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Evoedeiypévn Xpion

AESKULISA® CCP cival avogo)oyikr péBodog aTtepeds @Aang £vIUUO YIa TNV TTOCOTIKN Kal
TTOIOTIKA avixveuon Twv avTICWHATwy IgG o€ OUYKEKPIPEVEG KUKAIKEG KITPOUAAIVOTTOINUEVO
TETTTIOIN.

H péBodog ecutrnpetei oTo va TeBei N didyvwon Tng peupatosidoug apBpitidag (PA).

KAIVIKR epappoyn Kal apxég Tng pEBodou

H peupaTocidig apbpimida cival pia amd TIG OUXVOTEPEG QUTOAVOOEG QCBEVEIEG, £POTOV
maoxel 10 1% Tou TANBuopou amd auth. [pdkeTalr yia pia Xpovia, CuoTNPATIKN
QAgypovwdng vooo, n otroia TTPOCPRAAAEl KUPiWG Toug apBpikoug UUEVEG dIapOpwv
apBpwoewv.

O1 peupartocideic mapdyovteg (RF) Atav péxpl TPOTIVOG O ONUAvTIKOTEPOI BEIKTEG 0poU TNG
aoBévelag autg. Or1 peupartocideic TTapdyovteg Treplypagnkav  apxikd 10 1940 wg
QVTIOCWHMATA, Ta OTToia oUVOLoVTal UE Y-o@alpiveg. TaooovTtal evavTia o1o C-TeAIKO TUAMO TNG
oTaBepng TrepIoxNG TNG Papids aAucidag Tou IgG, 1o Aeyduevo Fc — TuRua tou IgG.

Av kal ol RF éAapBav Tnv ovopaoia Toug amd Tnv PE AUTOUG CUCXETIOMEVN aoBévelaq,
eppavifovtal kal o€ AAeG aoBéveleg, akoun kal o€ uyir} dropa. O uynAoi TitTAol Twv RF
xapakTtnpifouv Tn peupatocidr apBpitida (PA, 50-90%)kal To ouvdpopo Sjogren (75-95%),
aveupiokovTal OPWwG KAl OTO OUOTNUATIKG epubnuatwdn Auko (ZEA, 15-35%), oTn
ouoTnuaTikh okAfpuvon (20-30%), otn TToAupuocitida/ depuartopuoaitida (5-10%), oTtn
wuxpoo@aipivaipia (40-100%) kai OTIG MIKTEG 0a0BEveIEG TOU OUVOETIKOU I10TOU (mixed
connective tissue diseases, MCTD; 50-60%). ‘E1o1, o1 RF atmmoteAouv BéRaia évav guaioBnto
O¢€ikTn opou yia TN PA, dpwg dev gival apkeTd €IDIKOI yI' auTr.

EOw kol apkerd kaipd €ival yvwoTd OTI T AVTI-TTEQITTUPNVIKA  AUTOQVTICWHATA,
XOapakTnpiovtal Kal wg avTI-KEPATIVIKA AvTICWHUATA, dIATTIOTWVOVTAl GTOUG 0poUg aoBevv
TTou TTacXouv atrd PA. MNpdéocearta atmmodeiXxTnke OTI AUTA AUTOAVTICWHATO TACCOVTAI EVAVTIA
O¢ ETITOTTIA TA OTTOIa TTEPIEXOUV KITPOUAIVN, Mia TpoTToTToiNpévn Hop®r Tng apyivivng. Ta
QVTIOWHPOTA EVAVTIO O€ OUVOETIKA KUKAIKG TTETTTIOIO TToU TTEpIEXOUV  KITpouAivn (CCP)
TEPIYPAPOVTAl WG E10IKOI OEIKTES yia TN PA pe euaiobnoieg ouykpioipeg Twv RF.

H Aesku.Diagnostics avémTuge pia véag texvoloyiag dokipacia ELISA, tnv AESKULISA®
CCP, n omoia diamoTwvel otov opd aoBevwyv Tmou TTéoyouv amd PA pe Ouykpioiueg
€1I0IKOTNTEG KAl euaioBnaoieg 0TTwg o1 dokipyacieg CCP ELISA. Me tn xpnoiyotroinon €1dikwyv
KUKAIKG TTETTTiOI TToU TTEPIEXOUV KITPOUAIvn TeTmidiwv n dokiyacia AESKULISA® CCP
yivetal pia uywnAng €1dIkotnTag dokiyacia opou yia 1n didyvwon Tng PA. Ze peAéTeg
empBefaiwbnkav pia euaioBnoia 75 % kai pia €dkoTNTa 99,2 % O¢ pia opdda eAéyxou
ETTIKOAUTTITOPEVWY PEUPATIKWY OOBEVEIWV.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €I0IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta €1I8IKA avTIoWPATa aTTd ToV
opd Twv aoBevuyv, €AV QUTA UTTAPYXOUV, ME TO avTIyOVO TToUu BpiokeTal oTnv TTAAKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal oTo eTOUEVO BANA TTAUONG. ETTeira TpooBEéTovTal
avTI-aOVOPWTTIVEG AVOCOOPAIPIVES, 01 OTTOIEG Eival OUEUYUEVEG PE UTTEPOLEIDAON atrd pagavida
(o0Ceuypa). Kard tn didpkeia piag €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUVOEETAl UE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avooO0o@AIPIVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twv ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTIOIEITAI HE EVCUUOTIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dIaAUPEVO 0EU (aAAaynl Xpwaong oe KiTpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO CUUTTAOKO aVTIYOVOU-AVTIOWHATOG KAl £TO1 €ival avdAoyog TTPog TnV apXIKhA
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWUATWY 0To deiyua aoBevoulg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN ATl1O TH XPHZH

Xpwua A
2T0I1XEIO MogétnTa . SloAUpatr  Mepiypaer / Mepiexduevo
KOTTOKIOU oc

5TTAGCIO OCUYKEVTPWON
1 x20ml Neuko Kitpivo Tris, xAwpiouxo varpio (NaCl), ahBoupivn Bogiou
opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvTnpnTiko)

PuBuiaTiké SidAupa delypdTwy
(5x)

PuBpioTiko didAupa TTAUong 50mAdaia ouykévipwon

(50x) 1 X 20ml NEUKO Mpaoivo Tris, NaCl, Tween 20, o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
; Xpwua
. 7 Xpwpua 2 a .

2T0IXEIO MoooétnTa KQTTAKIOU gngupm Mepiypaon / Mepiexopevo

. . . . . UAIKO eAéyxou (S1aAupévog), aABoupivn Boéeiou opou
ApvnTIKOG 0pOG EAEyXOU 1x1,5ml Mpdoivo Alouyég (BSA) ogs)i(élo (Tou vaﬂpi05)< 0 ‘13% Fcur\]/TBr]pnnK())p
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo Kitpivo UAIKG eAéyxou (Biahupiévog), aABoupivn Boeiou opod

(BSA), o&eidio Tou varpiou < 0,1% (ouvinpnTiko)

UAIKOU BaBuovépunong (dlaAupévog), aABoupivn
1x1,5ml MrrAe Kitpivo Boeiou opou (BSA), o&eidio Tou varpiou < 0,1%
(ouvTnpnTIKO)

AvTidpaoTrpio Babuovéunong
OPIOKAG TIUNAG

Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,

. 3, 10, 30, 100, 300 1U/ml. uhikou BaBuovéunong
(d1aAupévog), aABoupivn Bdeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvtnpnTIKO)

AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neukod Kitpivo

ZUCTATIKA OTOIXEIQ: avoooo@aipivn onuadeuévn Ue
>ulelypara, IgG 1 x15ml MrrAe MrrAe utrepOgeIdaon atrd pagavida, aABoupivn Bdeiou opou
(BSA)

>1aBepotroinuévn TETPaNEBUABEVISivN Kal

YméoTpwpa TMB Tx15ml Matpo Aiauyeg utrepogeidio Tou udpoydvou (TMB/H,0,)

AidAupa diakoTg avtidpaong | 1 x 15ml Neuko Alauyég 1M YBpoxAwpikd o&u
Aegv givai Me amooTrwevoug uttodoxeig. Avatpégte aTnv

S100éaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o ETMIKAAUYN.

12x8 Aev givai

MAd&ka pikpoTiTAoTroinang Taviee SIaBEa10

* H évtaon Tou XpwHaTOG QUEAVETaI PE TN GUYKEVTPWON

AlTAITOYMENA YAIKA

AvayvwoTng TTAAKWV HIKpOTITAOTTOoINONG 450 nm TTOoU avaylyvwokel @GIATpa avayvwong Kal TTPoaIpeTIKO 620 nm  @iATpo
avagopdg (600-690 nm). NudAiva e€aptripata (KUAIVOpog 100-1000ml), dokipaoTikoi CwARVES yia SiaAuuaTta. AovnTAg avapigng,
mméTeg akpifeiag (10, 100, 200, 500, 1000 pl) | Tpooappolduevn TToAuTITTETa (100-1000pl). Zuokeur) TTAUONG HIKPOTTAGKOG
(emavaAhapBavépevn miméTa 300ul | TITTETA TTOAMOTTAWY KavaAiwv 1 autopatoTroinuévo oloTnua), amoppo@nTiké xapTti. Ol
OOKIPOTiEG HAG €XOUV WG OXEDIAOTEI yIa va xpnaolpoTroinBouv pe kabapd Udwp cUPPWVA PE TOUG OPICHOUG TNG PapuUaKOTTONag
Hvwpévwv MoAireidv (USP 26 - NF 21) kai Tng Eupwaikrig @apuakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpodvog diatppnong

Ta avridpacTripia Tou duvoAou avTI®PACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAGooovTal
otoug 2 — 8 °C / 35,6 - 46,4 °F yéoa OTOUG QUBEVTIKOUG TTEPIEKTEG. Apalwuéva dlaAluara,
@uAaooovtal otoug 2 — 8 °C / 35,6 - 46,4 °F yia éva prva. MNpétel va Aapdavovtal utrdéyn ol
NUEPOMNVIEG ARENG TTOU avaypd@ovTal 0T CUCKEUOTIQ KAl OTIG ETIKETEG TOU KABE oUOTATIKOU.
Mn xpnoigotroicital Anyuéva ocuoTaTik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpémer va
aTTo@eUyETaI N £viovn €TMiIdOPACN QWTOG 0TO didAupa UTTooTPWHATOG TMB. OI PIKOTTAGKES VO
QuAdooovTal TTavrote WE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn pePPpdavn NG
ouOoKeuaaoiag.
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Y1rodeigeig Kal TTpo@UAGEEIg

5.2

EmikKivouvoTnTa yIa TNV UyEia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO A EPFAZTHPIAKH
XPHZH (IN VITRO AIAITNQZTIKH).

MpéTTel va XpNOIKOTTOIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTE KAl EKTTAIOEUTE €1IOIKA
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWVY. Av Kal autd To TTpoidv Oev Bewpeital
ID10iTepa ToEIKG A €TTIKIVOUVO UTTO OUVOAKEG evOedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

Zuordosis kal uérpa mpoeuiaéng

Mepyovwpéva ouoTaTikd Tou auvOAou avTIOPaoTnNPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpaoThpla, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
oépuartog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiEéxouv alidio Tou
vaTpiou (NaNs) wg ouvinpnmikd. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei atrd 1o dépua i Ta pdtia. To NaNs ptropei va avnidpdoel he TNV eykatdoTaon
MOAUBOOU kal XaAkoU oxnuaTifovrag 101aiTepa  €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aTroppIYn, EETTAUVETE UE PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dlIadIKAOieg atToAUuavong OTTwg Treplypd@ovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKES OONYiEG.

Kard tn didpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEITE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avTidpacTApia BIOAOYIKOG TTPOEAEUCTG TTOU TTEPIEXOVTAI € AUTO TO TTPOIOV ATTOdEIXTNKAV
Katd Tov €AeyXo yia nmartinda B avriyovo em@adveiag (HbsAg), nmatimda C kar HIV 1 kai 2
w¢s apvnTiKA. Opwg, ot TTpoidvTa PIoAoyIKOG TTPOEAEUONG OE WTTOPEI TTOTE VA ATTOKAEIOTE
TTARPWG N TBavOTNTA YOAUVONG PE TOUG ava@PePOUEVOUG 1 Kal e GAAOUG akOun &dyvwoToug
TTaBoydvoug opyaviopous. MNa Tov Adyo autd, o1 opoi eAéyxou, Ta avTiIdpacTApIa
BaBuovoéunong OTwg €TTiong Kal O Opoi Twv aoBevwyv  xapakTnpidovial wg duvnTiKA
MOAUCUATIKOI KAl TTPETTEI VO XPNOIUOTTOIOUVTAI CUMPWVA PE TA €BVIKG VOUIKA agiiouaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG AvaQEPETAl OTOV  TTivaKa
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vouoBeaiag.

Fevikég utTodEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE JE TOV KATAOKEUAOTHA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv utTAékeTe N avTikaBiotate MdpTtupeg, Babuovountég , EvQuua Z0deutng N HIKPOTTAGKES
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO PTTOPEI va 0dNyroel o€ ATTOKAICEIS OTA ATTOTEAEOUATA.

ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaciag (20 — 32 °C / 68 - 89,6 °F) ka1 avauei¢te kKaAd. lMpémer omwaodnmoTte va
TNPEITaI TO KABOPIOUEVO TTPWTOKOAAO yia Tn diegaywyr TNG dOKIJACIAg.

Emwaon: Zuviotoupe amdédoon dokipng otoug 30 °C / 86 °F yia auTtopatoTTinpéva
OUOTAMATA.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BepuoKpacieg Avw Twv
37 °C / 98,6 °F. Xpnoiyotroigite yia TN Awn Tou dIGAUUATOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUMQ
ouleUyPaTOG TTOTE TA iBIA PUYXN TTITTETAG TTOU £X0UV £pB¢l o€ eTTA@NA PE GAAA avTIdOPACTAPIC.

H teAik KAIVIKA Si1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TNG
o1e§aypévng dokipaciag, aAAd amrd Tov 1aTp6 AdppdvovTag utrown 6Aa Ta KAIVIKA Kal
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gpyaoTnplokd supfuara. H didyvwon mrpétrel va emIRERAIWVETAI XPNOIUOTTOIWVTAG
O10POPETIKEG BIAYVWOTIKEG HEBSSOUG.

AQyn deiyparog, TrposToipacia Kal UAAgn

ZuvIoTATal N xpron @péokwv OelyudTwy opol. H Afwn TOou aipyatog TPETTEl va yiveral
oupgewva e 1o €0vik&d vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKA,
algoAupéva ) pyoAuouéva atmd PakTtApia deiyuata opou. Acgiyyara opwv TTOU TTEPIEXOUV
owpartidla, va ToTroBeTouvTal JE XapNnAR TaxUTnTa GTn OUCKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpiopou Ta deiypdata TTAAGOPOTOG TIPETTEl va XPNOIMOTTOINBoUV €VTOG TwV
TPWTWY 8 wpwvV, dIAPOPETIKA TTPETTEI VA QUAGCCOVTAI KAEICPEVA aEPOOTEYWS O0Toug 2 — 8 °C
/35,6 - 46,4 °F yia 48 wpeg TO YEYIOTO. Z€ TTEPITITWAN TTOU TTPORAETTETAI HEYOAUTEPN OIAPKEIQ
QuUAaéng, Ta dciyuata TTpETTEl va yuxovtal otoug - 20°C / - 4 °F. (Thomas: Labor und
Diagnose; CLSI Guideline GP44-A4)

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO pUBUIOTIKO OIGAUMa OelyUATWYV: apalwveTe 1:5 e atmooTayuévo vepod (Tr.x. 20
ml cuv 80 ml).

2UMTTUKVWHEVO pUBNIOTIKO BIdAUpPa TTAUONG: apaiwveTe 1:50 pe atmmooTayuévo vepod (r.X. 20
ml ouv 980 ml).

MNa tnv amopuyn Tuxov AaBwv, CuvioTATAl N CANOVON TWV KATTAKIWY Twv OIdQopwv

avTidpacTnpiwv Babuovounong.

Apdaiwon Twv delyudTwy TV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUUG
oeypdtwy, 1.X. (1x) 1000 pl pubpioTiKd didAupa derypdTwy + 10 Pl 0pdG.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG diIdAupa TTAUoNG (1x) avd 8 BubiopaTta i 200 ml
avd 96 BuBiopara 1.X. 4 Ml cuuTTUKVWPA ouv 196 ml atrooTayuévo vepo.

AuTtoparotroinpévn Auon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUlv uttéwn TTpdoBeTeg
TTOoOTNTEG PUBUIOTIKOU dIaAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOPAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atToppo@nTIKO XapTi. BaleTe
300 pl apaiwpévo pubuioTIKG SlGAUPA TTAUONG 0€ KABe BUBICUA XPNOILOTTOIVTAG TNV
mTETa, TTEpIpEVETE 20 deutepOAeTTTa. ETTavaAGBeTe Tn diadikacia akoun dUo QopEg.
MikpoTTAdKEG:

ATTopakpUveTe Ta BuBicpaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KaAd kAciopéva péoa otn hePPBpAvn Tng cuokeuaaoiag oe 6pooepd pépog (2 — 8 °C /
35,6 - 46,4 °F).
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ZXAMa d1avoung avTIdpaoTnPiwv

2UVIOTOUUE VA TTITTETAPETE TA AVTIOPAOCTAPIO BABUOVOUNONG, TOUG OpoUG eAEyXOU Kal Td
dciypaTa wg €¢Ne:

lMNa NOZOTIKH epunveia MNa NOIOTIKH epunveia
; 5 s T ; ; T
A | CalA |P1 A N .. ||
B | CalB | P2 B CC
e fcac s T T clecc T T
D | CalD D PC
E CalE E | P1
F | CalF F | P2
e c | = I Y A . —
H NC H
CalA: calibrator A CalD: calibrator D PC: positive control P1: patient 1
CalB: calibrator B CalE: calibrator E NC: negative control P2: patient 2
CalC: calibrator C CalF: calibrator F CC: cut-off calibrator P3: patient 3

ATroTeAei opOn EpyaocTNPIOKA TTPAKTIKN VA EKTEAEITE Ta avTIOpaocThpIa Baduovounong,
opoug eAéyxou Kai deiypara €1 SitrAouv.

BAupara epyaciag

Bripa  Iepiypapr

1. Mpiv amré 1o mmreTdpiopa BePaiwBeite OTI £XeTE EKTEAEDEI TN SladIKATIA TTPOETOIPATIAG ATTO TO
Bria 7.1 TTapaTIAVW.

2. | AkoAouBnaoTe Ta TTapakdtw BAuata avdAoya e Ta eMOUPNTA aTTOTEAETUATA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

OPOI EAEIMXQOY & AEITMATA

3. Badete ota mpoPAeTTOpEva BuBioparta 100 yl atmd éva atmd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. Avmdpaotipia BaBuovounong (CAL.A €éwg CAL.F) yia
MO2OTIKH epunveia i
b. Avndpaotripio BabBuovéunong opiakng TiuAg (CC) yia
u NOIOTIKH epunveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou
(PC) kaBwg kai
e AlaAupévo opo aoBevwyv (P1, P2...)

4.
@ Emmwadete yia 30 Aetrra oe 20 — 32 °C / 68 - 89,6 °F.

30

5.
|
MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUONG
— — (apaiwpévo 1:50).
3x 300ul
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10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 3004l

N

+100 pl

0D, OD%A/

450/620 nm

—

>YZEYTMA

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

Etrwadete yia 30 Aetitd o 20 — 32 °C / 68 - 89,6 °F.

MAévete 3 Qopég, kKaBe @opd ue 300 pl pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl dioAupartog utroatpwuatog TMB oe kGdBe uttodoxEa

XPNOIYOTTOIWVTAG TNV TITTETA.

Emwddete yia 30 Aetrtd o€ 20-32°C/ 68-89.6°F. MNpooTareloTe atrd

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog S10KOTTAG avTidpaong o€ KA Bubioua e
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTTOIWVTAG TNV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA YIa 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemrTwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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Moo oTIKA KAl TTOIOTIKN EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong o€ IU/ml (a&ovag x). MNa Tov KaAUTEPO TTPOCDIOPIGUO CUVICTATAI N HETAPOPA
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTA TOU OEIYUATOG N CUYKEVTPWON TwV avTIowudtwy o€ [U/ml.
Meploxf @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 IU/ml 12 - 18 IU/ml >18 IU/ml
TMapadesiyua mpoodiopicuou
Auté TO TOPAdelypa Oev €mMITPETETAI VO XPNOoIJoOTroIindei yia Tnv gpunveia Twv

OTTOTEAECHATWY TWV A0BEVWYV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 IU/ml 0,038 2,8
3 1U/ml 0,165 29
10 IU/ml 0,334 4,5
30 1U/ml 0,637 3,2
100 IU/ml 1,219 3,8
300 1U/ml 2,025 1,0

lNapadeiyua urroAoyiouou
AoBevric  EmravaAnyn (OD) Méoog 6pog (OD)  Amrotédeoapa (IU/ml)

P 01 0,896/ 0,815 0,842 55,2

P 02 1,813/ 1,805 1,809 230
Ta Ociyuata Pe TIHEG PEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpAaoThpiwv
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiudafovtal Eavd. Ta deiyuaTa PE TINES MIKPOTEPES aTTd TO £UPOG TIHWYV TWV AVTIOpACTNPIWY
BaBuovounong Tpétrel va ava@épovtal wg "<EAdy."
Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpiké epyacTApia PTTopoUlV va dIEEAyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kail/ ] opoug atod Tnv TPATTECa aipaTog ocuuewva pe TnG pubuioeig Tng E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
oTn OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAICNO Kal TTANBUOPOUG aoBevwv.
TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV UE TA KPITHPIA, N
OOoKIuN gival dkupn Kal Ba TTPETTEN va ETTAVAANPOEI.

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTIdpaoTNpiwy (TTOU  TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
QWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv Ta oToixeia Ta otroia uTToBAABNKAV 0€ BOKIKN TTapoucidfouv atrokAion f dAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVES TIUEG ) €Av Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATOOKEUAOT] ) TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa 1oioTmikn a§ioAdéynon diaBAoTe TNV OTITIKI TTUKVOTATA TOU PApTUpPa OTTOKOTIHG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TINEG ApVNTIKA.

ApvnTIKO: OD qo6evr; < 0.8 x OD cutoff
AtrpocdiopioTa: 0.8 x  OD cutoff < OD gotevi S 1.2 X OD cut-off
O£TIK6: OD aoBevi > 1.2 X OD cut-off
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9 Texvika oTolxeia
YAIKO delyhaTwy: Opébg
OykKog delyudTwV: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA
OelyudTwy
OAIKOG Xpbvog TTWaONG: 90 Aemrtd oe Bepuokpacia dwuatiou 20 — 32°C / 68 -
89,6 °F
Mepiox péTpnong: 0-300 IU/ml
AvaAuTikr) EvaioBnaia: 0,33 IU/ml
duAaén: 0e2—-8°C/35,6-46,4 °F OTIG auBEVTIKEG QIANEG
ApIBu6G Twy TTpoodiopiopwy: 96 dOKIPATiEG
10 Zroixeia Adédoong
10.1 EUpOG QUGCIOAOYIKWV TIHWV
Opoi aiparog uyiwv doTtwv utToBABnkav atnv avoooAoyikr dokipacia AESKULISA® CCP
Kal atrd Ta ATTOTEAETUATA TTPOEKUWE N akOAouBbn KaTavoun:
Ap1Bu6g delypdTwy apvNTIKA oplaKd OeTIKA
295 287 (97,3 %) 3 (1%) 5(1,7 %)
2UVIOTOUUE, £TTIONG, KABE epyaoThpIo va KaBopioel To BIKO Tou €UPOG QUOIOAOYIKWYV TIHWV.
10.2 AkpiBeia

H oakpiBeia Twv otmoteAeopdTtwy TTOU TTPOEKUWAV aTTd TNV  avoooAoyIKA dokipaagia
AESKULISA® CCP, REF 3166 afiohoyribnke pe PBdon TOv TIPOGdIOPIOUO NG
ETTAVOANYIKNOTNTAG KAl TG AVOTTAPAYWYINOTNTASG KABWGS Kal TG dlakUuavong OTIG avaAUoEIg
TTOAAWYV OEIYUATWYV BIOPOPETIKWV dPATTNPIOTATWY AVTICWHATWV.

TautéTnTa i Enqva)\nwlpémm i ﬂu?qvw\ 14OTNTA i i AkpiBeia
SeiypoTog Méoog 6pog Mécog 6pog Méoog 6pog
(IU/ml) Ccv (IU/ml) Ccv (IU/ml) cv

Acgiypa 1 4.3 12.0% 4.3 15.9% 3.7 20.6%
Acgiypa 2 14.2 10.5% 14.2 15.5% 14.2 15.8%
Agiypa 3 59.6 6.8% 59.6 7.4% 57.3 10.3%
Acgiypya 4 91.1 8.7% 91.1 12.1% 92.6 9.3%
Agiypa 5 192.1 5.7% 192.1 6.9% 191.2 7.8%
Acgiyya 6 319.6 9.9% 319.6 10.6% 308.2 9.7%
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EvaioOnoia kai €§e1dikeuon
AvoAuTIKA guaioOnoia

H avaAutiki euaioBnoia €xel aglohoynBei pe Bdon TTOANATTAEG avaluoelg deiyudtwy pe
puUBUIOTIKG dIdAupa Kal XapnAwv BeTIKwv OEIYMATWY KAl HE UTTOAOYIOUO TOu oOpiou
avixveuang.

Ma 1 dokipacia AESKULISA® CCP, REF 3166 £xel kaBopiaTtei éva 6plo avixveuong 0,33
IU/ml.

MFpappIKOTNTA

TpeIg opoi aipaTog TTou KAAUTITOUV TO GUVOAIKO €Upog TNG oKIPaoiag apaiwbnkav o€ oeipd
ME éva apvnTIKO Ociyua opoU aipaTtog. O1 TIHES Twy EEXWPIOTWYV SIOAUNATWY TTOU TTPOEKUYAV
atroé TN METPNON KAl Ol AVOUEVOPEVEG TIMEG XPNOIKOTTOINBNKAY YIa TOV UTTOAOYIOHO MIAg
YPOUMIKAG TTAAIVOPOUNONG. ZUPPWVA HE Ta OTTOTEAECHOTA TOU €AEYXOU YPOAUMIKOTNTAG
TpoadiopioTnke éva eUpog 3 - 300 IU/ml yia tn dokipacia AESKULISA® CCP.

BaBuovounon

H BaBuovéunon tou AESKULISA® CCP Tmpayuarotroifjfnke oUP@wva e TO BIEBVEC
mpoTuTTo CDC ACPA. Ta atroteAéopata ekppddovTal og 1U/ml.

11  AidBeon
MapakoAoOUBAOTE TIG OXETIKEG KAVOVIOTIKEG OTTAITHOEIG!
12 BiBAloypapia

Witte T, Hartung K, Sachse C, Matthias T, Fricke M, Kalden JR, Lakomek HJ, Peter HH,
Schmidt RE (2000). Rheumatoid factors in systemic lupus erythematosus: Association with
clinical and laboratory parameters. SLE study group. Rheumatol Int 19: 107-111.

Smith JB, Haynes MK (2002). Rheumatoid arthritis - a molecular understanding. Ann Intern
Med 136: 908 - 922.

Schellekens GA, Visser H, de Jong BAW, et al (2000). The diagnostic properties of
rheumatoid arthritis antibodies recognizing a cyclic citrullinated peptide. Arthritis Rheum 43:
155-163.

Schellekens GA, de Jong BAW, van den Hoogen FHJ, van de Putte LBA, van Venrooij
WJ (1998). Citrulline is an essential constituent of antigenic determinants recognized by
rheumatoid arthritis-specific autoantibodies. J Clin Invest 101: 273-281.

Lothar Thomas: Labor und Diagnose. Indikation und Bewertung von Laborbefunden fur die
medizinische Diagnostik., 8. Auflage, TH Books

CLSI Guideline GP44-A4: Procedures for the Handling and Processing of Blood Specimens
for Common Laboratory Tests
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PuBuioTikd cUpBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTikd péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catélogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Numero de catélogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog rapTidag
- Lote

uDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador unico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador unico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- Eupwraikn oupguwvia

- Déclaracao CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Tipoodiopiopoi
- 96 Testes

elFU

"o aesku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electronicas de utilizagédo

- Da utilizzarsi entro - Use by
- Utilise avant le - Utilizar antes de
- Verwendbar bis - Xprion péxpr

- Utilizar antes de

+8°C
+2°C

- Conservare a 2-8°C (35.6-46.4°F)

- Store at 2-8°C (35.6-46.4°F)

- Conserver & 2-8°C (35.6-46.4°F)

- Conservar a 2-8°C (35.6-46.4°F)

- Lagerung bei 2-8°C (35.6-46.4°F)

- ®uhdooetal oToug 2-8°C (35.6-46.4°F)

- Conservar entre 2-8°C (35.6-46.4°F)

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeudderar amd

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakég opdg AvTidpacTripio BaBuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Contrdle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

- Controllo negativo

- Negative Control

CON]| -

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaoTrpio Babuovounaong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0euypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmikaAuppévn pikpotrAdka

- Microplaca revestida

- Tampone di lavaggio - Wash buffer
WAS H B 5 O - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PubpioTiké didhupa TTAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiAupa uTTooTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampon Muestras

- Probenpuffer

- PuBpIoTIKG SIGAupa SelyaTWwV

- Diluente de amostra
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