ZENIT RA Centromere B REF 41431
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XPHXH A THN OMNOIA NMPOOPIZETAI

H dokipyacia ZENIT RA Centromere B egival pia dokipyagia avoooAoyikng xnueiopwrauvyeiag (CLIA) yia Tov
TTOOOTIKO TTPOCBIOPIoUO, PE TOV aTTOKAEIOTIKO avaAuTtr) ZENIT RA Analyzer, Twv €10IKWV QvTICWPATWY TAENG
IgG trou kaTeuBUvovTal évavTi TOU KEVTpopEPIdiou B o€ deiyuata opol A avBpwTrivou TAdopatog (EDTA).
AuUTOG O TTPOCdIoPIoUOS XpnalyoTroiEiTal wg dlayvwaTikd BoRbnua ortnv  agiohdynon autodvoowv
OUCTNHATIKWY VOOWV.

MPOZOXH: OtroiadntoTe 1aTpIK atré®acn dgv YTTopei va BaaideTal 0To ammoTEAECUA QUTAG TNG OOKIJATIag
pOvo, aAAG Tpémel va PBagifetal otnv agloAdyncon Tou OuvoAou OAwv Twv JIABECINWY KAIVIKWYV Kal

EPYOAOTNPIOKWY OEDOUEVWIV.

KAINIKH ZHMAZIA

Ta auTtoavTiIoWPATa €vavtiov eKXUAICOPEVWY  TTUPNVIKWY avTiyovwy (ENA) avTirpoowTtrelouv  pia
TTOAUGPIOUN OIKOYEVEIQ AQUTOAVTICWHATWY TTOU OeV gival I0IKA yIa Opyavo Kal €id0g, TwV OTTOIWV N avixveuon

gival peyadAng onuaciog yla TNV €pyacTnpiokh d1dyvworn ouTOAvoOwV CUCTNUATIKWY PEUMATIKWY VOOWV
(1,2,3,4)

O1 autodvooeg CUOTNUATIKEG VOOOI XapaKTnpifovtal, atrd €pyacTnpIioKAG TTAEUPAG, aTmd Tnv Trapouadia
QVTITTUPNVIKWY auTtoavTIowPaTwy (ANA). Ta ANA egival n TpwTn €££Ta0N AQUTOAVTICWHATWY TTOU TTPETTEI VA
{nteital oe aoBevy pe mMOavoAoyoUuevn aUTOAVOON 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 TV TTOPOUCIia APNECWY QUTOAVTIOCWHATWY £vavTl dla@opwV avTiyovwy, TTUPNVIKWY
(DNA, 1016veG, Hn I0TOVIKEG TTPWTEIVEG, TTUPNVIOKA QVTIOWHATA K.ATT.) 0 KUTTGpOTI')\GOUGTIK(bV(S’G). H
BeTikdTNTa TWV ANA O¢ onuavTiké TiTAO TTPETTEl va egBabuvBei pe TNV avaliTnon Twv aUTOAVTICWHATWY QvTI-
ENA ka1 avti-dsDNA. H €0peon BeTikdtnTag Twv ANA Kal pIag i TTEpIcaoTepwV €I0IKOTATWY yia avTi-ENA )
kal avti-dsDNA eivar 1d1airépwg SNAWTIKI AUTOAVOCOWY CUCTNHOTIKWY VOOWV: ZUCTNUATIKOG £puBNnuaTwdng
AUkog (LES), auvdpopo Tou Sjogren (SS), cuoTnUATIKA TTPOOJEUTIKI) OKAfpuvan (SSp), dEpUATOUUOGITION-
ToAuopuoaiTida (DM/PM) kai pIKTA véo0g Tou GuvdeTIKOU 10TOU (MCTD).

To KevipouePIOIo TTEPIAAUBAVEI PIa XpwuaTIVIKA diagopoTroinuévn doury TTou atroteAsital ammé DNA kai
TTPWTEIVIKG CUUTTAEYUOTA, CuvapPoAoynuéva OTOV KIVITOXWPO, OTOV OTToi0 ouvdéovTal Ta PIKPOOWANvApia

yid JIO OWOTA Kivion TWV XPWHOCWUATWY OTIG @AoEI§ TNG PiTwong. To DNA Tou kevipopepIdiou oxeTiCeTal
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pe e1dikég Tpwreiveg douikég (CENP-A, CENP-B, CENP-C, CENP-D, CENP-G, CENP-H) kai pe mTpwrTeiveg
TTPOQIPETIKEG.

H avnidpacaTikétnTa évavti Tou CENP-B, oUpowva pe mpéc@arta dedopéva, Ba TTpETTEl va gival €TTIONG KUPIOG
OTOX0G TNG AVTICWHATIKAG aTTAvInong évavtl evO0oBNAIOKWY KUTTApwV o€ aoBeveig pe trepiopiouévn SSc N
CREST". Mia té1010 TaBoAoyia @aiveTal va gival n ouxvoTepn KAIVIKN ekOAAWGCN O ATOPA PE QAVTICWUATA
Katd Tou kevipopepidiou (ACA) pe TTO0OO0TA BETIKOTNTOG 49-96%®. To kAvik6 umoouvoho CREST
XOPOKTNPICeTal aTTd WA TTI0 €UVOIKA KAIVIKA TTopeia kal KaAUTepn emBiwan, ye yéao 6po 93% uerd ta 10 £1n,
oe oxéon pe tTnv dIAxuTtn TrapahAdayr, 6mou Ta ACA Tapartnpolvrial o€ pelwpéva moocooTtd. Ta ACA
oxeTiCovtal TUTTIKA pe To Qaivopevo Raynaud, THAQYYEIEKTATIEG, IOXAIMIKY VEKPWOTN TwV dAKTUAWYV. AIdpopeg
MeAETEG atrokGAuwav OTI TOo 25% Twv acBevwyv pe @aivopevo Raynaud ptropei va mrapoucidfouv ACA wg
TPOOPOUN KAl HPEPOVWUEVN €KONAWON OCUOTNUATIKAG OKAfpuvang, TpowdwvTtag Tnv uttdéBeon evog

®9.19 Tq ACA pmopolv va avadeikviovTtal Kai oe GAAeC TTaBoAoyieg,

TIPOYVWOTIKOU pOAOU TOUug OTn vOOO
OTTWG N TPWTOTTABNAG XOAIKN Kippwaon (0To 16% Twv TTEPITTTWOEWY) O GUVOUACHS WE TA AVTIUITOXOVOPIa
M2, kar gg GAAEG QUTOAVOOEG OUOTNUATIKEG voooug omwg oe LES, SS, UCTD kai AR (ue tmocooTd

BeTikOTNTAG KATW ATTO 10%)(11'12).

APXH THZ MEGOAQY

To kit ZENIT RA Centromere B yia TOv TTOOOTIKO TTpoadiopioud Twv €IdIkwv 1gG avTi-kevipouepidiou B
XPNOIPoTIoIEl pia £Uuean avoooAoyik p€6odo dUo Bnudtwy pe BAon TNV apxn TNG XNHEIOPWTAUYEIAG.

To €10IK6 avTiyOvo XPNOIPOTIOIEITAl yIa TNV €MEVOUCH TWV PayvnTIKWV cwuamidiwv (oTeped @daon) kai éva
QVTIOWPAa KaTd Twyv avBpwmvwy IgG emonuaiveral ge €va Tapdywyo Tou eaTépa akpidivng (ufuyEg).

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

Katd mn 0gUtepn emwacn 1o guluyég avTidpd PE T avTICWHaTa avTi-kevipopepidiou B 1gG mou deopetovTal
ato TN OoTEPEA @Aon.

MeTtd a1rd KGBe TWACT, TO UAIKO TTOU v OEGUEUETAI OTN OTEPEG GACT ATTOPNAKPUVETAI HETW avappPoOPNnang
Kol ak6AouBng TTAUCNG.

H 1moodTtnTa Tou onuacuévou oulfuyoug TTOU TTAPAUEVEl DECUEUNEVO OTN OTEPEG QAan agflohoyeital péow
EVEPYOTTOINONG TNG aVTIOpAONG XNUEIOPWTAUYEIAG KAl TG METPNONG TOU QWTEIVOU CGHPaTog. To TTapayouevo
ONua, €KQPalOPEVo O€ OXETIKEG povadeg @wTtog (RLU, Relative Light Unit), eivar evdekTIKO Tng
OUYKEVTPWONG TWV EIBIKWY QVTICWUATWY TTOU UTTAPXOouv OTo dgiyua, aToug PBaBuovounTég Kol OTOUG

MAPTUPEG.

AYTOMATOINOIHXH

O avaAutig ZENIT RA Analyzer ekteAei ge autéparto TpOTTO OAEG TIG AsIToupyieg TTou TTPOoRAETTOVTAI ATTO TO

TTPWTOKOAAO TOu TTPOadIopIopoU: pooBrkn oTov TTEPIEKTN avTidpaong Twv OelydaTwy, BaduovounTwy,
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HapTUpWyV, MPayvnTIKWV ocwpaTidiwy, ouluyolg Kal OICAUPATWY  EVEPYOTTOINCNG  XNMEIOYWTAUYEIQG,
payvnTIKOG iaxwpIoPog Kal TTAUON TWV CWHATIBIWY, JETPNOT EKTTEMTTONEVOU QWTOG.

To ouoTtnua utroloyiCel Ta ammoTeAéopata Tou TTPOCOIOPICPOU yIa Ta O€iyyaTa Kal TOUG UAPTUPEG PEOW
KOUTTUANG BaBuovounong Trou gival atroBnkeupévn aTn YVARN KAl EKTUTTWVEL JIa ava@opd TTou TTEpIAauBavel

OAEG TIG TTANPOPOPIES TTOU €ival OXETIKEG E TOV TTPOCDIOPIOUOS Kal TOV aoBevr).

YAIKA KAl ANTIAPAZTHPIA

YAIKG Kai aviiOpaaTnIa mou mapéxovral

ANTIA 1 MP 2,5mL

MayvnTikd cwuaTidla eTTeVOUUEVA UE TO AvTIYOVO KeEVTpouEpIdiou B oe puBuIoTIKG SIGAUNO QWO POPIKWY TTOU

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

ANTIA 2 | CONJ 15 mL

MovokAwvVIkO avTicwpa TTovTiIkoU Katd avBpwmivwy IgG anuacuévo pe éva Tapdywyo 0TEPA TNG akpIdivng
(ouCuyég), oe pubuIOTIKO JIGAUPA PWOQPOPIKWY TTOU TTEPIEXEl TTPWTEIVEG aTaBgpoTToinONG Kai agidio Tou

vaTtpiou (< 0,1 %) wg auvtnpnTIKA.

ANTIA 3 | DIL 25 mL

AidAupa apaiwong deiyudtwv: PuBuIoTIKO SIGAUPa QWOQOPIKWY TTou TTeEpIExEl aAfoupivn opou (04,

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

ANTIA 4 | CALA 1,6 mL

Opdb¢g avBpwTrou Pe XaPNA CUYKEVTPWON avTICWPATWY avTi-kevTpouepidiou B 1gG oe puBpioTikd didAupa
QPWOPOPIKWV TToU TTEPIEXEI aABoupivn opoU Bodg, eIQAVEIOdPACTIKN ouaia, adpavr] Kuavh XpwaTikr, Pro-
Clin 300 kai M'evrapukivn SO4 wg ouvVTNPENTIKA.

ANTIA 5 | CALB 1,6 mL

Opdg avBpwTou Pe UWNAR CUYKEVTPWON QVTICWHATWY avTli-kevTpouepidiou B I1gG o puBuioTiké diGAupa
QPWOPOPIKWV TToU TTEPIEXEI aABoupivn opol Bodg, eIQAVEIOdPACTIKN) ouaia, adpavr] Kuavh XpwaTikr, Pro-

Clin 300 ka1 M'evrapukivn SO4 wg ouvTNPENTIKA.
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OAa Ta avTIdpacThpIa gival £ToIPA yia Xpron.

Ta avnidpaoTtipia 1, 2 kar 3 eival TommoBeTnuéva padi oe pia eviaia dIGTAgn TTOU OTTOTEAE T QUOIYYa
avTIdpaoTNPiwv.

O1 ouykevipwaoelg Twv  PBaBpovountwyv ekppdalovtal o UA/mL  (auBaipeteg povadeg) kai  eival
BaBuovounuéveg Evavt evog €0WTEPIKOU TTPOTUTTOU ava@opdg. O TIUEG TWV CUYKEVTPWOEWVY TIOU E€ival

€I0IKEG yIa TNV TTAPTIOA TOU TTPOidvTOoG gival kataxwpnuéveg oto DATA DISK 1rou BpiokeTal evidg TOU KIT.

DATA DISK

Mivi-DVD Trou TrepI€xel OAEG TIG TTANPOQOpPIEG OXETIKA Pe Ta TTpoidvTa TnG ocipdg ZENIT RA (AvtidpaoTrpia,
BaBuovountég, Opoi eAéyxou) evnuepwUEVES EwG TNV TEAEUTAIQ TTOPTIOO TTAPAYWYNASG ME TNV €€aipeon Twv
TTPOIOVTWYV TTOU £X0UV ANEEl OTNV nuEpounvia cupTrARpwong Tou véou DATA DISK.

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

TIG ATTAPAITATEG TTANPOPOPIES VIO TN OCWOTH AEITOUPYia TOU CUCTIUATOG.

Amrapaitnta UAIKG Kai aviidpaaTnpia mou &V 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 diaAupatog 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 (didAupa TTpogvepPyoTTOIiNGNG)
1 @1&dAn 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 TTwpdTtwy ZENIT RA (ZENIT RA Top Cap Set) Kwd. Ap. 41566

300 Gvw TTWPATA yIa TO KAEIOIPO TWV TTEPIEKTWV TWV BABUOVOUNTWY PETA TNV TTPWTN XPHon.
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(*) O avaAlutig ZENIT RA Analyzer kal 10 €&aptriuaTta TTou TTPOcdIopifovial amd £vav acTEPIOKO
kataokeuafovTal ammd v Immunodiagnostic Systems S.A., Rue E. Solvay, 101, B-4000 Liége, BéAyio kai

diavépovtal ammd Tnv A. Menarini Diagnostics Srl.

AAAa ouvigTwueva aviidpaarnpla

SET OPQN EAEIMXOY ZENIT RA ANA (ZENIT RA ANA CONTROL SET)
Kwd. Ap. 41448
3 @iaAidia Tou 1,5 mL apvntikoU avBpwTrivou opoU kal 3 @iaAidia Tou 1,5 mL BeTikoU avBpwTTivou opou yia

AVTICWHATA avTI-KEVTPOMEPIDiou B.

MPOEIAOMOIHZEIZ KAI TIPO®YAAZEIX

Ta avmidpacTtipia 1ou Trapéxovial oto kit ZENIT RA Centromere B  Tpoopifovtal aTTOKAEIOTIKA yIa
d1ayvwaTIKr XPAON in vitro kal 6x1 yia xpron in vivo o€ avBpwTroug | ¢wa.
AuUTO TO TTPOIGV TTPETTEI VO XPNOIUOTTOIEITAI ATTO ETTAYYEAMATIEG XPAOTEG PME AUOTNPN TAPNON TwV O0dNYIWV

TTOU avaypda@ovTal 0To TTapdV £yypaqgo.

H Menarini dgv ptropei va BewpnOei utrelBuvn yia atmwAgIeg 1 CnUieg TTOU aTTOPPEOUV ATTO PIa XPoN TTou

OEV CUPMOPQPWVETAI E TIG TTAPEXOUEVEG 0ONYIEG.

[pouAdéeic acpalesiac

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 avTIdPAOTNEiwv 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 avTti-HIV2.

QoTb600, emeIdn kapia pEBodog e€étaang dev ival duvaTtd va TTPooPEPEl TTANPN dIaCPAAIoT yia TNV atrouaia
TTaBoyovwy TTapayovTwy, 6A0 To UAIKG avBpwTTivng TTpoéAeuong Ba TTPETTEl va AVTIUETWTTICETAI WG dUVNTIKA
MOAUCUATIKO Kal O XEIPIOPOG Tou Ba TTPETTEl va yiveTal avaloya.

3¢ TEPITITWAON OUOKeuagoiag Tou €xel uttoaTei BAAPN pe ékAuon Twv avTidpacTnpiwyv, TTPOREITE OTNV
atroAUpavan TG v AOyw TTEPIOXAS ME £va apaiwpévo dIGAUNa UTTOXAWPIWOOUG vaTpiou, a@oU AdBeTe Ta
KATAAANAQ TTPOCWTTIKA PETPA TTpOCoTaCiag (TTodId, yAvTIA, YUQAIG).

MpoBeite oTnVv améppIYPn TOU XPENOIUOTTOIOUPEVOU Yia Tov KaBapIiopd UAIKOU Kal Twv oTToRAATWY TNg
OUOKEUAOIAG TTOU agopoucoe N €KAuan, YE 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 Pe JOAUBDOO, XaAkS Kal HOAUBSIKO OpEiXaAKO oXNUaTiCOVTAg EKPNKTIKG alidia OTIG CWANVWUOEIG,
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OUVIOTATAl VA PNV aTTOPPITITETE avTIdpacTApIa ) aTToRANTa OTIG ATTOXETEUTEIG OAAG va akoAouBeite Toug

€BVIKOUG KAVOVIGUOUG OXETIKA PE TNV ATTOPPIYN duvNTIKA ETTIKIVOUVWY OTTORARATWYV.

MpopuAdéeic Asitoupyiac

MNa va AaBete afiémaTa amoTeAéopaTa €ival aTTapAITNTO VO aKOAOUBNGCETE auoTnpd TIG TTapoUuaeg 0dnyieg
XPNong Kai va akoAouBnoeTe emipeAws 0Aa 60a UTTOBEIKVUOVTAI OTO EYXEIPIOIO AEITOUPYIAG TOU OpYyAvou.

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 NUEPOMNVIag ANgng.

MPOETOIMAZIA TON ANTIAPAXTHPIQN

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

SYNTHPHXH KAI ZTAGEPOTHTA TQN ANTIAPAXTHPIQN

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

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

H @uaiyya avTidpaoTnpiwv YETA TO Avolyua PTropei va xpnaoiyotroinBei yia 60 nuépeg av guAayBei oTo Yyuyeio
og 2-8 °C

] ETTi TOU OpydAvou.

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

Mnv KaTayuxeTe Ta avTIdOPACTAPIA Kal TOUG BabuovounTég.

MPOETOIMAZIA KAl ZYNTHPHZH TQN AEIFTMATQN

O 1poodiopiopudg TTPETTEN va yiveTal o€ avBpwTTiva deiypata opoU kal TTAdopaTog (EDTA).

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

Av 0 TTPOODIOPICPOG EKTEAEDTEI HETA ATTO TTAVW ATTO 8 WPES aTTO TN AfYn, dIaXwpPIioTE TOV 0pO ATTo TO TTHYHA
rl To TTAGopa atmod Ta epubpd AIOCPAIPIA, NETAPEPOVTAG TA ATTO TOUG TTPWTEUOVTEG TWARVEG dlaXWPICHOU e
YEAN OTOUG BEUTEPEUOVTEG CWANRVEG XWpig TTpOaBETa.

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

Av 0 TTPOCOIOPICUOG eKTEAEOTEI PETA amd TTAVW AT 7 NUEPES, QUAGETE Ta Oeiyyata oTnv KATayuén
(< -20°C).
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ATTOQUYETE TNV ETTAVEIANUUEVN KATAWUEN KAl atTOYuén.

AEITOYPTIKH AIAAIKAZIA

MNa va AaBete afioémaTa amoTeAéguaTa avaAuong, akoAouBnoTe auoTnpd TIG 0dnyieg TTou avaypd@ovTal oTo

EYXEIPIBIO AEITOUPYiag Tou opydvou.

TommoBérnon Twv avridpaarnpiwy

OAa Ta avTIdpacTHpIa TTOU TTAPEXOVTAI E TO KIT €ival £€TOIPA yia XpAon.
Mpiv TNV gicaywyrn TNg QUOIYYag avTidpacTnpiwy oTo cUOTNUA, O TTEPIEKTNG TWV PAYVNTIKWY owuaTIdiwv
TTPETTEI VA avakivnOei pe opifOVTIa TTEPIOTPOPN £TC1 WOTE va euvonbei n emavaiwpnon Twyv wuaTidiwyv. Autd

TIPETTEl VO EKTEAEDTEI ATTOPEUYOVTAG TO OXNMATICNO aPPOU.

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

H TtomoBétnon tng @uolyyag avtidpacTtnpiwv kabopilel TTpoowpivd Tnv avAyvwan Tou avayvwpeIoTIKoU
YPOUUWTOU KWOIKOU. TNV TePITMTwan PAABNG TnG €TIKETAG TNG QUOIYYAG A OTNV TIEPITITWON ATTOUTIag
avAayvwaong, Ta avayvwpeIoTIKA aToixeia TNG @Ualyyag avTidpaoTnpiwy uropoulv va ei0axBouv Pe To XEPI.

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

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

TommoBérnon Babuovountwy Kai uaprupwy

O1 BaBuovountég kal o1 paptupeg ZENIT RA egivar €Toigor yia xprion. AQroTe Toug BabBuovounTég Kal Toug
MapTUpEG O€ Beppokpacia dwpatiou yia 10 AeTITA Kal avakiviioTe ATTIA TO TTEPIEXOUEVO, PE TO XEPI (| HEOW
TEPIdIVNONG, ammo@elyovTag TO0 OXNUATIONO agpou. Mnv avatrodoyupideTe TOv TTEPIEKTN KAl Un BydAeTe 1O
d1aTPNTIKG TTWHA KAEITIMATOG (KITPIVO TTWHA YIa TOUG BaBuovounTég Kal TTPAdIva ] UTTAE TTWHATA YIA TOUG
MAPTUPEG).

Av ol BaBuovounTég A oI HAPTUPEG XPNOIUOTTOIOUVTAI VIO TTPWTN QOPd, TECTE TO dIATPENTIKO TTWHA EVTEAWS
TPOG Ta KATW. Me autdv Tov TpdTTo Ba diaTpnBei n YePPpAavn TTou oPPAYICEl TOV TTEPIEKTN ETTITPETTOVTAG TN
Afyn ToU uypoU TToU TTEPIEXETAI € QUTOV. H eTTiTeuEn TG KATABaAoNG Tou dIAaTPNTIKOU TTWHATOG ETTICNUAIVETAI
atrd TNV TaUTOXPOVN KAAUWN TNG £pUBPAXPWHNG TaIviag TTOU UTTAPYXEI OTNV Avw TTAEUpd TG eTIKETAG (EIK. 1 —
> payIoPEéVOG TTEPIEKTNG KAl AIOTPNPEVOG TTEPIEKTNG).

TNV TEPITITWAN TTOU oI BaBuovounTéG i O HAPTUPEG €ixav XpnoIUoTToINBEl TTponNyouPévwGg, O TTEPIEKTNG Ba
01a0£Tel Avw TTWPA KAEITIMATOG (AEUKO TTWOMA) Kal N €puBpdxpwin Tavia NG eTIKETAG Ba gival KAAUPPEVN.
ETri TOU opydvou TTpéTTel va TOTTOBETOUVTAI ATTOKAEIOTIKA O TTEPIEKTEG XWPIG AVW TTWHA (AEUKS TTWUA) Kal PE

TNV £puBpdxpwun Tavia kaAuppévn (Eik. 1 — AlaTpnuévog TTEPIEKTNG).
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EiodyeTte 010 Opyavo Toug BabuovounTég ] Toug HAPTUPEG OTNV TTEPIOXH OEIYUATWY PETA TNV avAayvwaon Tou
YPOUMWTOU KwodIKoU. Ta dedopéva Tou ypapuwToU KwdIKoU JTTopoUlv va eloayxBoUlv Kal Je TO XépI O€
TePITTTWON BAGBNG TNG ETIKETAG ) O€ TTEPITITWAN ATTOUTIAg avAayvwaong.

O1 TIPEG TWV OUYKEVTPWOEWV TwV avTiowpdatwyv IgG avti-kevipouepidiou B 1ou umdpyouv aToug
BaBuovountég A oToug pdpTupeg eival kataxwpnuévol ato DATA DISK kai petagépovral autouaTa OTovV
QVOAUTH. 2TV TTEPITITWON PN HETAPOPAG TWV OTOIXEIWV gival duvaTh n eI0aywyr) TOUG JE TO XEPL.

310 TEAOG TNG OUVEDPIAG OI TTEPIEKTEG TWV BabBuovounTwy Kai Twv PapTUpwy TTPETTEN va KAgivovTal PE Ta
€I0IKA Avw TTWHOTO (AEUKE TTWPATA) Kal va peTagépovTal o 2-8 °C €wg Tnv e€moOuevn @opd Tou Ba
xpnoipgotroinBouv (Eik. 1 — KAeIoTdG TTEPIEKTNG).

O1 BaBuovounTég UTTOPoUV va XpNnoIhoTroinBolv £wg TEGOEPIG POPESG TO TTOAU.

Eikova 1: Mopon TepIEKTN

2QpayIcuEVOG Alatpnuévog
) ) KA&I0TOG TTEPIEKTNG
TTEPIEKTNG TTEPIEKTNG

‘ -
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TommoBérnon Twv S&IyudTwy

MpoodiopioTe Ta deiypata XpNOIMOTTOIWVTAG TH CUCKEUN avAyvwong YPOUMWTWY KWOIKWY Kal EICAYETE TA
OTO OPYavo, GTOV EIBIKO TTEPIEKTN. XTNV TTEPITITWON ATTOUCIOG TOU YpauuwToU KwdIKoU oTo deiyua fj otnv
TEPITTITWAN ATTOUCIag avayvwaong, Ta avayvwpioTIKA OToIxEia Tou deiypuaTtog pumopolv va gioayxBolv pe 10
XEPI.

EAEETE TIG OTTQAITOUUEVEG TTAPAPETPOUG Yia KABE deiyua.

BaBuovounon

To 6pyavo ZENIT RA Analyzer xpnOIMOTIOIEI IO KOUTTUAN BaBuovounaong atrobnkeupyévn otn yvhun (master
curve), TTou TTapdyeTal a1rd TOV KATAOKEUAATH yia KGBe TapTida guolyyag avridpacTnpiwv.

O1 mapduetpol Twv “master curve”, padi pe TIG TIUEG TWV CUYKEVTPWOEWV Twv Pabuovountwy, Eeivai
atrobnkeupéveg atn pviun Tou DATA DISK kar yetagépovtal atn Bdon dedopévwyv Tou opydvou.

O1 BaBuovountég A kai B xpnoigotroioUvTal yia Tnv emavaBaduovounon g “master curve” avaloya pe 10

Apyavo TToU XPNOIUOTIOIEITAI KAl JE Ta avTIOPACTHPIa ETTi TOU OpydAvou.
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MNa va ekteAéoeTe TNV eTavaBabuovounon avaAuaoTe €1g TPITTAOUV Toug dUo PBabuovountég A kai B kai €ig
atAoUv Toug pdpTupeg. O1 TIUEG TNG OUYKEVTPWONG TTOU AauBAvovtal PE TOUG UAPTUPES ETTITPETTOUV TNV
eMKUpwWOnN TNG véag Babuovounong.

A@OU yivel atrodeKTr Kal aTroBnKeuTel TN YvAuN n emavafabuovopnon g “master curve”, OAa Ta emoueva
Ociypata yrropouv va avaAuBouv xwpig TTepaitépw Badbuovounon, ekTog atrd TIG akOAOUBEG TTEPITITWOEIG:

- oTav éxel ToTToBeTNOE £TTi TOU OPYAvVOU pia UCIyYa avTIOPACTNEIWY PE MIa Kalvouplia TTapTida

- OTav ol TINEG TwV PapTUpwy Oev oUPTTEPIAGUBAVOVTAl OTO £0POG ATTODOXNG

- OTav ekTeAEiTal n dladikaoia ouvTHPNoNG TOU Opyavou

- otav éxel TapéABel n nuepounvia ANENG TG eykupdTNTAG TNG £TTavaabuovounuévng “master curve”.

H eykupotnTa Tng emavafabuovounuévng “master curve” yia 1o kit ZENIT RA Centromere B diapkei 15
NUEPES.

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

[10000I0pIoUOC
MéoTe TO TTANKTPO EKKiVNONG.

1. To ouotnua avappo®d 80 upL AiaAutn deiyudtwy, 40 pL Mayvnrikwv cwpaTtidiwv, 100 yL AlaAuTn
oeiypudtwyv kol 4 pL deiypatog ) paptupa (yia Toug Pabuovountég o OETIKOG 0pPOG TTapEXETal
TTPOAPAIWHEVOG JE TO AIOAUTN OEIYPUATWY Kal 0 OYKog TTou Aapfaveral givar 104 yL). Ta diaAlpaTa Kal 10
EVAIWPNKA TTOU avappOoPWVTal dlavEPOVTAl TNV 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.

>tnv utrodoxn diavéuovTal 200 yL ouluyoug.

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

o a A~ N

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

N uttodoxn HETAPEPETAI OTO BAAANO avayvwang.

7. HT1oodétnTa degpeupévou auluyoug aTn aTeped @daaor, TTou ekppaletal oe RLU, eival atreuBeiag avaioyn
Me TN ouykévipwon IgG avTi-kevTpouepidiou B TTou utrdpxel 0To deiypa.

8. O amavtioeig Tou Aaufdvovtal TrapepBAAAovTal GTNV KAUTTUAN BaBuovounong Kal JETATPETTOVTAI O€

OUYKEVTPWOEIG.

AciypaTa pe TIHEG OUYKEVTPWONG UYNAGTEPEG aTTO TO Avw OpIo TOU €UPOUG dUVATOTNTAG PETPNONG UTTOPOUV
va apaiwBouv kal va uttoAnBoulv ek véou oe dokiyaaia. H véa Tiur) Tou AapBaverar ToAAatTAacidderal, yia

TN AfYn Tou TEAIKOU aTTOTEAECUATOG, UE TOV CUVTEAEDTH APAiWONG TTOU XPNOIKJOTTOINONKE.
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EAEMXOZ MNOIOTHTAX

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

Av TO €pyaoTApIO CAG ATTAITEL, YO TNV €TTAANBEUCN TWV ATTOTEAEGUATWY TOU TTPOGOIOPIGHOU, HIa GUXVOTEPN
xpron A évav 1o auénuévo apiBud papTupwy, aKOAOUBAOTE TIG d1adIKAGIag Tou EAEyXOU TTOIOTNTAG TTOU Eival
KOBIEPWHEVEG EKEI.

Av xpnoigotrolouvtal 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 TwvV JapTUpWV.
Av xpnoigoTtrolouvTal SIaPOPETIKOI 0poi EAEyxOU, gival atTapaitnTo, TTPIV ATTO TNV TTPWTN TOUG Xpron, va
TIPOCBIOPICETE TIG AVANEVOUEVEG TINEG UE avTIOpaoTrpla Kal To cuoTnua ZENIT RA.

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

2€ QUTAV TNV TIEPITITWON €ival avaykaio va eKTEAECETE TIpIV TNV €mavaAnyn Tou TTPoodIopIcHoU JIa

diadikagia eTavaBabuovounong.

YMNOAOTIZMOZ KAl EPMHNEIA TQON ANOTEAEZMATQN

YmmoAoyioudcC Twv amoreAecudTwy

H ouykévipwon Twv avriowpdtwyv IgG avti-kevtpopepidiou B TTou utrdpxel oto e&etalduevo deiyua
utroAoyideTal autépata amd 1o oUoTnua. O1 TINEG UTTOPOUV VA OTTEIKOVIOTOUV PHECW avAyvwong OTo PBivTeo N
Héow eKTUTTWONG.

O1 ouykevTpwaoelg ekppadovtal oe UA/mL.

O utroAoyioudg TNG CUYKEVTPWONG TNG TTPoadiopi{duevng ouaiag aTo deiypa yiveralr yéow avayvwong tng
amdvinong Tou AapPaverar yia k&Be Odeiyya o€ pia KAPTUAN Babuovounong mou UTTORAAAETalI O€
emegepyaaia p€ow evog ouaTruaTog AoyiaTikou “fitting” pe Téoaepig TTapapéTpoug (4PL, otaBuiouévo Y), TTou

d10pBwveTal TTEPIOdIKA avaAoya e TIG ATTAVTACEIG TTOU AapBdavovTal aTov TTpoadiopioud Twv BaBuovounTtwy.

la AeTrTopEPEiG TTANPOPOPIEG OXETIKA PE TOV TPOTTO PE TOV OTTOI0 TO CUCTNPA UTToAoyilel Ta atroTeAéopaTa,

OUMPBOUAEUTEITE TO €YXEIPIDIO AEITOUPYIOG TOU CUCTAPATOG.

Epunveia twv amoreAsoudrwy

To €Upog TNG duvaToTnNTag PETPNONG Tou TTPpoadiopiouol ZENIT RA Centromere B egivai: 0,0 — 640 UA/mL.
O1 katwTtepeg amod 0,0 UA/mL migég gival guvayOueveg TIHEG KAl UTTOpoUV va avagpepBbouv wg “ioeg pe 0,0
UA/mL”.

O1 ipég mavw atoé 640 UA/mL ptropolv va ava@epBbouv wg “avw Twv 640 UA/mL”, § va uttoBAnBouv o€ ek
véou doKIPaaia JETA aTTO KATAAANAN apaiwon.
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Ta ammoTeAéopata Twv OEIYUATWY PUTTOPOUV VA EPUNVEUTOUV e TOV akdAouBo TpoTTo:

(UA/mL) Epunveia
< 10 To deiypa Tpétrel va BewpnBei wg apvnTiko yia Tnv Tapouaia IgG avTi-kevrpouepidiou B
2 10 To deiypa Tpétrel va BewpnBei wg BeTIKG yia Tnv TTapouaia IgG avTi-kevtpouepidiou B

O1 Trapatrdvw ava@epOUEVEG TIHEG TTPETTEI va BewpouvTal YOVO TTPOTEIVOPEVES TINEG. To KABE epyacThplo
TTPETTEl va TTPOCdIopidel Ta SIKA TOU dIOCTHUATA AVaPOPAG.

OPIA TOY MPOXAIOPIZMQOY

MNa d1ayvwaTIKoUG OKOTTOUG, Ta atroTeAéouaTa Tou Aappdavovtal pe 1o kit ZENIT RA Centromere B xkai 10
ouotnua ZENIT RA Analyzer TTpETTEl VO XPNOIUOTTOIOUVTAI ATTO KOIVOU PE Ta AAAA KAIVIKA KAl €pyacTnPIaKA
oTolxeia Tou gival aTn di1d6gon Tou 1aTPOU.

H BakTtnpiakn péAuvon Twv SelyUdTwy Kal n atmevepyoTroinan oTtn BepudTnTa Ytmopolv va eTnpedoouv TO
atmroTéAeopa Tou TTPoadiopIouoU.

Ta €TePOPIAG AVTICWHATA TTOU UTTAPYXOUV OTa OgiyuaTa avepwTrivou opou PTTopoUv va avTidpdoouv HE Ta
avTidpaaTrpia e BAon avoooo@AIPIVES, TTPOKAAWVTAG TTAPEUBOAEG OTOUG avVOGOAOYIKOUG TTPOGSIOPIGHOUG
in vitro. Autd Ta dgiypata PTTopoUlv va dWOOUV PN QUGCIOAOYIKEG TIUEG av avaAuBouv pe 1o KiIT ZENIT RA
Centromere B.

ANAMENOMENEZX TIMEZ

AvaAuBnkav Ta dciypata 100 dotwv TTOU €TMAEXTNKAV TUXaia yia Tnv €TTAARBguOn TnNG TTAPOUCIAg TwV
avTIOWPATWV 1gG avTi-kevipopepidiou B.

99 deiyuarta TTpoékuwav apvnTIKA, Ye Yia yéon TipnA 2,0 UA/mL kai pia Tutrikr atmmokAion 1,40 UA/mL.

Me Tta amoteAéopata Tou eA@Bnoav utroloyiotnke 1o “Limit of Blank” (LoB = n uynAdtepn Ty Tmou
MTTOPOUE VO aVAPEVOUHE O€ HIa a€Ipd OEIYUATWY TTOU dEV TTEPIEXOUV TNV TTPoadiopifouevn ouaia). To “Limit
of Blank”, Tou TpoadiopioTnke wg 10 95° ekaTtoaTNUOPIO TOU apvnTikoU TTANBuopoU, TTpoékuye ioo ue 4,8
UA/mL pe Tnv MapTida avridpactnpiwy ap. 1.

AMNOAOZEIX

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

TTPOPRAETTOUEVO ATTO TOV KATAOKEUAQTH) TPOTIO.
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AkpiBeia kai EravaAnwiudrnra

H akpifeia kai n emavaAnyipétnta Tou kit ZENIT RA Centromere B alohoynbnkav pe xprion &vog
TPWTOKOAAOU pe BAon TG KateuBuvTApieg ypauuég Tou eyypagou EP5-A2 Ttwv Clinical and Laboratory
Standards (CLSI).

H akpiBeia utroloyioTnke avaAlovtag Ta ammoTeAégpaTa 20 eTTavaAyewy TEGaApwY opwv (Evav apvnrikod
KOl TPEIG BETIKOUG PE DIAPOPETIKEG OUYKEVTPWOEIG IgG avTi-kevTpouepidiou B) tmou ekTeAéoTnkav pe dU0
SIAQOPETIKES TTAPTIOEG avTIOPACTNEIWY TNV idIa TTEIPANATIKI CUVEDpIa.

H ouykévtpwaon Tou opou Trou ATav apvnTikog yia IgG avTi-kevipopepidiou B (NC) rpoékuye aTo €0pog atrd

0,0 ¢wg 0,0 UA/mL kai a6 0,0 £éwg 1,2 UA/mL avTioToixa pe Tnv mapTtida avnidpactnpiwyv ap. 1 kai ap. 2.

>1ov Mivaka avaypdgovTal Ta atroteAéopaTa mou Aaufdvovtal ge Toug 3 BeTIKOUG 0poUG.

, Méo
Acgiypa AvmidpaoTipia ouyKévrgwcn SD CV %
Ap. TapTidag (UA/mL)
Lp 1 35,3 0,56 1.6
2 33,5 0,56 1.7
1 125,0 2,41 1.9
MP : :
2 114,3 4,32 9.8
Hp 1 231,0 3,92 1.7
2 212,6 3,03 1.4

H emavaAnyiudrnra utroAoyioTnke avaAUOVTOG TA OTTOTEAEGUOTA TOU TTPOCOIOPICHOU TTEVTE OPWV (£VOG
apvnTiIkoU Kal TeEOOApwV BeTIKWV UE  OIOPOPETIKEG OCUYKEVTPWOEIG avTI-KeEVTpouepidiou B 1gG) Tou

eKTEAEOTNKE €1G ATTAOUV e BUO BIaPOPETIKEG TTAPTIOES avTIdpaoTnpiwv oe 30 dIaQOPETIKEG TUVEDPIEG.

H ouykévtpwan Tou opou avTi-kevrpopepidiou B 1gG apvnrikou (N1) Tpoékuype OTI GUpTTEPIAQUPBAVETAI OTO
eupog amo 0,0 éwg 0,0 UA/mL.

>1ov Mivaka avaypdgovtal Ta atroteAéopaTa mou AaufdvovTal ge Toug 4 BeTIKoUG 0poUG.

Méon
Acgiypa OUYKEVTPWON SD CV %
(UA/mL)
P1 16,3 1,43 8,8
P2 56,2 3,88 6,9
P3 89,9 7,78 8,7
P4 260,1 19,22 7,4

[pauuIKOTNTA TWV APAIWTEWY

H ypapuikoéTnTa TWV apaiwaewy Tou KIT ZENIT RA Centromere B agloAoyABnke pe xprion evog TTpwToKOAAOU

ME Bdaon TIG KaTeuBUVTAPIEG YPaUPEG Tou eyypdgou EP6-A Twv Clinical and Laboratory Standards (CLSI).
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MpoaodiopioTnkav KAIUOKOUPEVEG APAICEIS 2 0pwV UWPNANG cuykévipwong IgG avTi-kevipopepidiou B, tmou

eKTEAEOTNKAV YE TO AIOAUTN BEIYUATWV.

Ta atroTeAéoPaTa QUTAG TNG PEAETNG avake@aAaiwvovTal aTov akdAouBo Trivaka.

. MeTpnOcica Avapevopevn . o
Acgiypa Zuvn’)\scrmg OUYKEVTPWON OUYKEVTPWON AvuK'rn:m %
apaiwaong (UA/mL) (UA/mL) %
1 2731 - (100)
1 2 139,1 136,6 101,8
4 58,7 68,3 85,9
8 39,2 34,1 115,0
1 2227 - (100)
2 2 109,0 111,4 97,8
4 54.3 55,7 97,5
8 25,6 27,8 92,1

2¢e K&Be TTePITITWON KaBioTatal amapaiTNTo va UTTOYPANMIoTEl OTI dev TTopOoUV OAoI 01 0pOoi, OTaV PETPWVTAI
o¢ OIOQPOPETIKEG APAIWOEIG, VO TIAPEXOUV YPOUMIKA ATTOTEAEOUATO OTO EOWTEPIKO TOU €UPOUG TNG
duvatéTnTag PETPNONG, KABWGS To ammoTéAeapa eEapTdral 0x1 HOvo atrd T CUYKEVTPWON OAAG Kal atrd Tn

OUYYEVEIQ TWV AVTICWHATWY, KaBWGE Kal Tr GUYYEVEIQ TWV aVTICWHATWY TTOU UTTAPYXOUV GTO Oeiyla.

Euaiobnaia tn¢ avaAuaong

H euaioBnoia Tng avaiuang tou kit ZENIT RA Centromere B , ekppacpévn wg 6pio avixveuong (Limit of
Detection — LoD: dnA. n uikpdTEPN TTOCOTNTA TTPOCdIOPICOUEVNG ouaiag TTou n péBodog civalr oe BEon va
peTprioel) afliohoynBnke XpNOIPOTTOIVTAG £va TIPWTOKOAAO pe Bdon TIG KATEUBUVTAPIEG YPAUMEG TOU
eyypagou EP17-A twv Clinical and Laboratory Standards (CLSI) kai Tov 10170 UTTOAOYIOMOU LOD = LoB + Cg
SDs (61mou LoB tapiotd tnv Tipr tou “Limit of Blank”, SDg TNV eKTIMWPEVN TUTTIKA ATTOKAION TNG KOTAVOMNG
TOoU BeiyuaTog XauNAARg ouykévipwong Kal Cp atroppéel atrd 1o 95° eKATOOTNAUOPIO TNG TUTTIKAG KAWTTUANG TOu
Gauss).

Xpnoigotroinkav 4 Oeiygata XaunAAg CuykEVTpwong TTPoadIopI{OPEVNG ouaiag, TTPOCOIOPICHEVA €16
AaTTAOUV PE BUO DIAPOPETIKES TTAPTIOEG avTIdpacTnpiwy o€ 30 dlIaYopPeTIKA TTEIpdpaTa.

To 6pio avixveuang Tou kit ZENIT RA Centromere B Tpoékuye ioo pe 7,2 UA/mL.

O1 miyég TOU opiou avixveuong, padi pe CNTAPOTA KAIVIKOU XAPOKTAPA Kal amoTeAéopata oUYKPIoONG ME

peEBSOOoUG avapopds cuvéBallav aTov TTPoadIopICUO TNG TIMAG aTTOKOTING (cut-off).

Eidikérnta tnc avdAuonc: MNapsuBoAéc

Mia peAétn TTou BagioTnke OTIG KATEUBUVTHPIEG YPAUUEG Tou eyypdgou EP7-A2 twv CLSI katédeige Ot o1
atodd0oeIg Tou TTPoadiopicuol dev eTnpeddovTal atd TNV TTapoudia Twv dUVNTIKWY OUCIWV TTAPEUROANG

TTOU avaypdg@ovTal OTov aKOAOUBO TTivaka, £EwWG TN CUYKEVTPWON TOU TTEIPANATOG.
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AuvnTiKEG ouTieg . . .
TapepBoARc MéEy10Tn CUYKEVTPWON TOU TTEIPAPATOG
EAeUBepn xoAepubpivn 20 mg/dL
>uleuypévn XoAepuBbpivn 28 mg/dL
Algoopaipivn 1000 mg/dL
NITTapa o&éa 3000 mg/dL

AvTtevdeikvuTal woTdo0o N XpAoN AITTAIMIKWY JEIyUATWY, SEIYMATWY JE aludAucn ) BoAwV delyudTwy.

Eidiké1nta tnc avédAuonc: AiaoTaupoULEVEC avTIOPATEIC

MNa v agloAdynon Twv duvnTiKWVY dIACTAUPOUUEVWY QVTIOPATEWY TOU avTIyOVOU, TTOU XPNOIUOTTOIEITal YIa
TNV €uaioBnToTroinon Twv PIKPOoWUATIdiWY, dIEEAXON pia peAETN pe 10 deiypata, OAa pe uywnAd etimeda
GAAWV auToavTIoWNATWY Kal apvnTika yia IgG avTi-kevtpouepidiou B.

Ta ypnoiyotroloUueva deiypara utrodiaipédnkav wg €§Ag: SS-A (1), Scl 70 (1), dsDNA (1), 1o1éveg (1),
Tupnviakd (1), B2-GPI/CL 1gG (1) kan yhiadivn/t-TG (1), RF (2), MPO (1).

H peAétn dev €0¢€1€e kapia onuavTikh diIaoTaupoUPEVn avTidpaan TOU avTiyovou o€ OTEPEd @Aaon Pe Ta GAAa

QUTOAVTICWHATA.

Emidpaon kopeouou o€ uwnAéc doo¢eic

MepikéG avoaohoyikég péBodoI TToU XPNOIUOTTOINONKAV yIa TOV TTPOCGOIOPIGHO TwWV DEIYHATWY TTOU TTEPIEXOUV
TNV TTPoadiopiféuevn oucia ae eEAIPETIKA UWPNAEG GUYKEVTPWOEIG UTTOPET va dUWOOUV PAIVOUEVIKA ETTITTEDO
TPOoadIopIfOuEVNG ouaiag XaunAdTepng TIUAG (paivopevo hook).

H péBodog mmou xpnoipotroicital ato KITt ZENIT RA Centromere B, 6viag pia péBodog pe dU0 £TTwACEIG, OgV
EUPaviCel AuTO TO PAIVOUEVO.

‘Eva Ociypa pe eEaipeTIkG uywnAf ouykévipwon (dvwBev Tou eupoug pétpnong) IgG avri-kevrpouepidiou B

emBePRaiwoe Tnv atroudia emmédou “hook” £wg Tn ouykévtpwan Twv 5956 UA/mL.

2xenikn Evaiobnaia kar Eidikétnia

H mrapoucia avricwpdtwy IgG avTi-kevipopepidiou B mmpoadiopioTnke xpnoigotroliwvTag 1o KIT ZENIT RA
Centromere B kal pia pé6odo mpoadiopicpol ELISA Tou eutropiou oe 424 dciypata. 8 dciypata Edwoav
avTikpoudueva atroteAéopaTta PeTagu Tou Tpoadiopioyol ZENIT RA kai Tou mpocdiopicpol ELISA Tou
EUTTOpPIOU.

H oxerikn oup@wvia TTpoékuye eTTopévwg OTI gival ion pe 98,1 % (416/424).

H oxerikn suaiobnoia poékuye OTi gival ion pe 97,9 % (47/48).

H oxerikn €181koTnTa TTpoékuYe OTI gival ion pe 98,1 % (369/376).

Opd¢ avapopdc
H mmooéTtnTa Twv avricwudtwy avti-kevrpopepidiou B 1gG mou umdpyouv ato deiyua “ANA HUMAN

REFERENCE SERUM # 8 (CDC, Ap. kataA. 1S2134, Ap. rapTtidag 84-0026) trou petpriOnke pe 1o kit ZENIT
RA Centromere B Bpébnke 611 eival 105 UA/mL.
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TECHNOGENETICS S.r.l.
Viale Casiraghi 471
20099 — Sesto San Giovanni (MI) - Italia

GREECE

Alavéperal otnv EAAAAA amé Tnv

MENARINI AIATNQZTIKA IATPIKA OPTANA AEBE

A. Bouhiaypévng 575- 16451 ApyupouTroAn — ABrva

TnA.: +30 210 9944952 - ®dag: +30 210 9945029

papun E€utnpétnong AiaATn: 801 11 44400
www.menarinidiagnostics.gr - e-mail: mendiagr@otenet.gr
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