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MpoopiZépevn xprion

To CytoCell® IGH/MAF Plus v2 Translocation, Dual Fusion Probe givai pia ToloTikr,
un autopatoToinuévn e&étaon @Bopiovtog in situ uBpidiopol (FISH) TTou
XPNOIPOTIOIEITAI YIO TNV QAVIXVEUON XPWHOOWMIKWY avadiaTaewyv peTagy Tng
meploxng 14932.3 Tou xpwpoowpaTog 14 Kal TG TEPIOXASG 16923 TOU
Xpwpoowpatog 16 o€ yovipotroinuéva oe SiGAupa Carnoy (UeBavoAn/ogikd ogu
3:1) KuTTapIKG evaiwpAuaTa aIgatoAoyiknG TTpoéAeuong amd aobevei pe
emReRaiwpévo ) lavoAoyoUuuevo TTOANATIAG puéAwpa (MM).

Ev&eigeig xpiong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHOTIKO 0 GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG £EETACEIG O avayvwpIoPEVA POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povTtidag, O61ToU n yvwon Tng Umapéng Tng pet@deong IGH:MAF Ba nAtav
ONUOVTIKNA Y10 TNV KAIVIKF) QVTIETWTTION.

MNepropiopoi

To Tpoidv auTd £xel oxedlaaTei yia va avixvelel avadiaTdgelg e onyeia didotraong
oTNV TTEPIOYXT TTOU KOAUTITETAI OTTO TOUG KOKKIVOUG KOl TIPACIVOUG KAWVOUG OE aUTO
TO O€T IXvNOeTWY, N otmoia TTepIAauPBaver Tig TTepIoxEG Twv IGH kai MAF. Znueia
didoTraong Tou  Bpiokovtal €kTOG TG &v AOyw TrEPIOXNG 1 TTapaAAayég
avadIiaTagewV TTou TTEPIEXOVTAI €6 OAOKARPOU O€ QUTAV TNV TTEPIOXK UTTOPEI Va unv
gival avixveuoiya Pe autd TO TIPOIdV.

AuTS TO TTPOIGV BEV TTPOOPICETAl YIa: XPAON WG HEPOVWHEVN dlayvVwaTIKA e¢éTaan,
OUVOJEUTIKA BIaYVWATIKN €§ETAON, TIPOYEVVNTIKO €EAEYXO, TTPOCUUTITWHATIKO
¢Aeyxo Baoel TAnBuopoU, EéTaon KOVTG aToV 00BEVA i} auToEEETAON.

To Tpoidv autd dev €xel TTIKUPWOET yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla OKOTTOUG TT€Pav QUTWV TTou KaBopiovTal aTnv TTpoopI{duevn Xpnaon.
MpoopileTal yia Xpon wg GUPTTAPwHO Ot GAAEG dIaYVWOTIKEG EPYAOTNPIOKES
€CETAOEIG KaI OeV Ba TIPETTEI VA EEKIVAEI Kaia BepaTTEUTIKN evépyeia pévo BAoel Tou
atroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIpayHaToTroloUvTal ammd KATt@AANAa eCEIBIKEUPEVO TTPOCWTTIKG, CUPPWVA UE TO
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETEl va AapfdavovTal utréywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWY, KAIVIKEG KOl DIAYVWOTIKEG TTANPOPOPIES.

To TTpoidv auTd TTPOOPICETAI POVO VIO EPYOOTNPIOKK ETTAYYEAUATIKN XPrion.

H pn mpnon Tou TTPWwTOKOAAOU €VOEXETAI va ETTNPEACEl TNV ATTOGd00N Kal va
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETATA.

ApXEg Tng e§éTaong

O @BopiCwyv in situ uBPIBIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOCWHATA ) O€ HECOPACIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoiyotroiei ixvnoéteg DNA
TTou  uBpidoTToloUvTal 0 OAOKANPO XPWHOOWHATA 1 PEPOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKN

avéAuon pe G-fwvwon. AuTA n TeXVIKN WTTOPEi TTAEOV va €£QAPUOOTEl WG €va
ONMUAVTIKO €PEUVNTIKO €PYaAEi0 OTA TTAQICIO TTPOYEVVNTIKWY KOI QIMOTOAOYIKWV
avaAUoEWY, KOBWG Kal XPWHOOWHIKWY avaAUCEWY CUPTIAYWY OyKwv. MeTd Tn
govigoTtroinan kai Tn petouaiwon, 1o DNA-0T16x06 gival SiaBéaipo yia avadidragn
o€ évav TTapouoIa METOUCIWPEVO, PBopifovTa anuacuévo 1xvnBétn DNA, o otroiog
€xel oupTTAnpwuartiky aAAnAouxia. Metd Tov uBpIdIoYO, yiveTal a@aipeon Tou un
deapeupévou Kal pn edIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTIXpWON yia aTrelkOVvIon. ZTn CGUVEXEID, N MIKPOOKOTTA @BopIiouoU KabioTd
duvaTr TNV aTreIKOVIon Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To yovidio MAF (MAF bZIP transcription factor) Bpioketal otnv Tepioxn 16923 kai
10 IGH (immunoglobulin heavy locus) otnv Tepioxn 14932.3. Mepitou 10 50-60%
TWV TTEPITTWOEWY TTOAATTAOU pueAwpatog (MM) cuoyeTiCovial pe peTaBETEIG
o6mou ouppetéxel 1o IGH kai éva deutepo yovidio, 6TTwg Ta CCND1, NSD2
(WHSC1) kai FGFR3, CCND3, MAF ; MAFB. H petaBeon t(14;16)(q32.3;q923)
aTmoTeAei Wia eTavep@aviopevn HETABeon Tmou atmravTdral ato 2-10% Twv MM,

H mAgiopneia Twv onueiwv dIA0TTAONG EVTOTTICOVTAI EVTOG TOU TEAEUTAIOU IVTPOViou
Tou WWOX (WW domain containing oxidoreductase), kevipouepikd Tou MAF. Ta
ouykekpipéva onueia didoTraong €xouv OITTAR €TTidpacn oTnv TOTTOBETNON TOU
eVIOXUTH Tou IGH kovTd o1o MAF Kail aTnv atmodlopydvwon Tou yovidiou WWOX?2,
H avaAuon TngG yovidIaKAG EKPPATNG KUTTAPIKWY TEIPWY MUEAWHATWY avESEISE OTI
10 MAF mrpokaAoUae trans-gvepyotroinan Tng KukAivng D2 (piag mTpwrteivng TTou
TTpowBei TNV €§ENIEN TOU KUTTOPIKOU KUKAOU) KOl WG €K TOUTOU €EVIOXUE TOV
TIOAATTAQCIAOPS TWV JUEAWUATIKWV KUTTAPWVS.

Z0powva pe Tn BiBAoypagia, ol acBeveig pe MM TTou @épouv Tnv t(14;16) @aiveTal
va £XouV TTio emMBETIKA KAIVIKA ékBaon™S.

Mpodiaypa@ég 1XvnOeTWV

IGH, 14q32.3, MNMpdoivog
MAF, 16¢23, KokkIvog
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To mpoiév IGH/MAF Plus v2 Translocation, Dual Fusion Probe amoteAegital ammé 1o
peiypa 1xvnBetwyv IGH, onuagpévwy TTpaoivwy, TTou KAAUTITE TIEPIOXEG KOVTA OTO
>100epd Kal evidg Tou MeTaBAnToU TUAPATOG TNG TTEPIOXAG Tou IGH, kal To peiypa
ixvnOeTwv MAF, onuaopévwy KOKKIVWY, TTou KOAUTITEl To yovidio MAF kal
€KATEPWOEV TTEPIOXEG KABWG Kal TO yovidio WWOX.

Mapexopeva UAIKA

Ixvn6érng: 50 pl avd @iahidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 egeTdoeig)

O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppidicpol (<65%
poppapidio, <20 mg Beikn degTpdvn, <10% aAlatouxo didAupa-KITPIKS vaTpio 20X
(SSC)) kau gival €ToIgol TTPOG XPAoN.

Avrixpwon: 150 yl avd @iaAidio (15 egeTdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 ug/ml DAPI (4,6-diapidivo-2-
@aIvUAIvOoAn) o€ Baaiopévo ae YAUKEPOAN péoo oTePEwanNG).

Mpo€13oTroIRoEIg Kal TIPOPUAASEIG

1. Tain vitro dlayvwoTikA xpAaon. Mévo yia epyacTtneiakn TTayyEAUOTIKY Xpron.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TOo OTToio gival TEpATOYSOVO.
Mnv avarmvéete avaBupidoeig Kal aTmmoQUYETE TNV €TTOQR UE TO JEPuA.
ATraiTeital TTPOOEKTIKOG XEIPIOPOG. Na @opdTe yavTIa Kal EpYyaoTnPIaKn TTodId.

3.  Amaiteital TTPooeKTIKOG XEIPIoPOG Tou DAPI. Na @opdre yavTia kai

gpyaoTnpiakn Todid.

4. Mnv 10 XPNOIMOTIOIEITON EAV TO PIOAIBIO €XOUV UTTOOTET ¢nuId 1) €AV N
QKEPAIOTNTA TOU TTEPIEXOUEVOU TWV PIAAIBIWV EXEI ETTNPEACTET PE
OTTOIOVONTTOTE TPOTTO.
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5. Tnpeite TOUg TOTIKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OAG O€
OuUVOUOONO ME TIG OUOTAOEIS TOU AEeATiOU OedOMEVWV AOPAAEIag yia va
KaBopioeTte TNV ac@air améppiyn autol Tou TTPoidvTog. AuTd IoXUel €TTioNg
Y10 TO TTEPIEXOUEVO KIT EETATEWY TTOU €XOUV UTTOOTEI {NUIdL.

6. H améppiyn GAwV Twv XPNOIPOTTOINUEVWY avTIOPACTNPIWY Kal TUXOV GAAwvV
HOAUCPEVWVY aVAAWGCIHWY UANIKWV TTPETTEN VA YIVETOI GUM@QWVA UE TIG TIOPAKATW
Sladikaoieg yia poAuopaTikd fj ev duvdpel YoAuopatikG ammopAnTa. Kdbe
€PYOOTAPIO €ival UTTEUBUVO YyIa TOV XEIPIOPO TWV OTEPEWV KOl UYPWV
atmoBAATWY aUP@wva Pe TN eUON Kal Tov Badud emMKIVOUVOTNTAG TOUG, KaBWwg
Kal yla Tnv emegepyania kar TRV amoppiwn Toug ( Tnv avaBeon Tng
emegepyaaniag kal TNG OATMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVIOUOUG.

7. Ol XeIpIOTEG TIPETTEI VO €XOUV TNV IKAVOTNTA va JIaKPivouv To KOKKIVO Kal TO
TIPACIVO XPWHA.

8. H un mpnon Tou TEPIypa@opEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
eVOEXETOI VO ETTNPEAOEl TNV aTTOd00N KOl VO OBNYAOEl O WEUBWG
BeTIKA/aPVNTIKG aTToTEAEOUATA.

9. O Ixvneétng dev Ba TIPETTEI va ApPAIWVETAI 1 va avaplyvietal e GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBétn o010 OTAdIO TOU TTIPWTOKOAAOU TIpIV aTTd TN
METOUCTWON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN KAl VO 08NYATEl O WYEUDWG
BeTIKA/aPVNTIKG aTToTEAEOUATA.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TIPIV ATTO TN Xpron.

12. O1 eowTepIKOi £AEYXOI TIPETTEI VA TTPAYMATOTIOIOUVTAI PE TN XPON KUTTAPIKWY
TANBUO WY TTou dev £X0UV ETTNPEAOTE O€ deiypaTa e¢€TaONG.

Opiopoi Bepuokpaaciag
e -20 °C/ Katewuypévo / ZTov kaTaywukTn: -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
ATro0nKeuon Kal XEIPIOPOG
-15°C  To kit Ba TpéTrel va ammobnkeleTal o€ Bepuokpacia amo -25 °C
Jf £€wg Kal -15 °C o€ Katayuktn péXP! TNV nuepopnvia AREng Tmou
-25°C avaypa@eTal OTNV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
avTiXpwong TTPETTEl VO aTToBnKeUOVTal OE GKOTEIVO XWPO.

\ |/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES kai 10
~a S1dAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUVTal
//— o~ aTo TTAQICIO TNG PUGIOAOYIKAG XPONG (€vag KUKAOG avTIOTOIXE
AI oTnv agaipeon Tou @iaAidiou atrd Tov KaTaywUKTn Kal TNV €K VEOU
. TOTOBETNON TOU O€ auTov) — 5 KUKAoI yia To @iaAidio 50 pl (5
egeTdoeig) Tou 1xvnBéTn FISH, 10 kUkAoI yia TO @iaAidio 100 pl
(10 e€erdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon 0To pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOPEVUYETAI
6tou gival Suvatdév. PUAGCOETE TA CUCTATIKA OTOV TTOPEXOMEVO TTEPIEKTN HE
TTpoOTACia aTTd TO PWG. Ta CUCTATIKA TTOU XPNaIJoTToloUvVTal KAl atrofnkedovTal
uTTé OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPET
va hnv €Xouv TNV avauevouevn atrdédoon Kal YTTOPEi va eTTNPEATOUV apvnTIKG Ta
arroteAéopaTta TnG avaAuong. Mpétel va kataBaAAeTal KGOe duvarr) TTPOoTTEBeIa
woTte n ékBeon ot PeTaBaAAOPEvEG OUVONKEG QWTIOUOU Kal Beppokpaaiag va
TrEPIOPICeETal OTO EAAXIOTO.

E€otmrAiopog kal UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpérel va xpnoiyotroigital BadBpovounuévog e€oTTAIcOG:

1. Oegpun AGKa (Pe oTepen TTAGKA Kal SIdTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg ka1 80 °C)

2. BaBpovounuéveg pIKpOTTITTETEG PETABANTOU Oykou Kai puyxn, oo 1 pl éwg
200 pl

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

4. ZwAveg pikpoguyokévTtpiong (0,5 ml)

5. Mikpookdtio @Bopiopyol (avatpééte oTnv €voTNTa  «XUOTACH YId TO

HIKPOGKOTTIO PBOPITHOU»)

MikpookdTrio avTiBeong paoewy

KaBapd AaoTikd, kepapika i BeppoavBekTikd yudAiva doxeia Coplin

AaBida

BaBuovopunuévo TexaueTpo (1 TIEXAUETPIKEG TAIVIEG PE duvaTATNTA PETPNONG

Tiwv pH 6,5 — 8,0)

10. MepiékTng uypaaiag

11. ®akdg HIkpooKoTriou PBopIoHOU KATAdUTIKAG e AAdI

12. ®uyokevTPOG TTAYKOU EPYATiag

13. AVTIKEINEVOPOPOI HIKPOTKOTTIOU

14. KoAuTrpideg 24 x 24 mm

15. Xpovopetpo

16. Emwaotipag 37 °C

17. KoAha pe didAupa eAaoTikoU

18. Miktng TepIdivnong

19. AioBabuiouévol KUAIVSpOI

20. MayvnTik6g avadeuTipag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIKOG ESOTTAICHOG TTOU BEV TTAPEXETAI
1. KuttapoyeveTik6g BaAapog ERpavang

AvTiIdpacTipia TTou atraiToUvTal aAAd dev Trapéxovral

1. AiGAupa ahatoUyou diaAUpaTog-kiTpikoU varpiou (SSC) 20x
2. AiIBavoin 100%

3. Tween-20

4. Ydpogeidio Tou varpiou 1M (NaOH)
5. YdpoxAwpikd ogu 1M (HCI)
6. ATioviopévo vepd

ZUoTaON YId TO HIKPOOKOTTIO pBopicoU

Xpnoiyotroieite  Adutra udpapyupou 100 watt i 10080vaun kai eTiTedoug,
ATTOXPWHATIKOUG OVTIKEIYEVIKOUG (QOKOUG KaTaduTIkoUG ae AGdI pe peyéBuvon
60/63x n 100x vyia BEéATIOTN aTmeikovion. Or  @Bopifouceg ouoieg TTou
XPNoIPoTIoIoUVTal O€ aUTO TO OET IXVNOETWY Ba digyepBouv Kal Ba EKTTEUYOUV OTa
ak6AouBa pAkn KUPATOG:

Mpdoivn 495 521

| KOKKIvn | 596 | 615 |

BeBaiwBeite 611 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOEi Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTTAG, T OTToia KAAUTITOUV TO PAKN KUPOTOG TTOU avagépovTal
Tapatdvw. XpnaolpotroiaTe @ikTpo diéAeuong TPIMTARG {wvng DAPI/TTpdoivou
@AaopaTog/KOKKIVOU @AaopaTtog A @iATpo diéAeuong dITTARG {wvng TTpdaivou
PAoPATOG/KOKKIVOU GATHATOG Yia BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWV
KaI KOKKIVWYV (pBOPICOVTWY OUGIWV.

EAéyETe TO pIKPOOKATIO @BOPICHOU TIPIV ATTO TN XPrON Yia va dlac@alioeTe OTI
Aeitoupyei  owoTd. XpnolpotroinoTte AAdI  eURATITIONG TTOU  €vOEiKvUTal VIO
UiIKpookoTTia @BopIopol Kal €xel oxedlaoTei yia XapunAd autéuato @Bopiopod.
Amopuyete Tnv avauign Tou DAPI antifade pe Aadi kataduong pikpookoTriou, SIOTI
KATI TETOI0 Ba KAAUWEI Ta OApaTa. TnPeiTe TIG CUCTACEIG TOU KOTAOKEUAOTH 6g0V
agopd tn didpkela (WG TNG AGUTTAg Kal TNV NAIKIa Twv GIATPWV.

MposgToipaoia delyudTwv

To kit €xel oxedloOTEl yia XPACN OE KUTTAPIKG EVAIWPAPOTA QIMATOAOYIKAG
TTpoéAeuong, povipotroinuéva oe didAupa Carnoy (ueBavoAn/ogikd ogu 3:1), amd
aoBeveig pe empBeBaiwpévo f MOavoAoyoUuevo TTOANAGTTAG puéAwpa (MM), Ta
oTToia  €XOUV  TTPOETOINOOTEI OUPPWVO ME TIG KATEUBUVTAPIEG 0Bnyieg Tou
gpyaaoTnpiou i Tou 1d3pUparog. MpoeToipudaTe deiypaTa TTou €KOUvV UTTOOTEI ERpavon
UE 0fpa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTOPOYEVETIKEG dladikaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG VIO TN GUAAOYIR, KAANIEPYEIQ Kal pETaPOPA SelyUaTwy, Kabwg
KQll YIO TNV TTPOETOIUATIA TWV AVTIKEINEVOPOPWY TTAAKWVS.

MposgToipagia SiaAupdTwY

AiaAvuara ai@avéAng

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

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

e AIBavoin 85% - 8,5 pépn aiBavoing 100% oe 1,5 u€pog aTtmioviouévou vepou
AmobnkeuoTe Ta dlaAvpata yia £wg kol 6 prveg oe Beppokpacia dwuaTiou o€
QAEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avauigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITTWON. Amobnkeuote 1O OIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC pe 49 pépn atmoviouévou vepoU Kal AVOUIGTE
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEpiTTTwon. Amobnkeuote 1o dIdAuha yia éwg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAuua Tween-20 0,05%

ApaioTe 1 pépog dilaAupaTog 20xSSC pe 9 pépn atmioviopévou vepou. MNpoobéoaTe
5 pl Tween-20 avd 10 ml kar avapi€te kaAd. EAéyEte Tnv TipA pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimtwan. ATrobnkeloTe To diGAupa
yia €éwg Kal 4 €BOouadeg o Beppokpacia dwPaTiou O AEPOTTEYT TIEPIEKTN.

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

lMpocroiuyacia avrikeEIuEVoPopou

1. TomoBetnote pia knAida ammd TO KUTTAPIKO deiyua o0 pia  yudAivn
QVTIKEIHEVOPOPO HIKPOOKOTTiOU. APRaTeE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BGAapog TTpéTel
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia 1n BEATIOTN
Muwyn kuttapikoU deiypatog. Edv Sev utrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atraywyd wg VAAAOKTIKA).

2. Bubiote TNV avTikeiyevo@opo o€ didAupa 2xSSC yia 2 AeTrTd o€ Beppokpaaia
dwpaTiou Xwpig avakivnon.

3.  Ag@udatwote 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
A@aipéaTe TOV IXVNOETN aTTd TOV KATAWUKTN Kal apAoTE Tov va BepuavOei oe
Bepuokpacia dwuatiou. EkTeAéoTE GUVTOUN QUYOKEVTPION TTPIV OTTO TN XPARON.
6. BeBaiwBeite 611 TO dIGAUM IXVNOETN €xEl avapixOei opoIdUop@a PE TN Xpron
TTTETAG.
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7.  AgaipéoTte 10 pl 1xvnBETN yia KEOE e¢ETAON Kal HETAPEPETE Ta O€ £vav CwARva
MIKpo@uUYOKEVTPIONG. TOTToBeTAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KatayuokTn.

8. TomoBeTAOTE TOV IXVNBETN KAl TNV AVTIKEINEVOPOPO OEIYUATOG OE Mo Beppr
TAdKka pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TpoBéppavon.

9. TomoBetAoTe 10 pl piypaTtog 1xvnOETN GTO KUTTAPIKG PiyHO KOI EQAPUOOTE pIa
KAAUTTTPIOO TTPOOEKTIKA. ZPpayioTe e KOAA pe SiIGAuPa EAAOTIKOU KAl apACTE
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MetouoiwoTe TO Ogiywa Kal Tov IXvnOETn TautdXpova Oepuaivoviag Tnv
QAVTIKEINEVOPOPO O€ pia Beppry TTAGKa aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpidiouég
11. ToTOBETAOTE TNV QAVTIKEIUEVOPOPO OE E€vav UYPO, PWTOCKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/- 1 °C) yia pia oAdkAnpn vixTa.

TMAUoeIg perd Tov uBpISIOUG

12. Agaipéote 1o DAPI amd Tov Katawuktn Kal agriaTte To va BepuavBei ot
Beppokpacia dwuariou.

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

14. BuBioTe TNV avTikelpevopdpo ae didAupa 0,4xSSC (pH 7,0) og Beppokpaaia
72 °C (+/- 1 °C) yia 2 AeTrT@ XWwpig avakivnon.

15. ATTooTpayyioTe TNV QVTIKEINEVOPOPO Kail BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpaaia dwyatiou (pH 7,0) yia 30 deutepdAeTTTa XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTikeipevopodpo kal Torrobetiote 10 pl DAPI antifade o€
KGOe deiyya.

17. KaAOyTe TN Pe pia KOAUTTTPIdA, apaipéoTe TUXOV QUOOAIDES Kal TrepiyéveTe 10
AETITA PEXPI VO QvVaTITUXOET TO XPWHA OTO OKOTADI.

18. MapatnpnoTe o€ PIKPOOKATTIO PBOPIcHOU (avaTpEETE OTNV EvOTNTA ZUOTAOH
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H Béppavon A wpiyavon TwV QVTIKEIUEVOPOPWY MTTOPEI VO HEIWOEI TOV
PBOPICPO TWV CNUATWV.

2. O1 ouvBnkeg UBPIBIOCUOU UTTOPEI VO ETTNPEACTOUV OUCUEVWG ATTO TN XPAon
avTIdPACTNPiWY TIEPAV EKEIVWY TIOU TIAPEXOVTAI 1| CUCTAVOVTAI aTTd Tn
Cytocell Ltd.

3. Xpnolyotroinote  éva  Babuovounuévo BePUOMPETPO  yio TR PETPNON
BeppoKkpacIWV dIGAUPATWY, UBATOAOUTPWY Kal ETTWACTAPWY, KABWG Ol &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 déopeuon Tou IXvnOETN Kal ol ouvenkeg uTEPPBOAIKG UWNAAG
auOTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV OTTWAEIQ OAPATOG.

5. HaTteAAg peTouoiwan YTTopei va €xel WG ATTOTEAETUA TNV ATTWAEIQ GAUATOG KAl
n uTTEPBOAIKA PETOUGTWAON PTTOPET ETTIONG VA £XEI WG ATTOTEAETUA TN [N €IBIKA
déopeuan.

6. O utrepBoAikdg uBpISICPOG uTTopeil va odnynoel ge TPOCBeTa 1 un
avauevopeva oruaTa.

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

8. Tuxov UTTOREATIOTEG OUVOAKEG UTTOPEI va €XOUV WG OTTOTEAETHA Un €IDIKN
Oéoeuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Eppnveia Twv ammoTeAETUATWV

EKTiunon moiétnTag avrikeiuevopopwy mAakwv

H avTikelpevo@dpog dev Ba TTPETTEN va avaAUeTal EAv:

e Ta onuata eival TOAU aoBevr) yia va TpaypaTtotroindei avdAuon oe
pegovwpuéva @iATpa. Ma va TTpoxwpnoete Ye TNV avdiuon, Ta oruata Ba
TIPETTEI Va €ival QWTEIVA, BIaKPITE Kal EUKOAa agloAoyAoipa

e YTmdapxel peyGAog apiBudg  ouoTadOoTTOINUEVWV/OAANACETTIKAAUTITOUEVWV
KUTTApWV TTou euTrodifouv Tnv avaAuon

o >50% Twv KUTTAPWV dev éxouv uBpidoTroinbei

e Ymdapyel Tepiooeia @OOPICOVTWY owpaTIdiwv PETAEU Twv KUTTApwy r/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePBoAég oTa oruarta. 1davikd, TO
uTT6BaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PAiVETAI OKOTEIVO i HaUPO Kal
KkaBapo

e  Ta Oplia Tou KUTTaPIKOU TTuprva dev gival dlakpitd kail dev ival dBIKTa

KareuBuvrrpieg odnyies yia tnv avaAuvon

e KaBe deiypa Ba mpéTTel va avaAUeTal Kal va epunvedeTal atrd dU0 avaAuTEG.
Tuxév aoupewvieg Ba Tpétrel va emAUovTal PEOW €EKTIUNONG amod TpPiTo
avaAuTh

e KdaBe avaAuTig Ba Tpétel va gival KATAGAANAQ eCeEIBIKEUPEVOG TUPPWVA UE TA
avayvwpiouéva €0VIKG TTpOTUTIa

e KaBe avaAutng Ba pétrel va BaBuoAoyei pepovwpéva 100 TTupriveg yia kaBe
Oeiypa. O mpwTog avaAutig Ba TpéTel va Eekiva Tnv avaAuon amod Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU KAl O DEUTEPOG AVAAUTAG aTrd Tn de€id
TTAEUPG

e KdBe avaAutig Ba TTPETTEl va TEKUNPIWVEL TA OTTOTEAEGUATA TOU O€ XWPIOTA
EvTuTIa

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

o ATTOQEUYETE TTEPIOKEG ME TTEPICOEIN KUTTAPOTTACCHATIKWY UTTOAEIUMATWV 1) Un
€101k UBPIBIoUS

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& UTTOBEATIOTEG GUVONKEG, Ta OAPOTA PTTOPE] va gaivovtal diaxuTa. 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

o Edv éxeTe ap@IBoAieg yia To €dv €va KUTTAPO PTTOPET va avaAuBei i ox1, unv
TIPOXWPNOETE OTNV AVAAUCH TOU.

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

TOV KaBopIouod opiwv

Mn TTpocuEeTPATE
AAANAOKOAUTITOPEVOUG
TTUprveg - Oev gival oparn
OAOKANPN N €KTAON KOI TWV
U0 TTUprAvVWY

MpooueTprioate wg dUo
KOKKIVQ orjpaTa Kai U0
TPAcIva oAUATA - £va aTTd
Ta 800 KOKKIVA OrjpaTa ival
didyuTo

MpooueTprioate wg dUo
KOKKIVa Kal 000 TTpaaiva
onuara - 1o dIaoTNUA OTO

£va KOKKIVO onjua gival

MIKPOTEPO OTTO Ta TTAGTN dUO
IXVNOETWV

Avapevopeva armroteAéopara

AvapevouEVO QUAIOAOYIKO TIPOTUTIO GNUATWY

Ze éva eualohoyiko KUTTapo, avapévovTal dUo kOKKIVa Kal duo TTpdaiva oiuarta
(2K2Mpao).

AvauevouEVo Un QUOIOAOYIKG TTPOTUTTO ONUATWY

e éva kUTTOpO pE peETGBeon t(14;16)(932.3;923), TO avapeEVOUEVO TTPATUTIO
onpatwv Ba  eival éva KOKKIVO, €va TIpAoivo kal dUo uBpIdIKG oApaTa
(1K1Mpdo2Y).

MmopoUv va mpokUwouv Kal GAAa TTPOTUTTA ONUATWY OE  aVvEUTTAOEIdA/UN
100ppoTTnuéva deiypaTa. ZnUewoaTe 6Tl TTapouaia GAAwv avadiatdéewv Tou IGH
€KTOG aTTo TN YeTdBeon IGH::MAF, To TTpdaoivo orjua Tou IGH pTropei va eppavioTei
Jolpaouévo.

F'vwoTég oxeTikég aAAnAemdpaoeig / MapepBarlAopeveg ouaieg
Agv uTTdpyouV YVWOTEG OXETIKEG aANAemIdpdaoelg / TTapeuBarAOuEVEG OUTiES.

M'vwoTh S100TAaUPOUMEVN AVTISPACTIKOTNTA
O mpdaivog 1xvneéTng IGH ptropei va epgavioel diacgtaupolpevo uBpidioud e Ta
15911.2 ka1 16p11.2.

Ava@opd coBapwV CUUBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaik ‘Evwon kol og xwpeg pe
TTavopoIdTuTIo  puBuIoTIKG  kaBeaTwg (Kavoviopdg (EE) 2017/746 yia T1a
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNoiPoTroloUvTal yia didyvwan In vitro). Edv katd
N XPAon autoU Tou TTPOIOVTOG I WG OTTOTEAEOHA TNG XPAONG TOU TTPOKANOEi
ooBapo oUPBAVY, aVOPEPETE TO OTOV KATAOKEUAOTH| KOI OTIG EBVIKEG APUODIEG APXEG.
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MNa coBapd cupBavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA GTOV KOTAOKEUAOTH
Kal, eav 10XUel, OTIG €BVIKEG apuODIEG APXEG.

ZToIXEia ETTIKOIVWViOG KOTAOKEUAOTH yia Bépata £TTAYPUTTVNONG:
vigilance@ogt.com

MNa 11 €Bvikég apuoddieg apxég otnv EE, pmopeite va Bpeite Tov katdAoyo pe Ta
oToIxEia ETMKOIVWVIAG yia BépaTa eTTaypuTIvnong oTo:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts _en

Ei181ké XapakTnpIoTiKd amrédoong

AvaAurikn eidikoérnra

H avaAuTIK €1I8IKOTNTA 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 KUTTAPO OTTO TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. XapToypa@rnonke n Tommobeaia KABe
uBpidoTroiNuévou IXvnBETN Kal KaTaypdenke o aplBuég Twv onudtwv 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 TToAAaTTAACIAoTNKE pe To 100
KOl EKPPACTNKE WG TTOCO0O0TO e BIAOTNHA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAuTik €181kéTNTa Tou IGH/MAF Plus v2 Translocation, Dual Fusion

Probe

14932.3 200 200 100% 98,12% - 100%

16023 200 200 100% 98,12% - 100%

AvaAurikn evaioénaoia

H avoAuTikr euaioBnaia eival To TT0000TO TwV agIOAOYACIWY HPECOPATIKWY
KUTTAPWYV PE TO OVAPEVOUEVO TIPOTUTIO QUOIOAOYIKWY onudTtwy. AvaAlBnkav kar
ehdxioTov 200 peco@aoikd KUTTOPA yio KABe éva amd Ta eikool Tévie (25)
KOPUOTUTTIKA @QUOIOAOYIKA Oeiyuata pueAol Twv ooTwv A deiyyata pueAol Twv
00TWV apvnTikd yia avadidragn IGH::MAF, kabwg Kal yia Ta gikoal mévte (25)
HovihoTroINpéva KUTTOPIKG evalwprpata CD138+ apvntikd yia IGH:MAF amd
aoBeveic pe emPBefaiwpévo 1 MOAvoloyoUuuevo TTOANOTIAG puéhwpa  (MM).
JuveTtwg, PBabupoAoyriBnkav kar eAdxiotov 5.000 Tuprveg yia KGOt €idog
Seiypartog. Ta dedopéva yia Tnv euaiodnoia avaAubnkav Bdoel Tou TTOOOCTOU
KUTTApwv TTou  €0€1§av  QUOIOAOYIKO avapevouevo TIPOTUTIO  ONUATwy  Kal
EKQPACTNKAV WG TTOTOOTO PE SIAGTNHA EUTTIOTOOUVNG 95%.

MNivakag 2. Avahutikr euaioBnoia Tou IGH/MAF Plus v2 Translocation, Dual Fusion

Probe

MugAdg Twv ooTwWV | >95%
| cpi3s+ | >95%

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

XapakTnpiouog Twv QUAIOAOYIKWY 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 KGOt éva amod Ta eikoal Tévie (25) KAPUOTUTTIKG
@uaoloAoyika deiypaTa JueAoU Twv 00TWYV R BeiypaTa JUEAOU TWV OOTWV ApVNTIKA
yia avadidragn IGH::MAF, kaBwg Kal yia Ta gikoal TEvTe (25) povipotroinuéva
KUTTOPIKG evaiwprpata CD138+ apvntikd yia IGH:MAF amd aoBeveig pe
empBeBaiwpévo 1 mOavoloyoUuevo TOAMATAG  puéhwpa  (MM).  ZuveTwg,
BabuoAoyriBnkav kat' eAdxioTov 5.000 TTUpriveg yia K&Be gidog deiypaTog.

H Tipf aTmokoTrAg TTPoadiopioTnKe XPNOIUOTIoIVTAG TN B avdaTpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAoyioTnKe wg TO TTOOOOTO HECOPATIKWY KUTTAPWY
TTOU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO OPIOo
€vOg povoTTAeupou dIBOTANATOG eUTTIOTOOUVNG 95% TNG SIWVUUIKAG KATAVOPAG
@uaioAoyIKoU deiydaTog acBevr).

Nivakag 3. XapakTnpioydg TwV QUOIOAOYIKWY TIMWY aTTOKOTING Tou IGH/MAF Plus
v2 Translocation, Dual Fusion Probe

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

Ta epyacTipia TTPETTEN VA ETTIRERAIWVOUV TIG TIUEG OTTOKOTIAG XPNCIMOTIOIWVTAG TA
SIkG Toug dedopéva’e,

AkpiBeia

H okpiBeia autou Tou TTPOIGVTOG €XEl PETPNOE O OXéon PE TNV akpifeia eviog
nuépag (até deiypa og deiyua), TNV akpifeia peTagu nuepWV (atré nuépa oe Nuépa)
Kal TNV aKkpiBeia ETagU TTapTidwyv o€ Eva KEVTPO (aTTd TTapTida o€ TTapTida).

Tpia (3) deiypata xpnaoipotromenkav yia Tnv agioAdynon Tng akpiBeiag autod Tou
TIPOIOVTOG: éva TEXVNTO PUGIOAOYIKO Seiypa PUEAOU TWV OOTWV (CUYKEVTPWHEVO
amé 25 pepovwpéva deiypata), €va TEXVNTO @uoiohoyiké CD138+ deiypa
(ouykevipwpévo atmd 28 pepovwpéva deiypata) Kal €va XapnAng BeTikdTnTag
CD138+ deiypa (2-4x n ATTOKOTIA TOU TTPOIGVTOG, TO OTTOI0 TTPOEKUWE aTTé TNV

TTPoCONAKN YVwoToU BeTikoU deiypatog oTo guaioloyiké CD138+ deiyua), To oTToio
Xpnaoigotroinenke yia Tn doKIpaoia Tou TTPoidvTog KOvTd oTnv TTPoodiopiouévn
QTTOKOTTH.

la Tov TTpoodIopIGuS TNG METAGU NUEPWYV Kal EVTOG NUEPAG akpiBelag, Ta deiyuarta
aglohoyriBnkav otn  SIGpKela TIEVTE P OIA0OXIKWY NUEPWY KAl yia TOV
TIPOCdIOPIOUS TNG HETALU TTaPTIOWV OKPIBEING, TPEIG TTOPTIOEG TOU TTPOIOVTOG
agloAoyrBnkav og TE00€EPIG ETTAVOAAWEIG TwV iBIwV delypdTwy. Ta atroTeAéopaTa
TTOPOUCIACTNKAY WG OUVOAIKF] OUMQWVIa PE TNV TTIPORAETTONEVN apPVNTIKA
KaTnyopia (yia Ta apvnTika deiypara).

Mivakag 4. AvamapaywyipydétnTa kai akpifeia Tou IGH/MAF Plus v2 Translocation
Dual Fusion Probe

DuoioAoyIKdG HUEASS TWV 00TWV

. 100%

AkpiBeia eVI6G Nuépag (apvnTIKG)
KOl JETOEU NUEPWV duoioloyikd CD138+ (apvnTiko) 100%
XapnAng BeTikéTNTag CD138+ 100%
Puoioroyikdg pus)\o’g TWV 00TWV 100%

AkpiBeia PeTagy (apvnTIKG)
TAPTIdWY ®duoioloyikd CD138+ (apvnTiko) 100%
XapnAng BeTikéTNTag CD138+ 100%

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TIPORAETTOUEVEG avadIaTAgelg, N
KAIVIKA aTT6300N TTPoadI0PIOTNKE UE Hit LEAETN AVTITTPOCOWTTEUTIKWY JEIYUATWY TOU
TrpoBAeTTépEVOU TTANBUCPOU Tou TTPoidvTog e Tn Xprion CD138+ delyudTwy Kai
OEIlYPATWY PUEAOU Twv ooTwv. To péyebog deiypatog yia Tn pEAETN ATav €iKOOI
SeiypaTa JUEAOU TwV 00TWV Kal £ikoal CD138+ deiypaTa dlaxwpITPEVWY KUTTAPWY
TIAGopaTOG, PE TTANBUCGPO-0TOXO TTEVTE DEIYUATWY BETIKWYV yia ouvingn IGH::MAF
Kal OekaTrévie OEIYPATWY apvnTIKWY yia ouvinén IGH:MAF yia kdBe TUTTO
OeiypaTog. AQaipéBnKe N TAUTOTNTA OAWY TWV JEIYPATWY Kal TUXAIOTToINONKav yia
TNV oTToQuUYR pepoAnyiag oTnv avaAuon. Ta atoteAéopaTa ouykpiBnkav pe Tn
YVWOTA KatdoTtaon Tou deiypatog. O 1xvnBETnNg avayvwpioe CwoTd TNV KATdoTaon
TWV BEIYPATWY O€ OAEG TIG TIEPITITWOEIG.

Ta atmroTeAéopaTa TWV SOKIPWVY AUTWV avaAUBNKav TTPOKEINEVOU va UTTOAOYIOTEN N
KAIVIKA euaioBnaia, n kKAIvVIKR €I8IKOTNTA Kal To TToo00Té Weudwg BeTikwv (FPR)
TIMWV YIa Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HId TTPOCEyyion iag dIdoTaong.

Mivakag 5. KAivikj amédoon 1ou IGH/MAF Plus v2 Translocation, Dual Fusion
Probe

KAIvikA euaiobnaia (TrooooTd aAnbuwg 98,1%
BeTikwyv, TPR)
KAIVIKA €181k6TNTa (TT0000Td aAnBwg 100,0%
apvnTikwy, TNR)
MooooTd weudwg Betikwv (FPR) = 1 — 0,0%
EidikéTnTa

MNepiAnyn aoc@dAeiag kal KAIVIKRG aTédoong (SSP)

H trepiAnyn SSP Ba cival diaBéaiun oTo KoIve péow TG EUupwTTaikAg Bdong
dedopévwy yia 1aTpIkEG ouokeuég (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 di1aTiBeTaI OTO KOIVO KATOTTIV AITApATOg péow email atn dielBbuvon

SSP@ogt.com.

Mpo6oBeTeg TTANPOPOPIES

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

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTotrog: www.ogt.com
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