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AESKU,DIAGNOSﬂCS

Evoedeiypévn Xpion

AESKULISA® RA/CP-Detect cival pia Eviupoavoaoloyikr] péBodog oTepeng @Aaong yia Tov
TTOCOTIKO Kal TTOIOTIKO TTPOoadIopiopd I1gG avTiowudtwy oTov avBpwtmivo opd, Ta OTToia
TdooovTal evavTia o€ €10IK& OUVOETIKG TTETTTIOIO KITPOUAIVN avBpwTrivng avocoo@aipivng G

(19G).
H péBodog eCuttnpetei oTo va 1€0¢i n didyvwaon TnG peupaTocidoug apbpitidag (PA).

KAIVIKR ) epappuoyn Kal apxég Tng pE6odou

H peupaTocidig apBpimida cival dia atmmd TIG OUXVOTEPEG QUTOAVOOEG QCBEVEIEG, £POTOV
maoxel 10 1% Tou TANBuopou amd auth. [MpdkerTalr yia pia Xpovia, CuoTNUATIKN
QAeypovwdng vooo, n otroia TTPOCRAAAEl KUpiwg Toug apBpikoUg UpEvES dlapopwy
apBpwaoewv.

O1 peuparocldeig apdyovteg (RF) ATav péxpl TPOTIVOG O ONUAVTIKOTEPOI BEIKTEG 0poU TG
aoBévelag autng. Or1 peupartocdeic TTapdyovteg Trepiypagnkav apxikd 10 1940 wg
QVTIOCWHMATA, Ta OTToia oUVOLoVTal UE Y-o@alpiveg. TaooovTtal evavTia o1o C-TeAIKO TUAMO TNG
oTaBePnG TTEPIOXNGS TNG Papids aluaidag Tou IgG, 1o Aeyouevo Fc — TuRua tou IgG.

Av kal ol RF éAaBav Tnv ovopaoia Toug amd Tnv PE AUTOUG CUCXETIOMEVN aoBévelaq,
eppavifovral kal o€ GAeG acBéveleg, akoun kal o€ uyir} dropa. Or ugnAoi TiTAol Twv RF
Xapaktnpi¢ouv TN peuparocidn apbpitida (PA, 50-90%)kal To ouvdpouo Sjogren (75-95%),
aveupiokovTal OPwG KAl OTO OUOTNUATIKG epubnuatwdn Auko (ZEA, 15-35%), oTn
ouoTnuaTik okAfpuvon (20-30%), otn ToAupuocitida/ deppaTtopuocitida (5-10%), oTn
wuxpoo@aipivaipia (40-100%) kai OTIG MIKTEG 0a0BEvelEG TOU OUVOETIKOU I10TOU (mixed
connective tissue diseases, MCTD; 50-60%). ‘'ETo1, ol RF ammoteAouv BéRaia évav suaiobnTo
O¢€ikTn opou yia TN PA, dpwg dev gival apkeTd €IDIKOI yI' auTr.

EOw kal apketd Kalpd €ival yvwoTd OTI T  AVTI-TTEPITTUPNVIKA  auTOavVTICWHATA,
XOPAKTNPEICOVTAl KOI WG QVTI-KEPATIVIKA AVTICWHATA, BIATTIOTWVOVTAI OTOUG OpOoUG aoBevwv
TTou TTacXouv atrd PA. MNpdéocearta atmmodeiXxTnke OTI AUTA AUTOAVTICWHATO TACCOVTAI EVAVTIA
O€ ETTTOTTIA TA OTTOIQ TTEPIEXOUV KITPOUAIVN, Mia TpoTtrotroinuévn pop@rn TnG apyivivng. Ta
QVTIOWHPOTA EVAVTIO O€ OUVOETIKA KUKAIKG TTETTTIOIO TToU TTEpIEXOUV  KITpouAivn (CCP)
TTEPIYPAPOVTAI WG €1BIKOI BEIKTES yIa TN PA pe euaiobnaoieg ouykpioipes Twyv RF.

H Aesku.Diagnostics GmbH & Co. KG avémtuée pia véag texvoloyiag dokipacia ELISA, Tnv
AESKULISA® RA/CP-Detect, n oTroia dIQTOTWVEI GTOV 0p6 a0BeVWY TTou TTdoxouv atmo PA
ME OUYKpIoINeG €1BIKOTNTEG Kal euaioBnoieg OTTwg ol dokiyacieg CCP ELISA. Mg 1n
Xpnoiyotroinon €1dIKwv ouVvOEeTIKWY TTETTISIWY avBpwTTivng avocooaipivng G n dokipacia
AESKULISA® RA/CP-Detect yivetal pia uwnAnig eidikotnTag dokiyaaia opou yia T Sidyvwon
NG PA. Z¢ peAéteg emBefaiwdnkav pia euaioBnoia 68 % kai pia €idIkoTnTa 92 % O¢ pia
OMAda eAEyXOU ETTIKOAUTITOUEVWYV PEUMATIKWY AOBEVEIWV.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €10IKO avTiyovo. Katd Tn didpKela TG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHPATA aTT® TOV
opo Twv acBevwy, €dv autd uttdpxouv, PE TO QvTIyOVO TTOU PBPioKeTal 0TV TTAGKQ, Ta Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo £TOUEVO BApa TTAUONG. Etreira rpoaBEéTovTal
avTI-avOPWTTIVEG AVOCOOQAIPIVES, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard 1n Odidpkeia piog €mwacng, To ouUleuypa (OULEUYHEVEG QAVOCGOOQPAIPIVEG)
OUVOEETAl UE TO OUPTTAOKO avTIYOVOU — AVTICWHATOG TTOU OXNUATIOTNKE TTPIV, OI [N OUCEUYUEVES
avoooo@alpiveg atTopakpuvovTal aTo €TOPEVO BApa TTAUoNG. H diattioTwon Twv ouvdeuévwyv
QAVTICWUATWY TTPAYUATOTTOIEITAI HE EVCUPATIKN) XPWOTIKA avTidpaon (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAAayh xpwaong oe Kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo egaptdtal amd Tnv TT000TNTA OUuleUyuaTog Trou BpiokeTal
ouvoedepévn PUE TO CUUTTAOKO aVTIYOVOU-QVTICWHATOG KAl £TO1 €ival av@Aoyog TTpOG TNV ApXIKN
OUYKEVTPWON TWV QVTIOTOIXWV AvTICWUATWY OTo deiypa aoBevolg.
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AESKU,DIAGNOSﬂCS

2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN ATl1O TH XPHZH

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

5TTAGCIO CUYKEVTPWON
1 x 20ml NEUKO Kitpivo Tris, xAwpioUyo varpio (NaCl), aABoupivn Bogiou
opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)

PuBuiaTiké SidAupa delypdTwy
(5x%)

PuBpioTiko didAupa TTAUong 50mAdaia ouykévipwon

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

2T0IXEIO MoooétnTa KQTTAKIOU gngupm Mepiypaen) / Mepiexouevo

. . . . . AvBpwTTIvog 0pd¢ (dlaAupévog), aABoupivn Boeiou
ApvnTIKGG 0pGS EAEYXOU 1x1,5ml Mpdavo Aiauyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo Kitpivo AvBpuwmvog 0pog (diakupiévog), aABougivn Boeiou

opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)

AvTidpaoTripio Baduovéunong AvBpwTTIvog 0pA8g (BlaAupévog), aABoupivn Bodeiou

OpPIOKAG TIUAG 1x1,5ml MmAe Kitpivo opou (BSA), o&gidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
Juykévipwon kGBe avtidpaotnpiou Babuovéunaong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwmvog 0pog

(diaAupévog), aABoupivn Boeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvTnpnTiKo)

ZUOCTATIKA OToIXEIa: AVTI-QvOPWITTIVR avococ@aIpivn
>ulevyyara, IgG 1 x15ml MrrAe MrrAe onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
aABoupivn Bogiou opol (BSA)

>1aBepotroinuévn TETPapEBUABEVISivN Kal

Yméotpwha TMB 1x15mi Magpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,0,)

AidAupa diakoTg avtidpaong | 1 x 15ml Neukod Alouyég 1M YdpoxAwpikd o&u
Aev eival | Me ammoomwuevoug uttodoxeig. Avatpégte atnv

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

12x8 Aev gival

MAdka pikpoTiTAoTToinoNG Tawieg SIaBEoI0

* H évtaon Tou XpwHaTog QUEAVETaI PE TN CUYKEVTPWON
AlAITOYMENA YAIKA

AvayvwoTng TTAAKWV HIKpoTITAOTToiNoNG 450 nm TTou avaylyvwokel @IATpa avayvwong Kal TTPoaIpeTIKO 620 nm  @iATpo
avapopdg (600-690 nm). MudAiva e€aptripara (kUAivopog 100-1000ml), dokiyacTikoi cwAAveG yia SiaAUpaTa. AovnTAg avauigng,
méteg akpifeiag (10, 100, 200, 500, 1000 ul) A Tpocappolduevn TToAutréTa (100-1000ul). Zuokeun TTAUGNG MIKPOTTAGKAG
(emavaAhapBavépevn miméTa 300ul i ITTETA TTOAMOTTAWY KavaAiwv | autopatoTroinuévo oloTnua), amoppo@nTiké xapTti. Ol
doKIpaaoieg Hag €Xouv wg oxedIAaTEi yia va xpnalpoTtroinfolv pe KaBapd Udwp TUPPWVA PE TOuG opiopoUg TNg dapuakoTroliag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaikng @apuakotroiiag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avridpacTripia Tou duvOAou avTIdPaACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAGooovTal
otoug 2 - 8 °C / 35,6 - 46,4 °F péoa oToug aubevTIKOUG TTEPIEKTEG. Apalwpéva dlaAlpaTa,
@uAdooovtal oToug 2 - 8 °C / 35,6 - 46,4 °F yia éva uriva. Mpétrel va AapBdavovtal uttéyn ol
nuepounvieg ARENG TTou avaypd@ovTal 0T CUCKEUATIa Kal OTIG ETIKETEG TOU KABE cuoTATIKOU.
Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAou avTidpaoTnpiwyv! MNpétmer va
aTTo@eUyETal N £viovn €TiOPACN QWTOG aTO diIdAUpa UTTOOTPWHATOG TMB. OI PIKOTTAGKESG VO
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn peRPpavn NG
ouOoKeuaaoiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

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 dev 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 (NaN3) w¢ ouvinpnmikd. To NaN3 pmopei va eival TO0gKO €dv TTPoAngBei 1
atmropponBei amd 1o déppa i Ta pdtia. To NaN3 utropei va avtidpdoel ue TNV EyKATAOTACN
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 avmidpacTrpia avlpwTTivnG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ QUTO TO TIPoidv (opoi
eAéyxou kal avTidpaoTrpia BaBuovopnong) amodeixTnkav Katd Tov €Aeyxo yia nmatimda B
avTiyovo em@aveiag (HbsAg), nmartimda C kai HIV 1 kal 2 wg apvntikd. Opwg, o€ Tpoidvta
avOpwTIVNG TTPoEAEUCNG OE UTTOPEl TTOTE va atTokAEloTel TTAPpwWG N MBavoTNTa NOAUVONG ME
TOUG ava@pePOPEVOUG | Kal e GAAOUG akOun AyvwaoToug TTabBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTidpacThpIa BaBuovounong OTTwG €TTiONG Kal Ol 0POi TwvV
aoBevwyv  Xapaktnpifovralr wg OuvnTIKA HOAUCUATIKOI Kol TTPETTEI VA XPNOIKoTTolouvTal
oUPQWVa JE Ta €BvIKG voUIKG aglwuaTa.

Etmeidr) 10 KIT TTEPIEXEl UANIKO CWIKNAG TIPOEAEUONG, OTIWG AVOQEPETAlI OTOV  TTivaKd
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €BVIKAG
vopoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOQOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1) ECQAAUEVEG, ETTIKOIVWVACTE PE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv ptrAékete n avtikaBiotdre MapTtupeg, BaBuovountés , EvQupa 20Ceuéng n MIKPOTTAAKES
aTTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET Vva 0dNyrnoel o€ ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaciag (20 - 32 °C / 68 - 89,6 °F) kai avaueifte KaAd. MMpérrer oTTwodTToTE Va
TnPEiTal To KaBoplopévo TTPWTOKOAAO yia TN dieEaywyn TG SOKIYATiag.

Emwaon: Zuviotoupe amédoon Sokiung otoug 30 °C / 86 °F yia auToOHATOTTINMEVA
ouUCTAHATO.

Mnv ekBéteTe TTOTE TA CUOTATIKA TOU CUVOAOU avTIOPACTNPIWY OE BepuoKpacieg Avw Twv
37 °C / 98,6 °F. XpnoigoTrolgite yia TN Ayn Tou SI0AUPOTOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] ToU SIOAUNOTOG UTTOOTPWHOTOG HE EVTOVO QwG. Mn xpenoIUOTToIEITE yia TO SIGAUMA
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTA@A YE GAAa avTIdPACTAPIA.
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H tehik KAIVIKA Si1dyvwon dev mpémmel va TiBeTal povo pe BAon Ta ATOTEAECTHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTp6 AdupdvovTag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplakd supfuara. H didyvwon mpétrel va emReRAIWVETAI XPNOIUOTTOIWVTAG
O10@POPETIKEG SIaYVWOTIKEG HEBOSOUG.

ARQyn deiyparog, rpoeTolIacia Kal QUAagn

2UuvVIOTATal N XpNon @PEoKwv delyddTwy opol. H ARwn Tou dipyatog TTPETTEl va yivetal
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTQIMIKG,
algoAupéva | poAucpéva atrd Baktrpia deiydata opol. Atiyuata opwv TTou TTEPIEXOUV
owpaTidla, va ToTToBeToUvVTal JE XAMNAR TaxXUTNTA 0T OUOKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal KeEva QIaAidia.

Katémv dlaxwpiopou Ta dciypata TTAGOPOTOG TIPETTEI va XPNOIKMOTToINBoUV €viog Twv
TPWTWY 8 WPWV, dIGPOPETIKA TTPETTEI VA UAACTOVTAI KAEIOUEVA AEPOOTEYWGS OTOUG 2 - 8 °C
/35,6 - 46,4 °F yia 48 WpeG TO YEYIOTO. 2€ TTEPITITWOTN TTOU TTPORAETTETAI PEYOAUTEPN OIGPKEIQ
QUAaéng, Ta deiypaTa TTPETTEl va PuxovTtal otoug - 20 °C /- 4 °F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO di1dAupa OclyudTwy: apalwveTe 1:5 pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWHEVO pUBuIoTIKG SIGAupa TTAUONG: apaiwveTe 1:50 pe atmmooTaypévo vepd (TT.X.
20 ml ouv 980 ml).

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

avTiIdpacTnpiwv Babuovounong.

Apdaiwon Twv delyudTwy TV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG dIGAUa
oeypdtwy, 1.X. (1x) 1000 pl puBpioTikd didAupa derypdtwy + 10 pl 0pdg.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 Pubiopata 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
TTOoATNTEG PUBUIOTIKOU dIaAUNATOG TTAUCNG

XeipokivnTn wAUON:

ATTOPOKPUVETE 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 KaAdG kAciopéva péoa otn hepBpdvn TnG cuokeuaoiag ae dpooepd pépog (2 - 8 °C /
35,6 - 46,4 °F).
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7.2 ZXAMA SIOVOURG avTIOpaCTNPIWYV

7.3

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

MNa NMOZOTIKH gpunveia

I G Mmoo O W >

CalA: calibrator A
CalB: calibrator B
CalC: calibrator C

BRupara epyaciag

Brpa  Mepiypaen

1
Cal A
Cal A
CalB
CalB
CalC
CalC
CalD
CalD

MNa MNMOIOTIKH gpunveia

2 3 1 2 3
CalE | P1 A | NC P2
T Iev e 5 e I R R
ar e e oo P B
CalF | P2 D CC P3
PC P3 E | PC
PC P3 F PC
S R m— = T D
NC H  P1
CalD: calibrator D PC: positive control P1: patient 1
CalE: calibrator E NC: negative control P2: patient 2
CalF: calibrator F CC.: cut-off calibrator P3: patient 3

1. | Mpiv amo 1o mmeTapiopa BePaiwbeite 0TI £XeTE EKTEAEOEI TN dladikagia TTPOETOINATIAG ATIO TO
Briua 7.1 TTapaATIAVW.

2.  AkoAoubnoTe Ta TTapakdTw Bripata avaloya pe Ta emMOUUNTa amoTeAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIQG:

3.
+100 pl
O
30
5

OPOI EAEIMXQOY & AEIFMATA

Badete ota mpoPAsTTOpEva BuBioparta 100 yl atmd éva atrd Ta
TTAPAKATW UAIKA XPNOIYOTTOIWVTAG TNV TIITTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpacTtipia Babuovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A
b. Avndpaotipio BaBuovéunong opiakng TiuAG (CC) yia
OIOTIKH epunveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
o ApvnTikdg 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou
(PC) kaobBwg kai
e AlaAupévo opo aoBevwy (P1, P2...)

Emwdédete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F.

MAévete 3 Qopég, kaBe opd ue 300 pl pubuIoTIKG diGAupa TTAUONG
(apaiwpévo 1:50).
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10.

11

12

L

+100 pl

®

30

3x 3004l

30

\i R
100 pl

e
5

9

13.

14.

OD.; OD%

450/620 nm

—

>YZEYTMA

Balete 100 pl diaAOpatog ouleuypotog o€ KAOBe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

Emwadete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F.

MAévete 3 Qopég, kaBe @opd pe 300 pl pubuIoTIKG didAupa TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl dioAupartog utroatpwuatog TMB oe kGdBe utrodoxEa

XPNOIYOTTOIWVTAG TNV TITTETA.

Etrwadete yia 30 Aetrtd o€ 20 - 32 °C / 68 - 89,6 °F. lNpooTarteuoTe

atTo TO £VTOVO PUG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog O10KOTTAG avTidpaong o€ kaBe BuBicua pe
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TNV

TITTETA.

EmwdédleTe yia 5 AeTTTd TOUAGXICTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA YIa 5 OeuTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm eviég 30 AemTwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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Moo oTIKA KAl TTOIOTIKA EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPICUO GUVIOTATAI N PHETAPOPE
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOUTTUAN €COKPIBWVETAlI QTTO TNV OTITIKA
TTUKVOTNTA TOU OEiYUATOG N CUYKEVTPWON TwV avTIowudatwy og U/ml.
Meploxf @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadesiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPETETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv

ATTOTEAECHATWY TWV ACOEVWV.
AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0.080 2.9
3 U/ml 0.166 3.0
10 U/ml 0.297 1.9
30 U/ml 0.619 2.6
100 U/ml 1.358 2.2
300 U/ml 2.250 0.2

lMapadeiyua ummroAoyiouou

AoBevric  EmravaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0.968/ 1.016 0.993 62.1

P 02 0.634/ 0.654 0.642 31.8
Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovTal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
ookiyagovtal Eavd. Ta deiypata Pe TINES HIKPOTEPES aTTO TO EUPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTrel va avagEpovTal wg "<EAay."
Eidika oToixeia tng TTapTidag, avaypd@ovial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpikd epyacTApia PTTopoUlv va SIEEAyouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kal/ i opoug atd Thv TPATTECA AiaTog CUNPWVA PE TNG pubpioeig TnG E.E..
2uvioTdaTal o€ KABE epyaaTrpIO va dNPIOUPYNOEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN, EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOT KATA TNV OTTOIA OI TINEG TWV OPWYV EAEYXOU dEV CUPPWVOUV HE TA KPITHPIA, N
OOoKIuN €ival dkupn Kal Ba TTPETTEl va ETTAVAANPOEI.

Oa Tmpémel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTIdpaoTnpiwy (TTOU TTPOETOINACTNKAV), OUVOAKEG aTTOBAKEUONG, TIITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv ta oToixeia Ta otroia uTToBAABNKAV 0€ BOKIKN TTApPoucIAfouv atrokAIon f dAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG ) Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWpig eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA 1 TOV TTPOUNBEUTH TOU KIT SOKIMNAG.
MNa 1roioTikA a§ioAéynon diaBAcTe TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv BEIYUATWY AOBEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTA Tou uapTupa. MNa Tnv ToIoTIKA agloAdynon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20% yupw atmd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWNAOTEPEG TINEG BewpouvTal BeTIKG, deiyuaTa e XaunAOTEPES TIMEG apvNTIKA.

ApvnTIKO: OD qo8evi < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
OETIK(): OD qqegvr'] > 12 X OD cut-off

7110



AESKU,DIAGNOSﬂCS

Product Desc. RA/CP-Detect
Manual Rev. No. 004: 2024-12-16
9  Texvikd oToIxeia
YAIKO delyhaTwy: Opébg
OykKog delyudTwV: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUNA
OelyudTwy
OAIKOG Xpbvog TTWaONG: 90 AetrTd o€ Beppokpacia dwpatiou 20 - 32 °C/
68 - 89,6 °F
Mepiox péTpnong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: 0e2-8°C /35,6 - 46,4 °F oTIG AUBEVTIKEG QIAAEG
ApIBu6S Twy TTpoodiopiopwy: 96 doKIPaaieg
10 Zroixeia Adédoong
10.1 AvaAuTtiki EvaioBnoia
Aokipaaia Tou pubuioTikoU diaAUpaTog deiypartog 30 popéc oe AESKULISA® RA/CP-Detect
Oivel avaAuTikA evaioBnoia 1,0 U/ml.
10.2 E1dikéTnTa Kol Evaiodnoia
H mAdka pikpoTiTAotroinong eival €mMKAAUPPEVN ME €10IKA GUVBETIKG TTETTTIOIO KITPOUAIVN
avBpwivng avoooo@aipivng G (IgG). Ae diammoTwvovTal avTidpacTIKOTNTEG SlaoTAUPWONS
ME GAAa avTiyéva. Ta tn didyvwaon Tng peupatocidng apbpindag n dokipacia RA/CP-Detect
ELISA Tmapoucidlel euaiobnoia 68 % kal €dIKOTNTa 92 % o€ pia opdda eAéyxou
ETTIKAAUTITOUEVWY PEUNATIKWY OODEVEIWV.
10.3 FpappIKOTNT

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va atToKAEIOTE TO yEYOVOGS OTI
MEMOVWEVOI 0pOi TTAPOUCIAlOUV [N YPOUMIKY CUMTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 51.1 53.4 95.7
1/200 25.2 26.7 94.4
1/400 12.4 13.4 92.5
1/800 6.3 6.7 94.0
2 1/100 135.1 138.0 97.9
1/200 74.0 69.0 107.2
1/400 32.1 34.5 93.0
1/800 16.1 17.3 93.0
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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
NG TTPOTUTING KAWTTUANG N ECWTEPIKN Kal evdidueon diakUuuavan.

EowTepikn pé6odog Evlidpeon pébodog
ApiBp. Méocog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 15.2 0.4 1 18.3 1.0
2 43.4 4.5 2 52.1 4.6
3 288.8 8.9 3 322.7 8.2

10.5 Alakpifwon

To TocoTIKO cUoTNua METPNONG AOYyw EAAEIYNG evog O1EBvoUg TTPOTUTTOU ava@opdg EXEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETpnoNnG. Ta atroteAéopaTta didovTal ae U/ml.
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PuBuioTika ocUppoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApIBu6g TrapayyeAiag
- Numero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog apTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- EupwTraikri oupguvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Trpoodiopiopoi
- 96 Testes

elFU

M 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 electrénicas de utilizacédo

- 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 a 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

- Karaokeuageral amré

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakég opdg AvTidpaaTripio Babpovounong

- Calibrador de cut-off

- Controllo positivo

- Positive Control

CON/|+

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

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

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- 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 0 - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PubpioTiké didhupa TTAGoNg

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampén sustrato
- Substratpuffer - PUBIOTIKG SIGAUPG UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucédo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIoTIKG SiGAupa SelyaTwy

- Diluente de amostra
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