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Mepropiopoi

To poidv auTd £xel OXeDIOOTEI yIa va avixveUel avadiaTagelg ue onueia didotraong
oTNV TTEPIOXT| TTOU KOAUTITETAI OTTO TOUG KOKKIVOUG Kl TIPAOIVOUG KAWVOUG O€ QUTO
TO O€T IXVNOETWY, N oTroia TrepIAaPBAavel TIG Treploxég Twv TEL (ETV6) kai AML1
(RUNX1). Znueia didomracng mou Bpiokovtal €kTOG TNG €v AGyw TTEPIOXAG N
TapaAAayég avadiaTdgewy TTou TrepIEXovTal £§ OAOKAAPOU O€ auTh TNV TTEPIOXN
JTTOpEi Va unv gival avixveloiya pe autd 1o TTPoidv.

H e€§étaon Oev TpoopifeTal yia: XPAON WG MPEPOVWHEVOG  dlayVWOTIKOG,
TIPOYEVVNTIKOG €AEYXOG, TTPOCUUTITWHATIKG éAeyxo Bdoel TTAnBuopou, egétaon
kovtd oTtov acBevr) i autoegétaon. To TPoidv autd TrpoopideTal puévo yia
€TTAYYEAMATIKA Xprion evidg Tou epyaaTnpiou. OAa Ta atroTeAéguaTa TTPETTEI VO
gpunvelovTal ammé KatdAAnAa e€eidikeupévo TTPOCWTTIKG AapBavopévwy uttoywn
GAWV OXETIKWV OTTOTEAETPATWY EGETATEWV.

To Tpoidv auTd Bev éxel ETKUPWOET yia xprion og TUTTOUG delyPATWY ) TUTTOUG
acBevellv TTEpav ekeivwy TTou KaBopifovTtal aTnv TTPOBAETTOPEVN XPrON.

Kard tnv avagopd kai epunveia Twv amoteAeopdtwy FISH, Ba mpétrel va TnpolvTal
TO ETTAYYEAPATIKG TTPOTUTTA TTPOKTIKAG Kal va AapBdavovTtal utrdwn AAAEG KAIVIKEG
KO IaYVWOTIKEG TTANPOPOPIEG. AUTO TO KIT TTPOOPIZETAI VIO XPAON WG CUMTTARpwHa
o€ GANEG DIayVWOTIKEG EPYOOTNPIOKEG EGETAOEIG Kal dev Ba TTPETTEN va EEKIVAEI Kapia
BepaTreuTiki evépyeia pévo Baoel Tou atoteAéaparog FISH.

H pn mpnon Ttou TTPWTOKOANOU EVOEXETAI VO €TTNPEACEl TNV OTTGd00N Kal va
odnyAoel o€ Peudwg BeTIKG/apvnTIKG atroTeAéopaTa.

AUTO TO KIT Jev £Xel EMKUPWOEI yia GAAoUG oKoTTOUG TTépav TnG KaBopiopévng
TPOBAETIOpEVNG XPiONG.

MpoBAeropevn xpnon

To CytoCell TEL/AML1 (ETV6/RUNX1) Translocation, Dual Fusion Probe givai pia
TIOIOTIKN), PN auTopaToTroinuévn, e§étaon @BopifovTog in situ uBpidiopol (FISH)
TIOU XPNOIMOTIOIEITAI YIO TNV AViIXVEUGT XPWHOCWUIKWY avadlatdgewy petagu tng
meploxng 12p13.2 Tou Xpwpoowpartog 12 kar Tng Teploxng 21922.1 Tou
XpwpoowpaTtog 21 ge povigotroinuéva o€ didAupa Carnoy (ueBavoin/ofiké ogu
3:1) KuTTOPIKG evaiwprpaTta  aigatoAoyikig TTpoéAeuong omd acBeveig pe
emBeBaiwpévn 1) mOavoAoyouuevn ogeia AeppoBAaoTikr) Aeuxaipia (OAN).

Evdeigeig

To Tpoidv autdv eival OXEDIAOUEVO WG CUUTTANPWHATIKG 0& AAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG EEETAOEIG OE avayvwPIOPEVA HOVOTTATIO SIdyvwong Kal KAIVIKAG
@povTidag, 6TTou N yvwaon Tng Utrapgng Tng petdbeong TEL-AML1 (ETV6-RUNXT)
Ba ATav onuavTikr yia TNV KAIVIKF QVTIETWTTION.

ApxEg Tng e§éTaong

O @Bopicwv in situ uBpidiouds (FISH) gival pia TeEXVIKA TTOU ETTITPETTEI TNV AviXveUon
aAAnAouxiwwv DNA o€ HETAPATIKE XPWHUOOWHATA ) O€ HETOPATIKOUG TTUPAVEG aTTd
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H TEXVIKR auTr) XpNOIUOTTOIET IXVNOETEG
DNA 110U UBpIdOTTOIOUVTAI OE OAGKANPO XPWHOOWHATA ) HEHOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XPNOIPEUEl WG £va ONUAVTIKO CUUTTANPWHA OTNV KUTTOPOYEVETIKA
av@hluon pe G-Cwvwon. AuTr n TeEXVIKA UTTOPE TTAEOV va €QOPHPOOTEI WG Eva
onuavTIKG €PeUVNTIKO €PYaAEio OTa TTAQICIA TTPOYEVVNTIKWY Kal OIUATOAOYIKWY
avaAloEwY, KOBWG Kal XPWHOOWHIKWY OVAAUCEWY CUPTIOYWY Oykwv. MeTd Tn
poviyotroinan kai Tn petouaiwon, 1o DNA-0Téx0g €ival diaBéoipo yia avadidragn
o€ évav TTapoyola JETOUTIWPEVO, @BopifovTa onuaapévo ixvneétn DNA, o otroiog

€xel oupTTAnpwatiky aAAnAouxia. Metd Tov uBpidioud, yivetTalr a@aipeon Tou un
deapeupévou Kal pn e1dIkd deapeupévou 1xvnBéTn DNA kai To DNA utroBdaAAeTal o€
aVTiXpWOon yia aTreikovIon. ZTn CUVEXEIA, N MHIKPOOKOTTa @BopiouoU KabIioTd
duvaTh TNV ATTEIKOVIoN Tou URPISOTToINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

H KUTTapOYEVETIKA KPUTITIKY WETABeon t(12;21)(p13;922) petagy Tou ETVE (ets
variant 6) atnv Tepioxr) 12p13 kai Tou RUNX1, (RUNX family transcription factor
1) otV TrepIox 21922, TTPOKAAE] TO XIMAIPIKG yovidio ouvingng ETVE-RUNX1'.

Ta yovidia ETV6 kai RUNX1 kwdikoTrololv petaypa@ikolg Trapdayovteg. To ETV6
£x€l KATODEIKTE OTI ATTAITEITAI YIO ETTITEUEN CWOTAG METAYPAPAG KATA TN dIGPKEIa
NG QIPOTTOINONG EVTOS Tou pugAoU Twv ootwv2., H mpwreivn ETVE-RUNX1
petaTpétel To RUNX1 o€ yeTaypa@ikd KATAOTOAED KOl TIPOKAAET UTTEPEKPPATT TOU
utrtodoxéa TG  epuBpotrointivng  (EPOR) kol evepyotroinon  Katd@vrn
onuarodétnong JAK-STAT'.

O1 B Aep@oPAacTikég Acuxaiyieg/Aepowpata pe petabéoelg t(12;21)(p13;922)
atroTeEAOUV IO AVOYVWPIOPEVN VOOOAOYIKA ovTéTNTa GUUGWVA UE TNV Tagivounaon
TWV HUEAOYEVWV VEOTTAQOHATWY Kal TNG o&eiag Acuxaiyiag Tou [Maykéouiou
OpyaviopoU Yyeiag (MOY). Eivar n o ouxv utmoopdda maidikig B-OAA
QVTITTPOOWTTEUOVTAG TIEPITTOU TO 25% Twv TEPIMTOOEWVS. KaBWwg n petddeon
1(12;21)(p13;922) eival KUTTAPOYEVETIKA KPUTITIKA, n pEBodog FISH eival éva
ONUAvTIKG SIayVWOTIKG £pYAAEio yia auTrv Tn Asuxaipia®.

H B-OAA pe ETV6-RUNX1 Bewpeital 611 €x€1 euvoikr ékBaon pe TTOOOOTA iaong
peyahUTtepa Tou 90%3. ‘Exouv avagpepBei OWIPEG UTTOTPOTTEG, OI OTTOIEG £XOUV
atodoBei 0TV TTapouadia avOEKTIKWY TTPOAEUXAIPIKWY KAWVWY TTou £TTé¢NCav TNG
XnueloBepareiag®®.

To ETV6 éxel emiong katadeixTei 0TI BpiokeTal o EAAEIYn o€ opiopéva TTaIdId e
OAA, pe ammwAeia eTepoluywTiag (LOH) oto xpwupdowpa 12p12-13. O1 eNAeiyelg
QUTEG ATTAVTWVTAI OUXVA TTapoucia peTadioswv ETVE-RUNX1S.

MNpodiaypagég 1xvnleTwv
TEL (ETV6), 12p13.2, Kékkivog
AML1 (RUNXT1), 21g22.1, Mpdaaoivog
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To peiypa 1xvnOetwyv TEL, ol otoiol €ival onUacuévol KOKKIVOL, TTEPIEXEI Evav
1IXVNBETN TToU KaAUTTITE pia Tepiox 197kb oTo TeAopepikd dkpo Tou TEL (ETV6) kai
évav deUTepO 1XvNOETN TToU ekTeiveTal 170kb oe kevtpopepikn kaTelBuvon Tépa
atré 1o yovidio TEL (ETV6). To o€t ixvnBetwov AML1 (RUNX1) atroteAeital amré duo
IXvnOéTeg onuaopévoug Tpdoivous. O évag avixvelel pia Treploxy 156kb
KEVTPOUEPIKA Tou yovidiou AML1 (RUNX1) kai kaAUTITEl TO yovidio CLIC6. O dAAog
IXvNBEéTNG KaAUTITEl pia Treploxr) 169kb Ttou yowvidiou AML1 (RUNX1) Trou
TrepidapBavel Toug deikteg SHGC-87606 ka1 D21S1921.

Mapexoueva UAIKA

IxvnOérng: 50 pl avd @iahidio (5 egetaoelg), 100 pl avd @iaAidio (10 egeTdoelg)

O1 1xvnBETeg TTapéxovTal TTpoavayepiypévol og didAupa uppIdiIcuol (popuapidio,
Benkny de€Tpdvn, alatouxo didAupa-kITpIKG vaTtpio (SSC)) kai gival £ToIMOI TTPOG
xenon.
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Avrixpwaon: 150 pl avda @iaAidio (15 egeTdoeig)
H avrixpwon eivar DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-8iauidivo-2-
@aIVUAIVOOAN)).

Mpo€idoTroIRoElg Kal TIPOPUAGEEIg

1. Ta in vitro 81ayvwaoTIK Xpron. ATTOKAEIOTIKG IO ETTAYYEAUATIKF XPrAon.

2. Na @opdre yavTia Katd Tov Xeipiouo 1xvnbetwv DNA kai avtixpwong DAPI.

3.  Ta piypata Twv IXVNOETWY TTEPIEXOUV POPUANIdIO, TO OTToIO Eival TEPATOYOVO.
Mnv avarmvéete avaBupidoeig Kal atTo@UyeTe TNV €TTa@h e To déppa. Na
@opATe yavTia, EpyacTnpiokr] TodId, Kal O XEIPIOPAG va YivETal OE atraywyo.
MeTd TNV améppiwn, EeTTAUVETE pe peydAo Gyko vepou.

4. To DAPI eival duvnTik@ KapKIivoyovo. ATTAITEITOI TTPOCEKTIKOG XEIPIONOG. Na
@opdTe yavTia Kal epyacTnpiakr] Todid. Metd tTnv amméppiyn, EeTTAUvETE PE
uEYAAO Oyko vepoU.

5.  AmoppitrTete 6Aa Ta eTMIKivOUVA UNIKG CUPQWVA PE TIG KATEUBUVTHPIEG 0dNYiEg
Tou 1I3pUPATOG OaG yia TNV aTTéPPIYN ETTIKIVOUVWY aTTOBAATWV.

6. O1 XeIpIOTEG TIPETTEN VO €XOUV TNV IKAVOTNTA VO SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kal To TTPAaIvo Xpwua.

7. H un mpnon Tou TEPIYPAPOPEVOU TTPWTOKOAAOU KAl TWV avTIBPACTNPIWV
evOEXETal va eTNpPedoouv TNV amédoon Kal va 0dnyfoouv Of WEUdWG
BeTIkG/apvnTIKA aTroTeAéopaTa.

8. O IxvnBéTng Oev Ba TTPETTEI va APAIWVETAI i VO avaplyvoeTal pe dGAAoug
IXVNOETEG.

9. H pn xpAon 10l 1xvnBétn oto oTddio Tou TPWTOKOAAOU TIpIV AT Tn
HETOUCTWON EVOEXETAI VA ETTNPEACEI TNV ATTOSOON Kal va 0dnNyAOEl 0 YPEUBWG
BeTIkG/apvnTIKA aTroTeAéopaTa.

Atrofikeuon Kal XEIPICPOG
To kit Ba TTpéTrel va atroBnkeleTal o Bepuokpaacia amé -25 °C
-15°C  éwg kal -15 °C o€ kaTayUKTN péxpl TNV NUEPopnvia ARgng TTou
/ﬂf avaypda@eTal oTNV ETIKETA TOU KIT. Ta @IOADIa IXVvNOETWVY Kal
-25°C avTiXpwong TTPETTEN v aTTOBNKEUOVTAI O€ OKOTEIVO XWPO.

O 1xvnBETNGg Trapauével oTabepdg KA 6An Tn didpkela Twv

KUKAWV Yigng/amméyugng Trou TTpayuaToTTolodvTal oTo TTAQIGIO

\\ll/ NG @QuUOIoAOYIKAG XPAONG (évag KUKAOG avTIOTOIXEl OTNV

/.\ a@aipeon Tou IXvnBETN atmmd Tov KATawUKTN Kal TNV €K VEOU

/ | \ TOTTOBETNON TOU O€ auTOV) Kal ival GuTooTABEPOG Yia Ewg Kal

A 48 wpeg PETA TNV £€KBECT TOU OE TUVONKEG OUVEXOUG PWTIOHOU.

. Mpémer va kataBaAAeTal kGBe duvaTt TTPOCTIAOEIN WOTE N

¢kOeon ot peTOBOAOPEVEG  OUVONKEG  QWTIOPOU  Kal
Bepuokpaciag va TepIopideTal GTo EAGXIOTO.

EgotmrAIopog Kal UAIKG TTou atraitouvTal aAAd dev TrapéxovTal

Mpétel va xpnoiyoTroigital BaBuovounuévog eE0TTAITHOG:

1.  Ogppn TAdka (ue oTeper TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaciag
£€wg ka1 80 °C)

2. BaBuovounuéveg piIkpoTriTéTeg peTaBANTOU dykou kai puyxn, amd 1 pl éwg
200 pl

3. Ydaréhoutpo pe didragn akpifoug eAéyxou Beppokpaciog atoug 37 °C kal
oToug 72 °C

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookdtio @Bopiopol  (avatpééte otnv evéTnTa  «X0OTACN yid TO
HIKPOGKOTTIO PBOPITHOU»)

6. MikpookdTmio avTiBeaong pacewv

7. KaBapd mAaoTikd, kepapikd i BeppoavOekTikd yudAiva doxeia Coplin

8. AaBida

9. BaBuovopnpévo TreXAUETPO (1) TTEXAUETPIKEG TaIViEG JE duvaTATNTA PETPNONG
TIpwv pH 6,5 — 8,0)

10. MepiékTng uypaaoiag

11. Pakdg PIKPOOKOTTIOU PBOPICHOU KATABUTIKOG O€ AGdI

12. PuyodkevTpog TTAYKOU Epyaaiag

13. AVTIKEINEVOQOPOI PIKPOTKOTTIOU

14. KaAutrTpideg 24 x 24 mm

15. Xpovoéuerpo

16. Emmwaotipag 37 °C

17. KéAAa pe didAupa eAacTikou

18. Miktng trepIdivnong

19. AilaBaBuiouévol KUAIVOpOI

20. MayvnTikég avadeuthpag

21. BaBpovounuévo BepudueTpo

MpoaipeTIkOG £SOTTAICNOG TTOU BeV TrapEXETOI
1.  KuttapoyeveTtikdg BdAapog Ehpavong

AvTISpaoTAPIA TTOU aTTaITOUVTAl aAAd Sev TTapéxovTal
AidAupa aAatouyou diaAlpaTog-kITpikoU varpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

ATTiovIOpéVO veEPS

oSN~

20oTAON YIA TO HIKPOOKOTTIO pBopIoHOU

Xpnoiyotroieite  Adutra udpapydpou 100 watt A 100d0vaun kai emiTedoug,
ATTOXPWHATIKOUG QVTIKEIPEVIKOUG QPAKOUG KATAdUTIKOUG ot AAdI pe peyéBuvon
60/63x 1 100x yia BéAtiotn ameikévion. O1  @Bopifouceg ouaieg TTOU
XPNo1poTroloUvTal O AUTO TO O€T IXVNOETWY Ba dieyepBolv Kal Ba eKTTEPYoOUV OTa
ak6AouBa pAkn KUPATog:

Mpdaivo 495 521
Kékkivo 596 615

BeBaiwBeite 611 0TO PIKPOOKOTTIO €xouv TOTroBeTnOei Ta KATAAANAQ  @iATpa
SIEYEPONG KAl EKTTOPTIAG, TA OTTOIO KAAUTITOUV TG PFKN KUPATOG TTOU ava@EépovTal
Tapatdvw. Xpnoigotoiate @iATpo diEAeuong TPITTARG (wvng DAPI/Tpdaivou
@aopaTog/kOKKivou @Aaopatog 1 @iATpo diéAeuong BITTARG duwvng TTpdaivou
@AoPATOG/KOKKIVOU @ACHATOG Yia BEATIOTN TAUTOXPOVN OTTEIKOVION TWV TTPACIVWY
KOl KOKKIVWY @BOPIZOVTWY OUTIWV.

EAéyETe TO pIKpPOOKOTTIO @BOpIoPOU TTPIv aTTd TN XPHAoN Yia va dlacpaiioeTe OTI
Aeitoupyei  owaoTd. Xpnoipotroinote AGdl  €UBATITIONG TTOU  €vOEiKVUTaI  YIa
JikpookoTTia @BopIoHoU Kal €xel oXedIAOTEl yia XaunAd autdéuato @BopIouo.
ATrouyeTe TNV avapign Tou DAPI antifade pe Addi katdduong pikpookoTriou, dIOTI
KTl T€To10 Ba KaAUWEI Ta orpaTa. TnPACTE TIG CUCTAOEIG TOU KATOOKEUOOTH 6T0oV
agopd Tn didpkeia wng TNG AGUTTag Kail TNV NAIKia Twv QIATpWV.

MpogTolpacia delypdTwy

To KIT €xel OXEDIOOTEI yla XPAON OE KUTTAPIKG EVAIWPNAPOTA AINATOAOYIKAG
TpoéAeuong, povigotroinuéva oe didhupa Carnoy (peBavoAn/ogiké ogu 3:1) TTou
£€XOUV TTPOETOINACTEI CUPPWVA PE TIG KATEUBUVTAPIEG 0dnyieg TOU EpyacTnpiou n
Tou 13pUpaTog. MpoeToiydoTe Seiyparta TTou €Xouv UTTOOTE §Apavon pe aépa o€
QAVTIKEINEVOPOPOUG  PIKPOOKOTTIOU OUU@PWVA ME TIG TUTTIKEG KUTTAPOYEVETIKES
diadikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Tepiéxel
OUOTAOEIG yia Tn GUANOYR, KAAANIEPYEID Kal HETAQOPA BEIYUATWY, KABWG Kal yia TV
TIPOETOINOGIA TWV AVTIKEIMEVOPOPWY TIAAKWVE.

MpogToipacia SiIaAUPATWY

AiaAvpara ai@avoéAng

ApaioTte aiBavoin 100% pe atmoviopévo vepd pe Baon Tig akdAouBeg avahoyieg
KOl QVOMIETE KaAQ.

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 pépog aTTioviopévou vepou

e AIBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog atmoviguévou vepou
AmoBnkevoTe Ta dlaAUpata yia £wg kal 6 priveg oe Beppokpacia dwpuatiou o€
AEPOOTEYN TTEPIEKTN.

AigAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn aTTiovIoPEVOU vEPOU Kal aVapigTe
KaA&. EAEyETe Tnv TipA pH kai puBpioTte og pH 7,0 xpnoiyomoiwvtag NaOH 1 HCI,
KOTG TEPITTTWON. AToOnkeloTe TO OIGAUMA yia €wg Kai 4 €BOoudadeg o€
BepuoKpacia dwUaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAupa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC e 49 pépn atmioviouévou vepoU Kal avapigTe
KaAd. EAéyETe Tnv TipA pH kai puBpioTte og pH 7,0 xpnoiyomoiwvtag NaOH  HCI,
KaTd TepiTTwon. AmobnkeloTte To OIGAupa yia éwg kal 4 eBdouadeg o€
BepuoKpacia dwUaTiou 0 AEPOTTEY TTEPIEKTN.

2xSSC, AidAuvua Tween-20 0,05%

ApaiwoTe 1 pépog diahuparog 20xSSC pe 9 pépn atmmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avd 10 ml kar avapi€te kaAd. EAEyETe Tnv TipA pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvTtag NaOH A HCI, katd mepimTwan. ATmobnkelaoTe To didAupa
yia £éwg Kal 4 €BOouadeg o BepUokpacia dwUATIOU OE AEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znueiwon: BeBaiwBeite 0TI N €kBeon Tou IXvVNOETN Kal TNG AVTiIXPWONG OTA PWTA
TOU gpyaaTnpiou €ival TTAvTa TTEPIOPIOUEVN).

lpoeroipacia avriKEINEVOPOpoU

1. TomoBetiote M KNAIda ammd TO KUTTAPIKO Ogiyya o€ pia yudAivn
QVTIKEIUEVOPOPO HIKPOOKOTTiOU. APraTe TN va oTeyvwael. (MpoaipeTikd, dv
XPNOIUOTIOIEITE KUTTAPOYEVETIKO BAAapo §Apavong: n TommoBETnon Tou
OelypaTOG OTIG QVTIKEINEVOPOPOUG Ba TPETTEl va yiveTal PE Tn Xprion
KUTTOPOYEVETIKOU Bahdpou &npavang. O BdAapog TpETel va Aeitoupyei o€
Bepuokpaaia epitrou 25 °C kal uypacia 50% yia Tn BEATIOTN AWn KUTTAPIKOU
deiypatog. Edv dev utrdpxel d1aB€oiIpog KUTTapoyeVETIKOG BaAapog §Rpavong,
XPNOIPOTIOINOTE €vav atmaywyd wg VAAAAKTIKA).

2. BubioTe TNV avTikeipevo@odpo ae didAupa 2xSSC yia 2 AeTiTd o€ Bepuokpacia
dwpaTtiou Xwpig avakivnorn.

3. A¢@udatwaoTe ot dIAaPopPeTIKG TToooaTd aiBavoAng (70%, 85% kai 100%),
B10d0XIKd, TO KaBéva yia 2 AeTITd o€ Beppokpaagia dwuaTiou.

4.  A@NOTE TN VO OTEYVWOEL.

IMpiv amé tn perouciwon
A@aipéaTe TOV IXVNOETN aTTd TOV KATAWUKTN Kal apAoTe Tov va BepuavOei ot
Bepuokpacia dwpatiou. EkTeAéTTE GUVTOUN QUYOKEVTPION TTPIV OTTO TN XPAON.

6. BeaiwBeite 6T TO diGAUpa 1XVNOETN €xel avapixBei opoiduoppa Pe TN Xpron
TTTETOG.

7. Agaipéate 10 pl 1xvnOETN yia KGBE EETAON KAl HETAPEPETE TA O€ Evav OWARvVa
HIKpOQUYOKEVTPIONG. TOTTOBETATTE ypryopa §ava Tov UTTOAOITTO IXVNBETN aTOV
KOTaWUKTN.

8. TomoBetAaTE TOV IXVNOETN KQI TNV QVTIKEINEVOPOPO OeiyuaTog o€ pia Bepun
TTAGKa pe Beppokpaacia 37 °C (+/- 1 °C) yia 5 AeTTd yia TTpoBépuavon.

9. TomoBetrioTe 10 pl piypaTog IXxvnOETN OTO KUTTAPIKG Piypa Kal epappdoTe pia
KOAUTITPIda TTPOCEKTIKA. ZPpayioTe pe KOAAA pe didAupa eEAAOTIKOU Kal a@rioTe
TN Va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTouoiwoTe TO Oeiypa Kkal Tov IXvnBETN TauTdxpova Beppaivoviag Tnv
QVTIKEIUEVOPOPO O€ pia Beppn TTAGKa oToug 75 °C (+/- 1 °C) yia 2 AeTiTd.
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YBpidiouég
11. ToTTOBETAOTE TNV QVTIKEIUEVOPOPO OE €VAV UYPO, QWTOOKIEPS TTEPIEKTN OF
Beppokpaaia 37 °C (+/- 1 °C) yia pia oAdkAnpn vuxTa.

IMAUoeIg perd Tov uBpPISIONO

12. Agaipéote T0 DAPI amé Tov KatawUKTn Kal agioTe To va BepuavBei o€
Bepuokpacia dwuariou.

13. Ag@aipéoTe TNV KAAUTITPIdA Kal OAQ Tat UTTOAEIMPATO KOANOG TTPOOEKTIKA.

14. BubioTte Tnv avTikeinevoodpo ae didhupa 0,4xSSC (pH 7,0) oe Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTrT@ XWwpig avakivnon.

15. AmooTpayyioTe TNV avTIkeINEVOPOpo Kai BubioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwyatiou (pH 7,0) yia 30 deutepdAeTITA XWPIG
avakivnon.

16. AmooTpayyioTe Tnv avTikeiyevo@opo kal ToroBetioTe 10 pl DAPI antifade o€
KGOe deiypa.

17. KaAOWTe T pE pia KOAUTITPIOA, a@aipéoTe TUXOV QUOOAIDES Kal TTepIYéveTe 10
AETITA pEXPI VA QvaTITUXOET TO XPWHA OTO OKOTADI.

18. MaparnpeioTte o€ HIKPOOKOTTIO POOPITUOU. (AvaTpéETe GTNV EvVOTNTA ZUOTACT
YiO TO HIKPOOKOTTIO BOopIoHOU.)

ZTO0EPOTNTA £TOIMWV AVTIKEIMEVOPOPWYV TTAAKWV
O1 £TOIMEG QVTIKEINEVOPOPOI PTTOpOoUV va avaAuBouv £€wg Kal 1 prva petéd €av
aT1ToBnKeUTOUV G€ OKOTEIVO XWPO O€ Bepuokpacia dwuariou A XaunAdTepn.

ZuoTdoelg yia Tn Siadikacia

1. H Bépuavon i wpigavon Twv QVTIKEINEVOPOPWY UTTOPEI VO UEIWOEI TOV
®BoPIoUS TWV ONUATWYV

2.  O1 ouvbrikeg uBpPISICPOU PTTOPEi va €TTNPEACTOUV SUOUEVWG OTTO TN XPRoN
avTIdPACTNPIWY TIEPAV EKEIVWV TIOU TTOPEXOVTAl | GUOTAvVOVTAl aTd Tn
Cytocell Ltd

3. Xpnoigotroiote  éva  Babuovounuévo  BeppdpETPO  yia TN pETPNON
BepuoKpacIWV JIOAUPATWY, UBATOAOUTPWY Kal ETTWACTAPWY, KABWG oI &v
Aoyw Beppokpaaieg eival Kpioiung onuaciag yia tn BEATIOTN ammddoon Tou
TIPOIGVTOG.

4. O1 ouykevTpwazeig, ol TIPEG pH kal o Beppokpaaieg TTAUONG €ival ONUAVTIKEG,
Kabwg ol oUVONAKEG XaUNARG auoTNPOTNTAG MTTOPET Va £XOUV WG OTTOTEAETHA
un €8Ik d€éopeucn Tou IXvnBETN evwd o ouverkeg UTTEPBOAIKA uWnAng
auoTNPEOTNTAG PTTOPEI Va £XOUV WG OTTOTEAETHA TNV EAAEIYPN OAPATOG

5. H areAig pyeTouciwon PTTOPET va €XEl WG OTTOTEAEOUA TNV OTTWAEIQ OAPATOG
Kal N uTTeEPPBOAIKA PETOUCTWON WTTOPEI ETTIONG va £XEI WG ATTOTEAEGHA TN N
€10IKA déopeuon

6. O umepBoAikdg uPBpidiopdg ptropei va odnyrnoel oe TPOOBETA R pn
avapevopeva ofpata

7. O1xpnoTeg Ba TIPETTel va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta SEiYPATG TOUG
TIPIV aTTd TN XPAON TNG £6£TAONG YIa SIayVWOTIKOUG OKOTTOUG

8. Tuxdv uTTOBEATIOTEG OUVONRKEG WPTTOPEI va €XOUV WG ATTOTEAECUA [N €18IKA
OEOTpEUAN, N OTTOIO PTTOPET VO TTAPEPUNVEUTEI WG GAUA IXVNBETN

Epunveia Twv amroteAeopATWY

EKTinon moiotTnTag avriKeIuEVo@Popwy mMAaKWYV

H avTikeinevoopog dev Ba TTpETTel va avaAUeTal Gv:

e Ta onuata eivalr TOAU aoBevr) yia va Tpaypartotroin®ei avaAuon o€
uepovwpéva @iATpa. MNa va TTpoxwpnoeTe pe TNV avdAuon, Ta ofuata Ba
TIPETTEI VA €ival QWTEIVE, DIAKPITA Kal EUKOAA agloAoynaipa

e Ymapxel MeYGAog apIBudg  ouaTadOTTOINPEVWV/AAANAOETTIKAAUTITOUEVWV
KUTTAPWYV TTou ePTTodifouv TNV avaAuaon

e >50% Twv KUTTEpwV dev £xouv uBpidoTroinBei

e Ymapxel Tepiocoeia @OOPICOVIWY CWHATISIWY HETAgU Twv KUTTApwv r/Kal
@Bopiouca ayAfi TTou TTpokaAei TapepBoAég oTa onpara. Idavikg, To
UTTORAOPO TWV AVTIKEINEVOPOPWY Ba TTPETTEI VO QaivETAI OKOTEIVO R HaUPO Kal
Kabapd

e Ta dpia Tou KUTTaPIKOU TTuprva dev eival SIaKPITA Kal dev gival GBIKTA

Kareubuvrrpieg odnyieg yia tnv avdAuon

e KdaBe deiypa Ba mpétel va avaAleTal Kal va epunveleTal atmd 800 avaAuTég.
Tux6v acupguwvieg Ba TTpETel va emmAUOVTOl PEOW €KTiUNONg amd TpiTo
avaAuTh

e KdBe avalutnig Ba mpétrel va gival KATAAANAa eEEIBIKEUPEVOG TUPPWVA PE TO
avayvwpliopéva €0vika TTpoTuTIa

e KdBe avaAutig Ba pétrel va Babuoloyei pepovwpéva 100 TTuprveg yia kaBe
oeiypa. O mpwrog avaAutrig Ba TpéTel va gekivd tTnv avdAuon ammod Tnv
apIOTEPR TTAEUPA TNG AVTIKEINEVOPOPOU KAl 0 SEUTEPOG AVAAUTAG aTrd Tn de€Id
TTAEUPA

e Kd&Be avaoAuTrig Ba TTPETTEN VO TEKUNPIWVEI TA OTTOTEAEOPATE TOU OE XWPIOTA
£viuTa

e AvoAlete povo  ABIKTOuG  TTUPAVEG  Kal  OXI  ETTIKAAUTITOPEVOUG 1)
OUOOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TIOU  KAAUTITOvVTOl  OTTo
KUTTAPOTTAQOUOTIKG UTTOAEiPPaTa 1 uwnAd eTritredo autopBopiouou

e ATTOQEUYETE TTEPIOXEG HE TTEPIOOEIN KUTTAPOTTAQOUATIKWY UTTOAEIPATWY 1) un
€101K6 UBPIBIoUO

e H évraon Twv onuaTwy PTTOPEi VO TTOIKIAAEL, aKOPA KAl 0TV TTEPITITWON £VOG
pOVO TTUPRVA. Z€ TETOIEG TTEPITITWOEIG, VO XPNOIUOTIOIEITE HoVE QIATPa f/Kal va
puBpiCeTe TO €£0TIAKO TTITTESO

e Y& UTTOBEATIOTEG OUVBNKEG, Ta oAPaTa PTTopEi va gaivovtal didxuTa. Edv dto
ofjuaTta Tou idIou XpWHaToG BpiockovTal o€ eTTa@n METAgU TOug, ) n améoTaon
HETAgU TOug dev gival yeyaAlTepn ammd 600 TTAGTN GAUATOG, i GuvdEovTal PE
€va axvo vApa, HETPAOTE T WG éva ORUa

e Edv éxete ap@ifoAicg yia To €dv €va KUTTapo UTTOPEi va avaAuBei ) ox1, unv
TIPOXWPAOETE OTNV AvAAUCT| TOU

Mnv TTPOCHETPATE - Ol
TTUPAVEG gival UTTEPBOAIKG
KOVTA 0 £€vag aTov GAAOV yia
TOV KaBopIouod opiwv

Mn TpoopueTpdre
AAANAOKOAUTITOPEVOUG
TTUPAVEG - Bev gival opaTn
oAOKANPN N €KTOCN KOI TWV
U0 TTUpAVWYV

MpoopeTpAoaTe wg dUo
KOKKIVa orjpara kal dUo
Tpdoiva oApata - éva amoé Ta
U0 KOKKIVO orjpaTa gival
diduTo

MpoopeTpRoaTe wg dUo
KOKKIVa Kal dUo TTpdaiva
ofjuara - To dIACTNUA OTO éva
KOKKIVO Orjua gival PIKPOTEPO
atré Ta TAGTN U0 oNUdTWY

Avapevopeva ammoteAéoparta
AvauEVOUEVO QUOIOAOYIKG TIPOTUTIO ONUATWY

2¢ €éva QUOIOAOYIKO KUTTOPO, avapévovTal dU0 KOKKIVa Kal dUo TTpdaoiva OAUaTa
(2K, 2).

AvapevouEvo un @uUaIoAoyikd TTPOTUTTO ONUATWY

e éva KUTTOPO pE peTdBeon t(12;21)(p13.2;922.1), To avauevouevo TPATUTIO
anuaTwy Ba gival éva KOKKIVo, éva Trpdaivo kal dUo uBpidikd (1K, 1M1, 2Y).

MtropoUv va TmpokUwouv Kal GAAa TTPOTUTTA ONUATWY OE  QVEUTTAOEIDON/UN
100ppOTTNUéVa BeiypaTa.

MN'vwoTn SlaoTaupoUMEVN AVTISPACTIKOTNTA
Xwpig yvwoThA diacTaupoUuevn avTidpaoTIKOTNTA.

Ava@opd avemBuunTwy cupBavTiwy

Edv moTelete 6T TO TTPoidV auTd Trapouciaoce duaAsiToupyia fi utTToRAOUION aTA
XapaKTNPEIoTIKG atmrédoong, n otoia evoéxeTal va ouvéBaAe o€ éva avemBuunTo
oupBav (1r.x. kKaBuoTepnuévn | Eo@aApévn Sidyvwaon f akatdAAnAn Beparreia), Ba
TIPETTEI VA TO OVOAPEPETE APECWG OTOV KaTaokeuaaoTr (email: vigilance@ogt.com).

To oupBav Ba TPETTEl va avapepBei Kal oTnv apuodia apxr TG XwWPag aag, av
uttdpxel. MTopeite va BpeiTe TOV KOTAAOYO PE TO ONUEIa ETTIKOIVWVIAG yia BépaTa
emmaypuTrvnong oTo: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

Ei181kd XapakTnpIoTIKA atrédoong

AvaAurtikn €181kornra

H avaAuTiki €18IKOTNTA €ival TO TTOOOOTO TWV CNUATWY TTou UBPIdoTToIoUVTAl HOVO
oTn owaoTh Béon Kal o€ kapia GAAn Béon. H avaAuTikh £18IKOTNTO KOBOPIOTNKE PE
TNV avaAuon guvoAikd 200 Béoewv-0TOXWV. H avaAuTIKA €101IKOTNTA UTTOAOYIOTNKE
wg o apiBpog Twv onudtwv FISH tou uBpidotroidnkav oTn owath Béon
dlaipepévog PE Tov GUVOAIKS apiBud Twyv uBpidotroinuévwy onudrwy FISH.
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Mivakag 1. AvaAuTikn e1d1kéTnTa Tou TEL/AML1 Translocation, Dual Fusion Probe

Kékkivog

TEL 12p13.2 200 200 100
Mpdoivog

AML1 21922.12 200 200 100

AvaAurikn evaioénoia

H avaAuTikr euaioBbnoia €ivar To TTOCOOTO Twv ASIOAOYHACIHWY PECOPATCIKWV
KUTTAPWV MPE TO OVOAPEVOMUEVO TTPOTUTIO (QUOIOAOYIKWY onudtwyv. H avaAuTikni
euIoONaTia KaBoPIoTNKE PE TNV AVAAUCN JETOPATIKWY KUTTAPWY OTTO dIAQOPETIKA
@uololoyikd deiypata. H euaioBnoia uTtoloyioTnke wg TO TTOCOCOTO TwV
agIOAOYNOIUWY KUTTAPWV ME TO AvOAPEVOUEVO TTPOTUTTO ONUATWYV (ME didoTnua
eptmoToolvng 95%).

Nivakag 2. AvaAutikA euaioBnaia Tou TEL/AML1 Translocation, Dual Fusion Probe

475 499 95,0 1,6

XapakTnpiouog Twv QUGIOAOYIKWYV TIWV ATTOKOTIS

H @ualoloyIKr TIPR aTTOKOTIAG, 0€ ax€on e Toug IXvnBéTeg FISH, eival To péyioTto
TT0000TO  AEIOAOYACINWY PECOPACIKWV KUTTAPWY ME €I0IKO Un  QUOIOAOYIKO
TPOTUTTO  OonNudTwy, OTOo oOTfoio éva deiypa Bewpeital QUOIOAOYIKS yia TO
OUYKEKPIPEVO TTPATUTTO ONUATWY.

H ¢uaoioloyikn TiuA atrokoTg KaBopioTnke pe TN xpron delypdtwy atméd acBeveig
pE QuoIohoyIKEG Kal BeTikEG TIpEG. Ta KGBe deiypa, kataypd@nkav Ta TTPOTUTIA
onuaTtwy 100 kutt@pwy. O deikTng Youden uttoAoyioTnKe WOTE va TTPOKUWEI N TIUA
KaTw@Aiou yia Tnv oTroia yiveTal peyioTotroinan Euaiodnoiag + EidikétnTag-1.

Nivakag 3. XapakTnpioydg TwV QUOIOAOYIKWY TIMWY atrokoTig Tou TEL/AML1
Translocation, Dual Fusion Probe

1K, 11, 2Y 1,00 3

Ta epyacTrpia TTPETTEN va ETTIBERAILVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG TA
SIkd Toug dedopéva’ 8,

AkpiBeia kar avamrapaywyiuornta

H akpiBeia atmoteAei p€Tpo TNG YUAGIOAOYIKAG METARANTOTNTOG MIaG £§€Taong oTav
eTTavaAauBAveTal apkeTEG Popég UTTO TIG idleg ouvOrkes. AfioAoyriBnke péow Tng
aAvAAUONG ETTAVAANTITIKWYV €EETATEWY ToU idlou apIBuoU TTapTidag IxvnBETn oTo id10
Seiypa, utrd TIG idlEG OUVORKEG Kal TV idla NUEPQ.

H avamapaywyipétnta atoteAei péTpo Tng PETABANTOTNTOG HIag eétaong Kai
koBopifeTal  peTall OeiypdTwy, PETAEU nuEPWV Kol PETAgU TrapTidwv. H
AVOTTOPAYWYIPOTNTA PETAEU NUEPWV afIoAOYABNKE Pe TNV avaAuon Twv idiwv
delypdTwy o€ TPEIG DIAPOPETIKEG NUEPES. H avatrapaywyipdtnTa YeTagy TapTidwyv
aglohoynenke pe TNV avaAuon Twy idiwv SelyudTwy OTa OTToIa XPNOIUOTIOINBnKav
TpeIg dIaPopETIKOi apiBuoi IXxvnOETn o€ pia nuépa. H avamapaywyipétnta ueragu
SelypdTwy aglohoynbnke pe TNV avaAUGN TPIWV TTAOVOUOIOTUTTWY JEIYUGTWY € pia
nuépa. Ma kaBe deiypa, kataypdenkav TPOTUTTO onudTwy 100 PECOPATIKWY
KUTTAPWV KOl UTTOAOYIOTNKE TO TTOOOOTO TWV KUTTAPWY ME TO QAVOUEVOUEVO
TTPOTUTTO CNUATWY.

H avamapaywyipdtnta kai n akpifeia utrohoyiotnkav wg n Tutmik ATTékAion
(STDEV) petagl Twv TTAvOPOIOTUTIWY JeElYHATWY yia KABe PETABANTA Kal n
ouvoAikr yéon STDEV.

Mivakag 4. Avatrapaywyiyétnra kai akpiBeia Tou TEL/AML1 Translocation, Dual
Fusion Probe

AkpiBeia 0,00
MeTagu derypdtwy 0,00
MeTagl nuepwv 0,00
MeTagu TapTidwy 0,00
>uvoAIk atrokAion 0,00

KAwviky amrédoon

H xAiviky ommédoon kaBopioTnke PBAcEl AVTITTPOOWTTEUTIKOU O€eiypatog Tou
TTANBucpoU yia Tov oTroio TTpoopifeTal To TTPoidv. MNa K&Be deiyua, Kataypankav
Ta TPOTUTTA onudtwyv 2100 PECOQACIKWY  KUTTApwv. [payuaToTroiRénke
TIPOCDIOPIOHOG PUOIOAOYIKWV/UN PUOIOAOYIKWY dedopéVwY PECW OUYKPIONG TOU
TTO000TOU TWV KUTTAPWY HE TO CUYKEKPIUEVO [N QUCIOAOYIKO TTPOTUTIO ONUATWY
KOl TNG QUOIOAOYIKAG TIMAG OTIOKOTIAG. XTn OUVEXEID, Ta OTTOoTEAéoUOTO
OuyKpiBnkav Ye TN yvwoTh KatdoTaon Tou deiypaTtog.

Ta amoteAéopaTa TwV KAIVIKWV ded0oPEVWY avaAlBnkav yia va TTPOKUYOUV Ol TIHEG
eualoBnaiag, €1I8IKOTNTAG KOl OTTOKOTIAG, ME Tn XPAoNn HIag povodidoTatng
TTPOCEYYIONG.

Mivakag 5. KAivikr arédoon Tou ITEL/AML1 Translocation, Dual Fusion Probe

KAIvik euaiobnaia (Trooootd aAnbwg BeTikwy, TPR) 100%
KAIvIKA euaioBnaia (TTogooTd aAnBuwg apvnTIKWY,
100%
TNR)
MocooTd weudwg BeTikwyv (FPR) = 1 — EidikdTNTa 0%
Np6oBeTeg TANPOPOPiES
MNa TpooBeTeG TTANPOPOPIES, ETTIKOIVWVAOTE pe To Turpa TexvikAg YTTooTAPIENG

Tng CytoCell.

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