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Mpoopigépevn xprion

To CytoCell® BCR/ABL (ABL1) Translocation, Dual Fusion Probe givai pia TroioTikr,
un autopatotroinuévn egétaon @Bopiovtog in situ uBpidiopold (FISH) TTou
XPNOIPOTIOIEITAI YIO TNV AVIXVEUON XPWHOOWMIKWY avadiaTagewy PETAEU Tng
mePIoXAG 22911.2 Tou Ypwpoowpatog 22 kal Tng TeploxNs 9q934.1 Tou
XpwHoowpaTog 9 o€ povipotroinuéva ae didAupa Carnoy (HeBavoAn/ogiké ogu 3:1)
KUTTAPIKG ~ EVAIWPAPATA  QIMATOAOYIKAG  TTPoéAeucng omd  aoBeveig  pe
emBePaiwpévn 1 mOavoAoyolupevn xpovia puehoyevr) Aeuxaipia (XMA), ogeia
puehoyevi Aeuxaipia (OMA) fy o&eia Aep@oBAacTiki Acuxaiyia (OAA).

Ev&eigeig xpiong

To mpoidv autd eival oXeDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EEETATCEIG OE avayVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povtidag, OTou n yvwon Tng Utmapéng Tng petdbeong BCR:ABL1 6a ntav
ONMAVTIKA yia TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To Tpoidv auTod £xel OXEDIQOTEI yIa va avixveuel avadiatdgelg ue onueia didomraocng
TNV TTEPIOXT) TTOU KAAUTITETAI OTTO TOUG KOKKIVOUG Kal TIPGOIVOUG KAWVOUG O€ auTO
TO O€ET IXVNOETWY, N otroia TreplAapBavel Tig TrepIoxég Twv BCR kai ABL1. Znueia
didoraong Tou PBpiokovtal €KTOG TG €v Adyw TIEPIOXAG 1R TTapaAAayég
avadiaTagewy TToU TTEPIEXOVTAI £ OAOKARPOU G€ QUTAV TNV TTEPIOXH MTTOPEI va pnv
€ival avixveuolua Pe autd TO TIPOIdV.

AuTé TO TIPOIGV BEV TTPOOPICETal yIa: XProN WG HEPOVWUEVN dlayvVwOTIKA e¢éTaan,
OUVOJEUTIKA BIayVWATIKA €§€TaON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKG
€Aeyxo Baaoel TANBucpOU, e¢€TaON KOVTA OTOV 00BEVN i} auToegETaan.

To Tpoidv autd dev €xel eTTIKUPWOEI yia TUTTOUG SEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla oKOTTOUG TTEPaV aUTWY TTou KaBopiovTal aTnV TTPoopIfouEVn XPran.
MpoopideTal yia XpAoON WG CUPTTANPWHO O€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal Oev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EvEPyEIa pOVO BATEI TOU
amroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémel  va
TIPAYMATOTTOIOUVTAl ATTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapfdavovTal utréywn dAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIaYVWOTIKEG TTANPOPOPIES.

To Tpoidv auTd TTPOOPIZETal POVO YIO EPYOOTNPIOKK ETTAYYEAUATIKR XPron.

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

Apxég Tng e&ETaong

O @BopiCwyv in situ uBPIdIoPSG (FISH) gival pia TEXVIKR TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ JETAQATIKG XPWHOCWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoidoTrolei IxvnBéteg DNA
Tou uPBpidoTrololvTal 0€ OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPeUEl WG €va GNUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKA
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
OnMAvTiKG €peuvnTIKG £pyaAgio aTa TTAQIOIO TTPOYEVVNTIKWY KAl QIPATOAOYIKWY
avaAloewy, KaBWG Kal XPWHOOWHIKWY avOAUCEWV GUUTTAYWY Oykwv. Metd Tn
govipotroinon kai Tn petouciwaon, To DNA-a1éxog eivar diabéoiyo yia avadidragn
o€ évav TTapéuola JETOUCIWPEVO, @BopifovTa onuacpévo 1xvneEtn DNA, o otroiog
€xel oUNTTANPWHATIKA aAAnAouxia. MeTd Tov uBpIBIOUS, YiveTal aQaipecn Tou Un
deapeupévou Kal hn €1BIKG deapeupévou IxvnBETn DNA kai To DNA utroBdAAeTal o€

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

MAnpo@opieg yia Tov IXvnNBETn

To yovidio BCR (BCR activator of RhoGEF and GTPase) Bpioketal oTnv Tepioxn
22911.2 ka1 10 yovidio ABL1 (ABL proto-oncogene 1, non-receptor tyrosine kinase)
Bpioketal atnv Tepiox 9934.1. H petdBeon petagy autwv Twv dUo yovidiwyv
em@épel To yovidio ouvingng BCR:ABL1 kai mapdyel éva  Xpwpéowua
DiINadéAeIag, TO OTToI0 aTTOTEAET TO 0PATO ATTOTEAEOUA TNG HETABETNG QUTAG.

H mapouagia Tng olvingng BCR:ABL1 €xel onuavtikég OIayVWOTIKEG Kal
TIPOYVWOTIKEG ETTITITWOEIG OE OPITUEVEG QIUATOAOYIKEG dlATAPAXES.

H petdBeon t(9;22)(q34.1;911.2) eival 10 Baocikd XOPOKTNPIOTIKO TNG XPOvIag
puehoyevolg Asuxaipiag (XMA) kai evromiCetalr Tepitou o1o 90-95% Twv
TePIMTWoEWV'. O1 UTTOAOITIEG TTEPITITWOEIG £XOUV TTAPAAAQYr] TNG PETABEONS 1
€XOUV KPUTITIK) avadidTtagn pe ouppetToxn Twv 9934.1 ka1 22q11.2 TTou 8ev utropei
Va EVTOTTIOTEN JE TN OUVABN KUTTOPOYEVETIKA avaAuon'.

H ouvingn BCR::ABL1 evTomiCeTal €TMioNng kal 0T0 25% Twv TTEPITITWOEWY O&giag
Aepg@oBAacTikig Asuxaipiag (OAA) evnAikwv kal 010 2-4% Twv TEPITTTWOEWY
maidikiig OAA'. H rapouaia Tng ouvingéng BCR::ABL1 £xel KATABEIXTEI OTI ETIPEPEI
Suopevh TTPdyvwon oThv OAA 1600 ot evANIKEG 600 kal og Traidia ™2, Qg ek TouTou,
n avixveuon Tng avwpaAiog €xel peydAn onuacia yia Tn SI0CTPWHAETWON TOU
KivdUvou, n otmoia Ba emnpedoel TIG OTOQACEIS yia Tn Beparreia Kal TNV
QVTIMETWTTION?. Z€ évav WIKPO aplBué TTepImTioswy OAA, n uetdBeon dev odnyei
0€ KUTTOPOYEVETIKE 0paTd XpwHOoWHA PIANaBEAPEIAG. ITIG TTEPITITWOEIG AUTEG, N
uéB0dog FISH eivarl atrapaitntn yia Tnv avixveuan Tou yovidiou ouvingngs.

H avadidragn autA amavTaral €miong o€ OTTAVIEG TIEPITITWOEIG 0&eiag pueAoyEVOUg
Aeuxaipiag (OMA). H BeTikn yia 10 xpwuoowpa Pidadérpeiag OMA xapakTtnpidetal
aTré TNV QVOEKTIKOTNTA TNG OTN CUMBATIKF GUVABN XNUEIOBEPATTEIA KAl TNV KOKI
TPOYVWan?, ommoTte 0 akpIBrg Kal TaxUg eVIOTMONOG AUTAG TNG XPWHOOWHIKAG
avwpaAiag givar {wTIKAG onuaaciag.

MpodiaypaPég 1XvnOeTWV
ABL1, 9934.1 Kokkivog
BCR, 22q11.2 MNpdoivog
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To peiypa KOKKIVOU 1XvnBETN TTEPIEXEl Evav IxvnBETn 348kb Trou TrepiAauBavel To
yovidio ABL1 kai évav 1xvn0étn 173kb tmou mepidapfavel 1o yovidio ASS7. To
ueiyua  Tpdaivou 1xvnBETn Trepiéxel €vav 1xvnBEtn 173kb Tou BpiokeTal
KeVTpopePIKG Tou yovidiou BCR kai trepidapBaver Ta yovidia GNAZ kai RAB36.
‘Evag deUTePOG TTPACIVOG IXVNBETNG KaAUTTTEl TNV Trepioxry 148kb TeAopepika Tou
yovidiou BCR trou trepiAapBavel pépog Tou yovidiou /GLLT.

Mapexopeva UAIKA

Ixvn@érng: 50 pl ava @iahidio (5 egetdaoeig) i 100 pl avd @iaAidio (10 egeTdoeig)

O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppIdicpol (<65%
poppapidio, <20 mg Beikn de€Tpdvn, <10% aAatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai ival £Toipol TTPOG XprAon.

Avrixpwon: 150 pl ava @iaAidio (15 egeTdoeig)
H avrixpwon eivai DAPI Antifade ES (0,125 ug/ml DAPI (4,6-diapidivo-2-
@aivuAIivooAn) oe Baaiopévo ae YAUKEPOAN péoo oTePEWaNG).

Mpo€13oTroIRoEIg Kal TIPOPUAASEIG

1. Tain vitro dlayvwoTikn xprion. Moévo yia epyaoTnpiakn emmayyeAuariki xpion.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TO OTToio gival TEpATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTAPH PE TO Jéppa.
ATraiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na popdTe yavTIa Kal EpYyaoTnPIaKn TodId.
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3.  ATaiTeiTal  TTPOOEKTIKOG  XeIpiIopdg Tou DAPI. Na @opdte ydvria  Kai
£PYQOTNPIAKA TTOBIA.

4. Mnv 10 XpnolgoTroigiTal €av Ta @IaAidia €xouv uTtrooTel {nuid ) €av n
aKEPAIOTNTO  TOU  TTEPIEXOMEVOU  TWV  QIAAIDIWY  €XEl €TTNPEACTEl  PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite TOUg TOTKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OAG O€
ouvlUaoud ME TIG OUCTACEIG Tou AegATiou Jedopévwv ag@aAeiag yia va
KaBopioeTe TNV AC0@AAr aTTOPPIYPn auToU TOU TTPOIGVTOG. AUTS IOXUEI ETTIONG
Y10 TO TTEPIEXOMEVO KIT EEETACEWY TTOU £XOUV UTTOOTET {NUIdL.

6. H améppiyn SAwv TWV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETI CUM@QWVA UE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel JoAuouatik@ ammopAnTa. Kdabe
€PYOOTAPIO €ival UTTEUBUVO YyIa TOV XEIPIOPO TWV OTEPEWV Kal UYPWV
atmoBAATWY oUWV Pe TN GUON Kal Tov Babud eTTIKIVOUVOTNTAG TOUG, KaBwg
Kal yia Tnv emegepyacia Kal TV amoppipn Toug () TNV avdbeon Tng
emegepyaaniag kal TNG OATMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

7. Ol XeIpIOTEG TIPETTEI VO €XOUV TNV IKAVOTNTA VO SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XPWHA.

8. H pn mpnon Tou TEPIypa@oPEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
evdéxeTal va  emnpedoel TNV amoédoon kol va odnynoel Of WEUdWG
BeTIKG/0pVNTIKG aTroTeAéouaTa.

9. O IxvnBéTng dev Ba TTPETTEI VA APAIWVETAI f VO avaplyvUeTal pe GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn oTOo OTAdIO TOU TIPWTOKOAAOU TIpIV QTG TN
JETOUTTWAON EVOEXETAI VO ETTNPEATEI TNV ATTOS0CN Kal va 08nyAoel 0 Peudwg
BeTIKG/aPVNTIKG aTroTEAEoUATA.

11. OAa Ta TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPAON.

12. O1 eowTePIKOI EAEYXOI TTIPETTEI VO TTPAYHATOTTOIOUVTAI JE TN XPAGN KUTTOPIKWYV
TIANBUOUWYV TTOU BEV €XOUV ETTNPEACTEI O€ OEiypaTa £EETOONG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / ZTov kaTawulkTn: -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  Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTrel va atrobnkeveTal o Bepuokpaacia atd -25 °C
Jf £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia AREng Tmou
-25°C avaypaQeTal 0TV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
QAvTiXPWong TTPETTEI va ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\ I/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 1o
~a S1dAupa uBpIdiopol Wugng/atTéyuing TTou TTpayuaToTToloUVTal
//— e OTO TTAQICI0 TNG PUAGIOAOYIKAG XPAONG (Evag KUKAOG QvTIGTOIXET
AI TNV aaipecn Tou @IaAIBiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOToBETNON Tou O€ auTdv) - 5 KUKAoI yia To @iaAidio 50 pl (5
egeTaoeIg) Tou 1XvnBETn FISH, 10 kKAl yia To @iaAidio 100 pl
(10 e€etdoeig) Tou 1xvnBETN FISH kai 15 kUkAoI yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOQEUYETAI
6tou gival Suvatév. PUAGCOETE TA CUOTATIKA OTOV TTOPEXOUEVO TIEPIEKTN UE
TTpooTagia aTmd T0 QWG. Ta CUCTATIKA TTOU XPNaIJoTToloUvVTal Kal atrofnkedovTal
uTTé OUVONKEG SINPOPETIKEG ATTO AUTEG TTOU KaBopifovTal GTNV ETMIOAPAVON UTTOPET
va Pnv €X0ouvV TNV avauevouevn atrddoon Kal YTTOPET va ETTNPEACOUV ApVNTIKG Ta
amroteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvarh TTpooTTabEI
woTe n ékBeon ot PeTaBaAAOPeveEG ouUVONKEG QwTIOUOU Kal Beppokpaaiag va
TrEPIOPICETal OTO EAGXIOTO.

EgomrAiIop66 Kal UAIKA TTou atraiTouvTal aAAd Bev TrapéxovTal

Mpétel va xpnaoiyotroigital BaBpovounuévog eEotrAIoudG:

1.  Ocgppn TAdka (ue oTeper TTAGKa Kal didTagn akpiBoug eAéyxou Beppokpaaiag
£€wg kai 80 °C)

2. BaBpovounuéveg pIKPOTTITTETEG METABANTOU dykou Kal pUyxn, ammd 1 pl €wg
200 pl

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

4. ZwAAqveg pikpopuyokévTpiong (0,5 ml)

5. Mikpookdtio @Bopiopol (avaTpégTe OTnNV  €vOTNTG  «ZUOTOON Yid TO
MIKPOOKOTTIO BOpIoHOU»)

6. MikpookdTrio avtiBeong paoewy

7. KoaBapd TAaoTIKE, KEpapIKA 1 BepuoavOekTIkd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (] TTEXAUETPIKEG TaIViEG UE duvaTdTNTa PETPNONG
TIpwv pH 6,5 — 8,0)

10. Mepiéktng uypaaiag

11. Pakdg PIKPOOoKOTTiou PBopIoHOU KATAdUTIKOG G€ AGdI

12. ®uyodKevTPOG TIAYKOU EPyaaTiag

13. AVTIKEINEVOPOPOI HIKPOTKOTTIOU

14. KaAuTrTpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotipag 37 °C

17. KbéM\a pe diGAupa eAaoTikoU

18. MikTng mrepidivnong

19. AiaBaBuiopévol KUAIvOpoI

20. MayvnTikég avadeutripag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIKOG ESOTTAIOCHOG TTOU BEV TTAPEXETAI
1. KuTttapoyeveTikdg 8dAapog ERpavong

AvTISpaoTAPIA TTOU aTraiToUvTal aAAd Sev TrapéxovTral
AidAupa alatouyou diaAupaTog-kiTpikoU vaTtpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

Atioviopévo vepo

OO ON~

ZUoTAON YIA TO HIKPOOKOTTIO (pBOpPITOU

Xpnoiyotroieite  Adutra udpapyupou 100 watt i 100d0vaun kol eTTiTTESOUG,
QATTOXPWHATIKOUG QAVTIKEIEVIKOUG (PaKOUG KATAdUTIKOUG ot AAGdI pe peyéBuvon
60/63x 1 100x yia BéATiotn ameikévion. O @Bopifouceg ouoieg TToU
XPNOIPOTTOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEUYOUV OTA
akéAouBa prkn KUPAToG:

Mpdaivn 495 521
Kokkivn 596 615

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
BIEYEPONG KAl EKTTOMTIAG, T OTTOia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
Tapatrdvw. Xpnoigotoiate @iAtpo diEAeuong TpITTARG {wvng DAPI/mpdaoivou
@ACPATOG/KOKKIVOU @Aopatog R @iATpo OiéAeuong dITTARG Cwvng TTPAcIvou
@PACUATOG/KOKKIVOU PACTHATOG Yia BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPAGIVWYV
Kal KOKKIVWV pBOopIJOVTWY OUTIWV.

EAéyETe TO HIKPOOKOTTIO @BOpIoHOU TIpIv aTrd TN XPAon Yia va dlac@alioeTe OTI
Aeitoupyei  owoTd. Xpnolpotroinote AGdl  eUBATITIONG TTOU  €vOEikvuTal  YIa
HIKpooKoTTia @BOPIoPOU Kal €XEl OXEDIAOTEI yia XaunAd autéuato @BopIouo.
Amo@uyeTe TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, dI6TI
KATI TETOI0 B0 KAAUWEI Ta OApaTa. TnPeiTe TIG CUCTACEIG TOU KATAOKEUAOTH 6G0V
apopa Tn didpkeia (wAg TNG AGuTTag Kail TNV NAIKIa Twv @IATpwv.

MposeTolpacia delypdTwy

To kIt €xel OXeBIOOTEI yla XPAON OE KUTTAPIKG EVAIWPAPOTA QAINATOAOYIKAG
TpoéAeuong dovipotroinuéva oe didAupa Carnoy (ueBavoAn/ogiké ofu 3:1), Ta
oTToia  €XOUV TIPOETOIPOOTEI OUUQWVO PE TIG KATEUBUVTAPIEG Odnyieg Tou
gpyaaoTnpiou i Tou 13pUparog. MpoeToipdaTe deiypaTa TTou €XOuV UTTOOTE Efpavon
ME O€pa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OCUPQWVA  HE TIG TUTTIKEG
KUTTOPOYEVETIKEG dladikaaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual
TTEPIEXEI OUOTATEIG YIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl YO TNV TTPOETOIUACIA TWV QVTIKEIJEVOPOPWY TTAAKWVS.

MposeToipacia SIAAUpATWY

AiaAdpara ail@avoing

ApaiwoTe ailBavoAn 100% pe atmoviopévo vepd Pe Baon Tig akdAouBeg avaloyieg
KOl avapigTe KaAd:

e AIBavoin 70% - 7 yépn aiBavoAng 100% o€ 3 pépog atmoviopévou vepou

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

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 9 pépn atmoviopévou vePoU Kal avapigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEpiTTwon. Amobnkeuote 1o dIdAuha yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 49 pépn atmioviopévou vepoU Kal aVaUigTe
KoAd. EAéyETe TNV Tiun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ) HCI,
KoTd TrEpiTTwon. Amobnkeuote 1o OdIdAuha yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

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

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

lMpoceroipyacia avrikEIuEVoPopou

1. TomoBetote pia KNAIda amd TO KUTTOPIKO Oeiyda O pia yudAivn
QAVTIKEIUEVOPOPO HIKPOOKOTTIOU. AQACTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BaAapog TTpéTel
va Aeitoupyei o€ Beppokpaaia mepitrou 25 °C kal uypaoia 50% yia Tn BEATIOTN
Muwyn kuttapikoU deiypatog. Edv Sev utrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog gnpavong, XPNOIMOTIOINATE Evav aTTaywyod wg EVOAAAKTIKN).

2. BubioTe TV avTikeipevo@opo ae didhupa 2xSSC yia 2 AeTTTé o€ Bgppokpaaia
dwpaTiou Xwpig avakivnon.

3. A¢@udaTtwaoTe ot dlapopeTIKG TToooaTd aibavoAng (70%, 85% kai 100%),
d10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  AQNOTE TN VA OTEYVWOEL.

IMpiv amé tn perouciwon
5.  A@aipéoTe ToV IXVNOETN ATTé TOV KATAWUKTN KOl a@roTE ToV va BeppavOei og
Bepuokpacia dwpatiou. EkTeAéoTE CUVTOUN QUYOKEVTPION TTPIV AT TN XPAON.
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6. BeBaiwBeite 6T To SIGAUpA IXVNBETN €xEl avapixBei opoiduop@a Pe TN Xpron
TTETAG.

7.  AgaipéoTte 10 pl 1xvnBETN yia KEOE €EETAON Kal HETAPEPETE T OE £vav CWARva
HIKpo@uUYOKEVTPIONG. TOTToBeTAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KatayukTn.

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

9. TomoBetAoTe 10 pl piypaTtog 1xvnBETN GTO KUTTAPIKO PiyHO KOI EQAPPOOTE pIa
KAAUTITPIOO TTPOOEKTIKA. ZPpayioTe e KOAA pe SiIGAupa EAAOTIKOU KAl apACTE
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTe TO Oeiypa Kal Tov IXvnOETn Tautdxpova Bepuaivoviag tnv
QAVTIKEINEVOPOPO O€ pia Beppry TTAGKa aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpidiouég
11. ToTrOBETACTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/- 1 °C) yia pia oA6kAnpn vixTa.

TMAUoeIg perd Tov uBpIdIou6

12. Agaipéote 10 DAPI amd TOV KOTOWUKTN Kal a@ACTE TO va BeppavBei o€
Beppokpacia dwuariou.

13. A@aipéoTe TNV KAAUTITPIdO Kal OAa Ta UTTOAEIMPOTA KOAAOG TTPOCEKTIKG.

14. BubioTe TNV avTikelnevopopo o€ didAupa 0,4xSSC (pH 7,0) o€ Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTrT@ XWwpig avakivnon.

15. AmrooTpayyioTe TNV avTiKeInevo@opo Kai BubioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 oe Bepuokpacia dwuatiou (pH 7,0) yia 30 deutepOAeTTTa XWPIG
avakivnon.

16. ATmrooTpayyioTe Tnv avTikeiyevo@dpo Kai TotmoBetioTe 10 pl DAPI antifade o€
KGOe deiyya.

17. KaAOyrte Tn pe pia KaAuTITRida, a@aipéaTe TUXOV UOaAideg kal TrepipéveTe 10
AETITA pEXPI VO QvVaTITUXOET TO XPWHO OTO OKOTADI.

18. MaparnpAoTe o€ PHIKPOOKOTIO GOoPIcHOU (avaTpégTe oTnv evoTnTa Z0OTACH
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoelg yia Tn diadikaoia

1. H 6éppavon n wpigavon Twv QVTIKEINEVOPOPWY UTTOPE va HEIWOEI TOV
POOPIOPO TWV CNUATWV.

2. O1 ouvBrkeg uBPISICPOU pTTOPEI VO €TTNPEACTOUV JUOUEVWG OTTO TN XPROoN
avTIdPacTNPiwy TIEPAV EKEIVWY TTOU TTApPEXOVTAl 1} OUCTAVOVTIQI aTmd Tn
Cytocell Ltd.

3. Xpnolyotroinote  éva  Babuovounuévo BePUOMPETPO  yio TR PETPNON
Beppokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG oI £V
Aoyw Beppokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

4.  O1 OuyKeVTPWOEIG, oI TINEG pH Kal o Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBWG o1 ouVORKeG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €0k déopeguon Tou IXvnOETN Kal ol ouverkeg uTEPPBOAIKG UWNAAG
auUOTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV ATTWAEIQ OAPATOG.

5. HaTteAAg yeTouoiwan PTTOPET va €XEl WG ATTOTEAEGUA TNV OTTWAEIQ GAPATOG KAl
n uTTEPBOAIKA PETOUGTWAON PTTOPET ETTIONG Va £XEI WG ATTOTEAEOUA TN YN EIBIKN
déopeuan.

6. O utmepBoAikOG uBpIdiIouds pTTopei va odnynoel oe TIPOOBETA 1 un
avauevopeva orpaTa.

7. O1xpnoTeg Ba TTPETTE va BEATIOTOTTOIOUV TO TTPWTOKOAAO yia Ta BeiyuaTA TOUG
TIPIV o170 TN XPAON TNG £§€Taong yia diayvwaoTIKOUG OKOTToUG.

8. Tuxov UTTOREATIOTEG GUVONAKEG UTTOPET va €XOUV WG OTTOTEAETHA UN €IDIKN
OéoEuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Eppnveia Twv ammoTeAETUATWY

EKTiunon moiétnTag avrikeiuevopopwyv mAakwv

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

e Ta onuata eival TTOAU 0oBevr] yia va Tpaypatotroindei avdAuon oe
pegovwpéva @iATpa. Ma va TTpoxwpnoete pe TNV av@Auon, Ta oriuata Ba
TIPETTEI Va €ival QWTEIVA, BIAKPITE Kal EUKOAa agloAoyAoipa

e YTmapxel peyGAog apiBudg  ouoTadOTTOINUEVWV/OAANACETTIKAAUTITOUEVWV
KUTTApWV TTou euTTodidouv Tnv avdAuon

e >50% Twv KUTTAPWV dev éxouv uBpidoTroinbei

e Ymdapyel Tepiooeia @OOPICOVTWY owpaTIdiwy PETAEU Twv KUTTApwy r/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePPBoAéG oTa oruarta. 1davikd, TO
uTT6BaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO R paUpo Kal
KkaBapo

e  Ta Opla Tou KUTTAPIKOU TTuprva dev gival dlakpitd kail dev ival dBIKTa

KareuBuvrrpieg odnyies yia tnv avaiAuvon

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

e KdaBe avaAuTig Ba Tpétel va gival KATAAANAQ eCEIBIKEUPEVOG TUPPWVA UE TA
avayvwpiouéva €0VIKG TTpOTUTIa

e KdBe avaAutrig Ba Trpémrel va BabuoAoyei pepovwpéva 100 TTUprVeG yia KGBe
Seiypa. O mpwTog avaAutig Ba TpETel va Eekiva Tnv avaAuon amod Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU Kal O DEUTEPOG AVAAUTAG aTrd Tn de€id
TTAEUPG

e KdaBe avaAutig Ba TTPETTEl va TEKUNPIWVEL TA OTTOTEAETUOTA TOU O€ XWPIOTA
EVTUTIO

e AvoAUete pOvo  GBIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOMEVOUG 1
OUOOWPEUPEVOUG  TTUPAVEG R TIUPAVEG  TIOU  KAAUTITOVTOl  OTTO
KUTTAPOTTAQOUOTIKG UTTOAEippaTa 1 uwnAd emrimedo autogBopiouou

o ATTOQEUYETE TTEPIOKEG ME TTEPICOEIN KUTTAPOTTACCHATIKWY UTTOAEINPATWY A Un
€101k UBPIdIoUS

e H évraon Twv onuaTwy PTTOPED va TTOIKIAAEL, KOPO KOl OTNV TTEPITITWON EVOG
uévo TTUprva. e TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pova QIATpa fi/kal va
puBpicete TO €0TIOKS ETTITTEDO

e Y& UTTOREATIOTEG GUVONKEG, TA OAPOTA PTTOPET va @aivovTtal didyuTa. Edv duo
oRApaTa Tou idI0U XPWHATOG BpiokovTal ot TP PETAgU TOug, i N aTTéoTaCN
HETAgU Toug dev gival ueyahlTepn atd dUo TTAGTN OAPATOG, 1} CUVDEOVTaIl HE
€va axvo vAua, YETPROTE TA WG €va ORA

e Kard Tnv avaAuon Sixpwpwv IXvnBeTwy didoTTacng, eav utdpyxel didaTnua
METAEU TOU KOKKIVOU Kal TOU TTPACIVOU OPATOG TTou dev uttepRaivel Ta TTAGTN
2 onudtwy, TIPOOPETPROATE WG OAMA  TIoU Oev  AVTIOTOIXEl O€
avadidaragn/ouvtngn

e Kard tnv avdAuon ixvnBeTwv SIACTTAONG TPIWV XPWHATWY, €AV UTTAPXE
digotnua petagy Tou 3 onuaTwv (KOKKIVOU, TIPACIVOU, WTTAE) TTou Oev
utrepPaivel Ta TTAATN 2 onUdTWY, TTPOCUETPACATE WG GHUA TTOU DEV AVTIOTOIXEN
oe avadiaragn/ouvtnén

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

Mnv TTpoopeTPATE - 01
TTUPAVEG gival uTTEPBOAIKA
KOVTA 0 €vag aTov aAAov yia
TOV KaBOoPIoUS opiwv

Mn TTpocueTpdTE
AAANAOKAAUTITOUEVOUG
TTUPRVEG - dev gival opaTn
OAOKANPN N €KTOCN Kal TWV
OUo TTUpRVwWv

MpooueTprioate wg dUo
KOKKIVA orjpaTa Kal dUo
TIPACIVA CHPATa - £va atmo Ta
U0 KOKKIVa grpara givai
didyuTo

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdaoiva
ofjuara - To dIGoTNUA OTO éva
KOKKIVO OAua gival HIKPOTEPO
atré Ta TTAATN dUo anUATWY

38
s
O
O

Avapevopeva atmroteAéouara
Avauevouevo @uUaIoAoyIKO TTPOTUTIO GNUATWY

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

Avapevoueva un @uaioAoyikd TTPOTUTIA ONUATWY

e éva KUTTOpO Pe peTdBeon t(9;22)(q21.3;922.12), TO QVAPEVOPEVO TTPOTUTIO
onudtwy Ba gival éva kOKKIVO, £va TTPpAcivo kail dUo uBpidikd (1K1Mpdac2Y).

MtropoUv va TTpokUWouv Kail GAAQ TTIPOTUTTO ONUATWY O€ AveUTTAOEISH/UNn
I00ppOTTNUEVA BEiyuaTa.

F'vwoTég oxeTikég aAAnAemdpdoeig / MapepBarAopeveg ouaieg

Agv uTtdpyouv yVwoTEG OXETIKEG aANAemdpdoelg / TTapeuBarAdueveG ouaieg.

M'vwoTh S100TAaUPOUMEVN AVTISPACTIKOTNTA
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O mpdoivog 1xvnBéTng BCR pTropei va epgavioel dlaoTaupolpevo uBpidioyd oto
XPpwpoowpa 7 aTnv Trepioxr 7q11.2.

Avagopd coBapwV CUNBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtraik ‘Evwon kol o€ XWpeg He
TTAVOUOIOTUTTO  pUBUIoTIKG  KaBeoTwg (Kavoviopuds (EE) 2017/746 yia 1a
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XPNaIpoTTolouvTal yia idyvwaon In vitro). Eav katd
N XPAOon autoU Tou TIPOIOVTOG I WG ATTOTEAEOUA TNG XPRONG TOu TTPOKANOEi
goBapd oupBdv, avaQEPETE TO OTOV KOTAGKEUATTH KOl OTIG EBVIKEG ApUODIEG APXES.
MNa coBapd oupBavTa o€ GANEG XWPES, AVAPEPETE TA CUPBAVTA OTOV KATAOKEUOOTH
Kal, €av I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

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

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

EI181kd XapakTnpIoTIKA amrédoong

AvaAurtikn e181kéTnTa

H avaAuTIkA €181KOTNTA OPIETAI WG TO TTOCOOTO TWV ONUATWY TToU UBpIdoTToIoUVTal
yévo otn owoTt Béon kal oe Kapia AGAAn Béon. AvaAUBnkav TEOOEPIG
XPWHOOWWIKEG BEelg o€ kABe éva atd Ta 20 peTAPAOIKA KUTTOPA OTTO TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. XapToypa@rdnke n Tomrobeoio KGBe
uBpidoTroinuévou IXvnBETN Kal KaTaypdenke o aplOuég Twv onudtwv FISH
UETAQATIKWY XPWHOOWUATWY TToU UBpIdoTToINBNnKav 0Tn owaoTH Béon.

H avaAuTikf €101IKOTNTA KABE 1XVNOETN OTO KIT UTTOAOYIOTNKE WG O apPIBPOG Twv
onuAaTWV FISH PETOPAOIKWY XPWHOOWHATWY TToU UBPIBOTTOINBNKAV 0T CWoTH
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidoTroinuévwy onudtwy FISH
METAPATIKWY XPWHOCWUAETWY. To atmoTéAeopa auté TToAAaTTAaCIGoTNKE PE To 100
KOl EKPPACTNKE WG TTOOO0OTO PE BIGOTNHA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAuTikA €18ikéTnTa Tou BCR/ABL (ABL1) Translocation, Dual Fusion
Probe

9q34.1 200 200 100% 98,12% - 100%
22q11.2 200 200 100% 98,12% - 100%

AvaAurikn evaioénaoia

H avoAuTikr euaioBnaia eival To TTO000TO TwV AgIOAOYACIWY HPECOPATIKWY
KUTTAPWYV PE TO OVAPEVOHUEVO TIPOTUTIO QUOIOAOYIKWY onudTtwy. AvaAlBnkav kar
eAdyiotov 100 pyecogaoikd KUTTOpa yia KGBe éva amd Ta 25 povigotroinuéva
KUTTOPIKG EVOIWPIANATA ATTO HUEAS TWV OCTWV KAl Ta 25 PHOVIPOTTOINUEVA KUTTAPIKG
EVAIWPAMPATA aTTd TEPIPEPIKG aipa TTou Bewpolvrav apvnTiKa yia avadidragn
BCR::ABL. Xuvetg, BaBuoAoynbnkav kat eAdxiotov 2.500 Trupfveg yia KaBe
€idog deiypatog. Ta dedopéva yia Tnv euaiodnaia avaAlBnkav Baael Tou TTogoaTOU
KUTTApwv TTou  €0€1I§av  QUOIOAOYIKO avapevouevo TIPOTUTIO  ONUATwy  Kal
EKPPAOTNKAV WG TTOCOOTO pE dIAaTNUa EUTIoTOoUVNG 95%.

Nivakag 2. AvahuTikA euaioBnaia Tou BCR/ABL (ABL1) Translocation, Dual Fusion
Probe

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

XapakTnpiouog Twv QUTIOAOYIKWY TIWV ATTOKOTTHS

H @uololoyikfy atrokoTry opieTal wg TO TTOCOCTO KUTTAPWY TTOU EPPavifouv
Weudwg BeTIKG TTPOTUTTO OoNuATWyY BACEl Tou oTToiou éva GTopo Ba BewpouTav
@uaoloAoyiké o€ avtiBeon pe TV KAIVIKA didyvwon. AvaAubnkav kar’ eAdxiotov 100
MECOQAOIKA KUTTAPA yia KABe éva omd Ta 25 povidoTToinuéva KUTTAPIKG
EVaIWPAMATA a0 PUEAO TwV OCTWV Kal Ta 25 POVIMOTIOINUEVA KUTTAPIKG
EVOIWPAMPOTA aTTO TTEPIPEPIKG aiya TTou Bewpolvrav apvnTiKa yia avadidragn
BCR::ABL. Xuvemg, BaBuoAoynbnkav kat eAdxiotov 2.500 Truprfveg yia kabe
€idog deiypaTog.

H Tipf atmokoTrAg TTPoadiopioTnKE XPNOIUOTIoILVTAG TN B avdaTpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAoyioTnNKE WG TO TTOOOOTO HECOPATIKWY KUTTAPWV
TTOU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO OPIOo
€vOg PovOTTAEUpou dIBOTAMATOG eUTTIOTOOUVNG 95% TNG SIWVUMIKAG KATAVOUAG
@uoloAoyikoU deiypaTog acBevn.

Mivakag 3. XapakTnpiopdg TwV_QUOIOAOYIKWY TIHWV_amokoTrig Tou BCR/ABL
(ABL1) Translocation, Dual Fusion Probe

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

Ta epyacTApIa TTPETTEI VA ETTIRERAIWVOUV TIG TINEG OTTOKOTTAG XPNOIMOTTOIWVTAG TO
BIKA Toug dedopévad’.

AkpiBeia

H akpiBeia autol Tou TTPOIGVTOG €xel YETPNOE O Ox€on PeE TNV OKPIiBela EVTOg
nuépag (amé deiypa o deiypa), TNV akpiBeia JETAEU NUEPWYV (aTTO NUEPQ OE NUEPQ)
Kal TNV akpiBeia peETagU TTapTidwy o€ éva KEVTPO (aTT TTapTida o€ TTapTida).

AUo (2) Seiypata xpnoipotroiinkav yia Tnv agioAdynon Tng akpiBeiag autol Tou
TIPOIGVTOG: €va apvnTikd deiypa HUEAOU Twv 00TWV Kal £va XapnAng BeTIkOTNTAG
Oeiyda pueAoU Twv ooTWV. To XaunAng BeTIKOTNTAG deiyda HUEAOU TwV OOTWV
ONMIoOUPYRBNKE TEXVNTA WE TN XPHON MEPOUG Tou apvnTikoU deiyuatog pueAol Twv
0O0TWV Kal PE TNV TIPOOOAKN o€ autd yvwoToU BeTikoU Oeiypatog puehol Twv
00TWV, PE OKOTIO Tn dnuioupyia XapnAng BeTikOTNTOG OtiypaTog OTO €0UPOG
OTTOKOTIAG 2-4X Kal Tn OoKiyagia Tou IXvneETn Kovid oTtnv TTpoadiopiouévn
QTTOKOTTH.

la Tov TpoodiopIcud TNG METAGU NUEPWYV Kal EVTOG NUEPAG akpiBelag, Ta deiyuara
aglohoynBnkav otn didpkeia déka un SIadOXIKWY NUEPWV Kal Y TOV TTpoadIopIcud
NG HETALU TTapTiOWV aKPIBEING, TPEIG TTAPTIOEG TOU TTPOIGVTOG aglohoynBnkav o€
TPEIG ETTAVOAAWEIG TWV iBIwV BEIYPATWY. Ta ATTOTEAETUATA TTAPOUCIACTNKAV WG
OUVOAIKA) CupQwvia pe TNV TTPOBAETTOPEVN apvNTIKA KATNyopia (YIa Ta apvnTiKa
Oeiyparta).

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

MugAGG Twv 00TWY, apvnTIKG 100%
MugAGG Twv 00TWY, XaUNARG
BETIKOTNTOG
MugAGG Twv 00TWY, apvnTIKG 100%
MugAGG Twv 00TWY, XaUNARG
BETIKOTNTOG

AkpiBela eviog nuépag

Kal HETAEU NUEPWV 86,7%

MeTagu TapTidwyv
KOl METOEU NUEPWV

100%

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TTIPORBAETTOUEVEG avadIaTAEelg, N
KAIVIKA) a1r6d00n TTPOoadIopicTNKE PE DUO PEAETEG QVTITTPOCWTTEUTIKWY JEIYUETWY
Tou TIpoBAeTTOPEVOU  TTANBUOPOU  TOU  TTPOIGVTOG:  UTTOAEITTOMEVO  UAIKO
govigotroinpévo o€ peBavoAn/ogikéd ogu 3:1. To péyeBog deiypatog Atav 947
deiypata, pe TANBUOG 84 BETIKWVY BEIYPATWY PHUEAOU TwV OOTWV Kal 155 BeTIKWwvV
SEIYUATWY TTEPIPEPIKOU QiPATOG, KABWG Kal 697 apvnTIKWV dEIYHATWY PugAOU TwvV
00TWV Kal 11 apvnTIKWV JelYPATWY TTEPIPEPIKOU aiyaTog. H oupewvia/acupguwvia
TWV OTTOTEAEOPATWY dIaTIOTWONKE OTI TTANPOI Ta KPITAPIa atmmodoxAg yia Tnv
TTapoUoa MEAETN.

Ta amoteAéopaTa Twv SOKIMWY QUTWY avaAUBnKav TTPOKEINEVOU VA UTTOAOYIOTEI N
KAIVIKA euaioBnaia, n KAIVIKR €181KOTNTA Kal To TTO000TO Weudwg BeTikwv (FPR)
TIMWV YIa Ta BETIKE OAPATA, XPNOIPOTIOIWVTAG MIa TTIPOCEYYIon piag didaTaong.

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

KAIvikA euaiobnaia (rooootd aAnbwg BeTikwy, TPR) 98,93%
KAvIkr) €181k6TnTa (TT0000T6 aANBWS apvnTikwy, TNR) 99,63%
MooooT6 weudwg Betikwv (FPR) = 1 — EidIkOTTG 0,37%

NepiAnyn ao@dAeiag kai KAIVIKAG arédoong (SSP)

H epiAnwn SSP Ba eival 81a8€aiun oTo KOIVO PECW TNG EUPWTTAIKAG BACGNG
dedopévwy yia 10TPIKEG oUoKeUEG (Eudamed) 61rou ouvdéeTal pe 1o Baoiké UDI-
DI.

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

Baoik6 UDI-DI: 50558449LPH007JD

Edv n Baon dedopévwyv Eudamed dev eival TAApwG Asitoupyikn, n repiAnyn SSP
Ba d1aTiBeTa OTO KOIVO KATOTTIV AITAPOTOG péow email otn dieubuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOpPiEg

MNa mp6aBeTeg TTANPOPOPIES, ETMIKOIVWVACTE YE TO TUAMA TeXVIKAG YTTOOTAPIENG
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