ZENIT RA B,-GLYCOPROTEIN I 1gG REF 41426

‘ REF 41426 ‘ AlavépeTal amé TNV
ZE@ ZENIT RA 32-GLYCOPROTEIN | IgG W/ AMENARNI

OAHTIEZ +8°C \ ; / C €
XPHEIHE IVD +2°0/R/_
100

XPHXH A THN OMNOIA NMPOOPIZETAI

H dokipyacia ZENIT RA B,-GLYCOPROTEIN 1 IgG civar pia dokiyagia avoooAOYIKAG XNUEIOPWTAUYEING
(CLIA) yia 1oV TT000TIKO TTPOCdIOPIOUS, PE TOV ATTOKAEIOTIKO avaAuth ZENIT RA Analyzer, Twv €IQIKWV
avTIOWHATWYV TaENG IgG TTou KaTeuBUVOoVTal £vavTl TNG Bo-yAukoTTpwTEivngG | o€ deiyparta opoul 1 avepwTTivou
mAdopatog (EDTA, nTrapivn).

AuTOG 0 TTPOCDBIOPICHOG XPNOIPOTIOIEITAal WG dIayvwaoTIKG Borbnua otnv aiohdynon Tou auvdpduou
avTIQWOo@OAIMIdiwv (APS).

MPOZOXH: OtroladATIOTE 1IATPIKA aTTOPacn Ogv YTTopEi va BacifeTal OTO aTTOTEAEGUA aUTAG TNG OOKIUOTIag
pOvo, aAAG Tpémel va PBagifetal otnv agloAdyncon Tou OuvoAou OAwv Twv JIABECIHWY KAIVIKWV Kal

EPYOAOTNPIOKWY OEDOUEVWIV.

KAINIKH ZHMAZIA

H mmapoudia avTiowo@oAImIOIKWV avTIowUAaTwy (aPL) oe aoBeveig pe QAEPIKEG A KAl apTnPIaKEG BpouBWOEIg
l o€ aoBeveig Ye PAIEUTIKEG ETTITTAOKEG gival 0 BACIKOG epyacTnplakog Oeiktng (padi ue LAC) yia tn didyvwan
TOU “OuvopouoU avTipwaPoAITIOIKWY avTiowuaTtwy (APS)’ !

Z0JQWVa PE Ta KPITAPIA TOUu Sapporo, emikalpotroinuéva 1o 2006 ! n oidyvwon Tou APS pTtropei va
KaBopioTei o€ TTapouaia TOUAGXIOTOV £VOG KAIVIKOU Kal EVOG EpYaaTNPIOKOU KPITnpiou.

Ta egpyaatnpiokd@ KpitApia TTPOoRAETTOUV TNV BETIKOTNTA TTOU €TIPEVEI OTO XPOvo (12 €Bdouddeg) oe éva
péoo/uwnAd TiTAO avTicwudtwy avTikapdioAmivng (aCL) A kal avTiowpdaTwy avTi-B-yAukotTpwreivng | (a
B2GPI) i kal avTICWPATWY “avTITTNKTIKOU AUKou” (LAC).

Ta avricwuarta aCL kai a-B,GPI ytropouv va eival Tou 1IcéTuttou G 1 M Kai va €xouv évav TiTAo TTavw atd 40
U/mL.

H trapouacia avTipuo@OoAITTISIKWY avTICWHATWY KaTedeixOn yia mpwTtn @opd 10 1941 o¢ deiyuara acBevwv
pE opoloyikh didyvwon oU@IAng 2 ATTod€iXTNKE OTI 0 0POG AUTWYV TWV a0Bevwv aAAnAemdOpoUce Pe TO
QPWOQONITTIOIO KAPBIOAITTIVN, TTOU TTEPIEXETAI OTA eKXUAIgUaTa Kapdidg Bodg Tng dokipaaiag VDRL (Veneral
Disease Research Laboratory ) Tou Bewpeito €101kr] yia Tn didyvwan Tng oUPIANG.

H €1dikéTnTa Tou TTPoadiopicuolu VDRL 1€0nke uttd ap@ioBnTnon ammo TIG TTOAUGPIOUES TTEPITITWOEIG WPEUDOUG
BeTikdTNTAG O¢ OciyyaTa aoBevWIV JE CUOTNPATIKEG QUTOAVOOEG VOOOUG Kal Xwpig appodioia vooruata. To
1983 ol Harris et al. >, XPNOIMOTTOIWVTAG PIa pEBOdO augnuévng suaioBnaiag yia Tov TTPOCOIOPIGUO TWV
QVTIOWHATWVY avTikapdloAitTivng, BpAkav ato 61 % Twv acbevwy pe LES augnuéveg ouykevrpwaoeig aCL,
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ZENIT RA B,-GLYCOPROTEIN I 1gG REF 41426

KOTAdEIKVUOVTAG HIA ONUAVTIKI) GUOXETION METASU TWV ETMTESWY TOU AVTICWHATOS Kal TWV QGAERIKWYV Kal
apTNPIaKWV BpouBwoewy, To “avTITTNKTIKG AUKOU” Kal TN BpouBOKUTTAPOTTEVIa.

To 1990 SUo QVefApTNTEC OUGdEC epeuvnTvV *°

KaTédeIigav OTl yia TNV avAadeign Twv avTICWHATWY
avTIKapdIoAITTivnG gival atrapaitnTn n mapouaia TG Bz-yAukotrpwTeivng 1.

H Bo-yAukotrpwreivn | £xel éva popiakd Bdapog repitou 50 kDa, pia TTAaouaTIKh guykéEvTpwan trepitrou 0,15-
0,30 mg/mL ka1 pia BioAoyikn Asiroupyia adieukpivioTn péExpl OTIYPAG (@aiveTar Ot gival oe Béon va
TPOTTOTTOICElI TO PETABOAIOUS TWV AITTOTTPWTEIVWV, VA ETTNPEACEI PEPIKEG TINKTIKEG AVTIOPACEIG KAl VA EXEI
dpdon KaTé TNG CUCOWPEUCNG TWV a|p01'r5TaAiwv6'9). Mpbo@aTeg KPUGTOANOYPAQIKEG UENETEG OploAV TNV
TPICBIGTATN SO TS TIPWTEIVNS Kal TRV 0pyavwat] TS o 5 Topeic "¢, rapéxovTac xprioiues TTANPOQOpiEC
yia Tn Agitoupyia autou Tou popiou.

Mo cguykekpipéva, o Topéag V mapouaiddel TToAudpiBua utroAciypara Augivng TTou gival utredBuva yia Tnv
NAEKTPOOTATIKA OAANAeTiOpacn NG Bz-yAukoTrpwTeivng | he Ta QWOQOANITTIOIKA AVIOVTA TWV KUTTAPIKWY
pspoavo’ov12. Méow Tou idlou pnxaviopgoUu cupBaivel “in vitro” o deouog PETAgU TNG P2-yYAUKOTTPWTEIVNG Kal
NG KapdIOAITTivnG TTou TTpoCpo@aTal aTn  oTeped  @don. Katedeixbn eupéwg o611 Ta  avTiocwpata
avTIKapOIOAITTivAG Twv a0Bevidv JE GUVOPOUO AVTIQWOPOAITTIOIKWY QVTICWUATWY  avayvwpifouv €va
TpoTroTroINUEVO  TUAMA TNG Po-yAukomrpwreivng |. Autd Ta autoavTiowpota Oev givar oe Béon va
avayvwpiogouv Tnv KapdIOAITTivr, TNV eyyevh Po-YAUKOTTPpWTEIVN TTOU dev gival DETUEUUEVN OTIG OTEPEES
PACEIC ) € GAEG Bopec™ > >,

O1 yvwaoeIg TTou €X0UV aTroKTNOEl £Wg OAUEPA PAG ETITPETTOUV VO OPICOUUE TA AVTICWHATA AVTIKAPSIOAITTIVNG
WG AVTICWHATA TToU gival g€ B€on va deOPEUTOUV O€ VEOETTITOTIA TTOU TTAPAYOVTal aTTd TO OEOUO PETAEU Bo-
YAUKOTTPpWTEIVNG Kai KapdIOAITTiVNG TTOU TTPOCPO@ATal O OTEPEG PATN.

Katedeixdn akohoubwe™*™®

OTI TO QVTICWHATA avTIKAPOIOAITTiVNG OTOUG a0Beveic Ye auTodvooeg vOOOoug
pTTOpoUV  va  avayvwpioouv Tn  Bo-yAukomrpwreivn | TTou  TTpoopo@drtal  dueca  OTIG  MIKPOTTAGKEG
TToAUOTUpEViou, TTou €xel UTTORANBei ot emefepyacia pe UV 1 €xel akmivoBoAnBei. Kai og autiv tnv
TEPITTTWAN, N AVAYVWEICH TOU Popiou atrd Ta auToavTiowuata kabopifetal atmd TIG DOUIKEG METABOAEG TTOU

TTpoKaAouvTal atrd To OGP0 TNG TTPWTEIVNG OTn OTEPEA GAOT.

APXH THZ MEGOAQY

To kit ZENIT RA B,-GLYCOPROTEIN | IgG yia 1ov 1T000TIKO TTpo0diopioud Twv €1dIkwv IgG avti-p2-
yAukotTpwTteEivng | yxpnoiyotrolei pia €uuean avoooAoyikr péBodo dUo BnudTtwv pe BAcn Tnv apxn Tng
XNUEIOPWTAUYEIAG.

H B2-yAukotrpwreivn | xpnaiyoTroigital yia Tnv €mévoucn Twv PayvnTIKWY cwlaTidiwy (aTeped @daon) Kail Eva
QVTIOWPA KaTd Twv avBpwmvwy IgG emaonuaiveral ge €va Tapdywyo Tou eaTépa akpidivng (oufuyEg).

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

Katd tn Oeltepn emwaon 1o ouluyég avTidpd ME Ta avTiowpaTta avTl-B2-yAukotrpwreivn | 1gG tou
OeopevovTal OTTO TN OTEPEA QPAON.

MeTd a1rd KGBe TWACT, TO UAIKO TTOU v OEGUEUETAI OTN OTEPEG GACT ATTOPNAKPUVETAI HECW AvapPOPNaNg

Kol akéAouBng TTAUCNG.
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H 1moodTtnTa Tou onuacuévou ouluyoug TTOU TTAPAUEVEl DECUEUNEVO OTN OTEPEG QAan agflohoyeital péow
EVEPYOTTOINONG TNG aVTIOpAONG XNUEIOPWTAUYEIAS KAl TG METPNONG TOU QWTEIVOU CHpaTog. To TTapayoduevo
oNua, eKQPalOPEVO Ot OXETIKEG Hovadeg @wtdg (RLU, Relative Light Unit), eivar evOelkTikO Tng
OUYKEVTPWONG TwV €I0IKWV aVTIOWHATWY TTou UTTdpxouv oTo Octiyua, aoToug Babuovountég Kal GTOUg

MAPTUPEG.

AYTOMATOINOIHXH

O avaAutg ZENIT RA Analyzer ekteAei ge autéparto TpOTTO OAEG TIG AsITOupyieg TTou TTPORAETTOVTAI ATTO TO
TTPWTOKOAAO TOou TTPOadIopIopoU: pooBrkn oTov TEPIEKTN avTidpaong Twv OelyhdaTwy, BaduovounTwy,
HapTUpWyV, MPayvnTIKWV owpaTidiwy, ouluyolg Kal OIOAUPATWY  EVEPYOTTOINCNG  XNMEIOYWTAUYEIAG,
payvnTIKOG SiaxwpIoPog Kal TTAUON TwV CWHATIBIWY, JETPNOT EKTTEMTTONEVOU QWTOG.

To ocuoTtnua utroloyiCel Ta amoTeAéopata Tou TTPOCdIoPIoCPOU yIa Ta Ogiyyata Kal TOUG UAPTUPEG PEOW
KOUTTUANG BaBuovounong Trou gival atmoBnkKeupévn aTn JVARN KOl EKTUTTWVEL JIa ava@opd TTou TTEPIAAUBAvEl

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

YAIKA KAl ANTIAPAZTHPIA

YAIKG Kai aviidpaaTneIa mou mapéxovral

ANTIA 1 MP 2,5mL

MayvnTikd cwuaTidla €TTeVOUHEVA PE TO AVTIYOVO Bo-YAUKOTTPWTEIVN | o€ pUBMICTIKG OIGAUNG QWO POPIKWV
TToU TTEPIEXEl TTPWTEIVEG aTaBepoTToinang, em@aveiodpaoTikr) ouaia, Pro-Clin 300 kai adidio Tou vartpiou (<
0,1 %) wg auvTnNENTIKA.

ANTIA 2 | CONJ 25 mL

MovokAwVIKO avTiowpa TTovTIKoU KaTé avBpwTivwy IgG anuacuévo pe éva Tapdywyo 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 deiyudtwv: PuBuIioTIKO SIGAUPa QWOQOPIKWY TTou TrepIExel aAfoupivn opolu (04,

ETMPEAVEIODPACTIKA ouaia, kuavr XpwaoTikr], Pro-Clin 300 ka1 evrapukivn SO4 wg ouvTnpnTIKA.

ANTIA 4 | CALA 1,6 mL
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Opdg avBpwTtrou pe XAPNA CUYKEVTPWON QVTICWHATWY avTI-Bo-yAukomrpwTeivng | 1gG oe puBuIoTIKO
OIGAUPO  QWOQPOPIKWY TTOU TTEPIEXEI aABoupivnl opou Podg, E€TIPAvEIOdPATTIKA ouaia, adpavr] Kuavr

xpwaTikr, Pro-Clin 300 kai 'evrapukivn SO4 wg auvTnenTIKA.

ANTIA 5 | CALB 1,6 mL

Opdb¢ avBpwTTou Pe UYPNAR CUYKEVTPWON QVTICWUATWY avTi-Bo-yAukoTrpwTeivng | 1IgG og puBpioTikd didAupa
QPWOPOPIKWV TTOU TTEPIEXEI aABoupivn opou Bodg, eIQAVEIOdPACTIKN) ouaia, adpavr Kuavh XpwaTikr, Pro-
Clin 300 kai M'evrapukivn SO4 wg ouvVTNPENTIKA.

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 ekppdlovtal o UA/mL  (auBaipeteg povadeg) kai  gival
BaBuovounuéveg Evavtl evog €0wWTEPIKOU TTPOTUTTOU ava@opdg. O TIUEG TWV CUYKEVTPWOEWY 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) evnuepwHEVES EwG TNV TEAEUTAIQ TTOPTIOO TTAPAYWYNASG 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 apTidag yia va dIaTnpEiTe TTAVTA EVNUEPWHEVES

TIG ATTAPAITATEG TTANPOPOPIES VIO TN OCWOTH AEITOUpYia TOU CUCTHUATOG.

Amrapaitnta UAIKG Kai aviidpaaTnpia mou OV mapéxovial aro KIT

- AvoAutig ZENIT RA (ZENIT RA Analyzer) Kwd. Ap. 41400

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

>uokeuacia 960 uTTodOXWV.

- Yyp6 cuotiuatog ZENIT RA (ZENIT RA System Liquid)
Kwd. Ap. 41409
1 @1dAn 0,5 Aitpou diaAupaTtog 10x.

- AidAupa TAUong ZENIT RA (ZENIT RA Wash Solution)
Kwd. Ap. 41407
1 @1dAn 0,5 Aitpou diaAupaTtog 20x.
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- et ekkivnTwv ZENIT RA (ZENIT RA Trigger Set) Kwd. Ap. 41403
1 @1dAn Twv 250 mL Trigger A (d1dAupa TTpogvepyoTTOinONG)
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.

-  ®uolyya cuotiparog eAéyxou ZENIT RA (ZENIT RA Cartridge Checking System) *
Kwd. Ap. 41401

- 2eT dvw TTwpdTwy ZENIT RA (ZENIT RA Top Cap Set)
Kwd. Ap. 41566

300 Gvw TTWPATa yia To KAEIOIPO TWV TTEPIEKTWV TWV BABUOVOUNTWY PETA TNV TTPWTN XPAON.
(*) O avaAlutig ZENIT RA Analyzer kal Ta €&aptiuaTta 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.

AAAa ouvigTwueva aviidpaarnpla

ZENIT RA APS IgG CONTROL SET Kwd. Ap. 41450
3 @iaAidia Tou 1,5 mL apvntikoU avBpwTrivou opoU kal 3 @iaAidia Tou 1,5 mL BeTikoU avBpwTTivou opou yia

avTiIowpaTa avTi-B2-yAukotrpwreivng 1.

MPOEIAOMOIHZEIZ KAI TIPO®YAAZEIX

Ta avnidpaatipia Tou TrapéxovTal ato KIT ZENIT RA B,-GLYCOPROTEIN | IgG 1rpoopifovTal atmoKAEIOTIKA
yla diayvwaTIKr) XpAon in vitro kai 6x1 yia xprion in vivo o€ avBpwTroug 1 wa.

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

H Menarini dgv ptropei va BewpnOei utrelBuvn yia atmwAEIEG ) CnUiEG TTOU aTTOPPEOUV ATTO PIA XPoN TTou

OEV CUUMOPQPUWVETAI E TIG TTAPEXOUEVEG 0ONYIEG.

[pouAdéeic acpalsiac

AuUTO TO TTPOIGV TTEPIEXEI UAIKO CWIKAG TTPOEAEUCNG KAl ETTOPEVWG O XEIPIOPOG TOU TTPETTEI VA YiveETal oav va
TTEPIEXEI HOAUGUATIKOUG TTOPAYOVTEG.
AuTO TO TTPOIdV TTEPIEXEI HEPN ME UAIKO avBpwtTivng TTpoéAeuons. OAeg o1 povadeg opol | TTAGGUATOG TTOU

XPNOIYOTTOIOUVTal YIO TNV KATOOKEUN Twv avTIdPAOTNEiwv autol Tou KIT avoAuBnkav pe pebddoug
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eykekpiyéveg ammo Tov Opyavioud Tpogiywv kai apudkwy Twv H.M.A. (FDA) kai Bpébnkav apvnTikéG yia
HBsAg, avt-HCV, avti-HIV1 kai avTi-HIV2.

QoTb600, meIdn kapia pEBodog eEétaang dev ival duvaTtd va TTPoaPEPEl TTANPN dIaCPAAIoT yia TNV atrouaia
TTaBoyovwy TTapayovTwy, 6A0 To UAIKG avBpwTTivng TTpoéAeuong Ba TTPETTEl va AVTIUETWTTICETAI WG dUVNTIKA
MOAUCHATIKO Kal O XEIPIOPOG Tou Ba TTPETTEN va yiveTal avaloya.

>¢ TEPITITWAON OUOKeEUAoiag Tou €xel uttoaTel BAAPRN pe ékAuon Twv avTidpacTnpiwyv, TTPOREITE OTnNV
atroAUpavan TG v AOyw TTEPIOXAS ME £va apaliwpévo dIGAUNA UTTOXAWPIWOOUG vaTpiou, a@oU AdBeTe Ta
KATAAANAQ TTPOCWTTIKA PETPA TTpOCaTaCiag (TTodId, yAvTIA, YUQAIG).

MpoBeite oTnVv améppIYPn TOU XPNOIUOTTOIOUPEVOU Yia TOv KaBapIoPd UAIKOU Kal Twv OTTORAATWY TNg
OUOKEUAOIAG TTOU agopouoe N €KAuan, YE BAan Toug €BVIKOUG KAvOVIOUOUG YIa TNV atroppiyn Twv duvnTIKWV
MOAUGUATIKWY ATTOBAARTWY.

Opiopéva avtidpaaTrpia TepiExouv adidlo Tou vaTtpiou wg ouvtnpenTikd. ETTeidA 1o alidio Tou vartpiou ptropei
va avTidpdacel Ye JOAUBDOO, XaAkS Kal HOAUBSIKO OpEeiXaAKO oxXnUaTiCoOVTag EKPNKTIKG alidia aTIG CWANVWUOEIS,
OUVIOTATAl VA PNV ATTOPPITITETE avTIdpacTApIa ) atTrORANTa OTIG ATTOXETEUTEIG OAAG va akoAouBeite Toug

€BVIKOUG KAVOVIGUOUG OXETIKA PE TNV ATTOPPIYN duVNTIKA ETTIKIVOUVWY OTTORAATWV.

popuAdéeic AsiToupyiac

MNa va AGBete agiémaTa amoTeAéopaTa €ival aTTapaiTNTO VO aKOAOUBNOETE auoTnpd TIG TTAPOoUTES 0dnyieg
XPong Kai va akoAouBnaoeTe 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  Pmopoulv va agaipebolv amd Tn QUOIyya Kair  va
ETTAVOCUVOPHOOTOUV.

Mnv XpNOIYOTTOIEITE TO KIT JETA TNV TTAPODO TNG NUEPONNVIag ANgng.

MPOETOIMAZIA TQON ANTIAPAZTHPIQN

Ta avTidpaocTApIa TTOU TTAPEXOVTAI JE TO KIT €ival OAa £Toipa yia Xprion.

ZYNTHPHXH KAI ZTAGEPOTHTA TQN ANTIAPAXTHPIQN

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

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

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

] ETTi 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 wpeg ava auvedpia.

Mnv KaTayuxeTe Ta avTIdOPACTAPIA KAl TOUG BaBuovounTég.
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MPOETOIMAZIA KAI ZYNTHPHZH TQN AEIFMATQN

O mpoacdiopiopdg TTPETTEN va yiveTal o€ avBpwTTiva deiypata opoU kal TTAdouaTog (EDTA - Hmrapivn).
AvTtevdeikvuTal n xprion AITTAIMIKWY JEIYPATWY A OelyudTwy YE aidéAuon | BOAWY JEIYUATWY.

Av 0 TTPOODIOPICPOG EKTEAECTEI HETA ATTO TTAVW ATTO 8 WPES aTTO TN ARYN, dIaXWPIoTE TOV 0pO ATTO TO TTHYHA
rl To TTAGopa atmod Ta epubpd AINOCPAIPIA, NETAPEPOVTAG TA ATTO TOUG TTPWTEUOVTEG TWARVEG dlIaXWPICHOU e
YEAN OTOUG BEUTEPEUOVTEG CWANVEG XWpig TTpOaBETa.

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

Av 0 TTPOGOIOPIGUOG eKTEAEOTEI PETA amd TTAVW AT 7 NUEPES, QUAGETE Ta Oeiyyata oTnv KATayuén
(<-20°C).

ATTOQUYETE TNV ETTAVEIANUUEVN KATAWUEN KAl atTOYuén.

AEITOYPTIKH AIAAIKAZIA

MNa va AaBete afiémaTa 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 gival £€TOIPA yia XpAoN.

Mpiv TNV glcaywyrn NG QUOIYyag avTidpacTnpiwy oTo cUCTNUA, O TTEPIEKTNG TWV PAYVNTIKWY owuaTIdiwv
TTPETTEI VA avakivnOei pe opifOVTIa TTEPIOTPOPN £TC1 WOTE va euvonbei n emavaiwpnon Twv wuaTidiwyv. Autd
TIPETTEl VO EKTEAEDTEI ATTOPEUYOVTAG TO OXNMATICUO aPPOU.

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

H TtomoBétnon Tng @uUaIyyag avTidpaaTnpiwyv Kabopifel Tautéxpova Tnv avayvwon Tou avayvwpeIioTIKoU
YPOUUWTOU KWOIKOU. TNV TePITMTwan PAABNG TnG €TIKETAG TNG QUOIYYAG A OTNV TIEPITITWON ATTOUTIag
avAyvwaong, Ta avayvwpeIoTIKA oToixeia TNG eUalyyag avTidpaoTnpiwy uropolv va eio0axBouv Pe To XEPL.

To 6pyavo diatnpei autouaTa o€ CUVEXN avakivnon Ta JayvnTika cwuaTiola.

Av n @uolyya avTidpacTnpiwv a@aipebei 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 dwpatiou yia 10 AeTITA Kal avakiviioTe ATTIA TO TTEPIEXOUEVO, PE TO XEPI (| HEOW
TEPIBivNONG, ammo@elyovTag TO0 OXNUATIONO agpou. Mnv avatrodoyupideTe Tov TTEPIEKTN KAl Un BydAete 1O
d1aTPNTIKG TTWHA KAEIGIMATOG (KITPIVO TTWHA YIa TOUG BaBuovounTég Kal TTPAdIva ] YUTTAE TTWHOTA YIa TOUG
MAPTUPEG).

Av ol BaBuovounTég A o1 HAPTUPEG XPNOIUOTTOIOUVTAI VIO TTPWTN QOPd, TECTE TO dIATPENTIKO TTWHA EVTEAWG
TPOG Ta KATW. Mg autdv Tov TpdTTo Ba diaTpnBei n YePPpAavn TTou oPPAYICEl TOV TTEPIEKTN ETTITPETTOVTAG TN
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Afyn ToU uypoU TToU TTEPIEXETaI € auTdv. H eTTiTeuén TG KaTARaaong Tou daTpnTIKOU TTWHATOG ETTICNUAIVETAI
atrd TNV TaUTOXPOVN KAAUWN TNG £pUBPAXPWHNG Talviag TTou UTTApPYXEl aTNV Avw TTAEupd TG eTIKETAG (EIK. 1 —
> @payIoPEéVog TTEPIEKTNG KAl AIOTPNPEVOG TTEPIEKTNG).

TNV TEPITITWAN TTOU oI BaBuovounTéG i O JAPTUPEG €ixav XpnaoIuoTTroiNdei TTponyounévwg, o TTEPIEKTNG Ba
01a0£Tel Avw TTWPA KAEITIPATOG (AEUKO TTWOMA) Kal N puBpdxpwin Tavia NG eTIKETAG Ba gival KAAUPPEVN.
ETi TOU opydvou TTpéTTel va TOTTOBETOUVTAI ATTOKAEIOTIKA O TTEPIEKTEG XWPIG AVW TTWHA (AEUKO TTWUA) Kal PE
TNV £puBpOxpwun Tavia kaAuppévn (Eik. 1 — AlaTpnuévog TTePIEKTNG).

EiodyeTte 010 Opyavo Toug BabuovounTég ] Toug HAPTUPEG OTNV TTEPIOXH OEIYUATWY PETA TNV avAyvwaon Tou
YPOUMWTOU KwodIkoU. Ta dedopéva Tou ypapuwTol KwdIKoU JTTopoUlv va eloayxBouv Kal Je TO XépI O€
TePITTTWON BAGBNG TNG ETIKETAG ) O€ TTEPITITWAN ATTOUTIAg avAyvwaong.

O1 TIUEG TWV CUYKEVTPWOEWV Twv avTiowpdtwyv IgG avti-B2-yAukomrpwreivng | mmou utrdpyxouv aToug
BaBuovountéc A oTouG pApTUpEeS 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 BaBuovounTwy Kal Twv PapTUpwy TTPETTEI va KAEivovTal PE Ta
€I0IKA Avw TTWHOTO (AEUKE TTWPATA) Kal va peTagépovTal g 2-8 °C €wg Tnv e€moOuevn @opd Tou Ba
xpnoipgotroinBouv (Eik. 1 — KAeIoTdG TTEPIEKTNG).

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

Eikova 1: Mopon TepIEKTN

T PPayIoUEVOC Aiatpnuévog KAEIOTOC TTEPIEKTNG

TIENIEKTNC TIENIEKTNC

[T 1
LA

ont1-Cop
)

c

°H

I

o
[

Ik

TommoBérnon Twv S&IyudTwy

MpoodiopioTe Ta deiypata XpNOIMOTTOIWVTAG TH CUCKEUN avAyvwong YPOUNWTWY KWOIKWY Kal EICAYETE TA
OTO OpYavo, GTOV EIBIKO TTEPIEKTN. XTNV TTEPITITWON ATTOUCIOG TOU YpauuwToU KwdIKoU oTo deiyya f otnv
TEPITTITWAN ATTOUCIag avayvwaong, Ta avayvwpioTIKA OToIxXEia Tou deiyuaTtog putmopolv va giloayxBolv pe 10
XEPI.

EAEETE TIG ATTAITOUUEVEG TTAPAPETPOUG Yia KABE deiyua.
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BaBuovounon

To 6pyavo ZENIT RA Analyzer xpnOIMOTIOIEI IO KOUTTUAN BaBuovounaong atrobnkeupyévn otn yvhun (master

curve), TTou TTapdyeTal a1rd ToV KATAOKEUAATH yia KGBe TTapTida euolyyag 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 dedopévwv Tou opydvou.

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

Spyavo TToU XPNOIUOTTOIEITAI KAl JE Ta avTIOPACTTHPIa ETTi TOU OpydAvou.

MNa va ekteAéoete TNV eTavaBabuovouncon avaAuaTe €1g TPITTAOUV Toug dUo PBabuovountég A kai B kai €ig

atAoUv Toug pdpTupeg. O1 TIUEG TNG OUYKEVTPWONG TTOU AauBAvovtal PE TOUG UAPTUPEG ETTITPETTOUV TNV

€MKUpWON TNG véag Babuovounong.

A@OU yivel atrodeKTr Kal aTToBnKeuTel TN YvAuN n emavafabuovopnon g “master curve”, OAa Ta emoueva

Ociypata Pyrropouv va avaAuBouv xwpig TTepaitépw Badbuovounaon, ekTog atrd TIG akOAOUBEG TTEPITITWOEIG:

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

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

- OTav ekTeAEiTal N dladikaoia ouvTHPNONG TOU Opyavou

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

H eykupdtnta Tng emavaBabuovounuévng “master curve” yia 10 Kit ZENIT RA B,-GLYCOPROTEIN 1 IgG
dlapkei 15 nuUEPEG.

O xeIpIouog TG eTavaBabuovéunong yiveral ge autépaTo TPOTTO atrd To SPYaAVvo.

[1000dI0pIoHOC

MéoTe TO TTAAKTPO EKKIVNONG.

1. To oUotnua avappoed 100 pL AlGAUTn deiypdtwy, 20 b Mayvnmikwv cwpamdiwy, 100 pL AlaAdTn
oeiypudtwy kol 6 pL deiypatog 1 pdaptupa (yia Toug Pabuovountég o OETIKOG 0POG TTapEXETAl
TTPOAPAIWHEVOG JE TO AIOAUTN OEIYUATWY Kal 0 OyYKog TTou Aapfaveral gival 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.

>tnv utrodoxn diavéuovTal 200 yL ouluyoug.

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

SR B

MeTd atrd auTrv TNV TeAeuTaia @ACH ETTWACNG, TA HAYVATIKA cwaTidia dlaxwpiovTal Kal TTAEvovTal Kal

N uttodoxN HETAPEPETAI OTO BAAANO avayvwang.

7. H1ogdétnTa degpeupévou auluyoug aTn oTeped @daaor, TTou ekgpaletal oe RLU, eival atreuBeiag avaioyn
ME TN ouykévipwon IgG avTi-B2-yAukoTrpwreivng | TTou uTtdpyel aTo deiyua.

8. O amavtioeig Tou Aapfdvovtal TrapepBAAAovTal aTnV KAUTTUAN Babuovounong Kal JETATPETTOVTAI O€

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

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

EAEMXOZ MNOIOTHTAX

lNa ™ diac@AaAion TG eyKUPOTNTAG TOU TTPOCBIOPICHOU, OPOi EAEYXOU UE DIOQOPETIKA ETTITTEON CUYKEVTPWONG
(TouAdixioTOV €vag apvnTIKOG 0pOG Kal évag BETIKOG OpOG) TTPETTEI va PETPWVTAI KABE Nuépa KATd TNV OTToia
EKTEAEITAI O TTPOTBIOPICUOG.

Av TO €pyaoTApIO CAG ATTAITEL, YO TNV €TTAANBEUCN TWV ATTOTEAEGUATWY TOU TTPOGOIOPIGHOU, UIa GUXVOTEPN
xpron A évav 1o augnuévo apiBud papTipwy, aKOAOUBAOTE TIG B1adIKAGiag 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 JapTUpWV.
Av xpnoigoTtrolouvTal SI0POPETIKOI 0poi EAEyxOU, €ival atrapaitnTo, TPIV AT TNV TTPWTN TOUG Xpron, va
TIPOCBIOPICETE TIG AVANEVOUEVEG TINEG UE avTIOpaaTrpla Kal To cuoTnua ZENIT RA.

Av n TIgA Twv PHAPTUPWYV OEV EPTTITITEI OTO £UPOG ATTOOOXNAG TTOU TTPOCBIOPIZETAI, TA OXETIKA ATTOTEAEOUATA
TOU TTPOCdIoPICHOU BeVv gival EyKUpa Kal Ta avTioTolxa deiypaTta TTPETTEl va avaAuBouyv €k vEou.

2€ QUTAV TNV TIEPITITWON €ival avaykaio va eKTEAECETE TIPIV TNV €mavaAnyn Tou TTPOCdIopIcHoU JIa

diadikagia eTavaBabuovopnong.

YMNOAOTIZMOZ KAl EPMHNEIA TQON ANOTEAEZMATQN

YmmoAoyioudcC Twv amoreAeoudTwy

H ouykévipwon Twv avtiowpdaTwy 1gG avti-R2-yAukomrpwreivng | Tmou utrdpxel ato efetalopevo deiyua
utroAoyiceTal autépata amd 1o oUoTnua. O1 TINEG UTTOPOUV VA OTTEIKOVIOTOUV PECW avAyvwong OTo BivTeo 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 AapPBaverar yia kdBe Odeiypa o€ pia KAPTUAN BaBuovounong mou UTTORAAAETalI O€
emeepyaoia p€ow evog auaTruaTog AoyiaTikou “fitting” ye Téoaepig TTapapéTpoug (4PL, otaBuiouévo Y), TTou

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

lNa AeTrTopEPEiG TTANPOPOPIEG OXETIKA PE TOV TPOTTO PE TOV OTTOI0 TO CUCTNPA UTToAoyilel Ta atToTeAéopaTa,

OUMPBOUAEUTEITE TO €YXEIPIDIO AEITOUPYIOG TOU CUCTAPATOG.

Epunveia twv amoreAsoudrwy

To €Upog TnG duvaTdTnTag PETPNONG Tou Trpoadiopiopol ZENIT RA B,-GLYCOPROTEIN 1 1gG eivar: 0,0 —
867 UA/mL.
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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 867 UA/mL ptropolv va avagepBbouv wg “avw Twv 867 UA/mL”, § va uttoBAnBoulv o€ ek
véou dokIpaaia JETA atTd KATAAANAN apaiwon.

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

(UA/mL) Epunveia
<10 To deiypa Tpétrel va BewpnBei wg apvnTiko yia Tnv Tapoudia IgG avTi-B2-yAukotrpwreivng |
10+20 To deiypa Tpétrel va BewpnBei wg apgifoAo yia Tnv mapouaia IgG avTi-B2-yAukotrpwreivng |
> 20 To deiypa pétrel va BewpnBei wg BeTIKO yia Tnv TTapouadia IgG avTi-R2-yAukotrpwTeivng |

O1 Trapatrdvw ava@epOueVeG TIHEG TTPETTEI va BewpouvTal YOVO TTPOTEIVOPEVES TIUEG. To KABE epyacThplo

TTPETTEl va TTPOCdIopidel Ta SIKA TOU dIOCTHHUATA AVaPOPAG.

OPIA TOY MPOXAIOPIZMQOY

MNa diayvwoTikoUg okoTToug, Ta amoteAéopara mou Aaufdvovtal pe 1o KIT ZENIT RA B,-GLYCOPROTEIN |
IgG kai T0 ouatnua ZENIT RA Analyzer TipéTTel va XpnoIPoTToiouvTal atrd KoIvou e Ta GAAa KAIVIKA Kal
EpyacTnpIakd oTolxEia TTou gival atn di1dBean Tou 1aTPoU.

H BakTtnpiakn péAuvon Twv SelyUdTwy Kal n atmevepyoTtroinon otn BepudtnTa Ytmopolv va emnpedoouv TO
atmroTéAeopa Tou TTPoadiopIouoU.

Ta €TePOPIAG AVTICWHATA TTOU UTTAPYXOUV OTa OgiyuaTa avepwTrivou opoU PTTopoUVv va avTidpdoouv HE Ta
avTidpaaTrpia e BAon avoooo@AIPIVES, TTPOKAAWVTAG TTAPEUBOAEG OTOUG avVOGOAOYIKOUG TTPOGdIoPICHOUG
in vitro. Autd Ta dgiypata putmopolv va dWOOoUV Un QUCIOAOYIKEG TIUEG av avaAuBouv pe 1o KiIT ZENIT RA Bo-
GLYCOPROTEIN I IgG.

Aciypata agBevwyv TToU TTACOXOUV aTrd XPOVIEG NTTATOTTABEIEG, XPOVIEG AOINWEEIG, KOAAQyovoTTabeIeg Kal
MUEAwpa pe uTrepyaupac@aipivaipia (ouykévipwon IgG  peyaAltepn amdé 1800 mg/dL), oe pepIkEG

TTEPITITWOEIG, UTTOPOUV VA TTAPOUCIACOUV BETIKEG TIHEG avTI-Bo-yAUKOTTPWTEIVNG I.

ANAMENOMENEZX TIMEZ

AvaAuBnkav Ta dciypaTta 100 uyidv atéPwyY TTOU ETTIAEXTNKAVY TUXAia yia TRV ETTAARBEUON TNG TTAPOUTIAg TWV
avTIOWHATWYV 1gG avTi-B2-yAukoTrpwreivng I.

ATT6 autd Ta deiypata 99 Tpoékuwav apvnTika (Eéva deiypa TTpoékuywe ap@ifoAo) ye pia péon niyn 1,5 UA/mL
Kal yia TUTTiKA atrékAion 1,92 UA/mL.

Me Tta amoteAéopata Tou eAjeBnoav utroloyiotnke 1o “Limit of Blank” (LoB = n uynAdtepn Ty TTou
MTTOPOUE VO aVAPEVOUHE O€ HIa a€Ipd OEIYPATWY TTOU OEV TTEPIEXOUV TNV TTPOadIopIfouevn ouaia). To “Limit
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of Blank”, Tou TpoadiopioTnke wg 10 95° ekatoaTNUOPIO TOUu apvnTiIKoU TTANBuouoU, TTpoékuye ioo ue 3,8
UA/mL pe Tnv MapTida avtidpactnpiwy ap. 2.

KAINIKH EYAIZOHZIA KAI EIAIKOTHTA

E¢etdotnkav pe 10 KIT ZENIT RA B,-GLYCOPROTEIN | IgG éva oUvoho 244 deiyudtwy €K Twv OTToiwv 68
ociypata amrd acbeveig ye oUvOpPOUo avTIQWOPWAITTIOIKWY avTiowpdtwy (APS), 46 dciypata acBevwv Pe
QUTOAVOOEG CUCTNUOTIKEG PEUMATIKEG VvOooug (7 vOooug Tou OUVOETIKOU 10TOU, 15 TTEPITTTWOEIG
ouoTnUAaTIKOU gpuBnuatwdoug AUkou, 24 pe peupatosldn apbpinida), 30 deiypata amd aobeveig pe diAPopeg
pMoAuopatikég voaoug (5 HIV, 7 HBV, 18 HCV) kai 100 deiypata atrd QuaIoAoyIKa dToua.

>1tov TMANBuopo Tou BewpnBnke apvnTikog (46 Ociypata amd acBeveig pe OUOTNUATIKEG AUTOAVOOEG
peupaTikég voooug, 30 deiyuata amd acBeveig pe didpopeg PoAuouaTikEG TTaBoAoyieg kail 100 deiypaTa atrd
QUOIOAOYIKA ATOUA) TTOU PEAETABNKE 2 deiypaTta TTpoékuyav BeTIKE, 7 au@iBoAa kai 167 apvnTiKa.

- AlayvwoTiKA €181koTNTA: 94,9 % (167/176)

>1tov Becwpoupevo wg Bemikd TANBuUoPS (68 Oeiypata aocBevidv pe GUVOPOUO  AVTIQWOQOAITTIOIKWV
QVTIOWHATWYV) TTOU PEAETAONKE, 8 deiypaTa TTpoékuwav apvnTikd, 3 au@ifoAa kal 57 BeTIKA.

- AlayvwoTikn guaiodnoia: 83,8 % (57/68)

Me Baon ta amoteAéoparta OlayVWOTIKAG €I0IKOTNTAG KAl euaigbnaiag, n SiIayvwoTiK CUup@wvia gival
91,8 % (224/244).

AMNOAOZEIX

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

TTPOPBAETTOUEVO ATTO TOV KATAOKEUAQTH) TPOTTO.

AkpiBeia kai EravaAnpiudrnra

H akpiBeia kar n emavaAnyipotnta tou kit ZENIT RA B,-GLYCOPROTEIN 1 IgG agiohoynBnkav e Bdon Tig
KaTeUBUVTAPIEG YPaUUEG TOu eyypdgou EP5-A2 Ttwv Clinical and Laboratory Standards (CLSI).

H akpiBeia utroAoyioTnke avaAuovtag Ta amoteAéopara 20 emavaAfpewy TTEVTE opwv (Evav apvnTikd Kal
TEOOEPIG OETIKOUG PE DIAPOPETIKEG OUYKEVTPWOEIG IgG avTi-B2-yAukoTrpwTeivng |) TTou ekTeAéoTNKAV PE OUO
SIAQOPETIKES TTAPTIOEG avTIOPACTNEIWY TNV idIa TTEIPANATIKI CUVEDpIa.

H ouykévrpwaon Tou opoU TTou ATav apvnTikog yia IgG avti-B2-yAukotrpwrteivng | (N4) Tpoékuype oTO €UpOG
amd 0,0 éwg 2,5 UA/mL ka1 atré 0,0 €wg 1,2 UA/mL avrioToixa pe Tnv mapTida avridpaatnpiwv ap. 1 kai ap.
2.
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>tov Mivaka avaypdgovtal Ta atroteAéopaTa mou Aaufdvovtal ge Toug 4 BeTIKoUG 0poUG.

" Méo
Agiypa ?;f?:;}gﬁ': OU\((SéA\;TSSGn SD CV %
m
P 1 27,8 1,00 3,6
2 30,5 0,84 2,8
P2 1 73,2 1,66 2,3
2 89,3 2,22 2,5
P3 1 141,0 4,57 3,2
2 155,0 7,43 4,8
P4 1 2827 14,19 53
2 301,9 15,28 5,1

H emavaAnyiudrnra utroAoyioTnke avaAUOVTOG TA OTTOTEAEGUOTA TOU TTPOCOIOPICHOU TTEVTE OPWV (£VOG

apvnTIKOU Kal TECOAPWY OETIKWVY PE OIOPOPETIKEG OUYKEVTPWOEIG avTI-B2-yAukotrpwTeivng | 1gG) Ttrou

eKTEAEOTNKE €1G ATTAOUV e BUO BIaPOPETIKEG TTAPTIOES avTIdpaoTnpiwv o€ 30 dIaQOPETIKEG TUVEDPIEG.
H ouykévtpwaon Tou opou avTi-B2-yAukotrpwreivng | IgG apvnrikoU (N4) mrpoékuwye 0TI guuTTePIAQuBAvETaI

oTo €0pog amd 0,0 éwg 1,8 UA/mL.

>1ov Mivaka avaypdgovTal Ta atroteAéopaTa mou Aaufdvovtal ge Toug 4 BeTIKoUG 0poUG.

Méon
Acgiypa GUYKEVTPWON SD CV %
P1 l 31,2 2,48 7,9
P2 92,1 9,64 10,5
P3 158,9 10,85 6,8
P4 313,2 25,84 8,3

[pauuIKOTNTA TWV APAIWTEWY

H ypauuikoTnTa TwV apaiwcewy Tou KIT ZENIT RA B,-GLYCOPROTEIN 1 IgG  a&loAoynBnke pe xpAon evog
TPWTOKOAAOU pe Bdon TG kateuBuvTApieg ypaupés Tou eyypdgou EP6-A twv Clinical and Laboratory
Standards (CLSI).

MpoaodiopioTnkav KAIJOKOUUEVEG APAIWOEIS 3 0pwv UWPNANG ouykévipwang IgG avTi-B2-yAukotrpwreivng |,

TTOU €KTEAEOTNKAV PE TO AIOAUTN EIYHATWV.
Ta atroTeAéoPaTa QUTAG TNG PEAETNG avake@aAaiwvovTal aTov akdAouBo Trivaka.
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. ZUuvTEAEOTAG Ms'rgneaicra Avqp’s vOuevn AvakTnon %
Acgiypa apaiwong OUYKEVTPWON OUYKEVTPWON
(UA/mL) (UA/mL)
1 701,6 - (100)
2 334,3 350,8 95,3
1 4 162,8 175,4 92,8
8 92,2 87,7 105,1
16 45,9 43,9 104,6
32 23,1 21,9 105,5
1 694, 1 - (100)
2 329,0 3471 94,8
2 4 163,8 173,5 94,4
8 84,6 86,8 97,5
16 45,6 43,4 105,1
32 22,4 21,7 103,2
1 250,8 - (100)
3 2 135,8 1254 108,3
4 70,3 62,7 112,1
8 38,5 31,4 122,6

2¢e K&Be TTEPITITWON KaBioTatal ammapaiTnTo va UTTOYPANMIoTEl OTI dev PTTopOoUV 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

OUYYEVEID TWV QVTICWHATWY TTOU UTTAPXOUV OTO OEiyua.

Euaiobnaoia tn¢ avaAuaong

H guaioBnaia Tng avdAuong Tou kit ZENIT RA B,-GLYCOPROTEIN | 1gG, ekgpaapévn wg 6pro avixveuong
(Limit of Detection — LoD: dnA. n pikpdTeEPN TTOGOTNTA TTPOadIopIfouevnSG ouaiag TTou n péBodog eival o€
Béon va petproel) afiohoyndnke XpNOIUOTTOIWVTAG Eva TIPWTOKOAAO PE BACN TIG KATEUBUVTHPIEG YPANMES TOU
eyypdgou 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
TOU BeiyuaTOg XauNAAG ouykévipwong Kal Cp atroppéel atrd 10 95° eKATOOTNUOPIO TNG TUTTIKAG KAUTTUANG TOu
Gauss).

Xpnoigotroinkav 4 Oeiygata XaunAAg CuykEVTpwong TTPoadIopI{OPEVNG ouaiag, TTPOCOIOPICHEVA €16
aTTAOUV PE BUO DIAPOPETIKES TTAPTIOEG avTIdpacTnpiwv o€ 30 dlIaYopPeTIKA TTEIpduaTa.

To 6pio avixveuang Tou kit ZENIT RA 2-GLYCOPROTEIN | IgG mpoékuye ioo pe 8,1 UA/mL.

O1 miyég TOoU opiou avixveuong, padi pe CNTAPOTA KAIVIKOU XAPOKTAPA Kal amoTeAéopata oUYKPIoONG ME
peBSOoUG 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 katédeife Ot ol
a1TOd00EIG TOU TTPOCdIoPICHOU dev eTTnNPeAdovTal aTTO TNV TTAPoUCia OTO deiyua Twv dUVNTIKWY OUCIWV

TTapePPOARG TTOU avaypd@ovTal aTov akOAouBo TTivaka, €wg Tn GUYKEVTPWON TOU TTEIPANATOG.

IFUO16ZENIT RA-Ekdoaon: 01 - 26 Maptiou 2010 ZeA. 14 an6 17



ZENIT RA B,-GLYCOPROTEIN I 1gG REF 41426

AuvnTiKEG ouaieg . . ]
TapepBoARc MéEy1oTn CUYKEVTPWON TOU TTEIPAPATOG
EAeUBepn xoAepubpivn 20 mg/dL
>uleuypévn XoAepuBbpivn 28 mg/dL
Algoooaipivn 1000 mg/dL
NITTapa o&éa 3000 mg/dL

AvTtevdeikvuTal woTdo0o N XpAoN AITTAIMIKWY JEIYyUATWY, SEIYMNATWY JE aludAucn ) BoAwWV delyudTwy.

Eidiké1nta tnc avédAuonc: AiaoTaupoULEVEC avTIOPATEIC

MNa v agloAdynon Twv duvnTiKWwV dIACTAUPOUUEVWY QVTIOPATEWY TOU avTIyOVOU, TTOU XPNOIUOTTOIEITAl YIA
TNV €uaioBnToTTOiNON TWV MIKPOOWHATIOIWY, JIEEAXON pIa PEAETN pe 23 OeiypaTa, OAa pe uywnAd etimeda
GAAwV auTtoavTiowpdaTwy Kal apvnTikd yia IgG avTi-B2-yAukotrpwreivng |.

Ta xpnoigotroloUueva dsiypaTa utrodiaipédnkav wg €€n1g: SS-A (2), SS-B (2), U1-snRNP (1), Jo-1 (2), Scl-70
(3), Cenp B (2), 1016veg (1), TTupnviakd (1), yhiadivn/t-TG (3), CCP (1), RF (1), dsDNA (2), MPO (1), PR3 (1).
H peAétn dev €0€1€e kKapia onuavTiKh dIaoTAUPOUPEVN avTidpaan TOU AvTiyOvou O€ OTEPEG @Aan We Ta GAAa

QUTOQVTICWHATA.

Emidpaon kopeouou o€ uwnAéc doo¢eic

MepikéG avoaohoyikég PéBodOoI TToU XPNOIUOTTOINONKAV yIa TOV TTPOGOIOPIGHO TwV DEIYHATWY TTOU TTEPIEXOUV
TNV TTPoadiopiféuevn oucia ae eEAIPETIKA UWPNAEG GUYKEVTPWOEIG UTTOPET va DUWOOUV PAIVOUEVIKA ETTITTEDO
TTPOoadIopIfOuEVNG ouaiag XaunAdTepng TIUAG (paivouevo hook).

H péBodog mou xpnoiyotroicital ato kit ZENIT RA B,-GLYCOPROTEIN 1 1gG, 6vrag pia pyéBodog pe duo
ETTWAOCEIG, eV EPJPAVICEl AUTO TO PAIVOUEVO.

‘Eva Ociypa pe eEQIPETIKA uWnAR ouykévTpwon (GvwBev Tou elpoug pETpnong) IgG avti-2-yAukotrpwreivn |

emBePaiwoe Tnv atroudia emmédou “hook” £wg Tn cuykévtpwaon Twv 1076 UA/mL.

2xenikn Evaiobnaia kar Eidikétnia

H TTapoucia avtiowudTtwy  avTi-B2-yAukottpwreivng | IgG TpoadiopioTnke xpnoiyotroiwvTtag 1o KIT ZENIT
RA B2-GLYCOPROTEIN | IgG ka1 pia péBodo mpoadiopiopou ELISA Tou gutropiou o€ 226 deiypara, atrd 1a
otroia 60 deiypata amd acBeveic ye aUvOPOUO AvVTIQWOQOAITISIKWY avTIowuaTwy (APS), 41 dciypata atmod
aoBeveic e AUTOAVOOEG OCUOTNUATIKEG PEUMATIKEG vOooug, 27 Ociypata atmd aobeveic pe didQopeg
HoAuopaTikég véooug kai 98 deiypaTa atrd @uoloAoyikd aToua.

6 Ociyyara £dwoav avTikpoudueva amoteAéopara  peTaiu Tou TTpocdiopigpol ZENIT RA kar Tou

Tpocadiopigpou ELISA Tou gutropiou.

H oxerikn oup@wvia TTpoékuye eTTopévwg OTI gival ion pe 97,3 % (220/226).
H oxerikn suaiobnoia mpoékuye 6T gival ion pe 93,0 % (53/57).

H oxerikn €181koTnTa TTpOoéKUYE OTI gival ion pe 98,8 % (167/169).
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