLWY EK TWV Omoilwyv TouAdytotov 20 va

gival Puyoueveg woTe Ta avTIOpACTAPLA VA UTTOPOUV VA TTAPAHEVOUV OTOV AVOAUTH €WG

otou KatavoAwBouv xwpic va aAowwBouv kat va e€aodaliletal n 24wpn AsLtoupyia Tou.

Oa cuvektlunBel n Umapén Béocswv avtiSpaaotnpiwyv pe Suvatotnta avadsuonc.

MpayUaTOMOLEL QUTOUATN EVNUEPWOT TOU CUCTHLATOC TWV OTOLXEIWV TWV
avtdpaotnpiwy, Standards kat Controls yia opada Lot Numbers

Na gival avolxto clotnuo PLe SuvatoTnTa MPOYPAUUOTIOUOU Kol AAAWV TIPWTOKOAA WY
efetdoewv (va avadepBel o aplBUdC yla va ektipnOet).

Na £xeL tn SuvatotnTa TomoBETNONG OTOV AVAAUTH TIEPLOCOTEPWY TOU €VOG GLOALSLWY
tou &ilou avtidpaotnplou, wote otav adeldosl To MPWTo GLaAidlo, 0 avaAuTAC auToOpOTA
Va XPNOLUOTIOLEL TO EMOUEVO XWPIC VO OTAUOTAEL N AeLToupyia TOU Kal kaBuotepel n
Slevépyela TwV eEETACEWV.

Na £xeL tn Suvatotnta amodrnkeuong TouAdxLotov 2 SLadopETIKWY KOUTUAWY avd
TAPAUETPO AlLdoTAcNC, avadepPOpeVES ot 2 SladopeTikol aplOpolc maptidag
avtidpaotnpiwy, pe Suvatotnta opdg Stoxeiplong Twv SLadopeTkwY TaAPTIdwWY
oVTLOpaoTNPLWV KATA TNV EKTEAECT TWV EEETACEWY OUTOHATA, XWPLG TNV MapEppach Tou
XELPLOTH. Oa cUVEKTIUNBEL N SuvaTtoTnTa yLa TNV AmoBAKEUON TIEPLOCOTEPWY KAUTIUAWVY
BaBuovounonc.

Na £xel xwpntkotnta touAdytotov 100 Sdelypdtwy

Na extehel touAdytotov 300 PT katl PT/APTT ava wpa.

Na €xel eniong tn duvatoTNTa TAUTOXPOVNG TOMOBETNONG SElyUdTwWY o8 Kadakia Kal
ocwAnvapla apoAnyiog, kavovika r maldlatpikd pe n xwplc barcode.

Na elval duvatdg o emavéAeyxog evog delypatog (rerun) kabwg Kol n mpocoOnikn
efetdoewv oe Odelypata mou PBpilokovtal Adn ent tou avaAutr). Oa ocuvektiunBel n
Suvatotnta npoobnkn etetdoewv o delypata mou Bpilokovtal dn €ni Tou avaAuty.

Na dlaBEtel SladopeTikod puyxog avappodnong yia ta delypata (Ba cuvektiunBein
Suvatotnta SLatpnong MWUATog KAELoToU cwAnvaplou) Kat StadopeTikd puyyn yLa to
OVTLOPAOTAPLO WOTE VA ATIOKAELETAL LE TOV KOAUTEPO TPOTO KABE emMpoAuvon Selypatog
oo avtdpaotrplo Kal aviibpaotnpiou and avidpaotrpLo.

O avalutig va apalwvel outopota ta Sesiypata, standards kat controls otig
OMALTOUEVEG Ao TNV KAOe pebBodoloyla apalwaoelg Kot va £XeL SUVOTOTNTA AUTOUATNG
gnavapaiwong yla Selypato eKtog Twv MPokaBoplopévwy opilwy YPOUUIKOTNTAG XWPLSE TNV
mapéuBacn tou Xelploth KaBwg kot SuvatdTtNTA AUTOHATOU TIPOYPAUUATIOMOU Kol
EKTEAEONC €TUMAEOV £EETACEWV EAV TO ATOTEAECUO TNG APXLKAC ELval EKTOGC OPLOPEVWV
opilwv (reflex testing).

Na £xeL tn SuvatotnTa AUTOVOUNC AELToUpyiag yia 600 To SuvaTOV TTEPLOCOTEPES
e€etdoelg xwplg Tn mapoucsia Tou xelpLotr). H Staxeiplon Twv amoBAnRTwy Tou va yivetat
eniong LEoW TOU AOYLOMIKOU TOU aVaAUTH Kol KOt tn SLdpKeLa TnG Aettoupyiog Tou. Ot
TMOOOTNTEG TWV VAAWGLUWY Ttou popTtwvovtal otov avalutr va eEacdaiilouv autovopuia
yla 400 TouAdyLotov eE€TAOELG XWPIG TNV MApEPBOOn TOU XELPLOTH. Oa CUVEKTLUNOEL n
Suvatotnta eudavionc Tou paypaTikol aplBpol efetdoswy (test availability) oe oxéon
L€ TOV UTIAPXOVTO OYKO TWV QVTLOpaoTnplwv ou Bplokovtal 6Tov avaAuTH.
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‘OAa ta MAuoipata Tou opydvou (Kotd To ekivna Kal To KAELOLO TNG NUEPAS) va sivat
TIANPWG QUTOLATOTIOLNLEVA XWPLG TNV TTAPEUPBAOH TOU XELPLOTH KoL € 00O TO SuvaTOV
ULKPOTEPO XPOVO. Oa cuvekTIUNBEL N evowpaTwon Texvoloyiag ou Ba emITpEneL TNV
arnoduyn avappodnong mNyHATwy yLa va amodelyetol To BoUAWUA | OVWHOALEG 0TN
UETPNON KoL TNV oA Sladlkaoio TNG pouTivag TWV SELYHATWY

Oa ouvekTlunOel n SuvaTdTNTO AUTOUOTNG LETAMTWONG O KoTdotaon stand-by kal
€UKOANG KAl dpeonc emavadopdg o€ KAVOVLKA XPNON, WOTE 0 AVAAUTAG va elval TARPWG
Aettoupykog os 24wpn Baon. OL Sladikaoieg ekkivhong 600 Kot oL dladikaoieg
TEPUATLOMOU TOU avaAUTH va yivovTal og cUVTOWO XpoViko Slaotnpa(va avadepbel mpog
alohoynon).

O AvaAuTng €XeL TN SuVATOTNTA AUTOEAEYXOU KOl EVIOTILOMOU TEXVIKWY BAaBwv.

Ta mpofAnpata SucAsLtoupylag va EMLoNLOLVOVTOL OMTIKOAKOUGOTLKA.

Na SlaB£tel KAelOTO cuotnua Sloxeiplong amofAnNTwy yla peyoAUTEPN TPOOTAGLA TOU
xetplotn (AIDS, Hratitda).

Na £xeL Tn SuvaToOTNTA ATIELKOVIONG TNG KOUTTUANG avTidpaong Twv UETPROEWY, OTIOU AUTO
amoteAsl LEPOC TNC TEXVLKAG, Yo KABE TUTIO e€£TAONG KOLL XPrON TNG KOUTTUANG
oxnuatiopol Bpoppou yia TNV afloAdynaon Twv maboAoyLkwy SEYUATWY, OTIWG YLO
napadelypa Stpaoikr KOUMUAN, XapnAd enineda mapayoviwy mnEng, avemapKeLa
wwdoyovou Oa cuVeKTIUNBEL N SuvaTtoTNTO AVIXVEUGNG OVACTOAL WV TWV TIAPAYOVTIWV LE
autoparteg moAAamAEC apatlwoelg (factor parallelism).

No StaBétel mMARpecg mpoypappo ototikou eAéyxou QC pe Stadopetikd controls ko
Staypappota (Levey-Jenning-Westgard rules) kal to AOyLOpKO Tou avaAutn va gival
dALKO TIpOC TO XproTN. Oa GUVEKTLUNOEL TO av MPoslSOMOLEL TO XELPLOTH AV UTTAPXEL
TIPOPBANUA LIE TO ATTOTEAEGUATA TOU TIOLOTLKOU EAEYXOU.

MNa Aoyouc yvnAaoipotntag kot Stadikaociag Stamiotevong tou epyaotnpiou, kabe
anotéAeopa aoBevolg va oxetiletal pe ta lots avtdpaotnpiwy, controls Kal KOUMUAWY
BaBuovounong mou xpnotormnotnonkav yia tn Slevépyela kaBe e€€taonc.

O mpounBeutng umoxpeoUTOL VO, EVTALEL pe SLKA Tou €€08a TO EpyaoTrplo o cUOTNHA
£€wTepLKOU TIOLOTIKOU €AEyXOU TIOU va cupTephapBavel Touddylotov 10 pyactrpLa mou
SL100£touv tov poodepOUEVO aVAAUTH TOUAGXLOTOV 6 GOPEG TO XPOVO ATIO TILOTOTIOLNUEVO
£06VIKO 1 eupwTAikO Popa. To Mpoypappa Ba TTPETMEL Vo KOAUTITEL OAOUC TOUG
TAPEXOUEVOUG OVAAUTEC.

Na §taB£tel uToAoYLOTLKG cUOTNUO e EyXpwin eTtimedn 006vn Kal e€wTepLKO
EKTUTIWTA KowvoU XapTLoU

Na £xel PpLALKO AeLTOUPYLKO ZUOTNUA e lKovibla Tteplypadng evioAwv eUKOANG
xpnong, Suvatotnta anobrkeuong Leydlou aplBuol amoteAeopATwY Kot SeSoUEVWV
Aettoupylag Suvatotnta peyAAng MOLKIA LG EKTUTTWOEWY ATTOTEAECUATWY KAL OTATLOTLKWVY
Sebopévwy Aettoupylac.

Na umootnpiletal ano cuotuata adLAAETTNG MTapoxn ¢ taong (UPS) pe Samaveg Tou
pELOSOTN.

Na SlaBétel Suvatotnta cUvEeong e To Unxavoypadlké cuotnua LIS tou
voookopeiou. (Metd tn ARén tng ovpPaong i ehpOcoV UTIAPXEL AVTIKATAOTACH TWV
QVAAUTWY TO apxeio Twv aocBevwy Ba MapaUEVEL OTNV KATOXH TOU VOCOKOUELOU).

Elvat euBuvn Tou PeloSOTN N EYKATACTOON TWV UNXOVNUATWY, N EKTTAlSEVON TOU
TIPOCWTILKOU KOl N oUVEECH TWV PNXOVNULATWY LE To LIS Tou voookopeiou

Ot avaAutég Ba mpénel va SLaBETOUV ECWTEPLKO KATAETPNTH TOU aplOpol Twv
£€eTAOEWVY IOV eKTEAEOTNKAV ava KGO e€€taon o omoiog va pnv embExetal onoloudnmote
elboug mapépPaocn kal o onoiog va sival mpooBAcLog yLo EAeyX0 Ao TO TPOCWIILKO TOU
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gpyaotnpiou i GAAEG UTINPECLEG TOU VOOOKOUELOU. I EPIMTWGN IOV 0 AVAAUTHG SV
SLaBETEL E0WTEPLKO KATAUETPNTH, LE EUOUVN TNC €TALPLAC, KAL LE SuvaTOTNTA EAEYXOU QMO
TO IPOOWTILKO TOU EPYOCTNPLOU 1 AAANEG UTINPECLEC TOU VOCOKOUELOU, Seboéva yLa Tov
PO TWV PETPOUUEVWY EEETACEWY OVA aVaAUTH Ba IPEMeL va mapadidovtal 0 TAKTIKA
XPOVLKA SlaoThpata.

O npounBeutng va dlabstel amodedelypéva service otnv Kpntn Kot vo mpooépyetal
oto Nocokopeio mpog anokataotacn tng PAAPBNG evtog 24 wpwv. Oa cuVeKTIUNBEeL n
Suvarotnta cuvéeong amo anoctoon (remote) Kol ARECNC Kol KABNUEPLVAG
TapakoAoUBNong armod tov MPopnBeutr Héow TNAEDWVIKAG YPAUUNG Le oUVEED internet.

O mpounBeuThg UToXPEOUTAL OTNV TAXUTEPN TO SUVATOV OVTLKOTACTACH TOU
g€omAlopoU oe meplmtwon avenavopBwtng BAABNG 1) TOAAATTAEG UTIOTPOTIEG TNG LOLaG
BAGPNC MapA TNV AVIIKATACTOON TOU (810U avTOAAQKTIKOU.

O mpounBeutng umoxpeouTal va Katabéosl pall pe tnv mpoodopd Kal Emionpn
petadpaon tou eyxelpldiou Aettoupyiag Tou opydvou otnv eAAnVIKA YAwooo.

Na npoodepBel amo v idla etatpeia kot pe ta iSla avtdpaotnpla, evalhaktiki Avon
avaAuth awootacncg idlag texvoloylog yia edpedpeia katl epnuepia mou va SlabETel
TOXUTNTA (810 UE TO KUPLO GUCTNUA YLO TO QLUATOAOYIKO gpyacTtrplo tou MAIMNH kat
TouAdytotov 200 TEOT/WPa Yo TO OLLOTOAOYLKO EPYOOTHPLO TOU BevilEAelou VOOOKOUEIOU
(6uvatotnTa SLaPopeTIKOU CUCTAUOTOC UE UIKPOTEPES Suvatotnteg). OAeg oL INTOUEVEG
£€ETAOELC VO UTTOPOUV VA EKTEAEGTOUV OTOV KUPLO Kol oToV EHESPLIKO avaAuTH.

OLpoodEpovteg Oa MPEMEL amapaALTATWE va cuvtaéouve pUAAO cuppopdwaong. ITo

$dUAO cuppOpdWaONG Ba AMAVTWVTAL pLLa TTPOC pLa oL Tipodtlaypadég mou €xouv tebel. Oa
avadEpPeTal av EKITANPWVETAL N tpodlaypadn, To Babuo oTtov omoio EKMANPWVETOL 1} OV
Sev ekmAnpwvetal. Mpog anmodelén & TwV LOYUPLOUWV AUTWV, Ba TPETEL va yivovTal
TIOPATIOUTIEG O€ amooTdcpata ano Operators Manual kat Service Manual, o prospectus
Tou poodepdUEVOU 0pydAvou Tou Ba Tpo£pxovTol ord TOV KATAOKEUAOTLKO 0iKo (Kol OxL
TMANUUEAWC petadpacpéva durladia) kabBwe emiong Kal o€ EMLOTNUOVLKEG EKSOOELG KoL
AOUTA EMLOTNHOVIKA EVTUTIA TTOU B0l TPOEPYOVTAL QO TOV KATAOKEUAOTIKO 0(KO TOU
punxavnuatog. Emiong ot mpopunBeutéc Oa mpémel va katabEécouv meAatoAoyLo avtiotoywy
Epyaotnpiwv oe Anuooia Noookopeia.
Edv petda tnv katakUpwaon Kal TV evepyomoinon Tou Alaywviopou o pelodotng Slabéosl
oTNV ayopd veotepa Hoviela, amodedelypéva LoxupOTEPA Kol KaAUTEPA amo eKeiva mou
npoodEpOnKkav Kal aflodoyndnkav, T0te 0 mpounBeutic / avadoxog umoxpeouTal, KAl TO
Noookopeio Suvatal va anodexBei, va ta mpopnOevoel avti Twv MPoodepBEVTWY, UE TV
npoUnoOeon OtL Sev emépyetal omolodNMOTE MTPOCOETN OLKOVOULKNA eTBApUVEON.

B. TEXNIKEZ NPOAIATPADEZ ANTIAPAZTHPIQON KOINQN EZETAZEQN AIMOZTAZHZ-
MNH=HZ

OLnpoodepopeveg TLUEG Ba adopolv T avd e€€taon. Ou untoridlotl mpopunBeutég Ba
TPEMEL va tapexouv MAnpodopleg yla Tov aplOpud Twv e€eTdoswv ou ekteAel kABe Koutl
TWV eldIkwy avtdpaotnpiwv kabe eétaong. OAa Ta untdAouna anmattol eva UALKA
(avaAwoua, calibrators, controls ktA.) Ba mapExovratl Swpedv anod tov mpounbeuTn wg
ouvoba TnNe e€€taong Kat Sixwg emumA£ov XpEwan.

Aadopég tou Ba mpokUTToUV PETAEY Tou aplBuol Twv efetdoswy mou mapeAndOnoav
omod ta SUo voookopeia (aplOpdc kit mou mapeAndOnoav i tov aplOpod Twv
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OVOUEVOUEVWYV €EETACEWY QVA KLT) KOIL TOU aplBpoU Twv eEETACEWY TTIOU EKTEAECTNKAV
(Baoikeég e€etdoelg ouv emavalnPelg) pe BAcn TwV ECWTEPLKO LETPNTH TOU CUVOAOU TwV
QVOAUTWY OUV TOV aPLOO TwV avTLOPACEWY TIOU UTIAPXOUV aKOUO 0TNV armoBnkn Tou
VOOOKOUELOU (aplBUOG KIT TTOU UTTAPYOUV OTNV aroBrkn i Tov aplipd twy
OVOUEVOUEVWYV €EETACEWY VA KLT), LEYAAUTEPEG amo 1% emiBapuvouv Tov MpounBeuTh
[6nAadn av (aplBuog etetaocswv amod counter)+(aplBp. Kit otnv amobikn)X(aptbu. avaypl.
e€etaoewv/Kit) - (aplBp. Kit mou mapeAndOnoav)X(aptbu. avay. e€stdoswv/kit)/ (aplOp.
Ktt mou napeAndBnoav)X(oaplBu. avap. e€etaoewv/Kit) <-1% TOTE 0 MPOUNBEUTAG
UTIOXPEOUTOL VO TIOPEXEL SWPEAV OTO VOCOKOWELD TOV EAAXLOTO apLBUO TWV KLT TTIOU
Aetmouv wote n dtadopd va yivel pikpotepn amo 1%]. Kotd to Aomd LoxUouV oL YEVIKEG
npoSlaypadEc.

Oa nmpémnel va katateBolv pe TNV poodopd MARPN TUTIOTIOLNUEVA TIPWTOKOAAX
edappoyng Twv MPoodPepOUEVWY aVTISpacTNPLlwV 0TOUG aVaAUTEG OTtou Kal Ba
TiepLEXOVTAL OAEG OL amaltoUeveC tapdpeTpol (LEBodol, Oykol, Xpovol emwaong K.ATL),
Oa npénel va katatebel avaAutikog mivakag pe ta calibrators kat controls ou
armottouvtal yla kaBe e€€taon. H ouxvotnta xprong Twv controls yla Tov E0WTePLKO
TIOLOTIKO €Aeyy0 Ba mpoaoSlopileTol amoOAUTA Ao TO EPYACTIPLO AVAAOYA E TOUG
ETLOTNHOVLKOUG KOWVOVEC KL TIC EKAOTOTE AVAYKEC TOU.

Ma tnv npodpLAan kot opbn Asttoupyia TwWv AVaAUTWY Ta OVTLISPACTAPLA ALLOCTACNG Ol
calibrators kal ta controls yLa xprjon oToug AUTOUATOUC aVaAUTEG Ba TPEMEL va
StatiBevral katd to Suvatov ota eBLka PpLaAidia, wote va e€aodaiiletal n amapaitntn
edappoyr otov xwpo Twv avtidpaotnpiwy Kat n ansubeiag tonobEétnon xwpig
UETOYYIOELC.

Ta pLoAidia Twy avidpaotnpiwy va StaBétouv barcode ylo TNV aQuTOUOTN AVAyVWPLOT)
TOUC armod Toug OVAAUTEC, yla thv amoduyr opoAUATWY KOTA TNV TOMoBETNnoN.

To mpoodepopeva avtdpaotrpla va cuvodelovtal and control&calibrator pe
OVOLEVOULEVEG TLUEC OTOUG IPOOhEPOUEVOUC aVaAUTEG. Oa ouvekTipnBel n Suvatotnta ta
avtidpaotnpLa, Ta controls kat ot calibrators og 0Asg TI¢ e€eTdoelg (ite elval uypd £Tolpa
TpOG Xpnon eite xpeldlovral avacuotaon) va £Xouv HeydAn otabepotnta (va avadepOein
Slapkela tpog afloAoynan).

To avtibpactiplo yla tnv e€étaocn xpovou mpoBpouPivng (PT), va eival avBpwrivn
BpoppomAaactivn pe ISI tepimou 1, kot va €xel 600 yivetal peyaAltepn otabepdtnta mAavw
OTOV QVOAUTH.

To avtibpaotnplo yla tnv e€€tacn APTT va gival uypo £TOLUO TIPOG XPrion Kal va €xeL
000 yivetal peyaAltepn otabepoTnTa MAVW OTOV AVAAUTH.

To avtidpaothplo yLa Tnv e£€tacn wdoyovou va €XeL 000 YIVETAL LEYOAUTEPN
otaBepdTNTA MAVW OTOV OVAAUTH.

To avtidpaothplo yla tnv e€€taon D.Dimer va €xeL 600 yivetal peyaAutepn
otaBepdTNTA MAVW OTOV OVAAUTH.
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A. TEXNIKEZ NPOAIATPADEZ ANAAYTH AIMOZTAZHz-NMH=ZHZ

Na Asttoupyet umé taon 220V
Na StaBétel miotomountika CE, IVD kat ISO

H apxn Asettoupylag tou avalutr va otnpiletol os SleBvwg avayvwplopéveg pebodoug

Na £xeL tn SuvaToOTNTA TOUTOXPOVOU TIPOGSLOPLOUOU aTto To (610 Selypa TTNKTOAOYLKWY,
XPWUOTOUETPLKWVY KOL OVOCOAOYLIKWY EEETACEWV

O avaAuTtig elval olyxpovng TeXVoAoylog, TTANPWE AUTOUOTOG TUXALAG ETUAEKTIKAC
npoomnéhacng (Random Access), cuvexouc¢ poptwong (Continuous Loading).

Na £xeL tn SuvatotnTa cuVeXoUC MPoaBnKnG SelypaTwy, avIdpaotnPiwy Kol KUBETTWY
Xwpic va amatteital Stakomn ) kabuotépnon Tng Asttoupyiag Tou avaAuTth (continuous
loading).

Na £xet SuvatdtnTa cUVEXOUC TPOCBNKNG EMELYOVTWY SELYUATWV (stat), xwplg Stakomn
NG AELToupylog Tou.

No StaBétel evowpatwpévo cuotnua barcode yla tnv avayvwplon SElyUATWY Kot
avtidpaotnpiwy yla tnv anoduyr cPaApATWY KATA TNV TOoBETNON.

JTnv neplntwon mou ta delypata eLodyovtal 6Tov avaAuTr Ue barcode, va eival epiktn
N EL00YWYN HE TO XEPL TWV oTolyeiwv Tou deiypatog av & dlapaotel To barcode.

Na urtdpxel n duvatotnta eAéyxou tou UPouc MARPWAONG TWV GUYOKEVIPNUEVWY
SELYUATWV KaL VO TIPOELSOTOLEL TOUG XELPLOTEC YLOL TUXOV QVETIAPKI) TTOCOTNTAG SElyLATOG.

O avaAutig va SLaBETeL QUTOUATOTOLNUEVO, OAOKANPWHEVO, TIPOAVOAUTLKO EAEYXO YLa
™V akoTaAANAGTNTA TwV SelypaTtwy. Na aviyveleL alUOAUEVA, IKTEPLKO KOL AUTOLULKA
Selypata kot va L6OTOLEL TOV XELPLOTH UE ELSLIKA ONUOVOoN O TEPIMTWon ulépBacng Twy
OVWTATWY 0plwV CUYKEVTPWANG TWV TMOPEUTOSLOTIKWY OUCLWY. B0 CUVEKTLUNBEL N
Suvatotnta tou avalutr va Stabétel e€eldlkeupéva OpLa TWV TTOPEUTTOSLOTIKWY OUCLWY
oavaloya Ue tnv evatoBbnoia tng kabe e€£taong kot cUUPWVA PE TA ECWKAELOTA TWV
OVTLOPAOTNPLWVY TOU KATOOKEUAOTH. 2€ MEPIMTWON TIOU O TOPAOKEVAOTAC Bewpel oTL N
peBoboAoyia mou xpnotpomnolel ev emnpealetal and tnv moapoucia xolepubpivng,
atpoodalpivng kal Amidiwv oto mAacua kot Sev elval amapaitnto va npoodEpel cuoTNUA
LE TIpoavoAUTLKO €Aeyxo, Ba mpénel va anobeifel mépav onolaadninote apudipoliiag autov
TOV LOXUPLOUO.

Na gAéyxel autOpaTa TN OTABUN TwWV avTSpactnpiwy, SEYUATWY KOl KUBETTWY KoL va
elbomolel QUTOMOTA €AV OL UTIAPXOUCEC TOCOTNTEG SEV EMAPKOUV YLA TILG EEETACELG TIOU
£XOUV TIPOYPOUUATLOOEL.

Na ekteAel 6AoUG TOUG TOPAKATW eAEYXOUG TNENC —atpooTaong (Ue e€aipeon
e€eTAoELC TOU avadEPOVTAL WG TIPOULPETLKEC):

e AvTtunktikd Tumou AUkou (mAnpng éAeyxog)
o Avdloya pe tnv npoodepdEeVn Texvoloyia Umopouv va npoodepBouv oL
ouvluaopoL amo TIG mopakATw eeTdoelg (Sev elval OAeg anapaitnteg)

KEOKKE E€€taon

13.02.06.07.001 | ANTIMHKTIKA AYKOY (APTT SCREEN)

ANTIMNHKTIKA AYKOY (ENIBEBAIQTIKH ME EZAFQNIKA

13.02.06.07.002 DOQIDOAINIAIA)




13.02.06.07.003
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ANTIMNHKTIKA AYKOY (DRVV SCREEN)

13.02.06.07.004

ANTIMHKTIKA AYKOY (DRVV CONFIRM)

13.02.06.07.005

ANTIMNHKTIKA AYKOY (DPT SCREEN)

13.02.06.07.006

ANTINHKTIKA AYKOY (DPT CONFIRM)

13.02.06.07.007

ANTINHKTIKA AYKOY (KCT SCREEN)

AvtiBpopivn (activity kat avtiyovo)

KEOKKE

E€€taon

13.02.06.02.001

APAZTIKOTHTA ANTIOPOMBINHZ III

13.02.06.02.002

NOZOTIKOZ NMPOZAIOPIZMOZ ANTIOPOMBINHZ 111
(mpoatpetikn e€€taon)

Mpwrteivn C (activity kat avtyovo)

KEOKKE

E€€taon

13.02.06.08.001

APAZTIKOTHTA NPQTEINHZ C

13.02.06.12.001

MO2OTIKOZ NPOIAIOPIZMOZ MPOTEINHS C (mpoalpeTikni
g€étaon)

Mpwrteivn S (activity, avtiydvo kat free)

KEOKKE

E€€taon

13.02.06.13.001

MO20TIKOZ NMPOZAIOPIMOZ EAEYOEPH2 MPQTEINHZ S

13.02.06.14.001

MNOZOTIKOZ NMPOZAIOPIMOZ OAIKHZ MPQTEINHZ S
(mpoatpetikn e€€taon)

13.02.06.15.001

APASTIKOTHTA MPQTEINHZ S

MAPATONTES ( vWFactivity, vWF : Ag, 11, V, VII, VIII, IX, X, X1, XII, XI11)

KEOKKE

E€€taon

13.02.02.18.001

APAZTIKOTHTA NAPATONTA VON WILLEBRAND

13.02.02.29.001

MNOzOTIKOZ MPOZAIOPIZMOZ TOY MAPATONTA VON
WILLEBRAND

13.02.02.02.001

APAZTIKOTHTA MAPATONTA Il (MPOGPOMBINH)

13.02.02.04.001

APAZTIKOTHTA NAPATONTA V

13.02.02.05.001

APAZTIKOTHTA NMAPATONTA VI

13.02.02.07.001

APAZTIKOTHTA NAPATONTA VIII

13.02.02.08.001

APAZTIKOTHTA NAPATONTA IX

13.02.02.09.001

APAZTIKOTHTA NMAPATONTA X

13.02.02.11.001

APASTIKOTHTA NMAPATONTA XI

13.02.02.12.001

APASTIKOTHTA NMAPATONTA XII

13.02.02.14.001

APASTIKOTHTA NMAPATONTA Xl

e [Aaocu

Lvoyovo

KEOKKE

E€€taon

13.02.05.05.001

MAAZMINOTONO

e APC Resistance

KEOKKE

‘ E€€taon
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13.02.06.11.001 ‘ ANTIZTAXH XTHN ENEPTONOIHMENH MPQTEINH C

e ApaOTIKOTNTA NIAPLVWY

KEOKKE E€€taon

MPOZAIOPIZMOZ THZ ANTI-Xa APAZTIKOTHTAZ (OEPAMEIA
13.02.03.20.001 | ME KAAZIKH HIAPINH H HITAPINH XAMHAQY MOPIAKOY
BAPOYZ)

e HIT (mpoatpetikn e€€taon)
KEOKKE E€étaon

ANTIZQOMATA ENANTI TOY ZYMNAETMATOZ
13.02.90.22.001 | AIMOMETAAIAKOY NAPATONTA 4/HMAPINHE (NOIOTIKH
MEOGOAOS)

ANTIZQMATA ENANTI TOY ZYMIAETMATOZ
13.02.90.23.001 | AIMOMETAAIAKOY MAPATONTA 4/HMAPINHZ (NOZOTIKH
MEOGOAOS)

ANTIZQMATA ENANTI TOY ZYMIAETMATOZ
13.02.90.24.001 | AIMONETAAIAKOY MAPATONTA 4/HNAPINHZ (AEITOYPTIKH
MEOGOAOS)

e a2- Avtumhaopivn (mpoatpetikn e€€taon)
KEOKKE E€étaon
13.02.05.01.001 | APAZTIKOTHTA A2 ANTIMAAZMINHZ

o £\eyX0¢ VEWV avTUTNKTIKWV dpapudkwy (Dabigatran, Rivaroxaban) (mpoatpetikn
g€étaon)

KEOKKE E€€taon

13.02.03.90.900 | AAAEZ EZEIAIKEYMENEZ EZETAZEIZ AIMOZTAZHZ

TuxOV AANEC KALVLKG XPNOLUEG EEETACELG TTOU EKTEAEL N TIPOTELVOUEVN TEXVOAOYLIKA AUon Ba
OGUVEKTLUNBoLV.

Na taB£tel touddylotov 40 B€oslg avtidpaotnplwv ek Twv omolwv touldxlotov 20 va
elval Ppuyopeveg wote Ta avtidpooTHpLA VA UITOPOUV VA TIOPOUEVOUV OTOV OVAAUTH £WG
oTou katavaAwBouv xwpic va aAowwBouv kat va e€aodaliletal n 24wpn AslTtoupyia Tou.
Oa ouvektunBel n Umapén BEcewv avtidpaotnpiwy pe Suvatotnta avadsuonc.
MPayHOTOTOLEL AUTOMATN EVNEPWON TOU CUCTAATOC TWV OTOLXELWV TWV
avtidpaotnpiwy, Standards kat Controls yia opdda LotNumbers

Na elvat avolytd cuoTnUA Pe SuVATOTNTA TTPOYPOUUATIOHOU Kol AAAWY TPWTOKOAA WV
efetaoewv. .(Na avadepBel o aplBuUoC yla va ektipnBel)

Na £xeL tn SuvatotnTa TomoBETNONG OTOV AVAAUTH TIEPLOCOTEPWY TOU €VOG LOALSLWY
Tou &ilou avtidpaotnpilou, wote otav adeldoel To MPWTO GLaAidlo, 0 avaAUTH¢ auTopaTA
VO XPNOLUOTIOLEL TO EMOUEVO XWPIC VO oTaUATAEL N AsLToupyia Tou Kal kaBuotepei n
SlevépyEeLa TwV EEETACEWV.

Na £xeL tn Suvatotnta anodrnkeuong Touldxlotov 2 SLadopETIKWY KOUTUAWY ava
TAPAPETPO alpudoTacnc, ovadepopeveg ot 2 Stadopetikol aplOpolc maptidag
ovtdpaotnpiwv, pe Suvatdtnta opdrg Stoxeiplong Twv StadopeTikwy TapTidwy
oVTLSpaoTNPLWVY KATA TNV EKTEAECT TWV EEETAOEWY OUTOHATA, XWPLG TNV Mopéppoacn Tou
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XELPLOTH. Oa cuVEKTIUNBEL N SuvaTtoTnTa yLa TNV AmoBnKEUON TTEPLOCOTEPWY KAUTIUAWVY
BaBuovounong.

Na €xel xwpntikotnta TouAdylotov 100 Selypdtwy

Na extehel touAdytotov 300 PT katl PT/APTT ava wpa.

Na €xelL emiong T duvatoTnTa TAUTOXPOVNC TOMOBETNONG SEYUATWY O KA AKLa Kol
ocwAnvapla atpoAniog, kavovika r maldlotpika pe n xwplc barcode.

Na eival duvatdc o emavéheyxog evog delypoatog (rerun) kabwg Kol n mpooBnkn
efetaoewv oe Selyparta nou Bpiokovtal éN eni Tou avaAuth.

Na StaB£tel SladopeTikod puyxog avappodnong yia ta deiypata (6a cuvektiunBei n
Suvatotnta SLatpnong MWUATog KAeloTtol cwAnvapiou) kat StadopeTikd puyyn yLa ta
OVTLOPAOTAPLO WOTE VA ATIOKAELETAL e TOV KOAUTEPO TPOTIO KABE eMuOAuvon Selypatog
oo avtdpaotrplo Kal avililbpaotnpiou and avidpaotrpLo.

O avalutig va apawwvel outopota ta Seiypata, standards kat controls otig
OMALTOUEVEG Ao TNV KABe pebBodoloyla apalwaoelg Kat va £XeL SUVOTOTNTA AUTOUATNG
gnavapaiwong yla Selypato eKtog Twv MPokaBoplopEVwY opilwy YPOUULKOTNTAG XWPLG TNV
mapEUBacn Tou XELPLOT KABWC KAl SuvatoTNTA OUTOUOTOU TIPOYPAUUATIOMOU Kol
EKTENEONC ETUMALOV €€ETACEWYV €AV TO QMOTEAECHA TNG OPXLKAG ElvaLl EKTOC OPLOUEVWY
oplwv (reflextesting).

Na £xet Tn SuvatdTNTA AUTOVOUNG AELToupyiag yla 600 To SUVATOV TEPLOCOTEPEG EEETACELC
Xwpig Tn mapoucia Tou xeploth. H dtoxeiplon Twv anoBATwy TOU va YIVETAL ETIONG HECW
TOU AOYLOULKOU TOU avOAUTH Kal KaTd tn SLdpKeLa TNG Aettoupyiag Tou. OL TOGOTNTEG TWV
avaAwoipwyv mou poptwvovtal otov avaiuth va e€aadalilouv avtovouia yia 400
TOUAQLOTOV €€€TAOELG XWPLG TNV TApPEUPBaACN TOU XELPLOTH. Oa GUVEKTLUNOEL n Suvatotnta
EUPAVLONG TOU TIPOYHOTLKOU aplBuoU eéetaoswy (testavailability) oe oxéon pe tov
UTIAPYOVTA OYKO TWV avTdpactnpiwv mou Bpiokovtal otov avaAuTth.

'O\a to MAucipata Tou opydvou (Kotd To ekivna Kal To KAELGLHO TNS NUEPAG) va sivat
TIANPWG AUTOUATOTIOLNEVA XWPLG TNV TTaPEUBach TOU XELPLOTH Kat va yivovtal og 660 To
Suvatov 1o cUVTOWO XPOVo.

Oa ouvekTlpunOel n SuvatdTNTO CUTOUATNG LETAMTWONG O KoTdotaon stand-by kat
£UKOANG KaL Apeonc emavadopds o KAVOVLKA XPRoN, WOTE 0 OVAAUTAC va eival AR pwG
Aettoupykog os 24wpn Baon.OL Stadikacieg ekkivnong 660 Kal ot SLaSIKAoLES
TEPUATLOMOU TOU avaAUTH va YivovTtal og cUVTOUO XPoVviko Stdotnpa(vo avadepbel mpog
aflohoynon).

O AvaAuTtng €xeL Tn SuvaTOTNTA AUTOEAEYXOU KOl EVIOTILOMOU TEXVIKWY BAaBwv.

To mpoBAnpata SUCAELTOUPYLOG VA EMLONLALVOVTOL OTITIKOAKOUGTLKAL.

Na SlaBEtel kKAeLOTO cuoTnua Staxeiplong amofANTwy yla PeyoAUTEPN POOTAGLA TOU
xelplotn (AIDS, Hratitida).

Na £xeL Tn SuvaTOTNTA ATIELKOVLONG TNG KOUTTUANG avTidpaong Twv LETPROEWY, OTIOU AUTO
anoteAel LEPOG TNC TEXVLKNG, Yot KAOE TUTIO €€ETOONC KAL XPr 0N TNG KAUTTUANG
oxnuoatopoL Bpoppou yia tnv afloAdynon Twv maboAoylkwyv SEYUATWY, OTIWG yLa
napadelypa Sidaoikr KaumuAn, xaunAd enimeda mopayovtwy MAENG, AVETTAPKELA
wwdoyovou Oa cuvekTiunBel n Suvatotnta aviyveuong avaoToAEwY TWV OPAYOVIWY UE
autopoateg moAanAég apawwoelg (factorparallelism).

Na SLaBEtel AN PEeG MPOYPALO TIOLOTIKOU eAéyxou QC pe dladopeTikd controls kot
Staypaupora (Levey-Jenning-Westgardrules) kot 1o Aoylopikd Tou avaAuth va eivat GLAKO
TPOC TO XPNOTN. Oa CUVEKTIUNOEL TO av TPOELSOTOLEL TO XELPLOTH AV UTTAPXEL TIPOBANUA e
TO ATIOTEAECLOTO TOU TIOLOTLKOU EAEYYXOU.
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Mo Adyoug yvnAaoiuotntag kal Stadikaoiag dlanioteuong tou epyaoctnpiou, kabe
anotéAeopa acBevolg va oxetiletal pe Ta lots avidpaotnpiwy, controls Kot KAUMUAWY
BaBuovounong mou xpnotpomnotndnkayv yla tn dlevépyeta kabe e€€taonc.

O mpounBeutn¢ umtoxpeoUTaL Vo EVTAEEL e SLKA Tou £€06a TO EpYAOTHPLO OE CUCTNUA
€€WTEPLKOU TTOLOTIKOU €AEYXOU TIOU VA cuUTEpIAapBaveL Touldylotov 10 epyaoTrpLo Tou
SL00€touv tov poodePOUEVO AVAAUTH TOUAGXLOTOV 6 GOPEG TO XPOVO ATIO TILOTOTIOLNUEVO
€6VIKO 1 eupwTaiko Popéa. To Mpoypappa Ba MPEMEL va KAAUTITEL OAOUC TOUG
TAPEXOUEVOUG QVOAUTEC

Na 8LtaB£tel UTTOAOYLOTLKO cUOTNUA e EyXPwUN Ttimedn 006vn Kal e€WTEPLKO EKTUTIWTH
KowoU xaptLol

Na £xel PpLALKO AELTOUPYLKO ZUOTNUA e lKovidla Tteplypadng evioAwv eUKoANG xprong,
Suvatotnta anobrkeuong peydlou aplBuol anoteAeopdtwy Kot Sedopévwy Asttoupylog
SuvaTtoTNTA HeYAANG TOLKIALOG EKTUTIWOEWY ATIOTEAECUATWY KOl OTATIOTIKWY SeS0UEVWY
Aettoupyloc.

Na umootnpiletal ano cuotuata adLAAETTNC MapPoXn ¢ taonc (UPS) pe Samaveg Tou
pelodotn.

Na StaBétel Suvatotnta cUvOeong Ke To unxavoypadlko cuotnua LIS tou voookopueiou.
(Meta ™ Anén tng ovpBaong f epooov UTIAPYXEL AVTIKATACTOON TWV AVOAUTWY TO QPXELO
Twv a.c0evwv Ba MapaEVEL OTNV KATOXM TOU VOGOKOUE(OU).

Eival euBuvn tou pHeloSOTN N EYKATACTOON TWV UNXOVNUATWY, N ekmaideuon Tou
TIPOOWTILKOU KAl N cUVSECN TwV Hnxavnuatwy e To LIS Tou voookopeiou

Ol avaAuTég Ba ipemel va SLABETOUV ECWTEPLKO KATAUETPNTH TOU aplBol Twy eEeTAoEWY
TIOU eKTEALOTNKOV ava KABE e€£Taon 0 omolog va pnv eTOEXETAL OTIOLOUSHTIOTE €l80U¢
nap£uBaacn KoL o omoiog va eival TpooBACLUOC YLoL EAEYXO OO TO POCWTIILKO TOU
gpyaotnpiou i GAAEC UTINPECLEG TOU VOOOKOUELOU. I EPIMTWGN IOV 0 AVAAUTHG SV
SLOOETEL EOWTEPIKO KATOUETPNTH, LE eUBUVN TNG eTaUPlag, KOl e SuvaToTnTa EAEyXOU Ao
TO POCWTILKO TOU gpyactnplou i AAAeG UTtnpeciec Tou voookopeiou, SeSopéva ylo Tov
0pLOUO TWV PETPOUUEVWY EEETACEWY ava avaAutr Ba pEnel va mapadidovtol 6 TOKTLIKA
XPOVLIKA Stootrpata.

O npopunBeutng va Slabstel amodedelypéva service atnv Kprtn Kot vo TPooEPYETAL OTO
Noookopeio mpo¢ amokatdotaon TnG BAAPNC evtog 24 wpwv. Oa cuVeKTUNBEL n
Suvartotnto cuvéeong amo anocotoon (remote) kol APeECNC Kol KABNUEePLVAG
mapakoAoUBnong armd tov mpopnBeutr HEow TNAEDWVIKAG YPAUUNG e oUVEED internet.

O mpopnBeutng uMoXPEOUTAL OTNV TAXUTEPN TO SUVOTOV OVTLKOTACTACHN TOU £OTALOUOU
og nepintwon avenavopbwtng BAAPNC A MOAAMAEC UTTOTPOTIEG TNG SLag BAGBNG mapd Thv
QVTLKOTAOTAON ToU (6lou avtaAAaKTLKoU.

O npounBeutng umoxpeouTal va KataBéoel pall e tnv mpoodopd Kal emionun LeTddpaon
Tou eyxelpldiou Asltoupyiag Tou opydavou otnv eAANVIKN YAwooa.

Na npoodepBel amo v idla etatpeia kat pe Ta (Sla avtdpaotnpla, evaAAaKTiki AUon
avaAuth awpootaonc idlag texvoloyiag yia edpedpela kat epnpepia yLa To ALUATOAOYLKO
epyoaotrplo tou MAFNH. OAeg oL {INTOUPEVEG EEETAOELG VA UMOPOUV VA EKTEAECTOUV OTOV
KUPLO Kal oTov epedpLlkd avaAUTH.

OLpoodEpovteg Ba MPEMEL AMAPALTTWE Vo cUVTAouve pUANO cUUHOpdWONG. ITO
$UANO cuppOpdwaonG Ba amavtwvtal pLa Tpog pia oL tpodlaypadEg mou €xouv tebel. Oa
avadEpeTal av ekmAnpwvetal n podlaypaodr), To Babuod oTov omoio ekMAnpwVETAL 1] av
Sev exmAnpwvetal. Mpog anddelén S Twv LOXUPLOUWVY auTwy, Ba mpEneL va yivovtal
TIOPATIOUTTEG OE amoondopata and OperatorsManual kat ServiceManual, og prospectus
ToU poodePOUEVOU 0pYyAVOU TIoU Ba TTpoEp)oVTaL OO TOV KOTAOKEUAOTLKO OiKO (Kot OXL
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TANUUEAWC peTadpacuéva urradila) KabBwg emiong Kol O EMLOTNUOVIKEG EKOOOELG KOl
AOUTA EMLOTNOVIKA EVTUTIOL TTOU Bl IPOEPYOVTAL A0 TOV KATAOKEUAOTIKO 0(KO TOU
pnxavnuartoc. Emiong ol mpounBeutég Ba mpenel va kKataBEoouv TeEAATOAOYLO avtioTolywyv
Epyaotnpiwv og Anpooia Noookopeia.

EdQv peTd tnv KatakUpwaon KAl TV EVEPYOTOLNGN TOU AlLaywVIoHoU o HeLoSOTnG Slabéoel
oTNV ayopd veotepa HoviEAa, amodedelypéva LoxupOTEPA Kol KaAUTEpA amo ekeiva mou
npoodEpOnKav Kal atloloynbnkav, TOTe 0 mpounBeutnc / avdadoxog umoxpeouTal, KAl TO
Noookopeio Suvatal va anodexBei, va ta mpopnBevoel avti Twv MpoodepBEVTWY, UE TNV
npoUnoBeon OtTL Sev emMépyeTal omoladNMOTE MPOCOETN OLKOVOULKNA ETLRApUVEON.

B. TEXNIKEZ NPOAIATPADEZ ANTIAPAZTHPION AIMOZTAZHZ-MHZHZ

OLmpoodepopevec TIPEG Ba adopouv Tiun ava e€€taon. Ow urtoPridlot popnBeutég Ba
TPETEL VA TTOPEXOUV TIANPOGOPLEC yLa TOV aplBO TwV eEETACEWV TTOU eKTEAEL KABE KOUTL
TwV e8IKWV avtidpaotnpiwv kabe e€€taong. To voookopelo Ba mapayyEANeL KIT e€€Taong
KoL Ba xpewVETAL AVA KIT TTOU Ba TapayyYEAVEL, 0LOXETWE TO av Oa TO KOTOVAAWVEL | OXL.
'OAa ta utodouna amattoleva VALKA (avalwouua, calibrators, controls kTA.) 8a
TlapEXOVTaL SWPEAV Ao TOV MPOUNOEUTH W¢ ocuVoSA TNG e€€Taon g Kal SiXwg EMUTAEOV
XpE€won. Katd ta Aoutd .oYUoUVOoLYeVIKEG TipoSLaypadEg.

Oa mpémel va KatateBouv Pe TNV mpoodopd TTAN PN TUTTOTIOLNUEVO TIPWTOKOAQ
epapuoyng Twv MPoohEPOUEVWY AVTLEPACTNPILWY 0TOUC AVAAUTEG OTIoU Kal Ba
TIEPLEXOVTOL OAEC OL ATIALTOUEVEG TTAPAUETPOL (LEBOBSOL, OYKOL, XpOVOL EMWOONG K.ATL.),

Ta mpoodpepopeva avtidpaotrpla va cuvodeuovtal amno control&calibrator pe
OVOLLEVOULEVEG TIUEC OTOUG IPOOhEPOUEVOUC aVaAUTEG. Oa cuvekTipnBel n Suvatotnta ta
avtdpaotnpLa, Ta controls kat ot calibrators og 0Aeg tig €eTdoelg (elte ival Lypa £Tolpa
TPOG Xpnon eite xpeldlovral avaclotaon) va €X0uV HeydAn otabepotnta (va avodepBel n
Slapkela tpog afloAoynon).

Oa npénel va katatebel avalutikog mivakag pe ta calibrators kat controls ou
amatrtouvtal ylo kabe e€€tacn. H ouxvotnta xpriong Twv controls yla Tov E0wTepLko
TOLOTLKO €Aeyxo Ba mpoodilopiletal andAuto armd To EpyaAcTAPLO AVAAOYa HE TOUG
ETILOTNMOVLKOUC KAVOVEG KOLL TLG EKAOTOTE AVAYKEG TOU.

Mo tnv poduAaln kat opbn Aettoupyia Twv avaAUTWY Ta AVTLISPACTAPL OLUOCTACNG
ol calibrators kat ta controls yLa xprion oToUG AUTOUOTOUG AVOAUTEC Ba TTpETEL va
SlatiBevral katd to duvatdv ota eldikd PpLaiidia, wote va e¢aodpaliletal n anapaitntn
edappoyr otov Ywpo Twv aviidpaotnpiwyv kat n ancubelag tonobEtnon xwplg
MeTayyloeLg.

Ta dpLaAidia twv avidpaotnpiwv va SlaBgtouv barcode yla TNV AuTOLATN AvVayVWALOT
TOUG OO TOUG AVOAUTEG, YLo TNV armoduyr oPaAUdTwy KATd TV TonoBEtnon.

Ta mpoodepopeva avtdpaotripla va Stabgtouv uPpnAn otabepdtnta LETA TNV
avaolotaon (va avadepOei n Slapkela).

To avtidpaothplo yla tn HETpnon nrapivng (anti-Xa) va eivat uypo €toluo mpocg xpron
KoL va €XEL 600 ylveTal HeyaAUTepn oTaBepdTNTA MAVW CTOV AVAAUTH.

To avtidpaothplo yLa tn PEtpnon tng AvtiBpoppivng lll va £xel otaBepotnta
TOUAGXLOTOV 2 NUEPEG OTOV AVOAUTH.
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OMAAA A
EZETAZEIZ AEITOYPTIKOTHTAZ AIMONETAAIQN

NepAapPAVEL TIG EEETAOELC

KEOKKE E€€taon

EAETXOZ AEITOYPTIKOTHTAZ AIMONMETAAIQN ZE OAIKO AIMA ME

13.02.04.01.001 AIAOOPETIKOYZ ENEPTOMOIHTEX (ANA ENEPTOMOIHTH)

EAErXOZ AEITOYPIIKOTHTAX AIMOTETAAIQN XE NAAXMA MAOYZIO
13.02.04.01.002 | XE AIMONETAAIA ME AIAOOPETIKOYZ ENEPTOMOIHTEZ (ANA
ENEPFOMOIHTH)

EAEMXOZ AEITOYPTIKOTHTAZ AIMOTETAAIQN T1A THN EKTIMIZH
13.02.04.01.003 | THZ ANTIAIMOTMETAAIAKHSE OEPATEIAS (ANA GAPMAKEYTIKH
OYZIA)

A. TEXNIKEZ MPOAIATPAMEZ ANAAYTOY EAEMXOY AEITOYPTIKOTHTAZ AIMONETAAIQN ZE
OAIKO AIMA
1. No Aettoupyel unoé taon 220V
2. Na dtaBétel uotomnowntika CE, IVD kat ISO
3. Na xpnotpormnotetl oAlko aipa kateuBeiav anod tnv atpoAnyia xwpic duyokévrpion.
4. Na bivel amotéleopo TOCOTIKO ekdpacpévo o SeutepoAemta (seconds) oav closureTime
(CT) To ormoio Kal vo EKTUTIWVETAL.
5. Na petpa tn dnpoupyia tol AeukoU-atlomnetailakol Bpoupou (6nA. mpookOAAnong,
OUCCWPEUONG KOL OTTOKOKKLOTIOlNONG).
6. Na PETPA TNV APXLIKA QULUOOCTATIKY SUVAMLKOTNTA Tou Selypartog
(primaryhemostasiscapacity) PHC.
7.  Na éxeL SuvatotnTa avayvwpLong ypappikou kwdika (barcodereader).
8. Na SlaBETEL EVOWHATWHEVO EKTUTIWTH.
9. Na eival e0koAog Kal amAog oTnV XpHon, SLapKwe SLHBECLUOG ava TTACA OTLYMN yla LETPNON
(ednuepieg, emeiyovta meploTaTKA).
10. Na £€xel Suvatdtnta cuvdeong e s€wteptkd HYY.
11. Nol TpOYLOTOTIOLEL TLG TTOPOKATW EEETAOELG
e Asttoupyikotnta Awomnetaliwv pe Collagen / Epinephrine og oAikd Aipa
o Aettoupykotnta Awonetaliwv pe Collagen / ADP og oAwo aipa.
o 'EAeyxoc AeLtoupylkotnTag ALOTETAA WY e amokAelopd Tou urtodoxéa P2Y og oAlkd
atpa
12. Noa SlaBétel service otnv Kprtn Kot va mpooépyxetal oto NOGOKOELD TTPOC AMOKATACTAON
™G BAGPNC evTog 24 wpwv.
13. O mpopnBeutrg umoxpeoUtal va Katabéoel pall pe tnv mpoodopd Kol Eemionun
petadpaon tou eyxelptdiou Aettoupyiag Tou opydvou atnv eAAnVIKA yAwooo.
14. Eivalr gsuBuvn tou HelodOTN n EYKATAOTOON TOU UNXOVAUATOC, N eKmaidsucn Tou
T(POCWTILKOU KoL N oUv&eon e to LIS Tou voookopeiov av autod eival Suvato.
15. EGv PETA TNV KOTAKUPWON KAl TNV evepyomoinon tou Aloywviopol o pHelodotng Stabéaost
OTNV ayopa VEOTEPO MOVTEAQ, amodedelypéva Loxupdtepa Kal KaAUTepa amod eKeiva mou
npoodEpOnKav kat aflohoynOnkav, Tote o mpoundeuthc / avadoyxog umoxpeouTal, KoL To
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Nocokopeio Suvatal va amodexBel, va ta npoundevoel avti Twv npoodepBEVTwWY, UE TNV
npoUndOeon OtL Sev emépyetal omoladAmote MPOoOEeTN OLKOVOULKA EMBApuvVON.

B. NPOAIATPA®EX ANAAYTH AEITOYPTIKOTHTAZ-2YZZQPEYZHZ AIMONETAAIQN

(AGGREGATION)

1. O autopatog avalutng va elval KawvoUpylog, oueTaxelplotog, olyxpovng texvoloylog
KoL va dtaBEtet motomontikd CE, IVD

2. NaAettoupyel og taon 220Volts / 50Hertz pe péylotn toxug 1200Watts.

3. Na eival avalutig 4 OMTIKWV KOVOALWV HETPNONG aveCdpTNTWV HEeTafl TOUG e
SuvatotnTa cUVSUACUEVWVY AANA KOl LEULOVWHUEVWY LETPAOEWY LE XapnAd CV.

4, No SLaBETEL EVOWUATWHEVO EMWAOTAPA CWANVAPLWY Kat avtidpaotnpiwv otoug 37 °C
KoL 4 avadeuopevecg Boelg avtidpaong.

5. Na gival emutpamn£llog, meploplopévwy SLAcTACEWY Kal BApoug Kol va amoteleital anod
™mv KUpla ouokeun, H/Y teleutaiog texvoloyiag pe €yxpwun oBdvn Kal £yxpwpo
ektunwtr. O H/Y tou va €xeL tn Suvatdtnta anobrikeuong Snuoypadikwy otoyeiwv &
amoteAsopdtwy acBevwy, qualitycontrols kat standards. Na Asttoupyel pe 181K
poOypappa artAo otn xprion os meptBaAiov Windows.

6. No eAéyxel thv ouumePLPOPA CUYKOAANTIKOTNTAG TWV OULUOTETOAlWY o MAdoUQ
TIAOUGLO KAl GTWYXO O OULLOTIETAALO TIPAYHLOTOTIOLWVTOG TOUAAXLOTOV TIC EEETATELG:

e Adiponectin (ADP)
e (Collagen

e Epinephrine

e Arachidonic Acid

e Ristocetin

e Ristocetin Cofactor.

7. Na Sivel amoteAéopata og TpayHaTIKO Xpovo os Slaypappa.

8. Na glval avolytog we mPog TOV MTPOYPOUUATIONO TWV MAPAUETPWY LETPNONG.

9. To npoodepdeVO CUOTNUA VO EXEL EVOWUOTWHEVO TIPOYPOLLO TIOLOTIKOU EAEYXOU UE
aflohoynon kat ypadnua Levy-Jennings katda WestgardRules.

10. Na umnoAoyilel autopata: slope, max % aggregation, timetomaxaggregation, lagphase,
secondaryslope, areaunderthecurve kot pe Suvatotnta mARpoug mapéupaong ermi
QUTWV.

11. Na €xel duvatotnta tautdxpovng mapafoAng HEXpL Kot 20 KAUMUAWY TiponyoULEVWY
QMOTEAEOUATWY KABWG KAl TPOTUMWY KAUMUAWV avadopds otn OcuccWpPEUON
OULULOTIETAALWV.

12. H npoodEpouca statpia va €xeL TARPN YKAUA avTiSpaoTnpiwyv cUCoWPEUGNC
olwponetaAdiwv  (plateletaggregation) «kau ristocetincofactor, ta omoia kat va
npoodepBolv. Emiong va mpoodepBolv OAa Ta amapaitnta OVAAWOLUO Yla TV
TPOYLLOTOTIONON TWV EEETACEWV.

13. Na £xeL Suvatotnta e€aywyng MANPwS Slapopdwaotpuwy avadopwv
OMOTEAECUATWY (OIMAVTNTIKWY) acBevwVv.

14. Na £xeL Suvatotnta apdidpoung cuvdeong pe diktuo LIS kot Suvatotnta cuvéeong Kat

Seltepne kUPLAC cuokeung otov (6lo H/Y pe to (610 AOYLOULKO WOTE VA ETILTUYXAVETOL
SumAaolaopoc Twv KavaAlwy pétpnong (amd 4 os 8). O mpounBeutrg umoxpeouTal vol
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eaodaliosl TN ocUVOEON LE TO KEVTIPLKO CUOTNHO UNXAVOPYAVWGONC TOU VOCGOKOUELOU
(LIS)

OLmpoodepopeveg TIHEG Ba adopolv TN ava e€€taon. OAa Ta uTtOAOLTIAL AMALTOU LEVAL
VALKA Ba mapéxovtal Swpedv amo tov nmpopnbeuth wg cuvoda tng e€€taong Kat Siywg
ETWLTAEOV XpEWON.

EGv petd tnv Kataklpwon Kol TV £vepyormolnon Ttou ALoywVIoHoU O HELOSOTNG
Sl00€0el otnV ayopd vedtepa HOVIEAQ, amodedSelypéva LoXUPOTEPA Kal KAAUTEPA Ao
ekelva mou mpoodépbnkav kal aflodoynBnkav, TOTe 0 TMpounBeutng / avadoxog
umnoxpeouTtal, kot To Noookopeio duvatal va amodexbei, va ta mpopnbevosl avtl Twv
npoodepBéviwy, pe TNV TpolTOBeon OtTL Sev emépyetal omoladnmote MPOobetn
OLKOVOULKNA eTBapuvon.
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OMAAAE

TEXNIKEZ NPOAIATPA®EZ ANAAYTH A EAEFXO THZ AIMOXTAZHZ (APXIKH AIMOZTAZH-
MNHZH-INQAOAYZH) ZE OAIKO AIMA
NepAapPAVEL TIG EEETAOELC

N

10.

11.

12.

KEOKKE E€¢taon

OPOMBOEAAZTOIPA®IA TA THN 2YNOAIKH EKTIMHZH TOY
AIMOZXTATIKOY MHXANIZMOY ME KAI XQPIX AIETEPZH (ANA
13.02.90.20.001 | AIETEPTH) (EKTIMHZH AIMOZTATIKOY)MHXANIZMOY, EKTIMHZH
ENAOTENOYZ OAOQY, EKTIMHZH EZQIENOYZ OAQY, EKTIMHZH
INQAOAYZHZ)

OPOMBOEAAZTOIPA®IA TIA THN ZYNOAIKH EKTIMHZH TOY

13.02.50.21.001 AIMOZTATIKOY MHXANIZMOY 2E A2OENEIZ YNO HMNAPINH

Na Asttoupyel og pevpa 220 V/ 50 Hz.

Na ¢épeL tn onuavon CE.

Na &éxetol wg delypa oAlkd aipa pe R Xwplc avtutnKTko, Kat mMAdopa Gtwxo 1 mAololo oe
OLLLLOTIETAALQ.

Na mapéxel tn SuvatotnTa TG GUVOALKAG EKTIUNONG TOU OLLOOTATIKOU UNXOVIOUOU,
Tautoxpova e va Suvatal va Slakpivel edv n alpootatikny Stotapayn odpeiletal o ENAeldn
wwdoyovou, ENewn | MAsovaopa AWV apayovIwy mnEng, atgomnetaliakn Slatapaxn
n/kat umteplvwdoAuacn, GapUAKEUTIKA oywyn ToU emnpedlel TNV alpootacn n
otpoapaiwon, urto/umnepBeppia, avalodnTkd KTA.

Na Baciletal otn péBodo tng meplotpodikng Bpopposlactouetpiog kat va meptAapBavel
oAa ta anapaitnta e€aptrpata yla tn Slevépyela MANPous avaAuong.

Na aviyveUel 0Aa ta otadia tng Snuloupylag kat otabepomnoinong tou Bpoupou kabwg Kat
™V pdéwpn A Kn Avon tou Bpoppou.

Na €xel Lkpo Xpovo évapéng Aettoupyiog (UkpoTtepo amo 10 Aemtd) kot TaxuTtnTo LETPNONG
10-15 Aemtd amd tn ANPn £we To AMOTEAECHA, WOTE VA TTAPEXETAL N SuvaATOTNTA TO
QIMOTEAEOHA TNG LETPNONG VO EMNPEACEL AUECA TN BEPATIEUTLKI AyWYI) TIPOEYXELPLTIKA,
OLEYXELPLTIKA KOl LETEYXELPLTIKA.

Na elval eUKOAO OTN XProN LE EVOWHUATWHUEVO NAEKTPOVIKO UTIOAOYLOTH UE EUXPNOTO
TipoOypappa Aettoupyiog, Suvatotnta anobrnkeuong TwWV AMOTEAECUATWY, AVOAUTLKA
mapouciacn Twv odnylwv xpnong otnv 08ovn Kat va sival avolktd os ebappoyn
E£PEVVNTIKWY TIPWTOKOAWV.

Na §taB£tel TOUAQYLOTOV TEGOEPQ KOVAALL LETPNONC e SUVATOTNTA TOUTOXPOVNG
napakoAovOnong otnv 006vn Kal oclyKPLoNG OAWV TwV eV eelifel petprioswv. Na
ouVOSEUETAL ATIO NAEKTPOVLKA TUTETA AKPLBELOC yLa TNV TPocOnKn Selypdtwy —
ovtdpaotnpiwv.

H katookeudotpla etalpia va Sltabétel Tumomolnpéva, £ToLlpa Tpog xpron avidpootrpla
yla TNV eKTEAECN OAWV TWV TUTTOTIOLNUEVWV HETPNOEWVY, KOOWC Kal avtidpaotripla
TOLOTLKOU AEyXOU.

Na cuvodeleTal amod NAEKTPOVLKO UTTOAOYLOTH KOl EKTUTIWTI) TTOU Va £XEL TN duvatotnta
EKTUTIWONG TWV ATNTOTEAECUATWV.

Mpémnel va cuvodeleTtal amd OAa Ta avaykoia e€apTAUaATa, EYXELPLSLA XELPLOUOU Kol
ouvTHPNONG.
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O mpounBeutn¢ umoxpeoUTal va kataBéoel pall pe tnv mpoadopd Kot emionun Hetadpaon
ToU gyXelpldiou AelToupylog TOU opyavou atnv EAANVLKA YAWOooa av UTTAPXEL.

Na umtapxeL TARPNG Ko Apecn TeXVIKN KAAL YN amno tnv statpeia, epdoov Intnbel. H etalpia
Ba mpémnel va SLabEtel service otnv KpAtn Kat va tpocépxetat oto Nocokoueio mpog
anokatdotaon tng PAABNG EVIOS 24 wpwv.

Na umootnplletal To avaluTiKO cUCTNUA Ao cuoTthpato aSLEAELTTNG mapoxnG taong (UPS)
pe Samaveg Tou HELOSOTN.

Elvat euBuvn Tou PeloSOTN N EYKATACTAON TWV UNXAVNUATWY, N eKNaideucn Tou
T(POCWTILKOU TOU VOOOKOELOU KalL N UVEEDN TWV UNXAVNUATWY UE TO oUOTNUA TOU
VOOOKOUEloU.

To epyaotrpLo pnopet va eTIAEEEL VO EYKATACTNOEL TOV AVOAUTH OE XWPO EKTOG TOU
£py0oTnpiou OMWE TLY. EVIOG TWV Xelpoupyelwy, omou Ba sEunnpetel kaAUTepa Tov 0TOXO
Tou.

OLpoodépovteg Ba MPEMEL amapaltTwE va cuvtatouve ¢pUANO cuPHOpdwWoNC. 2To GUAAO
CUUUOpdWONG Ba amaviwvTal pLo mpog pia oL tpodlaypad£c mou £xouv tebel. Oa
avadEpeTal av KTANPWVETAL N podlaypadh, To Babuo otov omoio eKMANPWVETOL R ov Sev
ekmAnpwvetal. Mpog anodelén & Twv LOXUPLOUWY QUTWY, Ba TIPETEL va yivovTal
TIOPATIOUTIEG O amoomacpota and OperatorsManual kat ServiceManual, og prospectus tou
TPOOohEPOUEVOU 0pYyAVOU TTou Ba IpoépxovTal armd ToV KATACKEUAOTIKO OLKo (Kot OxL
TANUUEAWC peTadpacuéva GuAradila) KabBwe emiong KoL O EMLOTNUOVIKEG EKSOOELG KalL
AOUTIA EMLOTNMOVLKA EVTUTIO TIOU Ba TTPOEPXOVTAL A0 TOV KATAOKEUAOTIKO OIKO TOU
HNXOVAKATOG.

Edv pETA TNV KATAKUPWGN KAl TNV EVEPYOTOLNGN Tou AlaywviopoU 0 HELOSOTNG Slabaoel
OTNV ayopa VEOTEPA HOVTEAQ, ATMOSESELYUEVA LOXUPOTEPA Kal KOAUTEPA Ao eKElva ToOU
npoodEpOnkav kat afloloyndnkav, tote o mpoundeutic / avadoyxog umoxpeolTal, Kal To
Noookopeio duvartal va amodexOei, va ta mpounbeloel avti Twv MpoodpepBEvTwy, Pe TV
npoUnoOeon OtL Sev emépyetal omolodNMOTE MTPOCOETN OLKOVOULKNA eTBApUVEON.
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OMAAA T

MOPIAKEZ EZETAZEIZ OPOMBO®IAIAZ ME 2YNOAO EZONAIZMO

FENIKEZ NPOAIATPADEZ

1.

O poplakég e€etaoelg Bpoppodiiag va yivovral amo KatdAAnAo cUoTn L TTOCOTIKAG
avaAuong PCR (OeppokukAomolntn MNpaypatikot Xpovou, Real-Time PCR)

Na npoodepBolv OAa Ta amapaitnta aviidpactipla yla thv Ste€aywyn tng e€€taong,
cUMBATA e ToV TPoodePOUEVO aVAAUTH Kol CUUPWVA E TA ECWKAELOTA TNG
KOTOOKEUAOTPLOC ETOLPELAC.

Na nepthapBavovtal Ta avtiotola avtidpaotipla s€aywyng DNA and Selypata
aiparoc. Oa cuvekTiunBel N MPoodopd AUTOUATOTIOLNUEVOU CUCTHATOC €AY WYNG
DNA.

O nmpounBeutng Ba mpémet va Slab£tel KATAAANAQ eKTTASEUEVO TEXVIKO TUAMA YLOL TNV
gykatdotaaon, EAeyxo AeLToupylag Kal cuvtrpnon Tou MpoadePOUEVOU eEOTIALOUOU
KaOwG KaL yLa TNV eKmaibeucon Tou TPOCWITKOU Tou gpyacthnpiou. Na katateBouv Ta
EMIONUA TILOTOTOLNTIKA EKMAISEUONG A0 TOV KATAOKEUOOTLKO OiKko.

O mpounBeutrn¢ umtoxpeoUTaL Vo EVTAEEL e SLKA TOU £€06a TO EPYAOTHPLO O cUOTNUA
£€WTEPLKOU TTOLOTIKOU EAEYXOU TOUAAXLOTOV 2 POPEG TO XPOVO QIO TILOTOTIOLNUEVO
€06VIKO 1) eupwnaiko popéa.

OLpoodEpovteg Oa MPEMEL AmapaALTATWE va cuvtaéouve pUAAO cuppopdwaong. ITo
$dUAO cUpUOPDWEONG Ba AMAVTWVTAL LLLA TTPOC HLa oL TipodlaypadEc mou €xouv Ttebel.
Oa avadeépetal av ekmAnpwvetal n mpodlaypadr), To Babuod otov onolo ekTANPWVETAL
1 av 6ev ekmAnpwvetal. Mpo¢ anodelén & Twv LOXUPLOUWY OUTWVY, Ba PEMEeL va
ylvovtal mopanounég oe anoondopata anod Operators Manual kat Service Manual, og
prospectus Tou mpoodePOUEVOU OpYAVOU TIOU Ba TPOEPYOVTAL AO TOV KATOOKEUAOTIKO
oiko (kat XL MAnupeAwe petadppacpéva Gurladia) kKabBwe emiong Kal Og EMLOTNUOVLKEC
£KOOOELC KAl AOLTIAL ETILOTNOVLIKA £VTUTIA TTOU Bt TTPpo£PXOVTAL ATIO TOV KATAOKEUOOTLKO
0lKo TOU pNXavUOTog 1 Kal Twv aviidpactnpiwy.

ANAAYTHZ

1.

O avaAutig Ba mpémnel va sival cupBatodc Kat KATAAANAOC yLa VAl TP LOTOTIOL | OEL TLG
e€etaoelg Twv poodepopevwy kit

H cuokeun va SL0OETEL UNXAVIOUO AUTOEAEYXOU BACLKWY AELTOUPYLWV TOU.

Na StaB£tel umodoyeic yia e€€taon peyalou aplduol Selypdtwy (touAdylotov 30) ava
run.

Na tab£tel 600 to Suvatov peyoutepn duvartr toxuTnTa avfopeiwong Beppokpaciag
oto xwpo Ste€aywyng tng PCR (TemperatureRampRate).

Na e€aodalilel amdAuto €leyxo TG Bepuokpaciog oto xwpo de€aywyng tng PCR kot
amoAuTn opolopopdia Bepuokpaciog os kaBe avtidpaon.

Na dUvaral va ekteAel TAUTOXPOVA TTEPLOCOTEPA TOU EVOC TPWTOKOAAQ OTO (610 1)
Sladopetika Selypata.

To ouotnua va xapaktnpiletal and peyahog VP0G LETPOEWY, EMAVOANYPLUOTNTA, KoL
gualodnoia.
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To ouotnua va eivat avolytd we mpog Tn XprRon Twv dladopwv TEXVOAOYLWY LETPNONG
dBoplopou.

To AoYLOWLKO va ival GLALKS TIPOG TO XPrioTn Kat va cuvodevetal amd KataAAnAo
AOYLOUIKO avAAUGCNC TWV OTIOTEAECUATWY TIOU VA ETUTPETEL TNV QLUTOUATH £KSOON Kall
oNpaVon Twv ONMOTEAECUATWY (BETIKO, ApPVNTIKO, 1N AMOSEKTO) KOTA TN Xprion
SLoYVWOoTIKWV TPpWToKOAAwv. Na Sivel tn duvatotnta moapEuPfacng and To xprnotn otny
enefepyacio Twv ANMOTEAEOUATWY, YLO TN BeATIoTOMOINGN TWV MTPWTOKOAAWVY 1) KATA TNV
OVATITUEN VEWV TIOPOUETPWY OF TIEPLTITWOELCG N UTtAPENG ETOLUWY EEETACEWV.

ANTIAPAZTHPIA

1.

Na mapéxetal mAnpeg ot avildpaotnpiwv (primers, probes, mastermix) ko
avaAwoipwv (r.x. cwAnvapiwv avtidpaong, plates, adhesive films, ktA.) pe tn popdn
KLTC, ETOLUWV TIPOG XPI 0N, O TUTIOTIOLNEVN Hopdh Kal cuotacn waote va e€achaiileTal
gUKoAQ, ypriyopa Kal pe dplota anoteAéopata n Ste€aywyr tng aviidpaong.

Ta kit va StaB€touv CE- IVD (IVD 98/79 EC) mark, eykekplpéva yla in vitro S1oyvwoTikn
xpnon (IVD), ue mowvn andppudng.

No ektelel TI¢ e€eTAOELG

KEOKKE E€¢taon

1 ANIXNEYZH ZHMEIAKHZ METAAAAZHZ G1691A TOY
13.10.05.01.018 | NAPATONTA V THZ MH=HZ (LEIDEN) ME AAAHAIO-EIAIKH PCR
MPATMATIKOY XPONOY (REAL-TIMEPCR)

2 ANIXNEYZH ZHMEIAKHZ METAAANA=HZ G20210A TOY
13.10.05.01.019 | MAPATONTA Il THZ MH=HZ ME AAAHAIO-EIAIKH PCR
MPATMATIKOY XPONOY (REAL-TIMEPCR)

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

4 ANIXNEYZH METAAAAZEQN Jak-2 V617F ME AAAHAIO-EIAIKH
13.10.05.01.023 , e , .
PCR (mpoatpetikn) €€€TAON, LOVO YLA TIOLOTLKO EAEYXO)

5 13.10.05.01.022 ANIXNEYZH ZHMEIAKQN METAAAAZEQN MEMONQMENQN
T FONIAIQN IXETIZOMENQN ME TH ©POMBO®IAIA

Ztnv KAWL Ttpagn, untdpxouv texvoloyieGReal-TimePCR mou Sev ektedolvtal pe
oAANALo-eL81kr) PCRaAAG pe Real-TimePCRKat peAéTn TNG KAUmUAN TAENG Tou TeAkoU
TPOLOVTOC. MNa AUTEG TIG e€eTAOELG Sev UTIAPXEL ELBIKN KwdLKoToinon katd KEOKKE aAAd
Sev umopoUlv va amokAsloToUv Adyw tTng anouaciag Kwdikomoinong. H enttponr)
npoSiaypadwv Tou Slaywviopol Bewpel TG SU0 TEXVIKEG KALVIKA LOOTLUEG Kal Bswpel
OTL KOAUTITOVTAL OE KAOE TiepimTtwon Kat amo tov Kwdiko 13.10.05.01.022,

Na cupmneplapBavovral ol amapaitntol Otikol Kot apvnTikol LAPTUPEC yLa TOV
TIOLOTLKO €AeyX0 TNC e€€Taong

H aflohoynontou amoteAéopatog va yivetal pe Stadikacioa ou Ba katateOei
OQVOAUTLKA.

Na avodepBoUv Tuxov emimAéov e€eTAoeLg IOV SUVATOL VO EKTEAECEL 0 AVAAUTHG KoL
adopouv otnv Bpoufodiiia.

H T mou Ba mpoodepBel Ba mpénel va sival ava e€€taon. Katd ta Aoutd toxuouv ot
YEVIKEG TipodLaypadEc.
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8. Katad to duvatodv, ta npoadepopeva KT va SlaBEtouv Koo mpwtokoAlo PCR, €tal
WOTE va elval epLKTn N Tautoxpovn dletaywyn twv e€etaoewv (oto iblo N oe
Sladopetika Seilypota) Le okomo TNV e€0LKOVOUNGT XPOVOU Kal KOGTOUG.
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OMAAAZ

MPOAIATPADEZ ANTIAPAZTHPIQON KAI ANAAQZIMQN ME ZYNOAO EZONAIZMO TIA EZETAZH
TAXYTHTAZ KAOIZHZHZ EPYOPQN AIMOZOAIPIQN

Mephappavel tnv e€€taon
TAXYTHTA KAGIZHZHZ EPYOPOKYTTAPQN (AYTOMATOMOIHMENH) KEOKKE 13.01.09.11.001

A. TENIKOI OPOI

1.

8.

MNa tnv e€€taon Tayxvtntag Kabilnong Epubpwv (T.K.E.) umopouv va npoodpepBolv
CUOTHATA TIOU TIPEXOUV TNV LETPNON TOOO UE OUTOUATOTOLNUEVN UEB0SO
Westergreen oe £161kd cwAnvapla T.K.E. 600 kal pe autopatomnotnpévn pébodo
ULKPOOUYKOANGNC 1 avtioTowng amd cwAnvapLa Yevikng aipatog.
H teAikn katakupwon Ba adopd povo pia pebodo. MpounBeutég tou TuXoV dLobEtouv
KoL TG Suo pebodoug mpoadloplopoy, UmopouV va KatabB£oouv TNV mpoodopd TOUG Kal
yla tic dUo pebodoucg, aAAG n teAkn KatakUpwon Ba yivel yia tnv pébodo auth, mou
glval olkOVOULKA TTLo XapnAn Kat cUpdwvn e Tov TPoUMOAOYLOUO TOU SLaywviouoU.
O auTOHaTOG AVAAUTAC va elval KalvoUpyLog, OUETAXELPLOTOG Kal oUyXpPovNnG TExVOAoyiag
kot va StaBtel motomnotntikd CE, IVD kat ISO.
Zntuoato cuvtipnong/eknaidsuong

e Htexvikn mpoodopd va cuvodeletal e 0ONnyLeg XpHONG KoL CUVTAPNONG TOU
avaAuth otnv eAAnVIKN YAwooa cUpdwva e Tnv Loxvouoa vopoBeaia.

e O mnpounBeutng kab’ 6An t Sldpketla tng cuUPaong Ba mpénel va dlatnpei to
UNXAVNUO O€ AELTOUPYLKH KATAOTAON EKTEAWVTAC OAOUC TOUG TIPOBAETIOUEVOUG
£\€yXOUC KAl oUVTNPNOELS Kol amokablotwvtag onotadnmote BAALN
TAPOUCLACTEL EVTOG 24-48 WpwV.

e Oa mpéneL va mapexeL pedpLko cuoTNU

e Qo ouvekTUNnBel n LTIAPEN TEXVLKN UTTOOTNPLENG e £6pa tnVv Kpntn.

e  To KOOTOG OUVTAPNONG, ETILOKEUWY, AVTAAANAKTIKWY KaBWG Kat n ekmaidsuon
TWV XElpLOTWV Baplvel Tov mpopunBeuTth).

To amoteAéopata Ba MPEMEL va armooTEAAOVTAL 0TO CUCTNHA LECW OVAYVWONG
YpOoUUwTOU Kwdika (barcode).

Oa mpEmeL va €XeL XaUnAn Tapaywyr amoBANTWY WOTE AUTA VO TIEPLOPLOTOUV TOCO WG
T(POC TO HOAUGHATIKO UALKO (atipa) 660 Kal we mpog To oteped anopAnta (vo Sobet
oavaAuon).

H nipoodepopevn Tiun va sivat ava s€€taon. Kotd to Aoumd LoxUouV oL YEVIKEG
npoSiaypadic.

O npounBeutng umoxpeouTal va e€aodPalioel Tn cUVEEDN LIE TO KEVTPLKO cUOTNUA
pHnxavopyavwong Tou vocokopeiou (LIS-HIS).

9. Owmnpoodépovtes Ba MPEMEL AMAPALTATWE va cuvtafouve GUANO cUPPOpPwWONG. ITo

$UANO cuppOpPWONG Ba amavtwvtal Lo Tpog Hia oL tpodlaypadEg mou €xouv Tebel.
Oa avadépetal av eKMANpWVETAL N Ipodlaypadn, To Pabuo otov onolo eKMANPWVETAL
1 av Sev ekmAnpwvetal. Mpog anodelfn & Twv LOXUPLOUWY QUTWYV, Ba TIPETEL val
yivovtal mapanounég os anoondacpata ano OperatorsManual kat ServiceManual, og
prospectus Tou MPoodpePOEVOU OpYAVOU TIOU Ba TPOEPYOVTAL OO TOV KATOOKEUAOTIKO
oiko (koL XL MANUUeAwWC petadpacpéva GuAAASLA) KaBwWG EMIONG KL OE ETLOTNLOVLKEC
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€KOOOELG KL AOLTTA ETILOTNLOVLKA €VTUTIA TTOU Bt TTpoEPXOVTAL AT TOV KATAOKEVQOTLKO
0lKo TOU PNXavUOTOoG.

10. EQv peTA TNV KOTOKUPWON KOl TNV €vepyomoinon tou Alaywviopol o HELOSOTNG
SlaBEoel oTnV ayopd vedtepa HOVTEAQ, amodedelyUéva LoXupOTEPO Kal KaAUTEpA amd
ekeiva mou mpoodépbnkav kat afloloyndnkav, tote o mpounBeutig / avdadoxog
umnoxpeouTtal, kot To Noookopeio duvatal va amodexbei, va ta mpopnbevosl avtl Twv
npoodepBévtwy, pe TNV TPolTOBeon OtTL Sev emépyetal omoladnmote MPOobetn
OLKOVOULKNA eTuBapuvon.

B. EIAIKOI OPOI ZE NEPINTQ2H NPOZ®OPAZ T.K.E. ME AYTOMATOMNOIHMENH MEGOAO

WESTERGREEN

1. MPOAIATPADEZ ZOAHNAPIQN T.K.E

1)

To cwAnvapla Ba Tpémel va eival aBpauota £T0L WOTE va EA0XLOTOTOLETAL O
Kivéuvog LOAUVONG TOU XELPLOTH KATA TNV XPHoN TOUC

Na elval cwAnvapla kevol wate N ARYPn Tou Selypotog va yivetal xwpig to
avolypa tng KuBEtag (KAeloto clotnua)

O amattoupevog 0ykog Seiypatog va ival o eAaylotog (1 ml ) pkpoTtePog)
Ta cwAnvapla va mepAaBAVOUY TO ATOLTOUEVO QVILTTNKTLKO

Na urtdpxel Suvatotnta eMKOAANCNC ETIKETAG YPAUMWTOU Kwdika (barcode)
Slywg va dnuloupyeital mpoPAnuata otnv ektéEAeon tng e€€taonc i va
xpelaletal adaipeon TN ETIKETAG MPLV TNV EKTEAEDN TNG €€£TAONG.

Ol oupdwvia PEe TIG Mapanavw avadePOUEVES TEXVLKEG TIEpLYpadEG Ba pEMEL val
amodelkvieTal pe avadopad o€ emionua eyxelpidia xpronc.
2. NPOAIATPA®EZ ZYNOAOY EZONAIZMOY T.K.E

1)

To cbotnua METPHZHS tn¢ Tayutntag Kabilnong EpuBpwv (TKE) Ba mpémel va
efaodalilel aopalela, sukodia otn xprion, aflomotia Kat TaxuTnta AnPng Twy
anoteAeopdatwy tng TKE.

Oa mpEmneL va ival MANPWES AUTOUATOTNOLNUEVO (N avadeuon Twy Selypdtwy Ba
TPEMEL va YiveTOL 08 AvOSEUTHPA EVOWHATWUEVO OTO UNXAvNUa)

Oa MPEMEL va YIVETOL QUTOUOTOG EVIOTILOUOG KABE owANVApLOU e AavOaopévn
noodtnta Selyparog.

To cUotnuo Bo MPEMEL VO TPAYULATOTIOLEL QUTOUATN OUOYEVH UiEn Twv
Selypdtwy, Sixwg mpofAnuoTA OXNUATIOUOU TINYUATWV.

To amoteAéopata Ba mpémel va elvol TTOAU akplBr Kat anaAAoypéva amno thv
enidpaon tng evdexouevng mopouciag Amidiwv kat xohepuBpivng oto Seiyua.
Na umapyxet n Suvatotnta (MPOALPETIKA) AUTOUATNG OEPUOKPACLAKNG
avanpooappoyng anoteAeopdtwy (610pbwaon katd Manley).

Na umapyxetl n Suvatotnta napakoAouBnong tng KnTikng tng TKE kabe
Selyparoc.

OLpoodepopevol avaAuTEC va eival Touddaytotov 20 BEcewv o kKabévag

Na umnapyxet extevig BiBAoypadia (5teBvrg kat eAAnvikn). KatdBeon tng
BBAoypadiag elvat amapaitntn yia tnv atloAdynon twv npoodopwv. Ot
cupdwvia pe TIG mopamdvw avadepOUEVEG TEXVIKEC TeEpLypadEC Ba pEmeL va
amodelkviovtal he avadopd o€ mionpa eyxelpidla xprnong.

I. EIAIKOI OPOI ZE NEPINTQZH NPOZ®OPAZ T.K.E. ME AYTOMATOMNOIHMENH MEOOAO ANO
ZONHNAPIA TENIKHZ AIMATOZ2
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H avdAuon va mpayuoTomoLeiTal amo £va Kal To auTto CwANVAPLO TNG YEVLKNAG ALLATOG,
UE Alyotepo aipa and tov acBevn T.Y. va uropet av dexBel madlatpikd cwAnvapla
YEVIKNG (euvowvtag atpoAnieg amnd nadla-pedn-npowpa, acbeveig e SUOKOAES
dAEPBeg, aoBeveic otn M.E.O. KATL).

O xpovoc avaAuong va eival ouLKpOTEPOG SuvaTOC, WOTE N TOXUTNTA TOU OVAAUTH Vol
elval mepinou 18 anoteAéopata os 15 AenTd KoL VoL EUVOELTAL N Ypryopn amavinohn os
emneiyovta delypoata.

H taxvtnta tou avaAuth va elvatl 660 to Suvatov 1o uPnAn.

H avaAuon va mpayuoTomnoLeital amnod To KAELOTO CWANVAPLO TNC YEVLKG OLHATOC KATA
TO MPOTiHNoN XwpLg To Avolypa Tou mapéXovtag HEYLoTn aodaAsLa.

Na umapyxel duvatotnta molotikol eAéyxou (internalcontrol TouAdylotov 2 eTumédwy).
Na pnv tadopomnoleital to anotédeopa tng TKE akopn kal av mapapeivel To aipa mpog
e€eétaon eni 4 wpeq. H e€€taon va pnv ennpedletal amno t Oepuokpacia tou
nieptBaArlovtoc i xaunAd alpatokpitn Tou acBevoulg kal va Bploketol os euBuypaupLon
pe tn uéBodo avadopag Westergren (va katateBel oxetikn BLpAoypadia).
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MNPOAIATPAMEZ MNA EZETAZEIZ AIMOAYTIKOY EAEFXOY

A. EZETAZH COOMBS KAI MAPOZYZMIKHZ NYXTEPINHZ AIMOzZ®DAIPINOYPIAZ

1.

OAa ta avtidpaotrpla va pépouv anapaitnta orjpaven CE, IVD kal miotornotntika CE,

ISO.

H e€€taon va ekTeAeltal Pe TNV TEXVIKN UIKPpOLEDOSOUYEANG OE KAPTEG
O e€etdoelc mou Ba TPETEL vaL UITOPOoUV val eKTEAECTOUV va lval oL TTApaAKATW
a. Apeondokipacio Coombs

i. Tavopnon avITlowWUATWY

Kapteg pe moAuduvapo aviiodalplvikd opo yla tn Sokipacia dpeong
Coombs (AMEZH COOMBS, KEOKKE 13.03.04.20.001).

Kapta yla tnv taivopnon povoduvopwy aviiowpdatwy (1gG, IgA, IgM, C3c,
C3d) (TAYTONOIHZH AMEZHZ COOMBS ME MONOAYNAMOYZ ANTIOPOYZX
(IgG, 1gM, IgA, C3D KOK) KEOKKE 13.03.04.22.001)

b. €uupeon Coombs

i. Avixveuon,

EpuBpokUTtrapa eAéyxou YVWOTAC AVTLYOVIKAG oUVOEONG 3 KUTTAPWV yLa TV
QVIXVEUGHN 1N OVOLLEVOUEVWY QVTLEPUBPOKUTTAPIKWY QVILOWUATWY OE
Sdokipoaotia éupeong Coombs, 37°C. (EMMEZH COOMBS ME 3 1 4
EYOPOKYTTAPIKA AEIFTMATA, KEOKKE 13.03.04.02.001)

Kapteg pe moAuduvapo avtlodalplviko opo yLa TNV avixveuon pn
OVOLLEVOUEVWY QVTLEPUBPOKUTTOPLKWY AVIIOWUATWY 0€ SOKLUAOLA EPECNG
Coombs 37°C (TITAOMOIHZH EMMEZHZ COOMBS KEOKKE 13,03,04,25,001 .
EpuBpokUTtrapa eAéyxou YyVWOTAC AVILYOVIKAG cUVOEONG 3 KUTTAPWV
enefepyaopéva e ammaivn yLa tnv aviyveuon pn avopeVOUEVWY
OVTLEPPUBOPOKUTTOPLKWV AVIIOWUATWY, o€ Sokiuaoia eviupou. (EMMEZH
COOMBS ME EPYOPA KATEPTAZMENA ME ENZYMO KEOKKE
13.03.04.03.001)

Kapteg 0UBETEPEC yLA TNV AVIXVELUCN N AVOLEVOUEVWY
OVTLEPUBPOKUTTAPIKWY QVTLOWHATWY o€ doKlpacieg Oeppokpaaciag
nepBdAlovtoc, eviUpou Kot PuxpoouykoAANTvwV(AAAEZ AOKIMAZIES
ANIXNEYZHZ KAI TAYTOMNOIHZHZ MH ANAMENOMENQN
ANTIEPYOPOKYTTAPIKQON ANTIZOMATQN KEOKKE 13,03,04,90,900).

Kapteg yla TNV avixveuon 1N OVOPEVOLEVWVY AVTILEPUBPOKUTTAPLKWV
OQVTIOWMATWY e cUVSUAOUS TOAUSUVapOoU avtiodalplvikol opoU Kal
OUGETEPOU UTIOCTPWHUATOG yLa TIG Sokipaoie¢ Coombs kat EvIUpo(AAAES
AOKIMAZIEZ ANIXNEYZHZ KAI TAYTONOIHZHE MH ANAMENOMENQN
ANTIEPYOPOKYTTAPIKQN ANTIZQMATQN KEOKKE 13,03,04,90,900).

ii. Tautomoinon Kol TITAOMoiNcN AVIIOCWUATWY

EpuBpokUtrapa eAéyxou YyVWoTAC avtlyovikng ouvBeong 11 kuttapwy ylo
TNV TaUTOMOiNGN KN AVOUEVOUEVWY EPUBPOKUTTAPLKWY AVTIOWUATWY O
Sokipaoia éupeong Coombs 37°C. (PANEL A TAYTONOIHEH MH
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ANAMENOMENQN ANTIEPYOPOKYTTAPIKQN ANTIZQMATQN ME
ANTIZOAIPINIKO OPO (EMMEZH COOMBS) KEOKKE 13.03.04.03.002)

e EpuBpokUTtTtapa eAEyXOU YVWOTAC AVTLYOVLKNG oUVBeong 11 kuttdpwy
enefepyaopéva e ammaivn yLa TV TAUTOmoinon 1N VA LEVOUEVWY
QVTLEPUBPOKUTTOPIKWY AVILOWHATWY, o Sokipaoio eviupou. (PANEL TIA
TAYTOMNOIHZH MH ANAMENOMENQN ANTIEPYOPOKYTTAPIKQN
ANTIZOMATQN ME ENZYMO (MAMAINH, ®IZINH, BPQMEAINH, KA) KEOKKE
13.03.04.03.003)

e KAapteg 0USETEPEC YL TNV TAUTOMOLNON KN OVAUEVOUEVWV
OVTLEPUBPOKUTTAPIKWY OVTIOWHATWY o SoKLpacieg eviupou, Beppokpacia
nieptBarlovroc kat PpuxpocuykoAMnTvwyv (AAAEZ AOKIMAZIEZ ANIXNEYZHZ
KAI TAYTOMNOIHZHZ MH ANAMENOMENQN ANTIEPYOPOKYTTAPIKQN
ANTIZOMATQN KEOKKE 13,03,04,90,900).

c. Aokwoaoia yia MNapofuaukr Nuxtepwvn Alpoodatpivoupia (PNH)

e Aokipoaoia Nuytepwng NoapofuouikAGALoodaLplvoupiog e KAPTES YEANG
Kol opou¢ (AAAEZ AOKIMAZIESX ANIXNEYZHZ KAI TAYTOMOIHZIHE MH
ANAMENOMENQN ANTIEPYOPOKYTTAPIKQN ANTIZQOMATQN KEOKKE
13,03,04,90,900).

Na £xeL unAn evaloBnoia, achdAela, emavainPLuotnta Kot aflomiotio Twy
OMOTEAECUATWY

Na Sivel kaBapég Kal oTabepég avTtldpAaoeLg

Noa punvdivelpevdeic avtidpaoelg

OL avtlopol va lval EVOWHOTWUEVOL O UTTOCTPWHA YEANG

Na rapéxovral OAa Ta amapaitnTa SLOAUUOTO XWPLE EMUTAEOV XPEWON

No StaB£tel moloTIKO €Aeyyo TG ueBddou

. Na mpoodépovtat 0Aa ta {nToupeva avidpaotrpla
. Ta epuBpokUTTapa va £€xouv SLAPKELX XPHOEWS EPAV TWV 30 NUEPWVY
. H 1w mou Ba mpoodepBbel va eival ava e€€taon. Katd ta Aoumd L.oxUouV oL YEVIKES

npoSiaypadEg.

. Na katatiBetal meAatoAoylo kat BipAloypadia
. O peLodotng mpopnBeutng odeidel va avaldPel va ekmalSeUCEL TO EUMAEKOUEVO

TIPOCWTILKO TOU £pyaotnplou otnv ektéAeon Tne e€€taonc.

B. MPOAIATPA®MEZ MNA EZETAZH AEITOYPTIKHZ EAAEIWHZ TOY ENZYMOY G-6PDH ME
2YONOAO EZONAIZMO
NepAaPBAVEL TIG EEETAOELC

KEOKKE E€€taon

13.01.09.01.001 | AOYAPOIONAZH THX 6-OQ2®OPIKHZ TAYKOZHZ

AOKIMAZIA AIAAOTHZ MNMA THN ANEMAPKEIA THX AOYAPOITONAZHX

13.01.09.01.002 TH2 6-OQXDOPIKHX TAYKOZHX

To mpoodepdpeva avtdpaotrpla va eivat o oAokAnpwpévo oet (kit) kat va €xouv
£vbelén CE kat IVD
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Ta MPoodEPOUEVA OVTLEPACTAPLO VAL ETILTPETOUV TOV TIOGOTIKO TPOCSLOPLOUO Tou G-
6PD pe tn pEBodo tng avaywyng tou NAPD o NAPDH pe tn xprion G-6PDH,mapoucia
maleimide yLa avaotoAn tou eviupou 6-PGDH, cUudwva HE TIC POACUATOUETPIKEG
uebodoug twv Komberg kat Horecker kot twv Lohr kat Waller.

H ocuokevaoia va emitpénel tnv e€€taon povipoug delypatog (monotest) SnAadr kabe
dLaAidio va avtiotolyel os pio e€€taon.

Na npoodepBolv amapaitnta control Tplwv emumédwy yLa tov EAeyxo TG e€€taon. Ta
control va gival tou (81ou KOTAOKEUAOTIKOU olkou He To kit Tng e€€taong.

H pétpnon va pmopel va yivetal oto XépL o€ armAo BLOXNULKO GWTOUETPO

Oa ouvekTunOel To va umopel va xpnotpomnolnBet eni autopatou BloxnpLlkol avoAutn
(va 6nAwBel o amodLdopevog aplBuog test)

To amnotéheopa va ekdpaletal os U / g awpoadatpivng (Hb)

210 kit va avaypadovtal anopaitnTta ol pUCLOAOYIKEG TIUEC TNG £€€TOONC.

Tokit va avaypadel nuepopnvio Anéewce n omola va eivat Touhdylotov éva £To¢ ammo TNV
NUEpPoOUNVia TAPAOKEUNG.

10) H T mou Ba mpoodepBei va eival ava e€€taaon. Katd ta Aoutd .oYUoUV Ol YEVIKEG

npodlaypadEc.

11) Na katatiBetot meAatoldylo kal BBAloypadia
12) O pelodotng emiPapuveTal LE TNV EVTOEN TOU EpYACTNPioU 08 POYPOUpO EEWTEPLKOU

TIOLOTIKOU €A€yxou yla tnv e€€tacn G6PD touAdylotov 4 $opéc To XpOVo amo
TILOTOTIOLNUEVO €OVIKO 1 EUPWTAIKO PpopEa EWTEPLKOU TTOLOTIKOU EAEYXOU.

13) ¥tnv mepintwon tou BeviléAelou voookopeiou Ba mpémel va mpoodepbel Kal wg

ouvod0G e€OMALOMOC KOTAAANAO PWTOUETPO TIOU VAL UIMOPEL VoL EKTEAETEL TNV HETPNON
™¢ e€€taonc.
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10.
11.
12.
13.
14.

15.

To npoodepoduevo cuoTnua va €xet uotonoinon CE kat IVD

Na elvat véag  texvoloyiag, randomaccess (touAdylwotov 100 efetdoelg/wpa
TOUAQ)LOTOV).

Na eivalt ocuvexol¢ ¢optwong delypatwy (continuousloading) xwpic Stokomn tNg
Aettoupyliag Tou.

Na avadépetal o aplBuog Twv efetdoewv ToU Hmopel va yivouv tautdxpova
(maparnla) otov avalutr (onlinereagent).

Na extelelticeteTdoElg

KEOKKE E¢€taon

12.07.01.02.001 | ®EPPITINH

12.07.01.03.001 | ®YAAIKO OZY

12.07.02.04.001 | BITAMINH B12

Na €xeL SuvatoTNTA AUTOUATNG QVIXVEUONG KAl EAEYXOU TNG OTABUNG avTdpaoctnpiwy,
Selypudtwyv Kkal mpotUnwv avtdpaoctnpiwv (standards/controls/buffers) kot va
niposldomnolel yla Tuxov ENewdn autwv.

Na ¢épel ovotnua avayvwplonc BARCODEREADER ywa avtidpaoctrpla, standards,
controls kat deiypara.

Na StaBétel xwpo xaunAng Bepuokpaciac (4°-10°C) avtdpaotnpiwy, €ToL WOTE Vo UV
amatteital N kab' nuépa poOpTWonN Kal amobrKeEUCN TOUG KOl VO TTOPOEVOUV oTaBepd
OTOV XWPO aUTO UEXPL TNV AREN TouG.

Na untdpyetl SuvatotnTa QUTOMATNG APALWONG KAl TIPOYPOUMOTIOMOU TWV SelyUatwy. H
KOUITUAN BaBpovopunong twv avidpaotnpiwv Ba mpémel va €xel LeyaAn diapkela (va
avadepBel n OSudpkela). Oa ouvumoloylwoBel n ouyvotnta Boabuovéunong Twv
avtidpaotnplwv TOU amalteltal. e TeplmTwon Tou Koavévag TpopnBeutig Oev
npoodEpel aviidpaothipla Pe KopmUAn Babuovounong pe Sldpkelo TouAdyxlotov 3
eB6ouadeg 16tE 0L MPoodopEC atloAoyouvtal Kavovikd Kat Ba aflodoynBouv BeTika ta
000 TO O&uvatdv peyoAUTEPO XPOVIKA SlaoTApATA METOEU TWV  UTTOXPEWTIKWY
BaBuovounoswv. O aplOuog Twv avTISPACEWV TOU OMALTOUVTAL Ylot TNV EKTEAEON
BaBuovounonc (uétpnon calibrators) kat eAéyxou autng (Létpnon controls) Ba mpémnel
va tapéxovtal Swpeav.

Na £xeL €Aeyxo NyUATwy oto Selypata.

Na £xeL mpoypoppa Slayvwoewg Kat emepPacewv yio BAGBeG.

Na 5taB£tel OAOKANPWHEVO TIPOYPALO TIOLOTIKOU EAEYXOU.

Na €xeL tn Suvatotnta cuvdeong oe Siktuo LIS yia petadopd amoteAeoudTwy.

Na mpookoputoBoUv otolyeia amd Tov KATOOKEUAOTIKO 0iKO yLo TNV emavaAnuotnta,
aflomiotia (Sd, CvkAm.).

OL mpounBeutég Ba MPEMEL va MOPEXOUV EMAPKN
oplBUO KOUTWWV Yyl TNV KAAUYN Twv avaykwyv Tou gpyaoctnpiou yla éva oAokAnpo
XpOvo AopPdavovtag UTOYn TuXOV TEPLOPLOPEVN SlapKela (WG Twv avidpaotnpiwy
Toug Tou eivat og xprion (m.x. éva kit 100 avtidpdoewv pe Stapkela {wng 2 UAVEG UETA



16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.
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TO Avolypa yla pa avtidpaon yia thv omoia {ntovvtol 300 avtdpdosig/Etoc Ba mpémel
va tpoodepBel oe moodtnTa 6 KIT/€TOC)

No SlaBétel £Tolua pog xprion avidpaotnplo. e
TEPLITTWON IOV KavEVaGg TipounBeuTh ¢ & mpoodEpeL ETOLUA TPOG Xprion avidpaothpla
Yyl KAmolo 1} KATOLEG €EETACELS TOTE YLO TG OUYKEKPLUEVEG €EETAOELG OL OTIOLEG
PoodOPEC LE N ETOLUA TIPOG XpHoN avtidpaotipla yivovtal SeKTEG Kal aflodoyouvtal
KQVOVIKAL.

H etalpeia Ba mpénel va npoodlopioet Tov aplOuo
TWV emtelolpevwy eEETACEWY OVA CuoKeuaola, thv Xnueia tng avribpaong, oOmwg
eniong kot TN Sldpkela {wAG OAwWvV Twv avildpaotnpiwy Tou amaltolvtal yla thv
eKTENEON KABE e€€taong.

Anopaitntn npolndbeon yia tnv afloAdynon sival
n npoodopd OAwv Twv {nToUpevwy efetdoswy (Pepprtivn, B12, duAAiko ofv).
O mpounBeutn¢ umoxpeouTal va Katobéosl pall pe tnv mpoodopd Kal emionpn
petadpaon tou eyxelptdiou Aettoupyiag Tou opyavou otnv eAAnNVIKA yYAwooa.
No Swbétel service otnv Kpntn kat va mpooépxetal oto NoooKouelo Tpog
amokataotaon tng PAAPNG EVTOG 24 wpwv.
No urtootnpiletal To AVAAUTIKO CUCTNLO OO CUCTHOTO OSLAAELTTTNG TTAPOXNG TAONS
(UPS) pe damaveg tou pHelodotn.
Noa SlaBétel olUyxpovo UTOAOYLOTIKO cuotnua kat Suvatdtnta ocuvdeong HE TO
ovotnua LIS tou voookopeiou. (Meta tn ARén tng ovpBaong i epocov UTIAPXEL
OVTLKATAOTAON TWV AVOAUTWY TO 0pXEio Twv acBevwv Ba TTapaEVEL GTNV KATOXI TOU
VOOOKOWELOoU).
Eivalr euBlvn tou HELOSOTN N €YKATAOTAON TWV HNXAVNUATWY, N ekmaidsuon tou
TIPOOWTILKOU KAl N oUVSECN TwV HnXavnuatwy e To LIS Tou voookopeiou
H twun mou Ba mpoodepBei va eival ava e€€taon. Katd ta Aowumd LoxUouv oL YEVIKEG
npoSiaypadic.
O mpounBeutng umoxpeoUTtal va evtdéel pe Sikd Ttou £E€0do TO €pPyaoTrplo Ot
cvuoTnUa £EWTEPLIKOU TOLOTIKOU €A€yXou TOUAdxLotov 6 ¢opéG To Xpovo armod
TILOTOTOLNUEVO €OVLKO 1 EUpWTAIKO dpopéa .
OLpoodépovteg Ba MPEMEL amapaltTwS va cuvtatouve ¢pUANO cuppopdwong. Ito
dUANO cuppopdwaong Ba amoavTwvTaL ULa Tpog pia oL tpodilaypadEg mou €xouv Tebel.
Oa avadépetal av ekmAnpwveTaL n mpodlaypadn, To Babuo otov omoio eKTANPWVETaL
1 av Sev ekmAnpwvetal. Mpog anodelén & Twv LOXUPLOPWY OUTWY, Ba PEMEeL va
ylvovtal mopanounég oe anoondopata anod Operators Manual kat Service Manual, og
prospectus Tou MPoodpePOIEVOU OpYAVOU TIOU Ba TPOEPXOVTAL OO TOV KATOOKEUAOTIKO
oiko (koL XL MANUUeAwS petadppacpéva GuAradia) kabBwg eniong KAl O ETLOTNUOVLKEC
€KOOOELG KaL AOLTTA ETILOTNOVLKA EVTUTIA TTOU Bt TTpoE£PXOVTAL OO TOV KATAOKEUOOTLKO
olko ToU pNnXavnUOToG.
EGv peTd TV KaTakOPwOon KoL TNV EVePyomolnon Tou ALOYwVIOHOU O HELOSOTNG
Sl00é0eL otnv ayopd vedtepa HOVTEAQ, amodeSelypéva LoXUPOTEPA Kal KAAUTEPA Ao
ekeiva. mou mpoodEpOnkav kat aflodoyndnkav, tote 0 mpounBeutig / avadoxog
umoxpeouTtal, kot To Noookopeio Suvatal va amodexbel, va ta mpopnBeloel avtl Twv
npoodepBévtwy, pe TNV TMpolmoBeon OtL Sev emépyetol OmMolLabNTOTE TMPOOCHETN
OLKOVOULKNA eTUBapuvon.
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Nephappavel tnv e§€taon AOKIMAZIA APEMANQZIEQZ EPYOPOKYTTAPQN (TEST
AIAAYTOTHTAZ) KEOKKE 13.01.02.30.001

1. Na xpnowlomnole(tal yia tov €Aeyxo TnG SLaAuTOTNTAG TG aoodatpivng S (roLotikn
aviyveuon tng HbS) oe Seiypata oAlkov aipatog pe EDTA

2. Na amodidel pikpo aplBpuo test (pexpt 50)

3. Na eival anAo otn XpRon LE To amoTEAECHO va SISeTOL EVIOC 5 AETITWY LLE OTITIKNA
avixveuon BoAepotntag St yupvou odBaipol

4. Na xpnotpomolel pkpo oyko Seiypartoc (LExpt 20ul)

5. Na éxel evaobnola avixveuong akOUa KoL 08 CUYKEVTPWON 25% TG OALKNG
OUYKEVTPpWONG atpoodalpivng.



