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Evdedeiypyévn xpnon

AESKULISA Inositol-GM ELISA givai pia Evfupoavoooloyikr) p€6odog otepeng @dong TTou
TEPIEXEl UYNAAG KOBapPOTNTAS PWOo@ATIOUAO-IVOCITOAN Kal QuOikh B2—-yAukotrpwreivn |.
Emtpétel Tov TTOCOTIKO Kal TToI0TIKG TTpoadiopioud IgG- kal/ A IgM-avTiowpdtwy évavtl Tng
QPWOoPATIOUAO-IVOOITOANG OTOoV avBpwTTivo opd. AuTd Ta avTiocwpaTta avayvwpifouv €idIKa
ETTTOTTA 0€ éva OUPTTAEYUO TO OTTOIO ATTOTEAEITAI ATTO QWOQPATIOUAO-IVOCITOAN Kai (B2-
yAukottpwrteivn |. Ta e1dikd eTTitora ekdnAwvovtal Adyw TnG aAANAeTTiOpaonsg autwy Twyv dUo
Mopiwv. O TTpoadIopICAS AUTWY TWV AVTICWHATWY eEuTTNPETEl O0TO va TeBei n didyvwaon Kai
va ekTiunBei o Kivduvog Bpoufwoewg o€ acbeveic TTACOXOVTEG OTTO  CUCTNMATIKO
epubnuatwdn AUko (ZEA) kai ADZ.

KAIVIKR ) epappoyn Kal apxég Tng HE6odou

Ta avriowuata EvavTl TNG uaoPATIOUAO-IVOCITOANG, £vOG GWOQONITTIOIKOU TTOPAYWYOU TNG
YAUKEPIVNG aviKOUuV OTNV OPAda TwV avTIQWO@ONITTIOIKWY AVTICWUATWY, Ta OTToia TACCOVTal
eI0IKA evAVTIO 0 QWOQONITTIOIA OTTWG €ival TT.X. N KAPBIOAITTIVA, N @WOPATIOUAO-IVOCITOAN,-
aiBavoAapivn, -xoAivn, n o@iyyodueAivn kal To @wo@aTidiké ofu. Ta ewa@oAimidia eival
OUCTaTIKA OTOIXEIO BIOAOYIKWV PEUBPAVWV.

H eu@davion avTiQWo@OAITTIOIKWY QVTICWHATWY TTEPIYPAPETAI CUXVA OTO OCUCTNUATIKO
epuBNuaTwdn Auko (ZEA) kal o GAAeg TTapOUOoIEG AOBEVEIEG.

Tnv €u@davion Twv avTiQWO@ONITTIOIKWY AVvTICWUATWY O€ auTEC TIC aOoBéveieg, TN
XapakTnpifouye w¢ OeuTEPOTTOBEG AVTIQWOPOANITTIOIKG cUvOpouo (ADZ). AvrIBETWG, TO
TpwToTTaBéG ADZ XapakTnpeileTal atmd avTiIQWa@OAITIOIKA aVTICWHOTA XWPEIG TN CUPUETOXA
GAAwv autodvoowyv TTadnoewyv. E€etdoeig £deiav, 0TI UTTAPXEl OTEVOG CUOXETIONOG PETAEU
Bpoupwoewv, BPOPPBOKUTTAPOTTEVILWV Kal OUVABEIC aTTOBOAWY (WG CUVETTEIQ TTAOKOUVTIAKOU
EUPPAKTOU). O PAAOG TWV AVTIQWOPONITTIOIKWY AVTICWHATWY OTNV £EEAIEN TG BpouBwong,
Oev £xel akOun EekaBapliaTei TTANPWG.

Apx£ég TnG dokipaoiag

Ta diaAupéva 1:101 deiypata opoU eTTwAOVTAI OTIG MIKPOTTAGKEG, Ol OTTOIEG €ival ETTIKAAUPMEVES
ME TO €10IKO avTiyovo. Katd Tn dIdpKeia TG €TTWaCNG cuvdEovTal Ta EI0IKA AVTICWPATA aTTd TOV
opd Twv aoBevwyv, €av auTd UTTAPXOUV, WE TO avTiydvo TTou BPioKeTal TNV TTAGKA, Ta [N
ouvdepéva aTolxeia Tou opoU aTTopakpUvovTal 0To £TTOUEVO BAua TTAUONG. 'ETTeiTa TTpooBéTovTal
avTI-avOpWITIVEG AVOCOOQAIPIVES, Ol OTTOIEG Eival OUZEUYUEVEG PE UTTEPOLEIDAON atTd pagavida
(oUCeuypa). Kard 1n didpkeia piog €mwacng, 1o culeuypa (OUlEUYPEVEG AVOOOOQAIPIVEG)
OuvOEeTal PE TO OUPTTAOKO avTiyévou — avTIOWHUATOG TTOU OXNUATIOTNKE TTPIV, OI IN OUZEUYUEVEG
avoooo@alpiveg atTopakpuvovTal oTo €TOPeEVo BApa TTAUoNG. H diatTioTwon Twv ouvOeuévwyv
QAVTICWHATWY TTPAYUATOTTOIEITAI UE EVCUUATIKI) XPWOTIKA avTidpaan (UTTAE) TOU UTTOOTPWHATOG, N
otroia avaoTéAAeTal pe dIaAupévo o&U (aAAayny xpwaong o€ Kitpivo). O BaBuodg oxnuaTiouou
XPWHATOG atmd TO Xpwpoyovo e€aptdtal amd Tnv TTo00TNTA OUleUyuaTOog Tou BpioKeTal
ouvOedEPEVN PE TO OUPTTAOKO QVTIYOVOU-QVTICWHATOG Kal £TO1 €ival avaAoyog TTpog TNV apxIKh
OUYKEVTPWAN TWV QVTIOTOIXWV AVTICWHUATWY OTO dgiyua aoBevoug.
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2UOTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

Xpwua g
2T0IXEIO MogoétnTa . OlaAupaT  Tlepiypaer) / Mepiexdpevo
KOTTOKIOU oc

5TTAdCIO OUYKEVTPWON
1 x20ml NEUKO Kitpivo Tris, xAwpioUyo varpio (NaCl), aABoupivn Boeiou
opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)

PuBuioTiké didAupa derypdTwy
(5%

PuBuioTiké didAupa TAUoNG 50mAdaia guykévipwan

(50%) 1 X 20ml Neukod Mpaocivo Tris, NaCl, Tween 20, o&gidio Tou vatpiou < 0,1%
(ouvtnpnTIKO)
ETOIMA lIA XPHZH
o 7 Xpwpa Xpd)pa a .

2T0IXEI0 Moooétnta KQTTAKIOU gngupm Mepiypaen / Mepiexépevo

, s ) . AvBpwTIivog 0pdg (dlaAupévog), aABoupivn Boégiou
ApVNTIKGG 0pOG EAEYXOU 1x1,5ml Mpdavo Aiauyeg opou (BSA), ogeidio Tou vatpiou < 0,1% (ouvTnpnTiKO)
OeTIKOG 0pAG EAEYXOU 1x1,5ml Kokkivo Kitpivo AvBpwmvog 0pog (Biakupiévog), akBougivn Boeiou

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

AvTidpaoTripio Babuovounong AvBpwTIvog 0pog (diaAupévog), aABoupivn Boeiou

OPIOKAG TIUAG 1x1,5ml MmAe Kitpivo opou (BSA), o&gidio Tou vatpiou < 0,1% (ouvtnpnTikd)

Juykévipwon k&g avtidpaoTnpiou Babuovéunaong: O,
. . . . * 3, 10, 30, 100, 300 U/ml. AvBpwTTivog op6g

AvnidpaoTtripia BaBuovounong | 6 x 1,5ml Neuko Kitpivo (SIGAUEVOC), aABoupivn BGEIoU 0pow (BSA), Of€idio
Tou varpiou < 0,1% (ocuvTnpnTiKS)

Tuledypara, IgG 1 x 15ml MTTAE MTTAE zUOT(XTIK("X oToIxEia: Avn-aySpcbmyq avoogzcxpmpivr]

i i onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
IgM 1 x15ml Mpdoivo Mpdoivo aABoupivn BéEI0U opod (BSA)
. . . >1aBepoTroinuévn TETPaNEBUABEVISivN Kal
Yméotpwha TMB 1 x15ml Madpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,O,)
AidAupa diokoTg avTidpaong | 1 x 15ml Neukod Alouyég 1M Y3poxAwpikd o&u

Aev eival | Me ammoomwuevoug uttodoxeig. Avatpégte atnv
S100éaip TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
o ETMIKAAUYN.

12x8 Aegv givai

MAdka pikpoTiITAOTTOINONG Taieg SIaEoIO

* H évtaon Tou XpwHaTOG QUEAVETaI PE TN CUYKEVTPWON

AlMAITOYMENA YAIKA

AvayvwoTng TTAAKWV PIKpoTITAOTToiNoNG 450 nm TTOU avaylyvVwokKel QIATpa avayvwong Kal TTPoaIpeTIKG 620 nm  @iATpo
avagopdg (600-690 nm). NudAiva e€aptripaTa (KUAIVEpog 100-1000ml), dokipaoTikoi CwARveG yia diaAuuaTta. AovnTrg avapigng,
méteg akpifeiag (10, 100, 200, 500, 1000 ul) | pooapuolduevn TToAutmiréTa (100-1000ul). Zuokeur TTAUGNG MIKPOTTAGKAG
(emavahapBavépevn mmimméta 300ul ) TITTETA TTOAOTTAWY KavaAiwv 1 autopatotroinuévo oloTnua), amoppo@nTiké xapti. Ol
OOKIPOTiEG HAG €XOUV WG OXEDIAOTEI yIa va xpnaolpoTroinBouv pe kabapd Udwp cUPPWVA PE TOUG OPICHOUG TG PapUaKOTTONag
Hvwpévwy MoAireidv (USP 26 - NF 21) kai Tng Eupwaiknig @apuakotroiiag (Eur.Ph. 4th ed.).

®UAagn kal xpovog diatipnong

Ta avTidpacThpia Tou CUVOAOU avTIOPACTNPIWY Kal N MIKPOTTAdKa TTPETTEl va QUAdooovTal
oTtoug 2-8°C/35-46°F péoa OTOUG QUBEVTIKOUG TTEPIEKTEG.  Apaiwpéva  diaAluara,
QuAdooovtal oTtoug 2-8°C/35-46°F vyia €éva prva. lMpémer va AapBdvovrar uttdyn ol
nUEPouNVieg AENG TTou avaypd@ovTtal OTn CUCKEUATIa KAl OTIG ETIKETEG TOU KABE cuoTaTIKOU.
Mn xpnoiyoTroicital Anyuéva ouoTaTik@ oToixeia Tou cuvoAou avTidpaoTtnpiwyv! MNpétel va
atroeuyeTal n évrovn €midpacn GwTog oTo didAupa uttooTpwpatog TMB. O1 JIKOTTAGKES va
QuAdooovTal TTaviote JeE &NPavtikG UAIKO KoA& kKAsiopéveg péoa oTn pePPpdvn Tng
OUOKEUOOiag.

Page 2 of 9



AESKU_DIAGNOSﬂCS

Product Desc. Inositol-GM

Manual Rev. No. 003 : 2014-12-12

Y1rodeigeig Kal TTpo@uAGieIg

5.2

EmikivduvoTnTa yia TnVv vysia

AAYTO TO NPOION ENITPEMETAI NA XPHZIMOIMOIEITAI MONO IMA EPFAZTHPIAKH
XPHZH (IN VITRO AIAINQZTIKH).

MpéTtTel va XpnoIYOTTIoIEITal aTTO TTPOCWTTIKO, TO OTTOI0 £XEI KATATOTTIOTEI KA EKTTAIOEUTE E10IKA
oTn xpnoigotroinon in vitro d1IayvwoTIKWY UAIKWVY. Av Kal autd To TTpoidv dev Bewpeital
1I01aiTepa ToEIKG A €MKiVOUVO UTTO OUVOAKEG evdedelyuévnNG XpPriong, OUMBOUAEUTEITE 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 duvatd va TTPOKAAECoOUV €peBIoUSd Twv OPOOAUWY Kal Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKA SIaAUpaTa TTEPIEXOUV aidio Tou
vatpiou (NaNs:) wg ouvinpnmkd. To NaNs; pmopei va eivar 10gIkK6 €dv TTpoANYBEi 1
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
aTroppIYn, EETTAUVETE PE PEYAAO OYKO UDATOG yIa VA ATTOTPEWETE TN dnuioupyia adidiwv.
MapakaAw avatpéete OTIC dladIKagieg atToAUpavong OTTwg TreplypagovTtal ammd 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 avBpwWTTIVNG TTPOEAEUCONG TTOU TIEPIEXOVTAI O QUTO TO TTPOIGV (Opoi
eAéyxou kal avtidpaoTrpia Babuovounong) atmodeixTnkav Katad Tov EAeyxo yia nmaTimida B
avTiyovo emigaveiag (HbsAg), nmartinda C kai HIV 1 kai 2 w¢ apvnTikd. Ouwg, o€ Tpoidvra
avBpwTTIivng TTpoéAeucng de PTTopei TTOTE va atToKAEIoTEl TTARPWGS N TBavoeTnTa ndAUvVoNG JE
TOUG ava@epOEVOUS 1 Kal Je GAAoUg akdun GyvwaoToug TTaBoyovoug opyaviouous. MNa Tov
AOYyO auTd, 01 0poi eAéyxou, Ta avTidpacThpia Babuovounong OTTwG €1TIONG Kal O 0POoi Twv
aoBevwyv xapaktnpifovralr wg OuvnTIKA HOAUCUATIKOI Kol TTPETTEl 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 KOTAOKEUAOTA A TOV TTPOUNBEUTH
TOU KIT OOKIUAG.

Aev TTpéTTEl va avTaAAdooovTal JEPOVWHEVA CUOTATIKA SIAQOPWY TTAPTIOWYV Kal EpyalEia TNG
OokIuaoiag, 10T autd PTTOPEl va 0dnynaoel o€ aAAoiwon TV ATTOTEAETUATWV.

ApnoTe OAa Ta cuoTaTikd Tou 0T va AGBouv Beppokpaacia dwuatiou TTpIv atmd TNV évapgn
NG dokipaaciag (20-32°C/68-89,6°F) kai avauei¢te KaAd. MNpémer omwodATTOTE Vva TnPEiTal TO
KaBopiopévo TTpwTOKOAAO yia Tn dieEaywyn Tng dokipaaiag.

EmTwaon: ZuviotoUpe amoédoon OSokigyng otoug 30°C/86°F yia auTOMATOTTINMEVA
ouUCTHHATO.

Mnv ekBETeTe TTOTE TO CUCTATIKA TOU CUVOAOU avTIdpacTnpiwv o€ Bepuokpaacieg dvw Twv 37
°C/ 98,6°F. Xpnoipotroigite yia TN Afwn ToUu OIOAUPOTOG TOU UTTOOTPWHOTOS TTAVTOTE
KavoUplia — CUCKEUOOPEVA pUyXN YIO TNV TIITTETA, VIO VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV £TTA@H TOU dICAUPATOG UTTOOTPWHATOG HE EVIOVO QWG. Mn XpnoIYOTTOIEITE yia To dIGAUMA
ouleUyPaTOG TTOTE TA iBI0 PUYXN THITTETAG TTOU €X0UV £pB¢el o€ eTTa@ Pe GAAa avTIdpaoTrApIa.
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H teAik kKAIVIKA Sidyvwon dev mpémmel va TiBeTal povo pe Baon Ta aroTeEAEOHATA TNG
O1e§aypévng dokipaoiag, aAAd atrd Tov 1aTpo AdupBdvovTtag utTrToywn 6Aa Ta KAIVIKA Kal
gpyaoTtnplakd supfuara. H didyvwon tmpémel va emieBalWVETAl XPNOIMOTTOIWVTAG
O10POPETIKEG SIAYVWOTIKEG HEOOSOUG.

Aqyn deiyparog, TrposTolpyacia Kail @UAaAgn

ZuvioTaTtal N Xpnon @pEéokwv OEIYNATWY opou. H Afywn Tou aiyatog TTPETTEl va yiveTal
oupgewva pe 1o €0viKG voupikd agiwuata.Na pn XpnolgoTTolouvTal: IKTEPIKA, MITTOIMIKG,
algoAupéva i poAuopéva atmd BakTtipia deiypara opou. Agiyuata opwv TTOU TTEPIEXOUV
owpaTidla, va ToTroBeTouvTal JE XauNAr TaxUTnTa GTn OUCKEUN Quyokévipnong (<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.

Ailadikacia Tng peB6dou

MpocToipacia
Apaiwon CUNTTUKVWHEVWY avTISpaoTnpiwy:

2UMTTUKVWHEVO PUBUIOTIKO SIGAUMA BEIYHATWY: apalwveTe 1:5 pe atrooTayuévo vepo (Tr.x. 20
ml ouv 80 ml).

ZUMTTUKVWHEVO puBuIoTIKO SidAupa TTAUONG: apaiwveTe 1:50 pe atmmooTayuévo vepod (r.X. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ouvioTdTal n OfPavon TwV KATTAKIWV Twv OIdgopwV

avTidpacTnpiwyv Babuovounong.

Apaiwon Twv delypdTwy Twv aocBevwv:

Aciyuata opou: apaiwvete kKal avauelyvuete 1:101 pe apaiwpévo pubuIoTIKG SIGAUNQ
OelyPATWY, TT.X. (1X) 1000 pl puBpIOTIKS didAuua delyudTwy + 10 pl opdg.

MAdon:

Atrairouvtal 20 ml apaiwpévo puBpioTikG didAupa TTAUonG (1x) ava 8 BuBiopata ;200 mi
ava 96 BuBiouara .. 4 ml guuTTOkvwPa ouv 196 ml atrooTayuévo vepod.

AuTtoparotroinpévn TAUonN:

MNa ™ Aeimoupyia Tou epyaAciou kai To vekpd Oyko TTPETTEI va An@Bouv uttown TTPOCOETEG
TTO0OTNTEG PUONICTIKOU SIGAUPATOG TTAUONG

Xeipokivntn wAUON:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAAKO €TTAVW O€ €va ammoppo@nTikd xapTi. Badlete
300 pl apaiwpévo puBUIOTIKG BIGAupa TTAUONG 0€ KABe BUBICPO XPNOIMOTIOILVTAG TNV
miTéTa, TTEpIéveTe 20 deuTepOAeTTTa. ETTavaAGBeTe TN Sladikagia akdun dUo QopEg.
MikpoTtrAdkeg:

ATtropokpuveTe Ta BuBiopata 1Tou dev £XOUV XPNOIKMOTTOINBEI KAl QUAGCOETE Ta PE ENPAVTIKO
UAIKO KOAG KAgIopéva péca oTn PEPPBPAVN TNG CUOKeEuacoiag oe dpooepd PEPOG (2-8°C/35-
46°F).
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ZXAMa d1avoung avTidpaoTnpiwv

2uvioToUUE va TTITTETAPETE Ta avTIdpaoTrpla PBabBuovounong, Toug opoUg eAEyxou Kal Ta
ociypaTa wg €ENe:

ZHMEIQZH: Ze trepimmTwon mTou TTPOKEITAI va TTPOCdIoPIoTOUV SIAPOPESG KATNYOPIES
avricwpdtwy (IgG kai IgM) TrapdAAnAa, Ta avridpaocTtipia Baduovéunong, ol opoi
eAéyxou Kal TOo Osiygara TTPEITEI VO TTITTETAPOVTAI XWPIOTA yia KAOe Karnyopia
AVTICWHATWV.

MNa NMOZOTIKH epunveia MNa MOIOTIKH epunveia
1 2 3 1 2 3

A CalA | CalE | P1 A | NC P2

B CalA | CalE | P1 B NC P2

C CalB | CalF | P2 C | CC P3

5 eas Toar ;s T e R B

E CalC | PC P3 E | PC

F CalC | PC P3 F | PC

G CalD | NC G P1

T S O o T U S R
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

Briua  Iepiypagr

1. MMpiv amd 1o mmetdpiopa BeBaiwbeite 611 €xete ekTeEAéoEl TN dladikaoia TTPoETOINATiag atrd TO
Bria 7.1 TTapaTTavwW.

2. AkoAoubnoTe Ta TTapakdTw Briyata avaloya pe Ta emMOUUNTA ammoTeAéopaTa
TTOIOTIKAG/TTOOOTIKAG EPUNVEIOG:

OPOI EAEMXQOY & AEIFMATA

3. Badete ota mpoPAeTTOpEva BuBioparta 100 yl atmd éva atmd Ta
TTAPAKATW UAIKA XpNOIPOTTOIWVTAG TNV THTTETA, OTTWG TTEPIYPAPETAI
OTO KEPAAQIO 7.2 TTapaTTAvVW:
a. AvmidpaoTripia Baduovounong (CAL.A éwg CAL.F) yia
MNMOZOTIKH gpunveia i
b. AvmnidpaoTripio BaBuovéunong opiakng TiuAg (CC) yia
u lMOIOTIKH epunveia

Etriong, BaZete atmd 100 pl atrd kaBéva atrd Ta TTapaKATW:
+100 pl
g o ApvnTiKOG 0pdg eAéyxou (NC) kai BeTikdG 0pOG EAEYXOU

(PC) kaBwg kai
o AlaAupévo opd aoBevwyv (P1, P2...)

4.
@ Emwadete yia 30 Aetrtd o€ 20-32°C/ 68-89.6°F.

30

5

! MAévete 3 Qopég, kKaBe opd ue 300 pl pubuIoTIKG diGAupa TTAUONG
- - (apaiwpévo 1:50).

3x 300!
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N

10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 3004l

+100 pl

0D, OD%

4501620 nm

—

>YZEYTMA

Balete 100 pl diaAUpatog culelypatog o€ KABe uttodoxEa

XPNOIUOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, kKaBe popd pe 300 pl pubuIoTIKG diGAua TTAUONG

(apaiwpévo 1:50).

YMNOZTPQMA

Bacete 100 pl diaAuuartog utrooTpwuatog TMB o€ k&Be uttodoxéa

XPNOIUOTTOIWVTAG TNV TTITTETA.

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

TO £VTOVO QWG.

AIAAYMA AIAKOMHZ ANTIAPAZHZ

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

TTITTETA.

EmwdédeTe yia 5 AeTTTd TOUAGXIOTOV.

AVOKIVEITE TTPOCEKTIKG TNV TTAGKA yia 5 OeuTEPOAETTTA.

Metpriote Tnv amoppopnon ota 450 nm evidég 30 AemTwv
(ouvioTdTal TTpoaipeTiKd Kal ota 450/620 nm).
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Moo oTIKA Kal TTOIOTIKH EPMNVEia

O 1ToooTIKOG TTPOOBIOPICHOG £TTITUYXAVETAI BACEl Hiag TTPATUTING KAUTTUANG, OTnV OTToid
METAQEPETAI N OTITIKA TTUKVOTNTA TWV avTidpacTtnpiwv Baduovéunong (aovag y) Evavtl g
ouykévTpwong oe U/ml (agovag x). MNa Tov KaAUTEPO TTPOCBIOPICUS CUVICTATAI N JETAPOPA
log/lin kai éva Fit 4 TTapapétpwy. Me Bdon TNV KOUTTUAN €gakpifwveTal amd Tnv OTITIKA
TTUKVOTNTA TOU OEiYNATOS N CUYKEVTPWON Twv avTiIowudtwy og U/ml.

[epioxry @UOIOAOYIKWYV TIUWV AtrpoadiépioTa O¢eTIKG aTToTEAéTUATA

<12 U/ml 12 - 18 U/ml >18 U/ml
MNMapadsiyua mpoadiopicuoU
Autdé TO TAPAdeIypa Oev EMITPETETAI VO XPNOoIMOTOINdei yia Tnv gpunveia Twv
ATTOTEAECHATWY TWV A0BEVWYV.

AvTidpaoTrpla OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,029 1,9
3 U/ml 0,138 2,1
10 U/ml 0,266 0,9
30 U/ml 0,550 14
100 U/mi 1,168 2,4
300 U/ml 2,024 1,0

lMapadeiyua ummroAoyiouou

AcBevAg EmavaAnuyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)

P01 0,777/0,801 0,789 52,6

P 02 1,136/1,129 1,133 95,1
Ta Ociyuata pe TIMEG MEYOAUTEPEC ATTO TO MEYIOTO €UPOC TIHWV TWV avTIOPACTNPIWY
BaBuovounong mpétel va avagépovtal wg" >Méy." MNpétrel va apaiwvovTal KAaTAAAnAa Kai va
dokiyadovtal ¢avd. Ta deiyuata he TIMEG PIKPOTEPES ATTO TO UPOG TIHWYV TWV AVTIOPACTNPIWY
BaBuovounong TpéTrel va avagEpovTal wg "<EAay."
EidIkd oToixeia Tng TTaptidag, avaypd@ovidal OTO CUVATITOUEVO TTIOTOTTOINTIKO EAEYXOU.
laTPIKA EpyaoThPIa JTTOPOUV va dIECAYOUV EAEYXOUG TTOIOTNTOG OTO XWEO TOUG KE BIKOUG TOUG
eAéyxoug kal/ ; opoug atmod Tnv TPATTECA aiaTog CUNPWVA PE TNG pubpioeig Tng E.E..
2uvioTdTal o€ KABe epyaaTrpIo va dnuUIoUpyroEl TIG OIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVES
oTn OIKN TOU TEXVIKN, EAEyXOUG, EEOTTAIONO Kal TTANBUOPOUG aoBevWV.
2TNV TTEPITITWON KATA TNV OTTOIA OI TINEG TWV OPWV EAEYXOU OEV CULQWVOUV [E TA KPITAPIA, N
doKIun gival dkupn kai Ba TTPETTE va eTTavaAn@OEi.
Oa Tpétrel va eAeyxBouv T TTAPOAKATW TEXVIKA {ntApaTa: Huepounvieg AAgNG Twv
avTiIdpacTnpiwy (TTou TTPOETOINACTNKAYV), OUVBAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
PWTOPETPO, OUVBNRKES £TTWAONG Kal EBOSOG TTAUCNG.
Edv ta oTtoixeia Ta otroia uttoBARBnKav o€ dokiu TTapoucidlouv atrokAIon ) GAAou €idoug
dlapopoTtroinon atod TIG AVANEVOPEVEG TIHEG ) €Av Ogv TTANPOUVTAl TA KPITAPIO EYKUPOTNTAG
XWPIg eVAoyN aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUAOTA A TOV TTPOPNBEUTH TOU KIT OKIUAG.
MNa oloTikA agioAéynon d1aBAcTe TNV OTITIKI TTUKVOTNTA TOU PAPTUPO ATTOKOTINAG (cut-off
calibrator) kai Tnv avtioToiXn Twv SEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTATA TWV
OEIYMATWY JE auTr Tou papTupa. MNa Tnv TTOIOTIKA agloAdynon TrpoTeiveTal va BewpouvTal Ta
ociyuara 20% yupw atmmd Tnv TIPA TOUu PApTUpa oav atrpoodidpiota. OAa T1a deiypaTa pE
uYnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPEG TIMEG apVNTIKA.

ApvnTIKO: OD qo6evs < 0.8 x OD cut-off
Amrpoodiopiota: 0.8 x OD cytoff < OD aotevg S 1.2 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: 0-300 U/ml
AvaAuTikr) EvaioBnoia: 1,0 U/ml
duAaén: o€ 2-8 °C/35-46°F oTIG auBevTIKEG PIAAEG
ApIBubGg Twv TTPoodIopICPWY: 96 dOKIPATIESG
10 Zroixeia Amdédoong
10.1 AvaAuTikn Evaiofnoia
Aokiyaaia Tou puBuioTikoU diaAupaTog deiypaTtog 30 popég oe AESKULISA Inositol-GM divel
avaAuTIKr evaicOnaia 1,0 U/ml.
10.2 E1dikéTnTa Kol Evaiodnoia
H mAdka HIKpOTITAOTTOINONG €ival €TMIKAAUPMEVN ME QUOIKN avBpwTTivi Qwao@aTiOUAo-
IVOCITOAN. Ag dITTIOTWVOVTAI AVTIOPACTIKOTNTEG dlaoTAUPWONG K AAAa avTiyéva.
10.3 FpappIKOTNTA

MNa emAeyyévoug opolg PTTOpece va €EakpIBwOEi pia ypauuikh ouvaptnon METagu Tng
apaiwong Kal TNG OUYKEVTPWONG TWV AVTICWUATWY O auTh Tn dokiyacia. Aoyw Twv
ETEPOYEVWV QVOPWTTIVWYV AVTICWHATWY OuwG, OV gival duvaTtd va aTTOKAEIOTE TO yEyovog OTI
MEPOVWPEVOI OPOi TTAPOUCIALOUV YN YPOUMIKA CUPTTEPIPOPA.

ApiOp. Apaiwon
Agiypatog
1 1/100

1/200
1/400
1/800
2 1/100
1/200
1/400
1/800

METPNMEVN CUYKEVTPWAN

(U/ml)
125,0

64,0
30,5
14,6
96,0
48,0
23,4
11,8

QAVANEVOUEVN CUYKEVTPWON AvakTtnon (%)

(U/ml)

126,0 99,2
63,0 101,6
31,5 96,8
15,8 92,4
98,0 98,0
49,0 97,9
24,5 95,5
12,3 95,9
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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 (U/ml) (%) deiyparog (U/ml) (%)
1 29,1 2,1 1 32,9 2,6
2 64,4 55 2 66,7 5,0
3 104,5 8,4 3 100,6 8,9
AlokpiBwon

To mToooTikd cuoTnpa PETPNONG AOYw EAAEIWNG evdg dieBvoUlg TTPOTUTTOU ava@opdg EXEl
OlaKpPIBwOEi he TTPOOWPIVEG HoVAadeS péTpnong. Ta atroteAéoparta didovTal og U/ml.
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IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- 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 Trpoodlopiopoi
" 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

" PuBuioTiké SidAupa TTAUong

" Solucéo de lavagem

“ Tampone substrato

" Substrate buffer

SUB

“ Substrat “ Tampon sustrato
" 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




