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Mpoopifépevn xpfion

To CytoCell® BCR/ABL (ABL1) Translocation, Dual Fusion Probe givai pia ToioTik,
un autopatoToinuévn e&éraon @Bopifovtog in situ uBpidiopold (FISH) TTou
XPNOIYOTIOIEITAI YIO TNV AVIXVEUON XPWHOOWMIKWY avadiaTagewy HETAEU Tng
mEPIOXAG 22911.2 Tou YpwpoowpaTog 22 kal Tng TePIOXNS 9934.1 Tou
XPpwpoowpaTog 9 og povipotroinuéva ae didAupa Carnoy (ueBavoAn/ogiké ogu 3:1)
KUTTAPIKG  EVAIWPAPOTO  alJaTOAOYIKAG  TTpoéAeuong omd  aoBeveig  pe
emBeBaiwpévn 1 mOavoAoyoupevn xpdvia puehoyevr) Aeuxaipia (XMA), ogeia
puehoyevi Aeuxaiyia (OMA) fy o&eia Aep@oBAaaTiki Aeuxaiyia (OAA).

Ev&eigeig xpiong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHATIKO 0 GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG £EETAOEIG OE avayvwpIoPEVA POVOTTATIO SIAYVWONG 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 didomraong
oTNV TTEPIOXT TTOU KAAUTITETAI OTTO TOUG KOKKIVOUG KOl TIPACIVOUG KAWVOUG O€ auTO
TO O€T IXVNOEeTWY, N oTroia TepIAauBavel Tig epIoxég Twv BCR kai ABL1. Znueia
didoTraong Tou  Bpiokovtal €KTOG TG €v Adyw TrepIoXAG 1 TTapaAAayég
avadIiaTagewV TTou TTEPIEXOVTAI €6 OAOKARPOU O€ QUTAV TNV TTEPIOXK MTTOPEI Va Unv
gival avixveuoiya Pe autd TO TIPOIdV.

AuTS TO TTPOIGV BEV TTPOOPICETAl YIa: XPAON WG HEPOVWHEVN dlayvVwaTIKA e¢éTaan,
OUVOdEUTIKA BIayVWOTIKA €§€TaON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKG
¢Aeyxo Baoel TANBuopoU, E£Taon KOVTA OTOV 00BEVA i} auTOEEETAON.

To Tpoidv autd dev €xel eTTIKUPWOET yia TUTTOUG SEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla OKOTTOUG TT€PAv aUTWV TTou KaBopiovTal aTnv TTpoopI{duevn Xpnon.
MpoopileTal yia Xpon wg GUPTTARPwHO Ot GAAEG dIaYVWOTIKEG EPYAOTNPIOKES
€CETAOEIG KaI Oev Ba TIPETTEI VO EEKIVAEI Kaia BepaTTEUTIKN evépyeia pévo BAoel Tou
arroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIpayHaToTroloUvTal atmd KATGAANAQ €CEIDIKEUPEVO TTPOCWTTIKG, GUUQWVA PE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapfdavovTal utréywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWV, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIEG.

To Tpoiév auTd TTPOOPICETAI HOVO YIa EPYATTNPIOKN ETTAYYEAUATIKA 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 uBpPIdIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOCWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoipotroiei ixvnoéteg DNA
Tou  uBpidoTToloUvTal 0g OAOKANPA XPWHOOWHATA 1 WEPOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKI
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
onuavTiké gpeuvnTIKG €PYaAEio OTa TTAQICIO TTPOYEVVNTIKWY Kal GIUATOAOYIKWY
avaAloewy, KOBWG Kal XPWHOOWHIKWY aVOAUCEWV GUUTTAYWY Oykwv. Metd Tn
poviyotroinan kai Tn petouaiwon, 1o DNA-0T16x0G eival SiaBéaipo yia avadidragn
ae évav TTapopola HETouaIwPévo, eBopifovta anpacpévo 1xvnBétn DNA, o otroiog
€xel oupTTAnpwHaTikh aAAnAouxia. Metd Tov uBpIBIoud, yiveTal apaipeon Tou un
deapeupévou Kal hn €1dIKG deapeupévou 1xvnBETn DNA kai To DNA utroBdAAeTal o€

avTiXpwaon yia aTreikovion. XTn CGUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTh TNV ATTEIKOVION Tou URPISOTTOINUEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvnBETn

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

H mapouagia Tng olvingng BCR:ABL1 €xel onuavtikég OlayVWOTIKEG Kal
TIPOYVWOTIKEG ETTITITWOEIG OE OPIOUEVEG QIUATOAOYIKEG DIATAPAXES.

H perdBeon t(9;22)(q34.1;911.2) eival 10 Bacikd XapoKTNPIOTIKO TNG XPOVIAg
puehoyevolg Asuxaipiag (XMA) kai evromiCetar Trepittou o1o 90-95% Twv
TePIMTOoEwv'. OI UTTOAOITTEG TTEPITITWOEIS £XOUV TTapaAAayn Tng WeTaBeong A
£X0UV KPUTITIKA avadidtagn pe auppeToxn Twy 9934.1 kai 22q11.2 Trou dev ptropei
Va EVTOTIIOTEN JE TN OUVIABN KUTTOPOYEVETIKA avaAuon'.

H ouvingn BCR::ABL1 evTomiCeTal €TMiong kal 0T0 25% Twv TTEPITITWOEWY O&eiag
Aep@oBAaoTikig Acuxaipiag (OAA) evnAikwv Kal 010 2-4% TwvV TIEPITITWOEWY
Taidikig OAA'. H rapoucia Tng o0vinéng BCR::ABL1 éxel KATAdEIXTEN OTI ETIPEPEI
Suouevr Tpdyvwaon oty OAA 1600 ot eviAIkeg 6oo Kal og TTaidia™2. Qg ek TouTou,
n avixveuan Tng avwpaAiog €xel pyeydAn onuacia yia Tn SI0CTPWHAETWGN TOU
KIvdUvou, n otmoia Ba eTnpedoel TIG OTTOQACEIS yia Tn Beparreia Kal TNV
QVTIETWTTION?. Z€ évav WIKPO aplBud Trepimtoswy OAA, n YetdBeon dev odnyei
0€ KUTTOPOYEVETIKA 0paTd XpwHOoWHA DIANaBEAPEIAG. ITIG TTEPITITWOEIG AUTEG, N
péBodog FISH eivar atrapaitntn yia TV avixveuon Tou yovidiou ouvtngngs.

H avadiaragn auth atmmavTaral €miong o€ OTTAVIEG TIEPITITWOEIG 0&eiag pueAoyevoug
Aeuxaipiag (OMA). H BeTikA yia To xpwuoowua PiAadérgeiag OMA xapaktnpigetal
atd TNV avOekTIKOTNTA TNG OTN CUPBATIKA OUVABN XNUEIOBEPATIEIa Kal TNV KOK
TPOYVWon?, oTéTe 0 aKkpIBAG Kal TaxUg eVTOTIONOS AQUTAC TNG XPWHOOWHIKAG
avwpaAiag givar {wTIKAG onuaaciag.

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

Mapexopeva UAIKA

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

O1 1xvnbéteg Tapéxovtal Trpoavapepiypévol oe didAupa uppidicpol (<65%
@oppapidio, <20 mg BeiknA degTpavn, <10% alatouxo SIGAupa-KITPIKG VATPIO 20X
(SSC)) kai 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).

MNpo&IdoTroINoeIg Kal TIPOPUAGSEIg

1. Tain vitro dilayvwoTik Xpron. Movo yia epyacTnplakr) ETTayyEAUATIKA XpAon.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TO OTToio gival TEpaTOYSOVO.
Mnv avarmvéete avaBupidoeig Kal aTmmoQUYETE TNV €TTOQR UE TO JEPuA.
ATraiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na @opdTe yavTIa Kal EpyaoTnPIaKn TTodId.
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3. AmaiTeitar  TTPOOEKTIKOG  xeIpiopdg Tou DAPL. Na @opdte ydvria kai
£pyaoTnpiokn TTodId.

4. Mnv TO XpPnoIYOTTOIEiTaI €QV Ta @IAAIdIO €xouv UTTOOTEN {nuId 1 €av n
aKEPAIOTNT  TOU  TTEPIEXOMEVOU  TWV  QIAAIDIWY  €XEl E€TTNPEACTEl  PE
OTT0I0VOATTOTE TPATTO.

5. Tnpeite TOug TOTIKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OAG O€
OUVOUOONO ME TIG OUOTAOEIS TOU AEeATIOU OEDOMEVWV AOPAAEIag yia va
KaBopioeTte TNV ac@air améppiyn autol Tou TTPoidvTog. AuTd IoXUel €TTioNg
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU £XOUV UTTOOTEI {nUIdL.

6. H amoppiyn GAwV Twv XPNOIPOTTOINUEVWY AVTIOPACTNPIWVY Kal TUXOV GAAwvV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETI CUM@QWVA UE TIG TIOPAKATW
Siadikaoieg yia poAuopatikd f ev duvdpel YoAuopatikG ammopAnTa. Kdbe
€PYOOTAPIO €ival UTTEUBUVO YyIa TOV XEIPIOPO TWV OTEPEWV KOl UYPWV
atmoBAATWY cUP@wva PE TN eUON Kal Tov Badud emMKIVOUVOTNTAG TOUG, KaBwg
Kal yla Tnv emegepyania kar TRV amoppiwn Toug (f Tnv avaBeon Tng
€TTECEPYATiag KAl TNG OTTOPPIYAG TOUG OE TPITOUG) OUMPWVA HE TUXOV
10X00VTEG KAVOVIOUOUG.

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

8. H pn mpnon Tou TEPIypa@oPEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
eVOEXETONI VO ETTNPEGOEl TNV aATTOd00N KOl VO O0BNYAOEl OE WEUBWG
BeTIKA/aPVNTIKG aTToTEAEOUATA.

9. O Ixvneétng dev Ba TIPETTEl va apalwVveETal i va avaplyvuetal ye GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn O0TO OTAdIO TOU TIPWTOKOAAOU TIPIV OTTO TN
METOUTTWAON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN Kal v 08NyAOEl 0 WPEUBWG
BeTIKG/OPVNTIKG aTToTEAEOUATA.

11. 'OAa TO TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPAON.

12. O1 e0wTEPIKOI EAEYXOI TTPETTEI VO TTPAYHATOTTOIOUVTAI JE TN XPACN KUTTOPIKWYV
TIANBUO WYV TTOU BEV EXOUV 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  Oeppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATro0nKeuon Kal XEIPIOPOG
-15°C  To kit Ba TpéTrel va ammobnkeleTal o€ Bepuokpacia amo -25 °C
J/ £€wg Kal -15 °C o€ Katayuktn péXP! TNV nuepopnvia ARgng Tmou
-25°C avaypd@eTal TNV ETIKETA TOU KIT. Ta @IaAidia IxvNBETWVY Kal
avTiXpwong TTPETTEl VO aTToBNKEUOVTAI O€ OKOTEIVEO XWPO.

\ |/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES ka1 10
~ [ - S1dAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUvTal
/7 - aTo TTACiCIO 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 @iaAidio 50 pl (5
egeTdoeig) Tou 1xvnBéTn FISH, 10 kUkAoI yia TO @iaAidio 100 pl
(10 e€etdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon oTo pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOQEUYETAI
6tou gival Suvatév. PUAACOETE TA CUOTATIKA OTOV TTOPEXOUEVO TIEPIEKTN UE
TTpOOTACia aTTd TO PWG. Ta CUCTATIKA TTOU XPNalJoTToloUvTal Kal atrodnkedovTal
uTTé OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPET
va Pnv €X0ouV TNV avauevouevn atrddoon Kal YTTOPEi va ETTNPEACOUV ApvNTIKG Ta
arroteAéopata Tng avaAuong. Mpétmel va kataBaAAeTal KGOe duvarr TTPOoTTEBeIa
woTe n ékBeon o€ PeTaBaAAOPEveEG ouVBNKEG QwTIOUOU Kal Beppokpaadiag va
TrEPIOPICeETal OTO EAAXIOTO.

EgomAiondg kai UAIKd TTou atraiTolvral aAAd dev TapéxovTal

Mpétel va xpnoiyotroigital Badpovounuévog e€oTTAIcOG:

1.  Ocgppn Adka (ue oTepEr TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaaciag
£€wg kai 80 °C)

2. BaBuovounuéveg PIKPOTTITTETEG METABANTOU Gykou Kail pUyxn, atmd 1 pl éwg
200 pl

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

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookdtio @Bopiopgol (avartpégte oTnv €voTNTa  «XUOTACNH YId TO
HIKPOGKOTTIO PBOPITHOU»)

6. MikpookdTrio avTiBeang pacewv

7. KaBapd AaoTIKE, KepapIka f BeppoavBekTika yudAiva doxeia Coplin

8. AaBida

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

10. NMepiékTng uypaciag

11. Pakdg PIKPOOKOTTiOU POOPICHOU KATABUTIKOG G€ AGdI

12. PuyoKkevTpOG TTAYKOU Epyaaiag

13. AVTIKEINEVOQOPOI HIKPOTKOTTIOU

14. KahutTpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotipag 37 °C

17. KOAAa pe didAupa eAacTikoU

18. MikTng mrepidivnong

19. AiaBaBuiguévol KUAIVEpoI

20. MayvnTikég avadeutipag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIKOG ESOTTAIOCHOG TTOU BEV TTAPEXETAI
1.  KutrapoyeveTikdg BdAapog EApavang

AvTiIdpaoTApia TTou atraiTouvTal aAAd dev Trapéxovral
AidAupa ahatoUyou diaAipaTog-kITpikoU varpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTioVIOpEVO VEPS

O 0hwWN =

ZUoTaON YId TO HIKPOOKOTTIO pBopiooU

Xpnoiyotroieite  Adutra udpapyupou 100 watt i 10080vaun kai eTmiTTeEdOUG,
QATTOXPWHATIKOUG QVTIKEIUEVIKOUG (PaKOUG KATAdUTIKOUG Ot AAGdI pe peyéBuvon
60/63x 1 100x vyia BEéATIOTN aTmeikovion. Or  @Bopifouceg ouoieg TTou
XPNOIPOTTOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEUYOUV OTA
ak6AouBa pAkn KUPATOG:

Mpdoivn 495 521

| Kokkivn | 596 | 615 |

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OI1€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
Tapatdvw. Xpnoigotoiate @iAtpo diEAeuong TpITTARG {wvng DAPI/mpdaoivou
@AaopaTog/KOKKIvou @daopatog A @iATpo diéAeuang JITTAAG Jwvng TTpAoivou
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 AAdl  eURATITIONG TTOU  €vOEiKvUTal VIO
HIKpooKoTTia @BOoPIoPOU Kal €XEl OXEDIAOTEI yia XaunAd autéuato @BopIouO.
Amopuyete TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, SIOTI
KT TETOI0 Ba KaAUWEl Ta opata. TnpeiTe TIG CUOTATEIG TOU KOTAOKEUAaTH dgov
agopd tn didpkela (WG TNG AGUTTag Kal TNV NAIKIa Twv GIATPWV.

MposgToipagia delyudTwyv

To kit €xel oxedlOOTEl yla XPAON OE KUTTAPIKG EVAIWPAPOTA QAINATOAOYIKAG
TTpoéAeuong dovipotroinuéva oe didAupa Carnoy (ueBavoAn/ogiké ofu 3:1), Ta
oTToi0  €XOUV  TTPOETOINOOTEI OUPPWVO PE TIG KATEUBUVTAPIEG 0Bnyieg TOU
gpyaaTnpiou i Tou 18pUPaTog. MNMpoeToindaTe deiypaTa TTou €XOUV UTTOOTEI Efpavon
UE 0€pa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTapOYeVETIKEG dladikaaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEl CUOTATEIG yIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl YIO TNV TTPOETOIUATIA TWV AVTIKEIMEVOPOPWY TTAAKWVS.

MpogToipagia SiaAupdTwy

AiaAduara ai@avoAng

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

e ABavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 pépog aTTovICPEVOU VEPOU

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

AigAvpa 2xSSC

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

AigAupa 0,4xSSC

ApaiyoTe 1 uépog diaAlpaTog 20xSSC pe 49 pépn aTmoviopéVou VEPOU KOl AVaIETE
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrepiTTwon. Amobnkeuote To diIdAupa yia éwg kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa 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. AroBnkedoTe To diGAupa
yia éwg Kail 4 eBdopadeg e Beppokpacio SwNATIOU O€ AEPOTTEYN TTEPIEKTN.

NpwtékoAlo FISH
(Znpeiwon: BeBaiwBeite 6T n €kBean TOU IXVNOETN KaI TNG AVTiXPWONG OTA GWTA
TOU EPYOCTNPIOU €ival TIAVTA TTEPIOPITHEVN).

lMpocroiuyacia avriKEIuEVOPOpou

1. Tomobetote pia knAida amd TO KUTTOPIKG Otiyua o€ pia yudAivn
QVTIKEINEVOPOPO HIKPOOKOTTIOU. APROTE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIMOTTOIEITAI KUTTOPOYEVETIKOG BdAapog Enpavong: O BAAapog TTpETTEl
va Aermoupyei og Bepuokpaacia Trepitmou 25 °C kai uypacia 50% yia 1 BEATIOTN
AMwn kuTTapikoU deiypatog. Edv dev utr@pyel dIaBECINOG KUTTOPOYEVETIKOG
BdAapog Enpavong, XpPNOIMOTIOINGTE Evav aTTaywyod WG EVOAAAKTIKN).

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

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

4.  AQAOTE TN va OTEYVWOEL.

IMpiv amé tn perouciwon
5.  A@aipéoTe Tov IXvnNOETN aTré Tov KATaWUKTN KAl a@rjoTe Tov va Beppavoei oe
Bepuokpacia dwpatiou. EkTeAéoTE CUVTOUN QUYOKEVTPION TTPIV AT TN XPAON.
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6. BeBaiwBeite 6T To diGAUpa IXvnBETN €xEl avapixBei opoidpopea Pe TN xpron
TTTETAG.

7. A¢aipéote 10 pl IxvnOETN yia KGBE €CETOON KAl HETAPEPETE Ta OE Evav CWARva
HIKpo@uYOKEVTPIONG. ToTToBeTAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KOTaWUKTN.

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

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

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

YBpi1dioués
11. TOTTOBETAOTE TNV QVTIKEIUEVOPOPO OE £vav UYPO, PWTOOKIEPO TTEPIEKTN OFE
Beppokpaaia 37 °C (+/- 1 °C) yia pia oA6kAnpn vixTa.

[MAUoeIg perd Tov uBpISIOUG

12. Agaipéote 10 DAPI amd TOV KOTOWUKTN Kal a@AoTe TO va Bepupavlei o€
Bepuokpacia dwuariou.

13. A@aipéoTe TNV KOAUTITPISA Kal OAQ Ta UTTOAEIPPATA KOAAAG TTPOCEKTIKG.

14. BubioTte Tnv avTikeiyevopodpo 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 Bepuokpacia dwuatiou (pH 7,0) yia 30 deutepOAeTITa XWPIG
avakivnon.

16. ATmrooTpayyioTe Tnv avTikeiyevo@dpo Kkai 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 XpWHa 0TO OKOTADI.

18. MapartnprioTe o€ PIKPOoKkOTIO GBoPITPOU (avaTpégTe oTnVv evoTnTa Z0OTACN
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoElg yia Tn diadikaoia

1. H ©épuavon f wpigavon Twv QVTIKEIMEVOPOPWY UTTOPE va UEIWOEI TOV
@BOPICUO TWV ONUATWY.

2. O1 ouvBrkeg UBPIBICPOU WTTOPEI VO ETTNPEACTOUV BUOHEVWG OTTO Th XPROoN
avTidpacTNPiwY TTEPAV EKEIVWV TTOU TTOPEXOVTAl | CUGTAvVOVTAl OTTO Tn
Cytocell Ltd.

3. Xpnolgotroiote éva  Babuovounuévo BepuOMPETPO  yio TR PETPNON
Beppokpaciwyv 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 XOUNAARG auaTNPATNTAG PTTOPEI VO £XOUV WG ATTOTEAECUA
un €0k déopeuon Tou IxvnOETN Kal ol ouvernkeg uTEPPBOAIKG UWNAAG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV ATTWAEIO OAPATOG.

5. HaTteAAg yeTouoiwan PTTOPET va €XEl WG ATTOTEAEGUA TNV OTTWAEIQ GAPATOG KAl
n uTTEPBOAIKA PETOUGTWAON UTTOPET £TTIONG Va £XEl WG aTTOTEAETUA TN YN €1DIKN
Séopeuan.

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

7. O1xproTeg Ba péTTel va BEATIOTOTTOIOUV TO TIPWTOKOAAO Yyia Ta deiyaTd Toug
TIPIV a1Té TN XPAON TNG €££TAONG Yia dlayvwaTIKoUg OKOTToUG.

8. Tuxov UTTOREATIOTEG GUVONAKEG UTTOPET va €XOUV WG OTTOTEAETHA UN €IDIKN
O£0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAUA IXVNBETN.

Epunveia Twv armoteAeopdTwv

EKTipunon moI0TNTAS AVTIKEINEVOPOPWY TTAAKWV

H avTikeipevo@opog dev Ba TTPETTEl va avaAUeTal EAv:

e Ta onuata eival TTOAU aoBevr) yia va Tpaypatorroindei avdAuon oe
pegovwpéva @iATpa. Ma va TTpoxwpnoete pe TNV av@iuon, Ta onuata Ba
TIPETTEI Va €ival QWTEIVA, DIAKPITE Kal EUKOAa agloAoyraipa

e Ymdapxel peyaAog aplOudg  ouaTadOTTOINUEVWV/OAANAOETTIKAAUTITOUEVWY
KUTTAPWV TToU UTTOdigouv TNV avaAuon

e >50% Twv KUTTApWV dev £xouv uBpidoTroinBei

e Ymapyel Tepiooeia OOPICOVTWY owpaTIdiwv 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 gival dBIKTa

KareuBuvrripieg odnyieg yia tnv avaAvon

o Kdbe deiyya Ba TpéTrel va avaAueTal Kal va eppnvedeTal atrd dUo avaAuTég.
Tuxdév acupwvieg Ba TPETTEl va emmAUOVTOl PECW EKTiUNONG atd TPiTo
avaAuTh

e KdaBe avaAutig Ba Tpétel va gival KATAAANAQ eCeIDIKEUPEVOG TUPPWVA UE TA
avayvwpiouéva €0vIKG TTpoTUTIa

o Kdbe avaAutrig Ba Trpérel va BabuoAoyei pepovwuéva 100 TTUprVEG yia KGBe
Oeiypa. O TpwTog avaAuTig Ba TpéTrel va gekivd tnv avdAuon otmmd Tnv
apioTepn TTAEUPE TNG AVTIKEINEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTd Tn JegId
TAEUP&

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

e AvoAUete pbévo  AOIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOUEVOUG N
OUOOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TIOU  KAAUTITOVTQI — OTTO
KUTTAPOTTAQCGUOTIKG UTTOAEipaTa 1 uwnAéd eriredo autogBopiouou

o ATTOQEUYETE TTEPIOXEG ME TTEPICOEIN KUTTOPOTTAQCHATIKWY UTTOAEINPATWY A Un
€101k UBPIdIoUS

e H évraon Twv onudTwy PTTOPEi va TTOIKIAAEL, AKOPO KAl TNV TTEPITITWON £VOG
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pova QiATpa fi/kal va
puBpiCeTe TO €OTIAKO ETTITIESO

e Y& UTTOREATIOTEG GUVONKEG, TA OAPOTA PTTOPET va @aivovTtal SidyuTa. Edv duo
ofuata Tou idlou XPWHATOG BpiokovTal o€ £TTagr) HETAgU Toug, i n améoTacn
UETAEU TOug dev gival peyaAdTepn atmd dUO TTAGTN OAPATOG, 1) CUVOEOVTAl PE
£va axvo VAua, HETPROTE TA WG EVa O

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
avadidaragn/auvtngn

e Kard tnv avdAucn IxvnBeTwv dIGoTTAONG TPIWV XPWHATWY, €8V UTTAPXEI
didotnua petagy Tou 3 onudTwv (KOKKIVOU, TIPACIVou, WTTAE) TTou Jev
uTTEPRaivel Ta TTAGTN 2 ONPATWY, TIPOCUETPIOATE WG GAUA TTOU JEV AVTIOTOIXEN
oe avadiaragn/ouvingn

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOpPEi va avaAuBei i 6x1, unv
TIPOXWPNOETE OTNV GVAAUCT TOU

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

Mn TrpoopueTpdre
AAANAOKAAUTITOUEVOUG
TTUPRVEG - &gV gival opaTn
OAGKANPN N éKTOON KAl TWV
800 TTuprAvwy

MpooueTprioate wg dUo
KOKKIVa orjpaTa kai 800
Tpdoiva cAuaTa - éva amé Ta
SU0 KOKKIVO orjpata gival
didyuto

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdoiva
ofuara - To dIGCTNUA OTO €éva
KOKKIVO OAua gival JIKPOTEPO
atré Ta TAATN U0 oNUATWY

Avapevopeva arroteAéopara
AvapevouEvo @UAIOAOYIKG TTPOTUTIO GNUATWY

Ze €va eualohoyIkO KUTTapo, avapévovTal SUo KOKKIVa Kal dUo TTpdaiva oAuarta
(2K2Mpdo).

Avapevoueva pn QUOIOAOYIKG TTPOTUTIA ONUATWY

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

MtropoUv va TTpokUWouV Kal GAAQ TTIPOTUTTO ONUATWY O€ AVEUTTAOEISH/UNn
100ppoTTNuéva deiypaTa.

F'vwoTég oxeTikég aAAnAemdpdoeig / MapepBarAopeveg ouaieg

Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIBPAOEIG / TTapePBAAOPEVEG OUTIEG.

M'vwoTh S100TAUPOUMEVN AVTISPACTIKOTNTA
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O mpdoivog 1xvnBétng BCR ptropei va epgavioel dlaotaupouuevo uBpidioud oto
Xpwuoowa 7 otnv Treploxr 7911.2.

Avagopd coBapwV CUNBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtraik ‘Evwon kai oe XWpeg He
TTAVOUOIOTUTTO  pUBUIOTIKG  KaBeoTwg (Kavovioudés (EE) 2017/746 yia 1a
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPnoiyoTroloUvTal yia didyvwan In vitro). Edv katd
TN XPAon autoU Tou TIPOIOVTOG 1 WG aToTEAEOPA TNG XPAONG TOU TTPOKANOE(
ooBapd cuuPAav, aVagEPETE TO OTOV KATAGKEUAOTH Kal OTIG EBVIKEG apuodIEG ApEG.
MNa coBapd cupPBavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA GTOV KOTAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

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

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

EI181kG XapakTnpIoTIKG amrédoong

AvaAurikn eiikoérnra

H avaAuTIkA €181KOTNTA OPIETAI WG TO TTOCOOTO TWV ONUATWY TToU UBpIdoTToIoUVTal
pévo otn owoTth Bféon Kkai og Kapia GAAn Béon. AvaAlBnkav TEOOEPIG
XPWHOOWWIKEG Béoelg o€ KABe éva ammd Ta 20 peTa@aoikd KUTTApa oTrd TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. XapToypa®rnonke n Tommobeaia KABe
uBpidotroinuévou IXvnBETN Kal Kataypdenke o apiBudég Twv onudtwv FISH
HETAPATIKWY XPWHOCWHATWY TTou UBpIdoTToINBNKav 6T owoTh Béan.

H avaAuTikf €101IKOTNTA KABE 1XVNOETN OTO KIT UTTOAOYIOTNKE WG O ApPIBPOG Twv
onuatwy FISH peTa@acikwy XpwpoowudaTwy TTou uRPIdoTToIRenKav aTn owoTh
0éon Olaipepévog pe Tov GUVOAIKG apiBud uBpidoTroinuévwy onudtwy FISH
METAQATIKWY XPWHOOWUATWY. To atroTéAeopa autd TTOAATTAGCIGOTNKE pE To 100
Kal EKPPACTNKE WG TTOTOOTO HE SIACTNHA EUTTIOTOOUVNG 95%.

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

9q34.1 200 200 100% 98,12% - 100%
22911.2 200 200 100% 98,12% - 100%

AvaAurikij evaioénaoia

H avoAutiky euaioBnaia eival To TT0000TS TWV OEIOAOYACIMWY HECOPATIKWV
KUTTAPWV UE TO OVOPEVOUEVO TTIPOTUTTO QUOIOAOYIKWY ONUATWY. AvoAUBnkav kar’
eAdyiotov 100 pyecoacoikd KUTTOpa yia KGBe éva amd Ta 25 povigotroinuéva
KUTTAPIKG EVAIWPAHATA ATTO HUEAO TWV OOTWV KaI TA 25 POVIMOTTOINPEVA KUTTOPIKE
EVAIWPANATA aTTd TEPIPEPIKG aipa TTou Bewpolvrav apvnTiKa yia avadidragn
BCR::ABL. Zuvetwg, BaBuoloynonkav kat eAdxiotov 2.500 TTupriveg yia Kabe
€idog deiyparog. Ta dedopéva yia Tnv euaiodnaia avaAubnkav Baoel Tou TTOGOOTOU
KUTTApWV TToU  €J€IEaV  QUOIOAOYIKO avauevOuevo TIPOTUTIO  ONUATWY  Kal
EKQPACTNKAV WG TTOTOOTO PE SIAGTNHA EUTTIOTOOUVNG 95%.

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

97,60%
. . o ,
MueAdg Twv 00TWV >95% (96,78%-98,41%)
. 98,73%
o ,
Mepigepiks aia >95% (97,97%-99,50%)

Xapakrnpiouog Twv QUOIOAOYIKWYV TIWV AITOKOTTHS

H @uoioloyikfy atrokoTry opieTal wg TO TTOCOCTO KUTTAPWY TTOU Ep@avifouv
Weudwg BeTIKG TTPOTUTTO oNuATWyY BACEl Tou oTToiou éva GTopo Ba BewpouTav
@uaoloAoyiké o€ avtiBeon ye TV KAIvIKA didyvwon. AvaAubnkav kar’ eAdxiotov 100
HECOPAOIKA KUTTApPa yia KEBe €va amd Ta 25 povigoTToiNuéva KUTTAPIKG
EVAIWPAMATA a0 WUEAS TWV OCTWV Kal Ta 25 JOVIMOTIOINUEVO KUTTAPIKG
EVAIWPAMATO aTTO TTEPIPEPIKG aipa TTou BewpolvTav apvnTikd yia avadidragn
BCR::ABL. Zuvetwg, BaBuoloynenkav kat eAdxiotov 2.500 TTupriveg yia KaBe
€idog deiyparog.

H TigA ammokoTig TPoadIiopioTNKE XpnoIuoTrolwvTag Tn B avaoTpoen (BETAINV)
auvdptnon oto MS Excel. YTToAoyioTnKe wg TO TTOOOOTO PECOPATIKWY KUTTAPWYV
TToU £d€IEav WeudWG BETIKG TTPOTUTTO ONUATWY XPNOIUOTTOIVTAG TO AVWTEPO OPIO
€vOG PovOTTAEUpoU dIBOTANATOG €UTTIOTOOUVNG 95% TNG JIWVUPIKAG KATAVOUAG
@uaoloAoyikoU deiypaTog acBevn.

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

(ABL1) Translocation, Dual Fusion Probe

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

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

AkpiBeia

H akpiBeia autod Tou TTPOIGVTOG €XEl PETPNOE O OXEéon WE TNV aKpiBeia 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 XapnAng BeTikOTNTAG deiypa PUEAOU TwV OOTWV
dnuIoupynenKe TEXVNTA PE TN XPAON HEPOUG TOU apvnTIKoU SeiypaTtog puehol Twv
0OTWV Kal Pe TNV TTPooBnkn o€ autd yvwoToU BeTikoU deiyyatog pueAol Twv
00TWV, HE OKOTTO Tn dnuioupyia XOWnAAg BeTikOTNTOG JeiypuaTog OTO €UPOG
aTTOKOTING 2-4x Kal Tn dokiyacia Tou IxvneéTn Kovid oTnv TTPocdiopICHévn
QATTOKOTTH.

MNa Tov Tpoadiopioud TNG HETAEU NUEPWV Kal EvTOG NUEPAG akpiBelag, Ta deiypaTta
agloAoyriBnkav otn didpkeia SEKa Un JIASOXIKWY NPEPWV KAl YIa TOV TTPOadIopIoHO
NG HETALU TTapTIOWV aKPIBEING, TPEIG TTAPTIOEG TOU TTPOIGVTOG aglohoynBnkav o€
TPEIG ETAVOAAWEIG TWV iBIwV JeIYPATWY. Ta AaTroTEAECUATA TTAPOUCIACTNKAV WG
OUVOAIKA) CupQwvia pe TNV TTPOBAETTOPEVN apvNTIKA KATNyopia (YIa Ta apvnTiKa
Seiyyarta).

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

MugAdG Twv 00TWV, apvNTIKG 100%
MugAdG Twv 00TWYV, XaUNAARG 86.7%
BeTIKOTNTOG e
MueAbg TwV 00TWY, apVNTIKO 100%
MugAGG Twv 00TWY, XaAUNARG o
BeTIKOTNTOG 100%

AkpiBela eviég nuépag
KOl METOEU NUEPWV

MeTagy TapTidwyv
Kal HETAEU NUEPWV

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV aviXVeUel TIG TTPORBAETTOUEVEG avadIaTAgelg, n
KAIVIKA) a1r6d0o0n TTPoadIopioTNKE PE dUO PEAETEG QVTITTPOCWTTEUTIKWY JEIYUETWY
Tou TIPOoBAeTTOPEVOU  TTANBUOPOU  TOU  TTPOIGVTOG:  UTTOAEITTOMEVO  UAIKO
yovigotroinpévo o€ peBavoAn/ogikd ofu 3:1. To péyeBog deiypatog Atav 947
Oeiypata, pe TANBUGPO 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 KPITAPIA aTTodoXNAG 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. KAivik amédoon Tou BCR/ABL (ABL1) Translocation, Dual Fusion
Probe

KAvikA euaioBbnaia (rocootd aAnBwg BeTikwy, TPR) 98,93%
KAIvIKA €181kéTnTa (TTo000T6 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-

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 AITApATOg péow email atn dielBbuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOPiES

MNa mpdaBeTeg TANpoYopieg, TMKOIVWVACTE PE To TuApa TexvikAg YTTooTrpIgng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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AITTAGpOTA EUPETITEXVIOG KAI EPTTOPIKA OAUATA
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
loTéToTTOG: Www.ogt.com

Sysmex Europe SE
Bornbarch 1

22848 Norderstedt
FEPMANIA

| EC |ReP)

TnA.: +49 40 527260
loTéTOTTOq: WWW.Sysmex-europe.com

loTopiké ekd6oewv O8nyiwv xprong (IFU)
V001 2023-01-11: Néeg Odnyieg xpriong (IFU) yia Kavoviouo (EE) 2017/746
V002 2025-08-29: Agaipeon Tou orpartog UKCA.
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