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MpoopiZépevn xprion

To CytoCell® CBFB (CBFB)/MYH11 Translocation, Dual Fusion probe sivai pia
TIOIOTIKN, MN auTopaToTroinuévn egétaon @Bopifovtog in situ uBpidiopou (FISH)
TTOU XPNOIMOTIOIEITAI YIO TNV AVIXVEUCT XPWHOOWUIKWY avadiaTagewy YeTagu Tng
meploxg 16p13.1 Tou ypwuoowpatog 16 Kkal Tng TepIoxng 16922 Tou
Xpwuoowpatog 16 oe yovipotroinuéva ae didAupa Carnoy (MeBavoAn/ogiké ogu
3:1) KUTTAPIKG evaIWPAUATA  QIPOTOAOYIKAG TIPOEAEUONG OTTO OOBEVEIG PE
emBeRaiwpévn ) mOavoAoyoupuevn ogeia puehoyevi Aeuxaipia (OMA).

Ev&eigeig xpong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHOTIKO 0 GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EGETATCEIG OE AvAyVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, 6TToU N yvwaon Tng UTapgng Tng petdbeong CBFB:MYH11 6a Atav
ONMAVTIKA yia TNV KAIVIKA QVTIHETWTTION.

MNepropiopoi

To mpoidv autd €xel OxedlaaTel yia TNV avixveuon avadiaTtdfewv peE onueia
d1IdoTTa0ONG OTNV TTEPIOXN TTOU KOAUTITETAI OTTO TOUG KOKKIVOUG Kal TTPdaivoug
KAWVOUG O€ auTd TO OET IXVNOETWY, N oTroia TTepIAapBavel TIg Trepioxég Twv CBFB
kal MYH11. Enpeia didomraong mou BpiokovTal eKTOG TNG €v AGyw TTEPIOXAG M
TrapaAAayég avadiatdgewy TTou TrepiEXovTal €& OAOKAAPOU O€ QUTAV TNV TTEPIOXN
JTTOPEi Va unv gival avixvelaiya Pe auTté To TTPOoiov.

AUTO TO TIPOIGV BEV TTPOOPICETaN YIa: XPAON WG HEHOVWHEVN SIayVWOTIKN e§€Taan,
OUVOJEUTIKI BIaYVWOTIKA €EETACN, TTPOYEVVNTIKO EAEYXO, TTPOCUUTITWHATIKG
¢Aeyxo Baoel TANBuopoU, EéTaon KOVTG aToV 00BEVA i} auToEEETAON.

To Tpoidv autd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1
yla OKOTTOUG TT€PAv aUTWV TTou KaBopiovTal aTnv TTpoopI{duevn Xpnon.
MpoopideTal yia XPAoON WG CUPTTAPWHA O€ GAAEG BIAYVWOTIKEG EPYAOTNPIAKESG
€CETAOEIG KaI OeV Ba TIPETTEI VO EEKIVAEI Kapia BepaTTEUTIKN evépyeia pévo BAoel Tou
amrotreAéopatog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIpayHaToTroloUvTal atmd KATGAANAQ €CEIDIKEUPEVO TTPOCWTTIKG, GUUQWVA PE Ta
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utoéywn dAAa
OXETIKG aTTOTEAéOPATA £EETATEWV, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIEG.

To Tpoidv auTd TTPOOPICETAI ATTOKAEIOTIKA VIO EPYACTNPIOKN 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 @Bopiwv in situ uBpIdiIoudg (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOTWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTrolei 1xvnBéteg DNA
Tou  uBpIdoTToloUvTal 0g OAOKANPA XPWHOOWHATA 1 WEPOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
av@iuon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
onuavTiKG €peuvnTIKG €PYaAEio OTa TTAQICIO TTPOYEVVNTIKWY Kal QIUATOAOYIKWY

avoAUoEWY, KaBWG KAl XPWHOOWUIKWY aVOAUCEWY CUPTIOYWY OyKwv. MeTd Tn
dovigoTtroinan kai Tn petouaiwon, 1o DNA-0T16x06 gival SiaBéaipo yia avadidragn
o¢ évav TTapdyola peTousiwpévo, eBopiovta onuaapévo ixvnbétn DNA, o otroiog
£€xel oUUTTANPWHUATIk aAAnAouxia. Metd Tov uBpIBIONO, YivETal aQaipeon Tou Un
deapeupévou Kai pn €101k deapeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTtreikovion. XTn GUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTH TNV ATTEIKOVION Tou URPISOTTOINHEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To yovidio CBFB (corebinding factor beta subunit — Brta uropovada TapdayovTa
Sdéopeuong TTUprva) Bpioketal atnv Treploxr 16922, evw 1o yovidio MYH11 (myosin
heavy chain 11 — Bapid aAucida puoacivng 11) Bpioketal otnv Trepioxn 16p13.1. H
avaaTpo@r inv(16)(p13.1922) kai n petabeon t(16;16)(p13.1;922) em@épouv TO
yovidio ouvingng CBFB:MYH11l. H ogeia puehoyevAg Aeuxaipio pe olvinén
CBFB::MYH11 atroTteAei pia avayvwpiopévn VOoOAOYIKA ovTOTNTA CUPPWVA PE THV
Tagivounon tou Maykdopiou OpyaviopoU Yyeiag (MOY)L. Autdg o Tutrog OMA
atroTeAei T0 5-8% Twv TEPITTTWOEWY O€ VEOUG EVIAIKEG AOBEVEIG Kal N ouxveTNTa
EUPAVIONG TOU UEIWVETAl 08 EVANIKEG PEYOAUTEPNG NAIKiagt. To inv(16)(p13.1g22)
€ival n 1O KOIVI] KUTTAPOYEVETIKA avwuaAia Tou eviomidetal 010 ~95% Twv
a0Beviyv ye CBFB::MYH11%. H mpdyvwon OMA ye CBFB::MYH11 gival euvoikr pe
paKpoxpOVia TT0o00Td EMRIWONG TG TAEEwg Tou ~50% o€ eviAikegh2.

Mpodiaypagég 1XxvnOeTwv
CBFB, 16922, Kékkivog
MYH11, 16p13.1, Mpdoivog

CMP-H077 v005.00

MYHT1
pa
SHGC-33602 RHE8839 RH73576 D1653292 RHG65306

621kb

SHGC-61068 1653339 D1652646 RHE5202

1
617kb

100kh

O 1xvnBétng CBFB, onuacpévog KOKKIVOG, KOAUTITEN pia Treploxr) 617kb, evtog Tng
meploxng 16922, kai mepihapBaver To yovidio CBFB. O ixvneétng MYH11,
gnuacpévog TPdaaoivog, KaAUTITEl pia Treploxr 621kb, evtdg Tng mepioxnig 16p13.1,
Kail TepIAapBAavel To yovidio MYH11.

Mapexopeva UAIKA

Ixvnéérng: 50 uL avd @ioAidio (5 egetdoeig) i 100 pL avd giaAidio (10 egeTdoeig)
O1 1xvnBéteg Trapéxovial TTpoavapepiypévol o€ BidAupa uBpidiopol  [<65%
@opuapidio, <20 mg Benkn degTpdvn, <10% ahatouxo dIGAUPa-KITPIKO VATpIo 20X
(SSC)] kai gival EToIPOI TTPOG XPAON.

Avrixpwon: 150 pL ava @iaiidio (15 e§eTdoeig)
H avrixpwon eivai DAPI Antifade ES [0,125 pyg/mL DAPI (4,6-8iop1divo-2-
@aivuhivdoAn) o€ Baciopévo o€ yAukepOAn péoo oTepéwang].

MNpogiSotroInoeig Kal TTIPOPUAGSEIg

1. Tiain vitro dlayvwaoTIKA Xprion. ATTOKAEIOTIKA YO EQYGOTNPIAKA ETTAYYEAUATIKA
Xenon.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POopUapidIio, To OTToio gival TEpATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTA@H PE TO Jépua.
ATTaiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na opdTe yavTIa Kal EpYaoTnPIaKn TTodId.

3.  AmaiTeital  TTPOOEKTIKOG  XeIpIopO6g Tou DAPL. Na @opdte ydvria  kai
£pyaoTnpiakn TodId.

4. Mnv TO XpnoidoTroigital €av Ta @IaAidia €xouv uTrooTel ¢nuid 1 €4v n
QKEPAIOTNTA  TOU  TIEPIEXOMEVOU  TwV  @IONISIWY  €XEl  ETTNPEACTEl  UE
OTTOIOVOATIOTE TPATTO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OOG O€
ouvluaoud e TIG ouoTdoelg Tou AeAtiou dedopévwyv ao@aAsiag yia va
KaBopioeTe TNV a0PAAf aTréppIYn auTOU TOU TTPOIdVTOG. AUTO I0XUEI, ETTIONG,
YIQ TO TTEPIEXOMUEVO KIT EGETATEWV TTOU €XOUV UTTOOTET {NUId.

6. H améppiyn GAwv Twv XPNOIPOTIOINUEVWY avTIOPACTNPIWY Kal TUXOV AAAWV
HOAUCPEVWY aVAAWGCIHNWY UNIKWV TTPETTEI VA YiVETAI GUNQWVA PE TIG TTOPAKATW
Siadikaaoieg yia HoAuopaTikG R ev duvauel poAuopaTikG atméBAnTa. Kabe
€PYAOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPO TwV OTEPEWV KAl UYPWV
atmoBARTWY GUP@WVA PE TN UG Kal Tov Babud eTKIVOUVOTNTAG TOUG, KABWG
Kal yia Tnv emegepyania kal TNV amoéppiwr) Toug () TNV avdBeon Tng
emegepyaciag Kal TNG OTOPPIYAG TOUG OE TPITOUG) OUUPWVO PE TUXOV
10XUOVTEG KAVOVIOHOUG.
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7. O1 XeIpIOTEG TIPETTEI VA €XOUV TNV IKAVATNTA VA SIAKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XPWHA.

8. H un tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal Twv avTidpacTnpiwv
eVOEXETON VO ETTNPEGOEl TNV aTTOd00N KOl VO 0BNYAOEl O WEUBWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

9. O Ixvneétng dev Ba TIPETTEl va apalwveTal i va avaplyvuetal e dAAoug
IXVNOETEG.

10. H un xprion 10 uL 1xvnBéTn OTO OTAdIO TOU TIPWTOKOAAOU TIpIV aTé TN
JETOUTTWAON EVOEXETAI VO ETTNPEATEI TNV ATTOS00N Kal va 08nyAoel o€ Peudwg
BeTIKG/0pVNTIKG aTroTeAéouaTa.

11. OAa 10 TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATT6 TN XpAon.

12. O1 eowTEPIKOI £AEYXOI TIPETTEI VA TTPOYMATOTTOIOUVTAI PE TN XPAON KUTTAPIKWY
TANBUO WY TTou dev £X0oUV ETTNPEAOTE O€ deiypaTa e¢€TaaNG.

Opiopoi Bepuokpaciag
e -20 °C/KaTewuyuévo/ZToV KaTayUuKTn: -25 °C €wg -15 °C

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

e  Ogppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATroBrikeuon Kai XEIPIOPOG
-15°C  To kIT Ba TrpéTrel va atrodnkeUeTal o Bepuokpaaia atmd -25 °C
J/ £€wg -15 °C og kaTawUKTn PEXPI TNV nuEPOMNnvia ARENG TTou
-25°C avaypaQeTal 0TV €TIKETA ToU KIT. Ta QIOAIBIO IxvnBeTWV Kal
aAVTiXPWONG TTPETTEI VO ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\|/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES kai 10
~Na SiGAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUvTal
7 . aTo TTAQICIO TNG PUGCIOAOYIKAG XPoNG (évag KUKAOG avTIOTOIXE
AI aTnNV aQaipecn Tou GIaAIBIoU aTTG TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOU O€ QUTOV) — 5 KUKAOI yia TO @IaAidio 50 pL
(5 e€eTaoelg) Tou IxvnBétn FISH, 10 kUkAol yia TO @IiaAidio
100 pL (10 e€etdoeig) Tou IxvnOETn FISH kai 15 kUkAol yia To @iaAidio 150 pL
(15 e€erdoeig) Tng avrixpwong. H €kBeon 0To Qwg TTPETTEI VA EAQXICTOTTOIEITAI KAl
va aTro@edyeTal OTToU €ival duvaTtov. PUAGCOETE TA GUOTATIKE OTOV TTAPEXOHEVO
TIEPIEKTN ME TTPOOTOCIA OTTO TO QWG. Ta CUCTATIKA TTOU XPNOIMOTToIoUVTAl Kal
ammobnkelovTal UTTO OUVONKEG JIPOPETIKEG OTTO QUTEG TTOU KaBopidovtal oTnv
€TMIOAPAVON WPTTOPEI va pnv €Xouv Tnv avapevouevn amédoon Kal PTTopei va
ETTNPEGOOUV apVNTIKA Ta atroTeAéopaTta TnG avaAuong. MpETer va KaTaBAaAAeTal
KGO duvaTr) TTpooTrdBeIa WaTe N €kBeon o€ PETARBANAOUEVEG OUVONKEG QWTICHOU
Kol Beppokpaaciag va TTePIoPICeTal GTO EAAXITTO.

EgomrAiopog kai UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpétel va xpnoiyotroigital Babpovounuévog eEoTTAIoNSG:

1. Oeppn TAAKa (ue aTepen TTAGKA Kal dIGTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg kai 80 °C)

2. BaBpovounuéveg PIKPOTITTETEG PETABANTOU OYKOU Kal puyXn, WE €Upog 1 pL
€wg 200 pL

3. Ydaréloutpo pe didragn akpiBous eAéyxou Beppokpaaiag atoug 37 °C kal
oToug 72 °C

4. ZwAjveg pikpoguyokévtpiong (0,5 mL)

5. Mikpookdtio @BopioyoU (avatpéfte oTtnv evotnTa X0CTACN VIO TO
MIKPOOKOTTIO pBOopIcHOU)

6. MikpookdTmio avTiBeang acewv

7. KoBapd AaoTIKE, KEpapIkA 1 BeppoavBekTIkd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (] TTEXOUETPIKEG TaIViEG e duvaTdTNTa PETPNONG
Tiywv pH 6,5-8,0)

10. MepiékTng uypaaiag

11. Pakdg YIKPOOKOTTIOU GOOPIGHOU KATASUTIKOG o€ AGdI

12. ®uyodkevTpog TTAYKOU pyaoiag

13. AVTIKEINEVOPOPOI PHIKPOOKOTTIOU

14. KaAuTtrTpideg 24 x 24 mm

15. Xpovouetpo

16. Emwaotipag 37 °C

17. KoAha pe didAupa eAaoTikou

18. Miktng TepIdivnong

19. AiaBaBuiopévor KUAIVEpOI

20. MayvnTikég avadeuTipag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BeV TTAPEXETAI
1. KuttapoyeveTikdg BdAapog gnpavong

AVTISpaOoTAPIN TTOU aTTaITOUVTAl OAAG SEV TTapéxovTal
AidAupa alatouyou diaAlpaTog-KITpIKoU vaTpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpiké o&u 1M (HCI)

ATTioVIGpéVO vEPO

oA wNE

ZUoTOON YIO TO MIKPOOKOTTIO pBOopIouoU

XpnoiyoTtroigite  Adptra  udpapydpou 100 watt ) 100d0vaun Kal  ETTTTESOUG,
QATTOXPWHOTIKOUG QAVTIKEIMEVIKOUG POKOUG KataduTikoUg o€ AGdI pe peyéBuvon
60/63x 1 100x yia BEATIOTN aTreikévion. Ta eBopoPdpa TTou XPNOIPOTToIoUVTal O
autd To OET IXvnNBeTwv Ba dieyepBolv kal Ba ekTéuwouv ota akdAouBa pAkn
KUPATOG:

DAPI 364 454
FaAagio 418 467
Mpdoivo 495 521
Kokkivo 596 615
Xpucd 539 561
MopTokaAi 551 572

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €Xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OIEyEPONG KAl EKTTOPTTAG, T OTToia KAAUTITOUV TO UAKN KUPOTOG TTOU avagépovTal
TTAPATTAvVW.

Xpnoigotoiote  @iATpo  diEAeuong  TPITTARG  {wvng DAPI/mrpdoivou
@AaopaTog/KOKKIVOU @AaopaTtog A @iATpo diéAeuong dITTARG {wvng TTpdaivou
@PACUATOG/KOKKIVOU QACTHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPAGIVWYV
KaI KOKKIVWY (pBopopapwv.

EAéyETe TO pIKPOOKATIO PBOPICHOU TIPIV ATTO TN XPON Yia va Jlac@aliceTe OTI
AeiToupyei  owoTd. XpnolpoTroinoTeE AGdI  kaTAduong Trou  evdEeikvuTal yia
UIKPOOKOTTIO. @BOpICHOU Kal €XEl TTOPACKEUADTEI YyIa XOUNASG auTo®Bopiopod.
Amo@uyete Tnv avauign Tou DAPI antifade pe Aad katdduong pikpoakoTriou, dIOTI
KATI TETOI0 Ba KAAUWEI Ta OApaTa. TnPeiTe TIG CUCTACEIG TOU KOTAOKEUAOTH 6g0V
agopd tn didpkela (WG TNG AGUTTAg Kal TNV NAIKIa Twv GIATPWV.

MposgToipaoia delypdTwyv

To kIt €xel OXeDIOOTEI yla XPAON OE KUTTAPIKG EVAIWPAPOTA QAINATOAOYIKAG
TTPpoéAeUoNG, PovipoTroinuéva o€ didAupa Carnoy (peBavoAn/ogikd ogu 3:1) atd
aoBeveig pe emPBeRaiwpévn ) MOavoAoyoupevn oeia pueAoyevr Aeuxaipia (OMA),
Ta oTroia €XOUV TTPOETOINAOTEI CUPQWVA UE TIG KOTEUBUVTAPIEG 0dnyieg Tou
gpyaaoTnpiou i Tou 1d3pUparog. MpoeToipudaTe deiypaTa TTou €KOUvV UTTOOTEI ERpavon
UE 0fpa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTOPOYEVETIKEG Dladikaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI OUOTATEIG VIO TN CUAAOYT, KAAAIEPYEIQ Kal PETaQOPA SelyATwy, Kabwg
KQll VIOl TNV TIPOETOILACTO TWV AVTIKEIHEVOPOPWVS.

MposgToipagia SiaAupdTwyY

AiaAdpara ail@avoing

ApaioTte aiBavoAn 100% pe atmoviopévo vepd pe Baon Tig aKOAouBeg avaloyieg
KOl avapigTe KaAd:

e AIBavoAn 70% — 7 pépn aiBavoAng 100% o€ 3 pépn atmoviopuévou vepou

e AIBavoin 85% — 8,5 yépn aiBavoAng 100% oe 1,5 pyépn atmioviopévou vepou

AmobnkeuoTe Ta dloAUpaTa yia éwg Kal 6 Yriveg oe Beppokpacia dwuatiou ot
QAEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmioviopévou vepoU KAl avapigTe
KaAd. EAEyETe TNV Tipn pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ) HCI,
KaTd TrepiTTwon. AmobnkedoTte TO OIGAUMG yia éwg Kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

Apaiwote 1 pépog dlaAuparog 20xSSC pe 49 pépn ammoviopyévou vePOU Kal
avapigre kaAd. EAEyETe Tnv TiwA pH kai puBpioTe o€ pH 7,0 xpnoiyotoiwvtag NaOH
A HCI, katd mepimrwaon. AmobnkeloTte 10 didAupa yia éwg Kal 4 eBOopddeg o€
Bepuokpacia dwuaTiou o€ AEPOTTEY TTEPIEKTN.

2xSSC, AiagAupa Tween-20 0,05%

ApaiwoTe 1 pépog diaAupartog 20xSSC pe 9 pépn ammoviagpévou vepou. MNpooBéaTe
5 pL Tween-20 avda 10 mL kai avapigre kahd. EAEyETe Tnv TiuA pH kai pubuioTe o€
pH 7,0 xpnoiyotroiwvtag NaOH A HCI, katd mepiTTwon. AroBnkedaTe 10 didAupa
yia €éwg Kal 4 eBdopadeg o BepPOKPATia SWPATIOU OE OEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znueiwon: BeBaiwBeite 0TI N €kBeon Tou IXvNOETN Kal TNG AVTiXpWONG OTA QWTA
TOU €pyaaTnpiou gival TTAvVTa TIEPIOPIOUEVN).

lMpocroipyacia avriKEIuEVoPopou

1. TomoBetiote pia knAida ammd TO KUTTAPIKO deiyua o0 pia  yudAivn
QVTIKEIUEVOPOPO HIKPOOKOTTiIOU. AQACTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BGAapog TTpéTel
va Aeiroupyei og Bepuokpaaia Tepitrou 25 °C kai uypaacia 50% yia T BEATIOTN
Muwn kuttapikoU deiypatog. Edv 8ev umrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atmaywyd wg VAAAOKTIKA).

2. BubioTe TV avrikeipevo@opo o€ didAupa 2xSSC yia 2 AeTrTd o€ Beppokpaaia
dwpaTiou Xwpig avakivnon.

3. A¢@udatwaoTe ot dlapopeTIKG TToooaTd aibavoAng (70%, 85% kai 100%),
S10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  AQ@NOTE TN VO OTEYVWOEL.

Ipiv amé tn perouvoiwon
A@aipéaTe TOV IXVNBETN aTTd TOV KATAWUKTN KAl aQAOTE Tov va BepuavOei oe
Bepuokpacia dwuartiou. EKTEAEOTE CUVTOUN QUYOKEVTPION TWY CWAAVWY TTPIV
atré TN XpAon.

6. BeBaiwBeite 611 TO diGAUpa 1XVNOETN €x€l avapixBei opoiduop@a pe TN Xprion
TTTETAG.
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7.  Agaipéote 10 pL 1xvnBETN yia kGBe eEETAON KAl HETAPEPETE T O€ Evav CwAARva
MIKpo@uUYOKEVTPIONG. TOTToBeTAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KOTOWUKTN.

8. TomoBeTAOTE TOV IXVNBETN KAl TNV AVTIKEINEVOPOPO OEIYUATOG OE Mo Beppr
TAAKa pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTTT@ yia TpoBépuavon.

9. TotoBetrioTe 10 L piypaTog 1xvnBETn OTO KUTTAPIKOG BEiyua Kal EQAPUOOTE Hia
KOAUTTTRISA TTPOOEKTIKA. Z@payioTe ue KOAA pe didAupa EAAOTIKOU Kal a@roTe
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon

10. MetouoiwoTe TO deiypa Kal Tov IXvnBETN TauTOXpova Beppaivoviag Tnv
QAVTIKEINEVOPOPO O€ pia Beppr) TTAGKa oToug 75 °C (+/-1 °C) yia 2 AeTTTd.

YBpi1diouds

11. TomoBETAOTE TNV QAVTIKEIUEVOPOPO OE E€vav UYPO, PWTOCKIEPO TTEPIEKTN OF

Beppokpaaia 37 °C (+/-1 °C) yia pia 0AdKAnpn vuxTa.

TMAUoeIg perd Tov uBpISIOUG

12.

13.
14.

15.

16.

17.

18.

Agaipéote T0 DAPI ammd TOoVv KOTOWUKTN Kol 0QACTE TO va BeppavOei o€
Beppokpacia dwuariou.

AQaIpEOTE TNV KAAUTTITPI®A Kal OAa T UTTOAEIPPATA KOAAAG TTPOTEKTIKA.
BubioTe TNV avtikeiyevopdpo ae didAupa 0,4xSSC (pH 7,0) oe Beppokpacia
72 °C (+/-1 °C) yia 2 AeTIT@ XWwpig avakivnon.

ATTOOTPAYYIOTE TNV QVTIKEINEVOPOPO Kal BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwpatiou (pH 7,0) yia 30 SeutepOAETITO XWPIG
avakivnon.

ATTOOTPAYYIOTE TNV AVTIKEINEVOPOPO Kal ToTToBeThoTE 10 L DAPI antifade oe
KGOe deiyya.

KoAUwTe TN Ye pia KaAuTITpida, a@aipéoTe TUXOV QUOOAIDEG KOl TTEPIUEVETE
10 AeTTTa PEXPI VO QVOTITUXBET TO XPWHO OTO OKOTADI.

MapatnpAoTe o€ HIKPOOKOTTIO PBOPIoHOU (avaTPELTE OTNV £vOTNTA ZUOTACN
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1.

2.

H 6éppavon A wpipavon Twv QVTIKEIMEVOQOPWY WTTOPEl VO UEIWOEI TOV
PBOPICPO TWV CNUATWY.

O1 ouvBnkeg UBPIBICUOU PTTOPET va ETTNPEACTOUV SUOHEVWG ATIO TN XpPnon
avTIdPAcTNPiwY TIEPAV EKEIVWY TTOU TTAPEXOVTAl 1} OUOTAVOVTIQI aTmd Tn
Cytocell Ltd.

Xpnoiyotroinote  éva  Babuovopnuévo  BeppdpEeTpo  yia TN PETPNON
BepoKPaATIV DIGAUPATWY, UDATOAOUTPWY Kal ETTWACTAPWY, KABWG Ol €V
Aoyw Beppokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

O1 OUYKeVTPWOEIG, ol TIHEG pH Kal o1 Beppokpaaieg TTAUONG €ival ONUAVTIKEG,
KOBWG oI GUVBAKEG XOUNANG QUCTNPOTNTAG UTTOPET Va £XOUV WG OTTOTEAET U
pn €BIkR déopeuon Tou IXvNOETN, evw Ol OUVONKEG UTTEPBOAIKG UWNANG
auoTNPOTNTOG PTTOPEI Va £XOUV WG ATTOTEAETHA TNV EAAEIYN CARPATOG.

H ateAg peTouaiwan UTTOPET Va £XEI WG ATTOTEAEC A TNV ATTWAEI OrUATOG KAl
n UTTEPBOAIKF PHETOUGTWAN PTTOPEI, ETTIONG, VA EXEI WG ATTOTEAECHA TN UN EIOIKN
déopeuan.

O utrepBoAikdg uBpidiopdg ptopei va odnyfoel ot TIPOOBETA 1 pn
avauevopeva oruaTa.

O1 xproTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TIPWTOKOAAO yIa Ta BEiyHATA TOUG
TpIv a1rd TN XPAOoN TNG ££€TaoNG yia diayvwaoTikoUg okoTroUg.

Tuxo6v UTTOBEATIOTEG OUVONKEG UTTOPEI va €XOUV WG ATTOTEAEOUA N €I10IKA
O¢é0opEUTN, N OTTOIO PTTOPET VO TTAPEPUNVEUTET WG OAPA IXVNOETN.

Epunveia Twv amoteAecpdTwv
EKTiunon moI0TNTaS aVTIKEINEVOPOPWY TTAAKWV
H avTikeipevoodpog dev Ba TTpéTTel va avaAveTal eav:

Ta onuata eival TTOA0 aoBevr) yia va Tpayhartotoindei avaAuon o€
yegovwpuéva @iATpa. Ma va TTpoxwpnoete Ye Tnv avaAuon, Ta orpata Ba
TIPETTEI Va Eival QWTEIVA, DIAKPITE Kal EUKOAa agloAoyroipa

Ymdpxel peydhog apiBuog  ouoTadoTtroinUEVWV/AAANACETTIKOAUTITOMEVWY
KUTTAPWYV TToU €uTTodidouv TNV avaAuon

>50% Twv KUTTApwV dev £xouv uppidoTroinBei

Ymépxel Tepiooeia @OOPICOVTWY CWHATIOIWY HETALU Twv KUTTApwY A/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePBoAég oTa oruarta. 1davikd, TO
uTTéBaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VO PaivETAl OKOTEIVO i paUpo Kal
KkaBapo

Ta épia Tou KUTTaPIKOU TTUprva dev gival SIakpITd Kal dev gival ABIKTa

KareuBuvrrpieg odnyies yia tnv avaAuvon

KdabBe deiypa Ba mpétrel va avaAleTal kal va epunvevdeTal atmd dU0 avaAuTEG.
Tuxév aoupewvieg Ba TpéTrel va emAlovTal PEOW €KTIUNONG aTmd TpiTo
avaAuTh

KdaBe avaAutrg Ba mrpéTrel va gival KaTaAANAa e€eIdIKEUPEVOG CUPPWVA PE TA
avayvwpiouéva €0VIKG TTpOTUTIa

Kd&Be avaAuTtrig Ba Trpétrel va BaduoAoyei pepovwuéva 100 TTuprveg yia kaBe
Seiypa. O mpwTog avaAutig Ba TpETel va Eekiva Tnv avaAuon amod Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU Kal 0 DEUTEPOG AVAAUTAG aTrd Tn de€id
TTAEUPG

Kd&Be avaAutig Ba TTPETTEl va TEKUNPIWVEL TA OTTOTEAEOUATA TOU O€ XWPIOTA
EvTuTIa

AvoAUeTe pévo  GBIKTOUG TTUPAVEG KOl OX1  GAANAOETTIKAAUTITOPEVOUG 1
OUCOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TTou  KOAUTITovTal  OTTd
KUTTAPOTTAQOUOTIKG UTTOAEippaTa 1 uwnAd emrimedo autogBopiouou
ATTOQEUYETE TTEPIOXEG UE TTEPICTEIN KUTTAPOTTAQOUATIKWY UTTOAEIUMATWY 1) Un
€101k UBPIBIoPOS.

H évtaon Twv onuaTwy PTTopei va TTOIKIAAEL, aKOPa Kal oTNV TTEPITITWON EVOG
MOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOILOTIOIEITE pova QiATpa fi/Kal va
puUBUiCeTE TO €OTIOKO ETTITTEDO

e UTTOREATIOTEG OUVONKEG, Ta OAPATa PTTopEi va aivovtal didyuTa. Edv dUo
oRApaTa TOU idI0U XPWHATOG BpiokovTal og TP PHETAgU TOug, i N aTTéoTaCN
HETAgU Toug dev gival peyahlTepn atd dUo TTAGTN OAPATOG, 1} CUVDEOVTaIl HE
£va ayvo VAQ, HETPAOCTE Ta WG éva OAPA

Edv éxete ap@iBoAieg yia To €av éva KUTTAPO PTTOPEI va avaAuBei i 6x1, unv
TIPOXWPAOTETE OTNV avAAUGH Tou

Mnv TTpooueTpdTe — oI
Trupnvsg gival uTTEPRBOAIKG
KovTd 0 €vag aTov dAAov yia
TOV KaBOoPIoUO Opiwv

Mnv TTpoopeTpdaTE
AAANAOETTIKAAUTITOPEVOUG
TTUpfveg — dev gival opaTn
0AGKANPN N €KTOON KAl TWV
800 TTuprAvwy

AvauevopEeVo QUOIOAOYIKO
TPATUTTO ONudTwy (2K2IM)

duoiooyikd TTPETUTIO
onudtwy (2K2IM) — éva
KOKKIVO KalI éva TTpaaivo Grpa
ouvevToTrifovTal

CDUO'IO)\OVIKO 1'rp07u1'ro
onuaTwy (2K2M) — éva amoé
Ta SUO KOKKIVA CrjuaTa givail

SI1GxuTO

duacioloyikd TTPETUTIO
anuaTwv (2K2I'I) —T0
SIGOTNHA OTO éva KOKKIVO
ofua gival HIKPOTEPO aTTd Ta
TAGTN 800 IXVNBEvTWwY

PucIoAoyIKO TTPOTUTTO
onuaTwy (2K2IM) — éva
KOKKIVO Kal éva TTpdcivo arfpa
guvevTtoTidovTal

Avapevouevo un @ualoAoyikéd
TPOTUTTO onudTwy (1K1M2Y)
— T0 UBPIBIKG orjuaTa
KOKKIVOU Kal TTpdaIvou gival
AvaAOYIK& HIKPOTEPO

ooooooat
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AvauEVOUEVO N QUOIOAOYIKO

TPOTUTIO onuaTwy (1K1M2Y)

— OUVEVTOTTIOHEVA UBPIBIKA
ofuara

AvVaUEVOUEVO N QUOCIOAOYIKO

TpoTUTIO oNuaTtwy (1K1M2Y)

— OUVEVTOTTIOHEVA UBPIBIKA
oAuara

AvauEVOUEVO N QUOIOAOYIKO
TpoTUTIO oNuaTtwy (1K1M2Y)
— 800 uBpIdIkaG orjpaTa 10 éva
SitrAa oTo GAAO

MpoapeTpAoaTe wg éva
KOKKIVO, éva TTpdaivo Kal duo
uBpPIBIKG OrjpaTa — TO €V
UBpPIBIKG OApa gival diIdKuTo

Mpoouetprioate wg éva
KOKKIVO, éva TTpdaivo Kal dUo
uBpIGIKG orpaTa — TO
S1doTnua PETAgU TOu KOKKIVOU
KQl ToU TTPACIVOU CrPaTog
aTIG OUVTAEEIG €ival HIKPATEPO
atroé Ta TTAGTN SU0 1XvNBEvTwy
Kal Ta UBPIBIKG orpaTa
KOKKIVOU Kal TTpAdaivou gival
avaAOYIK& PIKPOTEPQ

Avapevopeva ammoteAéoparta
AvauevVOUEVO QUAIOAOYIKO TTPOTUTIO ONUATWY

2¢ éva QuOIoAoyIKO KUTTAPO, avauévovtal dU0 KOKKIVa Kal U0 TTpAciva orjpata
(2K21M)

Avapuevopeva pn @UOIoAoyIKG TTPOTUTTO ONPATWY

X¢ éva KUTTOPO PE avaaTpo®r inv(16)(p13.1922) | petdBeon t(16;16)(p13.1;922),
TO aVapEVOUEVO TTIPOTUTTO ONUATWY Ba gival éva KOKKIVO, éva TTPAaaivo Kal dUo
uBpIdika (1K1M2Y).

MTtropoUv va TTpokUWouv Kal GAAa TIPOTUTTA ONUATWY O€ AveUTTAOEISH/UN
100ppoTTNEéva deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig/MapeuBalAOpeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIOPATEIG/TTOPEUBANNOPEVEG OUTIEG.

MN'vwoTh SlaoTaupoUpEVN AVTIOPACTIKOTNTA
Agv uTtdpyel yvwoTr dlacTaupoUuevn avTidpaaTIKOTNTA.

Ava@opd coBapwV CUNBAVTWYV
MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtraik ‘Evwon kai oe XWpeg He
TTAVOUOIOTUTTO  puBUIOTIKG  KaBeoTwg (Kavoviouds (EE) 2017/746 yia 1a

10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNGCIPOTIoIoUVTal yia Sidyvwaon in vitro). Edv katd
N XPAon autoU Tou TTPOIOVTOG | WG ATTOTEAEOMA TNG XPHONG TOU TTPOKANOEi
ooBapo oUPBAVY, aVOPEPETE TO OTOV KATAOKEUAOTH| KOI OTIG EBVIKEG APUODIEG APXEG.
MNa coBapd oupBavTa o€ GANEG XWPEG, AVAPEPETE TA GUPBAVTA OTOV KATOOKEUOOTH
Kal, EQV 10XUEl, OTIG EBVIKEG apuOdIEG APXES.

ZToIxEia ETMKOIVWViAg KOTAOKEUAOTH yia Bépata €TTaypUTIVNONG:
vigilance@ogt.com

MNa TIg €Bvikég appddieg apxég atnv EE, umopeite va Bpeite Tov katdAoyo pe Ta
OTOIXEI ETTIKOIVWVIAG yia BEpaTa eTaypuTIvnong oTo:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

EiS1kd XapakTnpIoTIKA amrédoong

AvaAurikn 18IKOTNTA

H avaAuTikA €18IKOTNTa OpICETaI WG TO TTOCOOTO TWV ONUATWY TToU UBPISOTToIoUVTal
yévo otn owoTr Béon Kal og Kapia GAAN Béan. AvaAluBnkav 800 XPWHOOWHIKESG
BéoeIg o€ KAOE Eva aTTd Ta EIKOTI HETAPATIKG KUTTApa atTd TTévTe SeiypaTa, Sivovtag
200 onpeia dedopévwy. XapToypaprbnke n Totmrobeaia kdBe uBpidoTToinuévou
IXVNOETN Kal  KaTaypdpnke o apiBudg Twv onudtwv FISH  petagacikwv
XPWHOOWMATWY TTou UBpIdoTroIRBnKav oTn cwaoTr Béan.

H avaAuTikr €181KOTNTA KABE TTPOIOVTOG UTTOAOYIOTNKE WG O APIBUOG TWV CNPATWY
FISH pETOQAOIKWY XPWHOOWHATWY Trou UuBpidotroienkav oTn owoTr Béon
OIoIpEPEVOG  PE  TOV  OUVOAIKG  apiBud  uBpidotroinuévwy  onudrwv  FISH
HETAPACIKWVY XPWHOOWHATWY. To atrotéAeopa auté TToAatTAacidoTnke ye 1o 100
Kal EKPPACTNKE WG TTOCOOTO UE DIAOTNUA EUTTIoTOTUVNG 95%.

Mivakag 1. AvaAuTikr €18ikéTnTa Tou CBFB (CBFB)/MYH11 Translocation, Dual
Fusion Probe

16022 200 200 100% 98,12-100%
16p13.1 200 200 100% 98,12-100%

AvaAurikn suaioénoia

H avaAuTiki euaiobnaia €ival To TT0000TO TwV afIOAOYACINWY HECOPATIKWY
KUTTAPWYV HE TO AVAPEVOUEVO QUOIONOYIKO TTPOTUTTO onudTwy. AvaAlBnkav kar’
eAayioTov 200 pecgo@aacikd KUTTapa yia kKaBe éva amod Ta 25 deiypata yuehol Twv
00TWV. ZUVETTWG, BabuoAoynbnkav kar' eAdxioTov 5.000 TTuprveg yia kGO TUTIO
deiyyatog. Ta dedopéva yia Tnv euaiobnoia avaAuBnkav Bdacel Tou TToGooTOU
KUTTApWY TToU  €D€IEOV  PUOIOAOYIKO OVOPEVOPEVO TIPOTUTIO  ONUATWY  Kal
EKQPAOCTNKAV WG TT000aTS Ye didaTnua eutmioToauvng 95%.

Mivakag 2. Avahutikr) euaigBngoia Tou CBFB (CBFB)/MYH11 Translocation, Dual

Fusion Probe

98,94% (98,59—

0,
>95% 99,29%)

MueAdg Twv 00TWV

Xapakrnpiouog Twv QUGIOAOYIKWYV TIWV ATTOKOTTHS

H @uoioloyikry atrokoTrr) opieTal wg TO TTOCOCTO KUTTAPWY TIOU gp@avifouv
Weudwg BeTIKG TTPOTUTTO ONPATWY BAoEl Tou oTToiou éva GTopo Ba BewpolTav
@ualoloyiké o€ avtiBeon pe TNV KAIVIKR didyvwaon. AvaAuBnkav kat eAdyioTov
200 pyeoo@aaikd KUTTapa yia kaBe éva atd Ta 1.300 deiypata puehol Twv 00TWV.
ZuveTwg, BaBpoAloynRbnkav kat eAdyxiotov 260.000 Trupriveg yia kd&Be TUOTTO
OeiyyaTog.

H Tipr) atrokoTrAg TPoodiopioTnKe xpnalpoTrolwvTag Tn B avdoTtpogn (BETAINV)
guvaptnon oto MS Excel. YTToAoyioTnke wg To TT0000TO HEGOPATIKWY KUTTAPWYV
TToU €J€IEaV WEUBWG BETIKG TTPATUTTO ONUATWY XPNOIMOTIOIWVTAG TO AVWTEPO OpIo
€vOg povoTTAeupou dIaoTAPATOG eUTTIOTOOUVNG 95% TNG SIWVUMIKAG KATAVOUAG
@ualoloyikoU deiypatog aoBevn.

Nivakag 3. XopakTnNpIopog  TwV _QUOIOAOYIKWY _TIMWV _atrokoTng Tou CBFR
(CBFB)/MYH11 Translocation, Dual Fusion Probe

MueAdg Twv 00TWV 2,3%

Ta epyaoTipia TTPETTEN va ETTIRERAILVOUV TIG TIUEG OTTOKOTIAG XPNOIMOTTOIWVTAG TA
Sk Toug dedopévas,

Avarmrapaywyiuornra
MpaypaTotroidnkav peAETEG avaTTapaywyinéTNTAG Yia va kaBopioTolv Ta €§AG:
. AvaTtrapaywylpotnta eviog nuépag oe 3 kévipa (ammd deiyyarta o€
deiypa)
. Avatrapaywylpotnta petagl nuepwv ot 3 kKévipa (amd nuépa o€
nHépa)
. AvaTtrapaywylpotnTa peTagl Kévipwy oe 3 kévipa (aTmé Kévipo o€
KEVTPO)
. AvaTtrapaywylpotnTa HETAgU TTapTidwV o€ £va KEVTPO (aTTd TTapTida o€
TTapTida)

H avamrapaywyiuétnta utroAoyioTnke até Tpia avedpTnTa £PYACTAPIa TA OTTOIX
eétaoav €€ Tuphomoinuéva deiypata (dUo apvnTikd yia TNV avadidragn, dUo
deiypata xapnAng BeTikéTnTag, Ta otroia ATav 1 éwg 3 Qopég Tavw amé TNV Tiun
QTTOKOTIAG, Kal dUo évTova BeTiKd deiypaTta, Ta OTToia TIEPIEXAV TIEPICOOTEPO ATIO
45% «OTtTOpa  BeTik@  yia  Tnv  avadiatagn). H avdAuon  dievepynOnke
DS555/CE-el v001/2023-11-15 (HO77 v5)
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XPNOIPOTIOIVTAG U0 eTTavaAAYelg yia kEBe deiyya katd Tn didpkeia TTEVTE pn
SIAdOXIKWY NUEPWIV.

Kai 1a Tpia kévipa dieviApynoav Sokipég olykpiong evidg TG nuépag, MeETagu
NUEPWV Kal METAGU KEVTPWYV XPNOIPOTIOILVTAG TNV idla TTapTida 1xvnBETn, evwd éva
amd Ta kEvipa dleviApynoe Kal SOKIYEG avaTTapaywyluétnTag PETagy TapTidwv
XPNOIPOTTOIWVTAG TPEIG SIAPOPETIKEG TTAPTIOES IXVNOETN.

Ta aTroTeAéoPATA TTAPOUCIAOTNKAY WG GUVOAIKH CUP@WVia PE TNV TTPOBAETTOMEVN
apvnTik katnyopia (yia Ta apvnTikd Oeiypata) kai Tnv TTPORAETTOPEVN BETIKA
KaTnyopia (yia Ta BeTIKG deiypaTa).

Nivakag 4a. Avamapaywyiydinta kai okpiBeia 1oy CBFB (CBFB)YMYH11
Translocation, Dual Fusion Probe

Avatrapaywyiuotnta MugeAdG TwV 00TWY, ApvNTIKO 100%
€VTOG NuéPAg (aTTd 4 R A
e S 6€’ ( MugAdg Twv ogTko, XauNAAG 3506
eiya o€ deiypa), BeTIKOTNTOG

UETAEU NUEPWV (OTTO

NUEPA o€ NEPQ) Kal MUEAGS TWV 0GTWY, UYPNARG

METAGU KEVTPWV (aTTO BETIKATNTAG 100%
KEVTPO O€ KEVTPO)
MugA6G Twv 00TWY, ApvNTIKO 100%
AvamapaywyiuomTa MueA6G Twv ogTo’Jv, XauNAAG 33%
HETAEU TTapTIdwV - BET'KOTang -
MugAdg Twv 00TWY, UYPNARG 100%

BeTIKOTNTOG

MpaypaToTtroiRénke eMITTAEOV HEAETN QvaTTAPAYWYIMOTNTAG YIA VA CUPTTANPWOEI TO
atmoTeAéopaTa XOUNAAG  BETIKOTNTOG  XPNOIMOTIOIWVTAG 800  deiyyata  pe
OIOQOPETIKA €TTiTTEdA XAWNANG BETIKOTNTAG (TIMA OTTOKOTIAG 2X Kal 4x) kal dUo
apvnTikd SeiypaTa yia va TpoadiopioTouV Ta €ENG:

. AvaTTapaywylgotnTa eViog NUEPAG o€ £va KEVTPO (aTTd deiypa o€

Seiypa)

. AvaTrapaywylyotnTa HeTagl NUEPWY O€ £va KEVTPO (aTTO NUEPa O€
nuépa)

. AvaTrapaywylgotnTa HeTagl XEIPIOTWY O€ éva KEVTPO (ATTO XEIPIOTH O€
XEIPIOTR)

H avamrapaywyigdtnTa TpoodiopioTnKe PE TN XPACN MIag TTapTidag IxvneETn, n
oTroia aglohoynBnke og dUo eTavaAfyelg KABe deiyuaTog, TTou EeTdaTNKAV OF
TEVTE Un JladoXIKEG NUEPES aTTG dUO DIAPOPETIKOUG XEIPIOTEG.

Ta atmoTeAéopaTa TTAPOUCIAGTNKAY WG GUVOAIKA CUN@wvia Pe TRV TTPOBAETTOMEVN
BeTIKA KaTnyopia (yia Ta BeTIkd deiypaTa).

Nivakag 4B. MpdoBeTa uTTooTNPIKTIKG dedoUEva yia TNV AVATIAPAYWYILOTNTA KAl

akpiBeia Tou CBFB (CBFB)MYH11 Translocation, Dual Fusion Probe

AvaTtrapaywyiuotnta MueAdg Twv 00TWY, 100%
€VTOG Nuépag (atréd XOUNAAG BETIKOTNTAG

deiypa o deiypa), (atrokoTn 2x)

HETAgU nuUEPWV (aTTd MueAdg Twv 00TWY, 100%
nuépa o€ nuépa), XOUNAAG BETIKOTNTAG

UETOEU XEIPIOTWY (aTTO (atrokoTA 4x)

XEIPIOTA O XEIPIOTH)

KAviki amrédoon

MNa va diaoeahioTei 611 T0 TTpoidv CBFB (CBFB)/MYH11 Translocation, Dual Fusion
Probe avixvever TG TTpoPAeTrépeveg  avadiaTtagelg, n  KAvIKA  oTmédoon
TPOOdIOPIoTNKE UE TEQOEPIG (4) WEAETEG QVTITIPOOWTTEUTIKWY OEIYUATWY TOU
TIPORAETTOMEVOU TTANBUGHOU TOU TTPOIOVTOG: UTTOAEITTOPEVO UAIKO HOVIPOTTOINUEVO
o€ YeBavoAn/ogikéd ogu 3:1. AuTég ol ueAETEG gixav ouvdUaOTIKO péyeBog deiyuaTog
TPIaKOOiWV evevivTa TPIWV (393) delypdTwy, HE GUVOAIKA €iKOOI OKTW (28) BETIKG
Seiypata kal Tpiakoaia egivra mévTe (365) apvnrikd Seiypata. Ta amoteAéopata
ouyKpiBnkav pe Tn yvwoTh katdoTtaon Tou deiypaTtog. H oupgwvia/aocupgwvia Twv
aTroTEAEOUATWY BIATTIOTWONKE OTI TTANPOI T KPITAPIA aTTodoXAG YIa TV TTapouca
ueAéTN. Ta amoteAéopata Twv SOKIHWY auUTWY avaAudnkav TTPOKEIUEVOU va
uttoAoyioTei n KAIVIKA euaigBnaoia, n KAIVIKA €18IKOTNTA KAl TO TTOGOOTO WEUBWG
BeTikwv (FPR) TIHWV yia Ta BETIKE OAPATA, XPNOIPOTIOIWVTAG IO TTIPOCEYYION Hiog
didoTaoNG.

Mivakag 5. KAivikr) arédoon Tou CBFB (CBFB)/MYH11 Translocation
Dual Fusion Probe

KAIvik euaioBnaia (TrooooTd aAnbwg
BeTikwv, TPR)* 98,76%
KAvikn €181K6TNTa (TTOGOOTO aAnNBWG 99 520
apvnTikwy, TNR)* '
MoooaoTd weudwg BeTikwv (FPR) =1 — 0.48%
EidikétnTa* '

NepiAnyn ao@daAeiag kai KAIVIKIAG arédoong (SSP)

H tepiAnwn SSP Ba eival diabéaoiun oTo Kovd péow TNG EUPWTTAikAG Baong
Oedopévwy yia 1aTpoTexvoAoyikd TTpoidvia (Eudamed) 6trou ouvdéetal pe TO
Baoiké UDI-DI.

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

Baoiké UDI-DI: 50558449LPH022J9

Edv n Baon dedopévwy Eudamed dev eival TAApwG Aeitoupyikh, n repiAnyn SSP
Ba d1aTiBeTal OTO KOIVO KATOTTIV AITAPOTOG péow email otn dieubuvon

SSP@ogt.com.

Mpo6oBeTeg TANPOPOPIEG

MNa mp6aBeTeg TTANPOPOPIES, ETMIKOIVWVAOTE YE TO TUAMA TeXVIKAG YTTOOTAPIENG
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTotrog: www.ogt.com
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AITAQpOTA EUPETITEXVIOG KAI EPTTOPIKA GAHATA
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