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Mpoopifépevn xpfion

To CytoCell® BCR/ABL (ABL1) Translocation, Dual Fusion Probe givai pia TroIoTike,
un autopatoTroinuévn €&étaon @Bopiovtog in situ uBpidiopold (FISH) TTou
XPNOIPOTIOIEITAI YIO TNV AVIXVEUON XPWHOOWUIKWY avadiaTagewy PETAEU Tng
mePIOXAG 22911.2 Tou YpwpoowpaTtog 22 kal Tng Teploxns 9934.1 Tou
XPpwpoowpatog 9 g povipotroinuéva ae didAupa Carnoy (peBavoAn/ogikd ogu 3:1)
KUTTAPIKG  EVAIWPAPOTO  aldaToAOYIKAG  TTpoéAeuong omd  aoBeveig  pe
emBeBaiwpévn 1 mOavoAoyouuevn xpdvia puehoyevr) Aeuxaipia (XMA), ogeia
puehoyevi Aeuxaipia (OMA) fy ogeia Aep@oBAaoTiki Acuxaipia (OAN).

Ev&eigeig xpiong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHOTIKO 0 GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG E£EETAOEIG O avayvwpIoPEVa POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povTidag, 6Tou n yvwon tng Umopéng Tng petdBeong BCR:ABL1 6a Artav
ONUOVTIKNA Y10 TNV KAIVIKF) QVTIETWTTION.

MNepropiopoi

To Tpoidv auTod £xel OXEDIQOTEI yIa va avixveUel avadiatdgelg ue onueia didomraocng
oTNV TTEPIOXT TTOU KAAUTITETAI OTTO TOUG KOKKIVOUG KOl TIPACIVOUG KAWVOUG OE auTO
TO O€T IXVNOETWY, n otroia TepIAauBAver TiIg TePIoXEG Twv BCR kai ABL1. Znueia
didoaong Tou Ppiokovral €kTOG TNG €V Adyw TrEPIOXAG 1 TTapaAAayég
avadiaTagewy TTou TTEPIEXOVTAI £§ OAOKARPOU O€ QUTAV TNV TTEPIOXK MTTOPEI va unv
€ival aviXveUoIua PE autd TO TIPOIdV.

AuTS TO TTPOIGV BEV TTPOOPICETAl YIa: XPAON WG HEPOVWHEVN dlayvVwaTIKA e¢éTaan,
OUVOJEUTIKA BIayVWOTIKN €§€TOON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKO
¢Aeyxo Baoel TANBuopoU, EéTaon KOVTG aToV 00BEVA i} auToEEETAON.

To Tpoidv autd dev €xel ETTIKUPWOEI yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla OKOTTOUG TT€PAV QUTWV TTou KaBopiovTal aTnVv TTpoopIfopEvn Xpron.
MpoopileTal yia XpAon wg GUPTTARPwHO Ot GAAEG dIaYVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal dev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EVEPYEI pOVO BATEI TOU
arroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAyHATOTToIoUVTal aTTO KATAAANAG €CEIDIKEUPEVO TTPOCWTTIKG, GUUQWVA PE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapfdavovTal utréywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWY, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIES.

To Tpoiév auTd TTPOOPICETAI HOVO YIa EPYATTNPIOKT ETTAYYEAPOTIKA XPAON.

H pn mpnon tou TTPWTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATIGd00N Kal va
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBPIBIoPGG (FISH) gival pia TEXVIKI TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAPAOIKG XPWHOCWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoiyotroiei ixvnoéteg DNA
Tou  uBpIdoTToloUvTal 0g OAOKANPA XPWHOOWHATA 1 WEPOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TeXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
onuavTiKG €peuvnTIKG €PYOAEio OTa TTAQICIO TTPOYEVVNTIKWY Kal GIUATOAOYIKWY

avoAUoEWY, KaBWG Kal XPWHOOWHIKWY 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 uBPIBIOUO, YivVETAl 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 IXvneéTn

To yovidio BCR (BCR activator of RnoGEF and GTPase) BpiokeTal oTnv Trepioxn
22911.2 ka1 10 yovidio ABL1 (ABL proto-oncogene 1, non-receptor tyrosine kinase)
Bpioketal otnv Teploxy 9934.1. H petdBeon petagl autwv Twv 800 yovidiwv
eM@PEPEl TO yovidlo oUvingng BCR:ABL1 kai Tapdyel éva  XpwuOowua
DiINadéAPEIag, TO OTTOI0 ATTOTEAET TO OPATO ATTOTEAEOUA TNG HETABETNG QUTAG.

H Tapoucia Tng oulvinéng BCR:ABL1 €xel onuavrikéG OIOYVWOTIKEG Kal
TIPOYVWOTIKEG ETTITITWOEIG OE OPIOUEVEG QIUATOAOYIKEG DIATAPAXEG.

H perdBeon t(9;22)(q34.1;911.2) eival 10 Bacikd XapoKTnPIoTIKO TNG XPOvIiag
puehoyevolg Asuxaipiag (XMA) kai evromiCetar Trepittou o1o 90-95% Twv
TePIMTWOoeWvE. O1 UTTOAOITIEG TTEPITITWOEIG £XOUV TTAPAAAQYT TNG METABEONG 1
£€X0UV KPUTITIKA avadidtagn pe ouppeToxn Twy 9934.1 kai 22q11.2 TTou dev ptTopei
Va EVTOTTIOTEN E TN OUVIABN KUTTOPOYEVETIKA avaAuon?.

H ouvtnén BCR::ABL1 gvToTideTal £TMioNG KOl 0T0 25% TwV TIEPITITWOEWY O&giag
Aep@oBAaoTikig Acuxaipiag (OAA) evnAikwv Kal 010 2-4% TwV TIEPITITWOEWY
maidikig OAAL H apouaia Tng ouvingéng BCR::ABLL £xel KaTadeIXTEl OTI EMIQPEPEI
Suouevr TTpdyvwon oty OAA 1600 ot eVAAIKES 600 Kal o€ TTaIdIa™2, Q¢ £k TouTou,
n avixveuon Tng avwpaAiog €xel pyeydAn onuacia yia Tn SI0CTPWHATWGN TOU
KIivdUvou, n otmoia Ba emnpedoel TIG OTTOQACEIS yia Tn Oepatreia kal TNV
QVTIMETWTTION?. Z€ évav WIKPO apiBud TrepimToswy OAA, n uetdBeon dev odnyei
O€ KUTTOPOYEVETIKG 0paTd XpwHOowHa PIAASEAPEING. ZTIG TTEPITITWOEIG AUTEG, N
péBodog FISH eival atrapaitntn yia TV avixveuon Tou yovidiou ouvtngngs.

H avadiaragn auth atmavTaral €Tmiong o€ OTTAVIEG TIEPITITWOEIG 0§eiag pueAoyevoug
Aeuxaipiag (OMA). H BeTikA yia To xpwuoowua PiAadérgeiag OMA xapaktnpigetal
atrd TNV avOekTIKOTNTE TNG OTN CUPBATIKR OUVABN XNUEIOBEPATIEia Kal TNV KOK
TPOyvWwaon?, oToTE 0 AKPIRAG Kal TAXUG EVTOTTNIOWOG QUTAG TNG XPWHOOWHIKAG
avwyaAiag gival (wTIKAG onuaciag.

MpodiaypaPég 1XvnOeTWV
ABL1, 9934.1 Kékkivog
BCR, 22q11.2 Npdoivog
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To peiypa KOKKIVOu IXvnBETn TrepIExeEl Evav 1xvnBETn 348kb mou TrepiAauBavel 1o
yovidio ABL1 kai évav 1xvnBétn 173kb Tmou TepidapBdvel To yovidio ASS1. To
peiypa  Tpdaivou 1xvnBETn TrepiExel €vav  i1xvnBEtn 173kb Tou BpiokeTal
KEVTPOMEPIKG Tou yovidiou BCR kai trepidapBavel Ta yovidia GNAZ kai RAB36.
‘Evag 8euTepog TTPACIvog IxvnBETNG KaAUTITEl TV Treploxr) 148kb TeAopepikd Tou
yovidiou BCR trou mrepidapfdvel pépog Tou yovidiou IGLLI.

Mapexopeva UAIKA

IxvnOérng: 50 pl avd @iaAidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 egeTdoeig)
O1 1xvnBéteg Tapéxovral Trpoavapepiyyévolr o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg BeiknA deCTpavn, <10% aAatouxo SIGAUNA-KITPIKG VATPIO 20X
(SSC)) kau gival €ToIgol TTPOG XPAon.

Avrixpwon: 150 yl avd @iaidio (15 egeTdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 ug/ml DAPI (4,6-diapidivo-2-
@aivuhivdoAn) o€ Baciopévo o€ YAukepOAn péoo oTepEWanNG).
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Mpo€I5oTroINoEIg Kal TIPOQPUAASEIG

1. Tain vitro dlayvwoTiKA xpAon. Movo yia epyacTtnpiakn eTTayyeAUOTIKR Xprion.

2. Ta piypota Twv IXVNOETWY TTEPIEXOUV POPUaNidIo, TO OTToio gival TEpaTOyOVO.
Mnv avarvéete avaBupidoelg Kal oTToQUYETE TNV €TTAPr PE To dépua.
ATTaITEITAI TIPOOEKTIKOG XEIPIONAG. Na @opdTe yavTia Kal EpyacTnpIakn Todid.

3.  AmaiTeitar  TTPOOEKTIKOG  xeIpiopdg Tou DAPL. Na @opdate ydvria kai
£pyaoTnpIokn TTodId.

4. Mnv TO XPNOIYOTTOIEITAI €QV Ta @IAAIdIO €xOouv UTTOOTEl ¢nuId 1 €av n
aKkepaIOTNTA  TOU  TIEPIEXOMEVOU Twv  QIaAIdiwV  €XEl  ETTNPEACTEI  ME
OTT0IOVONTTOTE TPATIO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG aTOPPIYNG yia Tnv TIEPIOXH OOG O€
OUVOUOONO ME TIG OUOTAOEIS TOU AeATiou BedOPEVWV ACPAAEIAG yia va
KaBopioeTe TNV ac@air améppiyn autol Tou TTPoidvTog. AuTd IoXUel €TTioNg
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU £XOUV UTTOOTEI {nIdL.

6. H amoppiyn GAwV Twv XPNOIPOTTOINUEVWY AVTIOPACTNPIWY Kal TUXOV GAAwvV
HOAUGHEVWY aVAAWGCIHWY UNIKWV TTPETTEI VA YIVETOI CUMQWVA HE TIG TIOPAKATW
Sladikaoieg yia poAuopatikd f ev duvdpel YoAuopaTikG ammopAnTa. Kdbe
€PYOAOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPO TwV OTEPEWV Kal UYPWV
atmoBAATWY cUP@wva Pe TN eUON Kal Tov BaBuo eTmMKIVOUVOTNTAG TOUG, KOBWG
Kal yla Tnv emegepyania kar TNV amoppiwn Toug ( Tnv avaBeon Tng
€TTECEPYATiOg KAl TNG OTTOPPIYAG TOUG OE TPITOUG) OUMPWVA PE TUXOV
10X00VTEG KAVOVIOUOUG.

7. O1 XeIpIOTEG TIPETTEI VA €XOUV TNV IKAVATNTA VA SIAKPIVOUV TO KOKKIVO, TO UTTAE
KalI TO TIPACIVO XPWHA.

8. H pn tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal TwV avTIdpaAcTnPiwv
evOEXETONl VO ETTNPEdOEl TNV aATTOd00N KOI VO O0BNYAOEl O WEUBWG
BETIKA/OPVNTIKG aTToTEAEOUATA.

9. O Ixvneétng dev Ba TIPETTEl va apalwVETal i va avaplyvuetal Je GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnB€Tn OTO OTAdIO TOU TTIPWTOKOAAOU TIPIV ATTO Tn
METOUTTWAON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN Kal Va 08nNyACEl 0 WPEUBWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTIPIV ATT6 TN XprAon.

12. O1 eowTepIKOi £AEYXOI TIPETTEI VA TTPAYUATOTTOIOUVTAI PE TN XPON KUTTAPIKWV
TIANBUO WYV TTOU BEV €XOUV ETTNPENCTEI O€ BelypaTa £§ETAONG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / ZTov katayukTn: -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  Ogppokpacia dwpatiou (RT): +15 °C éwg +25 °C
ATro0Keuon Kal XEIPIOPOG
-15°C  To kIt Ba TTpéTrel va atrobnkeveTal o Bepuokpaacia atod -25 °C
J/ £€wg Kal -15 °C o€ Katayuktn péXP! TNV nuepopnvia ARgng Tmou
-25°C avaypda@eTal otV ETIKETA TOU KIT. Ta @IaAidia 1xvnBeTWV Kal
avTiXpwong TTPETTEl VO aTToBNKeUOVTAI OE OKOTEIVO XWPO.

\ |/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES kai 10
T [ - S1GAupa uBpIdiopol Wugng/atdéyuing TTou TTpayuaToTToloUvTal
/7 . aTo TACicI0 TNG PUOIOAOYIKAG XPAONG (£vag KUKAOG avTIGTOIXET
AI aTnNV aQaipecn Tou @IaAISiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOu O€ auTdv) - 5 KUKAOI yia To @IoAidio 50 pl (5
egetdoeig) Tou 1xvnBéTn FISH, 10 kUkAoI yia TO @iaAidio 100 pl
(10 egetdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon 0To pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOPEVUYETAI
6tou gival Suvatév. PUAGCOETE TA CUOCTATIKA OTOV TTOPEXOMEVO TTEPIEKTN HE
TTpoOTACia aTTd TO PWG. Ta CUCTATIKA TTOU XPNalJoTToloUvVTal Kal atrofnkedovTal
uTTé OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPET
va Pnv €Xouv TNV avauevouevn atrdédoon Kal YTTOPEi va ETTNPEATOUV apvnTIKG Ta
arroteAéopata TnG avaAuong. Mpétmel va kataBaAAeTal KGOe duvarr TTPOoTTEBeIa
woTe n €ékBeon oe PeTaBAAAOPEVEG OUVONKEG QWTIOMOU Kol Beppokpaadiag va
TEPIOPICETaI OTO EAAXIOTO.

E€omrAiopog kai UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpétel va xpnoiyoTroigital Badpovounuévog e€0TTAICOG:

1. Oeppn TAGKa (ue oTepen TTAGKA Kail SIGTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg kai 80 °C)

2. BaBuovounuéveg pIKPOTITTETEG pETABANTOU Oykou Kal puyxn, ammd 1 pl €wg
200 pl

3. Ydaréloutpo pe didTagn akpiBoug eAéyyxou Bepuokpaaiag otoug 37 °C kal
oToug 72 °C

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookdtio @Bopiopyol (avartpééte oTnv €voTNTa «XUOTACH Yid TO
HIKPOGKOTTIO PBOPITHOU»)

6. MikpookdTmio avTiBeang pacewv

7. KaBapd AaoTIkd, Kepapikd f BeppoavBekTikd yudAiva doxeia Coplin

8. AaBida

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

10. MepiékTng uypaaiag

11. ®akdg HIkpooKoTriou PBopIoHOU KATAdUTIKAG e AAdI

12. ®uydkevTpog TTAYKOU £pyaoiag

13. AVTIKEINEVOPOPOI HIKPOTKOTTIOU

14. KaAutrTpideg 24 x 24 mm

15. Xpovopetpo

16. Emmwaotipag 37 °C

17. KOAAa pe didAupa eAacTIKOU

18. Miktng TepIdivnong

19. AiaBaBuiopévor KUAIVOpOI

20. MayvnTik6g avadeuTipag

21. BaBuovounuévo BepudueTpo

NpoaipeTIkOG £SOTTAICHOG TTOU BeV TTAPEXETA
1. KuttapoyeveTtikdg BdAapog Efpavong

AvTiIdpaoTiApia TTou atraiTouvTal aAAd Sev TTapéxovTal
AidAupa ahatoUyou diaAlpaTog-kiTpikoU varpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

ATTioVIOpEVO VEPS

ok wWNE

ZUoTaON YId TO HIKPOOKOTTIO pBopiooU

Xpnoiyotroieite  Adutra  udpapyupou 100 watt A 100d0vaun kai emiTedoug,
OTTOXPWHATIKOUG OVTIKEIPEVIKOUG (QOKOUG KaTaduTIkoUG ae AGdI pe peyéBuvon
60/63x n 100x vyia BEéATIOTN aTmeikovion. Or  @Bopifouceg ouoieg TTou
XpnolpoTroloUvTal g€ auTo TO OET IXVNOETWY Ba digyepBouv kal Ba eKTTEUYOUV OTa
ak6AouBa pAkn KUPATOG:

Mpdoivn 495 521

| KOKKIvn | 596 | 615 |

BeBaiwBeite 611 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTTAG, T OTToia KAAUTITOUV Ta UAKN KUPOTOG TTOU avagépovTal
TTapaTdvw. Xpnoigotroiate @iAtpo diEAeuong 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 TIPIV aTTd TN XPAON YIa va dlac@alioeTe OTI
Aeitoupyei  owoTd. XpnolpotroinoTte AAdI  eURATITIONG TTOU  €vOEiKvUTal VIO
JIKpooKkoTTia @BopIopol Kal €xel oxedlaoTel yia XapunAd autéuato @Bopiouod.
Amopuyete Tnv avauign Tou DAPI antifade pe Add1 kataduong pikpookoTriou, SIOTI
KT TETOI0 Ba KaAUWEl Ta opata. Tnpeite TIG CUCTATEIG TOU KOTAOKEUAaTH dgov
agopd tn didpkela (WG TNG AGUTTAG Kal TNV NAIKIa Twv GIATPWV.

MposeToipacia delypdTwyv

To kit €xel oxedlOOTEl yla XPAON OE KUTTAPIKG EVAIWPAPOTA QINATOAOYIKAG
TTpoéAeuong povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ogiké ofu 3:1), Ta
oTToi0  €XOUV  TTPOETOINOOTEI OUPQWVO PE TIG KATEUBUVTAPIEG O0Bnyieg TOU
gpyaaTnpiou i Tou 18pUPATog. MpoeToindaTe deiypaTa TTou €XOUV UTTOOTEI Efpavon
UE 0fpa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTapOYeVETIKEG dladikaoies. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG YyIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl YIO TNV TTPOETOIUATIA TWV AVTIKEIMEVOPOPWY TTAAKWVS.

MpogToipagia SiaAupdTwyY

AiaAduara ail@avoAng

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

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 péPog aTTovICHEVOU VEPOU

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

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avapigTe
KoAd. EAéyETe TNV Tiun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITTWON. Amobnkevote 1O OIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AidAupa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC e 49 pépn atmioviouévou vepoU Kal avauigTe
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 0 AEPOTTEY TTEPIEKTN.

2xSSC, AiagAuua Tween-20 0,05%

ApaiwoTe 1 pépog diaAuparog 20xSSC pe 9 pépn atmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avda 10 ml kai avapi§re kaAd. EAEyETe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimTwaon. AroBnkeloTe To diGAupa
yia éwg Kail 4 Bdouadeg e Bepuokpacio SWHATIOU O AEPOOTEYN TTEPIEKTN.

MpwTt6koAAo FISH
(Znueiwon: BeBaiwBeite 0TI N €kBeon Tou IXvNOETN Kal TNG AVTiXpWONG OTA QWTA
TOU EPYOOTNPIOU €ival TIAVTA TTEPIOPITHEVN).

lMpocroiuyacia avrikeEIuEVoPopou

1. TomoBetRoTe pia knAida amd TO KUTTAPIKG Oeiyya O pia  yudAivn
QVTIKEINEVOPOPO HIKPOOKOTTIOU. APRaTE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIMOTTOIEITAI KUTTOPOYEVETIKOG BdAapog Enpavong: O BAAapog TTPETTEl
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia T BEATIOTN
AMwn kuTTapikoU deiypatog. Edv dev umr@pyel dIaBECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atraywyd wg VAAAOKTIKA).

2. Bubiote TNV avTikeiyevo@opo o€ didhupa 2xSSC yia 2 AeTTTd o€ Bgpuokpaaia
dwpaTtiou Xwpig avakivnon.

3. Agudatwote ot BIaQopeTIKG TTooooTd aibavoAng (70%, 85% kai 100%),
d10d0XIKd, TO KaBéva yia 2 AeTiTd o€ Beppokpagia dwpaTiou.

4. AQAOTE TN va OTEYVWOEL.
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IMpiv amé tn perouciwon

5.  Ag@aipéoTe Tov IXvNOETN AT TOV KATAWUKTN KOl A@rOTE ToV va Beppavbei o€
Beppokpacia dwuatiou. EkTeAéoTE GUVTOUN QUYOKEVTPION TTPIV AT TN XPRON.

6. Beaiwbeite 0TI TO didAUpa 1IXVNOETN €xEl avapixBei opoiduop@a pe TN Xpron
TTETAG.

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

8. TomoBeTACTE TOV IXVNOETN KOl TNV AVTIKEINEVOPOPO OeiyHaTog o€ pia Bepun
TTAGKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TpoBEppavaon.

9. TomoBetrioTe 10 pl piypaTog IXVNOETN OTO KUTTOPIKG HiyHa KOl EQAPUOOTE Hia
KAAUTTTPIOO TTPOOEKTIKA. ZPpayioTe e KOAQ pe SiIGAuPa EAACTIKOU KAl apACTE
TN Va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTouoiwoTe TO dgiypa Kal Tov IXvNBETN TOUTOXPOVA BepuaivovTag TNV
QAVTIKEIUEVOPOPO o€ pia Beppn TTAdka oToug 75 °C (+/- 1 °C) yia 2 AeTrTd.

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

TMAUoeIg perd Tov uBpPISIOUO

12. Agaipéote 1o DAPI amé Tov KAtawukTn Kal a@rioTe To va BepuavOei ot
Bepuokpacia dwuariou.

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

14. BuBioTe TNV avTikeiyevo@opo o€ didAupa 0,4xSSC (pH 7,0) og Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTrTdél Xwpig avakivnaon.

15. ATTooTpayyioTe TNV QVTIKEIWEVOPOPO Kail BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 oe Beppokpacia dwuariou (pH 7,0) yia 30 deutepdAeTITa XWPIG
avakivnon.

16. ATooTpayyioTe TNV avTiKeIpeEvoPopo kal TorroBeTroTe 10 pul DAPI antifade oe
KGOe deiyua.

17. KaAOWTeE TN PE pIa KOAUTTTPIOA, apaipEoTe TUXOV QUOOAIDES Kal TrepIuéveTE 10
AETITA PEXPI VO QVaTITUXOET TO XPWHA OTO OKOTADI.

18. MapatnproTe o€ PIKPOOKATTIO PBOPIoHOU (avaTpégTe oTnV evoTnTa ZUOTAON
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoelg yia T diadikaoia

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

2. O1 ouvBnkeg UBPIBIOCUOU UTTOPEI VO ETTNPEACTOUV OUCUEVWG ATTG TN XPAon
avTidpacTNPiwY TTEPAV EKEIVWV TTOU TTOPEXOVTAl | CUGTAvVOVTAlI OTTO Tn
Cytocell Ltd.

3. Xpnolgotroiote  éva  Babuovounuévo BepuOMPETPO  yio TR PETPNON
Beppokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Bepuokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TTPOIOVTOG.

4.  O1 GUYKEVTPWOEIG, oI TINEG pH Kal o Beppokpaaieg TTAUONG gival ONUAVTIKEG,
KaBWG oI oUVOAKEG XOUNAARG auaTNPATNTAG PTTOPEI VO £XOUV WG ATTOTEAECUA
un €0k déopeguon Tou IXvnOETN Kal ol ouvenkeg uTEPPBOAIKG UWNAAG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAEGUA TNV OTTWAEIQ OAPATOG.

5. HaTteAAg peTouoiwan PTTopEi va €xel WG ATTOTEAECUA TNV ATTWAEIQ OAPATOG KAl
n uTtEPBOAIKA PETOUGTWAON UTTOPET £TTIONG Va £XEl WG aTTOTEAETUA TN WN €1DIKN
Séopeuan.

6. O utrepBoAikdg UuBpISICPOG uTTopeil va odnynoel oe TPOCBeTa 1 un
QAVOAPEVOUEVA OHuaTa.

7. O1xpnoTeg Ba TTPETTE va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta SeiyHaTd TOUg
TPIV a1Té TN XPAON TNG €££TAONG Yia dlayvwaTIKoUg oKoTToUG.

8. Tuxov UTTOREATIOTEG GUVOAKEG UTTOPET va €XOUV WG OTTOTEAETHA UN €IDIKN
O€0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAPA IXVNOETN.

Eppnveia Twv ammoTeAETUATWV

EKTipunon moIoTnTag avrikEINEVoQOpwY TAaKWV

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

e Ta onuata eivar 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 agloAoynoipa

e Ymapxel peyaAog aplOudg  ouaTadOTTOINUEVWV/OAANAOETTIKAAUTITOPEVWY
KUTTApWV TTou uTTodidouv Tnv avdAuon

e >50% Twv KUTTApwWV dev £xouv uBpidoTroinBei

e Ymdapyel Tepiooeia @OOPICOVTWY owpaTIdiwv PETAEU Twv KUTTApwy r/Kal
@Bopiouca axAry TTou TTPoKOAEi TTapeUBoAég oTa onpata. 1davikd, TO
uTTORABPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO R HaUPO Kal
kaBapod

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

KareuBuvrripieg odnyieg yia tnv avaAvon

o Kdbe deiyya Ba TpéTrel va avaAueTal Kal va eppnvedeTal atrd dUo avaAuTég.
Tuxév aoupewvieg Ba TpéTrel va emAlovTal PEOW €KTiUNONG aTmd TpiTo
avaAuTth

e KdaBe avaAuTig Ba Tpétel va gival KATAAANAG eCEIDIKEUPEVOG TUPPWVA PE TA
aAvVaYVWPIoTPEVA €BVIKG TTPOTUTTO

o KdBe avaAutrig Ba Trpéel va BabuoAoyei pepovwpéva 100 TTUprVeG yia KGBe
Seiypa. O mpwTog avaAutig Ba TpéTel va Eekiva Tnv avaAuon amod Tnv
apioTepn TTAEUPE TNG AVTIKEINEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTd Tn JegId
TTAEUPG

o KdBe avaAutig Ba TTPETTEl va TEKUNPIWVEI TA ATTOTEAEOUATA TOU O€ XWPIOTA
£VTUTTO

e AvoAlete  pbévo  ABIKTOUG  TTUPAVEG  Kal  OXI  ETTIKAAUTITOJEVOUG N
OUOCOWPEUPEVOUG  TTUPAVEG 1 TTUPRAVEG  TTOU  KOAUTTTOVTAl  OTTO
KUTTAPOTTAQOUATIKG UTTOAEIMPATA 1) UWnAo eTTiTredo autopBopiouol

e ATTOQEUYETE TTEPIOXES WE TTEPICOEIN KUTTOPOTTAQOHATIKWY UTTOAEIMPATWY 1 YN
€101k6 UBPIBIoPO

e H évraon Twv onudTwy PTTOPEi va TTOIKIAAEL, AKOPO KAl TNV TTEPITITWON £VOG
HOVO TTUPAVA. € TETOIEG TTEPITITWAOEIG, VO XPNOIUOTIOIEITE pova QiATpa fi/kal va
puBpiCeTE TO €OTIAKO ETTITTESO

e Y& UTTOREATIOTEG GUVONKEG, Ta OAPOTA PTTOPET va @aivovTtal didyuTa. Edv duo
ofuata Tou idlou XpWHATOG BpiokovTal o€ TTagr PHETAgU Toug, i n améoTacn
UETAEU TOug dev gival peyaAlTepn atmd dUO TTAGTN OAPATOG, 1) CUVOEOVTal PE
£va axvo VAua, HETPROTE TA WG EvVa OAa

e Kard Tnv avaAuon SixpwHwv IXVNBETWY dIGoTTaoNG, €4V UTTApPXEl dIdoTnua
METAEU TOU KOKKIVOU Kal TOU TTPACIVOU OAaTOG TTou dev uttepRaivel Ta TTAGTN
2 onudtwv, TIPOOHETPAOOTE WG OAPA Tou Oev  QVTIOTOIXEI OF
avadidragn/ouvtngn

e Kard tnv avdAuon IxvnBeTwv dIGoTTaoNG TPIWV XPWHATWY, €dv UTTAPXEI
didotnua petagy Tou 3 onudTwv (KOKKIVOU, TIPACIvou, WTTAE) TTou Jev
uTTEPRaivel Ta TTAGTN 2 ONPATWY, TIPOCUETPIOATE WG GAUA TTOU JEV AVTIOTOIXEN
oe avadiaragn/auvinén

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOpPEi va avaAuBei i oxi1, unv
TIPOXWPNOETE OTNV AVAAUCT TOU

Mnv TTpoCuETPATE - OI
TTUPAVEG givar uTTEPBOAIKG
KOVTG 0 €vag aTov aAAov yia
TOV KaBopIouod opiwv

Mn TrpoopueTpdre
AAANAOKAAUTITOUEVOUG
TTUPRVEG - &ev gival opaTn
OAGKANPN N éKTOON KAl TWV
800 TTuprvwy

MpooueTprioate wg dUo
KOKKIVa orjpaTa kai 800
Tpdoiva cAPaTa - éva amé Ta
U0 KOKKIVO orjpata givai
didyuto

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdaoiva
ofuara - To dIGCTNUA OTO €va
KOKKIVO Oua gival PIKPOTEPO
atré Ta TAATN U0 CNUATWY

38
o
0
o

Avapevopeva arroteAéopara
AvapevouEVO QUAIOAOYIKO TIPOTUTIO GNUATWY

Ze €va eualohoyIko KUTTapo, avapévovTal dUo kKOKKIVa Kal duo TTpdaiva oiuarta
(2K2Mpdo).

Avapevoueva pn QUOIOAOYIKG TIPOTUTIA ONUATWY

e éva kUTTapo pe PeTaBeon t(9;22)(921.3;922.12), T0 avaUEVOUEVO TTPOTUTIO
onpaTWY Ba gival éva KOKKIVO, éva TTpdoivo Kail 0o uBpidika (1K1Mpda2Y).

MtropoUv va TTpokUWouV Kal GAAQ TTIPOTUTTO ONUATWY O€ AveUTTAOEISH/Un
100ppoTTNuéva deiypaTa.
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FvwoTég oxeTikég aAAnAemdpdocig / Napepfarlépeveg ouoisg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIDPATEIG / TTapeUBAANOUEVESG OUTTEG.

MvwoTh 3100TAUPOUMEVN AVTIBPACTIKOTNTA
O mpdoivog 1xvnoétng BCR ptropei va epgavioel dlaotaupouuevo uBpidioud oto
XPpwpoéowa 7 aTnv Tepioxr 7q11.2.

Ava@opd coBapwV CUNBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtraiki ‘Evwon kol o€ XWpeg He
TTAVOMOIOTUTTO  puBIOTIKG  kaBeoTwg (Kavoviopdg (EE) 2017/746 yia T1a
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XPNalpoTTolouvTal yia didyvwaon In vitro). Edv katd
TN XPAon autoU Tou TTPOIOVTOG | WG ATTOTEAEOHA TNG XPHONG TOU TTPOKANOEi
gofapd cupBdv, avapEPETE TO OTOV KOTAGKEUATTH KOl OTIG EBVIKEG ApUODIEG APXES.
MNa coBapd cupPBavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA GTOV KOTAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZT0IKEiO  EMKOIVWVIAG  KATOOKEUAOT  yia  Bépata  emayputrvnong:
vigilance@ogt.com

MNa Tig €BvikéG apuddieg apxég otnv EE, umopeite va Bpeite Tov katdhoyo e Ta
aToIxEia ETMKOIVWVIAG yia BépaTa eTTaypuTIVnOonG OTo:
https://health.ec.europa.eu/medical-devices-sector/new-requlations/contacts_en

EI181kd XapakTnpIoTIKA amrédoong

AvaAurikn eiikoérnTa

H avaAuTIkA €1I81KOTNTA OPIETAI WG TO TTOOOOTO TWV CNUATWY TTOU URPISOTToI0UVTaI
yévo otn owoTt Béon kai ot Kapia AAAn Béon. AvaAuBnkav TEOOEPIG
XPWHOOWWIKEG Béoelg o€ KABe éva ammd Ta 20 peTa@aoikd KUTTApa oTrd TTéVTE
Seiypara, divovrag 400 onueia dedopévwy. XapToypa®rdnke n Tomrobecia KGBe
uBpidotroinuévou IXvNBETN Kal Kataypdenke o apiBudg Twv onudtwv FISH
METAQATIKWY XPWHOOWUATWY TToU UBpIdoTToINONKaV OTn CWoTH B£on.

H avaAuTikf €1BIKOTNTA KABE 1XVNOETN OTO KIT UTTOAOYIOTNKE WG O apIBPOG Twv
onuAaTWV FISH PETOPAOIKWY XPWHOOWHATWY TToU UBPIBOTTOINBNKAV OTN OWOTH
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidotroinuévwy onudtwv FISH
METAPATIKWY XPWHOCWUAETWY. To atmoTéAeopa auté TTOAATTAACIAoTNKE pE To 100
Kal EKPPACTNKE WG TTOTOOTO HE SIACTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTik €18ik6TnTa Tou BCR/ABL (ABL1) Translocation, Dual Fusion

Probe

9934.1 200 200 100% 98,12% - 100%
22911.2 200 200 100% 98,12% - 100%

AvaAurikij evaioénaoia

H avoAuTiki euaioBnaia eival To TTO000TO TwV AgIOAOYACIWY HPECOPATIKWY
KUTTAPWV UE TO OVOUEVOUEVO TTIPOTUTTO QUOIOAOYIKWY ONUATWY. AvoAUBnkav kar’
eAdyiotov 100 pyeoogacoikd kKUTTOpa yia KGBe éva amd 1a 25 poviyotroinuéva
KUTTOPIKG EVOIWPIAPATA ATTO HUEAS TWV OOTWV KaI Ta 25 PoVIPOTToINUEVa KUTTAPIKG
EVOIWPANATA aTTd TEPIPEPIKG aipa TTou Bewpolvrav apvnTiKa yia avadidragn
BCR::ABL. ZuveTtwg, BaBuohoynonkav kat eAdxiotov 2.500 TTuprveg yia KGO
€idog deiyparog. Ta dedopéva yia Tnv euaiobnaia avaAibnkav Bacoel Tou TTOoOoTOU
KUTTApwv TTou  €0€1I§av  QUOIOAOYIKO avapevouevo TIPOTUTIO  OnNUATwy  Kal
EKQPACTNKAV WG TTOTOOTO PE SIAGTNHA EUTTIOTOOUVNG 95%.

Mivakag 2. Avahutikr) evaioBnoia Tou BCR/ABL (ABL1) Translocation, Dual Fusion
Probe

- ) 97,60%
o ,
MUEAGG TWV 00TWV >95% (96,78%-98,41%)
— 98,73%
o ,
Mepigepik aija >95% (97,97%-99,50%)

XapakTnpiouog Twv QUGIOAOYIKWY TIWV ATTOKOTTHS

H @uoioloyikfy atrokoTry opieTal wg TO TTOCO0TO KUTTAPWY TTOU Ep@avifouv
Weudwg BeTIKG TTPOTUTTO OoNuATWyY BACEl Tou oTToiou éva GTopo Ba BewpouTav
@uaoloAoyiké o€ avtiBeon ye Tnv KAIVIKA didyvwon. AvaAubnkav kat’ eAdxiotov 100
UECOQAOIKA KUTTAPA yia KABe éva omd Ta 25 POVIPOTIOINUEVO  KUTTOPIKG
EVAIWPAMATA a0 PUEAO TwV OCTWV Kal Ta 25 POVIMOTIOINUEVA KUTTAPIKG
EVOIWPAMPOTA aTTO TTEPIPEPIKG aiya TTou Bewpolvrav apvnTiKa yia avadidragn
BCR::ABL. ZuveTwg, BaBuohoynBnkav kat eAdxiotov 2.500 TTUprveg yia KEOe
€idog deiypaTog.

H migA ammokoTig TPoadIiopioTNKE XpnoluoTroiwvTag Tn B avaotpoen (BETAINV)
auvdptnon oto MS Excel. YTToAoyioTnKe wg TO TTOOOOTO PECOPATIKWY KUTTAPWV
TTou £deIEav Weudwg BETIKG TTPOTUTTO ONUATWY XPNOIUOTTOIVTAG TO AVWTEPO OPI0
€vOG PovOTTAEUpou dIBOTANATOG €UTTIoTOOUVNG 95% TNG OIWVUUIKAG KATAVOPAG
@uaoloAoyikoU deiypaTog acBevn.

Mivakag 3. XapakTnpiopydg Twv QUOIOAOYIKWY TIUWwV amokoTig Tou BCR/ABL

(ABL1) Translocation, Dual Fusion Probe

MugA6G Twv 00TWV 2,39%
Mepipepikd aipa 2,55%

Ta epyacTApIa TIPETTEI VA ETTIRERAIWVOUV TIG TINEG OTTOKOTTAG XPNOIMOTTOIWVTAG TO
Sk Toug dedopévad’,

AkpiBeia

H akpiBela autoU Tou TTPOIGVTOG €XEl PETPNOE O OXEon PE TNV OKpPiBeIa eviog
nuépag (amé deiypa o deiypa), TNV akpiBeia JETAEU NUEPWYV (aTTO NUEPQ OE NUEPQ)
Kal TNV akpiBeia peTagy TTapTidwy o€ éva KEVTPO (aTTé TTapTida o€ TTapTida).

Auo (2) deiypata xpnoigotroiiénkav yia tTnv agioAdynon Tng akpielag autod Tou
TIPOIOVTOG: éva apvnTIKG deiypa pUeAOU TwV OOTWV Kal £va XauNAAg BETIKOTNTAG
Oeiypa puehoU Twv 00TWV. To aunAng BeTikOTNTAG deiypa PUEAOU TwV 0OTWV
dnuIoupynenKe TEXVNTA PE TN XPAON HEPOUG TOU apvnTIKoU SeiypaTtog puehol Twv
0OTWV Kal Pe TNV TTPooBnAkn o€ autd yvwoToU BeTikoU deiypatog pueAol Twv
00TWV, HE OKOTTG Tn dnuioupyia XOWNAAG BeTIKOTNTOG JeiypMaTOog OTO €UPOG
aTTOKOTING 2-4x Kal Tn dokiyacia Tou IXvneéTn Kovid oTnv TTPocdIiopICHévn
QATTOKOTTH.

MNa Tov Tpoadiopiopd TNG HETAEU NUEPWV Kal EvTOG NUEPAG akpiBelag, Ta deiypaTta
agloAoyriBnkav otn didpkeia SEKa N JIASOXIKWY NPEPWYV KAl YIa TOV TTPOadIopIoPO
NG HETALU TTapTIOWV aKPIBEING, TPEIG TTAPTIOEG TOU TTPOIGVTOG aglohoynBnkav o€
TPEIG ETAVOAAWEIG TWV iBIwv delyudTwy. Ta ammoTEAéTUATA TTAPOUCIACTNKAV WG
OUVOAIKA) CupQwvia Pe TNV TTPOBAETTOPEVN ApPVNTIKA KaTnyopia (Yia Ta apvnTiKa
Seiyyarta).

Mivakag 4. Avamrapaywyiudérnta kai akpiBeia Tou BCR/ABL (ABL1) Translocation
Dual Fusion Probe

MueAdg Twv 00TWY, apVNTIKO 100%
MugAGG Twv 00TWYV, XaUNAARG
BeTIKOTNTOG
MugAGG Twv 00TWY, apvNTIKG 100%
MugAGG Twv 00TWY, XaUNARG
BeTIKOTNTOG

AkpiBela eviég nuépag

KOl METOEU NUEPWV 86,7%

MeTagy TapTidwyv
Kal HETAEU NUEPWV

100%

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TIPOPRAETTOPEVEG avadIaTASEIG, N
KAIVIKA a1r6d00n TTpoadIopioTNKE PE OUO PEAETEG QVTITIPOCWTTEUTIKWY OelyUATWY
Tou TIPOoBAeTTOPEVOU  TTANBUOPOU  TOU  TTPOIGVTOG:  UTTOAEITTOMEVO  UAIKO
dovigotroinpévo o€ peBavoAn/ogikd ofu 3:1. To péyeBog deiypatog ATav 947
Oeiypata, pye TANBUGUOG 84 BETIKWV JEIYPATWY PHUEAOU TWV 00TWV Kal 155 BETIKWV
BEIYPATWYV TTEPIPEPIKOU QigaTog, KAaBWwg Kal 697 apvnTIKWV SelyuETWY JueAoU Twv
00TWV Kal 11 apvnTIKWV delyPETWY TTEPIPEPIKOU aiyaTog. H ouppwvia/acuppwvia
TWV OTTOTEAEOPATWY dIaTOTWONKE OTI TTANPOI Ta KPITAPIO atmodoxAg yia Tnv
TTApOUCa PEAETN.

Ta amoteAéopaTa Twv SOKIMWY aUTWY avaAUBnKav TTPOKEINEVOU VA UTTOAOYIOTEI N
KAIVIKA euaioBnaia, n KAIVIKA €1I8IKOTNTA Kal TO TTOG00TO Weudwg BeTikwv (FPR)
TINWV YIO Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HIa TTPOCEyyion iag diIdoTaong.

Mivakag 5. KAivikr) ammédoon 1ou BCR/ABL (ABL1) Translocation, Dual Fusion
Probe

KAIvik} euaiobnaia (Trooootd aAnBwg BeTikwy, TPR) 98,93%
KAIvIkR €181kdTNTa (TTo000TO aAnBWg apvnTikwy, TNR) 99,63%
MooooTd weudwg Betikwyv (FPR) = 1 — EISIKOTTG 0,37%

MepiAnyn ao@dAeiag kal KAIVIKAG atrédoong (SSP)

H epiAnwn SSP Ba gival 81a8€ai1un oTo KOIVO PECW TNG EUPWTTAIKAG BACGNG
dedopévwy yia 10TpIkEG ouakeuég (Eudamed) 6trou ouvdéetal pe To Baoiké UDI-
DI.

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

Baoiké UDI-DI: 50558449LPH007JD

Edv n Baon dedopévwy Eudamed dev gival TAfpwg AeiToupyikn, n epiAnwn SSP
Ba di1aTiBeTaI OTO KOIVO KATOTTIV aITpaTog yéow email atn dilbuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOpPiEg

MNa mp6aBeTeg TANpoPopieg, MKOIVWVACTE PE TO TuApa TexvikAg YTTooTrApIgng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTotrog: www.ogt.com

DS552/CE-el v001/2023-01-11 (HO08 v4 / HO09 v3)
2ehida 4 ammd 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
mailto:techsupport@cytocell.com
http://www.ogt.com/

BiBAloypa@ikég avapopég

1.

aprwnN

o

Swerdlow et al., editors, WHO Classification of Tumours of Haematopoietic
and Lymphoid Tissues, Lyon,France, IARC:2008

Harrison et al., BJH 2010;151:132-142

Van Rhee et al., Br j Haematol 1995;90:225-8

Soupir et al., Am J Clin Pathol 2007;127:642-650

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.

FAwoodpio cupBoAwv

EN ISO 15223-1:2021 - «larpoTtexvoAoyikd TTpoiovTa -
ZUpBoAa TTou XpNnoiJoTToloUVTal HE TIG TTANPOPOPIES TTOU
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AITTAGpOTA EUPETITEXVIOG KAI EPTTOPIKA OHHOTA
H ovopacia CytoCell eival orjpa 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
dag: +44 (0)1223 294986
Email: probes@cytocell.com
loTéToTrO6: Www.0ogt.com

Sysmex Europe SE
Bornbarch 1

22848 Norderstedt
FEPMANIA
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TnA.: +49 40 527260
loTéTOTTOG: WWW.Sysmex-europe.com

loTopiko ekd6oewv Odnyiwv xpRong (IFU)
V001 2023-01-11: Néeg Odnyieg xpriong (IFU) yia Kavovioué (EE) 2017/746.
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