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Mpoopifépevn xpfion

To CytoCell® AML1/ETO (RUNX1/RUNX1T1) Translocation, Dual Fusion Probe
€ival pia TTOIOTIKA, YN auTopaTotroinuévn e&étaan @BopifovTog in situ uBpidiouol
(FISH) 10U XpnOIyoTIOIEiTAl VIO TNV QVIXVEUON XPWHOOWUIKWY avadiatdgewv
peTagU TNG TEPIOXNGS 21922.1 Tou XxpwuoowpaTog 21 Kai Tng TTepIoXns 89g21.3 Tou
XPpwHoowpaTog 8 og povipotroinuéva ae didAupa Carnoy (peBavoAn/ogikéd ogu 3:1)
KUTTAPIKG  EVAIWPAPOTO  alJaToAOYIKAG  TTpoéAeuong omd  aoBeveig  pe
emBeRaiwpévn 1 mOavoloyouuevn ogeia puehoyevi Aeuxaipio (OMA).

Ev&eigeig xpiong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG E£EETACEIG OE avayvwpIoPEVA POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povtidag, OmTou n yvwon Tng Umapgng Tng udeTdBeong AMLIL:ETO
(RUNX1::RUNX1T1) Ba ATav onuavTKA yia TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To Tpoidv auTd £xel OXEDIQOTEI yIa va avixveuel avadiatdgelg ue onueia didomraong
TNV TTEPIOXT) TTOU KAAUTITETAI OTTO TOUG KOKKIVOUG Kal TIPGOIVOUG KAWVOUG O€ auTO
TO OET IXVNOETWY, N oTroia TTepIAauPBAvel TIG TTEPIOXES Twv AMLL kai ETO (RUNX1
kal RUNX1T1). Znueia didotracng 1mou BpiokovTal EKTOG TNG £V AGyw TTEPIOXAG N
TrapoAAayég avadlatdéewy TTou TrepIEXovTal €& OAOKARPOU O€ QUTAV TNV TTEPIOXN
JTTOPEi VO PNV gival avixvelaipa Pe auTté To TTPoiov.

AuTé TO TTPOIGV BEV TTPOOPICETAl YIa: XPRON WG HEPOVWHEVN dIayVWOTIKN e¢étaan,
OUVOdEUTIKA BIayVWOTIKA €§€TaON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKG
€Aeyxo Baoel TANBucpoU, e¢€TaON KOVTG OTOV 00BEVN i} auToegETaan.

To Tpoidv autd dev €xel eTTIKUPWOEI yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla oKOTTOUG TTéPaV auTWY TTou KaBopidovTal aTnv TTPoopIOHEVN XPraon.
MpoopileTal yia Xpon wg GUPTTARPwWHO 0t GAAEG dIaYVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal Oev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EvEPyEIa 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
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal IAYVWOTIKEG TTANPOPOPIES.

To Tpoiév auTd TTPOOPICETAI HOVO YIa EPYATTNPIOKN ETTAYYEAUATIKA XPAoN.

H pn mpnon Tou TTpwTOKOAAOU €VOEXETAI va ETTNPEACEl TNV ATIOd00N Kal Vo
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETHATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBPIBIoPGG (FISH) gival pia TEXVIKI TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ JETAQATIKG XPWHOCWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoiyotroiei ixvnoéteg DNA
Tou uBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TeXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
onMavTikG epeuvnTIKG €£pyaAEio aTa TTAQICIO TTPOYEVVNTIKWY KAl QIMATOAOYIKWV
avaAloewy, KaBWG Kal XPWHOCWHIKWY avoAloEwy Guutraywy oykwv. Metd

govipoTtroinon kai Tn petoudiwaorn, To DNA-a1éxog eival diabéoipo yia avadidragn
o¢ évav TTapdyola peTousiwpévo, eBopiovta onuaapévo ixvnbétn DNA, o otroiog
€xel oUUTTANPWHUATIK aAAnAouxia. MeTd Tov uBPIBIOUO, YiVETAl aQaipeon TOU Un
deapeupévou Kai pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTtreikovion. ZTn GUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvarTr TNV ateikovion Tou URPISOTToINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvNBETn

To yovidio RUNX1 (RUNX family transcription factor 1) otnv mepioxry 21922.1
TTapouciddel ouvngn pe 1o yovidio RUNX1T1 (RUNX1 partner transcriptional co-
repressor 1) otnv kotd Ensembl Tepioxi 8qg21.3, otn perdBeon
1(8;21)(921.3;922.1), n otroia aTravTdTal O CUXVA 0€ aoBeveig pe ogeia puehoyevi
Aeuxaipia (OMA) T0TTOoU M2 gUp@wva pe Tnv Tagivounon FAB (yaAlo-auepikavo-
BpetavikA Tagivéunon).

H OMA pe olvingn RUNXI1:RUNX1IT1 Tou TpokUTITEl aTmmd  MWETABEON
1(8;21)(921.3;922.1) atroTeAei yia avayvwpioPEvn VOOOAOYIKH) ovTOTNTa CUPPWVA
ME TNV TAgIVOUNON TWV PUEAOYEVWV VEOTTAQOUATWY Kal TNG Ogeiag Aeuxaipiag Tou
Maykoéouiou Opyaviopou Yyeiag (MOY)L. H peraBeon maparnpeital 1o 10%-22%
Twv aoBevyv ye OMA T0TTOU M2 KaTé FAB Kal 0T0 5%-10% TWV TTEPITITWOEWY
OMA ouvoAikd, To ouxva ot TTaIdIG Kal VEOUG €VANIKEG: Kal aTToTeAEi KAAS
TPoyVWoTIKG Beiktn®4S. To onueio Sidomraong t(8;21) Kupiwg ONUEIWVETAI OTO
IVTPOVIO PETAgU TwV e§oviwv 5 kal 6 apéowg TTpIv TV TrEpIoXH trans-gvepyoTtroinang
Kal N TpwTeivn olvTngng TTou TTPOKUTITEI TTEPIEXE TNV TTEPIoXA TTpoadeong DNA 1ng
mpwreivng RUNX1 o€ ouvingn pe Tov peTaypa@ikd mapayovia RUNX1T12,

EmmpdéoBeta otnv apoifaia petdBeon t(8;21) Tou dnuioupyei TN olvTngn
RUNX1::RUNX1T1, éxouv ava@epbei emiong TapaAAayég Tng peTaBeang. AuTéG ol
TTapaAAayég TNG PETABEONG UTTOPEI VA €ival KPUTITIKEG Kal gival €UKOAO va pnv
avixveuBouv a1 Tn G-Jwvwon. Qotéoo, n péBodog FISH ptropei va utrodeikvUeEl
TNV TTAPOUTIa TETOIWY aVABIOTAEEWV?.

Mpodiaypa@ég 1XvnOeTWV
AML1, 21922.1, Kékkivog
ETO, 8921.3, MNMpdaoivog
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To pépog Tou o€t TToU apopd oto AML1 atroteAsital amd évav 1xvnBétn 156kb,
OnNUACPEVO KOKKIVO, O OTTOI0G BPioKETal KEVTPONEPIKG Tou yovidiou AML1 (RUNX1)
Kal TrepiIAapBavel To yovidio CLIC6, kai évav 1xvnB£tn 169kb Trou KaAUTITEl HEPOG
Tou yovidiou AML1 (RUNX1), cuptrepidappavopévwy Twy deiktwyv SHGC-87606
kal D21S1921. To pépog Tou o€t TTou agopd ato ETO (RUNX1T1), onuacuévo
Tpdoivo, amoteAeital amd évav IxvnOEtn 151kb TTou KOAUTITEl TO KEVTPOUEPIKS
THAMa Tou yovidiou Kal TNV ekaTépwBev autou TTeploxr, kal évav ixvneétn 194kb
TTOU KOAUTITEI TO TEAOUEPIKO THANA TOU YOVIBiou KaI TNV EKATEPWOEV auToU TTEPIOYN.

Mapexopeva UAIKA
IxvnOérng: 50 pl avd @iaAidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 eeTdoelg)
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O1 1xvnBéteg Trapéxovral Trpoavapepiyyévol o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg Benkn de€Tpdvn, <10% alatolxo dIGAUPA-KITPIKO VATPIO 20X
(SSC)) kai gival £ToIPOI TTPOG XPHON.

Avrixpwaon: 150 pl avda @iaAidio (15 egeTdoelg)
H avtixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-8iapidivo-2-
@aivulivdoAn) o Baoiopévo og YAUKEPOAN PECO OTEPEWONG).

MNpo&IBoTroINoEIg Kal TTIPOPUAASEIS

1. Tain vitro dlayvwaoTikA xpAon. Mévo yia epyacTtnpiakn eTayyeAUaTIKR Xprion.

2. Ta piypota Twv IXVNOETWY TTEPIEXOUV POopUapidio, TO OTToio gival TEPATOYOVO.
Mnv avarvéete avaBupidoelg Kal oTToQUYETE TNV €TTAPR PE To déppa.
ATTQITEITAI TTPOCEKTIKOG XEIPIOPAG. Na pOPATE YAVTIA KOI EPYOOTNPIAKA TTOBIA.

3. AmaiTeitar  TTPOOeKTIKOG  xelpiopdg Tou DAPL. Na @opdte ydvria kai
£PYQOTNPIaKA TTOdIA.

4.  Mnv 10 XPNOIPOTIOIEITAI EAV TO PIGAIDIO £€XOUV UTTOOTEI {nuId ) €AV N
AKEPAIOTNTA TOU TTEPIEXOMEVOU TWV PIAANIDIWY EXEI ETTNPEACTEI PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG aTOPPIYNG yia Tnv TIEPIOXH OOG O€
ouvdUaoud ME TIG OUOTAOEIG Tou AegATiou Jedopévwv ag@aAeiag yia va
KaBopioeTE TNV AC@AAr aTTOPPIYPN aUTOU TOU TTPOIGVTOG. AUTS IOXUEI ETTIONG
Y10 TO TTEPIEXOMEVO KIT EEETACEWY TTOU €XOUV UTTOOTET {NMIC.

6. H améppiyn 6Awv TwV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETAI CUN@QWVA HE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel JoAuouatik@ ammopAnTa. Kdabe
€PYOOTAPIO €ival UTTEUBUVO yia TOV XEIPIOWO TwV OTEPEWV Kal UYPWV
atmoBAATWY oUWV Pe TN GUON Kal Tov Babud eTTIKIVOUVOTNTAG TOUG, KaBwg
Kal yia Tnv emegepyaaia Kal TNV amoppipn Toug (f Tnv avdadeon Tng
eTMESEPYATiag Kal TNG OTMOPPIYAG TOUG O€ TPITOUG) OUUQWVA PE TUXOV
10XUOVTEG KAVOVIGHOUG.

7. O1 XeIPIOTEG TIPETTEI VA EXOUV TNV IKAVATNTA VO SIAKPIVOUV TO KOKKIVO, TO UTTAE
KalI TO TIPACIVO XPWHA.

8. H pn mpnon Tou TEPIypa@OPEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
evdéxeTal va  emnpedoel TNV amoedoon Kol va  odnynoel o€  Weudwg
BeTIKG/OPVNTIKG aTToTEAEoUATA.

9. O ixvnbétng dev Ba TIPETTEI va ApAIWVETAI i va avaplyvueTal ye GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBétn o010 OTAdIO TOU TTPWTOKOAAOU TIpIV aTTd TN
JETOUTTWON EVOEXETAI VA ETTNPEATEI TNV ATTOS0CN Kal va 0dnNyACEl 0 WPEUdWG
BeTIKG/OPVNTIKG aTroTEAEoUATA.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATT6 T XPAon.

12. O1 eowTepIKOi £AEYXOI TIPETTEI VA TTPAYMATOTTOIOUVTAI PE TN XPAON KUTTAPIKWY
TTANBUOUWYV TTOU BEV €XOUV ETTNPEACTEI 0€ OeiypaTa £EETOONG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / ZTov KaTawukTn: -25 °C éwg -15 °C

e 37°C: +37°C+1°C
e T72°C: +72°C+1°C
e 75°C: +75°C+1°C

e  Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATro0nKeuon Kal XEIPIOPOG
-15°C  To kit Ba TpéTrel va atrobnkeveTal o Bepuokpaacia atd -25 °C
Jf £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia AEng Tmou
-25°C avaypa@eTal 0TV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
avTixpwong TTPETTEI va aTToBnNKEUOVTAI € OKOTEIVO XWPO.

\ I/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 1o
~ [} - S1dAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUvTal
//— e OTO TTAQICI0 TNG PUGIOAOYIKAG XPAONG (Evag KUKAOG QVTIGTOIXET
AI aTnNV aaipecn Tou GIaAIBiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOToBETNON Tou O€ auTdv) - 5 KUKAoI yia To @IoAidIo 50 pl (5
egeTaoeIg) Tou 1XvnBETn FISH, 10 kUKAoI yia To @iaAidio 100 pl
(10 e€etdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOPEUYETAl
6tou gival Suvatév. PUAGCOETE TA CUOCTATIKA OTOV TTOPEXOMEVO TTEPIEKTN HE
TIpooTaagia amod 70 ws. Ta CUCSTATIKA TTOU XPNOIKOTIOIoUVTAI KAl atrofnkevovTal
UTT6 OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopiovTal GTNV ETTICAPAVAN PTTOPE]
va pnv €Xouv TNV avauevouevn atrdédoon Kal YTTOPEi va ETTNPEACOUV apvnTIKG Ta
amoteAéopata Tng avdAuong. Mpémel va kataBaAAeTal kGBe duvath TTpooTTabeI
woTe n ékBeon oe peTafaAAdueveg ouvlrkeg QwTIOPOU Kal Beppokpaciog va
TEPIOPICETAI OTO EAAXIOTO.

EgomrAiopu66 kal UAIKG TTou atraiTouvTal aAAd dev Trapéxovral

anTIEI va xpnoiyotroigital BaBpovopunuévog eEoTrAIoudG:
Oeppn TAGKa (Me oTepen TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaciog
£wg kal 80 °C)

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

3. Ydaréhoutpo pe didTagn akpiBoug eAéyxou Bepuokpaciog atoug 37 °C kal
atoug 72 °C

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookdtio @Bopicpol (avaTpégTe OTnNV  €vOTNTG  «ZUOTOON Yid TO
MIKPOOKOTTIO BOpIoHOU»)

6. MikpookdTio avtiBeong paoewy

7. KaBapd TAaoTIKE, KEpapIKA 1 BepuoavOekTIkd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (] TIEXAUETPIKEG TaIvieg uE duvaTdTnTa PETPNONG

Tipwv pH 6,5 — 8,0)
10. MepiékTng vypaoiag
11. ®akdg PIKPOOKOTTIOU PBOPICTHOU KATABUTIKOG O€ AGdI
12. ®uybkevTpog TTAYKOU Epyaciag

13. AVTIKEINEVOQOPOI PHIKPOOKOTTIOU
14. KoAutrTpideg 24 x 24 mm

15. Xpovouetpo

16. EmmwaoTtrpag 37 °C

17. Ko6AAa pe didAupa eAaaTikou
18. Miktng TePIdivnong

19. AiaBabuiouévor KUAIVOpoOI

20. MayvnTik6g avadeuTApag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG ESOTTAIOCNOG TTOU SEV TTAPEXETAI
1. KuttapoyeveTtikdg BaAapog Efpavong

AvTiIdpaoTiApia TTou atraiTouvTal aAAd Sev TTapéxovral
AidAupa alatouyou diaAUpaTog-kITpiKoU vaTtpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

Atioviopévo vepo

REGECNCENE S

ZUoTAON YIA TO HIKPOOKOTTIO pBOopITOoU

Xpnoiyotroieite  Adutra  udpapyupou 100 watt i 100dUvaun kal ETTTESOUG,
QATTOXPWHATIKOUG QVTIKEIEVIKOUG (PaKOUG KATAdUTIKOUG Ot AAGdI pe peyéBuvon
60/63x n 100x vyia BEéATIOTN aTmeikovion. Or  @Bopifouceg ouoieg TTou
XPNOIPOTTOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBoUuv Kal Ba eKTTEUYOUV OTa
akéAouBa prkn KUPAToG:

Mpdaoivn 495 521
Kékkivn 596 615

BeBaiwBeite 611 0TO MPIKPOOKOTTIO €X0ouv TOTTOBeTNOEi Ta KATAAANAQ  @iATpa
SIEyEPONG Kal EKTTOUTTAG, Ta OTToia KAAUTITOUV Ta WAKN KUPATOG TTOU ava@épovTal
Tapatdvw. Xpnoiyotoiote @iATpo SiéAeuong TpITTARG {wvng DAPI/mpdaoivou
@PACPATOG/KOKKIVOU pAopatog R @iATpo BiEAeuong dITTARG {wvng TTPACIVOU
PACHATOG/KOKKIVOU QATHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
Kal KOKKIVWV pBOPIJOVTWY OUTIWV.

EAéyETe TO PIKPOOKOTTIO PBOPICHOU TTPIV OTTO TN XPHAoN YIa va dlac@alioeTe OTI
Aeitoupyei  owoTd. XpnolpotroinoTte AAdI  eURATITIONG TTOU  €vOEiKvUTal VIO
HIKpooKoTTia @BOopIoPOU Kal €XEl OXEDIAOTEI yia XaunAd autéuato @BopIouo.
Amopuyete Tnv avauign Tou DAPI antifade pe Aad katdduong pikpookoTriou, dIOTI
KT TETOI0 Ba KaAUWEI Ta ofpata. TnpeiTe TIG CUCTATEIG TOU KOTAOKEUAaTH dgov
agopd tn didpkela (WG TNG AGUTTag Kal TNV NAIKIa Twv GIATPWV.

MposeTolpaoia delypdTwyv

To kit €xel oxedlooTel yla XPAON O€ KUTTAPIKG EVAIWPAPOTA QAIMATOAOYIKAG
TTpoéAeuong, poviyotroinuéva oe didAupa Carnoy (ueBavoAn/ogikd ogu 3:1) amod
aoBeveig pe empBeBaiwpévn A TOavoAoyoUuevn ogeia pueroyevr) Aeuxaipia (OAN),
Ta oTroia €XOUV TTPOETOINACTEI CUPPWVA MPE TIG KOTEUBUVTAPIEG 0dnyieg Tou
gpyaaoTnpiou i Tou 1I3pUPaTog. MpoeToiydaTe deiypaTa TTou €XOuV UTTOOTE ERpavon
UE 0Epa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA UE TIG  TUTTIKEG
KUTTapOYEVETIKEG dladikaoies. To eyxelpidio AGT Cytogenetics Laboratory Manual
TIEPIEXEI OUOTATEIG IO TN CUAAOYT, KOAAIEPYEIQ Kal peETa@opd SelydTwy, Kabwg
KQl YIO TNV TTPOETOIUATIA TWV AVTIKEIMEVOPOPWY TTAAKWVS.

MpogToipagia SiaAupdTwy

AiaAduara ai@avoAng

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

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

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

AidAupa 2xSSC

ApaioTe 1 pépog diaAUpaTtog 20xSSC pe 9 pépn aTTIOVICPEVOU VEPOU Kal AVAMIETE
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrepiTTwon. Amobnkeuote To diIdAupa yia €wg kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AidAupa 0,4xSSC

ApaiwoTe 1 pépog diaAipartog 20xSSC pe 49 pépn atmioviouévou vepoU Kal avapigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
Katé TrepimTwon. AtobnkeloTe TO diIdAupa yia €wg Kal 4 eBdopddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAuua Tween-20 0,05%

ApaiwoTe 1 pépog diaAuparog 20xSSC pe 9 pépn atmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avd 10 ml kar avapi€te kaAd. EAéyEte Tnv TipA pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd epimTwaon. AroBnkedoTe To diGAupa
yia €éwg Kal 4 €BOouadeg o€ BepUoKPaCia dwPATIOU OE AEPOTTEYT TIEPIEKTN.

MpwTtékoAAo FISH
(Znueiwaon: BeBaiwdeite 0TI N €kBeon Tou IXvNOETN Kal TNG aVTiXpWONG OTA QWTA
TOU EPYOOTNPIOU €ival TIAVTA TTEPIOPITHEVN).
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lpoeroiyacia avriKEINEVOPOpouU

1. TomoBetiote pia KnAida otmmd TO KUTTAPIKG Oeiyya o€ pia  yudAivn
QAVTIKEINEVOPOPO WIKPOOKOTTioU. AQAOTE Tn va oTeyvwoel. (MpoailpeTikd, edv
XPNOIYOTTOIEITAI KUTTAPOYEVETIKOG BAAapog §npavong: O BAAapog TTPETTEl
va Aerroupyei oe Beppokpacia Tepitrou 25 °C kai uypacia 50% yia 1n BEATIOTN
Muwn kuttapikoU deiypatog. Edv dev utrdpyel d1aBéCIUog KUTTOPOYEVETIKOG
B8dAapog ERpavang, xpnoIPOTIOINOTE évav aTTaywyd wG EVAANOKTIKA).

2. BuBioTe TNV avTikeiyevo@opo o€ didAupa 2xSSC yia 2 AeTTTa o€ Bepuokpaaia
dwuariou xwpig avakivnon.

3.  A¢udatwoTe ot dIaQopPETIKA TTooooTd aifavoAng (70%, 85% kai 100%),
d1ad0oxIkd, To kaBéva yia 2 AeTTTa o€ Beppokpaagia dwuaTiou.

4.  AQ@NAOTE TN VO OTEYVWOEL.

lpiv amé tn perouvoiwon

5.  Ag@aipéoTe Tov IXvNBETN a1 TOV KATAWUKTN KAl a@roTe Tov va Beppavbei o
Bepuokpacia dwuatiou. EKTEAEOTE GUVTOUN QUYOKEVTPION TTPIV ATTO TN XProN.

6. BeBaiwbeite 0TI TO dIGAUMQ IXVNOETN €xeEl avapixOei opoIOUop@a PE TN XPAon
TTTETAG.

7.  AgaipéoTte 10 pl 1xvnBETN yia KEOE e€ETAON Kal HETAQEPETE T O€ £vav CWARva
MIKPOQUYOKEVTPIONG. TOTToBeTACTE ypriyopa Tov UTTOAOITTO IXvNBETn OTOV
KatayuokTn.

8. TomoBeTAOTE TOV IXVNOETN KAl TNV AVTIKEINEVOPOPO BEIYPATOG O I Beppr
TTAGKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TpoBéppavaon.

9. TomoBetAoTe 10 pl piypgaTtog 1xvnBETN GTO KUTTAPIKG PiYHO KOI EQAPPOOTE Hia
KAAUTTTPIOO TTPOOEKTIKA. ZPpayioTe e KOAA pe SiIGAuPa EAAOTIKOU KAl apACTE
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MetouoiwoTe TO deiypa Kal Tov IXvnNOETN TauTOXpova Beppaivovrag Tnv
QAVTIKEINEVOPOPO O€ pia Beppn TTAdka aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1diouds
11. ToTOBETACTE TNV QAVTIKEIUEVOPOPO O€ Evav UYPO, GWTOOKIEPS TTEPIEKTN OF
Beppokpacia 37 °C (+/- 1 °C) yia yia oAdkAnpn vuxra.

TAUoeig perd Tov uBpISIOUS

12. Agaipéote To DAPI amé Tov Katawuktn Kal a@naTte To va BepuavBei ot
Beppokpacia dwuariou.

13. Ag@aipéaTe TNV KOAUTITPISA KOl OAa Ta UTTOAEiPATa KOAAQG TTPOOEKTIKA.

14. BuBioTe TNV avTikeiyevo@opo oe didAupa 0,4xSSC (pH 7,0) oe Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTTT@ XWPIG avakivnon.

15. AmooTpayyioTe TNV aVTIKEINEVOPOPO Kal BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 oe Bepuokpacia dwuariou (pH 7,0) yia 30 deutepdAeTTa XWpig
avakivnon.

16. AmooTpayyioTe TNV avTikeipevo@oépo kai TorrobetioTte 10 pl DAPI antifade o€
KGOe deiyua.

17. KaAOyTe TN Pe pia KOAUTTTPIdA, apaipéoTe TUXOV QUOOAIDES Kal TrepiyéveTe 10
AETITG péXpI va avaTrTuxBei To XpWwHa 0To OKOTADI.

18. MapatnpnaoTe o€ PIKPOOKATTIO PBOoPIcHOU (avaTpéETe OTnV evoTnTa ZUOTAON
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H Béppavon A wpiyavon TwV QVTIKEIUEVOPOPWY MTTOPEI VO HEIWOEI TOV
@BOPICUO TWV ONUATWV.

2. O1 ouvBnkeg UBPIBIOUOU UTTOPEI VO ETTNPEAOTOUV SUCHEVWG ATTé TN XPAon
avTIdpacTNPiwy TéPav EKEIVWY TTOU TTapEéXovTal fj OuoTAvovTal ammd Tn
Cytocell Ltd.

3. Xpnolyotroinote  éva  Babuovounuévo BePUOMPETPO  yio TR PETPNON
Beppokpaciwyv dIaAUPATWY, UBATOAOUTPWY KAl ETTWACTAPWY, KABWG o1 &v
Aoyw Bepuokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

4.  O1 OUYKEVTPWOEIG, oI TINEG pH Kal o1 Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBWG o1 oUVORKEG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €dIk d€opeucn Tou IXvnBETN Kal O OUVORKEG UTTEPBOAIKG UWNARG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAEGUA TNV OTTWAEIQ OAPATOG.

5.  HaTteAAg peTouoiwan YTTopei va €xel WG ATTOTEAETUA TNV ATTWAEIQ GAUATOG KAl
n uTTEPBOAIKA PETOUGTWAON PTTOPET ETTIONG VA £XEI WG ATTOTEAEOUA TN YN €18IKA
déopeuan.

6. O uTrepPBoAikOG UBPIBIONOG pTTOpEi va odnynoel o€ TPOCOeTa i pn
avauevOPEVa oruaTa.

7. O1xproTeg Ba TpETTel va BEATIOTOTTOIOUV TO TIPWTOKOAAO Yyia Ta deiydaTd Toug
TIPIV a1 TN XPAoN TNG £§€Taong yia diayvwaoTIKoUg oKoTToug.

8. TuxOv UTTOREATIOTEG OUVONAKEG UTTOPET va €XOUV WG OTTOTEAEGHA Un €IDIKN
Oé0oPEUDN, N OTTOIO PTTOPET VO TTAPEPPNVEUTET WG OAPA IXVNOETN.

Eppnveia Twv ammoTeAeouATWV

EKTiunon moiérnTag avrikeiuevopopwyv mAaKwv

H avTikeipevo@opog dev Ba TTPETTEl va avaAUeTal EGv:

e Ta onuata eival TOAU aoBevr) yia va TpaypaTtotroindei avdAuon oe
pegovwpuéva @iATpa. Ma va TTpoxwpnaoete Ye TNV avaAuon, Ta oruata Ba
TIPETTEI Va €ival QWTEIVA, BIaKPITE Kal EUKOAa agloAoyAoipa

e YTmdapxel peyGAog apiBudg  ouoTadOoTTOINUEVWV/OAANACETTIKAAUTITOPEVWV
KUTTAPWV TTou gUTTodidouv TNV avaAuan

e >50% Twv KUTTAPWV dev éxouv uBpidoTroinbei

e YTapxel Tepiooeia POOPICOVTWY CWHATIOIWY MPETAEU Twv KUTTAPWY A/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePPBoAég oTa onuarta. 1davikd, TO
uTTéBaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PAiVETAI OKOTEIVO i HaUPO Kal
kaBapod

e  Ta Opla Tou KUTTAPIKOU TTupriva dev gival dlakpitd Kail dev ival dBIkTa

KaresuBuvrrpieg odnyieg yia tnv avaAuon

o KdBe deiypa Ba TpéTrel va avaAUeTal Kal va eppnvedeTal atmd dUo avaAuTég.
Tuxév aoupewvieg Ba TPETTel va eTAUOVTAl PEOW EKTIUNONG aTo TPITO
avaAuTA

e KdBe avaAutrig Ba Trpétel va gival KATAAANAQ e€eIBIKEUPEVOG OUPNQWVA PE TA
avayvwpiopéva eBvIka TTpoTUTIa

e KdBe avalutrg Ba TrpéTrel va BabuoAoyei pepovwpéva 100 TTUPrVEG yia KGBe
oeiyya. O TIPWTOG avaAuTAG Ba TIPETTEl va §ekivd Tnv avaAuon amod Tnv
apIOTEPR TTAEUPA TNG AVTIKEINEVOPOPOU Kal 0 SEUTEPOG AVAAUTAG aTTd TN JegIA
TTAEUPA

e KdBe avaAutrg Ba TTPETTEl VO TEKUNPIWVEL TA OTTOTEAEGPATA TOU O€ XWPIOTA
EVTUTIO

e AvoAUete poévo  GBIKTOUG  TTUPAVEG Kol OXI  ETTIKAAUTITOPEVOUG N
OUOCOWPEUPEVOUG  TTUPRAVEG 1 TIUPAVEG  TIOU  KAAUTITOvTal — OTTO
KUTTAPOTTAQOUATIKG UTTOAEIMPATA 1) uWnAd eTTiTred0 autopBopiouol

o ATTOQEUYETE TTEPIOXEG UE TTEPITOEIN KUTTOPOTTAQOUATIKWY UTTOAEIMPATWY 1 Un
€101k UBPIBIoUO

e H évraon Twv onuATwy PTTOPEI va TTOIKIAAEL, OKOPO KOl OTNV TTEPITITWON EVOG
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VO XPNOIUOTIOIEITE Hova QIATpa ri/kal va
puBpiceTe TO €0TIOKG ETTITTEDO

e Xe UTTOBEATIOTEG OUVBNKEG, Ta OrjuaTa UTTopEi va @aivovTal didxuTta. Edv duo
oRApaTa Tou idI0U XPWHATOG BpiokovTal og TP PETALU TOUg, i N aTréoTaCN
HETAgU Toug dev gival ueyahlTtepn até dUo TTAGTN GAUATOG, i} CUVOEOVTAI HE
€va axvo vAua, YETPROTE TA WG €va ORA

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOpE va avaAuBei i 6x1, unv
TIPOXWPATETE OTNV AVAAUCH TOou

Mnv TTpoCuETPATE - OI
TTUPAVEG givar uTTEPBOAIKG
KOVTA 0 €vag aTov GAAov yia
TOV KaBopIouod opiwv

Mn rpooueTpdre
AAANAOKAAUTITOUEVOUG
TTUPrVEG - &ev gival oparn
oAOKANPN N éKTOON Kal Twv
800 TTuprvwy

MpooueTprioate wg dUo
KOKKIVa orjpaTa kal 800
Tpdoiva cAuaTa - éva amé Ta
SU0 KOKKIVa orjpata givai
didyuto

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdaoiva
ofuara - To dIGCTNUA OTO €va
KOKKIVO OAua gival PIKPOTEPO
atré Ta TAGTN U0 CoNUATWY

38
o
o
o

Avapevopeva atroteAéoparta
Avapevouevo @uUAIoAoyIKG TTPOTUTIO GNUATWY

Ze £va eualohoyIKO KUTTApO, avapévovTal SUo KOKKIVa Kal dUo TTpdaiva oiuata
(2K2Mpao).

AvauevouEVo Un QUAIOAOYIKO TTIPOTUTTO ONUATWY
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e éva KUTTOPO pe peTadBeon (8;21)(21.3;922.12), To avapevouevo TPOTUTIO
anuaTwy Ba givarl éva KOKKIVo, éva Trpdaivo kal dUo uBpidikd (1K1Mpao2Y).

MrtropoUv va TTpoKUWouV Kal GAAa TTPOTUTTIO ONUATWY O€ aVEUTTAOEID/UN
100ppoTTNuéva BeiyparTa.

FvwoTég oxeTikég aAAnAemdpdoeig / MapepBarAoueveg ouoieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIDPATEIG / TTapeUBAANOUEVEG OUTTEG.

M'vwoTh diaoTaupoUpevn avTIdpaoTIKOTNTA
Agv uTtdpyel yvwoTr dlacTaupoUuevn avTidpaaTIKOTNTA.

Ava@opd coBapwV CUNBAVTWYV

MNa oaoBeveig/xpnoTeg/tpita pépn otnv EupwTraik ‘Evwon Kol 0g XWPEG ME
TTAVOMOIOTUTTO  puUBUIOTIKG  kaBeoTwg (Kavoviopdg (EE) 2017/746 yia T1a
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XpNalpoTTolouvTal yia idyvwaon In vitro). Edv katd
TN XPAon autoU Tou TIPOIOVTOG 1 WG ATTOTEAEOHA TNG XPAONG TOU TTPOKANOEi
gofapd cupBdv, avapEPETE TO OTOV KOTAGKEUATTH KOl OTIG EBVIKEG ApUODIEG APXES.
lNa coBapd cupPBavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA GTOV KOTAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZTOIXEIO ETTIKOIVWViag KOTOOKEUOOTH yia Béuata
vigilance@ogt.com

Ma Tig €Bvikég apuddieg apxég otnv EE, umopeite va Bpeite Tov katdAoyo pe Ta
aToIxEia ETMKOIVWVIAG yia BépaTa eTTaypuTIVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts _en

eTTaypUTIVNONG:

EI181kd XapakTnpIoTIKA amrédoong

AvaAurikn ei6ikoérnTa

H avaAuTikr €1I81KOTNTA €ival TO TTOOOOTO TWV CNUATWY TTou UBPIdoTToIoUVTAl HOVO
oTn owaTh Béon kal o€ Kapia GAAN B€on. H avaAuTikr £181kOTNTA KaBopioTNKe HE
TNV avdAuon ouvolikd 400 Béoewv-oTOXwV. AvaAuBnkav 800 XPWHOCWHIKESG
Béoeig o€ KGO éva aTrd Ta 20 peTapaoikd KUTTapa ammd 5 deiyparta, divoviag 400
onueia dedopévwy. H avaAuTikh €18IKOTNTA UTTOAOYIOTNKE WG O apIBuog Twv
onudatwy FISH trou uBpidotroidnkav otn owaoTr 6€an SIaIPEUEVOG UE TOV CUVOAIKO
apiBud Twv uBpidoTroinuévwy onudtwy FISH.

H avaAuTikr) €1dIkATNTa KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onudtwy FISH peTa@acikwy XpwpoowudaTwy TTou uRPIdoTToIRenKav oTn owoTh
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidoTroinuévwy onudtwy FISH
METAQATIKWY XPWHOOWUATWY. To atroTéAeopa autd TTOAAATTAGCIGOTNKE pE To 100
Kal EKPPACTNKE WG TTOTOOTO HE SIACTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTtikn 1d1kéTnTa Tou AMLI/ETO (RUNX1/RUNX1T1)

Translocation, Dual Fusion Probe

AMLI’ 21022.1 200 200 100 98,12 - 100
Kékkivog

E,TO’ 8g21.3 200 200 100 98,12 - 100
Mpd&aoivog

AvaAurikn evaioénaoia

H avaAuTiki euaioBbnaia gival To TT0000TO TwV agIOAOYACINWY PECOPATIKWY
KUTTAPWV HE TO OVOPEVOUEVO TTIPOTUTTO QUCIOAOYIKWYV ONuaTwy. AvaAlBnkav kar’
eAdyioTov 200 pECO®AOIKA KUTTOPA yia KaBe éva amd 25 povigotroinuéva o€
SidAupa Carnoy KUTTOPIKG €VOIWPAMATA HUEAOU TwV OCTWV TTou BswpoulvTtav
KOPUOTUTTIKA @QUGIOAOYIKA. ZUVETTWG, BaBuoAoynBnkav kar eAdxiotov 5.000
TIUPAVEG YIa KABe €idog deiypartog. Ta dedopéva yia Tnv euaiobnoia avaAubnkav
Bdoel Tou TTOGOOTOU KUTTAPWY TToU €B€EIZaV QUOIOAOYIKO aVAUEVOUEVO TIPOTUTTO
ONUATWY Kal EKPPACTNKAV WG TTOT0OTO Pe SIAoTnHa ePTTiIoTooUvng 95%.

Mivakag 2. AvaAuTtikr evaioBnaia Tou AMLL/ETO (RUNX1/RUNX1T1)
Translocation, Dual Fusion Probe

4.965 5.000 99,3

99,02, 99,58

Xapakrtnpiouog Twv QUOIOAOYIKWYV TIWV AITOKOTTHS

H @ualoloyikn TIPr aTToKOTIAG, 0 Ox£0n e Toug IxvnBEéTeg FISH, eival To péyioto
TT0000TO  A&IOAOYACINWY PECOPACIKWY KUTTAPWY PE E€IDIKO PN QUCIOAOYIKO
TPOTUTTO  ONUATWY, OTO oOTroio éva  deiyda Bewpeital QUOIOAOYIKO yia TO
OUYKEKPIPEVO TTPOTUTTO ONPGTWV.

H @uaoioloyikn TIuA atrokoTrAg KaBopioTnke pE TN Xxpron SelyHATwy apvnTIKWVY YIa
TNV avadidragn TTou TTpoopileTal va avixvelel o 1IxvnBEéTng Kal Tn B avTioTpopn
ouvaptnon. Ma kd&Be Oeiypa, kataypdenkav Ta TPOTUTTG onudtwv 100
MECOQPAOIKWY TTUPAVWY atrd 800 avegdpTnToug avaAutég, pe oUlvoAo 200 avd
Seiypa.

H TIgf atmokoTTAG TTPoadIopioTNKE XPNOIYOTIoILVTAG TN B avdaTtpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAoyioTnke wg T0 TTOOOOTO PHECOPACIKWY KUTTAPWV
TToU €0€IEaV WeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO OPIO
€vOg povoTTAeupou dIa0TANATOG eUTTIoTOOUVNG 95% TNG SIWVUUIKAG KATAVOUAG
@uaioAoyIkoU deiydaTog acBevr).

Mivakag 3. XapakTnpioydg TwV QUAIOAOYIKWYV TIWYV aTTOKOTIAG Tou AML1/ETO

(RUNX1/RUNX1T1) Translocation, Dual Fusion Probe

1K1Mpdo2Y

Ta epyacTrpia TPETTEN va ETTIRERAIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG TA
Sk Toug dedopéva’e.

Avamapaywyiuornra
MpaypaTotrodnkav HeAETEG avaTTapaywyidéTNTAG Yia va kaBopioTolv Ta €§AG:
. AvatrapaywyigotnTa eviog nuépag oe 3 kévipa (amré deiyparta oe
deiypa)
. AvatrapaywyigotnTa ueTagl nuepwy o€ 3 kKEvipa (atd nuépa o€
nuépa)
. AvaTrapaywyluoTnTa HETAEU KEVTPWY 0t 3 KEVTPA (OTTO KEVTPO O€
KEVTPO)
. AvaTrapaywylgoTNTa HETAEU TTOPTIOWYV O€ éva KEVTPO (1T TTapTida o€
TTapTida)

H avamopaywylpotnta UTTOAOYIOTNKE OTTO Tpia avegdpTnTa EPYACTHpIA, Ta OTToia
egétaoav €¢ TupAotroinuéva Oeiypata (dUo apvnTikG yia Tnv avadiaragn, duo
Seiyyata XapnAig BeTIkOTNTAG, Ta oTToia ATAV 1 éwg 3 QOPEG TTAVW ATTO TNV TIUNA
QTTOKOTTAG, Kal dUo évrova BeTikd deiypaTta, Ta oTToia TreEpIEiXav TTEPITAOTEPO ATTO
45% «kOTTOpa BeTikG  yia TV avadidragn). H avéAuon  dievepyrBnke
XPNOIPOTIOIWVTOG dUO eTTavaAAWelg yia KABe deiyya katd Tn didpkeia TEVTE pun
SIABOXIKWVY NUEPWIV.

Kar Ta Tpia kévipa dievipynoav dokiuég OUYKPIONG €VTOG TNG NUEPAG, UETALU
NUEPWV Kal JETAGU KEVTPWY XPNOIUOTIOILVTAG TNV idla TTapTida IXvNBETN, evw €va
ammd Ta KEVTPa dlEVAPYNOE Kal OOKIMEG avaTIapaywyINOTNTOG METALU TTapPTidwV
XPNOILOTIOIWVTOG TPEIG DINPOPETIKEG TTAPTIOEG IXVNOETN.

H avatrapaywyipgétnTa UTTOAOYIOTNKE XPNOIUOTIOIVTAG TN CUH@WVIC HETAEY TwV
UETABANTWV TTOU £&eTdOTNKAV KATA TN SIGpKEIa KABE SOKIMAG.

Mivakag 4. Avatrapaywyiyétnra Tou AMLI/ETO (RUNXI/RUNXIT1)
Translocation, Dual Fusion Probe

Evrog Supgwvia 90% pe TNV apvnTIKn 100%
nuépag/ueTagu KaTnyopia
NUEPWV/UETAGU Zupewvia 95% pe TNV éviova BETIKA 100%
KEVTPWV KaTnyopia
Zupgwvia 90% pe TNV apvnTIKA 100%
MeTagu KaTnyopia
TapTidwv Zupewvia 95% pe TNV éviova BETIKNA 100%
KaTnyopia

KAvikiy arrédoon

MNa va diaceahioTei 611 To TTPoidv AML1/ETO (RUNX1/RUNX1T1) Translocation
Dual Fusion Probe avixveUel TIg TIpOBAETTOUEVEG avadIaTAgelg, N KAIVIKA atrédoon
TIPOCJIOPIOTNKE  HE  TTEVTE  PEAETEG  AVTITTIPOOWTTEUTIKWY  JEIYMETWY  TOU
TTPoBAETTOPEVOU TTANBUGHOU TOU TTPOIBVTOG: UTTOAEITTOUEVO UAIKO JOVIMOTTOINUEVO
oe pebavoAn/ogikd ogu 3:1. O1 peléteg eixav ouvduaoTikd péyeBog deiypatog
€¢akooiwv TpIGvTa Teoodpwv (634) delyydTwy, pe oUVOANIKE TpiGvta TrévTe (35)
BeTIKG Kal TrevTaKOOIa evevivTa evvid (599) apvnTika Seiypata og OAa Ta kévTpa. H
oupQwvia/aoup@wvia Twv OTTOTEAETUATWY dIATTIOTWONKE OTI TTANPOI Ta KPITAPIT
a1rodoXNG yIa TNV TTapoUca PEAETN.

Ta amoteAéopaTa Twv SOKIMWY QUTWY avaAlBnKav TTPOKEINEVOU VA UTTOAOYIOTEI N
KAIVIKA euaioBnaia, n KAIVIKA €181KOTNTA Kal TO TToo00TO Weudwg BeTikwv (FPR)
TIMWV YIa Ta BeTIKE OAPATA, XPNOIPOTIOIWVTAG HIa TTPOCEYYIOoN piag didoTaong.

Mivakag 5. Khivikr ammédoon Tou AMLI/ETO (RUNX1/RUNX1T1) Translocation
Dual Fusion Probe

KAIvIKR euaioBnaia (TrooooTé aAnBwg BETIKWY, 99,74%
TPR)*

KAvikr €181K6TNTa (TTOG0OTO ANBWG apvNTIKWY, 99,90%
TNR)*

MooooTd weudwg Betikwyv (FPR) = 1 — EISIKOTNTO® 0,10%

MepiAnyn ao@dAeiag kal KAIVIKAG atrédoong (SSP)

H trepiAnyn SSP Ba civai diaBéaiun oTo KoIve péow TG eupwTTaikig Baong
dedopévwy yia 10TpIkéG ouokeuég (Eudamed) 6trou ouvdéetal pe To Baciké UDI-
DlI.

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

Baoiké UDI-DI: 50558449LPH026JH

Edv n Bdon dedopévwv Eudamed dev gival TARpwG Asiroupyikn, n TepiAnyn SSP
Ba OdiatiBeTal O0TO KOIVO KATOTIV  aITpatog péow email otn  diedBuvon

SSP@ogt.com.
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Mp6o06eTeg TTANPOPOPIEG

MNa Tp6oBeTEG TTANPOPOPIES, ETTIKOIVWVAOTE PE TO TPAPA TEXVIKAG YTTOOTAPIENG
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com

BifAloypa@ikég avagopég
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