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Mpoopifépevn xpfion

To CytoCell® AML1/ETO (RUNX1/RUNX1T1) Translocation, Dual Fusion Probe
€ival pia TTOIOTIKA, Un auTopaToTroinuévn e&étaan @Bopifovtog in situ uBpidiouol
(FISH) 10U XpnOoIyoTIOIEiTAl VIO TNV QVIXVEUON XPWHOOWUIKWY avadiatdgewv
JETAgU TNG TTEPIOXNG 21922.1 Tou XpwuoowuaTog 21 Kail TnG TTepIoXng 89g21.3 Tou
XPpwHoowpaTog 8 og povipotroinuéva ae didAupa Carnoy (ueBavoAn/ogiké ogu 3:1)
KUTTAPIKG ~ EVAIWPAPOTA  QIMATOAOYIKAG  TTpoéAeuong atmd  acBeveig  pe
emBeRaiwpévn ) mOavoAloyouuevn ogeia puehoyevi Aeuxaipio (OMA).

Ev&eigeig xpiong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EEETACEIG OE AvAyVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povtidag, Omou n yvwon Tng Umapéng Tng uetdbeong AML1:ETO
(RUNX1::RUNX1T1) Ba ATav onuavTiKr yIa TNV KAIVIKF) QVTIMETWTTION.

Mepropiopoi

To Tpoidv auTod £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 TepIAapBAvel TG TTepIoxES Twv AML1T ki ETO (RUNX1
kal RUNX1T1). Znueia didotracng 1mou BpiokovTal EKTOG TNG £V AGyw TTEPIOXAG N
TrapaAAayég avadlatdéewy TTou TTepIEXovTal €& OAOKARPOU O€ QUTAV TNV TTEPIOXN
JTTOPEi va pnv gival avixvelaiya Pe auTté To TTPOoiov.

AuTé TO TIPOIGV BEV TTPOOPICETAl YIa: XProN WG HEPOVWUEVN dlayvwoTIKA e¢éTaan,
OUVOJEUTIKA BIayVWOTIKA €§€TOON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKO
€Aeyxo Baoel TANBucpoU, e¢€TaoN KOVTA OTOV a0BEVN i} auToegETaan.

To Tpoidv autd dev €xel TTIKUPWOEI yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla oKOTToUG TTéPaV auTWY TTou KaBopiovTal aTnV TTPoopIOuEVn XPran.
MpoopideTal yia XPAoON WG CUPTTANPWHO 0€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal dev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EVEPYEI pOVO BATEI TOU
amrotreAéoparog 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 DIaYVWOTIKEG TTANPOPOPIES.

To Tpoidv auTd TTPOOPIZETal POVO YIO EPYOOTNPIOKK ETTAYYEAUATIKR XPron.

H pn mpnon Tou TTpwTOKOAAOU €VOEXETAI va ETTNPEACEl TNV ATIOd00N Kal Vo
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBpPIdIoPSG (FISH) gival pia TEXVIKR TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ JETAQATIKG XPWHOTWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTroiei IxvnBéteg DNA
Tou uPBpidoTroiolvTal 0g OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPeUEl WG €va GNUAVTIKO CUUTTARPWUA OTNV KUTTOPOYEVETIKA
avaAuon pe G-Cwvwaon. AUTA n TeXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
OonNMAvTiKG €peuvnTIKG £PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KAl QINATOAOYIKWY
avaAloewy, KOBWG Kal XPWHOOWHIKWY aVOAUCEWV GUUTTAYWY Oykwv. Metd Tn
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eival diabéoiyo yia avadidragn
ae évav TTapopola HeETousIwPévo, eBopidovta anpacpévo 1xvneétn DNA, o otroiog
€xel oUNTTANPWHATIKA aAAnAouxia. MeTd Tov uBpIBIOUS, YiveTal aQaipecn Tou Un
deapeupévou Kal hn €1BIKG deapeupévou IxvnBETn DNA kai To DNA utroBdAAeTal o€

avTiXpwaon yia aTtreikovion. ZTn CUVEXEID, N MIKPOOKOTTa @Bopiopuol KabioTd
duvarTr TNV atreikovion Tou URPISOTToINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvnNBETn

To yovidio RUNX1 (RUNX family transcription factor 1) otnv mepioxr) 21q22.1
TTapouaiddel ouvingn pe 1o yovidio RUNX1T1 (RUNX1 partner transcriptional co-
repressor 1) otnv  katd Ensembl Tepioxi 8q921.3, oTn  peTdBeon
1(8;21)(921.3;922.1), n omroia atravTaTtal o cuxva o€ aoBeveig pe ogeia puehoyevin
Aeuxaipia (OMA) TUTTOU M2 gUP@wva pe TNV Tagivounon FAB (yaAlo-apepikavo-
BpetavikA Tagivéunon).

H OMA pe olvingn RUNX71:RUNX1T1 Tmou TpokUTITEl amd WETABEON
1(8;21)(921.3;922.1) atmoTeAei yia avayvwpiopévn VOGOAOYIKH ovIOTNTA GUUGWVA
ME TNV TAgIVOUNON TWV PUEAOYEVWV VEOTTAQOUATWY Kal TNG O&eiag Aeuxaipiag Tou
Maykoouiou Opyaviopou Yyeiag (MOY)'. H peraBeon maparnpeital oto 10%-22%
Twv aoBevyv ye OMA TUTTOU M2 KaTé FAB Kal 0T0 5%-10% TWV TTEPITITWOEWY
OMA ouvoAikd, Mo ouxvd ot TTaIdid Kal VEoug €VAMNKEG: Kal OTTOTEAEI KAAG
TTPoyVWoTIKG Seiktn®*5. To onueio didotraong t(8;21) KUpiwg ONUEILVETAI OTO
IVTPOVIO PETAEU TwV e§oviwy 5 Kal 6 auéowg TTPIV TNV TTEPIOYT trans-gvepyoTroinong
Kal N TpwTeivn oUvINgNG TToU TTPOKUTITEN TTEPIEXEI TNV TTEPIOXN TTPOadeang DNA tng
mpwreivng RUNX1 o€ auvTngn pe Tov petaypa@ikd mapayovia RUNX1T12,

Emmpdéobeta otnv apoifaia petdBeon t(8;21) Tou dnuioupyei TN olvTngn
RUNX1::RUNX1T1, £éxouv ava@epBei eTTiong TTapaAAay£ég TnG HETABeoNG. AUTEG Ol
TTapaAAayég TNG PETABEONG PTTOPEI va €ival KPUTITIKEG Kal gival €UKOAO va pnv
avixveuBouv atd Tn G-Jwvwon. QoTéoo, n péBodog FISH ptropei va utrodeikvuel
TNV TTAPOUTIia TETOIWY avadIaTAEEwV.

MpodiaypaPég 1XvnOeTWV
AML1, 21922.1, Kékkivog
ETO, 8921.3, MNMpdaoivog
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To pépog Tou o€t TToU apopd oto AML1 arroteAsital amd évav 1xvnBétn 156kb,
ONPOOHPEVO KOKKIVO, O OTTOi0G BPioKeTal KEVTPOUEPIKE Tou yovidiou AML1T (RUNXT)
Kal epIAapBavel 1o yovidio CLIC6, kai évav 1xvnBétn 169kb TTou KaAUTITEl uéPog
Tou yovidiou AML1 (RUNX1), cuptrepidappavopévwy Twy deiktwyv SHGC-87606
kal D21S1921. To pépog Tou o€t TTou agopd ato ETO (RUNX1T1), onuacpévo
Tpdoivo, atoteAeital amd évav IxvnOEtn 151kb 1Tou KOAUTITEI TO KEVTPOUEPIKO
TUAMO TOU yovidiou Kal TNV ekaTéPwOeV auTou Treploxn, kal évav Ixvne<tn 194kb
TTOU KOAUTITEI TO TEAOUEPIKO THAUA TOU YOVIBiou KaI TNV EKATEPWOEV auToU TTEPIOXN.

Mapexopeva UAIKA

Ixvn6Oérng: 50 pl avd @iaAidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 e&eTdoeig)

O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppIdiopol (<65%
@oppapidio, <20 mg BeiknA degTpavn, <10% alatouxo SIGAupa-KITPIKG VATPIO 20X
(SSC)) kai gival €ToIgol TTPOG XPron.

Avrixpwon: 150 pl avd @iaidio (15 e§eTdoeig)

DS546/CE-el v003.00/2025-09-09 (H004 v6 / HOO05 v5)
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H avrixpwon eivai DAPI Antifade ES (0,125 ug/ml DAPI (4,6-diapidivo-2-
@aIvUAIVOOAN) o€ Baaiopévo ae YAUKEPOAN pECO OTEPEWONG).

MNpoeidotroInoelg Kal TTPOPUAAGSEIS

1. Nain vitro diayvwoTikA Xprion. Movo yia epyacTnpiakr eTTayyEAMATIKR XpAon.

2. Ta hiyhaTta Twv IXVNOETWY TTEPIEXOUV QOPUANIdIO, TO OTIOIO Eival TEPATOYOVO.
Mnv avarmvéete avaBuuiGoelg Kal aTmmo@UYETE TNV €TTOQR UE TO JEpua.
ATTaITEITAI TIPOOEKTIKOG XEIPIONAG. Na @opdTe yAvTIa KAl EpyaoTnpIaKkn TTodId.

3.  ATTaiTeiTal  TTPOOEKTIKOG  XeIpIopog Tou DAPI. Na @opdte ydvria  Kai
£pyaoTnpIokn TodId.

4. Mnv 10 XpNOIKOTIOIEITOI EAV TO PIGAIDIO £€XOUV UTTOOTEI {nUIG ) €AV N
AKEPAIOTNTA TOU TTEPIEXOMEVOU TWV PIAANIDIWY EXEI ETTNPEACTE PE
OTT0IOVONTTOTE TPATTO.

5. Tnpeite TOug TOTIKOUG KAVOVIOUOUG OTTOPPIYNG yia TNV TIEPIOXH OAG O€
OUVOUOONO ME TIG OUOTAOEIS TOU AEeATiOU OEDOMEVWY AOPAAEIag yia va
KkaBopioeTe TNV AC0@AAr aTTOPPIYPn auToU TOU TTPOIGVTOG. AUTO IOXUEI ETTIONG
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU £XOUV UTTOOTEI {nUIdL.

6. H améppiyn SAwvV TWV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HOAUCHEVWV QVAAWGCIMWY UNIKWV TTPETTEI VA YIVETOI CUM@PWVA HE TIG TIOPAKATW
Sladikaoieg yia poAuopatikd f ev duvdpel YoAuopatikG ammopAnTa. Kdbe
€PYOQOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPO TwV OTEPEWV KAl UYPWV
atmmoBAATWY cUP@wva Pe TN eUON Kal Tov Badud emMKIVOUVOTNTAG TOUG, KaBWwg
Kal yia Tnv emegepyacia Kal TNV amoppipn Toug (f Tnv avdbeon Tng
€TTECEPYATiOG KAl TNG OTTOPPIYAG TOUG OE TPITOUG) OUMPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

7. O1 XeIpIOTEG TIPETTEI VA EXOUV TNV IKAVATNTA VA dIAKPIVOUV TO KOKKIVO, TO UTTAE
KalI TO TIPACIVO XPWHA.

8. H un mpnon tou TEPIYPAPOPEVOU TTPWTOKOAAOU Kal TWV avTIdpaoTnpiwv
evOEXETOl va  eTTNPedOel TNV ammodoon Kol va 0dNnyAoEl Ot WEUdWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

9. O Ixvnbétng dev Ba TIPETTEl va apalwWVETal i va avaplyvuetal Je GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn oTO OTAdIO TOU TIPWTOKOAAOU TIpIV OTTO TN
JETOUTTWGON EVOEXETAI VA ETTNPEATEI TNV ATTOS0CN Kal va 0dnNyACEl 0 WPeUdWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. 'OAa TO TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TIPIV OTTO TN XPARON.

12. O1 e0wTEPIKOI EAEYXOI TTPETTEI VO TTPAYUATOTTOIOUVTAI JE TN XPACN KUTTOPIKWYV
TIANBUO WYV TTOU BEV €XOUV ETTNPENCTEI O€ BelypaTa £§ETAONG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / Z1ov Katayuktn: -25 °C £éwg -15 °C

e 37°C: +37°C+1°C
e T72°C: +72°C+1°C
e T75°C: +75°C+1°C

e  Ogppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATtro0iKeuon Kal XEIPIOCPOG
-15°C  To kit Ba TTpéTrel va atrodnkeveTal o Bepuokpaacia atd -25 °C
J/ £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia AEng Tmou
-25°C avaypd@eTal TNV ETIKETA TOU KIT. Ta @IaAidia IxvnBeTWV Kal
avTixpwong TTPETTEI va aTToBnNKeUOVTAI € OKOTEIVO XWPO.

\ |/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES ka1 10
~Nag' SiGAupa uBpIdiopol Wugng/atrdéyugng TTou TTpayUaToTToIoUVTal
/7 . aTo TTACiCI0 TNG PUOIOAOYIKAG XPAONG (£vag KUKAOG avTIGTOIXET
AI aTnNV aaipecn Tou @IaAIBiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOu O€ auTdv) - 5 KUKAOI yia To @iaAidio 50 pl (5
egeTaoeIg) Tou 1XvnBEéTn FISH, 10 kUKAol yia To @iaAidio 100 pl
(10 egetdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon oTo pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOQEUYETAI
otou eival duvatdv. PUAGOOETE TA CUCTATIKE OTOV TIAPEXOHUEVO TIEPIEKTN HE
TTpoOTACia aTTd TO PWG. Ta CUCTATIKA TTOU XPNalJoTToloUvVTal Kal atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal GTNV €TMICAPAVON UTTOPET
va Pnv €X0ouV TNV avauevouevn atrddoon Kal YTTOPEi va ETTNPEACOUV ApvNTIKA Ta
amroteAéopata TnG avaAuong. Mpémel va kataBaAAeTal kGBe duvarh TTpooTTabeia
woTe n €ékBeon oe PeTABAAAOPEVEG OUVONKEG QWTIOMOU Kol Beppokpaadiag va
TEPIOPICETaI OTO EAGXIOTO.

EgomAiondg kai uAIKd TTou atraiTolvral aAAd dev TapéxovTal

Mpétel va xpnoiyotroigital BaBpovounuévog eEomrAIoudg:

1.  Ocgppni Adka (ue oTePEr TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaaciag
£wg kal 80 °C)

2. BaBuovounuéveg PIKPOTITTETEG PETABANTOU Gykou Kal pUyxn, atmd 1 pl éwg
200 pl

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

4. ZwAAqveg pikpopuyokévTpiong (0,5 ml)

5. Mikpookdtio @Bopiopyol (avatpééte oTnv €voTNTA  «XUOTACH Yid TO
MIKPOOKOTTIO BOpPIoHOU»)

6. MikpookdTmio avTiBeang acewv

7. KoaBapd TAaoTIKE, KEPapIKA 1 BepuoavOekTIkd yudAiva doxeia Coplin

8. AaBida

9. BaBuovopunuévo TreXAuETPO (1) TIEXAUETPIKEG TAIVIEG PE duvATATNTA PETPNONG
Tiywv pH 6,5 — 8,0)

10. MepiékTng uypaciag

11. Pakdg PIKPOOoKOTTiou POopIoHOU KATAdUTIKOG G€ AGdI

12. PuyoKevTpOG TTAYKOU Epyaaiag

13. AVTIKEINEVOPOPOI HIKPOTKOTTIOU

14. Kahuttpideg 24 x 24 mm

15. Xpovéuetpo

16. Emwaaotipag 37 °C

17. KOAAa pe didAupa eAacTikoU

18. Miktng tTepIdivnong

19. AilaBaBuiouévol KUAIVEpol
20. MayvnTikég avadeutApag
21. BaBuovounuévo Bepuduetpo

MpoaipeTIKOG ESOTTAIOCHOG TTOU SEV TTAPEXETAI
1.  KuttapoyeveTtikdg BdAapog EApavang

AvTISpaoTAPIA TTOU aTraITOoUVTAl AAAd Bev TrapéxovTal
AidAupa ahatoUyou diaAlpaTog-kITpikoU varpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

Y3poxAwpikd o&u 1M (HCI)

ATTioVIOpEVO VEPS

QAN

ZUoTaON YId TO HIKPOOKOTTIO pBopiooU

Xpnoiyotroieite  Adutra udpapyupou 100 watt i 100d0vaun kol eTTiTTESOUG,
ATTOXPWHATIKOUG OVTIKEIYEVIKOUG (QOKOUG KaTaduTIkoUG ae AGdI pe peyéBuvon
60/63x 1 100x yia BéAtiotn ameikévion. O @Bopifouceg ouoieg TToU
XpnoipoTroloUvTal g€ auTd TO OET IXVNOeTWY Ba dieyepBoUv Kal Ba eKTTEPYOUV GTa
ak6AouBa pAkn KUPATOG:

Mpdaivn 495 521
Kokkivn 596 615

BeBaiwBeite 0TI OTO WPIKPOOKOTTIO €XOUV TOTTOBETNOEl Ta KATAAANAQ  @iATpa
BIEyEPONG KAl EKTTOUTTAG, T OTTOia KAAUTITOUV TO UAKN KUPOTOG TTOU ava@épovTal
TTapaTdvw. Xpnaoigotroiate @iAtpo diEAeuong TPITTARG {wvng DAPI/mpdaoivou
@ACPATOG/KOKKIVOU @Aouatog A @iATpo OiéAeuong dITTARG dwvng TTpAaaivou
@ACUATOG/KOKKIVOU QATHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
KaI KOKKIVWYV (pBOPICOVTWY OUCIWV.

EAéyETe TO HIKPOOKOTTIO @BOpIoHOU TIpIv aTrd TN XPAon Yia va dlac@alioeTe OTI
Aeitoupyei  owoTd. Xpnolpotroinote AGdl  eUBATITIONG TTOU  €vOEikvuTal  YIa
HIKpooKoTTia @BOoPIoPOU Kal €XEl OXEDIAOTEI yia XaunAd autéuato @BopIouO.
Amo@uyeTe TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, dI6TI
KATI TETOI0 Ba KAAUWEI Ta OApaTa. TnPeiTe TIG CUCTACEIG TOU KATAOKEUAOTH 6aoV
apopa Tn didpkela (wAg TNG AGuTTag Kai TNV NAIKia Twv @iATpwv.

MposTolpacia delypdTwy

To kIt €xel OXeDIOOTEI yla XPAON OE KUTTAPIKG EVAIWPNAPOTA QAINATOAOYIKAG
TTpoéAeuong, povipotroinuéva oe didAupa Carnoy (ueBavoAn/ogikd ogu 3:1) amd
aoBeveig pe empBeBaiwpévn A MBavoAoyoUuevn ogeia puehoyevr Aeuxaipia (OAAN),
Ta oTroia €XOUV TTPOETOINACTEI CUPQWVA UE TIG KOTEUBUVTAPIEG 0dnyieg Tou
gpyaaTnpiou i Tou 1d8pUPaTog. MpoeToiudaTe deiypaTa TTou €XOUV UTTOOTEI {Rpavon
ME OEpa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OUPQWVA  HE TIG TUTTIKEG
KUTTOPOYEVETIKEG Bladikaaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG YyIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl YO TNV TTPOETOIUACIA TWV AVTIKEIJEVOPOPWY TTAAKWVS.

MpogToipacia diaAUpdaTWY

AiaAvuara ai@avoéAng

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

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 péPOg aTTIOVICPEVOU VEPOU

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

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avapigTe
KaAd. EAéyére Tnv TipR pH kai pubpiote o€ pH 7,0 xpnoipotroiwvtag NaOH A HCI,
Katé@ TrepiTTwon. AtobnkeloTe TO diIdAupa yia €wg Kal 4 eBdopddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiyoTe 1 uépog dlaAlpaTog 20xSSC pe 49 pépn aTmiovioPEVOU VEPOU KOl AVAMIETE
KaAd. EAéyére Tnv TipR pH kai pubpioTte o€ pH 7,0 xpnoipotroiwvtag NaOH A HCI,
KaTd TrepiTTwon. Amobnkeuote 1o diIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaioTe 1 pépog dilaAupaTog 20xSSC pe 9 pépn atmoviopévou vepou. MNpoobéoaTe
5 pl Tween-20 avda 10 ml kai avapigre kaAd. EAEygTe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoiyotroiwvtag NaOH A HCI, katd mepimtwon. AmoBnkedaoTe 1o didAupa
yia éwg Kail 4 BOouadeg e Beppokpacio SwHATIOU O AEPOTTEYN TTEPIEKTN.

NpwtékoAlo FISH
(Znpeiwon: BeBaiwBeite 6T n €kBean TOU IXVNOETN KaI TNG AVTiXPWONG OTA GWTA
TOU €pyaaTnpiou gival TTAvVTa TIEPIOPIOUEVN).

lMpocroiuyacia avrikeEIuEVopopou

1. Tomobetiote pia knNAida amé TO KUTTOPIKGO Otiyua o€ pia yudAivn
QVTIKEINEVOPOPO HIKPOOKOTTIOU. APROTE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIMOTTOIEITAI KUTTOPOYEVETIKOG BdAapog Efnpavong: O BAAapog TTpETTel
va Aeitoupyei o€ Beppokpaaia mepitrou 25 °C kal uypaoia 50% yia Tn BEATIOTN
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Muyn kuttapikoU deiypatog. Edv dev uttdipxel dIaBECINOG KUTTAPOYEVETIKOG
BdAapog gnpavong, XpPNOIMOTIOINGTE £vav aTTaywyod WG EVOAAAKTIKN).

2. BubioTe TV avtikeipevopdpo ae didAupa 2xSSC yia 2 AeTrtd o€ Beppokpaaia
dwpartiou Xwpig avakivnon.

3. A¢@udatwoTe ot dIaPOPETIKA TTooooTd aibavoAng (70%, 85% kai 100%),
d1ad0xIkd, To kaBéva yia 2 AeTTTa o€ Beppokpaagia dwuatiou.

4.  A@NOTE TN VO OTEYVWOEL.

IMpiv amé tn perouciwon

5.  A@aipéoTe Tov IXVNBETN aTré TOV KATAWUKTN KOl A@OTE TOV va Beppavbei o€
Beppokpacia dwuatiou. EkTeAé0TE CUVTOUN QUYOKEVTPION TTPIV ATTO TN XPRON.

6. BeBaiwBeite 6T To diGAUpa IXvnBETN €xel avapixBei opoiduopea Pe TN xpron
TTTETAG.

7. Agaipéoate 10 pl IxvnOETN yia KGBE €CETOON KAl HETAPEPETE Ta OE Evav CWAARva
HIKpo@UYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KOTOWUKTN.

8. TomoBeTACTE TOV IXVNOETN KaI TNV AVTIKEIUEVOPOPO OeiyHaTog o€ pia Bepun
TIAGKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTTd yia TTpoBEppavon.

9. TomoBetrioTe 10 pl piypaTog IXvNOETN OTO KUTTOPIKG HiyHa KOl EQAPUOOTE Hia
KOAUTITPIda TTPOOEKTIKA. Z@payioTe ue KOAQ pe didAupa eEAACTIKOU Kal a@rjoTe
TN Va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTe TO Oeiypa Kal Tov IXvnOETn Tautdxpova Bepuaivoviag Tnv
QAVTIKEIUEVOPOPO o€ pia Beppn TTAdka oToug 75 °C (+/- 1 °C) yia 2 AeTrTd.

YBpi1dioués
11. ToOTTOBETAOTE TNV QVTIKEIUEVOPOPO OE €vaV UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpacia 37 °C (+/- 1 °C) yia yia oAdkAnpn vuxra.

TMAUoeIg perd Tov uBpIdIoud

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

13. A@aipéoTe TNV KOAUTITPIdA Kal OAQ Ta UTTOAEIPATA KOAAQG TTPOCEKTIKG.

14. BubioTte Tnv avTikeinevopodpo ae didhupa 0,4xSSC (pH 7,0) og Beppokpaaia
72 °C (+/- 1 °C) yia 2 AeTTT@ XWPIG avakivnon.

15. AtrooTpayyioTe TNV avTIKEINEVOPOPO Kal BuBioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 oe Beppokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTITa XWPIG
avakivnon.

16. AtrooTpayyioTe Tnv avTikeiyevo@dpo Kai TomoBetioTe 10 pl DAPI antifade o€
KGOe deiypa.

17. KaAOyte Tn pe pia KAOAUTTTPIOA, a@aipéaTe TUXOV GUOAAidEG Kal TTepIpEveTe 10
AETITG péXPI va avaTrTuxBei To XpWwUa 0T OKOTADI.

18. MapartnprioTe o€ PIKPOokOTIO GOoPITPOU (avaTpégTe oTnv evoTnTa Z0OTAON
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoelg yia Tn diadikaoia

1. H ©épuavon f wpigavon Twv QVTIKEIMEVOPOPWY UTTOPE va UEIWOEI TOV
@B0OPIoUO TWV ONUATWV.

2. O1 ouvBrkeg UBPIBICPOU WTTOPEI VO ETTNPEACTOUV BUOUEVWG aTTO TN XPAON
avTidpacTnPiwy TEPAV EKEIVWV TTOU TTOPEXOVTAl | CUGTAvVOVTAl OTTO Tn
Cytocell Ltd.

3. Xpnolgotroinote  éva  Babuovounuévo BepuOPETPO  yio TR PETPNON
Bepuokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Beppokpaaieg gival Kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TTPOIOVTOG.

4. O1 OUYKEVTPWOEIG, ol TINEG pH Kal o Bepuokpaacieg TTAUONG gival ONUAVTIKEG,
KaBWG oI oUVOAKEG XaUNAARG auaTNPATNTAG PTTOPEI VO £XOUV WG ATTOTEAECUA
un €0k déopeguon Tou IxvnOETN Kal ol ouverkeg uTEPPBOAIKG UWNAAG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV ATTWAEIO OAPATOG.

5. HaTteAAg yeTouoiwan PTTOPET va €XEl WG ATTOTEAEGUA TNV OTTWAEIQ GAPATOG KAl
n uTteEPBOAIKA PETOUGTWAON UTTOPET £TTIONG Va £XEl WG aTTOTEAETUA TN YN €IDIKN
Séopeuan.

6. O utrepPoAiKOG uBpIdiIoudg pTTopei va odnynoel oe TPOOBETA R pn
QAVOAPEVOUEVA OHuaTa.

7. O1xproTeg Ba TpETTel va BeATIOTOTTOIOUV TO TTPWTOKOAAO Yia Ta deiydaTd Toug
TIpIV a1Té TN XPAON TNG €££TAONG Yia diayvwaTIkoUg oKoTroug.

8. Tuxov UTTOBEATIOTEG OUVONKEG PTTOPEI va £XOUV WG OTTOTEAEOHA Wn €IOIKM
O€0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAUA IXVNOETN.

Epunveia Twv armoteAeopdTwv

EKTipunon moIoTNTag aVIIKEINEVOPOPWY TTAAKWV

H avTikeipevo@opog dev Ba TTPETTEl va avaAUeTal EAv:

e Ta onuata eivalr TTOAU aoBevr) yia va Tpaypatorroindei avdAuon oe
pegovwpéva @iATpa. Ma va TTpoxwpnoete ye TNV av@Auon, Ta onuata Ba
TIPETTEI Va Eival QWTEIVA, DIAKPITE Kal EUKoAa agloAoyraipa

e Ymapxel HeyaAog aplOudg  ouaTadOTTOINUEVWV/OAANAOETTIKAAUTITOPEVWY
KUTTAPWV TToU UTTOdidouv TNV avaAuon

e >50% Twv KUTTApwWV dev £xouv uBpidoTroinBei

e Ymdapyel Tepiooeia @OOPICOVTWY owpaTIdiwy PETAEU Twv KUTTApwy r/Kal
@Bopifouca axAri Tou TIpokaAei TrapepBoAég oTa orpara. Idavikd, TO
uTTORABPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO R HaUPO Kal
kaBapd

e Ta 6pia Tou KUTTAPIKOU TTupfiva dev gival dlakpiTd Kail dev ival dBIkTa

KareuBuvrrpieg odnyieg yia tnv avaiAuvon

o Kdbe deiypa Ba mpéTrel va avaAUeTal Kal va epunvedeTal atrd dUo avaAuTég.
Tuxév aoupewvieg Ba TpéTrel va emAUovTal PéOw €KTiPNONG atmd TpiTo
avaAuTh

o KdBe avaAuTnig Ba TpéTTel va gival KATAANAG €§EIDIKEUPEVOG GUPPWYVA PE Ta
avayvwpiopéva eBvIka TTpéTUTIa

e KdaBe avaAutng Ba rpétrel va Baduoloyei pepovwpéva 100 TTuprveg yia kabe
deiyya. O TPWTOG avaAutAg Ba TPETel va §ekivd Tnv avdAuon atmd Tnv
apIOTEPR TTAEUPA TNG AVTIKEINEVOPOPOU Kal 0 SEUTEPOG AVAAUTAG aTTd Tn degId
TTAEUPA

e KdBe avaAutrg Ba TTPETTEl VO TEKUNPIWVEL TA OTTOTEAEGPOTA TOU O€ XWPIOTA
£vTuTia

e AvoAUete pbévo  GBIKTOUG  TTUPAVEG Kol OXI  ETTIKAAUTITOPEVOUG N
OUOOCWPEUPEVOUG  TTUPRAVEG 1 TTUPRAVEG  TTOU  KOAUTTTOVTAl — OTTO
KUTTAPOTTAQOUATIKG UTTOAEIMPATA 1 uWnAo eTTiTredo autopBopiouol

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

e H évraon Twv onuATwV PTTOPET va TTOIKIAAEL, OKOPO KOl OTNV TTEPITITWON EVOG
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWAOEIG, VA XPNOIUOTIOIEITE pova QiATpa fi/kal va
pUBICeTE TO €OTIAKO ETTITIESO

e e UTTOBEATIOTEG OUVBNKEG, Ta OrjuaTa UTTopEi va @aivovTal didxuTta. Edv duo
ofuara Tou idlou XpWHATOG BpiokovTal o€ £TTagr) HETAgU Toug, i n améoTacn
HETAgU Toug dev gival ueyahlTepn atd dUo TTAGTN OAPATOG, 1} CUVDEOVTAIl HE
£va axvo VAua, HETPROTE TA WG EVa O

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

Mnv TTpoopeTpdTe - o1
TTUPAVEG givar uTTEPBOAIKG
KOVTA 0 £vag oTov GAAOV yIa
TOV KaBopIouod opiwv

Mn TrpoopueTpdre
AAANAOKOAUTITOPEVOUG
TTUPRVEG - &gV gival oparn
oAOKANPN N €KTOCN KAl TWV
800 TTuprvwy

MpooueTprioarte wg dUo
KOKKIVa orjpaTta kai 800
Tpdoiva oApaTa - éva améd Ta
SU0 KOKKIVO orjpata givai
didyuTo

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdoiva
ofuara - To dIGCTNUA OTO €va
KOKKIVO OHua gival HIKPOTEPO
atré Ta TAGTN U0 CoNUATWY

Avapevopeva ammoTeAéopata
AvapevouEVO QUAIOAOYIKO TIPOTUTIO GNUATWY

Z¢ £va pualohoyiko KUTTapo, avapévovTal 800 kOkKIva Kal duo TTpdaiva oiuata
(2K2Mpdo).

AvauevouEVo Un QUAIOAOYIKO TTIPOTUTIO ONUATWY

e éva KUTTOpO pe peTdBeon t(8;21)(g21.3;922.12), TO QVAPEVOPEVO TTPOTUTIO
onpaTWY Ba gival éva KOKKIVO, éva TTpdoivo Kail 0o uBpidika (1K1Mpdo2Y).
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MrtropoUv va TTpoKUWouV Kal GAAQ TTPOTUTIO ONUATWY O€ aveUTTAOEIDR/UN
100ppoTINuéva BeiypaTa.

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

MvwoTn diaoTaupoUpevn avTIdpaoTIKOTNTA
Agv uTtdpyel yvwoTr dlacTaupoUuevn avTidpaaTIKOTNTA.

Ava@opd coBapwV CUNBAVTWYV

MNa oaoBeveig/xpnoTeg/Tpita pépn otnv EupwTraik ‘Evwon Kol 0g XWPEG ME
TTAVOMOIOTUTTO  puBUIOTIKG  kaBeoTwg (Kavoviopdg (EE) 2017/746 yia T1a
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XPNalpoTTolouvTal yia idyvwaon In vitro). Eav katd
TN XPAon autoU Tou TIPOIOVTOG 1 WG aATTOTEAEOPA TNG XPAONG TOU TTPOKANOE(
goBapd oupBdv, avaQEPETE TO OTOV KOTAGKEUATTH KOl OTIG EBVIKEG ApUODIEG APXEG.
MNa coBapd cupBavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA GTOV KOTAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZTOoIXEIO ETTIKOIVWViag KOTOOKEUOOTH yia Bépara £TTaypUTIVNONG:
vigilance@ogt.com

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

EI181kd XapakTnpIoTIKA atrédoong

AvaAurikn eiikoérnTa

H avaAuTikr €181KOTNTA €ival TO TTOOOOTO TWV CNUATWY TTou UBPIdOTToIoUVTAl HOVO
oTn owaoTh Béon kal o€ Kayia GAAn Béon. H avaAuTikh €1I8IKOTNTa KOBOPIoTNKE PE
TNV avdAuon ouvolikd 400 Béoewv-oTOXwV. AvaAuBnkav 800 XPWHOOWHIKESG
Béoeig o€ KGO éva atrd Ta 20 peTapaoika KUTTapa amo 5 deiyparta, divovrag 400
onueia dedopévwy. H avaAuTikh €18IKOTNTA UTTOAOYIOTNKE WG O apIBuog Twv
onudatwy FISH trou uBpidoTtroidnkav otn owaoTr 6éan SIaIPEUEVOG UE TOV CUVOAIKO
apiBud Twv uBpidoTToinuévwy onudtwy FISH.

H avaAuTikf €181k6TNTA KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O ApPIBPOG Twv
onudtwy FISH peTa@acikwy XpwpoowudaTwy TTou URPIdoTToINeNKav GTn owoTh
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidoTroinuévwy onudtwy FISH
METAPATIKWY XPWHOOWUATWY. To atroTéAeopa autd TTOAAATTAGCIGOTNKE pE To 100
Kal EKPPACTNKE WG TTOTOOTO HE SIACTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTtikn 1d1kéTnTa Tou AML1/ETO (RUNX1/RUNX1T1)

Translocation, Dual Fusion Probe

1K1Mpdo2Y

AMU’ 21922.1 200 200 100 98,12 - 100
Kékkivog

E,TO’ 8qg21.3 200 200 100 98,12 - 100
Mpd&aoivog

AvaAurikn evaioénoia

H avaAuTiki euaioBnaia gival To TTO00O0TO TwV agIOAOYACIWY HPECOPATIKWY
KUTTAPWV HE TO OVOPEVOUEVO TTIPOTUTTO QUCIOAOYIKWYV ONuaTwy. AvaoAlBnkav kar’
eAdyioTov 200 pECO®AOIKA KUTTOPA yia KaBe éva amd 25 povigotroinuéva o€
SidAupa Carnoy KUTTOPIKG €VOIWPAMATA HUEAOU TwV OOTWV TTou BewpolvTav
KOPUOTUTTIK&  @uoIoAoyIKd. ZuvemTrwg, BabuoAoyriBnkav kot eAdyiotov 5.000
TIUPAVEG YIa KABe €idog deiypartog. Ta dedopéva yia Tnv euaiobnoia avaAubnkav
Bdoel Tou TTOGOOTOU KUTTAPWY TToU €B€EIZAV PUOIOAOYIKO aVOAUEVOUEVO TIPOTUTTO
ONUATWY Kal EKPPACTNKAV WG TTOGOO0TS PE SIGoTnUa ePTTriIoToouvng 95%.

Nivakag 2. AvaAuTtiki euaioBnaia Tou AML1/ETO (RUNX1/RUNX1T1)
Translocation, Dual Fusion Probe

4.965 5.000 99,3

99,02, 99,58

XapakTnpiouog Twv QUOIOAOYIKWYV TIWV AITOKOTTHS

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

H @uaoioloyikA TIA atmrokoTAg KaBopioTnke PE TN Xpron SElyHATWY apvnTIKWVY YIa
TNV avadidragn TTou TrpoopileTal va avixvelel o 1xvnBéTng Kal Tn B avTioTpopn
ouvaptnon. Ma kd&Be Oeiypa, kataypdenkav Ta TPOTUTTG onudtwv 100
HECOPAOIKWY TTUPAVWY atrd SUo avegdpTnToug avaAutég, pe olvoAo 200 avd
Seiypa.

H Tipf aTmokoTTAG TTPoadiopioTnKE XPNOIUOTIOILVTAG TN B avdaTtpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAoOyioTNKE WG TO TTOOCOOTO PHECOPATIKWY KUTTAPWV
TToU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO OPIO0
€vOg pHovOTTAEUpou dIBGOTANATOG €UTTIOTOOUVNG 95% TNG SIWVUMIKAG KATAVOUAG
@uaioAoyIkoU deiydaTog acBevr).

Mivakag 3. XapakTnpioydg TwV QUAIOAOYIKWY TINWYV aTToKOoTTAG Tou AML1/ETO

(RUNX1/RUNX1T1) Translocation, Dual Fusion Probe

Ta epyacTrpia TPETTEN va ETTIRERAIIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG Ta
BIKA Toug dedopéva’ s,

Avamapaywyiuornra
MpaypaTotrodnkav HeAETEG avaTTapaywyidéTNTAG Yia va kaBopiaTolv Ta §AG:
. AvatrapaywyigotnTa eviog nuépag oe 3 kévipa (amrd deiyparta oe
deiypa)
. AvaTrapaywyluoTnTa PETAEU NUEPWVY O 3 KEVTPA (aTTO NUéEPa O€
npépa)
. AvaTrapaywyluoTNTa HETAEU KEVTPWY 0t 3 KEVTPA (OTTO KEVTPO O€
KEVTPO)
. AvaTrapaywylgoTnTa PETAEU TTOPTIOWYV O€ éva KEVTPO (1T TTapTida o€
TTapTida)

H avamoapaywylpdétnTa UTTOAOYIOTNKE OTTO Tpia avegdpTnTa EPYACTAPIA, Ta OTTOIx
egétaoav €¢ TupAotroinuéva Oeiypata (dUo apvnTikG yia Tnv avadidragn, duo
Seiyyata XapnAig BeTIkOTNTAG, Ta oTToia ATAV 1 WG 3 POPEG TTAVW ATTO TNV TIWUNA
QTTOKOTIAG, Kal dUo évrova BeTiKd deiypaTta, Ta OTToia TIEPIEXAV TIEPICCOTEPO ATIO
45% «OT1TOpO  BeTik@  yia TV avadiatagn). H avdAuon  dievepynonke
XPNOIMOTIOIWVTOG dUO €TTAVOAAWEIG Yia KGO deiypa KaTd Tn JIdpKeEIa TIEVTE N
SIABOXIKWVY NUEPWIV.

Kar Ta Tpia kévipa dievipynoav dokiuég OUYKPIONG €VTOG TNG NUEPAG, UETAEU
NUEPWV Kal JETAGU KEVTPWVY XPNOIUOTIOILVTAG TNV idla TTapTida 1IXVNBETN, evw €va
atmd Ta KEVTpa dlEVAPYNOE Kal OOKIMEG avaTIapaywyIuoTNTOG METALU TTapTidwV
XPNOIMOTIOIWVTOG TPEIG DINPOPETIKEG TTAPTIOES IXVNOETN.

H avatrapaywyipgétnTa UTTOAOYIOTNKE XPNOIUOTIOILVTAG TN CUHOWVIC HETAEU TwV
HeTABANTWYV TTOU €€ETAOTNKAV KATG TN SIGPKEIa KAOE SOKIPAG.

Mivakag 4. Avarrapaywyiyétnta tou AML1/ETO (RUNX1/RUNX1T1)
Translocation, Dual Fusion Probe

Evtég Zupgwvia 90% pe TNV apvNnTIKNA 100%
nUéPag/eTagy KaTtnyopia
NUEPWV/UETAED Zupgwvia 95% pe TV éviova BeTIKA 100%
KEVTPWV KaTnyopia
Zupgwvia 90% pe TNV apvNnTIKNA 100%
MeTagu KaTtnyopia
TTapTIdWwv Zupgwvia 95% pe TV éviova BeTIKA 100%
KaTnyopia

KAvikiy arrédoon

MNa va diaceahioTei 611 T0 TPoidv AML1/ETO (RUNX1/RUNX1T1) Translocation
Dual Fusion Probe avixveUel Tig TIpoBAeTTOMEVEG avadIaTaelg, n KAIVIKA atrédoon
TIPOCJIOPIOTNKE  HE  TTEVTE  PEAETEG  QVTITTIPOOWTTEUTIKWY  JEIYMETWY  TOU
TTPoBAETTOPEVOU TTANBUGHOU TOU TTPOIBVTOG: UTTOAEITTOUEVO UAIKO JOVIJOTTOINUEVO
oe pebavoAn/ogikd ofu 3:1. O1 peléteg eixav ouvduaoTikd péyeBog deiypatog
€¢aKooiwv TpIGvTa Teoodpwyv (634) delyudTwy, pe oUuVOANIKE TpiGvta TrévTe (35)
BeTIKG Kal TrevTaKOoIa evevivTa evvid (599) apvnTika Seiypata oe OAa Ta kévipa. H
oupQwvia/acup@wvia Twv oTTOTEAETUATWY dIATTIOTWONKE OTI TTANPOI Ta KPITAPIa
atrodoxnG yIa TNV TTapoUaa PEAETN.

Ta amoteAéopaTa Twv SOKIMWY aUTWY avaAUBnKav TTPOKEINEVOU VA UTTOAOYIOTEI N
KAIVIKA) euaioBnaia, n KAIVIKA €181KOTNTA Kal To TToo00TO Weudwg BeTikwv (FPR)
TIMWV YIO Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HIa TTPOCEyyion iag dIdoTaong.

Mivakag 5. Khivikr ammédoon Tou AML1/ETO (RUNX1/RUNX1T1) Translocation
Dual Fusion Probe

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

KAIvIkR €181k6TNTa (TTO000TO aAnBwg apvnTIKWY, 99,90%
TNR)*

MooooT6 weudwg Betikwyv (FPR) = 1 — EidIkéTTO* 0,10%

NepiAnyn ao@dAeiag kai KAIVIKAg arédoong (SSP)

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

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

Baoik6 UDI-DI: 50558449LPH026JH

Edv n Bdaon dedopévwv Eudamed dev eival TARpwg Asiroupyikr, n epiAnyn SSP
Ba OdiatiBeTal O0TO KOIVO KATOTIV  aITpatog péow email otn  diedBuvon

SSP@ogt.com.

Np6oBeTeg TTANPOPOpPIES
MNa mp6oBeTeg TTANPOPOPIEG, ETMKOIVWVACTE e TO TuApa Texvikng YTTooTAPIENG
Tng CytoCell.
DS546/CE-el v003.00/2025-09-09 (H004 v6 / HOO05 v5)
2ehida 4 a1t6 5


mailto:vigilance@ogt.com
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en
https://ec.europa.eu/tools/eudamed
mailto:SSP@ogt.com

TnA.: +44 (0)1223 294048
Email: techsupport@cytocell.com
loTéToTrog: www.ogt.com

BifAloypa@ikég avagopég

1

ook wN

~

Swerdlow, et al. (eds.) WHO Classification of Tumours of Haematopoietic and
Lymphoid Tissue, Lyon, France, 4th edition, IARC,2017

Reikvam H, et al. J Biomed Biotechnol. 2011; 2011:104631.

Grimwade, et al. Blood. 2001;98(5):1312-1320.

Harrison, et al. Journal of Clinical Oncology. 2010;28(16):2674-2681.
Grimwade, et al. Blood. 2010;116(3):354-365.

Arsham, MS., Barch, MJ. and Lawce HJ. (eds.) (2017) The AGT Cytogenetics
Laboratory Manual. New Jersey: John Wiley & Sons Inc.

Mascarello JT, Hirsch B, Kearney HM, et al. Section E9 of the American
College of Medical Genetics technical standards and guidelines: fluorescence
in situ hybridization. Genet Med. 2011;13(7):667-675.

Wiktor AE, Dyke DLV, Stupca PJ, Ketterling RP, Thorland EC, Shearer BM,
Fink SR, Stockero KJ, Majorowicz JR, Dewald GW. Preclinical validation of
fluorescence in situ hybridization assays for clinical practice. Genetics in
Medicine. 2006;8(1):16—-23.

Fwoaodpio cupBoAwv

EN ISO 15223-1:2021 - «latpoTeXxvoAoyikd TpoiovTa - ZouBoAa
TTOU XPNOIPOTTOIOUVTAI UE TIG TTANPOPOPIEG TTOU TTapEXOVTal
aTrd TOV KATAOKEUAOTH - Mépog 1: MevIKEG ATTAITAOEIGH
(© Aigbvig Opyaviouég Tutrotroinong)

ZopBoAo TitAog Ap18poi avagopdg

el: KaraokeuaoTrg 5.1.1

el: E¢ouaiodotnuévog
AVTITTIPOOWTTOG OTNV

DGEL

Eupwrtraikn 5.1.2
Koivétnta/Eupwraikn
‘Evwon
el: Hyepopnvia AAgng 5.1.4
LOT el: ApIBUGG TrapTidag 515
el: ApiBuog
KaTaAdyou 516

L ) \\‘l/_
AV

el: Na diatnpeital
Jakpid atéd 1o nAiokd 5.3.2
Pwg

el: Opio

. 5.3.7
Bepuokpaaciag

el: ZupBouleuTeiTe TIg

POUNEY 54.3
odnyieg xpriong

el: ZupBouleureite TIg
NAEKTPOVIKEG 0BNYieg 5.4.3
xpfiong

e

ogt.com/IFU

el: Mpoaooxn 5.4.4

el: larpotexvoAoyikd
TIPOI6GV TTOU
XPNOIYOTTOIEITAl YIa
didyvwan In vitro

5.5.1

el: Mepiéxel eTTapkn
TTO0OTNTA Yia <n> 5.5.5
e€eTAOEIG

el: ATTOKAEIOTIKN
TauToTIOINGON
1aTPOTEXVOAOYIKOU
TTPOIOVTOC

5.7.10

|| >

20pBoAa EDMA yia avridpaoTtipia kai oToixeia IVD,
avaBewpnon OkTwRpiog 2009

ZopBoAo TitAog Ap1Bpoi avagopdg
CONT el: I'Ispls)('(’)psvo n AA
TIEPIEXEI)

ArTAwpaTa EUPECITEXVIOG KAl EUTTOPIKA CAMATA
H ovopaaia CytoCell gival ofua katateBév Tng Cytocell Limited.

Cytocell Limited

Oxford Gene Technology
418 Cambridge Science Park
Milton Road

CAMBRIDGE

CB4 0PZ

HNQMENO BAZIAEIO

TnA.: +44 (0)1223 294048
Email: probes@cytocell.com
loTéToTrOG: Www.ogt.com

Sysmex Europe SE
Deelboge 19 D
22297 Hamburg
FEPMANIA

| EC [ReP|

|0T6TO1TO§Z WWW.sysmex-europe.com

loTopiko ekd6oewv Odnyiwv xpRong (IFU)

V001.00 2023-01-11: Néeg Odnyieg xpriong (IFU) yia Kavoviopd (EE) 2017/746
V002 2025-08-29: Agaipean Tou orjpatog UKCA

V003 2025-09-09: Evnuépwan Tng dielBuvon 1o £§ouaiodoTnuév eKTTpoowT EE.
A@aipea 10 apiBuol TnAgopoiotutria OGT.

DS546/CE-el v003.00/2025-09-09 (H004 v6 / HOO05 v5)
2ehida 5 ammd 5


mailto:techsupport@cytocell.com
http://www.ogt.com/
mailto:probes@cytocell.com
http://www.ogt.com/
http://www.sysmex-europe.com/

