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XPHXH A THN OMNOIA NMPOOPIZETAI

H dokiyagia ZENIT RA ANA Screen gival pia dOKIJOOIa avoOOAOYIKAG XNnuelopwTtauyeiag (CLIA) yia Tov
TTPOCBIOPIoHO, YE TOV OTTOKAEIOTIKO avaAutr) ZENIT RA Analyzer, Twv €10IKWV avTICWUATWY Ta¢NG IgG 1mou
kateuBuvovtal évavtl Twv avTiyovwyv dsDNA, kevtpopepidio B, SS-A/Ro (60 kDa kai 52 kDa), SS-B/La, Sm,
U1-snRNP (70 kDa, A ka1 C), Scl-70 ka1 Jo-1 g€ d¢iypaTta opou r avBpwTrivou TAdopaTog (EDTA).

AuTOG 0 TTPOCdIOPIoUOS  XpnaiyoTroiEiTal wg dlayvwaTikG PBoRbnua otnv  agiohdynon autodvoowv
OUCTNHATIKWY PEUPATIKWYV VOOWV.

MPOZOXH: OtroiadntoTe 1aTpIK atré®acn Ogv YTTopei va BaagideTal 0To ammoTEAECUA QUTAG TNG OOKIJATIag
pOvo, aAAG Tpémrel va PBagifetal otnv agloAdyncon Tou OuvoAlou OAwv Twv dIABECINWY KAIVIKWY Kal

EPYOAOTNPIOKWY OEDOUEVWIV.

KAINIKH ZHMAZIA

Ta auToavTICWHATA EVAVTIOV TTUPNVIKWY avTiyovwy (ANA) avTirpoowTrelouv pia TTOAUGPIOUN OIKOYEVEIT
autoavTiIowpdTtwy TTou dev eival €18IKA yia Opyavo Kal €idog, Twv OTToiwvV N avixveuon eival peyaAng
ONPAciag yia TNV £PYACTNPIOKT SIAYVWGT QUTOAVOOWY CUGTNUATIKWY PEUHATIKGOV voowy (234,

O1 autodvooeg CUOTNUATIKEG VOOOI XapaKTnpifovtal, a1rd €pyacTnpIioKAG TTAEUPAG, aTmd Tnv Trapouadia
QVTITTUPNVIKWY auToavTIowPaTwy (ANA). Ta ANA cgival n TpwTn €££Ta0N AQUTOAVTICWHATWY TTOU TTPETTEI va
{nteital oe aoBevy pe mMOavoAoyoUuevn auUTOAVOON CUCTNPATIKN vooo. H avalnmnon Twv ANA ekTeAgiTal
YEVIKG ue Tn pEBOdO Tou éupecou avooo@Bopiapou (IF1) og povo oTpwua KutTdpwv HEp-2. H BeTikdTNTa YIa
ANA o¢ IFI utrodeikviel TRV TTapOoUCia APNECWY QUTOAVTIOCWHATWY £vavTl dla@opwVv avTiyovwy, TTUPNVIKWV
(DNA, 10TOVEG, JN IOTOVIKEG TIPWTEIVEG, TTUPNVIOKA AVTIYOVA K.ATT.) i KUTTGpO'IT)\GO'pGTIK(DV(S’G). H BemikéTnTa
Twv ANA o€ onpavTiké TiTAo TTpETTel va euBabuvBei ye Tnv avadAtnon Twv autoavtiowpdtwy avTt-ENA, avTi-
dsDNA ka1 avti-CENP-B. H €Upeon BeTikdTnTag Twv ANA Kal JIag ) TepIGaOTEPWY EIBIKOTATWY yia avTI-ENA,
avTi-dsDNA kai avt-CENP-B eival 191atépwg OnAWTIKI ] aQUTOAVOOWY CUGTNUATIKWY VOOWV: ZUGTNUATIKOG
epubnuaTwodng Aukog (LES), olvdpouo Tou Sjogren (SS), cuoTnuaTIKr TTPOOJEUTIKA OKAARpuvon (SSp),
d0eppaTopuoaiTida-moAuopuocitida (DM/PM) kai YIKTA voéoog Tou auvdeTikoU IoTou (MCTD).

Ta avricwparta avri-ANA TTou gival o XpAoiga Kai avadntouvral cuyxvoTepa gival Ta avtl SS-A/Ro, avti SS-
B/La, avti- Sm, avTi-RNP, avTi-Scl70 , avti-Jo1, avti-dsDNA ka1 avti-CENP-B.
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Agicel va utrevBupiooupe O :
H BeTik6TNTO TwV auToavTiIoWPATWY avTl SS-A kair SS-B eival diayvwaoTIKG KpITAPIO TOu ouvdpOuouU Tou
Sjégren kai Tou LES!.

- H BemkdétnTa TwV autoavTiowudtwy avTti-dsDNA kai avTi-Sm €ivail diayvwoTIKS KPITHPIO TOU LES®,

- H BeTkdTNTO TV QUTOAVTICWUATWY avTl Jo-1 gival dlayvwaTIKG KPITAPIO TNG dEPUATO/TTOAUOUUOGITIONG
(9,10)

- H BemikdTnTa TWV QUTOAVTICWUATWY avTI-kevTpouepidiou (ACA) 1 avti-tomroicouepdong (avt Scl-70)
atroteAei kpiThplo Tagivounong kar diIdyvwong Twv UTTOTUTTWV CUCTNUATIKAG OKAARpuvong, O1axutng
(dSSc) 1§ mepiopiopévng (1ISSc) 2.

- H BemkéTNTA TWV autoavTiowpdTwy avti-RNP atroteAei diayvwaTiKG KPITAPIO PIKTAG VOOOU CUVOETIKOU

10100 (MCTD)"™.

APXH THZ MEGOAQY

To kit ZENIT RA ANA Screen vyia TOV TIPOGOIOPIOUS TwV EIBIKWYV OVTICWPATWY Tagng IgG Ttou
kateuBuvovtal évavtl Twv avTiyovwy dsDNA, kevtpopepidio B, SS-A/Ro (60 kDa kai 52 kDa), SS-B/La, Sm,
U1-snRNP (70 kDa, A kai C), Scl-70 ka1 Jo-1 xpnoIyoTTolei Yia EUuecn avoooAoyikr EBodo duo Bnudtwy e
Baon Tnv apxn TNG XNUEIOPWTAUYEIAG.

Ta €1dIKd avTiyova XpnoIJOTIoIoUVTal Yia TNV €TTEVOUCT TWV PayvnTIKWV CwPaTIdiwy (OTEPEd GAaon) Kai éva
QVTIOWHA KaTd Twv avBpwmvwy IgG emonuaiveral ge €va Tapdywyo Tou eaTépa akpidivng (oufuyEg).

Katd tnv mpwTn €mwaan T1a €181KA avTICWPOTA TToU gival TTapovTa aTo deiyua, oToug BabuovounTég i aToug
HAapTUPEG deapeUOvVTal OTN OTEPEA QAON.

Katd tn 0e0Tepn emwacn 1o cufuyég avTidpd We Ta avTiowpata IgG mou deouelovtal atmod Tn oTePEd GAaon.
MeTd a1rd KGBe TWACT, TO UAIKO TTOU v OECUEUETAI OTN OTEPEG GACT ATTOUAKPUVETAI HETW AvapPOPNaNg
Kol ak6AouBbng TAUCNG.

H 1moodTtnTa Tou onuacuévou oufuyoug TTOU TTAPAUEVEl DECUEUPNEVO OTN OTEPEG QAan agflohoyeital péow
EVEPYOTTOINONG TNG aVTIOpAONG XNUEIOPWTAUYEIAS KAl TG METPNONG TOU QWTEIVOU CHPaTOG. To TTapayouevo
Onua, €KQPalOPEVO O€ OXETIKEG povadeg @wTtog (RLU, Relative Light Unit), ecivar evdekTIKO Tng
OUYKEVTPWONG TWV EIBIKWY QVTICWUATWY TTOU UTTAPXOouv OTo dgiyua, aToug PBaBuovounTég Kal OTOUG

MAPTUPEG.

AYTOMATOINOIHXH

O avaAutg ZENIT RA Analyzer ekteAei ge autéparto TpOTTO OAEG TIG AsITOupyieg TTou TTPoRAETTOVTAI ATTO TO
TTPWTOKOAAO TOu TTPOadIopIopoU: pooBrkn oTov TEPIEKTN avTidpaong Twv OelydaTwy, BaduovounTwy,
HapTUpWwyV, MPayvnTIKWV owpaTidiwy, ouluyolg Kal OICAUPATWY  EVEPYOTTOINCNG  XNMEIOQWTAUYEIQG,

payvnTiKOG SiaxwpIopog Kal TTAUCN TwV CWHATIBIWY, HETPNOT EKTTEMTTONEVOU QWTOG.
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To ouoTtnua utroloyiCel Ta ammoTeAéopata Tou TTPOCdIOPICPOU yIa Ta OEiyyaTa Kal TOUG UAPTUPEG PEOW
KOUTTUANG BaBuovounong Trou gival atroBnkeupévn aTn YVARN KOl EKTUTTWVEL JIA ava@opd TTou TTepIAauBavel

OAEG TIG TTANPOYOPIES TTOU €ival OXETIKEG E TOV TTPOCDIOPIOUOS KAl TOV aoBevr).

YAIKA KAl ANTIAPAZTHPIA

YAIKG Kai aviiOpaaTneIa mou mapéxovral

ANTIA 1 MP 2,5mL

MayvnTik@ cwpartidia emevoupéva pe Ta avriyova dsDNA, kevipouepidio B, SS-A/Ro (60 kDa kar 52 kDa),
SS-B/La, Sm, U1-snRNP (70 kDa, A ka1 C), Scl-70 kai Jo-1 g€ puBuIoTIKO SIGAUPA QUOPOPIKWV TTOU

TEPIEXEI TTPWTEIVEG oTaBEpOoTTOinONG, Pro-Clin 300 kai agidio Tou varpiou (< 0,1 %) wg ouvtnpnTikd.

ANTIA 2 | CONJ 25 mL

MoAukAwviké avTiowpa aiydg katd avBpwtivwy IgG onuacpévo pe €va TTapdywyo €0TEPA TNG akpidivng
(ouCuyég), oe pubuIOTIKO JIGAUPA PWOQPOPIKWY TTOU TTEPIEXEI TTPWTEIVEG aTaBgpoTTOiNONG Kai agidio Tou
vaTtpiou (< 0,1 %) wg auvtnpnTIKA.

ANTIA 3 | DIL 25 mL

AidAupa apaiwong deiyudtwyv: PuBuIioTIKO SIGAUPa QWOQOPIKWY TTou TrepIExel aAfoupivn opou (04,

ETMPAVEIODPACTIKA ouaia, adpavr] kuavh xpwaoTikA, Pro-Clin 300 kai Mevrapukivn SO4 wg ouvtnpnTika.

ANTIA 4 | CALA 1,6 mL

Opdg avBpwTrou apvnTikdg yia avricwuata avti-ANA 1gG o€ puBuIoTIKO SIGAUPA QWCQOPIKWYV TTOU TTEPIEXEI
aABoupivn opou Bodg, emQaveiodpaacTIKN ouaia, adpavh kuavh xpwaTikr, Pro-Clin 300 kai levtapukivn SO4

W¢ ouvVTNPENTIKA.

ANTIA 5 | CALB 1,6 mL

Opdg avBpwTrou pe xaunAn cuykévipwaon avTiowudaTwy avt-ANA IgG g€ puBpiaTikd dIGAUPA QWO POPIKWV
TTou TrEPIEXEl aABoupivn opol B006G, €TMIPaAvEIOdPACTIKA ouaia, adpavh kuavr xpwaTikr, Pro-Clin 300 kai

Ievrapukivn SO4 WG oUVTNPENTIKA.

OAa Ta avTIdpacThpia gival £ToIPA yia Xpron.
Ta avnidpaoTtipia 1, 2 ko 3 eival TomoBeTnuéva padi oe pia eviaia dIATAgn TTOU OTTOTEAE TN @QUOIYYa

avTIdpaoTNPiwV.
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O1 CUYKEVTPWOEIG TWV €IDIKWV AVTICWUATWY TTOU UTTAPXOUV OToug BaBuovountég ekdpddovtal o€ OEiKTn
(avaloyio petagl TnG amoékpiong Tou PabuovounTr) Kal TG amokpiong amokoTAg- Cut-Off) kai eival
BaBuovounuéveg EvavTi evog ecwTePIKOU TTPOTUTTOU ava@opdg. Or Tiuég deiktn (Index), Tou eival €10IKES yia

TNV TTapTida ToU TTPOiIdVTOG, gival kaTaxwpnuéveg oto DATA DISK 1Tou BpiokeTal viog Tou KIT.

DATA DISK

Mivi-DVD T1rou TrepI€xel OAEG TIG TTANPOYOPIEG OXETIKA YE Ta TTpoidvTa Tng oeipdg ZENIT (AvridpaoTripia,
BaBuovountég, Opoi eAéyxou) evnuePpwUEVES EwG TNV TEAEUTAIQ TTOPTIOO TTOPAYWYNASG ME TNV €€aipeon Twv
TTPOIOVTWYV TTOU £X0UV ANEEl OTNV nuEpounvia cupTrApwaong Tou véou DATA DISK.

Apkei va @uAdagete To DATA DISK pe Tov geyaAUTepo apiBud mapTidag yia va dIaTnpEite TTAVTA EVNUEPWHEVES

TIG ATTAPAITATEG TTANPOPOPIES VIO TN OCWOTH AEITOUPYia TOU CUCTHUATOG.

Amrapaitnta UAIKG Kai aviidpaaTnpia mou OEv mapéxovial aro KIT

AvaAuTrig ZENIT RA (ZENIT RA Analyzer) Kwd.Ap. 41400

- KuBog utmodoxwv ZENIT RA (ZENIT RA Cuvette Cube) * Kwd. Ap. 41402

>uokeuacia 960 uTTodOXWV.

- Yypo cuatuatog ZENIT RA (ZENIT RA System Liquid) * Kwd. Ap. 41409
1 @1dAn 0,5 Aitpou diaAupartog 10x.

- AidAupa TAUong ZENIT RA (ZENIT RA Wash Solution) * Kwd. Ap. 41407
1 @1dAn 0,5 Aitpou diaAupaTtog 20x.

- et ekkivnTwv ZENIT RA (ZENIT RA Trigger Set) * Kwd. Ap. 41403
1 @1dAn Twv 250 mL Trigger A (d1dAupa TTpogvepyoTTOiNGNG)
1 @1dAn Twv 250 mL Trigger B (d1dAupa evepyotroinong)

- AidAupa ZENIT RA D-SORB (ZENIT RA D-SORB Solution) Kwd. Ap. 41436

>uokeuaaoia 2 @iaAwv 1 Aitpou dIGAUPATOG ETOIMOU TTPOG XPHoN.

- ®uoyya cuothuartog eAéyxou ZENIT RA (ZENIT RA Cartridge Checking System) *  Kwd. Ap. 41401

- Zer Gvw TTwpdaTtwy ZENIT RA (ZENIT RA Top Cap Set) Kwd. Ap. 41566

300 Gvw TTWPATa yia To KAEICIPO TWV TTEPIEKTWV TWV BABUOVOUNTWY PETA TNV TTPWTN XPAON.

(*) O avaAlutig ZENIT RA Analyzer kal 10 €&aptriuaTta TToU TTPOCdIopifovTal amd £vav aoTEPIOKO
kataokeuafovTal ammd v Immunodiagnostic Systems S.A., Rue E. Solvay, 101, B-4000 Liége, BéAyio kai
diavépovtal ammd Tnv A. Menarini Diagnostics Srl.
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AAAa ouvigTwueva aviidpaarnpla

SET OPQN EAEMXOY ZENIT RA ANA SCREEN (ZENIT RA ANA SCREEN CONTROL SET)

Kwd. Ap. 41453

3 @iaAidia Tou 1,5 mL apvntikoU avBpwTTivou opoU kal 3 @laAidia Tou 1,5 mL BeTikoU avBpwTTivou opou yia
avTiowpaTta avTi-ANA.

MPOEIAOMOIHZEIZ KAI TIPO®YAAZEIX

Ta avnidpacTtipia 1ou Tapéxovial oto kIt ZENIT RA ANA Screen Ttpoopifovtal OTTOKAEICTIKA yIa
d1ayvwaTIKr XPAON in vitro kar 6x1 yia xpron in vivo o€ avBpwTroug | ¢wa.

AuUTO TO TTPOIGV TTPETTEI VO XPNOIUOTTOIEITAI ATTO ETTAYYEAMOATIEG XPAOTEG ME AUOTNPN TAPNON TwV O0dNYIWV
TTOU avaypda@ovTal OTo TTapdV £yypaqgo.

H Menarini dgv ptropei va BewpnOei utrelBuvn yia atmmwAEIEG 1 CnUiEG TTOU aTTOPPEOUV ATTO PIa XPoN TTou
OEV CUUMOPQPUWVETAI E TIG TTAPEXOUEVEG 0DNYIEG.

[pouAdéeic acpalsiac

AuUTO TO TTPOIGV TTEPIEXEI UAIKO CWIKAG TTPOEAEUCNG KAl ETTOPEVWG O XEIPIOPOG TOU TTPETTEI VA YiveETal oav va
TTEPIEXEI HOAUCUATIKOUG TTOPAYOVTEG.

AuTO TO TTPOIGV TTEPIEXEI HEPN ME UAIKO avBpwtTivng TTpoéAeuons. OAeg o1 povadeg opol | TTAGCUATOG TTOU
XPNOIYJOTTOIOUVTal YIO TNV KATOOKEUN Twv QvTIdPAOTNEiwv autol Tou KIT avoAuBnkav pe pebddoug
eykekpiyéveg ammo Tov Opyavioud Tpogiywyv kai apudkwy Twv H.M.A. (FDA) kai Bpébnkav apvnTikéG yia
HBsAg, avt-HCV, avti-HIV1 kai avTi-HIV2.

QoTb600, emeIdn kapia pEBodog e€étaang dev ival duvaTtd va TTPoa@EépEl TTANPN dIacPAAIoT yia TNV atrouaia
TaBoyovwy TTapayovTwy, 6A0 To UAIKG avBpwTTivng TTpoéAeuang Ba TTPETTEl va AVTIUETWTTICETAI WG dUVNTIKA
MOAUCUATIKO Kal O XEIPIOPOG Tou Ba TTPETTEl va yiveTal avaloya.

3¢ TEPITITWAON OUOKeUaoiag Tou €xel uttoaTei BAAPRN pe ékAuon Twv avTidpacTnpiwyv, TTPOREITE OTnV
atroAUpavan TG v AOyw TTEPIOXAS ME €va apaiwpévo dIGAUNa UTTOXAWPIWOOUG vaTpiou, agoU AdBeTe Ta
KATAAANAQ TTPOCWTTIKA PETPA TTpOCoTaCiag (TTodId, yAvTIA, YUQAIG).

MpoBeite oTnVv améppIYPn TOU XPNOIUOTTOIOUPEVOU Yia TOv KOBapIoPd UAIKOU Kal Twv OTTORAATWY TNg
OUOKEUAOIag TTOU agopoucoe N €KAuan, JE BAan Toug €BVIKOUG KAvoVIOUOUG YIa TNV atroppiyn Twv duvNTIKWV
MOAUGUATIKWY ATTOBAARTWY.

Opiopéva avtidpaaTrpia TepIExouv adidlo Tou vaTtpiou wg ouvtnpenTikd. ETTeidn 1o alidio Tou vartpiou ptropei
va avTidpdacel Ye JOAUBDOO, XaAkS Kal HOAUBSIKO OpEiXaAKO oXNUaTICOVTAG EKPNKTIKG alidia OTIG CWANVWOEIG,
OUVIOTATAl VA PNV aTTOPPITITETE avTIdpacTApIa f aTTrORANTa OTIG ATToXETEUTEIG aAAG va akoAouBeite Toug

€BVIKOUG KAVOVIGUOUG OXETIKA PE TNV ATTOPPIYN duVNTIKA ETTIKIVOUVWY OTTORARATWYV.
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MpopuAdéeic Asitoupyiac

MNa va AaBete agidémaTa amoTeAéopaTa €ival aTTapaiTNTO Vo aKOAOUBNGCETE auaoTnpd TIG TTapoUdEeg 0dnyieg
XPNong Kai va akoAouBnoeTe emipeAws 0Aa 60a UTTOBEIKVUOVTAI OTO EYXEIPIOIO AEITOUPYIAG TOU OpyAvou.

Ta avridpaoThApIa TTOU TTAPEXOVTAI OTO KIT TTPETTEI VA XPNOIKMOTTOIOUVTAI ATTOKAEIOTIKA e To ouoTtnua ZENIT
RA Analyzer.

Ta pépn NG @UOIyyag avTidpaoTnpiwv Ogv  Pmmopolv va agaipebBolv amd TN QUOIyya Kair  va
ETTAVOCUVOPHOOTOUV.

Mnv XpNOIYOTTOIEITE TO KIT JETA TNV TTAPODO TNG NUEPONNVIag ANgng.

MPOETOIMAZIA TON ANTIAPAXTHPIQN

Ta avTidpaocTApIa TTOU TTAPEXOVTAI JE TO KIT €ival OAa £Tolpa yia Xpron.

YYNTHPHXH KAI ZTAGEPOTHTA TQN ANTIAPAXTHPIQN

duAdooeTe Ta AvTIOPACTAPIA TTOU TTAPEXOVTAI UE TO KIT o€ 2-8 °C 0TO OKOTADI 0€ KATaKOpUQn BEan.

YTo auTtég TIG ouvbnikeg n @UOIyya avTIdPACTNEiWV Kal o Babuovountég TTou Oev €XOUV QVOIXTEN gival
oTaBepoi Ewg TNV NuEpounvia ARéng.

H @uaiyya avTidpaoTtnpiwv YETA TO Avolyua PTropei va xpnaoigotroinBei yia 60 nuépeg av guAayBei oTo Yyuyeio
oe 2-8 °C

] TTi TOU OpydAvou.

O1 BaBuovountég petd 10 Avolypa Pimopolv va XpnoigotroinBoulv yia 60 nuépeg av €xouv QuAaxBei oTo
wuyeio og 2-8 °C kal av n TTapapovn €1 Tou opydvou dev utrepPaivel TIg 6 Wwpeg ava auvedpia.

Mnv KaTayuxeTe Ta avTIdOPACTAPIA KAl TOUG BabBuovounTég.

MPOETOIMAZIA KAl ZYNTHPHZH TQN AEIFMATQN

O 1poodiopiopdg TTPETTEN va yiveTal o€ avBpwTTiva deiypata opoU kal TTAGopaTog (EDTA).

AvTtevdeikvuTal n xprion AITTAIMIKWY JEIYPATWY A OeyudTwy YE aidéAuon i BOAWY JEIYUATWY.

Av 0 TTPOODIOPICHOG EKTEAECTEI HETA ATTO TTAVW ATTO 8 WPES aTTO TN ARYN, dIaXwPIioTE TOV 0pO ATTO TO TTHYHA
r To TTAGopa atod Ta EpuBpd AIOCEAIPIA, NETAPEPOVTAG TA ATTO TOUG TIPWTEUOVTEG CWARVESG DlIaXWPICHOU WE
YEAN OTOUG DEUTEPEUOVTEG CWANRVEG XWpig TTpOaBETa.

Mpiv avaAuBoulv Ta deiypata uropouv va @uAaxBouv o1o yuyeio o€ 2-8 °C yia 7 nUEPES TO TTOAU.

Av 0 TTPOGCOIOPIGUOG eKTEAEOTEI PETA amd TTAVW aTmod 7 nUEPES, QUAGETE Ta Oeiyyata oTnv KaTayuén
(< -20°C).

ATTOQUYETE TNV ETTAVEIANUUEVN KATAWUEN Kal atTOYuén.
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AEITOYPTIKH AIAAIKAZIA

MNa va AaBete afidémaTa amoTeAéouaTa avaAuong, akoAouBnoTe auaTnpd TIG 0dnyieg TTou avaypd@ovTal oTo

EYXEIPIBIO AEITOUPYiag TOu opydvou.

TommoBérnon Twv avridpaaTnpiwy

OAa Ta avTIdPacTHpIa TTOU TTAPEXOVTAI E TO KIT €ival £€TOIPA yia XpAon.

Mpiv TNV glcaywyn TNg @UOIYyag avTidpacTnpiwy oTo cUCTNUA, O TTEPIEKTNG TWV PAYVNTIKWY owuaTidiwv
TTPETTEI VA avakivnOei pe opifOVTIa TTEPIOTPOPN £TC1 WOTE va euvonbei n eTavaipnon Twv cwuaTidiwv. Autod
TIPETTEl VO EKTEAEDTEI ATTOPEUYOVTAG TO OXNMATICUO aPPOU.

TotoBetroTe TN QUOIYYQ AVTIOPACTNPIWY OTNV TTEPIOXA AVTIOPACTNPIWV TOU OPYAVOU XPNCIUOTTOIWVTAG TOV
€101KO 00nyo Kal apACTE O€ avakivnon yia TOUAAxIoTov 30 AETTTA TTpIV TN XPron.

H TtomoBétnon tng @uUolyyag avtidpacTtnpiwv kabopilel TTpoowpivd Tnv avAyvwaon Tou avayvwpeioTIKoU
YPOUUWTOU KWOIKOU. TNV TePImTwan PAABNG TnG €TIKETAG TNG QUOIYYAG A OTNV TIEPITITWON ATTOUTIag
avAayvwaong, Ta avayvwpeIoTIKA oToixeia TNG @Ualyyag avTidpaoTnpiwy ummopoulv va ei0axBouv Pe To XEPI.

To 6pyavo diatnpei autouaTa o€ cUVEXN avakivnon Ta PayvnTika cwuaTiola.

Av n @uolyya avTidpacTnpiwv a@aipedei ammd 1o 6pyavo, QUAAETE TNV aTo OKOTADI o€ 2-8 °C g€ KATaKOPU®PN
Béon.

TommoBérnon Babuovountwy Kai uaprupwy

O1 BaBuovountég kal o1 paptupeg ZENIT RA egivar €Toigor yia xprion. AQroTe Toug BabuovounTég Kal Toug
MapTUpEG O€ Beppokpacia dwpuaTiou yia 10 AeTITA Kal avakiviioTe ATTIA TO TTEPIEXOUEVO, PE TO XEPI | HEOW
TEPIBivNONG, ammoPelyovTag TO0 OXNMATIONO agpou. Mnv avatrodoyupideTe Tov TTEPIEKTN KAl Un BydAete 1O
d1aTPNTIKG TTWHA KAEITIMATOG (KITPIVO TTWHA YIa TOUG BaBuovounTég Kal TTPAadIva ] UTTAE TTWHOTA YIa TOUG
MAPTUPEG).

Av ol BaBuovounTtég A o1 HAPTUPEG XPNOIUOTTOIOUVTAI VIO TTPWTN QOPd, TECTE TO dIATPENTIKO TTWHA EVTEAWG
TPOG Ta KATW. Me autdv Tov TpdTTo Ba diaTpnBei n YePPpAavn TTou oPPAYICEl TOV TTEPIEKTN ETTITPETTOVTAG TN
AAyn ToU uypoU TToU TTEPIEXETAI € auTOv. H eTTiTeuén TG KaTARaaong Tou dIATPENTIKOU TTWHATOG ETTICNUAIVETAI
atrd TNV TaUTOXPOVN KAAUWN TNG £pUBPAXPWHNG TaIviag TTOU UTTAPYXEI OTNV Avw TTAEUpd Tng eTIKETAG (EIK. 1 —
> payIoPEéVOG TTEPIEKTNG KAl AIOTPNPEVOG TTEPIEKTNG).

TNV TEPITITWAN TTOU oI BaBuovounTéG i O JAPTUPEG €ixav XpnoIUoTToIiNdei TTponyounévwg, o TTEPIEKTNG Ba
01a0£Tel Avw TTWPA KAEITIMATOG (AEUKO TTWOMA) Kal N €puBpdxpwin Tavia NG eTIKETAG Ba gival KAAUPPEVN.
ETri ToUu opydvou TrpéTTel va TOTTOBETOUVTAI ATTOKAEIOTIKA O TTEPIEKTEG XWPIG AVW TTWHA (ALUKO TTWUA) Kal PE
TNV £puBpOxpwun Taivia kaAuppévn (Eik. 1 — AloTpnuévog TTEPIEKTNG).

EiodyeTte 010 Opyavo Toug BabuovounTég ] Toug HAPTUPEG OTNV TTEPIOXN OEIYPATWY PETA TNV avAayvwaorn Tou
YPOUMWTOU KwodIkoU. Ta dedopéva Tou ypapuwTol KwdIKoU JTTopoUlv va eloayxBouv Kal Je TO XépI O€
TePITTTWON BAGBNG TNG ETIKETAG ) O€ TTEPITITWAN ATTOUTIAG avAyvwaong.
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O1 TIYEG TWV CUYKEVTPWOEWY TWV avTIowPaTwy IgG avti-ANA 1Tou utrdpyxouv oToug BabuovounTtég f aToug
papTUpEG gival kataxwpnuéveg ato DATA DISK kai peTa@EépovTal QUTOPATA GTOV AVOAUTH. ZTNV TTEPITITWAN
MN METAQOPAG TWV OTOIXEIWV €ival dUVATH N EI0CAYWYH TOUG YE TO XEPI.

310 TEAOG TNG OUVEDPIAG OI TTEPIEKTEG TWV BabBuovounTwy Kal Twv PapTUpwy TTPETTEN va KAEivovTal JE Ta
€I0IKA Avw TTWHOTO (AEUKE TTWPATA) Kal va peTagépovTal g 2-8 °C €wg Tnv e€moOpevn @opd 1ou Oa
xpnoipgotroinBouv (Eik. 1 — KAeIoTdG TTEPIEKTNG).

O1 BaBuovounTég UTTOPOUV va XpNnoIhoTroinBolv £wg TEGOEPIG POPES TO TTOAU.

Eikova 1: Mopgn TepIEKTN

2QpayIcuEVOG Alatpnuévog ] ]
KA&I0TOG TTEPIEKTNG
TTEPIEKTNG TTEPIEKTNG
[ | i e
] |
LE [
0= ¢
= =
| \
|
| | .
Ll L

TommoBérnon twv S&IyudTwy

MpoodiopioTe Ta deiyyata XpNOIMOTTOIWVTAG TH CUCKEUN avAyvwong YPOUNWTWY KWOIKWY Kal EICAYETE TA
OTO OpYavo, GTOV EIBIKO TTEPIEKTN. XTNV TTEPITITWON ATTOUCIOG TOU ypapuwToU KwdIKoU oTo deiyua f otnv
TEPITTITWAN ATTOUCIag avayvwaong, Ta avayvwpioTIKA OToIxXEIa Tou deiyuaTtog putmopolv va gioayxBolv pe 10
XEPI.

EAEETE TIG ATTAITOUUEVEG TTAPAPETPOUG Yia KABE deiyua.

BaBuovounaon
To o6pyavo ZENIT RA Analyzer xpnoIhOTIOIE] PIO KOUTTUAN BaBuovounong (yYPauuIKn), TTou utroAoyideTal

XPNOIJOTTOIWVTAG TIG ATTOKPITEIG TToU AapuBdavovTal atrd Tov TTpoadiopIoud Twv BabBuovounTtwy.

MNa va ekteAéoete TN BaBuovounan avaAuoTe €1g TPITTAOUV Toug OUo BabuovounTtég A kal B kair €1 ammAouyv
TouG papTupeg. O1 TINEG TNG OUYKEVTPWAONG TTOU AauBAvovTal PJE TOUG HAPTUPEG ETTITPETTOUV TNV ETTIKUPWON
NG véag Babuovoéunong.

A@oU yivel aTrodeKTA Kal aTroOnKeUTEl OTN YvAUN N eTavaBabuovounon, 6Aa Ta emoueva deiyuata Ymmopouv
va avaAuBouv xwpig TepaITépw Babuovounaon, ekTog atTd TIG aKOAOUBES TTEPITITWOEIG:

- oTav éxel ToTToBeTNOEI £TTi TOU OpPYAvVOU pia UCIyYa avTIOPACTNEIWY PE MIa Kalvoupla TTapTida

- OTav ol TINEG TwV PapTUpwy Oev oUPTTEPIAGUBAVOVTAI OTO £0POG ATTOOOXNG

- OTav ekTeAEiTal n dladikaoia ouvTHPNoNG TOU Opyavou

IFUOO1ZENIT RA-Ekdoon: 01 - 12 louAiou 2010 Zel. 8 and 14



ZENIT RA ANA Screen 41411

H eykupoTtnTa TNG Babuovounaong yia 1o kit ZENIT RA ANA Screen diapkei 15 nuépeg.

O xeIpIouo6g NG eTavaBabuovéunong yiveral ge autépaTo TPOTTo atrd To SPYavo.

[10000I0pIoUOC
MéoTe TO TTARKTPO EKKiVNONG.

1. To ouotnua avappo®d 100 pyL AiaAuTtn deiyudTtwy, 20 yb Mayvnrikwyv cwuaTidiwy, 100 yL AlaAuTn
oeiypdtwyv kal 6 pL deiypatog 1 pdaptupa (yia Toug Pabuovountég o OETIKOG 0OpPOG TTapEXETAl
TTPOAPAIWHEVOG JE TO AIOAUTN OEIYNATWY KAl 0 OYKOG TTou Aapfaveral givar 106 yL). Ta diaAlpaTa Kal 1o
EVAIWPNKA TTOU avappOoPWVTal dIavEPOVTAl OTNV UTTOBOXI avTidpacng.

H utrodoxn avtidpaong emwadetal ato poTopa o€ 37 °C yia 10 AeTrTa.

MeTd até autrjv Tn @ACH €TTWACNG, TA JAYVNTIKA cwaTidia diayxwpifovTtal Kal TTAEVovTal.

>1nv utrodoxn diavéuovTal 200 yL ouluyoug.

H utrodoxn avtidpaong emwadetal ato potopa o€ 37 °C yia 10 AeTrTa.

o g A~ w N

MeTd atrd auTrv TNV TeEAeuTaia @ACH ETTWACNG, TA HAYVATIKA cwaTidia dlayxwpiovTal Kal TTAEvovTal Kal

N uttodoxN HETAPEPETAI OTO BAAANO avayvwang.

7. HT1ogdétnTa degpeupévou ouluyoug aTn aTeped @daaor, TTou ek@paletal oe RLU, eival atreuBeiag avaioyn
pe TN ouykévipwon IgG avti-ANA 1Tou uTrdpxel OTO deiyua.

8. O amavtioeig Tou Aaufdvovtal TTapepBAAAovTal GTNV KAUTTUAN BaBuovounaong Kal HETATPETTOVTAl O€

O¢eikTn.

EAEMXOZ MNOIOTHTAX

MNa ™ diac@AaAion TG yKUPOTNTAG TOU TTPOCBIOPICHOU, OPOi EAEYXOU UE DIOQOPETIKA ETTITTEON CUYKEVTPWONG
(TouAdioTOV €vag apvnTIKOG 0pOG Kal évag BETIKOG OpOG) TTPETTEI va PETPWVTAI KABE Nuépa KATA TNV OTToia
eKTEAEITAI O TTPOTBIOPICUOG.

Av TO €pyaoTApIO CAG ATTAITEL, YO TNV €TTAANBEUCN TWV ATTOTEAEGUATWY TOU TTPOGOIOPIGHOU, UIa GUXVOTEPN
Xprion A évav mo auénuévo apiBud papTupwyv, akoAouBAaTE TIG dladIkaaieg ToU eAEyXOU TTOIOTNTAG TTOU Eival
KOBIEPWHEVEG EKEI.

Av xpnoigotroiouvtal ol opoi eAéyxou ZENIT RA, ol pyéoeg avapevOuevEG TIMEG KAl Ta OpId TOU €UPOUG
atrodoxng cival ekeiva TTou ava@épovtal ato DATA DISK 1mou utrdpxel Kal OTn GUOKEUOTIa Twv JapTUpwWV.
Av xpnoigoTtrolouvTal SI0POPETIKOI 0poi EAEyxOU, €ival atTapaitnTo, TPIV ATTO TNV TTPWTN TOUG Xpron, va
TIPOCBIOPICETE TIG AVAPEVOUEVEG TINEG UE avTIOpaoTrpla Kal To cuoTnua ZENIT RA.

Av n TIgA Twv PHAPTUPWYV OEV EPTTITITEI OTO £UPOG ATTOOOXNAG TTOU TTPOCBIOPIZETAI, TA OXETIKA ATTOTEAEOUATA
TOU TTPOCdIOPICHOU Bev gival EyKUpa Kal Ta avTioTolxa deiypaTa TTPETTEl va avaAuBouv ek vEou.

2€ QUTAV TNV TIEPITTTWON €ival avaykaio va eKTEAECETE TIPIV TNV €mavaAnyn Tou TTPoCdIopIoHoU dIa

diadikagia eTavaBabuovounong.
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YMNOAOTIZMOZ KAl EPMHNEIA TON ANOTEAEZMATQN

YmmoAoyioudcC Twv amoreAecudTwy

H ouykévipwon Twv avricwpdtwy 1gG avt-ANA 1ou utrdpxel oTo e€eTadduevo deiyua uttoAoyideTal
autéuyara amdé 10 ouoTnua. O TIHEG PTTOPOUV va ATTEIKOVIOTOUV PECW avAyvwong oTo Bivieo | pEow
EKTUTTWONG.

O1 ouykevTpwoEelG ekpalovTal o€ OEIKTN.

O utroAoyioudg TNG CUYKEVTPWONG TNG TTPoadiopi{duevng ouaiag aTo deiypa yiveralr y€ow avayvwong Tng
amdvinong 1Tou Aaufaveral yia kadBe deiyga o€ pia KAuTTUAn Babuovounong mmou utroAoyieTal TTePIOdIKA
avAaAoya pe TIG aTTavTioEIg TTou AaudavovTal aTov TTPoCdIopIGUO TwY BAaBUovounTwy.

la AeTTTOopEPEIG TTANPOPOPIEG OXETIKA PE TOV TPOTTO PE TOV OTTOI0 TO oUCTNPA UTToAoyilel Ta atroTeAéopaTa,

OUMPBOUAEUTEITE TO €YXEIPIDIO AEITOUPYIOG TOU CUCTANATOG.

Epunveia twv amoreAsoudrwy

Ta ammoTeAéopata Twv SEIYNATWY PTTOPOUV VA EPUNVEUTOUV e ToV akdAouBo TpoTTo:

AEIKTHZ Epunveia
< 1,0 To deiypa Tpétrel va BewpnBei wg apvnTikod yia Tnv TTapoudia IgG avti-ANA.
> 1,0 To deiypa Tpétrel va BewpnBei wg BeTIKO yia Tnv TTapoucia IgG avti-ANA.

O1 Trapatrdvw ava@epOUEVEG TIHEG TTPETTEI va BewpouvTal JOVO TTPOTEIVOPEVES TINEG. To KABE epyacThplo

TTPETTEl va TTPOCdIopidel Ta SIKA TOU dIOCTHHUATA AVaPOPAG.

OPIA TOY MNMPOXAIOPIZMQOY

MNa diayvwoTikoUg OKOTToUG, Ta atroTeAéopaTa TTou Aaupfavovral ye 1o kit ZENIT RA ANA Screen kai 10
ouotnua ZENIT RA Analyzer TTpETTEl VO XPNOIUOTTOIOUVTAI ATTO KOIVOU PE Ta AAAA KAIVIKA KAl €pyacTnPIaKA
agTolxeia Trou gival aTn d1d6gan Tou 1aTPOU.

H BakTtnpiakn péAuvon Twv SelyUdTwy Kal n atmevepyoTtroinon otn BepudtnTa Ytmopolv va emnpedoouv 1O
atmmoTéAeoa Tou TTPoadiopIouoU.

Ta €TePOPIAG AVTICWHATA TTOU UTTAPYXOUV OTa OgiyuaTta avepwTTivou opou PTTopoUv va avTidpdoouv HE T
avTidpaaTrpia e BAon avoooo@AIPIVES, TTPOKAAWVTAG TTAPEUBOAEG OTOUG aVOGOAOYIKOUG TTPOCGdIoPICHOUG
in vitro. Autd Ta deiypata YTTopouv va dWOOUV N QUGCIOAOYIKEG TINEG av avaAuBoulv ue 1o Kit ZENIT RA ANA

Screen .

ANAMENOMENEZX TIMEZ

AvaoAuBnkav Ta Ociypata 80 SoTwv TOU ETAEXTNKAV Tuxaia yia Tnv €mMaARBeucn Tng TTapouaiag Twv

avTiowpdTtwy IgG avTti-ANA.
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77 deiyparta Tpoékuyav apvnTikd, Pe pia péon TiuA 0,4 Index kai pia Tutrikf amokAion 0,15 Index.

Me Ta amoteAéopata Tou eA@Bnoav utroloyiotnke 1o “Limit of Blank” (LoB = n uynAdtepn Ty Tmou
MTTOPOUE VO aVAPEVOUHE O€ HIa a€Ipd OEIYPATWY TTOU OEV TTEPIEXOUV TNV TTPOadIopIfouevn ouaia). To “Limit
of Blank”, Tou TpoadiopioTnke wg 10 95° gkaToaTNUOPIO TOU apvnTIKoU TTANBuouoU, TTpoékuye ioo e 0,6
Index pe Tnv MNapTida avtidpaoTnpiwy ap. 1.

AMNOAOZEIX

Mpocidotroinon: Ta mapoucialdpeva oToixEia dev ATTOTEAOUV TIG TTPOBIAYPAPES TNG AEITOUPYIAG TOU KIT, AAAG
atroteAoUV  TeIpapaTik €vOeIEn TOU TIWG AEITOUPYEI TO KIT €VIOG TETOIWV TTPOJIAYPOQWY HE TOV

TTPOPBAETTOUEVO ATTO TOV KATAOKEUAQTH) TPOTTO.

AkpiBeia kai EravaAnyiudrnra

H akpifeia kai n emavaAnyipétnta tou kit ZENIT RA ANA Screen alohoynbnkav pe xprion &vog
TPWTOKOAAOU pe Bdon TG kateuBuvTApieg ypauuég Tou eyypdgou EP5-A2 T1wv Clinical and Laboratory
Standards (CLSI).

H akpiBeia utmroloyioTnke avaAuovtag Ta amoteAéoparta 20 emavaAfyewy TpIWY opwv (Evav apvnTikd Kal
000 BeTIKOUG) TTou ekTEAéOTNKAV PE OUO OIQPOPETIKEG TTAPTIOEG AVTIOPACTNEIWV OTNV idIa TTEIPANATIK
ouvedpia.

H ocuykévtpwan Tou opoul 1Tou ATav apvnTikog yia IgG avti-ANA (NC) poékuye aTo gupog atrd 0,2 éwg 0,3

Index kai atmé 0,3 £éwg 0,3 Index avTioToixa pe TNV TTAPTIdA avTidpacTnpiwv ap. 1 kal ap. 2.

>tov Mivaka avaypdgovTal Ta atroTeAéoaTa TTou AaudvovTal Je Toug 2 BeTIKoUg 0poUg.

, Méon
Agiypa ?;l?:;}gzlga OUYKEVTPWON SD CV %
) (Index)
1 23 0,11 4.8
PB : :
2 2,2 0,04 1.8
1 3,9 0,12 3.1
P b b
c 2 3,7 0,15 4.1

H emavaAnyiudrnra utroAoyioTnke avaAUOVTAG TA ATTOTEAEGUATA TOU TTPOCOIOPITHOU OEKA OPWV APVNTIKWY
yila ANA kai oxTwy opwv BeTikwv yia ANA TTou eKTEAEOTNKE €1G AtTAOUV e BUO OIOQOPETIKEG TTAPTIOES
avTidpaoTnpiwv o€ 34 dIOPOPETIKEG OCUVEDPIEG.

>tov Mivaka avaypdgovTal Ta atroTeAéopaTa TTou Aapdvovtal ge Toug apvnTikoUug yia ANA opoug.
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Aciyua Méan cuvkévipuwon Edpog
ENA-1 0,2 0,1+0,2
ENA-2 0,2 0,1+0,2
ENA-4 0,1 0,0+0,2
ENA-5 0,2 0,1+0,3
ENA-6 0,2 0,2+0,3
ENA-7 0,1 0,1+0,2
ENA-8 0,2 0,1+0,3
ENA-9 0,1 0,0+0,2
ENA-10 0,2 0,1+0,3
ENA-11 0,1 0,1+0,2

>T1ov emmopevo lMivaka avaypd@ovTal Ta atroTeAéopaTa Tou Aaufdavovtal ge Toug BeTIKoUg yia ANA opoug:

Aciyua Méan cuvkévipuwon cv
ANA-P1 3,5 4,9
ANA-P2 3,6 7,8
ANA-P3 4,0 8,5
ANA-P4 29 8,6
ANA-P5 4,6 7,8
ANA-P6 29 55
ANA-P7 3,2 8,1
ANA-P8 4,4 8,6

Eidikérnta tnc avéAuonc: MNapsuBoAéc

Mia peAétn TTou BagioTnke OTIG KATEUBUVTHPIEG YPAUUEG Tou eyypdgou EP7-A2 twv CLSI katédeife Ot ol

atmodd0oeIg Tou TTPoadiopicuol dev eTnpeddovTal atd TNV TTapoudia Twv dUVNTIKWY OUCIWV TTAPEUBOANG

TTOU avaypdg@ovTal OTovV aKOAOUBO TTivaka, £EwWg TN CUYKEVTPWON TOU TTEIPAUATOG.

AuvnTiKEG ouaieg
TTapePPOARg

MéyioTn ocuykévTpwon Tou TTEIPAPATOG

EAeUBepn xoAepubpivn
>uleuypévn XoAepuBbpivn
Algoooaipivn

NAirrapd o&éa

13,3 mg/dL
18,0 mg/dL
666,6 mg/dL
2000,0 mg/dL

AvTtevdeikvuTal woTdo0o N XpAoN AITTAIMIKWY JEIYyUATWY, SEIYMNATWY JE aludAucn ) BoAwWV delyudTwy.
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2xenikn Evaiobnaia kar Eidikétnia

H mmapouadia avriowudaTtwy IgG avti-ANA poadiopioTnke xpnoipoTtrolwvtag To Kit ZENIT RA ANA Screen kai
pia péBodo Trpocdiopiopol ELISA avt-ANA Tou eutmropiou oe 398 Oeiypyarta. 16 Oeiyyata Edwoav
avTikpoudueva atroteAéopaTta PeTagu Tou Tpoadiopioyol ZENIT RA kai Tou mpocdiopicpol ELISA Tou

EUTTOpPIOU.
H oxerikn oup@wvia TTpoékuye eTTopévwg OTI gival ian pe 96,0 % (382/398).

H oxerikn suaiobnoia mpoékuye 6T gival ion pe 96,0 % (166/173).
H oxerikn €181koTnTa TTpOoéKUYE OTI gival ion pe 96,0 % (216/225).
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