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Evoedeiypévn Xpion

AESKULISA® a-Fodrin-Check cival pia Eviupoavoooloyikr péBodog oTtepeng @Aong TTou TrEPIEXE!
avaouvOuaauévn avBpwTrivn a- @odpivn yIa TOV TTOCOTIKO KAl TTOIOTIKO TTPOCdIOPIoHUO avTICWHATWY
IgA kai IgG évavtl Tng a-@odpivng. O TTPOoCdIOPICUOS QUTWY TWV AVTICWMATWY €EUTTNPETEI OTN
di1dyvwan Tou ouvdpduou Sjdgren.

KAIVIKR ) epappoyn Kal apxég Tng pEBodou

To auvdpopo Sjogren (SS) cival pia atd TIg ouXVOTEPEG auTodvooeS aabéveleg, e@doov agopd To 0.1
— 1% Tou TTANBucpoU. MNpodkeITal yia pia Xpovia @Aeypgovwdng oCuoTNUOTIKI auTtodvoon acBévela, oTnv
otroia TTpooBAAAovTal 01 €EWKPIVEIG adEVEG Kal TTEPICAOTEPO Ol DOKPUYOVOI Kal TlEAOYOVOl QdEVEG.
XapakTnPIoOTIKEG €KONAWOCEIG €ival N KEPATOETITTEQPUKITIOO OTTWG £TTIONG KAl N EnpoaTopia, TTou
TIPOKGAOUVTAI OTTO AEUPOKUTTAPIKEG OINBACEIG Twv alEAOYOVWY Kal dakpuydvwy adévwy. H didyvwaon
Tou ouvdpduou Sjogren ptropei va amodeixTei wg eEAIPETIKA SUOKOAN, dIOTI Oev UTTAPXOUV Eeviaia
Kpitpia Tagivounong. EmRapuvTiko gival Kal To yeyovog 0TI Ta KUPIA CUUTITWUATA, N EnpooTouia Kai n
Enpo@BaAyia cival OXeTIKA OUXVEG Kal YEVIKEG evoxAAoelg. EkTOG autou o1 dokiyagoieg pérpnong tng
TTapaywyrg odAiou kal dakpuwyv dev gival oUTe ApKETA euaioBnTeg ouTe €10IKEG. AKOUN Kail n Bloyia Tou
XEINIKOU alehoyovou adéva mapouaiadel euaiobnaia uévo 80% kai TEpa amd autd gival SUOKOAO va
Oie€axOei. Akoun, n emTuxAg Oidyvwon efaptdtal oe ueydho PaBud ammd Tnv euTTEIpia TWV
OUMMETEXOVTWV XEIPOUPYWV Kal TTaBoAoyoavatopwy. O1 onuavTikéTepol OikTeEG 0poU yia To SS ATav
MEXPI TTPOTIVOG Ta QUTOAVTICWHATA EvavTl Twv avTiyovwy SS-A/Ro kal SS-B/La, 6pwg cuyvd
OIATTIOTWVOVTAI KAl TTEPAITEPW AVTITTUPNVIKA aVTICWHATA, OTTWG ETTIONG KAl PEUUATOEIDEIG TTAPAYOVTEG,
ol oTroiol €ival yev euaioBnTol, duwg Oev eival €01Koi yia To SS. Av kal Ta avTti- SS-A kal avti -SS-B
QVTICWHOTA aveupiokovTal guxvd oTov opd acBevwv TTou TTAoyouv atrd aUvdpopo Sjogren, dev
atmmoTeAOUV €10IKOUG TTAPANETPOUG, €QOCOV DIOTTIOTWVOVTAI Kal O€ Mia ocipd AAAWV QuTOAvVOCoWV
voonudrwy, 0Ttwg 10 XEA Kai Tn peupatosidr) apBpitida. Mpéoeata duw TTEPIYPAPNKE N a- Godpivn,
Mia evOOKUTTOPIKN TTPWTEIVN, N oTToia BpioKeTal CUVOEPEVN OTOV KUTTAPIKO OKEAETO, WG EURIOBNTOG Kal
€10IKOG BeiKTNG 0poU yia To auvdpouo Sjogren.

Apxég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUMMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TG £TTWACNG UVOLovTal Ta EIBIKA AvTICWHUATA aTT® TOV
op6 Twv acBevwy, €dv autd uTTdpXOuv, PE TO AvTIYOVO TTOU PPIOKETal OTNV TTAGKA, TA Wn
ouvdeuEva aToixeia Tou 0poU aTTopakpUvovTal oTo eTOUEVO BAa TTAUONG. Etreira TpoagBEéTovTal
avTI-avOPWTTIVEG AVOCOOPAIPIVEG, 01 OTTOIEG €ival OUEUYUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog €mwaong, 10 oUleuypa (CULEUYMEVEG QVOOOCQAIPIVEG)
OUuVOEETAl UE TO OUPTTAOKO aVTIYOVOU — AVTIOCWHATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVES
avoooo@aIpiVEG ATTOPOKPUVOVTAl OTO €TTOPEVO BANA TTAUoONG. H dlatTioTwon Twv ouvieuévwy
AVTICWUATWY TTPOYUATOTTOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUypaTog Trou BpiokeTal
ouvdedepévn UE TO CUUTTAOKO QaVTIYOVOU-QVTIOWHATOG KAl £TO1 €ival avdAoyog TTpog Thv apXIKnA
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN ATl1O TH XPHZH

Xpwua e s
2T0I1XEIO MogétnTa . dioAUpaT  TMepiypagr) / Mepiexdpevo
KOTTOKIOU oc
5TTAGCIO CUYKEVTPWON
PuBuioTiké didAupa derypdrwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Boeiou
(5%) 1x20ml | Aeukd KITPVO 005 (BSA), oteidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
C s . 50TTAGCIa CUYKEVTPWON
(FZ.)%BX‘;'OT'KO OiGAupa mAGong 1 x 20ml Neukd Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA IA XPHXH
Xpwua Xpwua
2T0IXEIO MogétnTa katakio  diaAupar  [lMepiypaen / MNepiexduevo
0 oG
. e . . AvBpwIivog 0pdg (SlaAupévog), ahBoupivn Bogiou
ApvTIKGG 0pOg EAEyXOU 1x1,5ml Mpdovo  Alauyég opou (BSA), o&gidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
i ) ) . . AvBpwTTIivog 0pAdg (Slahupévog), aABoupivn Boéeiou
OETIKGG 0pOg EAEyXOU 1x1,5ml Kokkivo - Kitpivo opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvtnpnTiKo)
Avnégaomplo BaBuovéunong 1x1.5ml MAe Kfrpivo Avepwmvog 0pog (6|a)\upqug), aABom:wvr] Boeiou ]
OPIOKAG TIMAG opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTtnpnTiKO)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: 0,
} . . . . 3, 10, 30, 100, 300 U/ml. AvBpwTTivog opdg
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml Neuko Kitpivo (S10AUEVOC), aABoupivN BoEIoU 0pol (BSAY), 0&idio
Tou vaTpiou < 0,1% (ouvtnpnTikd)
. . . 2UOTaTIKO OTOIXEIO: AVTI — QVBPWTTIVI GvOC0O@aIpivn
>ulelypara, IgA/IG/ 1 x15ml Neuko Kékkivo ONUABEPEVN E UTTEPOEEIBATN aTT6 pagavida (BSA)
. . . >1aBepotroinuévn TETPapEBUABEVISivN Kal
Ymootpwua TMB 1 x15ml Maupo Alauyég UTTEPOEEIBIO TOU UBPOYOVOU (TMB/H,05)
AidAupa diakoTg avtidpaong | 1 x 15ml Neukod Alouyég 1M YdpoxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me ammooTTpeVOUG UTTOB0XEIG. AvaTpEETE OTNV
MAdka pikpoTiTAoTToinONG . . S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg di1aBéaiy .
o o ETMIKAAUYN.

*H évtaon Tou XpWHOTOG QUEAVETAI PE TN GUYKEVTPWON

AmaitoUugva vuAika

O avayvwoTng TTAaKWY pIKpoTITAoTToinang 450 nm avaylyvwoKel @IATpa avayvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPox0ideg
akpiBeiag (10, 100, 200, 500, 1000 pl) A TTpooapuolopevn TToAuTTpoxoida (100-1000pl). Zuokeury TTAUONG PIKPOTTAGKAG (300pl
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwy 1 auTopaToTroinpévo oUoTnua), atmoppo@nTikd xapti. Ol
OOKIJOTIEG HAG EXOUV WG OXEDIOOTEI yIa va XpnaoigoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUG opiououg TG PapuakoTroliag
Hvwpévwv MoAireitbv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

Ta avTidpacThpia Tou GuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKAO TTPETTEI va QUAdGooovTal
otoug 2 - 8 °C / 35,6 - 46,4 °F péoa oToug aubevTIKOUG TTEPIEKTEG. Apaiwpéva dlaAlpaTa,
@uAdooovtal oToug 2 - 8°C / 35,6 — 46,4 °F yia éva pnva. MNpéter va AayBdvovtal utréywn ol
nuepounvieg AAENG TTou avaypd@ovTal Tn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE oUoTATIKOU.

Mn xpnoigoTrolsital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpacn wToOg aTo dIGAupa uttooTpwHaTog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn pePPpavn NG
OUOKEUOOiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikKivouvoTnTa yIa TNV UyEia

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

MpétTel va XpNnoIKOoTToIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
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 (NaNs) wg ouvinpnmikd. To NaNsz ptropei va cival TogIKO €dv TTpoAneBei 1
atropponBei atrd 1o dépua i Ta pdtia. To NaN; ptropei va avnidpdoel e 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 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 utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
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 dokiyaciag (20 - 32 °C / 68 - 89,6 °F) kal avaueifte KaAd. MMpérrer oTTwodTToTE Va
TnPEiTal To KaBoplopévo TTPWTOKOAAO yia TN dieEaywyn TG SOKIYATiag.

Emwaon: ZuviotoUpe amédoon Ookipug ortoug 30 °C/86 °F yia auTOHATOTTINMEVA
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 WPWYV, dIAPOPETIKA TTPETTEI VO QUAACOOVTAI KAEIOPEVA AEPOOTEYWS 0TOUG 2-8 °C /
35,6 — 46,4 °F yia 48 wpeg To PEYIOTO. 2€ TTEPITITWON TTOU TTPORAETTETAI eyaAUTepn DIdpPKEIQ
QUAaéng, Ta deiypaTa TTPETTEl va PuxovTtal otoug - 20 °C /- 4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO BIGAUNa OEIYUATWY: apalWVeTE 1:5 Pe atmooTayuévo vepod (TT.X.
20 ml ouv 80 ml).

ZUMTTUKVWUEVO puBuIoTIKG Oi1dAupa TTAUONG: apaiwveTe 1:50 pe atmmootaypévo vepd (TT.X.
20 ml ouv 980 ml).

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

avTidpacTnpiwv Babuovounong.

Apaiwon Twv delyudTwy TWY acBevwyv:

Aciyyata opou: apaiwvete kal avaueryvoete 1:101 pe apaiwpévo pubuIoTIKG SIGAUPG
oeypdtwy, 1.X. (1x) 1000 pl puBpioTikd didAupa derypdtwy + 10 pl 0pag.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBuIoTIKG didAupa TTAUoNG (1x) avd 8 Pubiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKVWPa cuv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa TN Asimoupyia Tou gpyalgiou Kal TO VEKPO OyKO TTPETTEI va An@BoUlv uttéwn TTpdoBeTeg
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €Tdvw OE éva atroppo@nTikG XapTi. BaleTe
300 pl apaiwpévo puBuioTIKG O1dAupa TTAUONG 0€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTETa, TTEPIEVETE 20 deutepOAeTTTa. ETTavaAGBeTe Tn diadikacia akopn dUo QopEg.
MikpoT1rAdKeg:

ATTopakpUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAglopéva yéoa oTn PEPPPAvVN TNG OUOKeuaaiag oe dpooepd PEPOG (2 - 8 °C /
35,6 - 46,4 °F).
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7.2 ZXAMA SIOVOURG avTIOpaCTNPIiwV

7.3

MpoTteivoupe TN Xprion T¢ TITTETAG YIA avTIdOPACTAPIa BaBuovounong, opoug eAEyxou Kal

deiypara wg egng:
MNa NMOZOTIKH gpunveia MNa MOIOTIKH epunveia
1 2 3 q 5 s o

A | CalA |CalE | P1 A NC P2

B | CalA |CalE | P1 B | NC P2

TR TR e oo Y R

S cas (car (p2 | = e

E CalC | PC P3 E  pC

F CalC | PC P3 E | pC

e o e | = I A R

o e T e TR
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

BApata gpyaciag

Bripa  Iepiypapr

1. Mpiv amé 1o mmeTdpiopa BePaiwbeite OTI ExeTe eKTEAEOEI TN SIABIKACIA TTPOETOINACIAG ATTO TO
BrAua 7.1 opatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrpaTa avadAoya Pe Ta TBUPNTA aTToTEAEéOUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

3.
+100 pl
o)
5.
— —
3x 3004l

I

OPOI EAEMXOY & AEITMATA

Balete ota poPAeTopeva BuBioparta 100 ul aréd £va atmo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavw:
a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia
MNMOX20TIKH gpunveia i
b. Avndpaotrpio BabBuovéunong opiakng TIuAG (CC) yia
TOIOTIKH epunveia
ETriong, Bacete amd 100 pl atmd kabBéva atrd Ta TTaPAKATW:
o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG opdg eAEyxoU
(PC) kabwg Kkai

e AiaAupévo opd aocBevwv (P11, P2...)

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

MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUCNG
(apaiwpévo 1:50).

5/10




3164

Product Desc.

) 4 AESKU, DIAGNOSTICS .

a-Fodrin-Check

Manual Rev. No.

004: 2024-12-13

N

10.

11.

12.

13.
14.

L

+100 pl

®

30°

3x 3004l

30’

OD,; ODG\NA/

450/620 nm

I

>YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kaBe @opd pe 300 ul pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxéa

XPNOIYOTTOIWVTAG TNV TITTETA.

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

aTTo TO £VTOVO PWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Bacete 100 pl diaAUpaTog d10KOTTAG avTidpaong o€ kaBe BuBicua ue
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTIOIWVTAG TNV

TITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTrwv
(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 CUYKEVTPWOT TWV avTIowudTwy o€ U/ml.
Meploxf @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<16 U/ml 16 - 24 U/ml >24 U/ml
TMapadesiyua mpoadiopicuou
Autdé TO TrOpPAdelypa Oev £MITPETTETAI VO XPNOIMOTTOINGEl yio TNV gppnveia Twv

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

BaBuovopnang

IgA/G

0 U/ml 0,049 0,0
3 U/ml 0,164 2,6
10 U/ml 0,332 2,5
30 U/ml 0,675 0,9
100 U/ml 1,387 0,0
300 U/ml 2,272 0,5

lMapadeiyua ummroAoyiouou

AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 0,831/0,855 0,843 52,8
P02 1,060/1,069 1,065 76,0

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIHWYV TWV AVTIOPACTNPIWYV
BaBuovounong mpétrel va avagépovtal wg" >Méeéy." Mpétmel va apaiwvovtal KatdAAnAa kai va
ookiudagovtal Eavd. Ta deiyhaTa pe TINEG MIKPOTEPES aTTO TO £UPOG TIHWY TWV avTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg "<EAdy."

Eidika oToixeia tng TTaPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKG epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG e 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
oTn OIKN TOU TEXVIKN, EAEyXOUg, EEOTTAICUO Kal TTANBUOPOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIx OI TIMEG TWV OPWYV EAEYXOU dEV CUMPWVOUV HE TA KPITHPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOEi.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TeEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwyv (TTou TTPOoETOINACTNKAY), OUVONAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWAONG Kal UEBOSOG TTAUONG.

Edv 1a oToixeia Ta otroia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atrod TIG AVANEVOUEVEG TIUEG 1 €Av Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUAOTA | TOV TTPOUNBEUTH TOU KIT SOKIMNG.
MNa 1roioTikA a§ioAéynon diaBA0Te TNV OTITIKY TTUKVOTATA TOU PAPTUPA OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OEIYMATWY WE auTh Tou uapTupa. MNa Tnv ToIoTIKA agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou papTupa cav ampoodidpiota. OAa Ta deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTiKO: OD oqo8evr; < 0.8 x OD cut-off
Amrpoodidpiota: 0.8 X OD cutoff < OD aoevp £ 1.2 X OD cyteoff
OETIKél OD qqegvﬂ > 12 X OD cut-off
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9  Texvikd oToIxeia
YAIKO delyhaTwy: Opébg
OykKog delyudTwV: 10 pl opdg yia apaiwon 1:101 pe 1x puBPICTIKO dIGAUNC
OelyudTwy
OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpagia dwuatiou 20 - 32 °C /68 - 89,6 °F
MepioxA péETPNONG: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8°C/ 35,6 - 46,4 °FOTIG AQUBEVTIKEG QIANEG
ApIBubG Twv TTPOodIoPIoCPWY: 96 dOKIPOTIES
10 Zroixeia Arédoong
10.1 AvaAuTtiki EvaioBnoia
Aokiyacia Tou puBuIoTIKOU dlaAupartog deiyuatog 30 @opéc o AESKULISA® a-Fodrin-
Check divel avaAuTikr euaicbnaoia 1,0 U/ml.
10.2 Ei1dikéTnTa Kai Evaiodnoia
H TTAGKa PIKPOTITAOTTOINONG €ival ETTIKAAUUPEVN HE avaouvOUAoUEVN avOpwWTTIVN a- YodpPivn.
Ae dIaTIOTWVOVTAl AVTIOPACTIKOTATEG dlacTaupwong Me AANa avtiyova. H dokipacia
a—Fodrin-A 1Tapouciadel diayvwaTikr €18IKOTNTA 98% Kai dlayvwaoTIKn euaiobnoia 63% yia 1o
IgA.
H o&okipaoia a-Fodrin-G Trapouciddel  dlayvwoTik  €1dIkéTNTa 96% Kol IayvWOoTIKA
euaiobnaia 52% yia 1o 1gG.
10.3 F'pappIKOTRTA

MNa emAeypévoug opoug uTTdépece va €EakpIBwOEel pia ypauuikh ouvaptnon PETagU NG
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWHATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEPOVWPEVOI 0POI TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

Ap1Bp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyuarog (U/ml) (U/ml)
1 1/100 23,2 23,0 100,9
1/200 11,4 11,5 99,1
1/400 54 5,8 93,1
1/800 2,7 2,9 93,1
2 1/100 45,5 45,0 101,1
1/200 22,5 22,5 100,0
1/400 10,4 11,3 92,0
1/800 5,3 5,6 94,6
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10.4 AkpiBeia

10.5

11

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
NG TTPATUTING KAWTTUANG N ECWTEPIKN Kal evoidueon diakuuavan.

EowTepikn pé6odog Evlidpeon pébodog
ApiBp. Méoog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (U/ml) (%) deiyparog (U/ml) (%)
1 23,5 2,5 1 24,7 2,9
2 81,2 4,8 2 52,7 54
3 86,8 8,8 3 87,0 6,5
Alokpiwon

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

BiAloypagia

Witte T, Matthias T, Arnett FC, Peter HH, Hartung K, Sachse C, Wigand R, Braner A,
Kalden JR, Lakomek HJ, Schmidt RE (2000). IgA and IgG autoantibodies against alpha-
fodrin as markers for Sjogren‘s syndrome and systemic lupus erythematosus. J Rheumatol
27 (11):2617-20.

Haneji N, Nakamura T, Takio K, Yanagi K, Higashiyama H, Saito I, Noji S, Sugino H,
Hayashi Y (1997). Identification of alpha-fodrin as a candidate autoantigen in primary
Sjogren‘s syndrome. Science 276 (5312):604-7.

Vitali C, Bombardieri S, Moutsopoulos HM, Balestrieri G, et al. (1993). Preliminary
criteria for the classification of Sjogren‘s syndrome. Results of a prospective concerted action
supported by the European Community. Arthritis Rheum 36 (3):340-7.
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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 AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catélogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Numero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapakTnpiopog optidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG TUCKEUNG

- 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 TrpoadlopIopoi

- 96 Testes

elFU

"o agsku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0Bnyieg Xprong

- Seguir as instrugdes electrénicas de utilizagdo

- 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

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKOG 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 - AvTidpaoTrplo Babuovounaong

- 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

WASHB |50x

- Tampon de Lavage

- Solucion de lavado

- Waschpuffer

- PubpioTikd didhupa TTAGoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBpIoTIKO BIGAUpa UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpacTrpIo SIOKOTIHG avTidpaong

- Solucéo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIOTIKG SiGAupa SelyIaTWwV

- Diluente de amostra
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