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Evdedeiypuévn xpnon

AESKULISA® PM-Scl eivar pia Evlupoavoooloyikp péBodog oTepeng @dong Me
avaouvouaopévo avBpwtivo 100 kDa PM-Scl yia Tov TTOGOTIKO Kal TTOIOTIKO TTPOC0BIOPICHO
avTiowudatwy évavtl 100 kDa PM-Scl otov avBpwTTivo opd.

H dokipacia e€uttnpetei atn diIdyvwaon Twv PIKTWY TTAaBAcEwWY Tou ouvOEeTIKOU 10TOU (mixed
connective tissue diseases, MCTD).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

To avtiyévo Tng TToAupuoaciTidag/ okAnpodepuiag (PM-Scl) trepiypaenke apxiké ammrd Toug
Reichlin kair Mathioli To 1976. Ta PM-Scl avticwpata gival duvatd va aveppeBolv oe opoug
a00evwv TTAoYXOVTEG OTTO OUVOPONO ETTIKAAUWNG TTOAUPUOGITIOOG — okAnpodeppiag (PM-Scl).
Ta d0o kupia avtiyéva PM-Scl eival rpwteiveg Twv 100 kDa kai 75 kDa, kai opifouv 1a PM-
Scl 100 kai PM-Scl 75, avrioToixa. O1 repioodTepol avti-PM/Scl BeTikoi opoi avTidpouv pe Tnv
100 kDa — mpwrT€eivn, evw KATTOIEG avayvwpiouv Kal TRV 75 kDa mTpwreivn.

Ta avtiyéva PM-Scl 75 kai PM-Scl 100 gival TuApa evog TTOAUTTPWTEIVIKOU Jopiou, TO OTToio
opietal ka1 wg PM-Scl (GAAoTe PM-1). H kutTapikr] Aeitoupyia oAdkAnpou Tou popiou PM-Scl
ATav yia Jey&dAo Xpoviko diaoTnua £va aiviyua.

Mpbéogara, amodeixtnke 6T To oUUTTAOKO PM/Scl oxeTtideTal pe TNV eEWOwWIKA CUun (yeast
exosome), éva OUUTTAEYHa HE AcIToupyieG o€ TTOAAEC DIAPOPETIKES TTaBoydvoug 0doug, Ol
oTroie¢ oxeTiCovtal OAeg pe Tn didotracn Tou RNA, 6TTwg eival n avactpo® Tou mRNA, n
emmegepyaaia Tou rRNA kai n Bioyéveon Tou sn(0)RNA.

Apxég Tng dokipaoiag

Ta diaAupéva 1:101 deiygaTa opou eTTwdlovTal OTIG MIKPOTTAAKEG, Ol OTToieG €ival
ETTIKAOAUMPEVEG E TO €I0IKO avTiyévo. Katd Tn dIdpKela TG ETTwacng cuvdéovTal Ta €1I0IKA
AVTICWHATA aTTO TOV 0PO TWV ACcBeVWY, €AV auTd UTTAPYXOUYV, UE TO AVTIYOVO TTOU BPIioKETAl
oTnv TAGKQ, Ta YN ouvOeUéva OTOIXEID TOU OpoU ATTOUOKPUVOVTAl OTO ETTOMEVO PBriua
TTAUONG. ‘Emreita TTpooBETOVTal  QVTI-QVOPWTTIVEG AVOOOO@AIPIVEG, Ol OTI0IEG  Eival
ouleuypéveg pe uttepoeiddon amd pagavida (ouleuyupa). Katd 1tn didpkeia piog
ETTWOONG, TO OUeuypa (OUCEUYUEVEG AVOOOOPAIPIVEG) OUVOEETAlI UE TO OUPTTAOKO
QVTIYOVOU — QVTICWHOTOG TTOU OXNUATIOTNKE TIPIV, Ol JN OUCEUYPEVEG OVOOOOPAIPIVES
aTTopakpuUvovTal OTO €TTOPEVO PBripa TAUonG. H diamioTwon Twv OuvoegpévwyY
QVTICWHATWY  TTPAYUATOTTOIEITAI  PE  €VCUUATIKY XPWOTIKA avTidpaon (UTTAE) Tou
UTTOOTPWHATOG, N otroia avaoTEAAeTal pe diaAupévo ofU (aAAayr) xpwong o€ Kitpivo). O
BaBUOG oxNUOTIONOU XPWHATOG aTTO TO XPWHOyovo egaptdral atrd TNV TTO0OTNTA
ouleUypaTog TTOU BpiokeTal oUVOEDEPEVN WE TO CUPTTAOKO QvTIYOVOU-QVTIOCWHATOS Kal
€101 gival avAdAoyog TTPOG TNV apXIKA CUYKEVTPWON TWV QVTIOTOIXWV AVTICWHATWY OTO
ociypa aoBevoug.

1/10



Manual Rev. No. 004: 2024-11-25

AESKU,DIAGNOSTICS  Haows

3 2UCTOTIKG OTOIXEIA TTOU TTEPIEXOVTAI OTO OET
AIAAYONTAI TIPIN Al1O TH XPHZH
Xpthua Xpwua
2T0IXEIO MoooétnTa . OlaAuuaT  Mepiypagn / Mepiexduevo
KOTTaKIOU oc
5TTAGOIa CUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy . . Tris, xAwpiouxo varpio (NaCl), aABoupivn Boeiou
(5x) 1x20ml Neuko Kitpivo opoU (BSA), o&eidio Tou vartpiou < 0,1%
(ouvTnpnTIKO)
s , 50TTAGoIa GUYKEVTPWON
(FZ_)%GX‘;'OT'KO Sidhupa RGOS 1 X 20ml Neukod Mpaoivo | Tris, NaCl, Tween 20, o&gidio Tou varpiou < 0,1%
(ouvTnpnTIKO)
ETOIMA llA XPHZH
Xpwpa Xpwpa
2T0IXEIO MoooétnTa Kamakio  diaAupar  lMeprypagn / Mepiexouevo
U oG
i ) i . . AvBpwTTivog 0pdg (diaAupévog), aABoupivn Boeiou
ApVTIKGG 0pOG EAEYXOU 1x1,5ml Mpdovo | Alauyég opoU (BSA), oeidlo Tou varpiou < 0,1% (ouvtnpnTikd)
. . . . . AvBpwTTivog 0pdg (d1aAupévog), aABoupivn Boéeiou
OeTIKOG 0pOG EAEYXOU 1x1,5ml Kékkivo | Kitpivo 0poU (BSA), 0£€idI0 ToU vaTpiou < 0,1% (GUVINENTIKS)
AvTidpaoTripio Baduovéunong . AvBpwTIvOg 0pd6 (BlaAupévog), aABoupivn Bogiou
OPIOKAG TIUAG 1x1,5ml MmAe Kitpivo opouU (BSA), o&eidio Tou vatpiou < 0,1% (cuvTnpnTiko)
Juykévipwon kaBe avTidpaaTtnpiou Babuovéunong: 0,
. . . . " 3, 10, 30, 100, 300 U/ml. AvBpwivog opdg
AvmidpaoTtrpia Babuovounong 6 x 1,5ml NEUKO Kitpivo (BIaAUPEVOC), aABoupivi BEIOU 0pol (BSA), Of&idio
Tou vaTpiou < 0,1% (ouvtnpnTiKO)
JuoTaTIkG oToIXEia: AvTI-avOpwITIv avooooQaIpivn
>ulelyparta, IgG 1x15ml MrrAe MtTAe onuadepévn Pe UTTEPOEEIBATN aTTO pagavida,
aABoupivn Boégiou opol (BSA)
. . . >1a6epoTroinuévn TETPAPEBUABEVISivN Kal
Ymootpwua TMB 1 x15ml Maupo Alauyég UTIEPOEEIBIO TOU UBPOYGVOU (TMB/H,0,)
AidAupa diokoTrAg avtidpaong | 1 x 15ml Neuko Alauyég 1M YdpoxAwpikd o&u
12x8 ﬁs\él Agv gival Me atmooTTwuEVOUG UTTOBOXEIG. AVaTPEETE OTNV
MAdka pikpoTiITAoTToinONG . . Si106éoiy TTapdypa@o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg Si0Béaiy s
o o ETTIKAAUYN.
*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN GUYKEVTPWON
AmaitoUugva uAika
O avayvwoTng TTAaKWY pIKpoTITAoTToinang 450 nm avaylyvwoKel @IATpa avAyvwaong Kal TTpoalpeTiké 620 nm @iATpa avapopdg
(600-690 nm). MNuaAiva egaptipata (KUAIVEpog 100-1000ml), dokipaoTikoi cwArveg yia diaAlpara. AovnTAg avauigng, TTPox0ideg
akpiBelag (10, 100, 200, 500, 1000 pul) A TTpoocapuolduevn TToAuTTpoxoida (100-1000pl). Zuokeury TTAUONG HIKPOTTAGKAG (300pl
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAliwv f auTopaToTroinpévo oUoTnua), atmoppodnTikd xapti. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoiygoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUG opiopoug TG PapuakoTroliag
Hvwpévwv MoAireibv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).
4  QUAagn kai xpoévog diatipnong

Ta avTidpacThpia Tou cuvOAOU avTIOPACTNPIWY Kal N MIKPOTTAGKA TTPETTEI va QUAGooovTal
otoug 2-8 °C/35,6-46,4 °F péoa oTOuG QUBEVTIKOUG TTEPIEKTEG. Apaiwpéva  dioAupaTa,
QuAdooovtal otoug 2-8 °C/35,6-46,4 °F yia éva prva. MNpémrer va AauBavovral utréoywn ol
nuepounvieg AAENG TTou avaypd@ovTal GTn CUCKEUOOIa Kal OTIG ETIKETEG TOU KABE ouoTATIKOU.

Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpacn wToOg aTo dIdGAupa uttooTpwHaTog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KaAG KAsiopéveg péoa oTtn pePPpavn NG
OUOKEUOOiag.
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Y1rodeigeig Kal TTpo@UAGEEIg

5.2

EmikKivouvoTnTa yIa TNV UyEia

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

MpéTTel va XpnOIWOTTIOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEI KAl EKTTAIDEUTEI €10IK&
oTn xpnoigotroinon in vitro dlIayvwoTIKWY UAIKWY. Av Kal autd TO TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMKiVOUVO UTTO OUVOAKEG evOedelyuévng XPHONG, OCUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GCQAAEIAG:

2uordosic Kai uéETpa mpopuAaéng

Mepovwpéva cuoTatikd TOu GUVOAOU QvTIOPOOTNPIiwY TTEPIEXOUV BUVNTIKA ETTIKivOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIoUd Twv 0POOAUWY Kol TOou
0épuatog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV adidio Tou
vaTtpiou (NaNs) wg ouvtnenTikd. To NaNs ptropei va gival TogIKo eav TTpoAngBcei ) atroppo@nBei
a1ro 10 Oéppa f Ta udma. To NaNs ptropei va avtidpdoel ye Tnv eykatdotacn PJoAUBdou Kal
XOAKOU oxnuatiCovtag IDIAITEPA EKPNKTIKA HETAANIKA adidia. Katd Tnv atrdéppiyn, ETTAUVETE e
MEYGAO OYKO UDATOG YIO VO aTTOTPEWETE TN dnuioupyia alidiwyv. MNMapakaAw avaTpeéSETe OTIG
oladikaaieg atmroAupavaong OTTwg TreplypdgeovTal ato 1 CDC ) dAAeg ToTTIKES/ €BVIKEG 0dnyiEg.

Kard tn di1dpKela TG Epyaoiag JE TO OET, ATTAYOPEUETAI TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XPNOIMOTTIOIEITE TRV TTPOXO0IdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia giag xpRong.

Ta avnidpacTripia avBpwITIvng TTPOEAEUCNG TTOU TTEPIEXOVTAI GE AUTO TO TTPOIOV (0POoi EAEYXOU
Kal avTidpaoThpia Babuovounong) atodeixTnkav Katd tov €AeyXo yia nmaTimda B avriyévo
emeaveiag (HbsAg), nmmatimda C kai HIV 1 kai 2 wg apvnTik&. Opwg, o€ TTPoidvTa avepwtrivng
TpoéAeucng O¢ JTTOPEl TTOTE va ATTOKAEIOTEl TTANPwWS N MMBavotnTa POAUVONG HE TOUG
avaQePOUEVOUG A Kal e GANOUG akoun dyvwaoToug TTaboydvoug opyaviopoug. Na Tov Adyo
auTd, o1 opoi eAéyxou, Ta avTIdpaoTrpIa BadBuovéunong OTTWG ETTIONG KAl Ol 0POi TWV a0BevWV
XAPaKTNEICOVTal WG duVNTIKA MOAUCUATIKOI KAl TTPETTEI VA XPNOIMOTTIOIOUVTAl CUMQWVA HJE TA
€0VIKA VouIKG aflwuata.

E1re1dr 1o KIT TTEPIEXEI UNIKO CWIKAG TTPOEAEUONG, OTTWG AVOPEPETAI GTOV TTIVAKA TTEPIEXOUEVWY,
TIPETTEI VO TO XPNOIYOTTOIEITE CUMPWVA UE TIG ATTAITHOEIS TNG £BVIKAG VouoBeaiag.

Fevikég utTOdEigEIg

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

Mnv utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evupa Z0Ceuéng n MIKPOTTAAKEG
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnRoel o€ aTTOKAICEIS OTA ATTOTEAEOUATA.

A@AoTE OAQ TO CUCTATIKG TOU OET va AdBouv Bepuokpaacia dwuatiou TTpIv atrd Tnv évapén tng
ookiyagiag (20-32°C/68-89,6°F) kai avaueifte kKaAd. TMNpétmel oTTwodnToTeE va TnpEeital 1o
KaBopiopévo TTPWTOKOAAO yia TN diegaywyn TNG doKIPaoiag.

Emrwaon: ZuviotoUpe amddoon OSokipng otoug 30°C/86°F yia auTtopaTOTTINMEVA
OUOTAHATO.

Mnv ekB€TeTe TTOTE Ta cUOTATIKA TOU CUVOAOU avTIdpACTNPIwY 0 Bepuokpaaieg avw Twv 37
°C/ 98,6°F. XpnaoiyoTroigite yia Tn Ayn Tou SI0AUPATOG TOU UTTOOTPWHATOG TTAVTOTE KAIVOUPIO
— OUOKEUOOPEVA pUYXN YIa TNV TTITTETA, YIA VO ATTOQEUYETE JOAUVOEIG. ATTOQEUYETE TNV £TTAPN
TOU SIGAUPATOG UTTOOTPWHATOG WE EVTOVO WG. Mn XpnOIKOTTOIEITE Yia TO dIdAUPA ouleUYyUATOG
TTOTE TA iBI0 PUYXN TIITTETAG TTOU £X0UV £p0¢€l O€ €TTAPA YE GAAQ avTIOPACTAPIA.

H teAik KAIVIKA S1dyvwon dev pémrel va TiBeTal pévo pe Baon Ta atroTeAéopaTa TnNG
Sie§aypévng dokipaoiag, aAAd atd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd gupfuata. H didyvwon tpémel va emiBeBAIWVETAI XPNOIMOTTOIWVTAG
O10QOPETIKEG SIAYVWOTIKEG HEBOSOUG.
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ARQyn deiyparog, rposToIacia Kal QUAagn

2UVIOTATAI N XPAon @PECKWY BEIYHATWY opoU. H Afyn Tou dipaTtog TTPETTEl va YiveTal CUNQWVA
ME Ta €BviK& vouika aflwpata.Na pn XpnoipgoTTolouvTal: IKTEPIKA, AITTAIYIKG, QlJOAUMEva R
MoAuouéva atTrd BakThplia dciypata opou. AtgiyuoTa opwv TTOU TTEPIEXOUV CWHATIOIN, Vva
TOTTOBETOUVTAI PE XAUNAN TaXUTNTA OTH OUOKEUN QuyokévTpnong (<1000 x g). ZuAAéyeTe Ta
OciypaTa aiparog o€ kabapd, oTeyvd Kal Kevd QIaAidia.

Katdtmv dlaxwpiouou 1a deiypaTa TTAACHATOS TTPETTEI VA XPNOIWOTTOINB0UV eVTOG TWV TTPWTWY
8 wpwv, dIaQopeTIKA TTPETTEI v QUAGoOOVTAI KAEIOPEVO aEPOOTEYWS oToug 2-8 °C/35,6-
46,4 °F yia 48 wpeg TO WEYIOTO. Ze TTEPITITWON TTOU TTPORAETTETAN HEYAAUTEPN OIAPKEIQ
QUAaéng, Ta deiypaTa TPETTEl va wuxovTtal atoug -20 °C/-4 °F.

Aladikacia Tng pedddou

MpocToipacia
Apaiwon CUUTTUKVWHEVWY avTISPaoTNPiwV:

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

ZUMTTUKVWHEVO puBUIoTIKG d1dAupa TTAUONG: apaiwveTe 1:50 pe ammooTaypévo vepod (T1.x. 20 ml
ouv 980 ml).

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

avTiIdpacTnpiwv Babuovounong.

Apaiwon Twv delypndTwy TWV acBevwyv:

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

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didAupa TTAUoNG (1x) ava 8 Bubiopata i 200 ml
ava 96 BuBiopara 1.X. 4 ml cupTTUKvwPa ouv 196 ml atrooTaypévo vepod.

Autoparotroinupévn rAuon:

MNa TN Asimoupyia Tou gpyaAgiou Kal TO VEKPO OyKO TTPETTEI va An@Bouv uttéwn TTpooBeTeg
TTO0OTNTEG PUBNIOTIKOU BIGAUMATOG TTAUCNG

XeipokivnTn TAUon:

ATTOUAKPUVETE TO UYPO XTUTTWVTAG TNV TTAGKA ETTAVW O€ £va attoppo®nTikd xapTti. Balete 300
pl apaiwpévo puBbuIoTIKO didAupa TTAUONG o€ KABe BUBICUA XPNOIMOTTOIWVTAG TNV TTITTETA,
epipévete 20 deutepoOAettTa. ETTavaAaBerte Tn diadikacia akdun dUo PopEg.

MikpoTtrAdKeg:

ATtropokpuveTe Ta BuBiopata TTou dev €X0UV XPNOIUOTTOINGEI Kal QUAACOETE TA PE ENPAVTIKO
UAIKO KOAG KAsiopéva péoa otn pePBpavn Tng ouokeuaoiag oe dpooepd pépog (2-8 °C/35,6-
46,4 °F).

4/10



Manual Rev. No. 004: 2024-11-25

AESKU,DIAGNOSTICS e

7.2 ZYXApa dlavouRig avTiIdpacTnpiwv

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

OciypaTa wg €€Ne:
MNa NMOZOTIKH gpunveia MNa MOIOTIKH epunveia
1 2 3 1 2 3
A CalA | CalE | P1 A | NC P2
TR TR = e I B m—
C CalB | CalF | P2 C | CC P3
D CalB | CalF | P2 D | CC P3
= e Tec R E— Y-S A R —
= ¢ [rc S R R = IS O S R
G CalD | NC G P1
H CalD | NC H P11
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

7.3 BnRpata gpyaciag

Briua  IMepiypagn
1. [Mpiv amrd 1o miTTeTdpiopa BeRaiwdeiTe OTI £XETE eKTEAETEI TN DlAdIKACIA TTPOETOIPOTIAG ATTO TO
Briua 7.1 Tapatmavw.

2. AxoAouBnoTe Ta TTaPaKATW PrigaTa avadAoya Pe Ta €MOUPNTA ATTOTEAECUATA
TTOIOTIKAG/TTOCOTIKAG EPUNVEIOG:

OPOI EAEMXQOY & AEIFTMATA

3. Bdadete ota rpofAetopeva BubBiouata 100 ul atmd éva ammod Ta
TTAPAKATW UAIKA XpNOIYOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAQETAI
OTO KEQAAQIO 7.2 TTAPATTAVW:

a. AvmidpaoTrpia Babuovounong (CAL.A éwg CAL.F) yia
MOZ0OTIKH gpunveia n
b. AvmidpacTrpio BabBuovéunong opiakng TIHAG (CC) yia

u MOIOTIKH gppnveia
Eiong, Bacete amd 100 pl atrd kaBéva atrd Ta TTapakATw:

o ApvnTiKOG 0pdg eAéyxou (NC) kai BeTikdg 0pdg eAéyxou
(PC) kabuwg kai

e AiaAupévo opd acBevwv (P1, P2...)

4.
@ Emmwddete yia 30 Aetrtd og 20-32 °C/ 68-89,6 °F.

30

5.  [washe]

I
MAévete 3 Qopég, kK&Be @opd pe 300 pl pubuioTIKG diGAupa TTAUONG
- - (apaiwpévo 1:50).

3x 300ul
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10.

11.

12.

13.
14.

L

+100 pl

®

30

3x 300ul

30’

oD, OD‘%/\,

450/620 nm

I

2YZEYTMA

Balete 100 pl diohOpatog ouleuypotog o€ KABe uttodoxEa

XPNOIJOTTOIWVTAG TTITTETA.

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

MAévete 3 Qopég, K&Be @opd pe 300 pl pubuIoTIKG diGAupa TTAUONG

(apaiwpévo 1:50).

YMNOXTPQMA

Bacete 100 pl diaAuparog utmrooTpwuatog TMB oe kdBe utrodoxéa

XPNOIMOTTOIWVTAG TNV TTITTETA.

Emmwadete yia 30 Aetrtd o€ 20-32 °C/ 68-89,6 °F. [NpooTtatevoTe amod

TO £VTOVO QWG.

AIAAYMA AIAKOMNHZ ANTIAPAZHZ

Badete 100 pl diaAUpaTog d1akoTAG avTidpaong o€ KABe Bubioua e
TN O€IP& TTOU TOTTOBETAONKE TO UTTOCTPWUA XPNOIMOTIOIWVTAG TNV

TITTETA.

ETmwddete yia 5 AeTTTd TOUAGXIOTOV.

AVOKIVEITE TTPOCEKTIKA TNV TTAAKA YIa 5 OeUTEPOAETTTAL.

MeTpAoTe TNV ammoppoenon ota 450 nm evidg 30 AeTTTwov (CuviaTaTal

TTPOAIPETIKA Kal aTa 450/620 nm).
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Moo oTIKA KAl TTOIOTIKN EpUNnVvEia

O 1ToooTIKOG TTPOOdIOPIOHOG £TTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTNnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpacTtnpiwv Baduovéunong (aGovag y) Evav g
ouykévipwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICHO CUVIOTATAI N PHETAPOPG
log/lin kai éva Fit 4 TTapapétpwy. Me BAaon TNV KAUTTUAN €Cakpifwvetal attd TNV OTITIKN
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.

Meploxr @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/ml >18 U/ml

MNMapadeiyua mpoadiopicuou
Auté TO TOPAdelypa Oev €mMITPETETAI VO XPNnoIgoTroIndei yia Tnv gpunveia Twv
ATTOTEAECHATWY TWV ACOEVWV.

AvTidpaoTrpia OD 450/620 nm CV % (Alokupavon)

BaBuovounong IgG

0 U/ml 0,070 0,0
3 U/ml 0,176 1,9
10 U/ml 0,322 2,1
30 U/ml 0,636 3,9
100 U/ml 1,271 0,4
300 U/ml 2,138 0,8

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

P01 0,859/0,883 0,871 51,0

P 02 0,499/0,498 0,499 20,4
Ta Ociyuata Pe TIHEG HEYOAUTEPEG ATTO TO MEYIOTO €UPOG TIMWV TWV avTIdpaoThpiwv
BaBuovounong Tpétrel va avagépovtal wg" >Méy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokipdagovtal gava. Ta deiypaTa he TIHEG MIKPOTEPES ATTO TO €UPOG TINWV TWV avTIdPACTNPIWV
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."
EidIka oToixeia Tng TTapTidag, avaypdpovTal GTO CUVATITOUEVO TTIOTOTTOINTIKO EAEyXOU. laTpIKA
EQPYACTHPIO PTTOPOUV VA BIEEAYOUV EAEYXOUG TTOIOTNTOG OTO XWPO TOUG HE BIKOUG TOUG EAEYXOUG
Kal/ ] opoug atrod Tnv TPATTECA AiaTog CUN@WVA Pe TNG puBuioeig TG E.E..
2UVIOTATOI O€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIONOYIKEG TIUEG, BACIOUEVEG
0T OIKK TOU TEXVIKN], EAEyXOUG, EEOTTAICHO Kal TTANBUCOUG aoBevwv.

TNV TTEPITITWOTN KATA TNV OTTOIA Ol TIMEG TWV OPWV EAEYXOU BEV OUHUPWVOUV HE TA KPITAPIA, N
dokKiun gival dkupn kal Ba TTPETTEN va eTTAVaANQOE.

Oa Tmpémmel va eAeyxbouv T TTAPAKATW TEXVIKA ¢ntApaTta: Huegpopnvieg ARENg Twv
avTidpacTnpiwv (TTou TTPOETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
PWTOPETPO, OUVORKES eTTWACNG Kal UEBOSOG TTAUONG.

Edv 1a oToixeia Ta otroia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTtroinon atd TIG AVANEVOUEVES TIHEG 1 €Av Oev TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIg eUAoyn aiTia, ETTIKOIVWVAOTE JE TOV KATAOKEUQOTA i TOV TTPOUNBEUTH TOU KIT SOKIMNG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv SEIYUATWY A0BEVWV. SUYKPIVETE TV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociyuata 20% yupw atd TNV TIU TOU PAPTUpa oav atrpoodidpiota. OAa Ta deiypata pe
UWnAOTEPEG TINEG BewpouvTal BETIKG, deiyuaTa pe XaUNAOTEPEG TINEG apvNTIKA.

ApvnTIKO: OD oo8evi; < 0,8 x OD cut-off
AmpoodidpioTa: 0,8 x OD cytoff < OD qotevg S 1,2 X OD cut-off
O€TIKO: OD qo6evs > 1,2 x OD cut-off
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9  Texvikd oTolxeia
YNKO delyhaTWV: Opdg
Oykog delyuaTwv: 10 pl 0pdg yia apaiwon 1:101 pe 1x puBuIOTIKG SiIAAUNQ
OEIYUATWY
OAIKOG Xpbdvog TTwaoNG: 90 AeTrTd O¢€ Bepuokpaacia dwuaTiou 20-32 °C/68-89,6 °F
Meploxh pétTpnong: 0-300 U/ml
AvaAuTtikr) EvaioBnoia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG AuBeVvTIKEG QIAAEG
ApiBué¢ Twv TTpoodiopiIcUwY: 96 dOKINACiES
10 Zroixeia Adédoong
10.1 AvaAuTiki Evaiofnoia
Aokiyaacia Tou puBuIoTIKOU diaAUuaTog deiypatog 30 @opég oe AESKULISA® PM-Scl Sivel
avaAuTikA euaioBnoia 1,0 U/ml.
10.2 E1dikéTnTa Kol Evaiodnoia
H otepen @daon eival emkaAuppévn e avaouvduaouévo avBpwtrivo 100 kDa PM-Scl. Ae
OIaTTIOTWVOVTAl AVTIOPACTIKOTNTES dlacTAUPWONG e GAAa avTiyéva.
Ta PM-Scl avrmicwpata gu@avitovial oto 5-10% Twv acBevwv TTou TTACYXOUV aTTo
oepUaTopUOaiTIOA.
AutoavTiowpara évavtl Tou PMScl100 &iamotwvovtar o€ > 90 % Twv aoBevwv TToU
gppavifouv ouvdpoduou eTIKAAUWNG TTOAUPUOCITIONG — OKANPOSEPUIag.
10.3 IFpapuIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOei pia ypappik ouvdptnon MeTatu Tng
apaiwong Kal TNG CUYKEVTPWONG TWV AVTICWUATWY o0¢ auth Tn dokiyacia. Adyw Twv
ETEPOYEVWIV AVOPWTTIVWYV QVTICWHATWY OPWG, Bev gival duvaTd va aTTOKAEIOTEN TO YEYOVOG OTI
MEMOVWEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY) CUMTTEPIPOPA.

ApiBy. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Agiyparog (U/ml) (U/ml)
1 1/100 126,0 123,0 102,4
1/200 62,8 61,5 102,1
1/400 31,9 30,8 103,6
1/800 16,8 15,4 109,1
2 1/100 78,5 76,0 103,3
1/200 36,9 38,0 97,1
1/400 17,4 19,0 91,6
1/800 10,0 9,5 105,3
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10.4 AkpiBeia

MNa Tov éAeyxo akpifelag TnG peBddou eCakpIBwONKE PE TPEIG OPOUG OE DIAPOPETIKES TTEPIOKES
TNG TTPATUTING KAPTTUANG N E0WTEPIKN Kal evdIdueon dlakuuavon.

EowTtepikn pé6odog Evdiaueon péBodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CcVv
Seiyparog (U/ml) (%) deiyparog (U/ml) (%)
1 128,0 2,8 1 125,0 2,9
2 69,0 3,0 2 66,0 3,5
3 21,0 4,3 3 19,0 4,1

10.5 Alakpifwon

To ToooTIKO cUoTnua METPNONG AOYyw EAAEIYNG evog O1EBvoUg TTPOTUTTOU ava@opdg EXEl
OIaKPIBWOET pe TTPOOWPIVEG HOVADEG PETPNONG. Ta atroTeAéopaTta didovTtal og U/ml.
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Product Desc.

PM-Scl
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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 péoo

- Para uso Diagnéstico in vitro

REF

- Numero d’ordine

- Cataloge number

- Référence Catalogue

- Numéro de catalogo

- Bestellnummer - Ap1Buog TrapayyeAiag
- Namero de catélogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIouog TrapTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- |dentifiant unique de I'appareil

- Identificador Gnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKO GUOKEUNG

- Identificador tnico do dispositivo

C€

- Conformita europea

- EC Declaration of Conformity

- Déclaration CE de Conformité

- Declaracién CE de Conformidad

- Européische Konformitat

- Eupwraikn oupguwvia

- Déclaracéo CE de Conformidade

96

- 96 determinazioni - 96 tests

- 96 tests - 96 pruebas

- 96 Bestimmungen - 96 Tpoodiopiouol
- 96 Testes

elFU

"y apsku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electrénicas de uso

- Elektronsiche Gebrauchsanweisung beachten

- AKOAOUBAOTE TIG NAEKTPOVIKEG 0BNYiEg Xprong

- Seguir as instrugdes electrénicas de utilizacdo

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

- 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

- Karaokeudderai ammé

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Opiakdg opdg AvtidpacTrplo Babuovounong

- Calibrador de cut-off

CON|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- GETIKOG 0pOG EAEYXOU

- Controlo positivo

- Controllo negativo

- Negative Control

CON]| -

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTiKéG 0pdG EAEyXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvtidpaoTrpio BaBuovépnong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Ceuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmKaAuppévn pIkpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio - Wash buffer
WAS H B 5 0 - Tampon de Lavage - Solucién de lavado
X - Waschpuffer - PuBpioTiké didAupa TAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBpioTiké diGAupa UTTOOTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AVTIBpaoTHpIO BIGKOTIAG avTidpaong

- Solucéo de paragem

- Tampone campione

- Sample buffer

SB | 5x

- Tampon Echantillons

- Tampén Muestras

- Probenpuffer

- PuBuioTiké SidAupa delypudrwy

- Diluente de amostra
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