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MpoopiZépevn xprion

To CytoCell® AML1 (RUNX1) Breakapart Probe eivai pia ToioTikr, pn
autopatoTToinuévn  €gétaan  @Bopifoviog in  situ  uBpidioyol (FISH) TTou
XPNOIPOTIOIEITAI YIa TNV QAVIXVEUOTN XPWHOOWHIKWY avadiatdéewy otnv TrepIoxn
21922.1 10U Xpwpoowuatog 21 o€ povipotroinuéva o€ BidAupa  Carnoy
(HEBavOAN/ogIk6 o0&l 3:1) KUTTAPIKG EVAIWPHATA QINOTOAOYIKAG TTPOEAEUTNG ATTO
aoBeveig ye empBeBaiwpévn ) mBavoAoyoUuevn ogeia pueAoyevr) Acuxaipia (OMA)
1 ogeia AeppoBAacTikr Aeuxaipia (OAAN).

‘Evdeign xpriong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHOTIKO 0 GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG £EETACEIG OE avayvwpIoPEVA POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povTidag, 6TToU N yvwon Tng Utapgng Tng avadidragng Tou AML1 (RUNX1) 6a
ATAV ONUAVTIKA YIa TNV KAIVIKA QVTILETWTTION.

MNepropiopoi

To Tpoidv auTod £xel OXEDIQOTEI yIa va avixveuel avadiatdgelg ue onueia didomraocng
aTnV TTEPIOXN TTOU SETUEUEI TOUG KOKKIVOUG Kal TIPACIVOUG KAWVOUG O€ auTd TO O€T
IXvnOeTWyv, n otoia TeplIAapBdvel Tnv Tepiox) Tou AML1 (RUNX1). Znpeia
didoTraong Tou  Bpiokovtal €kTOG TG &v Adyw TTEPIOXNG N TTapaAAayég
avadiaTagewy TToU TTEPIEXOVTAI £ OAOKARPOU G€ QUTAV TNV TIEPIOXT MTTOPEI va pnv
gival avixveloiya pe auté To TIPoidV. Adyw Tng dIACKOPTIIOHEVNG TTEPIOXAG TOU
onueiou Bpadong, oe KATToIEG avadiaTagelg oTnv ofgia Aep@oBAaCTIKr Acuxaiyia
(ALL) o1 XpAoTeG evOéXETal va TTAPATNPACOUV PETARANTG TTPOTUTIO GAHATOG.

AuTS TO TTPOIGV BEV TTPOOPICETAl YIa: XPAON WG HEPOVWHEVN dlayvVwaTIKA e¢éTaan,
OUVOJEUTIKI BIaYyVWOTIKA €EETACN, TIPOYEVVNTIKO EAEYXO, TTPOCUMTITWHATIKO
€Aeyxo Baoel TANBucpoU, e¢€TaON KOVTG OTOV 00BEVA i} auToegETaon.

To Tpoidv autd dev €xel ETTIKUPWOET yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla OKOTTOUG TT€Pav aUTWV TTou KaBopifovTal aTnv TTpoopi{duevn Xpnon.
MpoopideTal yia XPAoON WG CUPTTANPWHA 0€ GAAEG BlayVWOTIKEG EPYAOTNPIOKES
€CETAOEIG KaI Oev Ba TIPETTEI VO EEKIVAEI Kaia BepaTTEUTIKN evEépyeia pévo BAoel Tou
amotreAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAyHAToTToIoUVTal aTTO KATAAANAG €CEIDIKEUPEVO TTPOCWTTIKG, GUUQWVA PE Ta
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovtal utrown aAAa
OXETIKA atToTEAéT AT EEETATEWY, KAIVIKEG Kal DIaYVWOTIKEG TTANPOPOPIES.

To Tpoiév auTd TTPOOPICETAI HOVO YIa EPYATTNPIOKN ETTAYYEAUATIKA XPAoN.

H pn mpnon tou TTPWTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATIGd00N Kal va
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApXEg Tng e§éTaong

O @BopiCwyv in situ uBPIBIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOCWHATA ) O€ HECOPACIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoiyotroiei ixvnoéteg DNA
Tou uBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XPNOIPEVUEl WG EVa ONUAVTIKO CUPTTARPWUA OTNV KUTTOPOYEVETIKI

avéAuon pe G-fwvwon. AuTA n TeXVIKN WTTOPEi TTAEOV va €£QAPUOOTEl WG €va
ONMUAVTIKO €PEUVNTIKO €PYaAEi0 OTA TTAQICIO TTPOYEVVNTIKWY KOI QIMOTOAOYIKWV
avaAUoEWY, KOBWG Kal XPWHOOWHIKWY avaAUCEWY CUPTIAYWY OyKwv. MeTd Tn
govigoTtroinan kai Tn petouaiwon, 1o DNA-0T16x06 gival SiaBéaipo yia avadidragn
o€ évav TTapouoIa METOUCIWPEVO, PBopifovTa anuacuévo 1xvnBétn DNA, o otroiog
€xel oupTTAnpwuartiky aAAnAouxia. Metd Tov uBpIdIoYO, yiveTal a@aipeon Tou un
deapeupévou Kai pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTIXpWON yia aTrelkOVvIon. ZTn CGUVEXEID, N MIKPOOKOTTA @BopIiouoU KabioTd
duvaTr TNV aTreIKOVIon Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To yovidlo RUNX1 (RUNX family transcription factor 1) atnv mepiox 21922.1 eivai
évag atmd Toug TTAEOV OUXVOUG OTOXOUG XPWHOOWHIKWY avadioTdgewy TTou
TTapaTnpouvTal oTnv oggia Aeuxaipia oTov avBpwIro.

O1 mo ouxvég avadiatdgelg eival ol ouvigelg ETVE:RUNX1  kai
RUNX1::RUNX1T1. H ouvinén ETV6:RUNX1 TmpokUTITEl amd Tn METAOEON
1(12;21)(p13.2;922.1), TTou TTapaTnpeital oTo TEPITTOU 21% TWV TTEPITITWOEWY
TaiBiking B ofgiag Acp@oBAacTikig Asuxaigiag (OAA)L, evd n ouvingn
RUNX1::RUNX1T1 eivar amotéAeopa Tng peTddeong 1(8;21)(921.3;g22.1) mou
Trapatnpeital oto 10-22% Twv aoBevwyv pe ofeia puehoyevr) Aeuxaipia (OMA)
TUTTOU M2 Katd FAB (yaAho-apepikavo-Bpetavikr Tagivopnon) kai o1o 5-10% Twv
TePIMTWoewv OMA ouvoAikG?2, Kai ol 800 auTég avadiaTtdgels BswpolvTal Kaoi
TIPOYVWOTIKOI BEIKTEG OTIC VOOOUG aQUTECHS.

To yovidio RUNX1 avadiatdooetal eTiong o€ TIOAEG GAAEG OTTAVIEG PETABEDEIG E
ouppeToXn yovidiwv atd Ta xpwuoowpara 1, 2, 3, 4, 5,6, 7, 9, 10, 14, 15, 16, 17,
18, 19, 20 ka1 X8. O ouyKeKpIPEVOCS IXVNBETNG BIACTIAONG £XEI OXEBIAOTEI WOTE Va
EMTPETTEI TNV aAviXveuon avadiatagewy avefdpTnTa atd To TTolo gival To SeUTEPO
yovidio.

Mpodiaypa@ég 1XvnOeTWV
AML1, 21922.1, Kékkivog
AML1, 21922.1, MNpdéoivog
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To peiypa 1xvnBetwv AML1 armoteAsital amd €vav 1xvnBétn 156kb, onuaopévo
KOKKIVO, TTOU [BpiOKeTal KEVTPOMEPIKA Tou Yyovidiou AML1 (RUNX1) kai
TrepIAapBavel To yovidio CLICE, kai évav 1xvn0étn 169kb, onuacgpévo Trpdaivo, TTou
KOAUTITElI pEPOG TOU Yovidiou AML1 (RUNX1), cuptrepIAQuBavopévwy Twv BEIKTWV
SHGC-87606 ka1 D21S1921.

Mapexopeva UAIKA

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

O1 1xvnBEteg Trapéxovtal Trpoavapepiyyévol o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg BeiknA de€Tpdvn, <10% aiatouxo dIGAUPA-KITPIKO VATPIO 20X
(SSC)) kai gival €ToIPOI TTPOG XPAON.

Avrixpwon: 150 pl ava @iaAidio (15 egeTdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-81apidivo-2-
@aivuhivdoAn) o€ Baciopévo o€ YAuKepOAn péoo OTEPEWONG).

MNpogISotroInoelg Kal TTIPOPUAGSEIg

1. Tain vitro dlayvwaoTikA xprAon. Mévo yia epyacTtnpiakn TTayyeAPATIKS Xprion.

2. Ta piypota Twv IXVNOETWY TTEPIEXOUV POopUapidIo, TO OTToiO gival TEPATOYSOVO.
Mnv avarrvéete avaBupIdoeig Kal OTTOQUYETE TNV €TTA@H PE TO OEpa.
ATraiteital TTpooekTIKOG XeIpIopds. Na @opdTe yavTia Kal EpyacTnpIoKkr Todid.

3. AmarTeital  TTPOOEKTIKOG  XeIpiIopdg Tou DAPIL. Na  @opdte ydavria  Kai
gpyaoTnpiakn Todid.

4. Mnv 10 Xpnolgotroigital €Gv Ta @iaAidia €xouv utrooTei ¢nuid 1 €dv n
aKEPAIOTNTA  TOU  TIEPIEXOUEVOU  TwV  QIONISIWY  €XEI  ETTNPECOTEl  UE
OTTOIOVOATTIOTE TPOTTO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OOG O€
ouvduaoud pe TIG ouoTAoelg Tou AegAtiou dedopévwyv ao@AAEiag yia va
KaBopioeTe TNV AGPOAR atréppIYn auTol Tou TTPOIOVTOG. AUTO I0XUEl ETTIONG
Y10 TO TTEPIEXOMUEVO KIT EGETATEWV TTOU €XOUV UTTOOTET {NMIC.

6. H améppiyn 6AwV TWV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAwvY
HOAUOUEVWY aVAAWGCIHNWY UNIKWV TTPETTEN VA YiVETAI GUUQWVA PE TIG TTOPAKATW
di0dikaagieg yia poAuopatikd A ev duvduel poAucpaTikd ammoBAnTa. Kdabe
€PYAOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPMO TwV OTEPEWV Kal UYPWV
aTTOBARTWY CUPPWVA e TN GUCT Kal ToV BaBuo ETTIKIVOUVOTNTAG TOUG, KABWG
Kal ylo Tnv emegepyacia kal TNV améppiyn Toug (f TNV avdéBeon Tng
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eTmegepyaaniag kal TNG AMOPPIYAG TOUG OF€ TPITOUug) oUPQWVA PE TUXOV
10X00VTEG KAVOVIOUOUG.

7. O1 XeIpIOTEG TIPETTEI VO £XOUV TNV IKAVOTNTA VA SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XPWHA.

8. H un mpnon tou TEPIypa@opEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
evdéxeTal va emnpedoel TNV amoédoon kal va odnyncel oe Weudwg
BeTIKA/0PVNTIKG aTroTEAéoUATA.

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

10. H pn xprion 10 pl 1xvnBétn o010 OTAdIO TOU TTPWTOKOAAOU TIpIV aTTd TN
JETOUTTWGON EVOEXETAI VO ETTNPEATEI TNV ATTOS0CN Kal va 08nyACEl 0 PeUdWG
BeTIKA/OPVNTIKG aTToTEAEOUATA.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATT6 TN XPrAon.

12. O1 eowTepIKOi £AEYXOI TIPETTEI VA TTPAYMATOTTOIOUVTAI PE TN XPON KUTTAPIKWY
TTANBUCUWYV TTOU BEV EXOUV ETTNPEACTEI O€ OeiypaTa £6ETAONG.

Opiopoi Beppokpaaciag

e -20 °C/ Katewuypévo / ZTov kataywukTn: -25 °C éwg -15 °C
e 37°C: +37°C+1°C

e 72°C: +72°C+1°C

e 75°C: +75°C+1°C

e  O¢ppokpacia dwpartiou (RT): +15 °C éwg +25 °C
ATtroBnikeuon Kail XEIPIOPOG
-15°C  To kit Ba TpéTrel va atrodnkeveTal o Bepuokpaacia atd -25 °C
Jf £€wg Kal -15 °C o€ KaTayuKTn PEXPI TNV NUEPOPNVia ARgng TTou
-25°C avaypda@eTal oTNV €TIKETA TOU KIT. Ta @IOADIa IXvnOETWY Kal
QAvTiXPWong TTPETTEI va ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\ I/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai To
- S1dAupa uBpIdiopol Wugng/atéyuing TTou TTpayuaToTToloUVTal
//— e OTO TTAQIOI0 TNG PUGIOAOYIKAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI aTnV agaipean Tou @IaAIdiou aTTd TOV KATAWUKTN Kal TNV €K VEOU
. TOTOBETNON Tou O€ auTdv) - 5 KUKAoI yia To @IoAidio 50 pl (5
egeTdoeig) Tou 1xvnBéTn FISH, 10 KUKAOI yia To @iaAidio 100 pl
(10 e€etdoeig) Tou 1xvnBETN FISH Kai 15 KUkAoI yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOQEUYETAl
6tmou gival duvatév. PUAGCOETE TA CUCTOTIKA OTOV TTOPEXOMEVO TTEPIEKTN HE
TIpooTagia aTmd T0 QWG. Ta CUCTATIKA TTOU XPNaIJoTToloUvTal Kal atrofnkedovTal
UTTG OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPE]
va Pnv £X0oUV TNV avouevOUevn atrddoon Kal YTTOPET Vo ETTNPEATOUV apvNTIKG Ta
arroTteAéopata Tng avaAuong. Mpétmel va kataBaAAeTal KGBe duvarr TTPOoTTEBeIx
woTe n ékBeon ot PeTaBaAAOPEVEG OUVONKEG QWTIOUOU Kal Beppokpaadiag va
TrEPIopiCeTal 0TO EAGXIOTO.

Ego1rAIop66 Kal UAIKG TTou atraiTouvTal aAAd dev TrapéxovTal

I'Ipsnu va xpnoiyotroigital Babpovopunuévog eEoTTAIoNSG:
Ogpun TTAGKa (Me oTepen TTAAKa Kail SIdTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg ka1 80 °C)

2. BaBpovounuéveg pIKpOTTITTETEG PETABANTOU Oykou Kai puyxn, oo 1 pl éwg
200 pl

3. Ydaréhoutpo pe didtagn akpiBoug eAéyxou Bepuokpaaiag atoug 37 °C kal
oToug 72 °C

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

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

6. MikpookdTmio avTifeang @aoewv

7. KoBapd AaoTIKE, KEpapIKA 1 BeppoavBekTIkA yudAiva doxeia Coplin

8. Aapida

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

10. MepiékTng vypaaciag

11. ®akdg HIKpooKOTToU PBOPITHOU KATABUTIKOG e AAdI

12. PuyokevTpog TTAYKOU EPyaTiag

13. AvTIKEINEVOPOPOI HIKPOTKOTTIOU

14. KoAutrTpideg 24 x 24 mm

15. Xpovopetpo

16. Emmwaotipag 37 °C

17. KoAAa pe didAupa ehaaTikoU

18. Miktng TepIdivnong

19. AiaBaBuiopévol KUAIVOpoI

20. MayvnTik6g avadeuTApag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIkOG EEOTTAICHOG TTOU BEV TTAPEXETAI
1. KuttapoyeveTtikdg BdAapog ghpavong

AvTiIdpacoTipia TTou atraiTouvTal aAAd Sev rapéxovral
AiGAupa ahatoUyou diaAlpaTog-KITpikoU vaTpiou (SSC) 20x
AiIBavoin 100%

Tween-20

Ydpo&eidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTIOVIGPEVO VEPD

ok, wNE

ZUoTOaOoN YIO TO HIKPOOKOTTIO pBopiouoU

Xpnaoiyotroieite  Adutra  udpapyupou 100 watt i 100d0vaun kai eTmiTeEdOUG,
QATTOXPWHOTIKOUG QAVTIKEIMEVIKOUG PAKOUG KaTaduTikoUg o€ AGdI pe peyébuvon
60/63x 1 100x vyia BéATIoTn aTeikévion. Or  @Bopifouceg ouoieg  TTou
XPNOIPOTTOIOUVTAI O€ AUTO TO O€T IXVNOeTWY Ba dieyepBouv Kal Ba eKTTEUYOUV OTa
akéAouba prkn KUPATOG:

Mpdaivn 495 521
Kokkivn 596 615

BeBaiwBeite 6T 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
BIEYEPONG KAl EKTTOMTIAG, T OTTOia KAAUTITOUV TO WAKN KUPOTOG TTOU avag@épovTal
Tapatrdvw. Xpnoigotoiate @iAtpo diEAeuong TpITTARG {wvng DAPI/mpdaoivou
@ACPATOG/KOKKIVOU @Aouatog R @iATpo OiéAeuong dITTARG {wvng TTPACIVOU
PAoPATOG/KOKKIVOU GATHATOG Yo BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
Kal KOKKIVWV pBOopIJOVTWY OUTIWV.

EAéyEte TO HIKPOOKOTTIO @BOpPICPOU TTPIV aTTd TN XPAoN Yia va dlac@alioeTe OTI
Aeitoupyei  owoTd. Xpnolpotroinote AGdl  eUBATITIONG TTOU  €vOEikvUTal  YIO
MIKpooKoTTia @BopIoPoU Kal €xel OXedIAOTEl yia XaunAd autéuato @BopIoud.
ATro@uyeTe TNV avdapign Tou DAPI antifade pe AddI katdduong HIKpoakoTriou, dIoTI
KATI T€TOI0 B0 KaAUWEI Ta ofpata. TnpeiTe TIG CUOTACEIG TOU KOTAOKEUAOTH 6gov
agopd tn didpkeia (WG TNG AGUTTag Kal TNV NAIKIa Twv GIATPpWV.

MpogTolpacia deIypATWV

To KIT €xel OXeBIOOTEI yla XPAON OE KUTTAPIKG EVAIWPNAPOTA AINATOAOYIKAG
TTpoéAeuang povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ofiké ofu 3:1), Ta
OTToi0  €XOUV TIPOETOINOOTEI OUUQWVO ME TIG KATEUBUVTAPIEG 0dnyieg Tou
epyaaTnpiou fj Tou 1IdpUpaToG. MpoeTolpdaTe deiypaTa TTou €XOUV UTTOOTE fpavan
ME O€pa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OUPQWVA  HE TIG TUTTIKEG
KUTTapoyeveTIkEG dladikaaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TEPIEXEI OUOTATEIG yIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl yIQ TNV TTPOETOINATIT TWV AVTIKEILEVOPOPWY TTAGKWV.

MposeToipacia SIAAUpGTWY

AiaAvpara ail@avoing

ApaiwoTe ailBavoAn 100% pe atmoviopévo vepd Pe BAaon TIg akdAouBeg avaloyieg
KOl avapigTe KaAd:

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 PéPOg aTTIOVICUEVOU VEPOU

e AiBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog atmoviouévou vepou
AmoBnkevoTe Ta dlaAUpata yia £wg kol 6 prveg o€ Beppokpacia dwuatiou o€
QEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avapigTe
KoAd. EAéyETe TNV TIun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ) HCI,
KaTd TTEPITITWON. AToOnKeUoTe TO OIdAUPa yia €wg kol 4 eBdouddeg ot
Bepuokpacia dwUaTiou O AEPOTTEYN TTEPIEKTN.

AidAupa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC pe 49 pépn atmioviouévou vepoU Kal avapigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITTWOn. Amobnkevote 1o OdIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pyépog diaAuparog 20xSSC pe 9 pépn atmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avda 10 ml kai avapi§re kaAd. EAEygTe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimTwaon. AmoBnkedoTe To diGAupa
yia €éwg Kal 4 €BOouAadeg o€ BepUOKPATia dWUATIOU OE OEPOTTEYN TTEPIEKTN.

NpwtékoAlo FISH
(Znpeiwon: BeBaiwBeite 6T n €kBean TOU IXVNOETN KAl TNG QVTiXPWONG OTA GWTA
TOU EPYOCTNPIOU €ival TIAVTA TTEPIOPITHEVN).

lMpocroipyacia avriKeIuEVoPopou

1. TomoBetAoTe pia knAida amd TO KUTTAPIKG Oeiypa O pia yudAivn
QVTIKEINEVOPOPO HIKPOOKOTTioU. AQACTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIYOTTOIEITAI KUTTAPOYEVETIKOG BAAapog Enpavang: O BaAapog TTpétel
va Aeitoupyei o€ Beppokpaaia mepitTrou 25 °C kal uypacia 50% yia Tn BEATIOTN
AMwn KuTTapikoU deiypatog. Edv dev umr@pyel SIaBECINOG KUTTOPOYEVETIKOG
BdAapog gnpavong, XPNOIMOTIOINATE Evav aTTaywyod wg EVOAAAKTIKN).

2. BubioTe TNV avTikeiyevo@opo o€ didhupa 2xSSC yia 2 AeTTTd o€ Bepuokpaaia
dwpartiou Xwpig avakivnon.

3.  AgudatwoTe ot BlIaPopeTIKG TToocooTd aibavoAng (70%, 85% kai 100%),
B10d0XIKd, TO KaBEva yia 2 AeTITd o€ Beppokpaaia dwHaATiou.

4.  AQNOTE TN VO OTEYVWOEL.

Ipiv amé tn perouciwon
A@aipéaTe TOV IXVNOETN aTTd TOV KATAWUKTN Kal aproTe Tov va BepuavOei o€
Bepuokpacia dwpatiou. EkTeAéoTE GUVTOUN QUYOKEVTPION TTPIV OTT TN XPAON.

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

7.  AgaipéaTte 10 pl 1xvnBETN yia KABE eCETAON Kal HETAPEPETE Ta O€ £vav CWARva
HIKPOQUYOKEVTPIONG. TOTIOBETACTE ypriyopa Tov UTTOAOITTO IXvnOETn OTOV
KOTaWUKTN.

8. TomoBeTroTE TOV IXVNOETN KAl TNV AVTIKEINEVOPOPO OeiyuaTog o€ pia Beppn
TTAGKa Pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTTd yia TTpoBEppavon.

9. TomoBerAaTe 10 pl piyyartog ixvnOETN GTO KUTTAPIKG PiyHO KOl EQAPUOCTE Hia
KOAUTITPIda TTPOCEKTIKA. ZPpayioTe e KOAAA e didAupa EAAOTIKOU KAl AProTE
TN VO OTEYVWOEI EVTEAWG.

Merouoiwon
10. MetouoiwoTe TO Ogiyya kol Tov IXvnOETn Tautdxpova Oepuaivoviag Tnv
QVTIKEIUEVOPOPO O€ pia Beppr) TTAGKa oToug 75 °C (+/- 1 °C) yia 2 AeTrTd.

DS549/CE-el v001.00/2023-01-25 (HO03 v7)
2ehida 2 ammd 5



YBpidiouég
11. ToTOBETAOTE TNV QAVTIKEIUEVOPOPO O€ Evav UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpaaia 37 °C (+/- 1 °C) yia pia oAdkAnpn vixTa.

TMAUoeIg perd Tov uBpISIoUO

12. Agaipéote To DAPI amd Tov Katawuktn Kal agriaTte To va BepuavBei ot
Bepuokpacia dwuariou.

13. A@aipéaTe TNV KOAUTITPIOA KOl OAX TA UTTOAEIUPATO KOAAOG TTPOOEKTIKA.

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

15. ATTooTpayyioTe TNV QVTIKEINEVOPOPO Kail BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpaaia dwyatiou (pH 7,0) yia 30 deutepdAeTTTa XWPIG
avakivnon.

16. AmooTpayyioTe Tnv avTikeipevo@opo kai TormroBetriote 10 pl DAPI antifade o€
KGOe deiypa.

17. KaAOWTE TN PE PIa KOAUTTTPIOA, apaIpEoTE TUXOV QUOTAIDES Kal TTEpINEVETE 10
AETITA péEXPI VA avaTITUXOET TO XPWUO OTO OKOTADI.

18. MapatnpnoTe o€ PIKPOOKATTIO PBOoPIoHOU (avaTpégTe oTnV evoTnTa ZUOTAON
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H Bépuavon A wpidavon TwV QVTIKEIUEVOPOPWY HTTOPEI VO UEIWOEI TOV
@B0PICUO TWV ONUATWY.

2. O1 ouvBnkeg UBPIBIOCUOU UTTOPEI VO ETTNPEACTOUV OUOUEVWG ATTG TN XPron
avTIdpaAcTNPiwV TTépavV €KEIVWY TTOU TTAPEXOVTAl i} CUCTAVOVTQI aTé Tn
Cytocell Ltd.

3. Xpnolgotoliiote  éva  Babuovounuévo  BepUOMPETPO  yIo TR WETPNON
Bepuokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Beppokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TTPOIOVTOG.

4.  O1 OUYKEVTPWOEIG, oI TINEG pH Kal o1 Beppokpaacieg TTAUONG €ival ONUAVTIKEG,
KaBwWG oI oUVONKeG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €0k déopeuon Tou IxvnOETN Kal ol ouvenkeg uTEPPBOAIKG UWNAAG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV OTTWAEIQ OAPATOG.

5. HaTteAng peTouoiwan PTToPEi va €XEl WG ATTOTEAECHA TNV ATTWAEIQ OPATOG KAl
n uTTEPBOAIKA PETOUGTWAON PTTOPET ETTIONG VA £XEI WG ATTOTEAEOUA TN YN EIDIKN
déopeuan.

6. O utrepBoAikdg uBpISICPOG uTTopeil va odnynoel oe TPOCBeTa 1 un
QAVOAUEVOUEVA OHuaTa.

7. O1xpnoTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TTPWTOKOAAO yia Ta deiypaTd Toug
TIPIV aTTO TN XPAON TNG £§€TAONG Yia d1ayVwOTIKOUG OKOTTOUG.

8. TuxOv UTTOREATIOTEG GUVOAKEG UTTOPEI va €XOUV WG OTTOTEAETHA Un €IDIKN
Oéoeuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Epunveia Twv amoTeAeopdTWY

EKTipnon moIioTnTag avriKEINEVOQOpwWY TAAKWY

H avTikelpevo@odpog dev Ba TTPETTEN va avaAUeTal €Gv:

e Ta onuata eival TTOAU 0oBevr] yia va Tpaypatotroindei avdAuon oe
pegovwpéva @iATpa. Ma va TTpoxwpnoeTe pe TNV av@Auon, Ta oruata Ba
TIPETTEI Va €ival QWTEIVA, BIAKPITE Kal EUKOAa agloAoyraipa

e YTapxel peyaAog aplOuds  ouoTadOTTOINUEVWV/OAANACETTIKAAUTITOUEVWV
KUTTAPWYV TToU €UTTOdidouv TNV avaAuon

e >50% Twv KUTTApwWV dev £xouv uBpidoTroinBei

e Ymapyel Tepiooeia @OOPICOVTWY CwHaTIdiwV HETAEU Twv KUTTApwyY r/Kal
@Bopiouca axAry TTou TIPOKOAEi TTOPEUBOAEG oTa oruara. 1davikd, TO
uTTéRaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaivETAI OKOTEIVO A HaUPO Kal
kaBapod

e Ta 6pia Tou KUTTaPIKOU TTupfiva dev gival dlakpiTd Kail dev gival dBIKTa

KareuBuvrrpieg odnyies yia tnv avdaAuvon

e KaBe deiypa Ba mpETTEl va avaAUeTal Kal va epunvedETal atrd dU0 avaAuTEG.
Tuxév aoup@wvieg Ba TpéTrel va emAlovTal YEOW €KTiUNONG atmmd TpiTo
avaAuTh

e KaBe avaAuTig Ba pétel va gival KATAAANAQ eCEIBIKEUPEVOG TUPPWVA PE TA
avayvwpiouéva e0VIKG TTpOTUTIa

e KdaBe avaAutng Ba pétrel va BadupoAoyei pepovwpuéva 100 TTuprveg yia kaBe
Oeiypya. O TpwTog avaAuTig Ba TpéTrel va gekivd Tnv avdAuon oo Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU Kal O DEUTEPOG AVAAUTAG aTrd Tn de€id
TTAEUPG

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

e AvoAUete poOvo  GBIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOPEVOUG 1
OUOOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TTou  KOAUTITovTal  OTTd
KUTTAPOTTAQGUOTIKG UTTOAEippaTa ) uwnAd emriredo auto@Bopiopou

e ATTOQEUYETE TTEPIOKEG ME TTEPICOEIN KUTTAPOTTACCHATIKWY UTTOAEIMPATWY A Un
€101k UBPIBIoPO

e H évraon Twv onudtwy PTopei va TToIkiAAEl, aKOPa Kal OTNV TTEPITITWAN EVOG
MOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIHOTIOIEITE Jova QiATpa fi/Kal va
puUBUiCeTE TO EOTIOKO ETTITTEDO

e Xg UTTOREATIOTEG OUVONKEG, Ta arjuaTa PTTOPEi va @aivovtal didxuta. Edv duo
orfjuaTa Tou idIou XpwHaTog BpickovTal o€ £TTa@n PETAgU TOug, ) N améoTaon
METAEU TOoug dev gival peyaAlTepn amod dUo TTAAGTN OAPATOG, ) CUVdEovTal PE
£€va ayvo VAPQ, JETPAOTE Ta WG éva GAPA

e Katd Tnv avaAuon Sixpwpwv IXvnBeTWY didoTracng, eav uttapyel dIGoTnua
METAEU TOU KOKKIVOU KAl TOU TTPACIVOU GANATOG TTou 8ev utrepPaivel Ta TTAGTN
2 onudtwv, TIPOOUETPAOOTE WG OAPA  TIOU Oev  QVTIOTOIXEl  Of
avadigragn/ouvingn

e Kard tnv av@Auon 1xvnBeTwv dIGOTIACNG TPIWV XPWHATWY, €8V UTTEPXEI
didotnua petagu Tou 3 onudtwv (kOKKIvou, TIPACIVOU, WTTAE) TTou dev
utrepPaivel Ta TTAGTN 2 oNUATWY, TIPOCPETPAOATE WG GUA TTOU BEV AVTIOTOIXET
age avadiaragn/ouvingn

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOpEi va avaAuBei i 6x1, 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 gival opathh 0AGKANPN n €KTaon
KAl Twv OU0 TTUPAHVWY

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

MpoopeTpAoaTe wg dUo uBPIdIKA
orfjuata - 7o éva uBpPIdIkS oA
gival didiyuto

38
o
0
o

Avapevopeva armroteAéopara
AvauevOUEVO QUOIOAOYIKO TIPOTUTIO GNUATWY

2¢ £va PuUaIoAOyIKO KUTTapO, avapévovTtal dUo KOKKIVA/TTpdaiva uBpidika ofpaTa
2Y).

Avapevoueva pn QUOIOAOYIKG TTPOTUTIA ONPATWY

e éva KUTTOpPO pe IooppoTtnuévn avadidrain AMLL (RUNX1), avapévovtal éva
KOKKIVO, éva TTPAcIvo orpa Kal éva uBpidiké ofpa (1K1Mpao1Y).

MtropoUv va TTpokUWouv Kai GAAa TTPOTUTTA ONUATWY O€ AveUTTAOEIBH/Un
100ppoTTNuéva deiypaTa.

FvwoTtég oxeTikég aAAnAemdpdoeig / NapepBarlopeveg ouaieg
Agv uTTdpyouV YVWOTEG OXETIKEG AANAemIdpdaoelg / TTapeuBarAduEVEG OUTiES.

N'vwoTA SlaoTaupoUpEVN AVTISPACTTIKOTNTA
Agv uTTdpyel yVwoTH SlooTaupoUUEVn avTidpaaTIKOTNTA.

Avagopd coapwv ouuBavTwv
lNa aoBeveig/xpioTeg/Tpita pépn otnv Eupwraikl ‘Evwon kol 0g XWPEG ME
TTavopoIdTuUTIo  puBUIOTIKG  kaBeaTwg (Kavoviopdg (EE) 2017/746 yia T1a
I0TPOTEXVOAOYIKA TTPOIGVTa TTOU XPNaidoTrolodvTal yia didyvwaon In vitro). Edv katd
N XPAon autoU Tou TTPOIOVTOG | WG ATTOTEAEOHA TNG XPAONG TOU TTPOKANOEi
oofap6 ocupBav, avagEéPETE TO OTOV KATOOKEUGOTH) KAl OTIG EBVIKEG apuOdIEG APXEG.
lNa coBapd cupBavTa o€ GAAEG XWPES, AVAPEPETE T CUPBAVTA OTOV KATOOKEUAOTH
Kal, EQV 10XUEl, OTIG EBVIKEG apUODIEG APXEG.
ZToIxEia ETMIKOIVWViag KOTAOKEUOOTA yia Bépata £TTAYpPUTIVNONG:
vigilance@ogt.com
MNa 11g €Bvikég apuoddieg apxég atnv EE, ptropeite va Bpeite Tov katdAoyo pe Ta
aToIXEia EMKOIVWYVIaG yia BépaTta eTaypuTrvnong OTo:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en
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E131Kd XapaKTNPIOTIKA a1rédoong

AvaAurikn e1diIkérnra

H avaAuTiki €18IKOTNTA OPIZETAI WG TO TTOCOGTO TWV GNUATWY TTOU URPISOTTOoI0UVTAI
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 aplOudg Twv onudtwv FISH
HETAPATIKWV XPWHOCWHATWY TTou UBpIdoTToINBNKAV aTN oWOoTH B€on.

H avaAuTikf €181k6TNTA KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onuatwyv FISH peTa@acikwy XpwpoowuaTwy TTou uRpIdoTToInenkav aTn owoTh
Béon dlaIpePévog PE TOV OUVOAIKG apiBud uBpidotroinuévwy onudtwy FISH
HETAPATIKWY XPWHOOWUATWY. To atroTéAeapa autd TTOANATTAQCIGOTNKE pE TO 100
KOl EKPPACTNKE WG TTOCOOTO PE BIGOTNHA EUTTIOTOOUVNG 95%.

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

21922.1 200 200 100% 98,12% -100%

21g22.1 200 200 100% 98,12% -100%

AvaAurtikn evaioénaoia

H avaAuTikr) euaioBbnaia eival To TTO000TO TwV agIOAOYACIHWY PETOPATIKWV
KUTTApWY ~ HJE  TO  OVOUEVOUEVO  TIPOTUTIO  (QUOIOAOYIKWY  ONUATWV.
XpnaoigotroiBnkav dedopéva availuang amd 25 povigotroinuéva oe didAupa
Carnoy (ueBavoAn/ogiko ogu 3:1) kapuoTUTTIKA QUaIoAOYIKG deiypaTa HUEAOU TwV
00TWV TToU BewpouvTav apvnTikG yia avadidragn AMLL (RUNX1). Ké&be deiypa
avoAUBNKe atd 2 ave§dpTNTOUG AVAAUTEG Kal KOTAypA@nKe TO TTPOTUTIO ONUATWY
K&Be pegogaaikou KuTTdpou. KaBe avaiutrig avéduae 100 TTupriveg avd deiypa, yia
ouvoAika 200 Trupriveg avd deiypa, ge auvolo 5.000 agiohoyAoipwy TTUPAVWY yia
auToé TO TTPOIdV. Ta dedopéva yia TV eualiodnaia avaAlBnkav Bacel Tou TToooaToU
KUTTApWV TToU  €J€IEaV  QUOIOAOYIKO avOdeVOUEVO TIPOTUTTIO  ONUATWY  Kal
EKQPAOTNKAV WG TTO00aTO PE didaTnua euTTioToouvng 95%.

Nivakag 2. AvaAuTikn euaioBnoia Tou AML1 (RUNX1) Breakapart Probe

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

MugAdg Twv 00TWV >95%

XapakTnpiouog Twv QUTIOAOYIKWY TIWV ATTOKOTTHS

H @uoioAoyikr) atrokKoTry OpifeTal WG TO TTOO0OTO KUTTAPWY TTOU Epgavifouv
Weudwg BeTIKG TTPOTUTTO oNuATWY BACcEl Tou oTToiou éva GTopo Ba Bewpoutav
@uaoloAoyiké o€ avtiBeon pe TV KAIVIKA didyvwon. AvaAubnkav kar’ eAdxioTtov 200
peoOQaoIKG 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 TTPoadiopioTnKe XPNOIYOTIoIVTAG TN B avdaTpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAOyioTNKE WG TO TTOCOOTO HECOPATIKWY KUTTEAPWV
TTOU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTTOIWVTAG TO AVWTEPO OPI0
€VOG POVOTTAEUPOU BIOOTAPATOG EUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMAG
@ualoAoyIkoU deiydaTog aaBevr).

Mivakag 3. XapakTnpIigudg Twv QUOIOAOYIKWY TIHWVY aTTokoTrAG Tou AML1 (RUNX1)
Breakapart Probe

MugAbG Twv 00TWV 3,5%

Ta epyacTrpIa TIPETTE VA ETTIBERAILIVOUV TIG TIHEG OTTOKOTTAG XPNOIMOTTOIWVTAG TO
BIKG Toug dedopévade.

AkpiBeia

H okpiBeia autou Tou TTPOIGVTOG €XEl YETPNOET O Oxéon Pe TNV akpifela eviog
nuépag (atd deiypa oe deiypa), TNV akpiBeia peTagu nuePWV (atré nuépa oe Nuépa)
Kal TNV oKkpiBela HETagu TrapTidwyv o€ éva kEvTpo (aTTd TrapTida o€ TTapTida).

Avo Beiypata xpnoigotroiOnkav yia Tnv agioAdynon tng akpifeiag autol Tou
TIPOIOVTOG: £va PUOIOAOYIKS Deiya HUEAOU TWV OOTWV Kal £va XauNAAG BETIKOTNTAG
TEXVNTO Oeiypa pueAoU Twv 0OTWV (2-4X n ATTOKOTI TOU TTPOIOVTOG, TO OTTOI0
TIPOEKUYE aTTO TNV TTPOCBINKN YVWwoToU BETIKOU SeiyuaTog oTo YUOIOAOYIKS deiypa
pueAoU TwV OOTWV), TO OTTOIO XPNOIUOTTOINBNKE yia Tn doKIYacia Tou TTPoidvVTog
KOVT& OTNV TTPOodIoPICUEVN OTTOKOTTH.

MNa Tov Tpoadiopiond TNG PETALU NUEPWV Kal EVTOG NUEPAG akpifelag, Ta deiypata
aglohoynBnkav oTn Sidpkeia Séka Pn SIAdOXIKWY NUEPWV Kal Yia TOV TTIPOCDIOPIoHO
NG METAgU TTapTidwyv akpiBelag, TPEIG TTAPTIOEG TOU TTPOIGVTOG agloAoyrnBnkav o€
TPEIG ETTAVOAAWEIG TwV iBIwv delyudTwy. Ta atToTEAéTPATA TTAPOUCIAOTNKAYV WG
OUVOAIKH) CUPQWVIa PE TNV TTPOBAETTONEVN apPVNTIKK KaTnyopia (yio Ta apvnTIK&
Seiypara).

Mivakag 4. Avamrapaywyiudérnta kai akpifeia tou AML1 (RUNX1) Breakapart Probe

AvaTtrapaywyluotnta
evToG nuépag (atd
deiypa o deiypa) Kal

MueAdg Twv 00TWY, apvnTIKO 100%

MueAdg Twv 00TWY, XapUNAng

peTagl nUepWwV (atmd ) 100%
NUépa OE NuEPQ) BeTIKOTNTOG
MugAdg Twv 00TWV, APVNTIKO 100%
Avatrapaywyiyotnta
HETAEU TTapTIOWV MueAbg TwV 00TWY, XaunArg 100%

BeTIKOTNTOG

KAviki amrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TTPORBAETTOEVEG avadIaTAgelg, n
KAIVIKA a1r6d0o0on TTpoadIopioTnKe PE OUO PEAETEG AVTITTIPOCWTTEUTIKWY JEIYUATWY
Tou TIpoBAeTrOpeEvou  TANBUOPOU  TOU  TTPOIGVTOG:  UTTOAEITTOPEVO  UAIKO
govipotroinuévo o€ peBavoAn/ofiké ofu 3:1 amd Oeiypata  aIgAToAOyIKAG
TrpoéAeuong. O1 PeAETEG gixav oUVOUAOTIKO PEyeBOG BeEiYUATOG EKOTOV DEKAOKTW
(118) derypdTwy, ye dwdeka (12) BeTIkA kal ekaTtov £¢1 (106) apvnTikd deiypaTta o€
OAa Ta Kkévipa. H katdotaon BeTIKOTNTAG KABe OeiydaTog eMIBEBAIIONKE pE TN
XPAON €iTE TUYKPITIKOU IXVNOETN TOU EPTTOPIOU TTOU KUKAOQOPEI GTNV ayopd amoé
QAVTAYWVIOTA TTPOUNBEUTH, O OTToiog avIXVEUEl TIG iDIEG AVWHOAIEG PE TOUG UTTO
agloAdynan IxvnOETeg, €ite ue alykpion Pe TN HEBOBO KapudTuTIou G WVWaonG.

Ta atroTeAéopaTa Twv SOKIPNWVY QUTWVY avaAUBnKav TTPOKEINEVOU va UTTOAOYIOTE N
KAIVIKA euaioBnaia, n KAIVIKA €181KOTNTA Kal To TToo00TO Weudwg BeTikwv (FPR)
TIMWV YIa Ta BETIKE OAPATA, XPNOIPOTIOIWVTAG MIa TTIPOCEyyIon piag didaTaong.

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

KAIvIKA euaioBnoia (TrTooooTté aAnbwg BeTikwyv, TPR) 100,00%
KAIVIKA €181kdTNTa (TTo000TO aAnBWG apvnTikwy, TNR) 100,00%
MooooT6 weudwg BeTikwv (FPR) = 1 — EIdIkKOTNTO 0,00%

NepiAnyn aoc@dAeiag kail KAIVIKAG aTédoong (SSP)

H trepiAnwn SSP Ba civai diaBéaiun oTo KoIve péow TNG EUPWTTAIKAG BAong
Oedopévwy yia 10TPIKEG oUoKeUEG (Eudamed) 61rou auvdéetal pe 1o Baoikd UDI-
DI.

Eudamed URL: https://ec.europa.eu/tools/eudamed

Baoiké UDI-DI: 50558449LPH027JK

Edv n Baon dedopévwy Eudamed dev eival TAApwG Asitoupyikn, n epiAnyn SSP
Ba d1aTiBeTal OTO KOIVO KOATOTTIV AITANOTOG péCw email otn dieubuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOPiES

MNa mp60o6eTeG TTANPOPOPIES, ETMKOIVWVACTE e TO TUAMA TeXVIKAG YTTOOTAPIENG
g CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTorog: www.ogt.com
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