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Mpoopigépevn xprion

To CytoCell® BCR/ABL (ABL1) Plus Translocation, Dual Fusion Probe cival pia
TIOIOTIKN, N auTopaTotroinuévn e§€taon @Bopifovtog in situ uppidiopol (FISH)
TTOU XPNOIMOTIOIEITAI YIO TNV AVIXVEUCT XPWHOOWUIKWY avadiaTagewy YETagu TNG
meploxig 9934.1 Tou Xpwpoowpatog 9 Kal TG TEPIOXAG 22911.2 ToU
XPWHOCWHATOG 22, UE ] XWPIG TauTOXPOVEG EAAEIYEIG TNG TTEPIOXNG Tou ASST aTo
9g34.1 ToUu Xpwpoowuatog 9, oe didAupa Carnoy (peBavéAn/ogikd ofu 3:1)
KUTTAPIKG ~ EVAIWPAPATA  aIMATOAOYIKAG  TTPoéAeucng omd  aoBeveig  pe
emBeBaiwpévn 1 mOavoAoyoupevn xpdvia puehoyevr) Asuxaipia (XMA), ogegia
puehoyevi Aeuxaiyia (OMA) fy ogeia Aep@oBAacTiki Acuxaipia (OAN).

Ev&eigeig xpiong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHOTIKO 0 GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG E£EETACEIG OE avayvwpIoPEVA POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povTtidag, 61Tou n yvwon g Utmapéng Tng petdBeong BCR:ABL1 kal Tng
katdoTaong EAAEIPNG Tou ASST Ba ATAV ONUAVTIKA YIA TNV KAIVIKF) QVTIHETWTTION.

MNepropiopoi

To Tpoidv auTd £xel OXEDIQOTEI yIa va avixveuel avadiatdgelg ue onueia didomraong
oTNV TTEPIOXN TTOU KOAAUTITETQI ATTO TOUG KOKKIVOUG Kal TTPACIVOUG KAWVOUG 1
eMAeiYeIg aTNV TTEPIOXA TTOU KOAUTITETAI OTTO TOUG YaAAZIoug KAWVOUG O€ auTd TO
O€T IXVNOETWYV, n otroia TeplAapBaver Tig Teploxég ABLT, BCR kai ASS1. Znueia
didoTraong Tou  PBpiokovTal  €kTOG TNG €V Adyw TIEPIOXAG, TTapaAAayég
avadioTagewy TTou TrepIEXovVTal €€ OAOKANPOU O€ QUTAV TNV TIEPIOXA I HEPIKES
ATTWAEIEG AUTAG TNG TTEPIOXAG, UTTOPE va unv gival avixveloiya Pe auTté TO TTPOIoV.
AuTé TO TTPOIGV BEV TTPOOPICETAl YIO: XPAON WG HEPOVWHEVN BlIayVwOTIKNA e¢étaan,
OUVOJEUTIKI BIaYVWOTIKA €EETACN, TTPOYEVVNTIKO EAEYXO, TTPOCUMTITWHATIKO
¢Aeyxo Baoel TAnBuopoU, EéTaon KOVTG aToV 00BEVA i} auToEEETAON.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 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 VA 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
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utodywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWV, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIEG.

To TTPoidv auTé TTPOOPICETAI ATTOKAEICTIKA VIO EPYACTNPIOKNA ETTAYYEAUOTIKA XPron.
H pn mpnon tou TTPWTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATIGd00N Kal va
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETHATA.

ApxEg Tng e§éTaong

O @BopiCwv in situ uBPIGICUOG (FISH) givar pia TEXVIKN TTOU ETTITPETTEI TNV AViXVEUOT
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOCWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoipotroiei ixvnoéteg DNA
Tou  uBpidoTToloUvTal 0g OAOKANPA XPWHOOWHATA 1 PEPOVWHEVEG HOVADIKESG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKI
av@iluon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
onuavTiKG €peuvnTIKG €PYaAEio OTA TTAQICIO TTPOYEVVNTIKWY Kal GIUATOAOYIKWY

avaAUoEWY, KOBWG Kal XPWHOOWHIKWY avaAUCEWY CUPTIAYWY OyKwv. MeTd Tn
govipotroinon kai Tn petoudiwaorn, To DNA-a1éxog eival diabéoipo yia avadidragn
ag évav TTapouoIa METOUCIWPEVO, PBopifovTa anuacuévo 1xvnBérn DNA, o otroiog
€xel oUUTTANPWHUATIK aAAnAouxia. MeTd Tov uBPIBIOUO, YiVETAl aQaipeon ToU Un
deapeupévou Kai pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTreikovion. XTn CGUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTr TNV aTreIKOVIon Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvNBETn

To yovidio BCR (BCR activator of RhoGEF and GTPase) BpiokeTtal oTnv TepIoxn
22911.2, 1o yovidio ABL1 (ABL proto-oncogene 1, non-receptor tyrosine kinase)
Bpioketal oTnv Tepioxn 9934.1 kai To yovidio ASS1 (argininosuccinate synthase 1)
Bpioketal oTnv Trepioxr 9934.1. H petdBeon petagl BCR kai ABL1 dnuioupyei 10
uBpPIdIKG yovidlo BCR:ABL1. H mapoudia tng ouvinéng BCR:ABL1 éxel
ONUAVTIKEG  OIOYVWOTIKEG  KOI  TTPOYVWOTIKEG  ETTITITWOEIG  OF  OPIOUEVEG
QIPOTOAOYIKEG BIATAPAXEG.

H perdBeon t(9;22)(q34.1;911.2) eival 10 Baocikd XOPOKTNPIOTIKO TNG XPOvIAg
pugroyevoug Asuxaipiog (XMA) kai evroTridetal mepiou oto 90-95%' Twv
TEPIMTWOEWY. OI UTTOAOITTIEG TTEPITITWOEIG EXOUV TTapaAAayf PETABEONG R €Xouv
KPUTITIKA PETGBeoN PETAgU Twv 9934.1 kal 22911.2 TToU BEV PTTOPEI VO EVTOTTIOTET
JE TN ouvhABn KuTTapoyeveTikh avdiuon'. Or ouvrgeig BCR::ABL1 evtoTriCovTal,
€1TioNG, KAl 070 25% TWV TEPITTWOEWYV o&giag AeppoPBAacTikig Acuxaipiag (OAA)
evnAIKWV Kal 010 2-4% Twv TePIMTOoewy TaidikAg OAA'. H avadidraén auth
aTavTaTtal, €miong, O€ OTIAVIEG TIEPITITWOEIG 0Oeiag pueAoyevoug Acuxaidiag
(OMA).

H petdBeon petau Twv XpWHOOWHATWY 9 Kal 22 PTTOPE va ouvodeUETAl OTTO
ATTWAEI eyyug aAAnAouxiwv aTo TTapaywyo XPwUoowua 9,
ouuTrepIAapBavopévng TNG TrEpIoXKiS Tou ASST (argininosuccinate synthase 1) 2.

MpodiaypaPég 1XvnOeTWV
ASS1, 9934.1, FaAdgiog

ABL1, 9934.1, Kékkivog
BCR, 22q11.2, MNMpd&oivog
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To peiypa mpdoivou 1xvnBETn TrepiExel évav 1xvnBétn 173 kb trou BpiokeTal
KEVTPOMEPIKG Tou yovidiou BCR kai trepidapBavel Ta yovidia GNAZ kai RAB36.
‘Evag delTtepog TTPACIVOG IXvNBETNG KaAUTITEl TNV Treploxr) 148 kb TeAopepikd Tou
yovidiou BCR trou trepiAapBavel pépog tou yovidiou /GLLT.

To peiypa kOKKIVOU Kal yaAddiou 1xvnBETn TrepIExel évav KOKKIVO 1XvnBETn 348 kb
Trou TrepIAapBavel To yovidio ABLT kai évav ixvnBétn 173 kb trou trepidapBavel To
yovidio ASS1.

Mapexoépeva UAIKA

IxvnOérng: 50 uL ava giaAidio (5 egetdoeig) ) 100 pL ava giaAidio (10 egeTdoeig).
O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppidicpol (<65%
poppapidio, <20 mg Beikn de€Tpdvn, <10% aAatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai gival €ToIgol TTPOG XPAon.

Avrixpwon: 150 uL ava giaAidio (15 egeTdoeig).
H avrixpwon eivai DAPI Antifade ES (0,125 yg/mL DAPI (4,6-6iapidivo-2-
@aivuAIivooAn) oe Baaiopévo ae YAukepOAn péoo oTepEwang).

Mpo€13oTroIRoEIg Kal TIPOPUAASEIG

1. Tain vitro S1ayvwoTIKA XPron. ATTOKAEIOTIKA YIa EPYOCTNPIAKA ETTAYYEAPATIKN
xenon.

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.  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 AGPAAR aTTOPPIYN auToU TOU TTPOIGVTOG. AUTO IoXUEI, ETTIONG,
Y10 TO TTEPIEXOMEVO KIT EEETATEWY TTOU €XOUV UTTOOTEI {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 oto OTAdI0 TOU TIPWTOKOAAOU TIpIV AT 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 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  Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTrel va amroBnkeUeTal o Bepuokpaaia atmd -25 °C
Jf £wg -15 °C og kaTawUKTN PEXP! TNV nuUEPOMNVia ARgNG TTou
-25°C avaypa@eTal 0TV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWV Kal
aVTiXPWONG TTPETTEI VA OTTOBNKEUOVTAI OE 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
. TOTTOBETNON TOU O€ aUTOV) — 5 KUKAOI yia To @laAidio 50 uL (5
egeTaoelg) Tou 1XvnOETn FISH, 10 kUkAor yia To @iaAidio 100 pL
(10 egetaoeig) Tou 1xvnBETN FISH Kkai 15 kUkAoI yia To @IaAidio 150 uL (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 UAIKG TTou atraiToUvTal aAAG Bev TTapéxovTal

Mpétel va xpnaoiyotroigital BaBpovounuévog eEotrAIoudG:

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

2. BaBpovounuéveg PIKPOTTITTETEG HETABANTOU GyKOu Kal puyXn, HE e0pog 1 uL—
200 pL

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

4. ZwAAjveg pikpopuyokévipiong (0,5 mL)

5. Mikpookdtio @Bopiopol (avartpéfte oTnv evotnTa  X0OTACN YIO TO
MIKPOOKOTTIO pBOopIoHOU)

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

Xpnoiyotroleite  Adutra  udpapylpou 100 watt 4 10080vaun Kai  eTTiTTEdOUG,
QATTOXPWHATIKOUG QAVTIKEIEVIKOUG (PaKOUG KATAdUTIKOUG ot AAGdI pe peyéBuvon
60/63x 4 100x yia BEATIOTN aTreikévion. Ta @Bopopdpa TTou XPNCIPOTIoIoUVTal O€E
autd 1o O€T IXvNOeTWY Ba dleyepbouv Kkal Ba ekTTéUWouV oTa akdAouBa pAkn
KUpOTOG:

FaAagia 418 467
Mpdoivn 495 521
Kokkivn 596 615

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV Ta UAKN KUPOTOG TTOU avag@épovTal
TTAPATTAvVW.

Xpnoigotroiote €va @iATpo diEAeuong povig wvng yaAddiou @Aaopatog yia
BEATIOTN atTeEIkdVION Tou yaAddiou @aopaTog A £va QiIATpo diEAEuaNG TPITTARG CWvng
KOKKIVOU  @AOoUaATOG/TTpdcIvou  @AacopaTog/yaAddiou @AouaTog yia Tautdxpovn
ATTEIKOVION TWV TTPACIVWY, KOKKIVWV KAl YAAGSIWY ¢Bopo@dpwv.

EAéyETe TO PIKPOOKOTTIO PBOPICHOU TIPIV aTTd TN XPAON YIa va dlac@alioeTe OTI
Aeitoupyei  owoTd. Xpnolpotroinote AGdI  katdduong Tou  evdeikvuTal  yia
UIKPOOKOTTIO @BOPICHOU Kal €XEl TTOPACKEUAOTEI yIO XOUNAG auTo®Bopiopod.
Amo@uyete TNV avauign Tou DAPI antifade pe Aad1 kataduong piIkpookoTriou, dI6TI
KATI TETOI0 B0 KAAUWEI Ta OApaTa. TnPEiTe TIG CUCTACEIG TOU KATAOKEUAOTH 6g0V
agopd tn didpkela (WG TNG AGUTTAG Kal TNV NAIKIa Twv GIATPWV.

MposgToipagia delypdTwv

To kit €xel OXeDIOOTEI yla XPAON OE KUTTAPIKG EVAIWPNAPOTA QAINATOAOYIKAG
TTpoéAeuong povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ogiké ofu 3:1), Ta
oTToi0  €XOUV  TTPOETOINOOTEI OUPPWVO ME TIG KATEUBUVTAPIEG O0Bnyieg TOU
gpyaaoTnpiou i Tou 1Id3pUparog. MpoeToipudaTe deiypaTa TTou €XOuV UTTOOTE Efpavon
UE 0Epa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTOPOYEVETIKEG Bladikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG VIO TN CUAAOYT, KOAANIEPYEIQ Kal PETaQOPA SelyHATwyY, Kabwg
KQl YIO TNV TTPOETOILATIN TWV AVTIKEINEVOQOPWVA,

MposgToipagia SiaAupdTwy

AiaAvuara ai@avéAng

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

e AIBavoAn 70% — 7 pépn ailBavoAng 100% o€ 3 pépn atmoviouévou vepou

e AIBavoin 85% — 8,5 uépn aiBavoAng 100% oe 1,5 pyépn atmioviopévou vepou
AmobnkeuoTe Ta dlaAvpata yia £wg kol 6 prveg oe Beppokpacia dwuaTiou o€
QAEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog dilaAlpaTog 20xSSC pe 9 pépn atmioviopévou vepoU Kal avapigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrepiTTwon. AmobnkedoTte TO OIGAUMG yia éwg Kal 4 eBdopddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTte 1 pépog dlaAuparog 20xSSC pe 49 pépn ammoviopyévou vePOU Kal
avapigre kaAd. EAEyETe TNV TIuA pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH
f HCI, katd mepimtwaon. AmobnkeloTe 1o diGAupa yia éwg Kal 4 Bdouadeg ot
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaioTe 1 pépog diaAUpaTtog 20xSSC pe 9 pépn amoviopévou vepou. MpoobéoTe
5 pL Tween-20 avd 10 mL kai avapi§te kaAd. EAEyETe Tnv Tipn pH kai puBuioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimTwaon. AroBnkedoTe To diGAupa
yia €éwg Kal 4 €BOouadeg o BEpPOKPATia dWPATIOU OE AEPOTTEYN TTEPIEKTN.

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

lMpocroiuyacia avriKEIuEVOPOpou

1. Tomobetote pia KNAIda amd TO KUTTOPIKO Oeiyda O pia yudAivn
QVTIKEINEVOPOPO HIKPOOKOTTIOU. APRaTE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BGAapog TTpéTel
va Aeiroupyei og Bepuokpaacia Trepitmou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muwyn kuttapikoU deiypatog. Edv Sev utrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atraywyd wg VAAAOKTIKA).

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

3. Agudatwote ot BIaPopeTIKG TToocooTd aibavoAng (70%, 85% kai 100%),
d10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  AQAOTE TN va OTEYVWOEL.

Ipiv amé tn perouvogiwon
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5.  A@aipéoTe Tov IXvNBETN AT TOV KATAWUKTN KOl A@rOTE ToV va Beppavbei o€
Beppokpacia dwuartiou. EKTeEAEOTE OUVTOUN QUYOKEVTPION TWV CWAAVWY TIPIV
atmé Tn Xpnon.

6. BeBaiwBeite 6T To SIGAUpA IXVNBETN €xel avapixBei opoiduop@a Pe TN Xpron
TTTETAG.

7.  AgaipéoTte 10 pL 1xvnBETN yia KABE £EETAON KON PETAPEPETE TA OE Evav CWARvVa
HIKpOQUYOKEVTPIONG. ToTToBeTAOTE ypriyopa Tov UTTOAOITTO 1XvNBETN OTOV
KOTOWUKTN.

8. TomoBeTAOTE TOV IXVNOETN KAl TNV AVTIKEINEVOPOPO OEiYUATOG O€ I Beppr
TAGKa Pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTTTd yia TTpoBépuavon.

9. TomoBetAoTe 10 YL piypoTog IxvnBETn GTO KUTTAPIKG HiyHa Kal EQAPUOCTE pia
KOAUTITPIda TTPOCEKTIKA. Z@payioTe ue KOAQ pe didAupa eEAACTIKOU Kal a@rioTe
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon

10. MeTtouoiwoTe TOo Beiypa Kal Tov IXvnBETn TauTOXpOova Beppaivovtag Tnv
QVTIKEIUEVOPOPO o€ pia Beppun TTAdka aToug 75 °C (+/-1 °C) yia 2 AeTrTd.

YBpi1dioués

1.

ToToBeTACTE TNV QVTIKEINEVOPOPO OE €vav UypO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/-1 °C) yia pia 0AOKAnpn vuxra.

TAUoeig perd Tov uBpISIOUS

12.

13.
14.

15.

16.

17.

18.

Agaipéote T0 DAPI amd Tov KOTOWUKTN Kol a@ACTE TO va BepupavOei o€
Beppokpacia dwuariou.

A@aipéoTe TNV KAAUTITPIOO Kal OAa T UTTOAEippaTA KOAAGG TTPOCEKTIKA.
BubBioTe TNV avTikeiyevopdpo o€ didAupa 0,4xSSC (pH 7,0) oe Bepuokpaaia
72 °C (+/-1 °C) yia 2 AeTrTd Xwpig avakivnon.

ATTOOTPAYYIOTE TNV QVTIKEIEVOPOPO Kal BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 o¢ Bepuokpacia dwpatiou (pH 7,0) yia 30 SeuTepOAeTITa XWPIG
avakivnon.

ATTOO0TPAYYIOTE TNV AVTIKEINEVOPOPO Kal ToTroBeTroTe 10 uL DAPI antifade o€
KGOe deiypa.

KaAuwte TN pe pia KOAUTTTPIOO, a@aIpéaTE TUXOV QUOCAIDEG KOl TTEPIMEVETE
10 AeTiTé péXpPI VO avaTiTuXBei To XpWUO OTO OKOTADI.

MapatnpRoTe o€ PIKPOOKATIO PBOoPIcUOU (avaTpéETe oTnV evéTnTa ZUOTOAON
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1.

2.

H Bépuavon i wpigavon Twv OVTIKEIJEVOPOPWY HTTOPEI VO UEIWCEI TOV
POOPIOPO TWV CNUATWV.

O1 ouvBnkeg uBpPIBICUOU PTTOPET va ETTNPEACTOUV BUOHEVWG ATTG TN XPron
avTIdpacTNPiwy TIEPAV EKEIVWY TTOU TTApPEXOVTAl 1} OUCTAVOVTIQI aTmd Tn
Cytocell Ltd.

Xpnoigotroiote  éva  BabBuovounuévo  BepuduETpO  yia TN péTpnon
BeppoKkpacIWV BIGAUPATWY, UBATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Beppokpaaieg gival Kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

O1 ouykevTpwoelg, ol TIHEG pH Kkal o1 Beppokpaaieg TTAUONG €ival ONPAVTIKEG,
KaBWG o1 ouVORKeEG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €dIk d€opeucn Tou IXvnOETN Kal oI OuvOnkeg UTTEPBOAIKG UWNAAG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETHUA TNV ATTWAEIO GAPATOG.

H ateAg peTouTiwon PTTOPET va £XEI WG ATTOTEAET A TNV ATTWAEIO TAPATOG Kal
n uTTEPPBOAIKA PETOUGTWAN PTTOPEI, ETTIONG, VA £XEI WG ATTOTEAECUA TN N €IDIKN
déopeuan.

O umrepBoAikdg uBpIBICPOG PTTOpEl va odnynoel ot TPOCBeTa 1 N
avauevopeva oruaTa.

O1 xproTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TIPWTOKOAAO YIa Ta SeiypaTd Toug
TPIV a1Té TN XPAON TNG €££TAONG Yia diayvwaTIKoUg OKoTToUG.

Tuxdv UTTOREATIOTEG OUVONKEG WTTOPEI va €XOUV WG ATTOTEAECUA [N €I18IKA
O£0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAUA IXVNBETN.

Epunveia Twv armroteAeopdTwv
EKTiunon moiétnTag avrikeiuevopopwyv mAakwv
H avTikelpevo@opog dev Ba TTPETTEI va avaAUeTal EAV:

Ta onfuata eival TTOAO aoBevr) yia va Tpaypartotoindei avaAuon o€
pegovwpuéva @iATpa. Ma va Tpoxwpnoete Ye TNV avaiuon, Ta oruata Ba
TIPETTEI Va Eival QWTEIVA, DIAKPITE Kal EUKOAa agloAoyraipa

Ymapxel peydhog apilOudg  ouoTadotroinUEVWV/AAANAOETTIKOAUTITOMEVWY
KUTTAPWV TToU UTTOdigouv TNV avaAuon

>50% Twv KUTTaApwvV dev £xouv uppIdoTToinBei

Ymdpxel Tepiooeia @OopIfOVTWY owpaTIdiwY PETAEU Twv KUTTApwV r/Kal
@Bopifouca axAri Tou TIpokaAei TapepBoAég oTa orpara. Idavikd, TO
uTTéBaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO A paUpo Kal
kaBapd

Ta épia Tou KUTTaPIKOU TTUprva dev gival SIakpITd kal dev gival ABIKTA

KareuBuvrripieg odnyieg yia tnv avaAvon

KdaBe deiypa Ba mpérel va avaAleTal kal va epunveleTal ammé U0 avaAuTég.
Tuxdév acupwvieg Ba TPETTeEl va emmAUOVTOI PEOW EKTiUNONG atd TPiTO
avaAuTh

Ka6e avalutrg Ba péTrel va eival KATAANAG e§€IdIkeUPEvog cUPPWVA pE Ta
aAvVaYVWPIoTPEVA €BVIKG TTPOTUTTO

Kd&06e avaAuTtig Ba mpérel va BaBuoAoyei pepovwpéva 100 TTUprveg yia kEBe
deiypa. O TpwTog avaAuTig Ba TpéTrel va gekivd Tnv avdAuon otmd Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU KAl 0 DEUTEPOG AVAAUTAG aTrd Tn deid
TAEUP&

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

AvaoAUeTe povo d@BiIkToug TTUpriveg Kal Ox1 aAANAOETTIKOAUTITOPEVOUG 1)
OUOOWPEUPEVOUG  TTUPAVEG R TIUPAVEG  TIOU  KAAUTITOVTOl  OTTO
KUTTAPOTTAQCGUOTIKG UTTOAEipaTa 1 uwnAd eriredo auto@Bopiouou

ATTOQEUYETE TTEPIOXEG HE TTEPICTEIN KUTTAPOTTAQOUATIKWY UTTOAEIUPATWY 1) N
€101kS UBPIBIoPO

H évraon Twv onudTtwv utropei va ToikiAAEl, akdua Kal oTnv TEPITITWOn evog
HOVO TTUPAVA. € TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pova QiATpa fi/kal va
puBpiCeTE TO €OTIAKO ETTITIESO

Y€ uTTOREATIOTEG GUVONKEG, Ta OAPATA PTTOPET va @aivovTtal SidyuTa. Edv duo
ofuara 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

Edv €xete ap@iBoAieg yia To €dv €éva KUTTApO PTTOPEi va avaAubei i OxI, unv
TIPOXWPNOETE OTNV AVAAUCT TOU

Mnv TTpocueTPaTE — OI
TTUPVEG gival UTTEPBOAIKG
KOVTA 0 €vag aTov aAAov yia
TOV KOBOPITHO OpiWV

Mnv TrpoopeTpaTe
AAANAOETTIKAAUTITOPEVOUG
TTUpfveg — dev gival opaTh
OAGKANPN N éKTOON KAl TWV
800 TTuprvwy

MpooueTprioarte wg dUo
UBpIdIK& orara
KOKKIvou/yaAddiou kai dUo
Tpdaoiva orjyata — éva amo
Ta 500 KOKKIVA OrjuaTa €ival
didyuTo

MpooueTprioate wg dUo
uBpIdIkG cruata
KOKKIvou/yaAdliou kai dUo
TTPACIVa CAPATO — €Va ATTO
Ta 800 TrpdaiIva orjuaTa gival
didyuto

MpooueTprioarte wg dUo
uBpIdIka oruara
KOKkKIvou/yaAdliou kai dUo
TTPACIVa CAPATA — €Va ATTO
Ta dU0 yoAddia onuara eivai
didyuTo

MpooueTprioate wg dUo
uBpIdIK& onuara
KOKkIvou/yaAdliou kai dUo
Tpdciva orjpara — 10
S1doTnua aTo éva KOKKIVO
ORfua gival HIKPOTEPO aTTS TA
TAGTN 800 IXVNBETWV

MpooueTprioate wg dUo
uBpIdIK& onuara
KOKKIvou/yaAddiou kai dUo
TPACIVa OAPATA — TO
O160TNHA PETAEU TOU KOKKIVOU
KaI Tou yaAddiou onuaTog givai
MIKPOTEPO OTTO T TTAGTN dUO
IXVNOETWV

coooot t

Avapevopeva atroteAéouara
AvaUEVOUEVO QUOIOAOYIKO TIPOTUTIO ONUATWY
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Tpixpwpo Dual Fusion Probe

Z¢ éva QuUOIoAOyIKO KUTTApO, avauévovTtal dUo uBpidikd kOkkiva/yaAddia kal dUo
Tpaoiva ofpata (2Kr2m).

AvauevOUEVa PN QUOIOAOYIKG TIPOTUTIO ONPATWY

Te éva KUTTApo Pe avadiatagn t(9;22)(q34.1;q911.2) avapévovtal éva upIdIkG
KOKKIvou/yaAddiou, éva TTpAcivo onua, éva uBpidiké KOKKIVOU/TTpdaivou, éva
uBpIdIKG KOKKIVOU/TTpdaivou/yaAddiou (1K 1M1KM1KMA).

Z¢ éva KUTTOpO Pe avadiaragn t(9;22)(q34.1;911.2) pe EAAeiyn Tou £yyug 9q Kai
TOU ATTOPOKPUTHEVOU 224, avapévovTal éva UBPIdIKG KOKKIVO/YaAddio, éva
Tpdaoivo ofpa kal éva uBpIdikd kdkkivo/TTpaaoivo (1K 1M1K).

MTtropoUv va TTpokUWouv Kal GAAa TTIPOTUTTA ONUATWY O€ aveUTTAOEISH/Un
100ppOTINEEVa deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig/MapeuBaAAOpeVEG ouaieg
Agv uTTdpyouVv YVWOTEG OXETIKEG AAANAETIOPATEIG/TTapeUBAANOUEVEG OUTIEG.

MvwoTh dlaoTaupoUpEVN avTISPACTIKOTNTA
O TTPAcCIvog atropakpuapévog IxvnBETNg BCR ptropei va epgavioel £wg Kai 2
orfjuaTa oTo XpwHuOowa 7 aTtnv Trepioxn 7q11.2.

Ava@opd ocoBapwv CUMBAVTWY

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaik ‘Evwon kol og XWpeg He
TTOVOUOIOTUTTO  pUBUIOTIKG  KaBeoTwg (Kavoviopudég (EE) 2017/746 yia Ta
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XpnoiyoTroloUvTal yia didyvwan In vitro). Edv katd
N XPAon autoU TOu TTPOIOVTOG I WG ATTOTEAECHA TNG XPNONG TOU TTPOKANOEi
ooBapd GuuPAav, aVaPEPETE TO OTOV KATAGKEUAOTH Kal OTIG EBVIKEG apuOdIEG APXEG.
MNa coBapd oupBavta oe AAEG XWPES, AVaPEPETE TA CUPBAVTA OTOV KATAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZToIXEia ETMIKOIVWViag KOTOOKEUOOTH yia Bépata £TTaypUTIVNONG:
vigilance@ogt.com

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

E131kd XapaKTNPIoTIKA a1rédoong

AvaAurikn e1dikérnra

H avaAuTikr €18IKOTNTA OPIZETAI WG TO TTOCOGTO TWV GNUATWY TTOU URPISOTTOoIOUVTAI
yévo otn owotn Bféon kal ot kapia AAAn Béon. AvaAuBnkav Tpeig (3)
XPWHOOWHIKEG BETEIG o€ KABE €va amd Ta 100 yeTapaaikd KUTTapa atd Teve (5)
Seiypara, divovrag 600 onueia dedopévwy. XaptoypadrOnke n Totmobegia KGBe
uBpidoTroinuévou IXvnBETN Kal KaTaypdenke o aplBudg Twv onudtwv FISH
METAQATIKWY XPWHOOWUATWY TToU UBPIdOTTOINBNKAYV 0T OWOoTH BEon.

H avaAuTikr) €18IkATNTa KABE 1XVvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPAG Twv
onuatwy FISH peTa@aoikwy XpwPoowudTwy TTou uBpIdoTToInenkav oTn owoTh
B0éon OdlaIpepévog Pe TOV OUVOAIKG apIBud uBpidotroinuévwy onudtwy FISH
UETOQATIKWY XPWHOOWUATWY. To atmoTéAeapa autd TTOAATTAGCIGoTNKE PE To 100
Kal EKPPACTNKE WG TTOCOOTO pE BIAOTNUA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAutiki eidikéTnTa Tou BCR/ABL (ABL1) Plus Translocation, Dual
Fusion Probe

9q34.1 200 200 100%

98,12%—-100%
98,12%-100%

22q11.2 200 200 100%

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

AvaAurikn evaio6noia

H avaAutik euaiobnaia €ival To TT0000TO Twv afIOAOYACINWY PEGOPATIKWY
KUTTEPWYV ME TO AVAPEVOUEVO QUOIOAOYIKG TTPOTUTTO onudTwy. AvaAddnkav kot
eAdyiotov 100 pecogacoikd KUTTOpa yia kGBe €va ammd Ta 25 poviyotroinuéva
KUTTOPIKA EVAIWPAPATA OTTO MUEAG Twv OOTWV TTOU Bewpouvtav apvnTikG yia
yerdBeon BCR:ABL1 kai éMeiyn ASS7. Zuvemrwg, Pabpoloynbnkav kar
ehdxioTov 2.500 Trupriveg yia KkaBe €idog Oeiypatog. Ta dedopéva yia TV
euaionaia avaAlBnkav BAcel TOU TTOCOOTOU KUTTAPWY TToU €D€1EaV PUTIOAOYIKO
QVOUEVOPEVO TTPOTUTTO ONUATWY Kal €KQPACTNKAV WG TT0000TO pe didoTnua
eptmoToolvng 95%.

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

MueAdg Twv 00TWV >95%

100,0% (+ A/A)

XapakTnpiouog Twv QUGIOAOYIKWYV TIJWV ATTOKOTTHS

H @uololoyikry aTTokoTTr) OpIideTal WG TO TTOCOOTO KUTTAPWY TIOU Epavifouv
Weudwg BeTIKG TTPOTUTTO ONPATWY BAocEl Tou oTToiou éva GTopo Ba BewpouTav
@ualoloyiké og avTiBean pe TNV KAvikn Sidyvwon. AvaAiBnkav kat’ eAdxiatov 100
HECOPAOIKA KUTTOPA yia KABe éva amd Ta 25 povIMOTIOINUEVO  KUTTOPIKG
EvalwpruaTa amé PueAd Twv O0TWV TTou Bewpouviav apvnTikG yia JETABEoN
BCR::ABL1. ZuveTwg, BaBuoloynBnkav kar ehaxioTov 2.500 TTupriveg yia KaBe
€idog deiyuarog.

H Tipr) atrokoTrAg TpoadiopioTnke XpnoihoTTolwvtag Tn B avdaTtpogn (BETAINV)
ouvdptnon oto MS Excel. YTTOAOYIGTNKE WG TO TTOGOOTO PHECOPATIKWV KUTTAPWYV
TToU £d€I§av Weudwg BETIKO TTPATUTTIO ONUATWY XPNOIUOTTOIVTAG TO AVWTEPO OPI0
€VOG POVOTTAEUpPOU BIaoTANATOG EUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMRAG
@ualoloyikoU deiypatog aoBevn.

Mivakag 3. XapakTnpioydg Twv QUOIOAOYIKWY TIUWV atmrokoTig Tou BCR/ABL
(ABL1) Plus Translocation, Dual Fusion Probe

1KF1MKN 2,95%

MugA6G Twv 00TWV

TKM1MKMMKAr 2,95%

Ta epyacTrpia TTPETTEN va ETTIRERAIIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG TO
BIKA Toug Bedopévad®,

AkpiBeia

H akpiBeia autod Tou TTPOIGVTOG €XEl PETPNOE O OXéon PE TNV akpiBeia eviog
nuépag (amo deiypa o€ deiypa), TNV akpiBela HETAEU NUEPWV (AT NUEPA OE NUEPQ)
Kal TNV akpiBeia peTagy TapTidwy o€ éva KEVTPO (aTTé TTapTida o€ TapTida).

XpnoigotroiRénkav Tpia deiypata yia Tnv agloAdynon Tng akpiBeiag autol Tou
TIPOIOVTOG: UTTOAEITTOUEVO UNIKO povipoTroinuévo oe pueBavoin/ogikd ogu 3:1 atd
Oeiyyata puehol Twv OCTWV TIOU TOUG O@aIPEBNKE N TOUTOTNTA, Ta OTTOIa
TTpoépxovTal aTrd TNV TPATTEda SelyudaTWY povipoTroinuévwy kuttdpwv Cytocell. To
uéyebog Oeiypatog nATav Tpia (3), TOU KAAUTITAV TO OVAUEVOUEVO €UPOG
puaiohoyikoU Kal XapunAfg BeTIKOTNTAG.

MNa Tov Tpoadiopioud TNG HETAEU NUEPWV Kal evTOG NUEPAG akpiBelag, Ta deiypata
agloloyriBnkav otn didpkeia Oéka (10) pn BIASOXIKWY NUEPWY Kal yia Tov
TTPoodlopIoud TNG PeTaly TTapTidwv akpieiag, Tpeig (3) TapTideg Tou TTPoIdVTOg
agloAoyriBnkav oe Tpeig (3) eavaAfyeig Twv idlwv SelypdTwy. Ta atmoteAéopara
TIAPOUCIACTNKAY WG OUVOAIKF| OUpQ@wvia pe TNV TTIPOBAETTOMEVN aPVNTIKA
Katnyopia (yia Ta apvnTikd deiypata).

Mivakag 4. Avamapaywyiydtnta kai okpifeia Tou BCR/ABL (ABL1) Plus
Translocation, Dual Fusion Probe

MueAdg Twv 00TWY, aPVNTIKO 96,7%
Avamapaywyipdmra MuUEAGG TwY 00TWV
EVTOG NUéPag (amo XOUNAAG BeTIKOTNTAG 96,7%
deiypa o€ deiypa) Kai 1KMMM1KMN
METAgU NUEPWV (aTTO MugAG TwV 00TGV
nuépa o€ NEéPQ) XOMNARG BeTIKOTNTAG 83,3%
1KMMKMKNC
MueAdg Twv 00TWY, aPVNTIKO 100,0%
MugAdg Twv 00TWV
Avatrapaywyiuotnta Xa””mﬁ?ﬁq E?_Inmg 100,0%
HETAgU TTapTidWV A _
MueAdg Twv 0oTWV
XapNAAG BeTIKOTNTOG 77,8%
1KMMKMKNC

KAvikn amrédoon

MNa va diao@alioTei 6T TO TTPOIGV aviXveUel TIG TTPOBAETTOPEVEG avadiaTagelg, n
KAIVIKA) a116d001n TTPOadIOPIGTNKE PE DUO PEAETEG QVTITTIPOCWTTEUTIKWY JEIYUATWY
Tou TpoPAeTTopevou  TTANBuouoU Tou TTpoidvTog:  Kuttapikd  evaiwpriuara
aigatoAoyikAg TTpoéAeuong, povigotroinuéva o€ didAupa Carnoy (ueBavoAn/ogiké
o&U 3:1) amé acBeveig pe empBePaiwpévn 1 mOavoAoyolpevn Xpovia pueAoyevn
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Aeuxaipia (XMA), oeia puehoyevry Aeuxaipia (OMA) R oteia AepoBAacTiki
Aeuxaipia (OAA), Ta oTroia €XOuv TTPOETOINACTEI CUPPWVA PE TIG KATEUBUVTHPIEG
odnyieg Tou epyaoTnpiou r Tou 1dpUpaTog. O peAéteg TepieAduBavav  Eva
auvduaopévo péyeBog deiypatog 125 delypudTwy, atrotehoUpeva atd 99 Seiypata
BCR::ABL1 apvnmik@ yia petrdBeon kai 26 Oeiyuatra BCR:ABLT Bemikd yia
pETaBeoN. Ta atmoTeAéopaTA CUYKPIBNKAV PE TN YVWOTH KATAOTAGT TOU OEiyJaTOG.
O 1xvnBéTnNg avayvwpioe owoTd TNV KOATAoTaon Twv OelyMATwy o€ OAEG TIG
TTEPITITWOEIG.

Ta amoTeAéopaTa Twv SOKIMWY QUTWY avaAUBNKav TTPOKEINEVOU va UTTOAOYIOTEI N
KAIVIKA) euaigBnaia, n KAIVIKR €18IKOTNTA KAl TO TTO000TO Weudwg BeTikwv (FPR)
TIHWV YIO Ta BETIKG OPATA, XPNOIUOTIOIWVTAG P TTPOCEyyion Wiag SIGoTaong.

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

KAIvik euaioBnaia (Trooooté aAnbwg BeTikwy, TPR) 98,97%
KAIvikR €181k6TNTa (TT0000TO aAnBwg apvnTikwy, TNR) 99,73%
MooooTd weudwg BeTikwv (FPR) = 1 — EIBIKOTNTO 0,27%

NepiAnyn ao@daAeiag kai KAIVIKAG arédoong (SSP)

H trepiAnwn SSP Ba givail 81aB€aiun oTo KoIvo péow TNG EUPWTTATKAG BATNG
Sedopévwy Yia 10TPIKEG ouakeuég (Eudamed) dtrou ouvdéetal pe To Baciké UDI-
DI.

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

Baoiké UDI-DI: 50558449LPH038JQ

Edv n Baon dedopévwy Eudamed dev eival TTARpwG AeiToupyikn, n epiAnyn SSP
Ba d1aTiBeTaI OTO KOIVO KATOTTIV AITAPATOG HéCw email otn dietbuvon

SSP@ogt.com.

Mp6o0BeTeg TTANPOPOPIES

MNa Tp6aBeTeg TTANPOPOPIES, ETTIKOIVWVACTE PE TO TUAPA TeXVIKAG YTTOOTHAPIENS
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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