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Evdedeiypyévn xpnon

AESKULISA a-TPO c¢ivar pia EvCupoavoooloyiky HEBOBOG oOTepenG @AONG TIOU  TTEPIEXEI
avaouvouaauévn avBpwivn utrepoeiddon Tou Bupeocidols (Thyroid-Peroxidase, TPO) yia Tov
TTOOOTIKO KAl TTOIOTIKO TTPOCdIOPICUSG avTIOWPATWY €vavtl Tng TPO aTtov avBpwtivo opd. Ta
avBpwTiva avtl -TPO autoavTiowpaTa avayvwpifouv €1dikd eTmitota  dlauoéppwong, Ta oTroia
u@ioTavTal JOvo o€ Jia EKQPATPEVN O€ €va EUKAPUWTIKO cUoTnua, avacuvouaouévn TPO.

H dokipyacia egutrnpetei ot diIdyvwaon Twv autoavoowv acBeveiwv Tou Bupeoeidoug.

KAIVIKA EpapupoyR Kal apXéG TG HEBOBOU

H utrepoeiddan Tou Bupeoeidous (TPO) cival pia uywnAoU popiakoU Bapoug yAukotrpwreivn (105 kDa)
Tou Bupeoeidolg, n otroia BpiokeTal ouvdedeuévn oe PepPpaveg. Eival To Baaikd Evfupo NG ouvBeong
TWV BUPEOEIBIKWV OPUOVWV KAl GUUHETEXEI 0€ TTOAAG a11é Ta Bripata autig. H TPO eival éva améd Ta
Tpia Bacikd avTiydva Tou Bupeosidoug adéva (padi ue Tnv Bupeoo@aipivn (Tg) kai Tov uttodoxéa TSH
(TRAK). Ta avriowparta €vavti tng TPO eivalr diayvwoTIKOG OeikTnNG yia TIG XPOVIEG QUTOAVOOEG
BupeocIdiTIOEG, OTTWG €TTIONG Kal yia Tn Ola@opodidyvwan TwV UTTOAEITOUPYIWY Tou Bupeoeidoug
OUMTTEPIAQPBAVOUEVOU TIG UTTOKAIVIKEG KOl AQVBAVOUCEC HOPPEG AUTWV.

H diatmmioTwaon autoavTiowudTwy évavtl NG Tg kal TG TPO eivalr anuavTikr, O16TI €§uUTTNPETEl WG
O1adIkagia aTToKAEIopoU TTaBfRoewv 0¢ aoBeveic TTou TTAOYXOUV aTmd acBéveleg Tou Bupeocidouc,
€@ooov 010 98% Twv auTOAvOoWV BUPEOEIDITIDWY AVEUPIOKOVTAI AVTICWHATA £vaVTl Kal Twv OUo A
MOvVOo Tou €vog autoavTtiyovou. Avti- TPO avriowpata epgavifovial oto 71-97% Twv aoBevov pe
€€o@Baipo (Graves disease) kai oto 91-99% Twv acBevwv pe Bupeocidinda Hashimoto. Eivai
ouvatdv, TTPOKTIKA va OTTOKAEIOTEl pia autodvoon Bupeociditida, 6tav de diatmioTwvovTal Ta dUo
auTtoavTiowyaTta. e aoBeveic Tou TTdoxouv atrd  adevokapkivwua Tou Bupeocidry 1 atrd
utrEpAEIToupyia Tou adéva, aveupiokovTal ETTIONG QUTA TA AUTOAVTICWHATA.

AvTi- TPO aveupiokovTtal o€ xapnAoug TiTAoug Kai g€ uyigig. Mia peAétn didpkeiag 20 eTwyv otnv AyyAia
uTTodEIKVUEl OTI, Wia BeTIKA OOKIJaTia auToavTICWUATWY ATToTEAE TTapdyovTa uwnAou Kivduvou 6oov
agopd TN PeANovTIKA €€EAIEN piag auTtodvoong Bupeoclditidag. 'ETol, @aiveTal 6Tl T GUTOAVTICWHATA
TTapoUCIAlouv Kal TIpOYVWOTIKN agia.

Apx£ég TnG dokipaoiag

Ta diaAupéva 1:101 deiypaTta opol eTTwdlovTal OTIG MIKPOTTAGKEG, Ol OTTOIEG Eival ETTIKAAUPMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKela TNG £TTWacng cuvdEovTal Ta EIBIKA avTIoWPaTa aTrd TovV
opd Twv aoBevwyv, €av aUTA UTTAPYXOUV, PE TO avTiyovo TTou PpiokeTal oTtnv TTAAKA, Ta un
ouvdeuEva aToixeia Tou opoU aTTopakpUvovTal aTo €TTOUEVO BAua TTAUCNG. 'ETreita TrpooBéTovTal
avTI-avOPWTTIVEG AVOCGOOQAIPIVES, 01 OTTOIEG €ival OUeUyuEvEG PE UTTEPOLEIDAON aTTd pagavida
(o0Ceuypa). Kard tn didpkeia piag €mwacng, 1o oUleuypa (CUfEUYHEVEG QVOOOCQAIPIVEG)
OUVOEETAl PUE TO OUPTTAOKO avTIYyOVOU — AVTICWHATOG TTOU GXNUATIOTNKE TTPIV, Ol [N OUCEUYUEVEG
avoo0o@aIPiVEG ATTOPAKPUVOVTAlI OTO €TTOMEVO BAua TTAUoNG. H diatrioTwon Twv ouvOeuévwv
QVTICWHATWY TTPAYUATOTTOIEITAI JE EVCUPOTIKI) XPWOTIKA avtidpaan (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe diahupévo o&U (aAhayry xpwong oe kitpivo). O BaBudg oxnuaTiopou
XPWHATOG aTTO TO XpwHoyovo e¢aptdtal atrd Tnv TT000TNTA OUleUyhaTog Tou BpiokeTal
ouvdedepévn PUE TO OCUUTTAOKO avTIyOVOU-QVTICWHATOG Kal €101 gival avdAoyog TTpog TNV apXIKNA
OUYKEVTPWON TWV QVTIOTOIXWV AVTICWUATWY OTo deiypa aoBevoug.

Page 1 of 9



AESKU.DIAGNOSTICS o el o

Manual Rev. No. 003 : 2013-10-10

2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

Xpwua ety
2T0IXEI0 MoooétnTa . OlaAupar  Meprypagn / Mepiexduevo
KOTTOKIOU oc
5TTAdCIO CUYKEVTPWON
PuBuioTiké didAupa delypdtwy . . Tris, xAwpiouxo vatpio (NaCl), aABoupivn Bogiou
(5x) 1 x20ml Aeuko Kitpivo opoU (BSA), ogidio Tou varpiou < 0,1%
(ouvtnpnTIKO)
s . 50TTAGCIa CUYKEVTPWON
FS%?(‘;IOTIKO SiaAupa huang 1 X 20ml Neuko Mpdoivo = Tris, NaCl, Tween 20, o&eidio Tou vatpiou < 0,1%
(ouvtnpnTIKO)
ETOIMA lIA XPHZH
Xpwpua Xpwpa
2T0IXEI0 Moodtnta Katakio  dioAUpar  Mepiypaen / Mepiexduevo
0 oG
, s . . AvBpwTIvog 0pdg (dlaAupévog), aABoupivn Boéeiou
ApVNTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo - Alauyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvinpnTiko)
. i . . . AvBpwTIvog 0pog (diaAupévog), aABoupivn Boeiou
OeTIKOG 0pOG EAEYYOU 1x1,5ml Kokkivo | Kitpivo 0poU (BSA), OZ€idI0 ToU vaTpiou < 0,1% (GUVTNENTIKS)
AvTidpaoTripio Babuovounong . AvBpwTIvog 0pog (diaAupévog), aABoupivn Boeiou
OPIOKAG TIUAG 1x1,5ml MmAe Kitpivo opou (BSA), o&gidio Tou vatpiou < 0,1% (ouvtnpnTikd)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
AvTmidpaoTrpia fabuovopnong | 6 x 1,5ml N\eUKO Kitpivo* 30, 100, 300, 1000, 3000 IU/ml. AvBpuwmivog 0pog

(diaAupévog), aABoupivn Bdeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ocuvTnpnTiKO)

2uoTaTiKa oToIXEia: AvTI-avBpwTTivi avocoo@aipivn
>ulelypata, IgG 1 x15ml MtTAe MtTAe onuadepévn pe uTTEPogeIdAoN aTTd pagavioa,
aABoupivn Bogiou opol (BSA)

>1aBepoTroinuévn TETPaNEBUABEVISivN Kal

Yméotpwua TMB 1x15ml Madpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diakoTg avTidpaong | 1 x 15ml Neuko Alauyég 1M YSpoxAwpikd o&u
12x8 ﬁ\%l Aegv givai Me amroomwuevoug utrodoxeig. Avatpéfte aTnv
MAd&ka pikpoTiITAOTTOINONG Tawiec SioBEoIy S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o o ETMIKAAUYN.

* H évTaon Tou XpWHaTOG QUEAVETAI JE TN OUYKEVTPWON
Amaitouueva UvAika:

O avayvwaoTng TTAAKWY JIKPoTITAOTToiNnoNG 450 nm avaylyvwoKel QIATpa avayvwaong Kai TTPoalpeTiké 620 nm @iATpa ava@opdg
(600-690 nm). MNnuaAiva egaptrpata (KUAIvEpog 100-1000ml), dokipaoTikoi CwARVEG yia diaAUpaTa. AovnTrg avapiEng, TTPOX0IBES
akpiBeiag (10, 100, 200, 500, 1000 pl) i Tpocapuolduevn TToAuTTpoxoida (100-1000ul). Zuokeur TTAUONG pikpoTTAdkag (300ul
emavaAapBavopevn TTpoxoida, f Tpoxoida TTOAAATTAWY KavaAiwv A auTopaToTToinuévo oUoTnua), atroppodnTikd xapTi. Ol
OOKIPOTIEG HAG €XOUV WG OXEDIAOTEI yIa va xpnoipoTroinBouv pe kabapd Udwp cUPPwWVa Pe Toug opiopoUlg TG PapuakoTroliag
Hvwpévwv MoAireitdv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kal xpovog diatipnong

Ta avTidpacTApia Tou ouvoAou avTiIdPACTNEIWY Kal N PIKPOTTAGKa TTPETTEl va QUAdoCovTal
oTtoug 2-8°C/35-46°F péoa OTOUG QUBEVTIKOUG TTEPIEKTEG.  Apaiwpéva  diaAluara,
@uAdooovtal oToug 2-8°C/35-46°F yia éva pniva. lMpémer va Aaufdvovral utréwn ol
nUEPoMNVieg ANENG TTou avaypd@ovTal TN CUCKEUOTIa Kal OTIG ETIKETEG TOU KABE CUOTATIKOU.

Mn xpnoiygoTroisital Anyuéva ouoTaTik@ oToixeia Tou ouvoAou avTtidpaoTtnpiwyv! MNpétel va
aTToQEeUYETAI N £viovn €TTIOPACN QWTOS GTO dIdAUpA uTTooTpwHaTog TMB. O1 JIKOTTAGKES va
@uAdooovTal TTaviote Pe &NPavtikG UAIKO KoA& kAsiopéveg péoa oTn pePPpdvn Tng
OuUOKeUaaoiag.
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Y1rodeigeig Kal TTpo@UAGEeIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO rlA EPIFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTTel va XpNOIUOTIOIEITOI OTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTEI KA EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro dlayvwoTIKWY UAIKWY. Av Kal autd To TTpoidv dev Bewpeital
iIO1aiTepa ToEIKG A €mMKiVOUVO UTTO OUVOAKEG evdedelyuévnNG XpPriong, OUMPBOUAEUTEITE TIG
TTAPAKATW TTANPOPOPIES YIa TN dla@UAAln TNG PEYIOTNG AOPAAEING:

2uordosic Kai uétpa mpopuAiaéng

Mepovwpéva cuoTatikd Tou cuvoAlou avTidpaoTnpiwy TTEPIEXOUV dUVNTIKA ETTIKiVOuva
avTidpacThpia, Ta otroia gival duvaTtd va TTPOKAAECOUV €peBIOUO TwV OPOOAUWY Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKA SIaAUpaTa TTEPIEXOUV aidio Tou
vatpiou (NaNs:) wg ouvinpnmkd. To NaNs; pmopei va eivar 10gIk6 €dv TTpoANgBEi n
atroppo@nBei atd 10 déppa | Ta pama. To NaNs ptropei va avtidpdoel ue TNV €yKatdoTaon
MOAUBOOU Kal XaAkoU oxnuatifovtag 101aitepa ekpnKTIKG HETAAMIKG alidia. Katd Ttnv
aTroppPIYn, EETTAUVETE PE PEYAAO OYKO UDATOG yIa VA OTTOTREWETE TN dnuioupyia adidiwv.
MapakaAw avarpé€ete oTIC dladikaaoieg atToAUpavong OTTwg Treplypdgovrtal amd 1 CDC R
GAAeG TOTTIKEG! €BVIKEG OBNYiEG.

Kard tn didpKela TG Epyaciag € TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIOHA.Mn XPNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpacThpia avBpwTTIvNG TTPOEAEUCNG TTOU TIEPIEXOVTAI OE QUTO TO TIPOidv (opoi
eAéyxou kal avtidpacoTrpia Baduovéunong) atmodeixTnkav Katd tov EAeyxo yia nmatinda B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 w¢ apvnTikd. Ouwg, o€ Tpoidvra
avBpwTTIvng TTpoéAeucng de PTTopei TTOTE va ATToKAEIOTEN TTARPWGS N MBavoeTnTa HdAUVONG JE
TOUG ava@ePOUEVOUG 1 Kal e AAAOUG aKkOUN AyvwoToug TTaBoydvoug opyaviopous. MNa Tov
AOYyO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwyv xapaktnpifovralr wg OuvnTIKA HOAUCUATIKOI Kol TTPETTEI va  XPNOIJoTTolouvTal
oUPQWVA JE Ta €BVIKA VOUIKA agIuaTa.

Emeid) 10 KIT TTEPIEXEl UAIKO CWIKAG TIPOEAEUONG, OTTWG avo@EPETAl OTOV  TTiVAKa
TTEPIEXOMEVWIY, TIPETTEI VA TO XPNOIMOTIOIEITE CUPQWVA HE TIG ATTAITAOCEIS TNG €BVIKAG
vouoBeaiag.

Fevikég utrodEiSEIg

TNV TTEPITITWON KATA TNV OTToia Ol TTANPOPOPIEG TOU TTPOIOVTOG, CUNTIEPIAANBAVOUEVWY TWV
ETIKETWV, €ival EANITTEIG 1 EOQAAUEVEG, ETTIKOIVWVIOTE E TOV KATAOKEUAOTA i TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Mnv utrAékete n avTikaBiotate MdapTtupeg, BaBuovounTtég , Eviupa Z0deugng n MIKPOTTAAKEG
aTTO JIAPOPETIKEG TTAPTIOEG. AUTO UTTOPEI VA 0dNYNROEl O€ ATTOKAICEIG OTA ATTOTEAEOATA.

ApnoTe OAa Ta cuoTaTiKG Tou O€T va AdBouv Beppokpaacia dwatiou TTpIv atmd TNV €vapén
NG dokiyaaciag (20-32°C/68-89,6°F) kai avauei¢te KaAd. MNpémer omwodnTTOTE Va TNPEiTal TO
KaBopiopévo TTpwTOKOAAO yia Tn dieEaywyn Tng dokipaaiag.

Emwaon: ZuviotoUpe amodédoon OSokipyng otoug 30°C/86°F yia auTOHATOTTINMEV
ouUCTHHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdPACTNPIWY 0 BepuoKkpaacies avw Twv 37
°C/ 98,6°F. Xpnoipotroigite yia TN Afwn ToUu OIOAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KaIvoUpIa — CUCKEUOOPEVA pUyXN YIO TNV TTITTETA, VIO VO ATTOQEUYETE HOAUVOEIG. ATTOQEUYETE
TNV £TTA@L TOU dICAUPATOG UTTOOTPWHATOG HE EVTOVO pWG. Mn XPnNOIYOTIOIEITE yia TO SIGAUNQ
ouleUyPaTOG TTOTE TA iBI0 PUYXN THITTETAG TTOU €X0UV £pB¢el o€ eTTa@ Pe GAAa avTIdpaoTrApIa.
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H teAik kKAIvIKA Si1dyvwon dev mpémrel va TiBeTal povo pe Baon Ta ATTOTEAECHATA TNG
O1e§aypévng dokipaoiag, aAAd atré Tov 1aTpd Aappdvovrag utrown 6Aa Ta KAIVIKA Kal
gpyaoTtnplokd supfuarta. H didyvwon mpémel va emBeRAIWVETAI XPNOIMOTTOIWVTAG
O10POPETIKEG SIAYVWOTIKEG HEOOSOUG.

AAQyn deiyparog, rposToliacia Kal @UAagn

ZuvioTaTtal n Xpnon @pEéokwyv OEIyNATwy opou. H AAwn Tou aiyatog TpETEl va yivetal
oupgewva pe 1o €0viKG voupikd agiwuata.Na pn XpnolgoTTolouvTal: IKTEPIKA, MITTOIMIKG,
algoAupéva i poAuopéva atmd BakTtipia deiypara opou. Agiyuata opwv TTOU TTEPIEXOUV
owuaTidla, va ToTToBeTouvTal e XaUNAr TaxUTNTa GTn CUCKEUN Quyokévtpnong (<1000 x g).
2UMAéyeTe Ta deiypaTa aiyatog o€ KaBapd, oTeyvd Kal KeEVA QIaAidIa.

Katémmv diaxwpiopgou Ta deiydata TTAACHATOG TIPETTEL VA XPNOIYOTTOINBoOUV €VIOG Twv
TPWTWV 8 wpwv, OIAQOPETIKA TTPETTEI va QUAGCGCOVTAl KAEIOPEVO AEPOOTEYWS OTOUG 2-
8°C/35-46°F yia 48 wpeg TO YEYIOTO. Z& TTEPITITWON TToU TTPORAETTETAI EYaAUTEPN DIGpKEIQ
QUAaéng, Ta deiypara TTPETTEI va WuxovTal oToug -20°C/-4°F.

Aladikacia Tng pedddou

MposToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

ZUMTTUKVWHEVO PUBMIOTIKO SIGAUpa deEIyUATWYV: apalwveTe 1:5 pe atmooTayuévo vepo (Tr.x. 20
ml ouv 80 ml).

ZUMTTUKVWHEVO pUBUIOTIKO dIdAupa TTAUONG: apaiwveTe 1:50 pe atrooTayuévo vepod (1.X. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ouvioTdtal n OfPavon TwV KATTAKIWV Twv OIagopwV

avTidpacTnpiwv Babuovopnong.

Apaiwon Twv delypdTwy TWY acBevwyv:

Aciypata opouU: apalwveTe Kal avauelyvuete 1:101 pe apaiwpévo pubBuIoTIKO didAuua
OelyPATWY, TT.X. (1X) 1000 pl puBpIOTIKS didAuua delyudTwy + 10 pl opdg.

MAOon:

Atrairouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUonG (1x) ava 8 BuBiopata ;200 mi
ava 96 BuBiopara 11.X. 4 Ml ouuTTUKVWPG ouv 196 ml atrooTayuévo vepo.

AuTtoparotroinpévn rAuon:

MNa 1 Aeimoupyia Tou epyaAciou kai To vekpd OykKo TTPETTEI va An@Bouv uttown TTPOCOETEG
TTOoOTNTEG PUBUIOTIKOU dIaAUpaTog TTAUCNG

Xeipokivntn TAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKA ETTAVW O€ €£va atmroppo®nTikd xapTi. Badete
300 pl apaiwpévo puBuioTIKG didAupa TAUONG o€ KABe PBUBICPO XPNOIMOTTOIWLVTAG TNV
miTéTa, TTEpIéveTe 20 deuTepOAeTTTa. ETTavaAGBeTe TN Sladikagia akdun dUo QopEd.
MikpoT1rAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev £XOUV XPNOIKMOTTOINBEI KAl QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAgiopéva péoa otn YePPBpAavn TNG cuokeuaciag oe dpooepd Pépog (2-8°C/35-
46°F).
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7.2 ZXApa dlavounig avTidpacTnpiwv

7.3

Mpoteivoupe TN xprion g TITTETAG yia avTidpaoTApia Baduovounong, opouls eAEyXOU Kal

ociypaTa wg €ENe:
Ma MOZOTIKH epunveia Ma MOIOTIKH epunveia
1 2 3 A 5 s T

A | CalA |CalE | P1 A Ne -

B | calA |calE | P1 B NG -

T e oo Y R

S TR . e

E | CcalC | PC P3 E  pC

F calC | PC P3 F | pC

e o e | o T O AR

o can (v T T e M
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

BAupara epyaciag

Bripa  Iepiypapr

1. Mpiv amméd 1o mimmeTdpiopa BePaiwbeite 611 £xeTe ekTEAETEI TN dladikacia TTPOETOINATiAg aTTd TO
Briua 7.1 TTapaATIAVW.

2. AKoAouBnaTE Ta TTAPAKATW PriaTa avaloya Pe Ta emOUPNTA aTToTEAEOUATA
TTOIOTIKAG/TTOOOTIKAG EPUNVEIOG:

3.
+100 pl
o)
5.
— —
3x 300ul

I

OPOI EAEMXQOY & AEIFMATA

Badete ota mpoPAsTTopeva BuBioparta 100 yl atmd éva atmd Ta
TTAPAKATW UAIKA XpNOIYOTTOIWVTAG TNV THTTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpaoTrpia Baduovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia A
b. Avmnidpaotripio BaBuovéunong opiakng TiuAg (CC) yia
lNOIOTIKH epunveia
Etriong, Balete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
o ApvnTiKOG 0pdg eAéyxou (NC) kai BeTikdg 0pdG EAEyXOU
(PC) kaBwg kai

e AiaAupévo opd aaBevwv (P1, P2...)

Emwadete yia 30 Aetrtd o€ 20-32°C/ 68-89.6°F.

MAévete 3 Qopég, kGBe opd ue 300 pl pubuIoTIKG diGAupa TTAUONG
(apaiwpévo 1:50).
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+100 pl

3x 300ul

30’

OD,; ODG\NA/

450/620 nm

>YZEYTMA

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe  utTodOXEQ

XPNOIUOTTOIWVTAG TTITTETA.

Emwdadete yia 30 Aetrtd o€ 20-32°C/ 68-89.6°F.

MAévete 3 Qopéc, kKaBe @opd pe 300 pl pubuIoTIKG SiIGAUPa TTAUCNG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAuuartog utrooTpwuatog TMB oe kdBe uttodoxéa

XPNOIUOTTOIWVTAG TNV TTITTETA.

Emmwadete yia 30 Aetrtd og 20-32°C/ 68-89.6°F. MNpooTareloTe amod

TO £VTOVO QWG.

AIAAYMA AIAKOIMHZ ANTIAPAZHZ

Badete 100 pl diaAupatog dlakoTTAg avtidpaong o€ KA BuBioua e
TN O€IPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPENOIJOTTOIWVTAG ThV

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXIOTOV.

AVOKIVEITE TTPOCEKTIKA TNV TTAAKA yia 5 deuTepOAETITA.

Metpriote Tnv amoppognon ota 450 nm evidég 30 AemTwv
(ouvioTaTar TTpoaipeTiKG Kai oTta 450/620 nm).
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AESKU_DIAGNOSﬂCS

MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1ToooTIKOG TTPOOBIOPICHOG £TTITUYXAVETAI BACEl Hiag TTPATUTING KAUTTUANG, OTnV OTToid
METAQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpacTtnpiwv Baduovéunong (aovag y) Evavtl g
ouykévTpwong oe IU/ml (agovag x). MNa Tov KaAUTEPO TTPOCBIOPICHO CUVICTATAI N JETAPOPA
log/lin kai éva Fit 4 TTapapétpwy. Me Bdon Tnv KAPTTUAN €EaKpIBWvETal ATTO TNV OTITIKA
TTUKVOTNTA TOU OEiYNATOS N CUYKEVTPWON Twv avTiIowudtwy og U/ml.
[epioxry @UOIOAOYIKWYV TIUWV AtrpoadiépioTa O¢eTIKG aTToTEAéTUATA
<40 IU/ml 40 - 60 IU/ml > 60 IU/ml
MNMapadsiyua mpoadiopicuoU
Autdé TO TaAPAdelypa Oev €MITPETETAI VO XPnoIgomroIndei yia Tnv gpunveia Twv

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

BaBuovounong IgG

0 IU/ml 0,026 0,5
30 IU/ml 0,136 3,5
100 IU/ml 0,254 0,8
300 IU/ml 0,537 11

1000 IU/ml 1,197 1,0
3000 1U/ml 2,357 1,0

lMapadeiyua ummroAoyiouou
AcBevAg EmavaAnun (OD) Méoog 6pog (OD) = AtrotéAeocpa (IU/ml)
P01 0,678/0,645 0,662 407,0
P 02 1,091/1,118 1,104 834,0

Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO HEYIOTO €UPOG TIHWV TWV AVTIOPACTNPIWYV
BaBuovounong Trpétel va avagépovTal we" >Méey." MNpétrel va apaiwvovTal KaTAAAnAa kai va
ookiyalovtal ava. Ta deiyuata PE TIMES PIKPOTEPES ATTO TO EUPOG TIMWYV TWV AvVTIdOPACTNPIWY
BaBuovounong TpéTTel va avagEpovTal wg "<EAay."

Eidikd oToixeia tng Traptidag, avaypd@ovial OTO OUVATITOUEVO TTIOTOTTOINTIKG E€AEyXOU.
laTPIKA EpyaoThPIa JTTOPOUV va dIECAYOUV EAEYXOUG TTOIOTNTOG OTO XWEO TOUG HE BIKOUG TOUG
eAéyxoug kai/ f} opoug atd Tnv TPATTECa aipaTog cuupwva pe TnG pubuioeig NG E.E..
ZuvioTdTal o€ KABe epyaaTrpIo va dnuIoupyroel TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOPEVEG
0T OIKK TOU TEXVIKN], EAEYXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwVv.

TNV TTEPITITWOTN KATA TNV OTTOIA OI TINEG TWV OPWV EAEYXOU OEV CUNPWVOUV HE T KPITAPIA, N
doKIun gival dkupn kai Ba TTPETTE va eTTavaAn@OEi.

Oa mpétrel va eAeyxBolv T TTAPOKATW TEXVIKA (nTAuata: Huepounvieg ARENG Twv
avTiIdpacTnpiwy (TTou TTPOETOINACTNKAYV), OUVBAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QWTOUETPO, OUVOAKEG eTTWaONG Kal pEBodog TTAUONG.

Edv Ta oToixeia Ta otroia uTtoBAABNKavV o€ dOKIUA TTaPoUcIalouv attokAIon r} dAAou gidoug
dlapopoTtroinon atod TIG AvAPEVOPEVEG TIHEG ) €Av Oev TTANPOUVTAl TA KPITAPIO EYKUPOTNTAG
XWPIg eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATOOKEUAOT) 1] TOV TTPOUNBEUTH TOU KIT SOKIUNAG.
MNa 1oloTikA agioAéynon d1aBAcTe TNV OTITIKI TTUKVOTNTA TOU PAPTUPO ATTOKOTINAG (cut-off
calibrator) kai Tnv avrioToIiXn Twv OEIYPATWY AOBEVWYV. ZUYKPIVETE TNV OTITIK TTUKVOTATA TWV
OelyudTwy Pe auth Tou papTupa. MNa tnv ToIoTIKA agloAdynaon TTPoTeiveTal va BewpouvTal Ta
ociyuara 20% yupw atd Tnv TIPA Tou PApTupa oav atrpoodiopiota. OAa Ta deiypata pe
UWnAOTEPEG TIMEG BewpouvTal BETIKA, deiyuata e XaunAOTEPES TIMEG apvnTIKA.

ApvnTIKO: OD oo8eviy < 0.8 x OD cut-off
ATI'pOO'GIépIO‘T(X: 08 X OD cut-off S OD qoegvﬂ S 12 X OD cut-off
O€TIKO: OD qo8evs > 1.2 X OD cut-off
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9  Texvikd oToIXEiO
YAIKO Seiyudtwv: Opdg
Oykog delyudTwv: 10 ul opdg yia apaiwon 1:101 pe 1x puBuIoTIKG diIGAUlaA

OEIYUATWY

OAIKOG XpbOVog ETTWAONG: 90 AemTtd o€ Beppokpaaia dwuatiou 20-32°C/68-89,6°F
Meploxn pétpnong: 0-3000 1U/ml
AvaAuTikr) EvaioBnoia: 10 1U/ml
duAaén: o€ 2-8 °C/35-46°F oTIG auBevTIKEG PIAAEG
ApIBubGg Twv TTPoodIopICPWY: 96 dOKIPATIESG

10 Zroixeia Amdédoong

10.1 AvaAuTikn Evaiofnoia
Aokiyacia Tou puBuIoTIKOU SlaAupaTog dciypatog 30 @opég oe AESKULISA a-TPO divel
avaAuTIKr evaioBnaia 10,0 1U/ml.

10.2 E1dikéTnTa Kol Evaiodnoia
H TAdka pikpoTITAOTTOINONG  €ival  €MKOAUMMEVN  WE  avOpWTTIVI  AVAGUVOUGGUEVN
uTTEPOEEIBAOT Tou Bupeosidoug (TPO). Ae diamoTwvovTal avTIdPAoTIKOTNTES dlIACTAUPWONG
ME GAAa avTiyéva.
H edikétnta Twv avil-TPO autoavriowpdtwy avépxetal tepittou oto 80%. Avt- TPO
autoavTiowpaTa epgavifovial oe 71-97% Twv aocBevwv pe vooo Tou Graves kal o€ 91-99%
Twv aoBevwy Pe Bupeoclditida Hashimoto.

10.3 FpappIKOTNT

MNa emAeypévoug opoug ptmopece va €EakpIBwOei pia ypaupik ouvdptnon MeETagu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVvTIOWUATWY O€ auTh Tn dokiyaoia. Adyw Twv
ETEPOYEVWV QVOPWTTIVWY AVTICWHATWYV OuwG, OV gival duvaTtd va aTTOKAEIOTE TO yeyovog OTI
MEMOVWHEVOI 0pOi TTAPOUCIAZOUV N YPOUMIKY CUMTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAREVOUEVN CUYKEVTPWON AvakTtnon (%)
Acgiyparog (IU/ml) (IU/ml)
1 1/100 263,0 250,0 105,2
1/200 124,0 125,0 99,2
17400 57,0 62,5 91,2
1/800 29,0 31,3 92,7
2 1/100 54,0 50,0 108,0
1/200 27,0 25,0 108,0
1/400 13,0 12,5 104,0
1/800 6,0 6,3 95,2
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Akpifeia

MNa Tov éAeyxo akpifelag Tng HEBOdOU £CAKPIBWONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOXES
TNG TTPOTUTING KAPTTUANG N ECWTEPIKN KAl evOIApeon diakuuavon.

EowTepikn pé6odog Evdidpeon pébodog
ApiBp. Méoog 6pog CVv Api8p. Méoog 6pog CVv
Seiyparog (IU/ml) (%) deiyparog (IU/ml) (%)
1 488,50 6,9 1 478,00 3,6
2 275,04 6,6 2 255,72 3,4
3 30,50 5,3 3 24,56 3,9
AlokpiBwon

H diakpiBwon Tou AESKULISA a-TPO é€yive évavti evog d1EBvoug opol avagopdg WHO
65/93. Ta amotreAécpaTta didovral o 1U/ml.
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- Diagnosi in vitro - For in vitro diagnostic use

- Para uso diagnéstico in vitro

- Pour diagnostic in vitro
IV D - In Vitro Diagnostikum

- In Vitro AlayvwaoTiké péco

- Para uso Diagnéstico in vitro

" Numero d’ordine

" Cataloge number

REF

" Référence Catalogue

“ Numéro de catélogo

" Bestellnummer " ApiBudg Trapayyeiag
“ Numero de catalogo
" Descrizione lotto " Lot
" Lot " Lote
L OT " Chargen Bezeichnung " XapakTnpiopdg TapTidag
" Lote

” Conformita europea

" EC Declaration of Conformity

" Déclaration CE de Conformité

" Declaracién CE de Conformidad

" Europaische Konformitat

" EupwTraikf oupgwvia

" Déclaracdo CE de Conformidade

" 96 determinazioni " 96 tests

" 96 tests " 96 pruebas

" 96 Bestimmungen " 96 Trpoodiopioyoi
96 " 96 Testes

" Rispettare le istruzioni per 'uso

" See instructions for use

“Voir les instructions d‘utilisation

" Ver las instrucciones de uso

” Gebrauchsanweisung beachten

" N\GBete uTrdYn TIG 00NYiEG XPONG

" Ver as instrucoes de uso

" Da utilizzarsi entro " Use by
" Utilise avant le " Utilizar antes de
" Verwendbar bis " Xprion péxp!

" Utilizar antes de

" Conservare a 2-8°C

" Store at 2-8°C (35-46°F)

“ Conserver a 2-8°C

" Conservar a 2-8°C

" Lagerung bei 2-8°C

" ®uldooeTal oToug 2-8°C

" Conservar entre 2-8°C

" Prodotto da

“ Manufactured by

" Fabriqué par

“ Fabricado por

" Hergestellt von

" Kataokeuddetal amo

" Fabricado por

" Callibratore cut-off

" Cut off Calibrator

" Etalon Seuil

" Calibrador de cut-off

" Grenzwert Kalibrator

” Opiak6g 0pdg AvTIdpaoTriplo BaBuovéunong

" Calibrador de cut-off

" Controllo positivo

" Positive Control

“ Contréle Positif

" Control Positivo

" Positiv Kontrolle

" O€TIKOG 0pOG EAEyXOU

" Controlo positivo

” Controllo negativo

" Negative Control

“ Controle Négatif

“ Control Negativo

" Negativ Kontrolle

" ApvnTIKAG 0pOG EAEYXOU

" Controlo negativo

" Calibratore " Calibrator
" Etalon " Calibrador
CA L " Kalibrator " AvtidpaoTrpio BaBuovéunong

" Calibrador

" Recupero " Recovery

“ Corrélation “ Recuperado

RC “ Wiederfindung " Avaktnon

" Recuperacao

“ Coniugato “ Conjugate

“ Conjugé “ Conjugado
C O N J " Konjugat " Z0Ceuypa

“ Conjugado

MP

" Micropiastra rivestita

" Coated microtiter plate

“ Microplaque sensibilisée

“ Microplaca sensibilizada

" Beschichtete Mikrotiterplatte

" EmKaAuppévn PIKPOTTAGKO

" Microplaca revestida

WASHB [50x

“ Tampone di lavaggio

" Wash buffer

" Tampon de Lavage

" Solucién de lavado

" Waschpuffer

" PuBpioTiké SidAupa TTAUong

" Solucéo de lavagem

“ Tampone substrato

" Substrate buffer

“ Substrat “ Tampon sustrato
U B " Substratpuffer " PuBpIoTIk6 SIdAupa UTTOOTPWHATOG
" Substrato

“ Reagente bloccante

" Stop solution

STOP

" Solution d'Arrét

" Solucién de parada

" Stopreagenz

" AvTIdpaaTrpio IAKOTIAG avTidpaong

" Solucéo de paragem

" Tampone campione

“ Sample buffer

SB

5x

“ Tampon Echantillons

“ Tampo6n Muestras

" Probenpuffer

" PuBpIoTIKO BidAupa SelyuaTwy

" Diluente de amostra




