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Mpoopig6uevn xprion

To CytoCell® AML1 (RUNX1) Breakapart Probe eivar pia T1oI0TIKA, Mn
autopatoTroinuévn  €¢étaon  @Bopifoviog in  situ  uBpidioyou (FISH) Tmou
XPNOIYOTIOIEITAI YIa TNV QAVIXVEUON XPWHOOWUIKWY avadiatdiewyv otnv TrepIoxn
21922.1 10U Xpwpoowuatog 21 o€ povipotroinuéva oe didAupa  Carnoy
(pEBavOAN/ogik6 ogU 3:1) KUTTAPIKG EVAIWPAMATA QINOTOAOYIKAG TTPOEAEUCNG OTTO
aoBeveig pe empBeRaiwpévn i MOavoAoyoUuevn ogeia puehoyevr) Aeuxaipia (OMA)
1 o&eia AeppoBAacTikr Aeuxaipia (OAA).

‘Evdeign xpnong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EGETACEIG OE avayVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, 6TTou n yvwaon Tng Utapéng Tng avadidragng tou AML1 (RUNXT) 6a
ATAV GNUAVTIKH VIO TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To Tpoidv auTod £xel OXEDIQOTEI yIa va avixveuel avadiatdgelg ue onueia didomracng
oTNV TTEPIOYT TTOU OEOPEUEI TOUG KOKKIVOUG KAl TIPAGIVOUG KAWVOUG O€ auTd TO GET
IXvnNOeTWV, n otoia mepiAapBdvel TNV Teplox Tou AMLT (RUNXT). Znpeia
didoraong Tou Ppiokovral €KTOG TG €v Adyw TIEPIOXAG 1 TTapaAAayég
avadIiaTagewV TTou TTEPIEXOVTAI €6 OAOKARPOU O€ QUTAV TNV TTEPIOXK MTTOPEI Va unv
gival avixvedoipga pe auté 1o TTPoidv. Adyw TnG BIOOKOPTTIoNEVNG TTEPIOXAG TOU
anueiou Bpavaong, oe kATTOIEG avadiaTdgelg atnv ofeia AeppoBAaoTIKA Asuxaipia
(ALL) o1 Xpr\aTeG EVOEXETAI VA TTOPATNPACOUV UETABANTA TTPOTUTIA OPATOG.

AUTO TO TIPOIGV BEV TTPOOPICETal YIa: XPAON WG HEPOVWHEVN SIayVWOTIKN e§€Taan,
OUVOJEUTIKA BIayVWOTIKA €§€TaON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKG
¢Aeyxo Baoel TANBuopoU, EéTaon KOVTG aToV 00BEVA i} auToEEETAON.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1
yla OKOTTOUG TT€Pav aUTWV TTou KaBopiovTal aTnv TTpoopI{duevn Xpnon.
MpoopideTal yia XPAoON WG CUPTTANPWHO O€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal Oev Ba TTPETTEI va EEKIVAEI Kapia BEPATTEUTIKN EVEPYEI pOVO BATEI TOU
arroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYMATOTTOIOUVTAl ATTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapfdavovTal utréywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWV, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIEG.

To TTpoidv auTd TTPOOpPIETal POVO YIO EPYOOTNPIKK ETTAYYEAUATIKR XPrion.

H pn mpnon Tou TTPWTOKOAAOU eVOEXETAI VO ETTNPEGTEI TNV OTTOd00N Kal va
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETATA.

ApxEg Tng e§éTaong

O @Bopicwv in situ uBpidioudg (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAPAOIKE XPWHOOWHATA ) O HECOPACIKOUG TTUPAVES ATTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTrolei 1xvnBéteg DNA
Tou uBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
av@iuon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
OnMAvTiKG €peuvnTIKG €£PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KOl QINATOAOYIKWY
AvOAUOEWY, KOBWG Kal XPWHOOWHIKWY aVAAUOEWY CUPTIAYWY Oykwv. MeTd TN
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eivar diabéoiyo yia avadidragn
o€ évav TTapéuola JETOUCIWPEVO, @BopifovTa onuacpévo 1xvnBEtn DNA, o otroiog

€xel oUUTTANPWHATIKA aAAnAouxia. MeTd Tov uBpPIBIOUOS, YiveTal aQaipecn Tou un
degpeupévou Kai pn €101k deopeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTreikovion. XTn GUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTH TNV ATTEIKOVION Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneéTn

To yovidio RUNX1 (RUNX family transcription factor 1) atnv mepioxr 21922.1 givai
évag amd Toug TTAéov OUXVOUG OTOXOUG XPWHOOWHMIKWY avadlaTdéewy TTou
TTapaTnPoUVTal aTNV o&gia Aeuxaipia aTov AvBpwTTO.

O mo ouxvég avadiatagelg e€ival ol ouvtAgelig  ETV6:RUNXT  kai
RUNXT1::RUNX1T1. H olvingn ETV6::RUNX1 TipokUTITEl amé Tn HeTdOeon
1(12;21)(p13.2;922.1), TToU TTAPATNPEITAI OTO TIEPITTOU 21% TWV TTEPITITWOEWY
maidikig B ofeiag AcupoBAacTikAg Acuxaipiag (OAA)!, evd n  ouvingén
RUNX1::RUNX1T1 eivar amrotéAeopa Tng petdBeong t(8;21)(q21.3;922.1) Tou
Traparnpeital 010 10-22% Twv acBevwv pe ofeia puehoyevr) Aeuxaipia (OMA)
TUTToU M2 katd FAB (yaAho-apepikavo-BpeTavikr Tagivounan) kai o1o 5-10% Twv
TEPIMTOOEWY OMA ouvoAikG?3, Kai ol 800 auTég avadiatdéelg BewpouvTal Kahoi
TIPOYVWOTIKOI SEIKTEG OTIG VOTOUG auTégHS,

To yovidio RUNX1 avadiatdooertal €miong o€ TTOAEG AAAEG OTTAVIEG HETABETEIG PE
guppeToxn yovidiwv atéd Ta xpwuoowpaTta 1, 2, 3, 4, 5, 6, 7, 9, 10, 14, 15, 16, 17,
18, 19, 20 Kai X8. O OUYKEKPIPEVOG IXVNBETNG BIACTIAONG EXEI OXEDIAOTEN WOTE VA
EMTPETTEI TNV avixveuon avadiatagewv avegdptnTa atmd 1o TTolo €ival To deUTEPO
yovidio.

Mpodiaypa@ég 1XvnOeTWV
AML1, 21922.1, K6kkIvog
AML1, 21922.1, Mpdoivog
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To peiypa 1xvnBetwv AML1 armoteAeital ammd €vav 1xvnBétn 156kb, onuacpévo
KOKKIVO, TTOoU [BpioKeTal KEVTPOMEPIKA Tou Yyovidiou AMLT (RUNXT) «kai
TrepIAapBavel To yovidio CLICSE, kai évav 1xvnBétn 169kb, anuacpévo TTpaaivo, TTou
KaAUTTTEl p€POG TOu yovidiou AMLT (RUNXT), cupTTEPIAAUBAVOUEVWY TWV BEIKTWV
SHGC-87606 ka1 D21S1921.

Mapexoépeva UAIKA

Ixvn@érng: 50 pl ava @iahidio (5 egetdaeig) B 100 ul avd @iaAidio (10 egeTdoeig)

O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppidiopol (<65%
@oppapidio, <20 mg Beikn de€Tpavn, <10% aAatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kau givai €ToIgoI TTPOG XPNON.

Avrixpwaon: 150 yl avd @iaidio (15 geTdoeig)
H avrixpwon eivai DAPI Antifade ES (0,125 ug/ml DAPI (4,6-Siapidivo-2-
@aivuhivdoAn) o€ Baciouévo o€ YAUKEPOAN Péoo oTEPEWONG).

Mpo€15oTToINCEIg Kal TIPOPUAAEEIG

1. Tain vitro dlayvwoTikr Xpron. Mévo yia epyaoTnpiakr eTTayyeAPaTIKA Xpron.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POopUapidIio, To OTToio gival TEpATOYOVO.
Mnv avarmvéete avaBupidoeig Kal aTmroQUYETE TNV €TTOQR HE TO JEPuA.
ATTaiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na popdTe yAvTIa KAl EpYOoTNPIaKR TTOdIA.

3. AmarTeital  TTPOOEKTIKOG  XeIpiIopdg Tou DAPIL. Na  @opdte ydavria  Kai
epyaoTnplakn modid.

4. Mnv 1O XpnoidoTroigital €av Ta @IaAidia €xouv uTrooTel ¢nuid 1 €Gv n
QKEPAIOTNTA  TOU TIEPIEXOMEVOU TwV  @IONIdiWY  E€XEl  ETTNPEACTEl  PE
OTTOIOVOATIOTE TPATTO.

5. Tnpeite Toug TOTTIKOUG KOVOVICHOUG OTTOPPIYNG Yyia TNV TIEPIOXH OAg O€
ouvduaoud pE TIG OUOTAOEIG Tou AgAtiou dedopévwyv ao@AAEIng yia va
KaBopioeTe TNV A0@OAr aTréppIYn auTol Tou TTPOIOGVTOG. AUTO I0XUEl ETTIONG
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU €XOUV UTTOOTEI {nUId.

6. H améppiyn GAwv Twv XPNOIPOTIOINUEVWY avTIOPACTNPIWY Kal TUXOV AAAwV
HOAUOPEVWY aVAAWOCIHWY UANIKWV TTPETTEI VA YIVETAI CUMQWVA HE TIG TTOPAKATW
Siadikaaoieg yia HoAuopaTikG R v duvauel poAuopaTikd atméBAnTa. Kabe
epyaoTApio €ivalr UTTEUBUVO yia TOV XEIPIOMO TwV OTEPEWV KOl UYPWV
atmoBARTWY GUP@WVA PE TN UGN Kal Tov Babud eTKIVOUVOTNTAG TOUG, KABWG
Kal ylo Tnv emegepyacia kal TNV améppiyn Toug (f TNV avdbeon Tng
emmegepyaniag Kal TNG OTOPPIYAG TOUG OE TPITOUG) OUUPWVO PE TUXOV
10XUOVTEG KAVOVIOHOUG.

7.  O1 XeIpIOTEG TIPETTEI VA €XOUV TNV IKAVOTNTA VA JIAKPIVOUV TO KOKKIVO, TO PTTAE
KaI TO TTPACIVO Xpwua.
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8. H un tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal Twv avTidpacTnpiwv
evdéxeTal va emnpedoel TNV amédoon kAl va odnyAoel Ot WEUdWG
BeTIKG/apVNTIKG atroTeAéouaTa.

9. O IxvnBéTng dev Ba TIPETTEI VA APAIWVETAI VO avapiyvUeTal pe GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn oTOo OTAdIO TOU TIPWTOKOAAOU TIpIV QTG TN
JETOUTTWGON EVOEXETAI VO ETTNPEATEI TNV ATTOS00N Kal va 08nyAoel o€ Peudwg
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. 'OAa TO TTPOIOVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPARON.

12. O1 e0wTEPIKOI EAEYXOI TTIPETTEI VO TTPAYHATOTTOIOUVTAI E TN XPACN KUTTAPIKWY
TTANBUCUWYV TTOU BEV EXOUV ETTNPEACTEI O€ OeiypaTa £6€TAONG.

Opiopoi Beppokpaaciag

e -20 °C/ Katewuypévo / Z1ov Katayuktn: -25 °C €wg -15 °C
e 37°C: +37°C+1°C

o« T72°C: +72°C+1°C

o 75°C: +75°C+1°C

e  Ogppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATroBrikeuon Kai XEIPIOHOG
-15°C  To kit Ba TpéTrel va atrobnkeveTal o Bepuokpacia atd -25 °C
Jf £€wg kal -15 °C o€ KatayukTtn péxpl TNV nuepopnvia AREng Tmou
-25°C avaypa@eTal oTV €TIKETA Tou KIT. Ta QIOAIDIA IXVNBETGY Kal
avTiXpwong TTPETTEI va ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\ |/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 1o
~Na' SiGAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTTolouvTal
‘7 e~ OTO TTAQICI0 TNG PUGIOAOYIKNAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI aTNV apaipecn Tou GIaAIBioU aTT6 TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOou O€ auTdv) - 5 KUKAoI yia To @iaAidio 50 pl (5
egeTaoelg) Tou 1XvnBEéTn FISH, 10 kUKAol yia To @iaAidio 100 pl
(10 egetaoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOQEUYETAI
otou eival duvatdv. PUAGOOETE TA OUCTATIKG OTOV TIAPEXOHUEVO TIEPIEKTN HE
TTpooTagia aTmd T0 QWG. Ta CUCTATIKA TTOU XPNaIJOoTToloUvVTal KAl atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal GTNV €TMIOAPAVON UTTOPE]
va Pnv £X0UV TV avOoueVOUEVN aTTOB00N Kal YTTOPET va ETTNPEACOUV ApPVNTIKA TO
arroteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvarh TTPooTTdBEIa
woTe n €ékBeon ot PETABAANOPEVEG OUVONKEG QWTIOWOU Kol Beppokpaaiag va
TrEPIopiCeTal 0TO EAGXIOTO.

E&omrAiIop66 Kal UAIKG TTou atraiToUvTal aAAG Sev TrapéxovTal

Mpétel va xpnaoiyotroigital Babpovounuévog eEotrAIoudG:

1.  Ogppn TAdka (ue oTeper TTAGKa Kal didTagn akpiBoug eAéyxou Beppokpaaiag
£€wg kai 80 °C)

2. BaBpovounuéveg pIKPOTTITTETEG METABANTOU dykou Kal pUyxn, ammd 1 pl €wg
200 pl

3. Ydaréloutpo pe didTagn akpiBoug eAéyxou Bepuokpaaiag atoug 37 °C kal
oToug 72 °C

4. ZwAAqveg pikpopuyokévTpiong (0,5 ml)

5. MikpookdTmio ¢Bopiopou (avatpégTe aTNV EvOTNTA «ZUOTACH YO TO
MIKPOOKOTTIO BOpIoHOU»)

6. MikpookdTmio avTifeang @aocewv

7. KoaBapd AaoTIKE, KEpapIkd i BeppoavBekTIkd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (A TTEXAUETPIKEG TaIVIEG UE duvaTdTNTA PETPNONG
Tiywv pH 6,5 — 8,0)

10. Mepiéktng uypaaiag

11. PakdG PIKPOOKOTTOU POOPICUOU KATABUTIKOG a€ AGdI

12. ®uyodKevTPOG TIAYKOU EpyaaTiag

13. AVTIKEINEVOPOPOI PIKPOTKOTTIOU

14. Kahuttpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotipag 37 °C

17. KbéM\a pe diGAupa eAaoTikoU

18. MikTng mrepidivnong

19. AiaBaBuiopévol KUAIvVOpoI

20. MayvnTikég avadeutrpag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BEV TTAPEXETAI
1. KuTttapoyeveTikdg 8dAapog ERpavong

AvTidpaoTipia TTou atraiTouvTal aAAd Sev Trapéxovral
AidAupa alatouyou diaAlpaTog-KITpIKoU vaTpiou (SSC) 20x
A1IBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

ATTioviopévo vepd

oA WN =

ZUoTOON YIO TO HIKPOOKOTTIO pBOopIoUOU

Xpnaoiyotroieite  Adutra udpapyupou 100 watt i 10080vaun kol eTmiTedoug,
QATTOXPWHATIKOUG QAVTIKEIMEVIKOUG POKOUG KaTaduTikoUg o€ AGdI pe peyéBuvon
60/63x 1 100x yia BéAtiotn ameikoévion. O @Bopifouceg ouoieg TTOU
XPNOIPOTTOIOUVTAI O€ QUTO TO OET IXVNOeTWY Ba dieyepOoUv Kal Ba eKTTEUYOUV OTA
akoAouba PnKkn KUPATOG:

Mpdoivn 495 521
Kokkivn 596 615

BeBaiwBeite 611 0TO PIKPOOKOTTIO €Xouv TOTTOBETNOEi Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOUTIAG, T OTToia KAAUTITOUV Ta UAKN KUPOTOG TTOU ava@épovTal
Tapatrdvw. XpnaolpotroijoTe @iATpo diéAeuong TPIMTARG {wvng DAPI/Tpdoivou
@AaopaTog/kKOKKIVou @Aaopatog R @iATpo diéAeuang dITTAAG Jwvng TTpGoIvou
@PACUATOG/KOKKIVOU PACTHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWY
Kal KOKKIVWY (pBOPIZOVTWY OUCIWV.

EAéyETe TO pIKPOOKATIIO BOPICHOU TIPIV ATTO TN XPAON Yia va dlac@aNiceTe OTI
Aeitoupyei  owaoTd. XpnoigotoiRote AGdI  €PBATITIONG TTOU  evOEikvuTal  YId
JiIKpookoTTia @Bopiopol Kal €xel OxedlaoTel yia XaunAd autéuato @Bopiopod.
Amo@uyete TNV avauign Tou DAPI antifade pe Aadi katdduong pikpookoTriou, SIOTI
KAt T€T010 B KAAUWEI Ta orjpaTa. TnPEiTe TIG CUCTAOEIG TOU KOTAOKEUAOTH 600V
agopd tn didpKeIa (WG TNG AGUTTag Kal TNV NAIKIa Twv GIATPWV.

MpogTolpacia delypdTwv

To kit €xel oxedIOOTEI yla XPAON OE KUTTAPIKG EVAIWPNAPATA QINATOAOYIKAG
TIpoéAeuong povigoTroinuéva o€ didAupa Carnoy (peBavoAn/ofiké oy 3:1), Ta
oTroia  €XOUV TTPOETOIPOOTEl OUMPWVA PE TIG KOTEUBUVTAPIEG 0dnyieg Tou
epyaaTnpiou A Tou 1Id9pUPaTog. MpoeToiydaTe deiypaTa TTou €XOUV UTTOOTE Efpavan
UE OEpa  OE QVTIKEIMEVOPOPOUG UIKPOOKOTTIOU OUPQWVA  PE TIG TUTTIKEG
KUTTapOYEVETIKEG dladikaaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TIEPIEXEI OUOTATEIG YIa TN OUAAOYT, KAANEPYEID KOl HETAPOPE DEYPATWY, KOBWG
KQl YIO TNV TTPOETOIUATIA TWV AVTIKEINEVOPOPWY TTAAKWV'.

MNpogToipagia SiaAupdTwy

AiaAduara ai@avoAng

ApaiooTte aiBavoin 100% pe atmoviopévo vepd pe BAon Tig akdAouBeg avahoyieg
KOl avapigTe KaAd:

e AIBavoAn 70% - 7 yépn aiBavoAng 100% oe 3 pépog atmoviopévou vepou

e AIBavoin 85% - 8,5 pépn aiBavoing 100% oe 1,5 yépog aTtmioviouévou vepou
AmobnkevoTe Ta dlaAvpata yia €wg kal 6 priveg oe Bepuokpacia dwuaTiou o€
QEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avauigTe
KaAd. EAEyETe TNV TIpR pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITITWON. AToOnKeUoTe TO OIdAuha yia €wg kol 4 eBdouddeg ot
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC pe 49 pépn atmioviouévou vepoU Kal AVOUIGTE
KoAd. EAéyETe TNV Tiun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwwvtag NaOH ry HCI,
KaTd TrepiTTwon. Amobnkevote To OdIdAUPa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 yépog diaAupartog 20xSSC pe 9 pépn atmmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avda 10 ml ki avapigre kaAd. EAEyETe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoiyotroiwvtag NaOH A HCI, katd mepimtwon. AmofnkedaTe 10 didAupa
yia €éwg Kol 4 eBOouadeg o BEpPOKPATia dWHATIOU OE OEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znueiwon: BeBaiwbeite 6T n €kBean TOU IXVNOETN KaI TNG AVTiXPWONG OTA GWTA
TOU EpyaaTnpiou €ival TTAVTA TTEPIOPIOHEVN).

lMpoeroipyacia avrikEIuEvopopou

1. TomoBethote pia KNAIda amé TO KUTTOPIKGO Otiyda O  pia yudAivn
QVTIKEIHEVOPOPO HIKPOOKOTTiOU. APRaTeE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BGAapog TTpéTel
va Aeiroupyei og Bepuokpaacia Trepitmou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muwn kuttapikoU deiypatog. Edv Sev umrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atraywyd wg VAAAOKTIKA).

2. BubioTe TV avTikeipevo@opo ae didhupa 2xSSC yia 2 AeTTTé o€ Bgppokpaaia
dwpaTiou Xwpig avakivnon.

3. Ag@udatwote ot BlIaPopeTIKG TTooooTd aibavoAng (70%, 85% kai 100%),
S10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4. A@NOTE TN va OTEYVWOEL.

Ipiv amé tn perouvoiwon
A@aipéaTe TOV IXVNBETN aTTd TOV KATAWUKTN KAl apAoTE Tov va BepuavOei oe
Beppokpaaia dwpaTiou. EKTEAéOTE GUVTOUN QUYOKEVTPION TIPIV OTTO TN XPHON.

6. BeBaiwBeite 011 TO didAUpa 1IXVNOETN €xEl avapixOei opoIduop@a PE TN Xpron
TITTETOG.

7.  AgaipéaTte 10 pl 1xvnBETN yia KABE eGETAON Kal HETAPEPETE Ta O€ £vav CWARva
HIKpOQUYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITTO IXVNOETN GTOV
KaTayukTn.

8. TomoBetAaTE TOV IXVNOETN KOI TNV AVTIKEINEVOPOPO OeiyuaTog o€ pia Bepun
TAdKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia TpoBéppavan.

9. TomoBetrioTe 10 pl piypaTog IXvnOETN OTO KUTTAPIKG Piyua KOl EQAPUOOTE Hia
KOAUTTTPIOO TTPOCEKTIKA. ZPpayioTe Pe KOAQ pe SIGAUPA EAAOTIKOU KOl AQAOTE
TN VO OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTte 1o Oeiypa Kkal Tov IXvnOETn Tautdxpova Oepuaivoviag Tnv
QAVTIKEINEVOPOPO € pia Bepun TTAGKa oToug 75 °C (+/- 1 °C) yia 2 AeTITd.

YBpi1diouog
11. ToOTTOBETAOTE TNV QVTIKEIUEVOPOPO OE €vAV UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/- 1 °C) yia pia o0AdkAnpn vuxTa.

DS549/CE-el v003.00/2025-09-09 (H003 v7)
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TAUoeig perd Tov uBpISIOUO

12. Agaipéote 10 DAPI amd 1OV KOTOWUKTN Kal a@ACTE TO va BeppavOei o€
Beppokpacia dwuariou.

13. Ag@aipéoTe TNV KAAUTITPIdO Kal OAa Ta UTTOAEIMpOTA KOAAOG TTPOCEKTIKG.

14. BubioTe TNV avTikelnevopopo o€ didAupa 0,4xSSC (pH 7,0) oe Bepuokpaocia
72 °C (+/- 1 °C) yia 2 AeTrT@ XWwpig avakivnon.

15. AmrooTpayyioTe TNV avTiKeEInEVo@opo Kai BubioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTTTa Xwpig
avakivnon.

16. ATmooTpayyioTe TNV avTIKEINEVOPOPO Kal ToTroBeToTe 10 ul DAPI antifade o€
KGOe deiypa.

17. KaAOyrte Tn pe pia KaAUTITPida, a@aipéaTe TUXOV uUOaAideg kal TrepipéveTe 10
AETITA péEXPI VA avaTITUXOET TO XPWUO OTO OKOTADI.

18. MapaTnpAoTe o€ PIKPOOKATTIO PBoPIGHOU (avaTpéETe aTnV evoTnTa ZUOTAGN
YId TO HIKPOGKOTTIO (pBopPIGHOU).

ZuoTdoelg yia Tn diadikaoia

1. H ©épuavon i wpihgavon Twv QVTIKEIMEVOPOPWY WTTOPEI va HEILOEI TOV
@OOPIoUO TWV ONUATWY.

2. O1 ouvBrkeg uBPIBICPOU PTTOPEI VO €TTNPEACTOUV JUOUEVWG aTTd TN XPRoN
avTidpacTnpiwy TEPaAv EKEIVWY TTOU TTOPEXOVTAl 1} CUGTAvVOVTAl OTTO Tn
Cytocell Ltd.

3. Xpnolgotoliiote  éva Babuovounuévo  BepUOMPETPO  yIo TR WETPNON
BeppoKpaTIWV JIGAUPATWY, UDATOAOUTPWY Kal ETTWACTAPWY, KABWG Ol eV
Aoyw Beppokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

4. O OuyKeVTPWOEIG, oI TINEG pH Kal o Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBWG 01 oUVBNKEG XaUNARG auaTNPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €10k déopeuon Tou IxvnOETN Kal ol ouvenkeg uTEPPBOAIKG UWNAAG
auoTNPOTNTOG PTTOPEI Va £XOUV WG OTTOTEAEGUA TNV ATTWAEIQ OAPATOG.

5. HaTteAAg peTouoiwan PTTopEi va £XEl WG ATTOTEAETUA TNV ATTWAEIQ GAUATOG KAl
n uTTEPBOAIKA PETOUGTWAON PTTOPET ETTIONG VA £XEI WG ATTOTEAEOUA TN YN EIDIKN
déopeuan.

6. O umepBoAikOG uBpIdIoudg pTTopei va odnynoel oe TIPOOBETA R un
avauevOPEvVa orpaTa.

7. O1xpnoTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TTPWTOKOAAO yIa Ta BEiyHATA TOUG
TIPIV aTTO TN XPAON TNG £§€TAONG YIa d1ayVwOTIKOUG OKOTTOUG.

8. TuxOv UTTOREATIOTEG GUVOAKEG UTTOPET VO £XOUV WG OTTOTEAEOHO Un EIBIKN
Oéoeuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Epunveia Twv amoTeAeopdTWY

EKTiunon m0I0TNTAS AVTIKEINEVOPOPWYV TTAAKWV

H avTikelpevo@dpog dev Ba TPETTEN va avaAUeTal €Av:

e Ta onuata eival TTOAU 0oBevr] yia va Tpaypatotroindei avdAuon oe
yegovwpéva @iATpa. Ma va TTpoxwpnoete Ye TNV avaAuon, Ta oruata Ba
TIPETTEI Va €ival QWTEIVA, BIAKPITE Kal EUKOAa agloAoyAoipa

e YTmapxel peyGAog apiBudg  ouoTadOTTOINUEVWV/OAANACETTIKAAUTITOUEVWV
KUTTAPWV TToU €UTTOdidouv TNV avaAuon

e >50% Twv KUTTApWV dev €xouv uBpidoTroinbei

e YTapxel Tepiooeia @OOPICOVIWY CWHATIOIWY MPETAEU Twv KUTTApWY A/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapeuBoAég oTa oruarta. 1davikd, TO
uTT6BaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO A paUpo Kal
kaBapod

e Ta 6pia Tou KUTTaPIKOU TTupfiva dev gival dlakpitd kail dev ival dBIKTa

KareuBuvrripieg odnyieg yia tnv avaAuon

e KaBe deiypa Ba mpETTel va avaAleTal Kal va epunvedeTal aTrd dU0 avaAUTEG.
Tuxdév acupwvieg Ba TPETTEl va emmAUOVTOI PEOW EKTIUNONG atd TPITO
avaAuTh

e KdBe avaAuTig Ba Tpétrel va gival KATAAANAQ eEeIDIKEUPEVOG TUPPWVA UE TA
aAVAYVWPIoTPEVA EBVIKG TTPOTUTTO

e KdaBe avaAutng Ba pétrel va BaBuoAoyei pepovwpéva 100 TTupriveg yia kaBe
deiypa. O TpwTog avaAuTig Ba TpéTrel va gekivd tnv avdAuon otmd Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU Kal O DEUTEPOG AVAAUTAG aTrd Tn de€id
TTAEUPA

e KdaBe avaAutig Ba TTPETTEl va TEKUNPIWVEL TA OTTOTEAETUOTA TOU O€ XWPIOTA
EvTuTIa

e AvoAUete pbévo  AOIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOUEVOUG N
OUOOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TTou  KOAUTITovTal  OTTd
KUTTAPOTTAQOUOTIKG UTTOAEipaTa ) uwnAé emriredo autopBopiouou

e ATTOQEUYETE TTEPIOXEG ME TTEPICTEIN KUTTAPOTTACCHATIKWY UTTOAEIMPATWY A Un
€101k UBPIBIoUS

e H évraon Twv onudTwy PTTOPEI va TTOIKIAAEL, AKOPQ KaI TNV TTEPITITWON EVOG
MOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIHOTIOIEITE Jova QiATpa fi/Kal va
puBuieTe TO £OTIOKO £TTITTEDO

e Xg UTTOREATIOTEG OUVONKEG, Ta arjuaTa PTTopEi va @aivovtal didxuta. Edv duo
orfuaTa Tou idIou XpwHaTog BpickovTal o€ £TTa®n HETAgU TOUG, ) N améoTaon
pETAgU TOug dev gival peyaAudTepn atmd dUO TTAAGTN OAMPATOG, I CUVOEOVTaI PE
£va axvo VAUQ, PHETPROTE TA WG £Va ONua

e Katd Tnv avaAuon dixpwHwy IXvnBeTWy SiIdoTraong, av utrdpxel didoTnua
METAEU TOU KOKKIVOU KAl TOU TTPACIVOU OAPATOG TTou Oev uTrepPaivel Ta TTAGTN
2 onudtwv, TIPOOMETPACOTE WG OAuUa Tou Oev  QVTIOTOIXEl O€
avadiaragn/ouvingn

e Kard tnv av@Auon 1xvnBeTwv dIGOTIACNG TPIWV XPWHATWY, €8V UTTEPXEI
SidoTnua peTagu Tou 3 onudtwv (KOKKIVOU, TTPACIVOU, WTTAE) TTou Oev
utrepPaivel Ta TTAGTN 2 oNUATWY, TIPOCPETPAOATE WG GHa TTOU BEV AVTIOTOIXET
oe avadidragn/ouvinén

o Edv éxeTe ap@IBoAieg yia To €Gv €va KUTTAPO PTTOPEi va avaAubei i 6xI, unv
TIPOXWPNOETE OTNV AVAAUCT] TOU

Mnv TTPOOUETPATE - Ol TTUPAVEG

gival uttEpBOAIKA KOVTA O €vag

oTov GAAoV yia Tov KaBopioud
opiwv

Mn TrpooueTpdTe
AAANAOKOAUTITOHEVOUG TTUPKVEG -
Oev eival opath o0AGKANPN n €KTaon
Kal Twv 600 TTUpAVWY

MpoopeTpAoaTe wg dUo UBPIdIKA
ofuara - 7o dIGoTNUA YETAEU TOU
KOKKIVOU Kal ToU TTpAcivou
OfUaTOG €ival JIKPOTEPO aTTd Ta
TIAGTN dU0 onudTwy

MpoopeTpAoaTe wg dUo uBPIdIKA
orfjuata - 7o éva uBpIdIké ofua
gival didiyuto

38
o
0
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Avapevopeva amoteAéopara
AvauevOUEVO QUOIOAOYIKO TIPOTUTIO GNUATWY

2¢e €va PuaIoAoyIKO KUTTapO, avapévovTal 800 KOKKIVA/TTpdaiva uBpidika orfpaTa
2Y).

Avapevopeva pn QUOIOAOYIKG TIPOTUTIO ONPATWY

e éva KUTTOpPO pe IooppoTttnuévn avadidrain AMLT (RUNX1), avapévovtal éva
KOKKIVO, éva TTpdaivo afpa kai éva uBpidikéd orpa (1K1Mpdo1Y).

MtropoUv va TTpokUWouv kai GAAa TTIPOTUTTA ONUATWY O€ AVEUTTAOEIBH/Un
I00ppoTTNUéva deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig / NapepBarlopeveg ouaieg
Agv UTTApYOUV YVWOTEG OXETIKEG AANAeTIOPAaoelS / TTapeuBaAAOUEVEG OUTiES.

MN'vwoTnA S100TaUPOUMEVN AVTISPACTIKOTNTA
Agv uTTdpyel yVwoTr SlooTaupoU eV avTidpaaTIKOTNTA.

Avagopd coapwv ouuBAavTwyv

MNa aoBeveig/xpioTeg/Tpita pépn otnv EupwTraik ‘Evwon kol 0g XWPEG ME

TTavopoIdTUTIO  puBUIOTIKG  kaBeoTwg (Kavoviopdg (EE) 2017/746 yia T1a

I0TPOTEXVOAOYIKA TTPOIGVTA TTOU XPNOIKOTIoIoUVTal yia didyvwaon In vitro). Edv katd

N XPAon autoU Tou TTPOIOVTOG 1 WG aTTOTEAEOUA TNG XPAONG TOU TTPOKANOE(

ooBapo6 cupBav, avagEéPETE TO GTOV KATAOOKEUOOTH) KAl OTIG EBVIKEG apuOBIEG APXEG.

lNa coBapd cupavTa o€ GAAEG XWPES, AVaPEPETE T CUUBAVTA GTOV KATAOKEUAOTH

Kal, €av IoXUel, OTIG €BVIKEG apUODIEG APXEG.

ZToIxeia ETMIKOIVWViag KOTAOKEUOOTA yia Bépata £TTaypUTIVNONG:

vigilance@ogt.com

MNa 11g €Bvikég apuoddieg apxég otnv EE, ptopeite va Bpeite Tov katdAoyo pe 1a

OTOIXEIO ETMKOIVWVIAG yia BépaTta eTTaypUTTvnong OTo:

https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

EIS1kd XapakTnpIoTIKd ammédoong

AvaAurikn e1dikérnra

H avaAuTikA €181KOTNTa OPICETAI WG TO TTOCOOTS TWV ONUATWY TToU URPISOTToIoUVTAI
DS549/CE-el v003.00/2025-09-09 (H003 v7)
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pévo otn owoTth Béon kai og Kapia GAAn Béon. AvaAiBnkav TéoOEPIG
XPWHOOWHIKEG BETEIG O€ KABE éva aTTO TA €IKOTI PETAPATIKG KUTTAPA OTTO TTEVTE
deiypara, divovrag 400 onueia dedopévwy. XapToypadrdnke n Tommobecia kGO
uBpidoTroinuévou IXvnBETN Kal KaTaypdenke o apiBudg Twv onudtwv FISH
METAQATIKWY XPWHOOWUATWY TToU UBPIdOTTOINONKAYV OTN CWOoTH BEon.

H avaAuTikf €181k6TNTa KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onuatwy FISH peTa@acikwy XpwpoowuaTwy TTou uRpIdoTToIRenKav aTn owoTh
Béon dlaIpePévog PE TOV OUVOAIKG apiBud uBpidotroinuévwy onudtwy FISH
HETAPATIKWY XPWHOOWUATWY. To atroTéAeopa autd TTOANATTAOCIGOTNKE pE To 100
KOl EKPPACTNKE WG TTOCOOTO PE BIGOTNHA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAuTikn e181k6TnTa Tou AML1 (RUNX1) Breakapart Probe

219221 200 200 100% 98,12% -100%

219221 200 200 100% 98,12% -100%

AvaAurtikn evaioénaoia

H avoAuTikr euaioBbnaia eival To TTO000TO TwV agIOAOYACIWY HPECOPATIKWY
KUTTApWV ~ JE  TO  OVOUEVOMEVO  TIPOTUTIO  (QUOIOAOYIKWY  ONUATWV.
XpnaoigotroiBnkav dedopéva availuang amd 25 povigotroinuéva oe didAupa
Carnoy (ueBavoAn/ogiké ogu 3:1) kKapuoTUTTIKG QUTIOAOYIKG deiypaTa HUEAOU TwV
00TWV TToU BewpoulvTav apvnTikG yia avadidraén AML1 (RUNX1). K&Be deiypa
avOAUBNKe atrd 2 ave§dpTNTOUG AVAAUTEG KAl KOTAypA@nKE TO TTPOTUTIO ONUATWY
K&Be pegoaaikou KuTTdpou. KaBe avaAutrg avéduae 100 Tupriveg avd deiypa, yia
ouvoAika 200 Trupriveg avd deiypa, ye auvoho 5.000 aglohoynoipgwy TTUPAVWY yia
auTo To TTPoidv. Ta dedopéva yia TV eualiodnaia avaAlBnkav Baoel Tou TToooaToU
KUTTAPWV TToU  €J€IEaV  QUOIOAOYIKO avOdeVOUEVO TIPOTUTTIO  ONUATWY  Kal
EKQPAOCTNKAV WG TTO00aTO PE didaTnua euTTioToouvng 95%.

Mivakag 2. AvaAutikr euaioBnoia Tou AML1 (RUNX1) Breakapart Probe

99,48%
(99,29% - 99,67%)

MugeAdg Twv 00TWV >95%

XapakTnpiouog Twv QUGIOAOYIKWY TIWV ATTOKOTTHS

H @uoioAoyikr) aTroKoTT OpifeTal WG TO TTOO0OTO KUTTAPWY TTOU Epgavifouv
Weudwg BeTIkG TTPOTUTTO OnudTwy Bdoel Tou oTroiou éva dropo Ba BewpolTtav
@uaoloAoyiké o€ avtiBeon pe TV KAIVIKA didyvwon. AvaAubnkav kar’ eAdxioTtov 200
peocOQaoIKG KUTTOPA yia K&Be éva amd Ta 25 povipotroinuéva KUTTAPIKG
EvalwpruaTa ammd PUEAd TWV OCTWYV. ZUVETTWG, BabuoloyrBnkav kat eAdxioTov
5.000 TTUpriveg yia k&Oe €idog deiypaTog.

H Tiuf atmokoTrig TPoadiopioTnKe XPNOIYOTToIVTAG TN B avdaTpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAOyioTNKE WG TO TTOCOOTO PHECOPATIKWY KUTTEAPWV
TTOU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTTOIWVTAG TO AVWTEPO OPIo
€VOG POVOTTAEUPOU BIOOTAPATOG EUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMNG
@ualoAoyIKoU deiydaTog aaBevr).

Mivakag 3. XapakTnpigudg Twv QUOIOAOYIKWY TIHWVY aTTokoTTAG Tou AML1 (RUNX1)
Breakapart Probe

MueAdg Twv 00TWV 3,5%

Ta epyacTrpIa TIPETTEI VA ETTIBEBAILIVOUV TIG TIHEG ATTOKOTTAG XPNCIUOTIOIWVTAG Ta
BIKG Toug dedopévads.

AkpiBeia

H okpiBeia autou Tou TTPOIGVTOG €XEl YETPNOET O axéon pe TNV akpifela eviog
nuépag (atd deiypa oe deiypa), TNV akpiBeia peTagu nuePWV (atréd nuépa oe Nuépa)
Kal TNV oKpiBela HETagU TTapTidwyv o€ éva kEVTpo (aTTd TTapTida o€ TTapTida).

AUo deiypata xpnolpotoiinkav yia Tnv agloAdynon Tng akpiBeiag autod Tou
TIPOIGVTOG: £va PUOIOAOYIKS Deiya HUEAOU TWV OOTWV Kal £va XauNAAG BETIKOTNTAG
TEXVNTO Oeiypa pueAoU Twv 0OTWV (2-4X n OATTOKOTI TOU TTPOIOVTOG, TO OTIOI0
TIPOEKUWE ATTO TNV TTPOOBNKN YVWwoToU BeTIKOU SeiyuaTog 01O PUOIOAOYIKS deiypa
pueAoU TwV OOTWV), TO OTTOIO XPNOIUOTTOINBNKE yia Tn dOKIYacia Tou TTPoidVTOg
KOVT& OTNV TTPO0dIoPICHUEVN OTTOKOTTH.

MNa Tov Tpoadiopiond TNG PETALU NUEPWV Kal EvTEG NUEPAG akpiBelag, Ta deiypaTta
aglohoynBnkav oTn Sidpkeia Séka Pn SIAdOXIKWY NUEPWV Kal Yia TOV TTIPOCDIOPIoHO
NG METagU TTapTidwyv akpiBelag, TPEIG TTAPTIOEG TOU TTPOIOGVTOG agloAoyrnBnkav o€
TPEIG ETTAVOAAWEIG TwV iBIwv delypdTwy. Ta atmmoTEAéTUATA TTAPOUCIACTNKAV WG
OUVOAIKH) CUPQWVIa PE TNV TTPOBAETTONEVN apPVNTIKK KaTnyopia (yia Ta apvnTIK&
Seiypara).

Nivakag 4. Avamrapaywyiydtnra kai akpiBeia Tou AML1 (RUNX1) Breakapart Probe

Avatrapaywyiuotnta
evToG nuépag (atd
Oeiypa o deiypa) Kal

MueAdg Twv 00TWY, apvNTIKO 100%

MugAGG Twv 00TWYV, XaUNARG

UETAEU NuUEPWV (aTTO ) 100%
Nuépa oE NuEPQ) BeTIKOTNTOG
MueAdg Twv 00TWY, ApvNTIKO 100%
Avatrapaywyipotnta
pETAgU TTapTidwv MueAdg Twv 00TWY, XaunAng 100%

BeTIKOTNTOG

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TTPOPBAETTOUEVEG avadIaTagelg, n
KAIVIKR) a1réd0o0n TTPpoadIopioTNKe Ye dUO PEAETEG AVTITTPOCWTTEUTIKWY OEIYUATWY
Tou TIpoPAeTTéuevou  TANBUOPOU  TOU  TIPOIGVTOG:  UTTOAEITTOMEVO  UAIKO
govigotroinpévo oe  peBavoAn/ogikd ofu 3:1 amd Oeiypata  alpOTOAOYIKAG
TpoéAeuang. O1 peAéTeg eixav ouvduaaoTIKO PéyeBOg deiyuaTog EKATOV OEKAOKTW
(118) delypaTwy, pe dwdeka (12) BeTikd Kal ekatov €€ (106) apvnTikG deiypata o€
6Aa Ta kévipa. H kar@otaon BeTiKOTNTAG KGO OeiydaTog emMBEPAILONKE pE TN
XPNON €iTE OUYKPITIKOU IXVNBETN TOU EUTTOPIOU TTOU KUKAOQOPET OTNV ayopd atré
QAVTOYWVIOTH TTPOUNBEUTH, O OTToIog aviXveUel TIG idIEG avwuaAieg PE TOUug UTTO
agloAdynan IxvnOETeG, €iTe ue auykpion Pe TN HEB0BO KapudTuTIou G {WvWong.

Ta atroTeEAéopaTA TWV SOKIPWY QUTWV avOAUBNKaV TTPOKEINEVOU va UTTOAOYIOTEN N
KAIVIKA) euaioBnaia, n KAIVIKA €18IKOTNTa Kal To TToco0Té Weudwg BeTikwyv (FPR)
TIMWV YIO Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HId TTPOdEyyion piag dIdoTaong.

MNivakag 5. KAivikA ammédoon Tou AML1 (RUNX1) Breakapart Probe

KAIvikry euaioBnoia (T1ooooTé aAnbwg BeTikwy, TPR) 100,00%
KAIvIkA €181kdTnTa (TTo000T6 aAnBWwg apvnTikwy, TNR) 100,00%
MooooTé Yeudwg BeTikwy (FPR) = 1 — EidIkéTNTA 0,00%

MepiAnyn ao@dAeiag Kail KAIVIKAG atrédoong (SSP)

H trepiAnwn SSP Ba gival diaBéaiun oTo KoIve péow TNG EUPWTTAIKAG BAong
Sedopévwy yia 10TpIkEG ouokeuég (Eudamed) 6trou ouvdéetal pe 1o Baoiké UDI-
DI

Eudamed URL: https://ec.europa.eu/tools/eudamed
Baoiko UDI-DI: 50558449LPH027JK

Edv n Baon dedopévwyv Eudamed dev gival TTAfpwg AeiToupyikn, n epiAnwn SSP
Ba d1aTiBeTaI OTO KOIVO KATOTTIV AITANATOG pédw email otn dievbuvon

SSP@ogt.com.

Np6cBeTeg TTANPOPOPIES

MNa TpoaBeTeg TTANPOPOPIES, ETIKOIVWVAOTE e TO TUAMA TeXVIKAG YTTOOTAPIENG
g CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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