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Evoedeiypévn Xpion

AESKULISA® alpha-Fodrin-G cival pia Ev{upoavoooAoyikfi uéBodog oTepeng @AONG TTOU TTEPIEXEI
avaouvouaouévn avlpwivn a- odpivn yia TOV TTOCOTIKO KOl TTOIOTIKO TTPOCSIOPICHO AVTICWUATWY
IgG évavTt TG a-@odpivng.

O 1TpoadiopIoudS AUTWY TWV AVTICWHATWY eEUTTNPETEI 0T dIdyvwaon Tou cuvdpoduou Sjogren.

KAIVIKR ) epappoyn Kal apxég Tng pE6odou

To auvdpopo Sjogren (SS) cival pia atmd TI¢ ouyxvoTePEG autodvooeg aabéveleg, e@doov apopd 10 0.1
— 1% Tou TAnBuopoU. MpdkerTal yia pia Xxpovia Asyuovwdng cuaTNPATIKY auTodvoon acBéveia, oTnv
otroia TTpooBAaAAovTal 01 €EWKPIVEIG adEVEG Kal TTEPICTOTEPO Ol DAKPUYOVOI Kal TIEAOYOVOl QdEVEG.
XapakTnPIOTIKEG €KONAWOCEIG €ival N KEPATOETITTEQPUKITIOO OTTWG £TTIONG KAl N EnpoaTopia, TTou
TIPOKOAOUVTAI OTTO AENPOKUTTAPIKEG OINBACEIG TwV alEAOYOVWY Kal dakpuydvwy adévwy. H didyvwaon
Tou ouvdpoduou Sjogren uTTopei va atrodeIXTel WG eEAIPETIKA OUOKOAN, JIOTI Ogv UTTAPXOUV eviaia
KpiThpia Tagivounong. EmBapuvTikd gival kal To yeyovog 0TI Ta KUpIa CUUTITWUATA, N EnpoaTouia Kal n
Enpo@BaAyia ival OXeTIKA OUXVEG Kal YEVIKEG evoxAAoelg. EkTOG auTtou o1 dokiyagoieg pérpnong Tng
TTapaywyrg odAiou kal dakpuwyv dev gival oUTe ApKETA euaioBnTeg ouTe €10IKEG. AKOUN Kail n Bloyia Tou
XEIANIKOU alehoyovou adéva mapouaiadel euaiobnaia uévo 80% kai TTEpa amd autd eival SUOKOAO va
Oie€axOei. Akoun, n emTuxAg Oidyvwon efaptdtal o€ ueyGho PaBud ammd TNV euTTEIpia TWV
OUMMETEXOVTWYV XEIPOUPYWV Kal TTaBoAoyoavatouwy. O1 onuavTikéTepol OikTeG 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 QVTICWPATA, OTTWG ETTIONG KAl PEUUATOEIDEIG TTAPAYOVTEG,
ol oTroiol €ival yev euaioBnTol, dpwg O¢ev eival €01Koi yia To SS. Av kal Ta avTti- SS-A kal avti -SS-B
QVTICWHOTA aveupiokovTal guxvd oTov opd acBevwv TTou TTAoyouv atrdé aUvdpopo Sjogren, dev
atmmoTeAOUV €10IKOUG TTAPAMNETPOUG, €QOCOV DIOTTIOTWVOVTAI Kal O€ Mia ocipd AAAWV QuTOAvVOCoWV
voonuaTtwy, 6Twg 1o 2EA kai mn peupatosidn apbpitida. MNpéceata duwg Tepypd@nke n a- eodpivn,
Mia evOOKUTTAPIKN TTPWTEIVN, N oTToia BpioKeTal CUVOENEVN GTOV KUTTAPIKO OKEAETO, WG EURIOBNTOG Kal
€I0IKOG OeiKTNG 0poU yia To aUvOpouo Sjogren

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyparta opol eTTwdlovTal OTIG HIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPPEVEG
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWACNG cuvdEovTal Ta E1I8IKA avTIoWPATa aTTd ToV
opd Twv aoBeviyv, €AV QUTA UTTAPYXOUV, ME TO avTIyOVO TToUu BpiokeTal oTnv TTAAKA, TO [N
ouvdeuéva aTolxeia Tou opoU aTTopakpuvovTal 0To eTOUEVO BANA TTAUONG. ETTeima TTpooBEéTovTal
avTI-avOPWTTIVEG AVOCOOQPAIPIVEG, 01 OTTOIEG €ival OUeUyUEVEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piog e€mwaong, 10 oUleuypa (CUfEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO QVTIYOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, OI [N OUCEUYUEVEG
avoo0o@AIPiVEG ATTONAKPUVOVTAl GTO €TTOMEVO BAua TTAUoNG. H diattioTwon Twv ouvOeuévwyv
AVTICWUATWY TTPAYUATOTTIOIEITAI HE EVCUUATIKA XPWOTIKA avTidpacn (UTTAE) TOU UTTOCTPWHATOG, N
otroia avaoTéAAeTal pe dlaAupévo o&U (aAhayn xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTd TO XpwHoyovo egaptdtal ammd Tnv TT000TNTA OUuleUyhaTog Trou BpiokeTal
ouvdedepévn PUE TO CUUTTAOKO aVTIYOVOU-AVTIOWHATOG KAl £TO1 €ival avadAoyog TTPog TnV apXIKh
OUYKEVTPWON TWV QVTIOTOIXWV avTIOWUATWY OTo deiypa aoBevolg.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIANYONTAI IPIN AMO TH XPHEH

Xpwua B
2TOIXEIO MoooTtnTa KATTAKIOU dioAUpaT  [eprypadr / Mepiexopevo
oG
5TTAGCIO CUYKEVTPWON
PuBuioTiko didAupa derypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Béeiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), o&eidio Tou varpiou < 0,1%
(ouvtnpnTikd)
s . 50TTAGC1a CUYKEVTPWON
l(DSLE)eXL)“GT'KO SiGhupa TAGoNG 1 X 20ml N\eukd Mpdoivo | Tris, NaCl, Tween 20, ogeidio Tou vartpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwua Xpwua
2T0I1XEIO MogétnTa Katrakio  diaAUpar  Meprypagn / Mepiexduevo
0 oG
) s ] . AvBpwTTIvog 0pdg (BlaAupévog), aABoupivn Bogiou
ApvnTIKGG 0pOg EAEyXOU 1x1,5mi Mpdowvo  Aiavyég opou (BSA), ogeidio Tou varpiou < 0,1% (ouvinpnTiko)
i s . . AvBpwTTIvog 0pdg (BlaAupévog), aABoupivn Bogiou
Oerikdg 0pog eAEyxou 1x1,5ml Kokkivo - Kirpivo opoU (BSA), o&eidio 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% (ouvtnpnTiKO)
ZuykévTpwan kabe avtidpaaTnpiou Babuovounaong: O,
AvtidpaoTrpia BaBuovéunong | 6 x 1,5ml N\eukd Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwrmivog 0p6g

(Sd1aAupévog), aABoupivn Boeiou opou (BSA), ogeidio
Tou vaTpiou < 0,1% (ouvtnpnTikd)

ZUCTATIKA OToIXEIa: AVTI-QvOPWITTIVR avococ@alpivn
>ulevyyara, IgG 1 x15ml MtrAe MrrAe onuadepévn pe uTrEPoeIdGoN aTrd pagavioa,
aABoupivn Béeiou opou (BSA)

>100epoTToinuévn TeTpapeBUABEVISivn Kal

YmooTpwya TMB 1x15ml Madpo  AldUYES e o t6idi0 Tou UBPOYOVOU (TMB/H,O,)
AidAupa diakoTig avtidpaong | 1 x 15ml Neukod Alouyég 1M YdpoxAwpikd o&u
Agv

Aegv gival Me amoomwevoug uttodoxeic. Avatpégte aTnv
Slabéaiy TTapdypa®o 1 yia TTANPOQPOPIEG OXETIKA UE TNV
o) EMKAAUYN.

. . 12x8 givai
MAGka pikpoTITAOTTOINONG Taieg SiaBgay
o

* H évTaon Tou XpWHATOG QUEAVETAI PE TN CUYKEVTPWON
Amairodueva vAika

O avayvwaoTng TTAAKWY JIKpoTITAOTToinoNng 450 nm avayiyvwokel QIATpa avayvwaong Kal TTpoaipeTikd 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptApata (KUAIVOpog 100-1000ml), dokipaoTikoi cwAfveg yia SiaAlpaTa. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pl) B TTpooapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
emavoAapBavopevn TPoxoida, i TTPoxoida TTOAAATTAWY KavaAiwv A auTouaToTroiNuévo oUaTnua), atmmoppo@nTikd xapTi. Ol
doKIpaagieg Hag £xouv wg oxXeBIOOTE yIa va XpnoipoTroinBouv pe kabapd Udwp oUPPwva PE TOug opiopoUg Tng PappakoTToliag
Hvwpévwy MoAireiov (USP 26 - NF 21) kai Tng EupwTraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn ka1 xpovog diatpnong

Ta avTidpacTAPIO Tou oUVOAOU avTIOPACTNEIWY Kal N MIKPOTTAAKO TTPETTEI va QUAdCOTOVTaI
otoug 2-8 °C/35,6-46,4 °F péoa oTOUG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dioAupaTa,
@uAdooovtal otoug 2-8 °C/35,6-46,4 °F vyia éva prva. MNpémrer va AauBavovtal utréoywn ol
nuepounvieg ARENG TTou avaypd@ovTal 0T CUCKEUATIa Kal OTIG ETIKETEG TOU KABE cuoTATIKOU.
Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avtidpaoTnpiwyv! MNpétmer va
atmo@elyeTal n évrovn €Tidpaan wTog aTo diIGAupa uttooTpwHatog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOAG KAsiopéveg péoa oTn PePPpdavn NG
OUOKEUAOiag.
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Y1rodeigeig Kal TTpo@uUAGEeIg

5.2

EmikivouvoTnTa yIa TNV UyEia

AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TNA EPFAZTHPIAKH
XPHZH (IN VITRO AIACNQZTIKH).

MpétTel va XpNoIPOTToIEITAl OTTO TTPOCWTTIKO, TO OTTOI0 £X€EI KATATOTTIOTEI KAl EKTTAIOEUTEI EIDIKA
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv dtv Bewpeital
ID10iTepa ToEIKG A TMIKIVOUVO UTTO OUVOAKEG evoedelyuévng XPAONG, OCUPPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES yIa TN dla@UAaln TNG PEYIOTNG GCPAAEIAG:

2uordosic Kai uETpa mpopuAaéng

Meuyovwpéva ouoTaTikd Tou auvoAou avTIdpaoTnPiwy TTEPIEXOUV duvnTIKA ETTIKIiVOUVA
avTidpaoThpla, Ta oTroia eival duvatd va TTPOKAAECOUV €PEBIOUO TWV OPOOAUWY Kal TOU
o0épuatog. NMPOZOXH! AlakpIBwTEg, £Aeyxol Kal puBuioTIKG diaAUpaTa TTepiExouv alidio Tou
vaTpiou (NaNs) wg ouvinpnmkd. To NaNs; ptopei va ecivar 10EIkO €dv TTpoAneBei 1
atropponBei atrd 1o dépua n Ta pdtia. To NaN; ptropei va avridpdoel Je TNV eykataoTaon
MOAUBOOU kal XaAkoU oxnuaTifovrag 101aiTepa €kPNKTIKG HETAAAIKG adlidia. Katd Ttnv
aTroppIYn, CETTAUVETE He PEYAAO OyKO UDATOG yia va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpégete oTIG dlIadIKAOieG atToAUuavong OTTwg Treplypd@ovTtal amd ™ CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn 3i1dpKeIa TNG EPYACiOg JE TO OET, ATTAYOPEUETAlI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTOIEITE TRV TIPOXO0idA (TTITTETTA) S1A HEOW TOU OTOPATOG, POPATE
yavTia giag xpRong.

Ta avmidpacTrpia avlpwITIivnG TTPOEAEUCNG TTOU TTEPIEXOVTAI O€ QUTO TO TIPoidv (opoi
eAéyxou kai avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartimda C kai HIV 1 kal 2 wg apvnTikd. Opwg, o€ Tpoidvta
avOpwTTIVNG TTPoEAEUONG OE UTTOPEl TTOTE va atrokAEloTel TTAAPpwWG N MBaveTNTa NOAUVONG ME
TOUG ava@pePOPEVOUG | Kal e GAAOUG akOun AyvwaoToug TTabBoydvoug opyaviopous. MNa Tov
AGYO auTd, ol opoi eAéyxou, Ta avTiIdpacThpIia BaBuovounong OTTwG €TTioNG Kal Ol 0POi TwvV
aoBevwyv  Xapaktnpifovralr wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKOTToIouvVTal
oUPQWVa JE Ta €BvIKG voUIKG agliwuaTa.

Emeidy 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG Ava@EPETAl OTOV  TTivaKa
TTEPIEXOMEVWY, TTPETTEI VA TO XPNOIUOTTIOIEITE OUPQWVA WE TIG ATTAITAOEIG TNG €6VIKAG
vouoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOYOPIEG TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWV
ETIKETWV, €ival EANITTEIG 1] EOQPAAUEVEG, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTH A TOV TTPOUNBEUTA
TOU KIT OOKIUAG.

Mnv utTAékeTe n avtikaBioTdre MdpTtupeg, BaBuovounTtég, Evupa 20Ceuéng n WIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO YTTOPEI va 0dNyroel o€ ATTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou O€T va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaoiag (20-32°C/68-89,6°F) kal avapueigte Kahd. Mpémrel oTTwodATTOTE va ThPEITAl TO
KaBopiouévo TTpwTOKOAAO yia Tn dieEaywyn TnG doKIpaaiag.

Emwaon: Zuviotoupe amédoon Odokipng otoug 30°C/86°F yia autopaToTTInMéVA
OUOTANATA.

Mnv ekB€TeTe TTOTE Ta cUOTATIKA TOU CUVOAOU avTIdpACTNPiwY 0 Bepuokpaaieg avw Twv 37
°C/ 98,6°F. Xpnoiyotroigite yia TN Aqyn ToU OIGAUPATOG TOU UTTOOTPWHATOG TTAVTOTE
KAIvoUpIa — CUCKEUOOWEVA pUYXN YIO TNV THITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TAQr] Tou SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO QwG. Mn xpenoiyoTToIEiTe yia TO SIGAUNQ
oulelypaTog TTOTE Ta B0 PUYXN TTITTETAG TTOU £X0UV £pB¢el O€ €TTA@A YE GAAa avTIdpACTAPIA.
H tehik kKAIVIKR Sidyvwon dev mpémmel va TiBeTal pévo pe Baon Ta aroTeEAéoHATA TNG
o1e§aypévng dokipaciag, aAAd amd Tov 1aTp6 Aappdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd gupfuarta. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
S1a@opeTIKEG BIAYVWOTIKEG HEOODOUG.
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AQyn deiyparog, TrposToipacia Kal UAagn

ZuvIOTATal N xpron @péokwv OelyudTwy opol. H Afwn TOou aipatog TPETTEl va yiveral
oupgewva pe Ta €Bvik& vopikd agiwuata.Na pn XpnolgotrolouvTal: IKTEPIKA, AMITTQIMIKG,
aigoAupéva | poAucpéva atmd Baktrpia deiygarta opol. Atiyuata opwv TTou TTEPIEXOUV
owpatidla, va ToTToBeToUvVTal JE XAMNAR TaxUTNTA 0T CUOKEUN Quyokévipnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aipatog o€ KaBapd, oTeyvd Kal KeEvA @IaAidIa.

Katémv dlaxwpiopou Ta dciypata TTAAGOPOTOG TIPETTEl va XPNOIKMOTToINBoUv eviog Twv
TPWTWV 8 WpPWwv, dIAQOPETIKA TTPETTEl VA QUAACCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8 °C/35,6-46,4 °F yia 48 wpeg TO WEYIOTO. Z& TTEPITITWON TTOU TTPORAETTETAI PEYOAUTEPN
dldpkela puAagNG, Ta deiypata TTPETEN va wuxovTtal otoug -20 °C/-4 °F.

Aladikacia Tng pedddou

7.1

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISpaoTNPiwV:

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

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

MNa tnv ammopuyn Tuxov AaBwv, CuvioTATal N CANOVON TWV KATTAKIWY Twv OIdQopwv
avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv deIyudTwy TWV aoBevwv:

Aciypata opoU: apaiwveTe Kal avauelyviere 1:101 pe apaiwpévo pubBuIoTIKG BIGAUa
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
ava 96 BuBiopara 1.X. 4 ml cupTTUKvwPa cuv 196 ml atrooTaypévo vepod.

Autoparotroinpévn rAuon:

MNa ™ Aeimroupyia Tou epyaAciou Kai To veEKPO OykKo TTPETTEI va AngBouv uttéwn TTPO0BETEG
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUon:

ATTOPAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA €TTAVW OE €va atTOppOo@PnTIKOG XapTi. BAleTe
300 pl apaiwpévo pubuIoTIKG SIGAUPA TTAUONG 0€ KABe BUBICUA XPNOIUOTTOIVTAG TNV
mTETa, TTEpIEVETE 20 deutepOAeTTTa. ETTaVaAGBeTe Tn diadikacia akopn dUo QopEg.
MikpOTTAdKEG:

ATTopakpUveTe Ta BuBiopaTta TTou dev £XOUV XPNOIKOTTOINGET KAl QUAGCCOETE TA PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePBpdvn Tng ouokeuaaiag oe dpoaepd pépog (2-8 °C/35,6-
46,4 °F).
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7.2 ZXApa dlavopng avTidpaoTnpiwv

7.3

MpoTteivoupue TN xprion TG TITTETAG YyIa avTIOPACTAPIG BaBuovounong, opoug eAEyxou Kai

OciypaTa wg €¢Ne:

MNa NMOZOTIKH gpunveia

1
A Cal A
B Cal A
C | CalB
D cCalB
E CalC
F CalC
G Calb
H CalD
CalA: calibrator A
CalB: calibrator B
CalC: calibrator C
BApata gpyaciag

Brpa  Mepiypaen

2
CalE
CalE
CalF
CalF
PC
PC
NC
NC

CalD: calibrator D
CalE: calibrator E
CalF: calibrator F

P1
P1
P2
P2
P3
P3

MNa MNMOIOTIKH gpunveia

1
NC
NC
CcC
CcC
PC
PC
P1
P1

I @ Mmoo O @ >

PC: positive control
NC: negative control

CC: cut-off calibrator

P2
P2
P3
P3

P1: patient 1
P2: patient 2
P3: patient 3

1. TMpiv amd 1o mmeTapiopa BeBaiwdeite 0TI €XeTe ekTEAETEI TN Bladikacia TTPoEToINACiag atrd TO
BrAua 7.1 Topatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrMaTa avadAoya Pe Ta TIBUPNTA aTToTEAEéOUATA
TTOIOTIKAG/TTOOOTIKAG Epunveiag:

OPOI EAEMXOY & AEITMATA

3.

+100 pl
4. C)
5

Badete ota mpoPAsTTopeva BuBioparta 100 yl atréd éva atmd Ta

TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavw:

a. AvmidpacTtrpia fabuovounong (CAL.A éwg CAL.F) yia

MNMOZOTIKH epunveia A

b. Avndpaotripio BaBuovéunong oplakng TiIpAG (CC) yia

lOIOTIKH epunveia
Etriong, Bacete amd 100 pl amd kaBéva atrd Ta TTAPAKATW:

o Apvntikdg opdg eAéyyou (NC) kal BeTIKOG 0pdg eAEyxoU

(PC) kaoBwg kai

e AiaAupévo opd acBevwv (P11, P2..)

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

MAévete 3 popég, kaBe opd pe 300 pl pubuIoTIKG didAupa TTAUCNG

(apaiwpévo 1:50).
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10.

11.

12.

13.
14.

=

+100 pl

®

30

3x 300ul

30

OD,; OD‘K"/\,

450/620 nm

I

>YZEYTMA

Baclete 100 pl diaAUpatog oulelyuoTog o€ KABe uttodoXEd

XPNOILOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kaBe opd ue 300 ul pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAupartog uttooTpwuatog TMB oe kGBe uttodoxEa

XPNOIYOTTOIWVTAG TNV TITTETA.

Etrwadete yia 30 Aetrta o€ 20-32 °C/ 68-89,6 °F. MNpooTarevoTe atmod

TO €VTOVO QWG.

AIAAYMA AIAKOTMHZ ANTIAPAZHZ

Badete 100 pl diaAuparog dlokoTTAG avTidpaong o€ KA BuBioua Pe
TN o€Ipd TTOU TOTTOBETHBNKE TO UTTOCTPWHA XPNOIMOTTOIWVTAG TNV

TTITTETA.

EmwdadleTe yia 5 AeTTTd TOUAGXIGTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA Y1 5 OeUTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTtwv
(ouvioTdral TrpoaipeTiké Kal ota 450/620 nm).
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MoooTIKA KAl TTOIOTIKA EpUNVEia

O 1To0o0TIKOG TTPOTdIopPIoNOG eTTITUYXAvETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METOQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpaoTnpiwv Baduovéunong (Ggovag y) Evavt g
ouykévtpwong oe U/ml (aG&ovag x). MNa Tov KaAUTEPO TTPOCBIOPIGUO GUVIOTATAI N HETAPOPE
log/lin ka1 éva Fit 4 Tapauétpwy. Me BAon TNV KAUTTUAN €€akpifwveTal atmmd Tnv OTITIKA
TTUKVOTNTA TOU OEiYUATOG N CUYKEVTPWON TwV avTIowudatwy og U/ml.
[epioxy @UOIOAOYIKWYV TIHWV AtrpoodiépioTa O¢eTiKG amToTeEAéouaTa
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadeiyua mpoodiopicuou
Auté TO TrapAdeiypa Oev EMITPETETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv

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

BaBuovounong IgG

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/mi 1,387 0,0
300 U/ml 2,272 0,5

lMapadeiyua ummroAoyiouou

AcBevic EmavaAnyn (OD) Méoog 6pog (OD) ATtrotéAeopa (U/ml)

P01 0,763/0,787 0,775 37,3

P 02 1,053/1,039 1,046 61,5
Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong mpétrel va avagépovtal wg" >Méeéy." MNpétmel va apaiwvovtal KatdAAnAa kai va
ookiyagovtal Eavd. Ta deiypata Pe TINES HIKPOTEPES aTTO TO EUPOG TIWV TWV QVTIOPACTNPIWY
BaBuovounong TTpétrel va ava@épovtal wg "<EAdy."
Eidika oToixeia tng TTapTidag, avaypd@ovrial OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
latpikd epyacTApia PTTopoUV va SIEEAYouV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG PE BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuu@wva 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 PE TOV KATAOKEUQOTI) ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa 1roioTikA a§ioAéynon diaBAcTe 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 qo6evs < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD acBevin S 12 X OD cut-off
OETIK(): OD aoBevi > 12 X OD cut-off
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9  Texvikd oTolxeia
YAIKO SelyudaTwy: Opdg
OykKog delyudTwVv: 10 pl opdg yia apaiwon 1:101 pe 1x puBbuIoTIKG SIGAUMA

OelyudTwy

OAIKOG XpbOvOog TTWAONG: 90 AemrTd o€ Beppokpacia dwpatiou 20-32 °C/68-89,6 °F
Mepioxn pé€TPNONG: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBeVTIKEG PIAAEG
ApIBuSGS Twyv TTPpOodIopIoCPWY: 96 dOKIPOTiES

10 Zroixeia Aré6doong

10.1 AvaAuTtiki EvaioBnoia
okipaaia Tou puBpioTikoU SlaAlpaTog deiyuatog 30 popéc oe AESKULISA® alpha-Fodrin-G
Oivel avaAuTiki evaioBnoia 1,0 U/ml.

10.2 EidikéTnTa kKai EvaioOnocia
H mTAdKa pIKpoTITAOTTOINONG €ival ETMIKOAUPUEVN ME avaouvduaouévn avBpwTrivn a- eodpivn.
Ae diammoTwvovTal  avTiIdpaoTIKOTNTEG dlacTaupwong e GAAa avtiyéva. H  dokipacia
a—Fodrin-A 1Tapouciadel diayvwaTikr €18IKOTNTA 98% Kai dlayvwaoTIKn euaiobnoia 63% yia 1o
IgA.
H o&okipaoia a-Fodrin-G Trapouociddel dlayvwoTik  €1dIkéTNTa 96% Kol dIayvWOoTIKA
euaiobnaia 52% yia 1o 1gG.

10.3 FpappIKOTNT

MNa emAeypévoug opoug uTTépece va €EakpIBwOEel pia ypauuikh ouvaptnon MPETagU NG
apaiwong Kal TG CUYKEVTPWONG TWV AVTIOWUATWY Of€ authy Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWV AVTICWHATWY OwG, dev gival duvaTo va AtToKAEIOTE TO yEYOVOGS OTI
MEMOVWUEVOI 0POi TTAPOUCIAZOUV PN YPOUMIKA CUPTTEPIPOPA.

Ap1Bp. Apaiwon HETPNMEVN CUYKEVTPWON AVAPEVOUEVN CUYKEVTPWON Avaktnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 23,2 23,0 100,9
1/200 11,4 11,5 99,1
1/400 5,4 5,8 93,1
1/800 2,7 2,9 93,1
2 1/100 45,5 45,0 101,21
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
MNa Tov éAeyxo akpiBelag TG HEBOOOU £CAKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKEG TTEPIOKES
NG TTPOTUTING KAWTTUANG N ECWTEPIKN Kal evoidueon diakuuavan.

EowTepikn pé6odog Evlidpeon pébodog
ApiBp. Méocog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (U/ml) (%) oeiyparog (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

10.5 Alakpifwon
To ToooTIKO cuoTnPa PETPNONG AOYW EAAEIPNnG evdg O1EBvoUG TTPOTUTTOU avaQopdg 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 péoo

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - ApiBu6g TrapayyeAiag
- Nimero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIopog TrapTidag
- Lote

UDI

- |dentificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadikd avayvwpIoTIKO GUOKEUNS

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracion CE de Conformidad

- Européische Konformitat

- EupwTrdikr oup@uwvia

- Déclaracdo CE de Conformidade

- 96 determinazioni - 96 tests
- 96 tests - 96 pruebas
- 96 Bestimmungen - 96 Trpoodiopiopoi
96 - 96 Testes
elFU - Rispettare le istruzioni elettroniche per l'uso - See electronical instructions for use

"w agsku e

- Voir les instructions d'utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AkoAoUBNOTE TIG NAEKTPOVIKEG 0BnYieg Xprong

- Seguir as instrugdes electrénicas de utilizacido

- 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 Babuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OeTIKGG 0pOG EAEYXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle

- ApvnTIKGG 0pAG EAEYXOU

- Controlo negativo

- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaaTnpio Babpovounang

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn JIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB [50x

- Tampon de Lavage

- Soluci6n de lavado

- Waschpuffer

- PubpioTikd didAupa TAUoNG

- Soluc&o de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampo6n sustrato
- Substratpuffer - PUBIOTIKG SIGAUNG 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

- Tampon Muestras

- Probenpuffer

- PuBuioTiké didAupa Serypdtwy

- Diluente de amostra

10/10



