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Mpoopigépevn xprion

To CytoCell® IGH/MAF Plus v2 Translocation, Dual Fusion Probe givai pia ToioTIKy,
un autopatotroinuévn eétaon @Bopiovtog in situ uBpidiopol (FISH) TTou
XPNOIPOTIOIEITAI YIO TNV AVIXVEUON XPWHOOWMIKWY avadiaTagewy HETAEU NG
meploxng 14932.3 Tou YpwpoowpaTtog 14 kal Tng TepIoXng 16923 Tou
Xpwpoowpatog 16 o€ yovipotroinuéva ae didAupa Carnoy (MeBavoAn/ogiké ogu
3:1) KUTTAPIKG evaIWPAUATA  QIMOTOAOYIKAG TIPOEAEUONG OTTO OOBEVEIG PE
emBReRaiwpévo ) lavoAoyoUuuevo TTOANATIAG puéAwpa (MM).

Ev&eigeig xpong

To mpoidv autd eival OXeDIAOPEVO WG CUUTTANPWHATIKG Ot GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EEETACEIG OE AvayVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTtidag, O1ToU n yvwon Tng Umapéng Tng petdbeong IGH::MAF 6a nArav
ONMAVTIKA yia TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To poidv auTd £xel OXeDIAOTET yIa va avixveuel avadiatdgelg pe onueia didotracng
TNV TTEPIOXT) TTOU KAAUTITETAI OTTO TOUG KOKKIVOUG Kal TIPGOIVOUG KAWVOUG OE auTO
TO O€T IXvnOeTWY, N otroia TepIAapBavel Tig Tepioxég Twv IGH kai MAF. Znueia
didoaong Tou Bpiokovral €kTOG TNG €V AGyw TIEPIOXAG 1 TTapaAAayég
avadiaTagewy TTOU TTEPIEXOVTAI £§ OAOKARPOU G€ QUTAV TNV TTEPIOXH MTTOPEI va pnv
gival avixveuoiua Pe autd TO TTPOIdV.

AuTé TO TIPOIGV BEV TTPOOPICETal YIa: XProN WG HEPOVWUEVN dlayvVwoTIKA e¢éTaan,
OUVOJEUTIKI BIayVWOTIKA €EETACN, TTPOYEVVNTIKO EAEYXO, TTPOCUNTITWHATIKO
€Aeyxo Baoel TANBucpoU, e¢€TaON KOVTG OTOV 00BEVN i} auToegETaan.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1
yla OKOTTOUG TT€Pav aUTWV TTou KaBopiovTal aTnv TTpoopI{duevn Xpnon.
MpoopideTal yia XpAoON WG CUPTTANPWHO O€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
€CETAOEIG KaI OeV Ba TIPETTEI VA EEKIVAEI Kaia BepaTTEUTIKN evépyeia pévo BAoel Tou
amotreAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYMATOTTOIOUVTAl aTTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utoywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWV, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIEG.

To TTpoidv auTd TTPOOPIZETal POVO VIO EPYOOTNPIOKK ETTAYYEAUATIKR XPon.

H pn mpnon tou TTPWTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATIGd00N Kal va
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

Apxég Tng g&ETaong

O @Bopicwv in situ uBpidioudg (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ JETAQATIKG XPWHOTWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnotyoTrolei IxvnBéteg DNA
TTou  uBpidoTTololvTal 0g OAOKANPA XPWHOOWHATA 1 WEPOVWUEVEG HOVADIKEG
aAAnAouxieg Kal XpnoIPeUEl WG €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
av@iluon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
onMavTikG epeuvnTIKG €PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KAl QIPMATOAOYIKWV
avOAUOEWY, KABWG Kal XPWHOCWHIKWY avAAUCEWY CUPTIOYWY OyKwv. MeTd Tn
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eivar diabéoiyo yia avadidragn

o¢ évav TTapdyola peETousiwpévo, eBopiovta onuaapévo ixvnbétn DNA, o otroiog
€xel oupTTAnpwartikfy aAAnAouxia. Metd Tov uBpIdiIoud, yiveTal apaipecn Tou un
deapeupévou Kai pn €101k deapeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTtreikovion. ZTn CUVEXEID, N HIKPOOKOTTia @Bopiouol KabioTd
duvaTH TNV ATTEIKOVION Tou UBPISOTTOINHEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneéTn

To yovidio MAF (MAF bZIP transcription factor) BpiokeTal aTnv Trepioxr) 16923 kai
10 IGH (immunoglobulin heavy locus) otnv Trepioxn 14932.3. Mepitrou 10 50-60%
TWV TTEPITTTWOEWY TTOAaTAOU puehwpatog (MM) ocuoyeTiovial pe PETOBEOEIG
otmou ouppetéxel 1o IGH kai éva deutepo yovidio, 6Twg Ta CCND1, NSD2
(WHSC1) ka1 FGFR3, CCND3, MAF i MAFB'. H peta8eon t(14;16)(q32.3;923)
aTroTeAel Wia eTTavepavi{opevn HETGBeoN TTou atravTaral o1o 2-10% Twv MM,

H mAsiopne@ia Twv onueiwy dIAOTTAONG EVTOTTICOVTAI EVTOG TOU TEAEUTAIOU IVTPOVioU
Tou WWOX (WW domain containing oxidoreductase), kevipopepika Tou MAF. Ta
ouykekplipéva onueia didoTraong €xouv OITTAR €Tidpacn oTnv TOTTOBETNON TOU
evIoXUTH Tou /IGH KovTad 010 MAF Kai oTnv atmodlopydvwaon Tou yovidiou WWOX2.
H avaAuon TngG yovidIaKAG EKPPATNG KUTTAPIKWY TEIPWY MUEAWHATWY avESEISE OTI
10 MAF 1pokahoUoe trans-gevepyotroinon Tng KukAivng D2 (piag pwrTeivng tmou
TTpowBei TNV €§ENIEN TOU KUTTOPIKOU KUKAOU) KOl WG €K TOUTOU €EVIOXUE TOV
TTOAATTIAQCIAOHO TWV HUEAWHPATIKWOV KUTTAPWVS.

ZUpoewva pe T BiBAoypaia, ol acBeveig pe MM 1Tou @épouv Tnv t(14;16) @aiveTal
va £XOUV TTIo ETTIBETIKA KAIVIKA ékBaon™S.

Mpodiaypa@ég 1XvnOeTwV
IGH, 14932.3, Mpdoivog
MAF, 16923, Kékkivog
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To mpoidv IGH/MAF Plus v2 Translocation, Dual Fusion Probe amoteAeital ammé 1o
peiypa 1xvnBetwyv IGH, onuagpévwy TTpaoivwy, TTou KAAUTITE TIEPIOXEG KOVTA OTO
2100epd KOl EVTOG TOU MeTaBAnTOU TUANATOG TNG TTEPIOXAG Tou /GH, Kal To peiypa
IXvnOeTwv MAF, onuacpévwy KOKKIVWY, TTou KOAUTITEl TO yovidlo MAF kai
eKATEPWOEV TTEPIOXEG KABWG Kal To yovidio WWOX.

Mapexoépeva UAIKA

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

O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppidicpol (<65%
poppapidio, <20 mg Beikn de€Tpdvn, <10% aAlatouxo didAupa-KITPIKS vaTpio 20X
(SSC)) kai gival €ToIPOI TTPOG XPAON.

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

Mpo€13oTroIRoElg Kal TIPOPUAGEEIG

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

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

3. AmaiTeital TTPooeKTIKOG XeIPIoPOG Tou DAPI. Na @opdrte ydvTia Kai

epyaoTnpiakn modid.

4. Mnv 10 XpNnOIMOTIOIEITOI EAV TO PIGAIDIO €XOUV UTTOOTEI {NMId 1 €AV N
AKEPAIOTNTA TOU TTEPIEXOUEVOU TWV QIAAIDIWY EXEI ETTNPEACTET PE
OTTOIOVOATIOTE TPATTO.

5. Tnpeite Toug TOTTKOUG KAVOVIOUOUG QTTOPPIYNG Yyia TNV TIEPIOXH OO0G O€
ouvduaoud pe TIG ouoTAoelg Tou AgAtiou dedopévwyv ao@AAEiag yia va
KaBopioeTe TNV A0@OAr aTréppIYn auTol Tou TTPOIOGVTOG. AUTO I0XUEl ETTIONG
YO TO TTEPIEXOMUEVO KIT EGETATEWY TTOU €XOUV UTTOOTET {NUId.
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6. H améppiyn SAwV TwV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAwWV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETAI CUN@QWVA HE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel goAuouatik@ ammopAnTa. Kdbe
€PYOOTAPIO €ival UTTEUBUVO YyIa TOV XEIPIOPO TWV OTEPEWV KOl UYPWV
atmoBAATWY oUWV Pe Tn GUON Kal Tov Babud eTTIKIVOUVOTNTAG TOUG, KaBwg
Kal yla Tnv emegepyania kar TNV amoppiwrn Toug ( Tnv avaBeon Tng
emegepyaaniag kal TNG AMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

7. Ol XeIpIOTEG TIPETTEI VO £XOUV TNV IKAVOTNTA va dIaKPivVOuv To KOKKIVO Kal TO
TTPACIVO XPWHA.

8. H un mpnon Tou TEPIypa@opEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
evdéxeTal va  emnpedoel TNV amoédoon kal va odnynoel Of  WEUdWG
BeTIKA/OPVNTIKG aTToTEAEOUATA.

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

10. H un xprion 10 pl 1xvnBéTn oTo OTAdIO TOU TIPWTOKOAAOU TIpIV QTG TN
JETOUTTWGON EVOEXETAI VO ETTNPEATEI TNV ATTOS00N Kal va 08nyAoel 0 Peudwg
BeTIKA/OPVNTIKG aTToTEAEOUATA.

11. 'OAa TO TTPOIOVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPARON.

12. O1 e0wTePIKOi EAEYXOI TIPETTEI VA TTPAYUATOTTOIOUVTAI JE TN XPAGCN KUTTOPIKWY
TTANBUCUWYV TTOU BEV EXOUV ETTNPEACTEI O€ OeiypaTa £6ETAONG.

Opiopoi Beppokpaaciag

e -20 °C/ Katewuypévo / Z1ov Katayuktn: -25 °C €wg -15 °C
e 37°C: +37°C+1°C

o« T72°C: +72°C+1°C

e 75°C: +75°C+1°C

e Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATro0Keuon Kal XEIPIOPOG
-15°C  To kit Ba TpéTrel va atrodnkeveTal o Bepuokpaacia atd -25 °C
Jf £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia AREnNg Tmou
-25°C avaypa@eTal OTNV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
avTiXpwong TTPETTEI va ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\ I/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 1o
~ [} - S1dAupa uBpIdiopol Wugng/atméyuing TTou TTpayuaToTToloUVTal
//— e OTO TTAQIOI0 TNG PUTIOAOYIKAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI oTNV apaipecn Tou GIaAIBIoU aTTG TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOu O€ auTov) — 5 KUKAoI yia To @iaAidio 50 pl (5
egeTaoelg) Tou 1XvnBETn FISH, 10 kUKAoI yia To @iaAidio 100 pl
(10 e€etdoeig) Tou 1xvnBETN FISH Kai 15 KUkAoI yia 1o @iaAidio 150 pl (15 e€eTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOQEUYETAI
6tmou gival Suvatdév. PUAGOOETE TA CUOTATIKA OTOV TTAPEXOUEVO TIEPIEKTN UE
TTpooTagia aTmd T0 QWG. Ta CUCTATIKA TTOU XPNaIJoTToloUvTal Kal atrofnkedovTal
UTTG OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPE]
va Pnv €X0ouv TNV avauevouevn atrddoon Kal YTTOPET va ETTNPEACOUV ApVNTIKG Ta
amoteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvarh TTpooTTabEeia
woTe n ékBeon o€ PeTaBaAAOPEvEG OUVONKEG QWTIOUOU Kal Beppokpaaiag va
TrEPIOPICETal OTO EAGXIOTO.

EgomrAiIop66 Kal UAIKG TTou atraiToUvTal aAAG Bev TTapéxovTal

Mpérel va xpnoiyotroigital BaBpovounuévog e€0TTAICOG:

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

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

3. Ydaréloutpo pe didtagn akpiBoug eAéyxou Beppokpaaiag atoug 37 °C kal

oToug 72 °C

ZwAnveg pikpoguyokévTtpiong (0,5 ml)

Mikpookotrio  @Bopiopol  (avartpéfte oTtnv evéTnTa  «XUCOTACN YIO TO

MIKPOOKOTTIO pBOpIoHOU»)

MikpookoTio avtiBeong edoewv

KaBapd mAaoTikd, kepapikd i BeppoavBekTikd yudAiva doxeia Coplin

NaBida

BaBuovounuévo TreXAUETPO (1 TIEXAPETPIKEG TAIVIEG PE BUVATOTNTA PETPNONG

TIpwv pH 6,5 — 8,0)

10. Mepiéktng uypaaiag

11. Pakdg PIKpooKoTTiou PBopIoHoU KaTadUTIKEG a€ 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 TepIdivnong

19. AiaBaBuiopévol KUAIvOpoI

20. MayvnTikég avadeutrpag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIkOG ESOTTAICHOG TTOU BEV TTAPEXETAI
1. KuTttapoyeveTikdg 8dAapog ERpavong

AvTidpaoTipia TTou atraiTouvTal aAAd Sev Trapéxovral
AidAupa alatouyou diaAlpaTog-kITpIKoU vaTpiou (SSC) 20x
A1IBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTiOVIOpEVO VEPO

S0k wWN =

ZUoTAON YIA TO HIKPOOKOTTIO (pBOpPITOU

Xpnoiyotroieite  Adutra  udpapyupou 100 watt i 10080vaun kol eTiTedoug,
QATTOXPWHATIKOUG QVTIKEIPEVIKOUG (PaKOUG KATAdUTIKOUG Ot AGdI pe peyéBuvon
60/63x 1 100x vyia BéATIOTN aTmeikovion. Or  @Bopifouceg ouaieg TTou
XPNOIPOTIOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEPYOUV OTA
ak6AouBa prkn 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 diéAeuong TpITTARG {wvng DAPI/mpdaoivou
@AaopaTog/KOKKIvou @daopatog A @iATpo diéAeuang JITTAAG Jwvng TTpAoivou
PAoPATOG/KOKKIVOU GATHATOG Yia BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
Kal KOKKIVWV pBOpIJOVTWY OUTIWV.

EAéyETe TO PIKPOOKOTTIO @BOpPIoHOU TIpIV aTrd TN XPAoN Yia va dlac@alioeTe OTI
Aeitoupyei  owaoTd. XpnolgoToiRoTe AAdI  eYBATITIONG TTOU  evdEikvuTal  YId
MIKpooKoTTia @BopIoPoU Kal €xel OxedlAoTel yia XaunAd autéuato @BopIoud.
Amo@uyete Tnv avauign Tou DAPI antifade pe Aadi katdduong pikpookoTriou, SIOTI
KATI T€TOI0 B0 KaAUWEI Ta oApata. TnpeiTe TIG CUOTACEIG TOU KOTAOKEUAOTH 6gov
agopd tn didpkeia (WG TNG AGUTTag Kal TNV NAIKIa Twv @IATPpWV.

MposTolpacia delypdTwyv

To kit €xel oxedlOOTEl yla XPAON OE KUTTAPIKG EVAIWPAPOTA QAINATOAOYIKAG
TTpoéAeuong, povipotroinuéva oe didAupa Carnoy (ueBavoin/ogikd ogu 3:1), amod
aoBeveig pe empBefaiwpévo f MOavoAoyoUuevo TTOANATTIAG puéAwpa (MM), Ta
oTToi0  €XOUV  TTPOETOINOOTEI OUPQWVO PE TIG KaTEUBUVTAPIEG 0Bnyieg Tou
gpyaaTnpiou A Tou 1d8pUPaTog. MNMpoeToindaTe deiypaTa TTOU €XOUV UTTOOTEI fpavon
UE Ofpa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTapOYeVETIKEG dladikaoies. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG yIa TN GUAAOYT, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQll YIO TNV TTPOETOIUATIA TWV AVTIKEINEVOPOPWY TTAAKWVS.

MposgToipacia 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 aTTIoVICPEVOU VEPOU

e AIBavoin 85% - 8,5 pépn aiBavoing 100% oe 1,5 yépog aTtmioviouévou vepou
AmobnkeuoTe Ta dlaAvpata yia €wg kal 6 priveg o€ Bepuokpacia dwuaTiou o€
QEPOOTEYR 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 ) HCI,
KaTd TrEPITTWON. Amobnkeuote 1O OIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 49 pépn atmoviguévou vepoU Kal aVaUigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITTWON. Amobnkevote 1o OIdAupa yia €wg kol 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. EAEygTe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimTwon. AroBnkedoTe 1o diGAupa
yia €éwg Kal 4 €BOouadeg o BepUoKpaTia dwUATIOU OE OEPOTTEYN TTEPIEKTN.

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

lMpocroiuyacia avriKEIuEVOPOpou

1. Tomobetote pia knAida amd TO KUTTOPIKG Otiyua o€ pia yudAivn
QVTIKEIHEVOPOPO HIKPOOKOTTIOU. APRaTE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIPOTTOIEITAI KUTTOPOYEVETIKOG BdAapog Enpavong: O BAAapog TTPETTEl
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
AMwn kuTTapikoU deiypatog. Edv dev umr@pyel SIaBECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTTIOINCTE évav atmaywyd wg VAAAOKTIKA).

2. BubioTe TNV avTikeiyevo@opo o€ didhupa 2xSSC yia 2 AeTTTd o€ Bepuokpaaia
dwpartiou Xwpig avakivnon.

3. Ag@udatwote ot BIaPopeTIKG TToocooTd aibavoAng (70%, 85% kai 100%),
B10d0XIKd, TO KaBEva yia 2 AeTITd o€ Beppokpaaia dwHATIoU.

4. A@NOTE TN VO OTEYVWOEL.

Ipiv amé tn perouvoiwon

5. A@aipéoTe Tov IXvnNOETN aTré TOoV KATAWUKTN KOl a@rjoTe Tov va BeppavOei o
Bepuokpacia dwpatiou. EkTeAéoTE CUVTOUN QUYOKEVTPION TTPIV OTTO TN XPAON.

6. BeBaiwBeite 011 TO diGAUp 1IXVNOETN €xEl avapixOei opoIduop@a Pe TN Xpron
TITTETOG.

7. Agaipéote 10 pl 1xvnBETN yia KABE €GETAON Kal HETAPEPETE Ta O€ £vav CWARva
MIKPOQUYOKEVTPIONG. ToTToBeTAGTE ypriyopa Tov UTTOAOITTO IXvNBETn OTOV
KOTAWUKTN.

8. TomoBeToTE TOV IXVNOETN KAl TNV AVTIKEINEVOPOPO OeiyuaTog o€ pia Beppn
TAGKa Pe Beppokpacia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TpoBépuavon.
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9. TomoBetrioTe 10 pl piypaTog IXvNOETN OTO KUTTOPIKG HiyHa KOl EQAPUOOTE Hia
KOAUTITPIda TTPOOEKTIKA. Z@payioTe ue KOAQ pe didAupa eEAACTIKOU Kal a@rioTe
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MetouoiwoTe 1O Beiypa Kal Tov IXvnBETn TauTOXpOva Beppaivovrag Tnv
QVTIKEIUEVOPOPO o€ pia Beppn TTAdka oToug 75 °C (+/- 1 °C) yia 2 AeTrTd.

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

TAUoeig perd Tov uBpISIOUS

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

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

14. BubioTte Tnv avTikeinevopodpo ae didhupa 0,4xSSC (pH 7,0) og Beppokpaaia
72 °C (+/- 1 °C) yia 2 AeTITdl Xwpig avakivnaon.

15. AmooTpayyioTe TNV avTikeipevoedpo Kail BubioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTTTa Xwpig
avakivnon.

16. AmooTpayyioTe TNV avTikeIyeEvo@opo kai TotroBetioTe 10 pl DAPI antifade o€
KGOe deiyua.

17. KaAOyTe Tn pe pia KOAUTTTPIOA, a@aipéaTe TUXOV QUOAAISEG Kal TrEpIPEVETE 10
AETITG péXPI Va avaTITuXBEi TO XpWHO OTO OKOTADI.

18. MapartnprioTe o€ PIKPOOoKOTIO GBoPITHOU (avaTpéfTe oTnV evoTNTa ZUOTACN
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H ©épuavon n wpigavon Twv QVTIKEINEVOPOPWY UTTOPE va UEIWOEI TOV
@B0PIoUO TWV CNUATWY.

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

3. Xpnolgotroinote  éva  Babuovounuévo BepuOPETPO  yio TR PETPNON
BeppoKkpacIWV BIGAUPATWY, UBATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Beppokpacieg eival Kpiolung onuaciag yia tn BEATIOTN amédoon Tou
TTPOIOVTOG.

4. O1 OUYKEVTPWOEIG, ol TIWEG pH Kal o1 Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBwWG oI oUVONKeEG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €101k d€opeucn Tou IXvnBETN Kal Ol Ouvenkeg UTTEPBOAIKG UWNAAG
aAUOTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAEGUA TNV ATTWAEIO OAPATOG.

5. HaTteAAg peTouoiwan PTTopei va £XEl WG ATTOTEAECUA TNV OTTWAEIQ GAUATOG KAl
n uTTEPBOAIKA PETOUGTWAON UTTOPEI ETTIONG Va £XEl WG aTTOTEAETUA TN YN EIDIKN
déopeuan.

6. O utrepPBOAIKOG uBPIdIoNGG pTTOPEl va 0dnynoel o€ TPOOBETA R pn
QAVOAPEVOUEVA OHuaTa.

7. O1xproTeg Ba TpéTrel va BeATIOTOTTOIOUV TO TIPWTOKOAAO Yyia Ta deiydaTd Toug
TIPIV a1Té TN XPAON TNG €££TAONG Yia diayvwaTIkoUg oKoTToUg.

8. TuxOv UTTOREATIOTEG OUVOAKEG UTTOPET va £XOUV WG OTTOTEAEOHO PN EIDIKN
O€0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAPA IXVNOETN.

Epunveia Twv armroteAeopdTwv

EKTipnon moI0TNTAS AVTIKEINEVOPOPWY TTAAKWV

H avTikelpevo@opog dev Ba TTPETTEI va avaAUeTal EAV:

e Ta onuata eivar TTOAU aoBevr) yia va Tpaypatorroindei avdAuon oe
yegovwpéva @iATpa. Ma va TTpoxwpnoete Ye TNV avaAuon, Ta orpata Ba
TIPETTEN Va €ival QTEIVA, BIaKPITA Kal EUKOAA agloAoyAoipa

e Ymapxel peyaAog aplOudg  ouoTadOTTOINUEVWV/OAANAOETTIKAAUTITOEVWV
KUTTAPWV TToU EUTTOdIgouV TNV avaAuon

e >50% Twv KUTTApwWV dev £xouv uBpidoTroinBei

e YTapxel Tepiooeia @OOPICOVTWY CWHATIOIWY MPETAEU Twv KUTTApWY A/Kal
@Bopiouca axAry TTou TIpokoAei TTapePBoAéG oTa orjparta. 1davikd, TO
uTTéRaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaivETAI OKOTEIVO A HaUPO Kal
kaBapod

e Ta 6pia Tou KUTTaPIKOU TTupriva dev gival dlakpiTd Kail dev gival dBIKTa

KareuBuvrripieg odnyieg yia tnv avaAvon

o Kdbe deiyya Ba TpéTTel va avaAUeTal Kal va eppnvedeTal atrd dUo avaAuTég.
Tuxdév acuppwvieg Ba TPETTEl va emmAUOVTOI PECW EKTiUNONG atd TPiTo
avaAuTth

o KdBe avalutrg Ba péTrel va eival KATAANAG €§€IdIKEUPEVOG CUPPWVA pE Ta
aAvVaYVWPIoTPEVA €BVIKG TTPOTUTTO

e Kdbe avaAutrig Ba Trpéel va BabuoAoyei pepovwpéva 100 TTUprveg yia KGBe
deiypa. O TpwTog avaAuTig Ba TpéTrel va gekivd tnv avdAuon otmd Tnv
apioTepn TTAEUPE TNG AVTIKEIMEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTd Tn JegId
TTAEUPA

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

e AvoAUete pbévo  AOIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOUEVOUG N
OUOOWPEUPEVOUG  TTUPAVEG 1R TIUPAVEG  TIOU  KAAUTITOVTQl Q11O
KUTTAPOTTAQOUOTIKA UTTOAEiPaTa ) uwnAé emriredo autopBopiouou

o AmoQelyeTeE TIEPIOXEG PE TTEPIOOEIN KUTTAPOTTAACUATIKWV UTTOAEIUMATWY 1 PN
€101k UBPIBIoUO

e H évraon Twv onudTwy PTTOPEI va TTOIKIAAEL, AKOPQ KOl TNV TTEPITITWON EVOG
uévo TTUPRva. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIMOTIOIEITE HOVA QIATPA f/Kal va
puBuieTe TO £0TIOKO £TTITTEDO

e Y& UTTOREATIOTEG OUVONKEG, Ta OAPOTA PTTOPET va @aivovTal didyuta. Edv duo
orfjuaTa Tou idIou XpwHaTog BpickovTal o€ £TTa@n PETAagl Toug, ) n améoTaon
JETAgU Toug dev gival peyaAudTepn atmd dUO TTAATN OAMPATOG, I CUVOEOVTal PE
€va axvo VAUa, JETPAOTE TA WG £va ONua

o Edv éxeTe ap@IBoAieg yia To €Gv €va KUTTApO PTTOPE va avaAubei i OxI, unv
TIPOXWPAOTETE OTNV AVAAUGH TOu.

Mnv TTpoouETPATE - OI
TTUPAVEG gival uTTEPBOAIKA
KOVTA 0 évag oTov GAAoV yia

TOV KaBopIouod opiwv

Mn TTpoouETPATE
AAANAOKOAUTITOPEVOUG
TTUPAVEG - Bev gival opaTh
0AOKANPN N éKTAON KAl TWV
dUo TTUpAVWY

MpooueTprioate wg dUo
KOKKIVO orjparta Kal dUo
TPAcIVa CAUATA - £va aTTd
Ta 50O KOKKIVA OTjpaTa €ival
didyuTo

MpooueTprioate wg dUo
KOKKIVa Kail dUo Trpdoiva
onuara - 1o dIaoTNUa OTO

£€va KOKKIVO orja gival

MIKPOTEPO aATTO T TTAGTN dUO
IXVNOETWV

Avapevopeva atroteAéopata
AvapevOUEVO QUOIOAOYIKO TIPOTUTIO GNUATWY

2¢ £va PualohoyIKO KUTTapo, avapévovTal 800 KOKKIVa Kal dUo TTpdaiva oiuarta
(2K2Mpdo).

AvauevouEvo un @UAIoAoyIKO TTPOTUTIO ONUATWY

Ze éva kUTTapO pe peTGBeon t(14;16)(932.3;923), TO avOPEVOUEVO TTPATUTTO
onpatwv Ba  eival éva KOKKIvo, €va TIpAaoivo kal dUo uBpIdIkG oApata
(1K1Mpdo2Y).

MmopoUv va mpokUwouv Kal GAAa TTPOTUTTA ONUATWY OE  aVvEUTTAOEIDA/UN
I00ppoTTNUEVa delypaTa. XnueIoaTe 0TI TTapouaia GAAwv avadiatagewy Tou IGH
€KTOG Ao TN YeTdBeon IGH::MAF, To Tipdaivo orjua Tou IGH pTropei va eppavioTei
Jolpaouévo.

FN'vwoTég oxeTikég aAAnAemdpaoeig / MapepBarAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIBPACEIG / TTapeUBAAOPEVESG OUTIEG.

N'vwoTA S10o0TaUPOUMEVN AVTISPACTIKOTNTA
O mpdaivog 1xvneéTng IGH ptropei va epgavioel diagtaupolpevo uBpIdioud e Ta
15911.2 kai 16p11.2.

Ava@opd coBapwVv CUUBAVTWYV

lNa aoBeveig/xpioTeg/Tpita pépn otnv Eupwraikh ‘Evwon kol 0g XWPEG ME
TTavopoIdTUTIO  puBUIoTIKG  kaBeaTwg (Kavoviopdg (EE) 2017/746 yia T1a
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNoipoTToloUvTal yia didyvwan In vitro). Eav katd
N XPAon autoU Tou TTPOIOVTOG | WG ATTOTEAEOHA TNG XPAONG TOU TTPOKANOEi
ooBapo6 cUPBAV, avaPEPETE TO OTOV KATAOKEUAOTH| KOI OTIG EBVIKEG APUODIEG APXEG.
lNa coBapd oupBavTa oe GAAEG XWPES, AVAPEPETE TO CUPBAVTA OTOV KOTAOKEUAOTH
Kal, €av 10XUEl, OTIG EBVIKEG APUODIEG APXEG.

ZToIxEia ETMIKOIVWViag KOTAOKEUOOTA yia Bépata £TTAYpPUTIVNONG:
vigilance@ogt.com

MNa 11g €Bvikég apuoddieg apxég otnv EE, ptropeite va Bpeite Tov katdAoyo pe 1a
aToIXEia EMKOIVWYVIaG yia BépaTta eTaypuTrvnong aTo:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en
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EI181kd XapakTnpIoTIKA atrédoong

AvaAurikn eiikérnra

H avaAuTiki €18IKOTNTA OPIZETAI WG TO TTOCOGTO TWV GNUATWY TTOU URPISOTTOoI0UVTAI
pévo otn owoTth Béon kai og Kapia GAAn Béon. AvaAlBnkav TéoOEPIG
XPWHOOWHIKEG BETEIG O€ KABE éva aTTO TA €IKOTI PETAPATIKA KUTTAPA OTTO TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. XaptoypadrOnke n Tommobesia KaGBe
uBpidoTroinuévou IXvnBETN Kal Kataypdenke o apiBudég Twv onuatwv FISH
HETAPATIKWY XPWHOCWHATWY TTou UBpIdoTToInenkav aTn cwoTh Béan.

H avaAuTikn €18IKOTNTA TOou IXVNOETN UTTOAOYIOTNKE WG O APIBUOG TwV CNUATWY
FISH peTa@acikwv xpwuoowpdTtwyv Tou uBpidotroindnkav otn owoTr 0éon
OlaIpePévog  PE  TOV  OUVONIKO  apiBud  uBpidotroinuévwy  onudtwv  FISH
METAPATIKWY XPWHOOWUATWY. To atroTéAeopa autd TTOAAATTAAOIGOTNKE pe To 100
Kal EKPPACTNKE WG TTOTOOTO W SIACTNHA EUTTIOTOCUVNG 95%.

MNivakag 1. AvahuTikr €18ikéTNTa Tou IGH/MAF Plus v2 Translocation, Dual Fusion

Probe

14q32.3 200 200 100% 98,12% - 100%

16923 200 200 100% 98,12% - 100%

AvaAurikn evaioénaoia

H avoAutiky euaioBnaia eival To TT0000TO TWV OEIOAOYACINWY HECOPATIKWV
KUTTAPWYV PE TO OVAPEVOUEVO TIPOTUTIO QUOIOAOYIKWY onudTtwy. AvaAlBnkav kar
ehdxioTov 200 peco@aoikd KUTTOPA yia KABe éva amd Ta eikool Tévie (25)
KOPUOTUTTIKA @QUOIOAOYIKA Oeiyuata pueAoU Twv ooTwv A deiypata pugAol Twv
00TWV apvnTikd yia avadidtagn IGH::MAF, kaBwg Kal yia Ta gikoal mévte (25)
JovipoTroinuéva KuTTapikd evaiwprpata CD138+ apvntikd yia IGH::MAF amd
aoBeveic pe emPBefaiwpévo 1 MOavoloyoUuevo TTOAOTIAG puéhwpa  (MM).
JUVeTTWIG, PBaBupoloyriBnkav kar eAdxiotov 5.000 Tuprveg yia KAEBe €idog
Oeiypatog. Ta dedopéva yia TNV euaiobnoia avaAlbnkav Bdacel Tou TTooO0TOU
KUTTApwv TTou  €0€1I§av  QUOIOAOYIKO avapevouevo TIPOTUTIO  OnUATwy  Kal
EKQPACTNKAV WG TTOTOOTO HE SIACTNHA EUTTIOTOOUVNG 95%.

Mivakag 2. Avahutikr euaioBnaoia Tou IGH/MAF Plus v2 Translocation, Dual Fusion

Probe

MueAdg Twv ootV | >95%
[ cb138+ | >95%

98,76% + 0,55%
| 96,46% + 1,17% |

XapakTnpiouog Twv QUTIOAOYIKWY TIWV ATTOKOTTHS

H @uololoyikfy atrokoTrry opieTal wg TO TTOCOCTO KUTTAPWY TTOU EPPavifouv
Weudwg BeTIKG TTPOTUTTO OoNuATWY BACEl Tou oTToiou éva GTopo Ba BewpouTav
@uaoloAoyiké o€ avTiBeon pe TV KAIVIKA didyvwon. AvaAubnkav kar’ eAdxioTtov 200
MECOQPAOIKG KUTTOPA YIa KABe éva amod Ta eikoal Tévie (25) KAPUOTUTTIKG
@uaoloAoyika deiypaTa JueAoU Twv 00TWYV R BeiypaTa JUEAOU TWV OOTWV ApVNTIKA
yia avadidragn IGH::MAF, kabwg Kkal yia Ta €ikool TTEVTe (25) povipoTroinuéva
KUTTapIk@ evaiwpruata CD138+ apvnmikd yia IGH::MAF amdé aoBeveig pe
emBeBaiwpévo 1 MOavoloyoUuevo TIOAAGTIAG  puéAwpa  (MM).  Zuvettwg,
BabuoAoyriBnkav kat’ eAdxioTov 5.000 TTUpriveg yia K&Be gidog deiypaTog.

H Tiuf atmokoTrig TTPoadiopioTnKe XPNOIUOTToIVTAG TN B avdaTtpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAOyioTNKE WG TO TTOCOOTO HECOPATIKWY KUTTEAPWV
TTOU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTTOIWVTAG TO AVWTEPO OPIo
€VOG POVOTTAEUPOU BIOOTAPATOG EUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMAG
@uaIoAoyIKoU deiydaTog aaBevr).

Mivakag 3. XapakTnpioydg Twv QUGIOAOYIKWYV TIHWV atrokoTrAg Tou IGH/MAF Plus
v2 Translocation, Dual Fusion Probe

MueAdg Twv 00TWV 1,5%
CD138+ 2,5%

Ta epyacTrpIa TIPETTE VA ETTIBEBAIIVOUV TIG TIHEG ATTOKOTTAG XPNOIUOTIOIWVTAG Ta
BIkG Toug dedopéva’e.

AkpiBeia

H okpiBeia autou Tou TTPOIGVTOG €XEl YETPNOET O OXéon Pe TNV akpifela eviog
nuépag (atd deiypa oe deiypa), TNV akpifeia peTagu nuePWV (atré nuépa o€ Nuépa)
Kal TNV oKpifela HeTagu TTapTidwyv o€ éva kEvTpo (aTTd TTapTida o€ TTapTida).

Tpia (3) deiypata xpnaipotroenkav yia Tnv agloAdynon Tng akpifeiag autou Tou
TIPOIOVTOG: éva TEXVNTO PUGIOAOYIKO Seiyua PUEAOU TwWV OOTWV (CUYKEVTPWHEVO
amé 25 pepovwpéva deiypata), €va TeEXVNTO @uoiohoyiké CD138+ deiypa
(ouykevipwpévo atmd 28 pepovwpéva deiypata) Kal €va XapnAng BeTikdTNTOG
CD138+ d¢giypa (2-4x n QTTOKOTIH) TOU TTPOIOVTOG, TO OTTOI0 TTPOEKUWE aTTO TNV
TPOoBAKN YVwaoToU BeTIKOU Seiypatog oTo gualoloyiké CD138+ deiypa), To oTroio
XPNOIPOTIOIRBNKE yia Tn JOKIPOCia TOU TTPOIGVTOG KOVTA OTnVv TTPOCdIopIoUEVN
QATTOKOTTH.

Na Tov Tpoodiopiopd TNG PETAgU NUEPWY Kal eVTOG NUEPAG akpiBelag, Ta deiyparta
aglohoyndnkav otn didpkela TEVTE PN OIAdOXIKWY NUEPWY Kal yid Tov
TIPOCdIOPIOUS TNG PETALU TTaPTIOWV OKPIBEING, TPEIG TTOPTIOEG TOU TTPOIGVTOG
aglohoynenkav oe TEooePIg ETAVOANYEIG TwV iBIwv delypdTwy. Ta ammoTeAéopara

TTOPOUCIAOTNKAY WG OUVOAIKH OUM@WVIa PE TNV TTIPORAETTOPEVN  apPVNTIKA
KaTnyopia (yia Ta apvnTika deiypara).

MNivakag 4. Avamapaywyipétnta kai akpiBeia Tou IGH/MAF Plus v2 Translocation

Dual Fusion Probe

DuoioAoyIKdG HUEASS TWV 00TWV 100%
- 0

AkpiBeia eVI6g Nuépag (apvnTIKG)
KOl JETOEU NUEPWV ®duoioloyikd CD138+ (apvnTiko) 100%
XapnAig BetikétnTag CD138+ 100%

DuoioAoyIKdG HUEASS TWV 00TWV o

. 100%

AkpiBeia PeTagy (apvnTIKG)
TTaPTIdWV ®duoioloyikd CD138+ (apvnTiko) 100%
XapnAig BetikétnTag CD138+ 100%

KAviki amrédoon

MNa va dilac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TTPOPBAETTOUEVEG avadIaTagelg, n
KAIVIKA aTT6300n TTPOadI0PIOTNKE UE Hidt LEAETN QVTITTPOCWTTEUTIKWY OEIYUATWY TOU
TrpoBAeTTépEVOU TTANBUCPOU Tou TTpoidvTog e Tn Xprion CD138+ delyudTwy Kai
OelypATWY PueAoU Twv ooTwv. To péyeBog deiypaTtog yia Tn PEAETN ATAvV €iKOOI
SeiypaTa JUEAOU TwV 00TWV Kal £ikoal CD138+ deiypaTa dlaxwpITHEVWY KUTTAPWY
TTAGOATOG, PE TTANBUOPO-0TOXO TTEVTE DEIYUATWY BETIKWYV yia ouvtnén IGH::MAF
Kal OekaTtrévre OEIYPATWY apvnTIKWY yia ouvinén IGH::MAF yia kd&Be TUTIO
OeiypaTog. AQaipEBnKe N TAUTOTNTA OAWY TWV JEIYPATWY Kal TUXAIOTToIRBnKav yia
TNV oTToQUYR pepoAnwiag oTnv avaAuon. Ta atmoTeAéopaTa ouykpiOnkav pe tn
YVWOTA KatdoTtaon Tou deiypatog. O 1xvnBETng avayvwpioe CwoTd TNV KATdoTaon
TWV BEIYPATWY O€ OAEG TIG TTEPITITWOEIG.

Ta amroTeAéopaTa TWV SOKIPWY AQUTWVY avaAUBNKav TTPOKEINEVOU va UTTOAOYIOTEN N
KAIVIKA euaioBnaia, n KAIVIKR €181KOTNTA Kal To TTOo00TO Weudwg BeTikwyv (FPR)
TIMWV YIa Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HId TTPOCEyyion iag dIdoTaong.

Mivakag 5. KAivik ammédoon 1ou IGH/MAF Plus v2 Translocation, Dual Fusion
Probe

KAIvIK euaigBnoia (TTooooTté aAnbwg 98,1%
BeTikwyv, TPR)
KAIVIKA €181K6TNTa (TTOO00T aANBWG 100,0%
apvnTikwy, TNR)
MooooTd Weudwg BeTikwv (FPR) = 1 — 0,0%
EidikéTnTa

MNepiAnyn aoc@dAeiag kai KAIVIKAG amédoong (SSP)

H trepiAnyn SSP Ba civai diaBéaiun oTo KoIve péow TG eUpwTTaikAg Baong
dedopévwy yia 1aTpIkEG ouakeuég (Eudamed) 61rou ouvdéetal pe To Baoiké UDI-
DI.

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

Baoiké UDI-DI: 50558449LPH108JL

Edv n Baon dedopévwy Eudamed dev gival TTARpwG AeIToupyikn, n epiAnwn SSP
Ba d1aTiBeTaI OTO KOIVO KATOTTIV AITAATOG péow email atn dielbuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOPiES

MNa mpoaBeTeg TTANPOPOPIES, EMKOIVWVAOTE YE TO TUAMA TeXVIKAG YTTOOTAPIENG
g CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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