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Evdedeiyuévn xpnon

AESKULISA® Histone-C eivail pia Ev{upoavoooloyikr pé6odog OTEPENS PATNG TTOU TTEPIEXEI
TIG avBpWTTIVEG QUOIKEG 10TOVEG H1, H2A, H2B, H3, H4 10U €YOUV atropovwBei amo Tnv
EUKOPUWTIKI KUTTOPIK oO€lpd Hela yia Tov TTOOOTIKO KAl TTOIOTIKO  TTPOCBIOPICHO
QVTICWHATWY OTOV avOpWTTIVO 0pd, Ta oTroia TAooovTal evavTia OTIG 10TOveG. H péBodog
gcuttnpetei oTn Sl10@opPodIdyvwaon TOU CUCTNUATIKOU £puBnuatwdn AUkou (ZEAN).

KAIVIKA epapupoyn Kal apxég TG HEBOdou

O1 10T6veg €ival UIKPEG OAKOAIKEG TTpwTEivEG pE poplakd Bdpn petatu 11 kar 21 kDa.
>xnuatiCouv pia opdda  AAANAETIOPOVTWY TTPWTEIVWV, Ol OTI0IEG OCUMMPETEXOUV OTh
ouokeuaoia Tou DNA w¢ cwudtia TTou ovoudlovtal TTupnvoowpaTa Kal JegoAaBouv €10l
otnv opydvwon Tng douAg Tou DNA ota Tepiocdtepa  eukapuwTikG kKUTTapa. ‘Eva
TTUPNVOOWHA ATTOTEAEITAI ATTO €va OKTAUEPEG POPIO TTOU ATTOPTICETAl ATTO TIG TECOEPIG
1oToveg H2A, H2B, H3 kai H4 kai DNA, 1o otroio trepieAiocoeTal pe 1 % trepieAigels (146 bp Tou
DNA) yUupw até 10 (H2A, H2B, H3, H4)2 —okTauepég. Meirovikd TTupnvocowpuaTa ouvosovTal
METAEU TOug HEow TG 10TOVNG H1 Kal Tou ouvdeTikou DNA.

AvTicwpaTta €vavTl TwV I0TOVWV eu@avifovtal o€ aobBeveic TTaoxovieg amo ZEA pe pia
ouxvotnta 50%, katd 1n didpkeia evepywv @Aacewv Tou ZEA pdhiota pe 80%. Autd Ta
auTtoavTiocwuarta dev gival €10IKA yia 70 ZEA, €18Ikd otav dgv gu@avifovTal o€ ouvouaoud HE
avricwpata €vavtl Tou dsDNA. Aveupiokovtal Kal o€ AANEG QAEYUOVWOEIG- PEUNATIKEG
aoBéveleg, T1.X. oTNV peupaTtocidn apBpitida (cuvABwg xaunAoi TiTAol, Kupiwg Evavt Tng H1),
OTn CUCTNMOTIKA OKAAPUVON KAl 0Tn veavik peupaTtoeidn apbpimida. Epgavifovral kal oTnv
TTPWTOTTaO XOoAIKA Kippwaon (MEXP! 70%) kai oTnv autodvoon NTTaTiTida (MEXP! 35%).

Ta avti — 1I0TOVIKA avTIOWPATA XWwpPIig TN oupueToxn avti- dsDNA- avTiIowudtwy TTaifouv
ammo@acioTikd péAo oT1n didyvwon Tou @QApPOKEUTIKOU EA, €dw epgavifovral e pia
ouxvotTnTa 95%. Ta @APUAKA ETTAYOUV CUPTITWHATA OTIG ApOpWOEIG Kal 0TO dEPUA, OUWG TA
VEQPA O€ CUMPPETEXOUVY TTOTE. H €18IKOTATA TWV AVTi- IOTOVIKWY AVTICWHATWY opifeTal atrd Ta
QApuaka, Ta TTEQIOCOTEPA  AVTIOWUATA WOTOOO, Eed@aviCovial HOvo TTApodIKA  Kal
e€agavifovTal EVTOG JEPIKWYV PINVWV PETE atrd Tn SIOKOTTA TWV QOPHAKWV.

Apxég TnG doKipaoiag

Ta diaAupéva 1:101 deiyyata opou eTTwdAlovTal OTIG MIKPOTTAAKEG, Ol OTToiEg E€ival
ETTIKOAUPPEVEG PE TO €IDIKO avTiyovo. Kartd Tn dIdpKela TnG £TTWOONG OUvOEovTal TA
eI0IK& avTiowpaTa atrd Tov opd Twv acbevwyv, €Av autd UTTAPXOUV, UE TO avTiyOvo TTOU
BpiokeTtal oTnv TAGKQ, Ta PN OUVOEUéva OTOIXEIQ TOU OpoU aTTOMOKPUVOVTAl OTO
emopevo Prpa mAUong. ‘Emerra mpooBEéTovral avTi-avlpwIniveg avoooo@alpiveg, Ol
OTT0IiEG €ival OUCeUyEVEG e UTTEPOEEIDAOT aTTo pagavida (oulsuyua). Katd tn didpkeia
Miag emwaong, 1o cUfeuyua (OUCEUYHEVEG AVOOOOQPAIPIVEG) CUVOEETAI E TO CUNTTAOKO
avTIyOvVOU — avTICWHPATOG TTOU OXNUATIOTNKE TTPIV, Ol UN OUCEUYUEVEG AVOOOOPAIPIVEG
atropakpuvovTal o010 €TOMeEVO  Brpa TAUong. H diamioTwon Twv ouvOeuévwy
QVTICWMATWY  TTPAYUATOTTOIEITAI  JE  evCUMATIKI XPWOTIKA avTidpaon (UTTAE) Tou
UTTOOTPWHOTOG, N oTroia avaoTEAAETal e dlaAupévo o&u (aAAayr xpwong oe KiTpivo). O
BaBuOG oXNUATIOPOU XPWHATOG aTTd TO XPWHOYOvVo egapTdral amrd Tnv 1ToooTnTa
ouleuypaTog TTou PBpiokeTal ouvdedeuévn WE TO CUUTTAOKO avTIYOVOU-QVTICWHUATOG Kal
€101 €ival av@dAoyog TTPOG TNV apXIKA CUYKEVTPWON TWV QVTIOTOIXWV AVTICWHATWY OTO
Ociypa aoBevoug.
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2UCTOTIKA OTOIXEIO TTOU TTEPIEXOVTAI OTO OET

AIAAYONTAITIPIN A0 TH XPHZH

. . Xpwua Xpd)ya . .
2T0IXEIO MoodtnTa KATTAKIOU ngAupaT Mepiypaen / Mepiexopevo
51TAGoI0 OUYKEVTPWON
PuBuiaTiké SidAupa delypdTwy 1 x 20ml AEUKG Kitpivo Tris, xAwpiouxo varpio (NaCl), aABoupivn Bégiou

(5x%) 0poU (BSA), o&eidio Tou vartpiou < 0,1%

(ouvTnpnTIKO)

50TTAGCIa CUYKEVTPWON

PUBuIOTIKG BidAua TAGONG 1 X 20ml N\€UKO Mpdoivo | Tris, NaCl, Tween 20, oggidio Tou varpiou < 0,1%

(50%) (ouvTnpnTIKO)
ETOIMA lA XPHZH
Xpwpa Xpwpa
2T0IXEIO MocodtnTa Katrakio  dioAUpar  Mepiypagn / Mepiexduevo
0 oG
. . . . . AvBpwTTIvog 0pd¢ (diaAupévog), aABoupivn Bogiou
ApvnTIKGG 0pGS EAEYXOU 1x1,5ml Mpdovo - Alauyég opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)
. . . . . AvBpwTTIivog 0pog (diaAupévog), aABoupivn Béeiou
Oerikdg 0pSg eAtyxou 1x1,5mi Kokkivo - Kirpivo opoU (BSA), o&eidio Tou vatpiou < 0,1% (ouvtnpnTiko)
AvTidpaoTripio Baduovéunong . AvBpwTTIvVog 0pA8g (BlaAupévog), aABoupivn Boeiou
OpPIOKAG TIUAG 1x1,5ml MrmAe Kitpivo opou (BSA), o&gidio Tou vaTpiou < 0,1% (ouvtnpnTikd)
Juykévipwon kGBe avtidpaoTnpiou Babuovéunaong: O,
AvtidpaoTrpia BabBuovéunong | 6 x 1,5ml Neuko Kitpivo* 3, 10, 30, 100, 300 U/ml. AvBpuwmivog 0pog

(diaAupévog), aABoupivn Boeiou opou (BSA), ogeidio
Tou varpiou < 0,1% (ouvTnpnTiKO)

ZUCTATIKA OToIXEIa: AVTI-QvOPWITTIVR avoG0oc@aIpivn
>ulevyyara, IgG 1 x15ml MtrAe MrrAe onuadepévn Pe UTTEPOEEIBACN aTrd pagavida,
aABoupivn Bogiou opol (BSA)

>1aBepoTroinuévn TETPaPEBUABEVISivN Kal

Yméotpwha TMB 1x15mi Madpo Aiauyég utrepogeidio Tou udpoydvou (TMB/H,0,)
AidAupa diokoTg avtidpaong | 1 x 15ml Neukod Alouyég 1M YdpoxAwpikd o&u
Agv

Aev eival | Me ammoomwuevoug uttodoxeig. Avatpégte atnv

MAdka pikpoTiTAoTroinoNg 12 X 8 EI'VGI' S100éaip TTapdypa®o 1 yia TTANPOPOPIEG OXETIKA HE TNV
Tavieg di1aBéaiy o eTTIKGAUWN
o .

*H évtaon Tou XpWwHOTOG QUEAVETAI PE TN GUYKEVTPWON

Amaitouueva UvAika:

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
akpipelag (10, 100, 200, 500, 1000 pl) B TTpooapuoloéuevn TToAuTTpoxoida (100-1000ul). Zuokeury TTAUONG WIKPOTTAGKAG (300ul
emmavaAapBavopevn Tpoxoida, f TPoxoida TTOAAOTTAWY KavaAlwv 1 auTopaToTroingévo cUoTnua), atmoppodntikd xapti. Ol
OOKIJOTIEG HAG €XOUV WG OXEDIOOTEI yIa va XpnaoigoTtroinBoulv pe kabapd Udwp cUPPwva PE TOUg opiopoug TG PapuakoTroliag
Hvwpévwv MoAireibv (USP 26 - NF 21) kai Tng Eupwraikig @appakotroliag (Eur.Ph. 4th ed.).

®UAagn kai xpovog diatpnong

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 dloAuuara,
@uAdooovtal otoug 2-8 °C / 35,6-46,4 °F yia éva priva. Mpémel va AauBdvovral utréyn ol
nUEPouNVieg AENG TTou avaypd@ovTal 0Tn CUCKEUOCTIa Kal OTIG ETIKETEG TOU KABE OUOTATIKOU.
Mn xpnoigoTroisital Anyyéva ouoTatik@ oToixeia Tou ouvoAlou avTidpaoTnpiwyv! MNpéter va
atmo@elyeTal n évrovn €Tidpaan wTog aT1o dIGAupa uttTooTpwHaTog TMB. O1 PIKOTTAAGKES va
@uAdooovTal TTavrote PE ENPAVTIKO UAIKO KOaAG KAsiopéveg péoa oTtn pePPpavn NG
OUOKEUOOiag.
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Y1rodeigeig kal TTpo@uUAGEeIg

5.2

EmikivduvoTnTa yia Tnv vysia

AAYTO TO NPOION EMITPENETAI NA XPHZIMOMOIEITAI MONO TA EPFAZTHPIAKH
XPHZH (IN VITRO AIAFNQZTIKH).

MpéTTel va XpnOIWOTTOIEITal OTTO TTPOCWTTIKO, TO OTTOIO £XEI KATATOTTIOTEN KAl EKTTAIDEUTEI €1I0IK&
oTn Xpnolpotroinan in vitro dlayvwoTiKwy UAIKWV. Av Kal autd To TTpoidv dev Bewpeital
I010iTepa TOEIKG A €TMIKiVOUVO UTTO OUVONAKEG evOedelyuévng XPHONG, OCUMPBOUAEUTEITE TIG
TTOPAKATW TTANPOPOPIES YIa TN dlaQUAALN TNG PEYIOTNG GOQAAEIAG:

Zuordosis Kal uétpa mpoeuiaéng

Mepovwpéva cuoTatikd TOu GUVOAOU avTIOPOOTNPiwv TTEPIEXOUV BUVNTIKA ETTIKiVOUva
avTidpacThpia, Ta oTToia gival duvaTd va TTPOKOAECOUV €peBIoUd Twv O0POOAUWY Kol Tou
0épuartog. NMPOZOXH! AlakpIBwTEG, £AeyXol Kal puBuIoTIKG dIaAUpaTa TTEPIEXOUV aidlo Tou
vaTpiou (NaNs3) wg ouvinpnmiké. To NaNs; pmopei va civar 10EIKO €dv TTpoAneBei 1
atroppoPnBei amd 1o déppa | Ta paTia. To NaNs ptmopei va avridpdoel ue TNV £yKataoTaon
MOAUBOOU Kal XOAKoU oxnuaTtiCovrag 101aiTepa  €KPNKTIKA HETAAANIKG adidla. Katd Ttnv
aATTopPIYN, EETTAUVETE UE PEYAAO OYKO UDATOG yIa va ATTOTPEWETE TN dnuioupyia alidiwv.
MapakaAw avaTpéfete oTIg dladikaoieg atroAUuavong OTTwg TeplypdgovTtal amd 1 CDC R
GAAeG TOTTIKEG/ €BVIKEG ODNYiEG.

Kard tn di1dpKela TG £pyaoiag JE TO OET, ATTAYOPEUETAl TO QAYNTO, TO TTOTO KAl TO
KATTVIONA.Mn XpNOIMOTTIOIEITE TRV TTPOXOIdA (TTITTETTA) SIa HECW TOU OTOMATOG, POPATE
yavTia pgiag xpRong.

Ta avmidpaoTrpia avlpwTTIivnG TTPOEAEUONG TTOU TTEPIEXOVTAI OE QUTO TO TTIPOIGV (Opoi
eAéyxou kal avTidpaaTripia BaBuovounong) amodeixTnkav Katd Tov EAeyxo yia nmatinda B
avTiyovo em@aveiag (HbsAg), nmartinda C kai HIV 1 kai 2 wg apvntikd. Ouwg, o poidvta
avBpwTTIvng TTPoéAcuong de PTTopei TTOTE va atrokAEloTel TTAAPWG N TBavoTNTa POAUVONG e
TOUG ava@epOpevous i Kal de GAAoUg akdun ayvwoToug TTaBoydvoug opyaviopous. lMNa Tov
AOGYyO auTo, o1 opoi eAéyxou, Ta avTidpacThpia BaBuovounaong OTTwG €1TIONG Kal Ol 0POi Twv
aoBevwyv  Xapaktnpifovral wg OuvnTIKA WOAUCUATIKOI KAl TTPETTEI VA XPNOIKoTTolouvVTal
oUPQWVa JE Ta €BVIKA VOUIKG aglwuaTa.

Emeaidl 10 KIT TTEPIEXEl UANIKO CWIKNG TIPOEAEUONG, OTTWG QvVAQEPETAl OTOV  TTiVOKQ
TTEPIEXOPEVWY, TIPETTEI VO TO XPNOIMOTIOIEITE CUPPWVA HE TIG OTTAITAOEIG TNG €OVIKAG
vopoBeaiag.

Fevikég utTOdEigEIg

TNV TTEPITITWON KATA TNV OTTOIA 01 TTANPOQOPIES TOU TTPOIOGVTOG, CUUTTEPIAANBAVOUEVWV TWwV
ETIKETWV, €ival EANITTEIG 1] EOQAAUEVEG, ETTIKOIVWVIOTE E TOV KOTAOKEUAOTA A TOV TTPOPNBEUTH
TOU KIT OOKIUAG.

Mnv utrAékete n avrikaBiotare MdapTupeg, Babuovountég, Evqupa Z0Ceuéng n MIKPOTTAAKEG
atTo BIAPOPETIKEG TTAPTIOEG. AUTO UTTOPET va 0dNyrnoel o€ atTOKAICEIS OTA ATTOTEAEOUATA.
ApnoTe 6Aa Ta cuoTaTikG Tou OET va AdBouv Bepuokpaaia dwuatiou TTpIv atrd Tnv évapén
NG dokipaoiag (20 - 32 °C / 68 -89,6 °F) kai avaueiTe KaAA. MpETTel OTTWOOATIOTE va TNPEiTal
TO KaBOPIoHEVO TTPWTOKOAAO yia TN dieEaywyn TnG SoKIPaciag.

Emrwaon: Zuviotoupe amédoon dokiuAg otoug 30 °C / 86 °F yiad QUTOMATOTTINHEVA
OUOTAHATO.

Mnv ekBéTeTe TTOTE TA CUOTATIKA TOU OUVOAOU avTIOPACTNPIWY € BEPUOKPATieG Avw TwV
37 °C/ 98,6 °F. XpnoiyoTtroigite yia 1 Aqwn Tou OIOAUPATOG TOU UTTOOTPWHOTOG TTAVTOTE
KAIvoUpIa — CUOKEUOOUEVA pUYXN YIO TNV TIITTETA, YIA VO OTTOQPEUYETE JOAUVOEIG. ATTOQEUYETE
TNV €TTAQI TOU SIOAUNOTOG UTTOOTPWHOTOG PE EVTOVO PWG. Mn XpnOIYOTTOIEITE yia TO dIGAUNQ
ouleUyhaTOC TTOTE TA iBIa PUYXN TNITTETAG TTOU £X0UV £pB¢l o€ eTTA@A PE GAAa avTIdOPaACTAPIC.
H tehik KAIVIKR Sidyvwon dev mpémrel va TiBeTal pévo pe Baon Ta aroTeAéoHATA TNG
Sie§aypévng dokipaoiag, aAAd atrd Tov 1aTpd Aaufdvovtag utrown 6Aa Ta KAIVIKG Kal
gpyaoTtnplokd gupfuara. H didyvwon mpétrel va emIRERAIWVETOI XPNOIJOTTOIWVTAG
O10QOPETIKEG BIAYVWOTIKEG HEBSSOUG.
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ARQyn deiyparog, rpoeToIacia Kal QUAagn

ZuvIOTATal N xprion @péokwv OelyudTwy opol. H Afwn TOou aipyatog TPETTEl va yiveral
oupewva e Ta €0vik& vopikd afiwuata.Na pn XpnoigotrolouvTal: IKTEPIKA, AITTAIMIKG,
algoAupéva ) poAuouéva atmd PakTtApia deiyyata opou. Agiyyara opwv TTOU TTEPIEXOUV
owpatidla, va ToTToBeToUvVTal JE XAMNAR TaxUTNTA 0T CUOKEUN Quyokévipnong (<1000 x g).
2UMAEyeTe Ta deiypaTa aiyatog o€ kabBapd, oTeyvd Kal Keva QIaAidia.

Katétmv dlaxwpIiopou Ta deiydata TTAAOPOTOG TTPETTEl va  XPENOIYOTTOINBOoUV eviOg Twv
TPWTWYV 8 WpPWvV, 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
oidpkela QUAAENG, Ta deiyuaTa TTPETEN va wuyovTal oToug - 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 pUBNIOTIKO diIdAupa TTAUoNG: apaiwveTe 1:50 pe atmmooTayuévo vepod (.. 20
ml ouv 980 ml).

MNa tnv amoguyn Tuxov AaBwv, ouvioTdtal n CAPAVON TWV KATTAKIWY Twv OIaQopwyv

avTidpacTnpiwv Babuovounong.

Apaiwon Twv delyndTwy TWV acBevwyv:

Aciyyata opou: apaiwvete kal avaueryvoete 1:101 pe apaiwpévo pubuIoTIKG SIAAUPG
OelypaTWY, T.X. (1X) 1000 pl puBpIOTIKG didAupa delyudTwy + 10 pl opdg.

MAdon:

Atraitouvtal 20 ml apaiwpévo puBpioTikd didAupa TTAUoNG (1x) ava 8 Bubiopata i 200 ml
ava 96 BuBioparta 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:

ATTOUAKPUVETE TO UYPO XTUTTWVTOG TNV TTAGKa €TTdvw O¢ €va attoppo@nTikO XapTi. BaleTe
300 pl apaiwuévo puBuioTIKG O1dAupa TTAUONG o€ KABe BUBICPO XPNOIKMOTTOIWVTAG TNV
mTETa, TTEPINEVETE 20 deuTePOAETTTA. ETTaVAAGRETE TN Sladikaoia akoun dUo PopEG.

MikpoTtrAdKeg:

ATtropakpuveTe Ta BuBiopara TTou dev £Xouv XPNOIMOTTOINGEI KAl QUAACCETE Ta PE ENPAVTIKO
UAIKO KOAQ KAEIoOPEVa péoa oTn JEPPPAVN TNG ouoKeuaaiag o€ dpoaepd Pépog (2-8 °C / 35,6-
46,4 °F).
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7.2 ZXApa dlavopng avTidpaoTnpiwv

7.3

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

OciypaTa wg €€Ne:

MNa NMOZOTIKH gpunveia

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

Brpa  Mepiypaen

2
CalE
CalE
CalF
Cal F
PC
PC
NC
NC

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

P1
P1
P2
P2
P3
P3

MNa MNMOIOTIKH gpunveia

NC
NC
CC
CC
PC
PC
P1
P1

I @ mm OO ©m >»

PC: positive control
NC: negative control

CC: cut-off calibrator

P2
P2
P3
P3

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

1. Mpiwv amé 1o mmetapiopa BeBaiwBeite 011 £xeTe ekTeEAETEl TN dladikagia TTpogToIpATiag améd 1o
BrAua 7.1 Topatdvw.

2. AKoAouBnaoTE Ta TTAPAKATW BrpaTa avadAoya Pe Ta TBUUNTA aTToTEAEéOUATA
TTOIOTIKAG/TTOOOTIKAG EpUNVeiag:

OPOI EAEMXOY & AEITMATA

Balete ota mpoPAeTopeva BuBioparta 100 ul atréd £va ammo Ta
TTAPAKATW UAIKG XPNOIUOTTOIWVTAG TNV TTITTETA, OTTWG TTEPIYPAPETAI
OTO KEQAAQIO 7.2 TTapaTTavW:

3.

+100 pl
;O
5

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

MNMOZOTIKH gpunveia A

b. Avndpaotripio BaBuovéunong oplakng TiIPAG (CC) yia
lOIOTIKH epunveia
Emiong, Baete atrd 100 pl ammd kabéva atrd Ta TapakaTw:

o Apvntikdg opdg eAéyxou (NC) kal BeTIKOG opdg eAEyxOU

(PC) kaoBwg kai

e AiaAupévo opd aocBevwy (P11, P2...)

Emwadete yia 30 Aetrtd 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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2XYZEYTMA
6.

Balete 100 pl diaAUpatog oulelypyoTtog oe KABe utTodOXEQ
XPNOIJOTTOIWVTAG TTITTETA.

L

+100 pi

7.
Emwadete yia 30 Aetrtd o€ 20-32 °C / 68-89,6 °F.
30'
8.
!
MAévete 3 Qopéc, kaBe opd pe 300 ul pubuIoTIKG diIGAUpA TTAUCNG
- - (apaiwpévo 1:50).
3x 300ul
YMOZTPQMA
9
Bacete 100 pl diaAduartog uttooTpwuatog TMB oe kdBe uttodoxéa
u XPNOIUOTTOIWVTAG THV TTITTETA.

10. §

Emmwadere yia 30 Aemtd og 20-32 °C / 68-89,6 °F. MNpooTaTteloTe
@ aTT0 TO €VTOVO PWG.
AIAAYMA AIAKOMHZ ANTIAPAZHE
11
Badete 100 pl diaAuparog dlokoTTAG avTidpaong o€ KA BuBioua Pe
N TN OEIPA TTOU TOTTOBETABNKE TO UTTOOTPWHA XPNOCINOTTOIWVTAG ThV
i mTETA.
+100 pl
12. ==
ETwdédeTe yia 5 AeTTTd TOUAGXICTOV.
-
13. AVOKIVEITE TTPOCEKTIKA TNV TTAGKA YIa 5 BeUTEPOAETTTA.
OD.- OD
14. W e\ Metpriote Tnv amoppognon ota 450 nm evidg 30 AemTwv
450/620 nm (ouvioTdTal TrpoaipeTikG Kal oTta 450/620 nm).
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MoooTIKA KAl TTOIOTIKN EpUNVEia

O 1To00TIKOG TTPOTdIoPIoNOG eTTITUYXAVETAl BACEl Piag TTPOTUTTNG KAWTTUANG, OTnv oTroia
METAQEPETAI N OTITIKA TTUKVOTNTA TwV avTidpacTtnpiwv Baduovéunong (aGovag y) Evavl g
ouykévTpwong oe U/ml (dgovag x). INa Tov KAAUTEPO TTPOCBIOPICHO CUVIOTATAI N PHETOPOPG
log/lin kai éva Fit 4 TTapapéTpwy. Me BAon TNV KOAUTTUAN €COKPIBWVETAI QTTO TNV OTITIKA
TTUKVOTNTO TOU OEiyUaTOG N CUYKEVTPWON Twv avTiowudtwy og U/ml.
Meploxh @UOIOAOYIKWY TIHWV AtpoodiépioTa O¢TikG aToTeEAéopATA
<12 U/ml 12 - 18 U/mi >18 U/ml
TMapadesiyua mpoadiopicuou
Auté TO TrapAdeiypa Oev EMITPEMETAI VA XPNOIMOTTOINGEi yia TV gpunveia Twv

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

BaBuovounong IgG

0 U/ml 0,028 3,1
3 U/ml 0,132 1,6
10 U/ml 0,281 1,3
30 U/ml 0,642 14
100 U/ml 1,391 0,3
300 U/ml 2,389 0,1

lMapadeiyua ummroAoyiouou

AcBevic EmavaAnyn (OD) Méoog 6pog (OD) AtrotéAeopa (U/ml)
P01 1,402/1,420 1,411 103,5
P02 0,637/0,615 0,627 29,2

Ta Ociyuata pe TIMEGC MEYOAUTEPEC ATTO TO MEYIOTO €UPOG TIMWYV TWV AVTIOPACTNPIWYV
BaBuovounong Tpétrel va avagépovtal wg" >Méeéy." Mpétel va apaiwvovTal KatdAAnAa kai va
dokiyagovtal Eavd. Ta deiypata he TINEG PIKPOTEPES ATTO TO UPOG TIHWV TWV QVTIOPACTNPIWY
BaBuovounong TrpéTTel va avagEpovTal wg "<EAay."

Eidika oToixeia tng TTaPTIdAG, avaypd@ovTal OTO CUVOTITOPEVO TTIOTOTTOINTIKO EAEYXOU.
laTpIKG epyaoThpia PTTopouv va die¢dyouv eAEyXoug TTOIGTNTOG OTO XWPEO TOUG HE BIKOUG TOUG
eAéyxoug kai/ ] opoug atod Tnv TPATTECa aipaTog ocuu@wva pe TnG pubuioeig Tng E.E..
2UVIOTATOI 0€ KABE epyacTAPIO VO dNUIOUPYROE! TIG DIKEG TOU QUOIOAOYIKEG TIUEG, BACIOUEVEG
oTn OIKN TOU TEXVIKN, EAéyXOUG, EEOTTAICUO Kal TTANBUOPOUG aoBevwV.

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

Oa Tpétrel va egAeyxBolv T TTAPOKATW TEXVIKA (nTAMaTta: Huepopnvieg ANENG Twv
avTidpacTnpiwyv (TTou TTPoETOINACTNKAY), OUVOAKEG aTTOBAKEUONG, TTITTETEG, OUOKEUEG,
QPWTOUETPO, OUVONKEG ETTWAONG Kal uEBodog TTAUONG.

Edv 1a oToixeia Ta omoia uttoBARBNKav o€ dokiu TTapoucidfouv atrdkAIon ) GAAou €idoug
dlagpopoTroinon atd TIG AVANEVOUEVES TIHEG 1 Qv Ogv TTANPOUVTAl TA KPITAPIA EYKUPOTNTAG
XWPIG eUAOYN AITia, ETTIKOIVWVIOTE YE TOV KATAOKEUQOTI ) TOV TTPOUNBEUTA TOU KIT SOKIUAG.
MNa moloTikA agioAéynon SiafdoTe TNV OTITIKA TTUKVOTNTA TOU PAPTUPO OTTOKOTTAG (cut-off
calibrator) kai Tnv avTioToixn Twv dEIYUATWY A0BEVWV. ZUYKPIVETE TNV OTITIKI TTUKVOTNTA TWV
OelyudTwy Pe auth Tou pdaptupa. MNa Tnv ToIoTIKY agloAdynaon TTpoTeiveTal va BewpouvTal Ta
ociypata 20% yupw atmd Tnv TIUA Tou PapTupa cav ammpoodidpiota. OAa Ta deiypata pe
uwnAOTEPEG TINEG BewpoUvTal BETIKA, deiypata Je XaUNAGTEPES TIMEG ApVNTIKA.

ApvnTIKO: OD oo8evi; < 0.8 x OD cut-off
ATI'pOO'5I6pIO'T(X: 08 X OD cut-off S OD qoegvr'] S 12 X OD cut-off
OcTIKO: OD qotevi > 1.2 X OD cut-off
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9  Texvikd oTolxeia
YAIKO SelyuaTwy: Opd¢
Oykog delyudTwv: 10 ul opdg via apaiwon 1:101 pe 1x pubuIoTIKO SiIAAUMQ

OEIYUATWY

OAIKOG Xpbvog TTWaONG: 90 AeTTTd O€ Bepuokpacia dwuatiou 20-32 °C/68-89,6 °F
Mepioxn péTpNong: 0-300 U/ml
AvaAuTikr) EvaioBnaia: 1,0 U/ml
duAaén: o€ 2-8 °C/35,6-46,4 °F oTIG auBevTIKEG QIAAEG
ApIBu6G Twy TTpoodiopiopwy: 96 doKIPaaieg

10 Zroixeia Adédoong

10.1 AvaAuTtiki Evaiofnoia
Aokipaaia Tou pubuioTikoU diaAupaTtog deiypartog 30 popéc oe AESKULISA® Histone-C divel
avaAuTiki evaioBnaoia 1,0 U/ml.

10.2 Ei1dikéTnTa Kol Evaiodnoia
H TTAdka pIKpOTITAOTTOINGONG €ival ETTIKAAUMMEVN HE QUOIKS avBpWTTIVO CUUTTAOKO I0TOVWY. A€
OlaTTIoTWVOVTAl  avTIdPACTIKOTNTEG  dlaoTaupwong ME  AGAAa  avTiyova.  QvTi-IoTOVIKA
avTicwpata gu@avigovral oto 50% Twv acBevwy TTou TTdoyouv atmmo ZEA, katd tn didpkeia
o&éwv @doewv Tou ZEA pdhiota kai péxpl 1o 80 %.

10.3 FpapuIKOTNTA

MNa emAeypévoug opoug PTTOpece va eEakpIBwOel pia ypappik ouvdptnon MeTagu 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
MEMOVWHEVOI 0pOi TTAPOUCIAZOUV [N YPOUMIKY CUMTTEPIPOPA.

ApiBp. Apaiwaon METPNMEVN CUYKEVTPWAN QAVAPEVOUEVN GUYKEVTPWON AvakTtnon (%)
Acgiypatog (U/ml) (U/ml)
1 1/100 82,1 86,2 95,2
1/200 40,2 43,1 93,3
17400 23,3 21,6 107,9
1/800 11,3 10,8 104,6
2 1/100 144,0 142,0 101,4
1/200 75,8 71,0 106,8
1/400 37,7 35,5 106,2
1/800 16,2 17,8 91,0
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10.4 AkpiBeia

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

EowTtepikn pé6odog Evdidaueon péBodog
ApiBp. Méocog 6pog CVv ApiBp. Méoog 6pog CVv
Seiyparog (U/ml) (%) Seiyparog (U/ml) (%)
1 102,2 6,7 1 208,2 8,7
2 44,9 3,7 2 155,6 7,9
3 4.4 0,4 3 45,2 7,6

10.5 Alakpifwon

11

To ToooTIKO cUoTNPa PETPNONG AOYW EAAEIYNG evog B1EBVOUG TTPATUTTOU avapopds €XEl
OlakpIBwOEi pe TTPOOWPIVEG HOVADEG YETpnoNG. Ta atroteAéopaTta didovral og U/ml.
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PuBuioTikd cUpBoAa

IVD

- Diagnosi in vitro

- For in vitro diagnostic use

- Pour diagnostic in vitro

- Para uso diagnéstico in vitro

- In Vitro Diagnostikum

- In Vitro AlayvwoTiké péco

- Para uso Diagnéstico in vitro

REF

- Numero d'ordine

- Cataloge number

- Référence Catalogue

- Numéro de catélogo

- Bestellnummer - Ap1Bu6g TrapayyeAiag
- Numero de catalogo
- Descrizione lotto - Lot
L OT - Lot - Lote
- Chargen Bezeichnung - XapaKTnpIopog TrapTidag
- Lote

uDI

- Identificatore univoco del dispositivo

- Unique Device Identifier

- Identifiant unique de I'appareil

- Identificador tnico del dispositivo

- eindeutige Produktidentifizierung

- Movadiké avayvwpIoTIKG GUCKEUNG

- Identificador tinico 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 Trpoodiopiopoi
- 96 Testes

elFU

"o agsku SN

- Rispettare le istruzioni elettroniche per l'uso

- See electronical instructions for use

- Voir les instructions d‘utilisation électronique

- Siga las instrucciones electronicas de uso

- Elektronische Gebrauchsanweisung beachten

- AKOAOUBNOTE TIG NAEKTPOVIKEG 0Bnyieg Xpriong

- Seguir as instrugdes electrénicas de utilizagdo

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

- Utilizar antes de

+8°C
+2°C

- Conservare a 2-8°C (35.6-46.4°F)

- Store at 2-8°C (35.6-46.4°F)

- Conserver & 2-8°C (35.6-46.4°F)

- Conservar a 2-8°C (35.6-46.4°F)

- Lagerung bei 2-8°C (35.6-46.4°F)

- ®uhdooetal oToug 2-8°C (35.6-46.4°F)

- Conservar entre 2-8°C (35.6-46.4°F)

- Prodotto da

- Manufactured by

- Fabriqué par

- Fabricado por

- Hergestellt von

- Karaokeudderar amd

- Fabricado por

CO-CAL

- Calibratore cut-off

- Cut off Calibrator

- Etalon Seuil

- Calibrador de cut-off

- Grenzwert Kalibrator

- Oplakég opdg AvTidpacTripio BaBuovounong

- Calibrador de cut-off

CON/|+

- Controllo positivo

- Positive Control

- Controle Positif

- Control Positivo

- Positiv Kontrolle

- OEeTIKGG 0pOG EAEyXOU

- Controlo positivo

CON]| -

- Controllo negativo

- Negative Control

- Controle Négatif

- Control Negativo

- Negativ Kontrolle - ApvnTIKGG 0pdG EAEYXOU
- Controlo negativo
- Calibratore - Calibrator
- Etalon - Calibrador
CA L - Kalibrator - AvTidpaoTrpio Babuovounaong

- Calibrador
- Coniugato - Conjugate
- Conjugé - Conjugado

C O N J - Konjugat - Z0Zeuypa
- Conjugado

MP

- Micropiastra rivestita

- Coated microtiter plate

- Microplaque sensibilisée

- Microplaca sensibilizada

- Beschichtete Mikrotiterplatte

- EmkaAuppévn PIKpoTTAGKa

- Microplaca revestida

- Tampone di lavaggio

- Wash buffer

WASHB |50x

- Tampon de Lavage

- Solucién de lavado

- Waschpuffer

- PubpioTiké didhupa TTAUoNG

- Solucéo de lavagem

- Tampone substrato

- Substrate buffer

SUB

- Substrat - Tampon sustrato
- Substratpuffer - PuBuioTiké SiAupa uTTooTPWHATOG
- Substrato

- Reagente bloccante

- Stop solution

STOP

- Solution d'Arrét

- Solucién de parada

- Stopreagenz

- AvTISpaaoTrplo IaKoTAG avTidpaong

- Solucao de paragem

- Tampone campione

- Sample buffer

- Tampon Echantillons

- Tamp6n Muestras

- Probenpuffer

- PuBpIoTIKG SIGAupa SelyaTwV

- Diluente de amostra
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