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MNepropiopoi

To TTpoidV auTd €X€l OXEDIOTTEN YIA VO avixveUel avadiaTdEelg Je onueia dIGo Tong
oTNV TTEPIOYT) TTOU €0 PEVEI TOUG KOKKVOUG Kl TIPAT IVOUG KAWVOUG O € aUTO TO O€T
IXvNBeTWY, n otoia TePIAaPBAvel TNG TEPIOXEG Twv IGH kar MAF. Znueia
didoTraong Tou  BpiokovTal KTOG TNG €V AOyw TIEPIOXAG 1 TTapaAAayég
avadIoTAgEwV TTOU TTEPIEXOVTAI £§ OAOKARPOU O€ QUTHA TNV TTEPIOY T MTTOPEI Va v
gival aviXvVeUOoIHa YE QUTO TO TTPOIOV.

H e&étaon Oev TIpoopileTal yia: XPACGN WG HEPOVWHEVOG dlayVWOTIKGG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUPTITWHATIKO éAeyxo Bdoel TTAnBuopou, e&éroon
KOVT@ oTov aoBevh | autoegétaan. To TTPoidv autd TrpoopideTal YOvo yia
€TTAYYEAUATIKA Xpron evTdg Tou epyactnpiou. OAa Ta ammoTeAéoUaTa TTPETTE va
gpunvevovTal ammd KaTAAANAQ €EEIBIKEUPEVO TTPOO WTTIKG AauBavopévwy uTtdyn
GAAWV OXETIKWYV OTTOTEAEC PHATWYV ECETAC EWV .

To TTPOidv auTd dev €xel EMKUPWOEI yia Xprion o€ TUTTOUG dEIYUATWY 1) TUTIOUG
aoBevelwv TTEPAV eKEIVWV TTOU kaBopifovral oV TIPOBAETTOPEVN XPrioN.

Kard tnv avagopd kaiepunveia Twv ammoteAeopdtwy FISH, Ba rpéel va Tnpolvia
TO ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG Kal va AapBavovTal uttown GAAEG KAIVIKEG
Kai dlayvVwaoTIKEG TTANPo@OpieG. AUTS TO KIT TIPOOPIZETaI VIO X PrON WG GUUTTAR QUL
o€ GAAeG dlay VWOTIKEG EPYOOTNPIOKEG ECETATEIG Kal OEV Ba TTPETTEN VO EEK IV GEI KORI
BepaTtreuTIkn evEpyela pévo Baoea Tou atroTeAéoparog FISH.

H pn tApnon Tou TIpwToKOAAOU evOEXETAI va €TNPEGTEl TNV ATTdd00N Kal va
odnynoel o€ Yeudwg BETIKG/apvNTIKG OTTOTEAEOPATA.

AUTO TO KIT dev €xel EMKUPWOE yia GAAOUG OKOTTOUG TTEPAV TNG KABOPIo Pévng

TIPOBAETTOHEV NG XPAONG.

MpoPAemropevn xprion

To CytoCell IGH/MAF Plus v2 Translocation, Dual Fusion Probe givai pia TroloTkr,
un autoparoTroinuévn, €§étaon @Bopifovtog in situ uBpidiopol (FISH) tTou
XPNOIYOTIOIEITAI VIO TNV QVIXVEUON XPWHOOWHIKWY avadiaTdgewy PETAEU TnG
mepioxAg 14932.3 Tou Xpwpoowpatog 14 kai Tng Tepioxng 16923 Tou
XPwpoowparog 16 o€ povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ogkd oty
3:1) KUTTAPIKA EvaIWPAPOTA QIMATOAOYIKAG TTPOoéAEucng om0 aoBeveig pe
empBeRaiwpéVo ) MOavoAoyoUuevo TTOAAGTTAG puéAwpa (MM).

Ev&eieig

To TTpOi6V auToV €ival oXEBIOOPEVO WG CUNTIANPWHATIKO 0& BAAEG KAIVIKES KOl
10TOTTa00A0YIKEG ECETAOEIG O€ avayvwpIopéva JovoTTdTia Sidyvwong Kal KAIVKAG
@povTidag, 6TToU N yvwon g UTrapgng g HeTaBeang IGH-MAF Ba riTav onuavTkr
Y10 TNV KAIVIKA QVTIMETWTTION.

ApxEg TG egéTaong

O ¢Bopidwv in situuBpidiopds (FISH) gival pia TeXVIKT TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouyiwv DNA o€ peTa@aaikd X pwHUOCWHATA ) O€ HETOPATIKOUG TTUPKVES OTTO
HOVIMOTIOINKEVA KUTTOPOYEVETIKG Ogiy paTa. H TexvikA xpnoipoTroiei 1xvnsreg DNA
Tou UBpIdoTToloUVTal 0€ OAOKANPA XPWHOOWHATA ] MEMOVWHEVEG HOVODIKEG
aAAnAouyieg kal Xpnoipedel wg £Va ONUAVTIKO CUPTTAPWHA O TNV KUTTOPOYEVETKI
avaAuan pe G-gwvwan. Autr n TEXVIKA UTTOPEI TTAEOV VA EQAPUOCTET WG Eva
onNUAvTIKG £PEUVNTIKO EPYOAEIO OTA TTAGICIA TTPOYEVVNTIKWY Kl GIHATOAOY KUV
avaAUoEwV, KOBWG KAl XPWHOOWHIKWY avaAUoewy oUupTray wv oyKwv. Merd m
govigoTtroinon kail Tn petouciwan, 1o DNA-o16x06 €ival diaBéaipo yia avadidrogn
o€ évav TTapOpoIa HETOUCIWHEVO, PBopifovia anuac pévo 1xvneEm DNA, o otroiog
£x€l OUPTTANPWUATIKR aAAnAouxia. Merd Tov uBPIBIOUS, YivETal apaipeon Tou N

Oeapeupévou Kal un €1dIKa deapeupévou 1xvnB£T DNA kai To DNA utroBdAAeta oe
avTiXpwaon yia ameikovion. XTn GUVEXEID, N MIKPOOKOTTia ¢pBopiopol Kkabotd
duvaTH TNV ATTEIKOVION TOU UBPISOTTOINUEVOU IXVNBETN OTO UAIKG-OTOXO.

MAnpo@opiegyia Tov Ixvneérn

To yovidio MAF (MAF bZIP transcription factor)Bpioketal oV Trepioxn 16923 ka
10 IGH (immunoglobulin heavy locus) otnv Trepioxr 14932.3. Mepimou To 50-60%
TWV TEPITTWOEWV TTOAAATTAOU pueAwpatog (MM) cuaxeTiovTal ue PeTaBET &g
omou ouppeTéxel To IGH kai éva delTepo yovidio, 6Twg Ta CCND1, NSD2
(WHSC1) kot FGFR3, CCND3, MAF i MAFB™. H petdBean t(14;16)q32.3;023)
amoTeAEl pia eTmaveppavi{OPEVn YETABET TTou ammavTaTal 1o 2-10% Twv ML

H mAgiopngia Twv onueiwv didoTTacng evroTidovTal EVTOG Tou TEAEUTAIOU IVTpOviou
Tou WWOX (WW domain containing oxidoreductase), kevrpopepka Tou MAF. Ta
OUYKEKPIPéVa onueia didaTTaong £xouv JITTAR eTTidpacn oTnv ToToBéTNON Tou
€vIoXUTH Tou IGH kovid 7o MAF Kol 6TV aTrodiopy Gvwor Tou yovidiou WWOXZ2,
H avédAuon TngG yovIdIakAG EKPPac NG KUTTOPK WYV G EIPWY HUEAWUATWY avEDEIEE 6T
T0 MAF TrpokaAouce trans-gvepyoTroinon Tng KUkAivng D2 (piag pwreivng Tou
TTPOWBEl TNV €EEAIEN TOU KUTTAPIKOU KUKAOU) KOI WG €K TOUTOU EVIOYUE ToV
TIOAAOTTAQC 100 PO TWV HUEAWHOTIKWY KUTTAPW

>0pewva pe Tn BiAIoy pagia, ol aoBeveig pe MM 1rou @épouv Try t(14;16) paivera
va €XOUV TTIo EMOETIKA KAVIK ékBaon™®.
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To Trpoidv IGH/MAF Plus v2 Translocation, Dual Fusion Probe amoteAeital omd 1o
peiypa ixvnBetwv IGH, onuaopévol Tpdoivol, TTou KOAUTITEl TIEPIOXEG KOVIA OTO
>100ep0 Kal evTOg Tou MeTaBAnToU TuApaTog TNG TrEpIoxAg Tou IGH, kai To peiypa
IXvnOeTwv MAF, onuaopévol KOKkIvol, TTou KaAUTITel To yovidio MAF ka
ekaTépwOeV TTEPIOKEG KaBwg Kai To yovidio WWOX.

Napexéueva ulikd

Ixvn@érng: 50 pl ava @iaAidio (5 egeTaaeig) i 100 pl ava @iaAidio (10 egeTdoag)
O1 1xvnBETeg TTapéxovTal TTpoavapepyuévol o€ didAupa uBpIdiopold (popuapido,
Beikn de§Tpavn, aharolxo didAupa-KITpIkG vaTpio (SSC)) kal gival £TOIHOI TTPOG
xenon.

Avrixpwon: 150 pl avda @ioAidio (15 egetdoeig)
H avtixpwon eivar DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-diapidivo-2-
@aIvVUAIVOOAN)).

Mpo&idotroifoeig Kal TpoPuAdelg

1. Tiainvitro dlayvwaoTikr Xpron. ATTOKAEIOTIKG y1a £TTAY Y EAJATIKA Xpron.

2. Nagopdre yavTia kata Tov XeIipioud 1xvnBetwv DNA kai avTixpwong DAPI.

3. Ta piypata Twv IXvVNOETWY TIEPIEXOUV QOPHAIOIO, TO OTTOIO Eival TEPATOYOVO.
Mnv avarmvéete avaBupiGoelig Kal oTTOQUYETE TNV €TTAQH PE TO JEpua
ATQITEITOI TIPOCG EKTIKOG XEIPITHOG. Na popdTe yavTia Kal EpyaaTnplakh TTodid

4. To DAPI givai duvnTikd Kapkivoydvo. ATTQITEITaI TIPOC EKTIKOG XEIPIOUOG Na
POPATE YAVTIO KOl EPYOOC TNPIOKK TTODIA.

5. ATmoppiTTeTe OAa Ta €TMIKIVOUVA UNKG OUUQWVA UE TIG KOTEUBWVTAPIEG 0dNyieg
TOU I3PUPATAG GAG VIO TNV OTTOPPIYPN ETTIKIVOUVWY ATTOBAATWV.

6. O1IXeIPIOTEG TIPETTEI VA £XOUV TNV IKAVOTNTA Va SIOKPIVOUV TO KOKKIVO, TO WTTAE
Kl TO TIPACIVO X PWHA.

7. H un 1ApnON TOU TTEPIY PAPOPEVOU TIPWTOKOAAOU Kal TwV avTIOPaAc TPV
evOExETal va eTmpedael TNV amodoon Kal va odnynoel og Weudug
BeTIKE/apvNnTIKG ATTOTEAEG ATA.

8. O 1xvnBéTng 8ev Ba TTPETTEI VO OPQIWVETAI F va avoplyvUeTal ye GAAoug
IXVNOETEG.
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9. H pn xprion 10 pl 1xvnBéTn 01O OTAdSIO TOU TIPWTOKOAAOU TIPIV aTIO T
JETOUT WG N EVOEXETAI VO ETINPEATEN TNV ATTOS00N KAl Va 03Ny €l OE WEUDWG
BeTIKE/apvNTIKG ATTOTEAEG PATA.

ATtro8nkeuon Kai XeIpIOUOG
To kIT Ba TTpéTrel va ammoBnkeveTal o€ Beppokpaaia amd 25 °C
-15°C  éwg Kai-15 °C o€ karawUKTn PEXPI TNV nUEPOounvia ARgNG Tou
J/ avaypa@eTal aTNV ETIKETA TOU KIT. Ta @IaAidIa IXVNOETWY Ka
-25°C QVTiXPWO NG TIPETTEI VA ATTOBNKEVUOVTAI € TKOTEIVG XWPO.

O 1xvnBéTng TTapapével oTaBepdg Kad' 6An Tn didpkela Twv
KUKAWV yugng/amoéyuéng Trou Trpay JaToTToIoUvTal GTO TTACIIO
\\ |// NG @QUOIOAOYIKAG XPAONG (évag KUKAOG QvTIOTOIXEI OTnV
/. ~— agaipean Tou IXvnoETn T Tov KATawUuKTN Kal TNV €K VEOU
/ I \ TOTTIOBETNO N TOU O€ AUTOV) Kall €ival pWTOoTABEPSOS YIa £WG Ka
A 48 WPeG PETA TNV €KOETT) TOU O OUVONKEG TUVEXOUG PWTIGUOU.
. Mpémel va kataBdAAeTal kGBe duvarr TTpooTabeld WATE N
¢ékBean o€ peTaBaAAOpEvEG OUVOAKEG QWTIOPOU  Kal

Bepuokpaciag va TreplopifeTal 0To EAAXIOTO.

ESo1rAIop G Kal UAIKA TTou aTrairoUvTal aAAd Sev TrapéxovTal

Mpémel va xpnoiyoTroleital BaBpovounuévog eEoTTAIoNEG:

1. Oceppn MAGKa (pe oTEPEN TTAGK A Kai didTagn akpiBoug eAEyxou Bepuokpaoiog
£wg ka1 80 °C)

2. BoBpovounuéveg pIKpomTTETEG HETABANTOU GykKou kal pUyxn, ammd 1 pl éwg
200 pl

3. YdaréAoutpo pe didragn akpifous eAéyxou Bepuokpaciag aToug 37 °C ka
oToug72°C

. ZwARveg pikpoguyokévipiong (0,5 ml)

5. Mikpookdto @Bopiopol (avarpééte aTnv evoTnTa «XUoTACN YIO TO

HIKpOaK&TTIO BOPITHOU»)

MikpookoTTIO avTiBEoNG Ao EWV

KaBapd TAaaTIKG, KepapIka ) BeppoavBekTikG yudhiva doyeia Coplin

NaBida

BaBpovounpévo TeXAUET PO (1) TTEXAUETPIKES TAIVIEG PE DUVATOTTA PETPNONG

TIuWV pH 6,5 -8,0)

10. MepiékTng uypaaciag

11. ®akdg PIKPOTKOTTIOU PBOPITHOU KATASUTIKOG O € AGdI

12. PuydKeVTPOG TIAYKOU £PYaTiag

13. AVTIKEIYEVOPOPO HIKPOOKOTTIOU

14. KaAuTrTpideg 24 x 24 mm

15. XpovoueTpo

16. EmmwaoTApag37 °C

17. KOAAa pe diGAupa EAaOTIKOU

18. MikTng TepIdivnong

19. AioBaBuicpévol kUAIvV3pol

20. Mayvnrikég avadeutipag

21. BoBuovounuévo BepudueTpo

MpoaipeTikdg E§OTTAICNOG TToU Bev TTapPEXETAI
1. Kuttopoyevenkog Bdhapog ERpavong

AvTiSpaoTipia Tou arraitoUvral aAAd dev TTapéxovral
AidAupa adarouyou diaAUpaTog-KITpikou vaTtpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpogeidio Tou varpiou 1M (NaOH)

YdpoxAwpik6 ogu 1M (HCI)

ATmioviopévo vepo

oo, wN R

ZUoTOON YIO TO MIKPOOKOTO (pOOpIoHOU

Xpnoipotroleite Adutra udpapyupou 100 watt f; 100d0vaun Kai eTTiTIEdOUG
QATTOXPWHATIKOUG AVTIKEIPEVIKOUG QaKOUG KaTadUTIKOUG o€ AGdI pe peyEBuvon
60/63x 1 100x yia BéATIOTN ameikovion. O1 @Bopifouceg ouaieg TTou
XpnoiyoTroloUvTal o€ aUTS TO OET IXVNPETWY Ba dieyepBoUV Kal Ba eKTTEPYOWV OTa
akOAouBa prkn KUPATOG:

Mpdoivn 495 521
| KokkIvn | 596 | 615 |

BeBaiwBeite 611 0TO PIKpOaKOTIO €xouv TOTToBEeTNOEl Ta KATAAANAQ @iATpa
OIEYEPONG KAl EKTTOUTIAG, TA OTTOIO KAAUTITOUV Ta PHKN KUPATOG TTOU avagépovia
Tapamdvw. Xpnoigotroinote QiATpo SiéAeuong TPITTAAG {wvng DAPI/Tpdonvou
PAoHATOG/KOKKIVOU @aopaTtog 1 @iATpo diEAeuong dIMARG Cwvng TIpAoIvou
PAOPOTOG/KOKKIVOU PAO UaTOG Yia BEATIOT TAUTOXPOVN OTTEIKOVION TWV TTPAONUWNV
KOl KOKKIVWV pOOPIZOVTUNV OUCIWV.

EAéyére TO pikpookdTo pBopicuol TIpiv atrd Tn Xperon yia va diacgalioere o
Aermoupyei owoTd. XpnolgotoioTe AGdI euBdamTiong Tou  evdeikvuTal yix
MIKpoOKOTTia pBOPIoHOU Kal €xel OXeDIAOTE yia XaunAS autépato @Bopia pob.
Atropuyete TNV avauign Tou DAPI antifade pe Add1 katdduong pikpookartiou, di6T
KATI TETOI0 Ba KOAUWEI Ta gAPOTA. TNPAOTE TIG CUCTACEIG TOU KATAOKEUAO T) 600V
ag@opd Tn dIApKEIa (wrg TNG AGUTTAaG Kail TNV NAIKIa Twv QIATPWV.

MNpoeroipaagio derypdrwv

To KIT €€l OXEOINOTEI yIa XPAGN O€ EVAIWPAMATA KUTTAPWY TTOU €X0UV An@Oe
aipatoAoyikd, éxouv povipoTroinBs oe aTabepoTroinTiké didAupa Carnoy (avohoyia
peBavoAng/ogikou ogéog 3:1) kai €xouv uTTOBANBEl o€ TTpoETOIPaTia CUPUVA [E
TIG KATEUBUVTHPIEG 0dNYieg TOU epyacTnpiou A Tou 1IBpUPATOG. lMpoeToIudoTE
OeiypaTa TTou £€X0UV UTTOOTEl EAPAvVON UE aéPa O AVTIKEINEVOPOPOUG UIKPOOKOTIoU
oUheWVa PE TIG TUTTIKEG KUTTOpoyevemKkEG dladikaaieg. To eyxeipidio AGT

Cytogenetics Laboratory Manual trepiéxel GUOTAO €IS yia TN oUAAOYH, KaANEpyea
Kal METOPOPA Bely uATWY, KABWG KAl VIO TrV TTPOETOINACIA TWV AV TIKEIPEV OPOPUN
TAGKGV’.

Mpoeroipaoia SiaAupdTwv

AiaAvuara aibavoAng

ApaiwaTe aiBavoin 100% pe atmoviopévo vepod pe Baan TG akOAouBeg avaAoyieg
Kal avapigTe KoAG:

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 pépog ammovio yévou vepou

e AIBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog amovio pévou vepod
A1oBnKeUOTE Ta SIOAUMATA VIO WG Kal 6 pAveg o€ Bepuokpacia dwaTiou ot
QEPOCTEYNA TIEPIEKTN.

AidAuvpa 2xSSC

ApaiwoTe 1 pépog SIaAUpaTog 20xSSC pe 9 Yépn ATTIOVIO YEVOU VEPOU KOl OV OpiTe
KaAd. EAéyEre Tnv TipA pH kai puBpioteae pH 7,0 xpnoipotroiwvTag NaOH ry HCI,
Kard TmepimTwon. AmobnkeloTe TOo didAupa yia £wg Kol 4 €Bdopddeg ot
Bepuokpacia SWHATIOU O€ AEPOTTEY N TTEPIEKTN.

AidAuvpa 0.4xSSC

ApaiwoTe 1 pépog diaAUpaTtog 20xSSC pe 49 pépn atmovioPEVoU vepoU Kal avapire
KaAG. EAEéyETe TV TIprA pH kai puBpioTeae pH 7,0 xpnoipotoiuwvtag NaCOH ry HC,
Kard TmepimTwon. AmobnkeloTe 1o didAupa yia £wg kal 4 gBdouddeg ot
BeppoKpaCia dWHATIOU O€ AEPOTTEYN TTEPIEKTN.

2xSSC, AigAuua Tween-200,05%

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepou. MpoobéoTe
5 pl Tween-20 ava 10 ml kai avapi§Te kahd. EAEyEre Tnv TipA pH Kai puBpioTe oe
pH 7,0 xpnoipotroiwvtag NaOH f HCI, katd mrepimTwon. ATTofnkeloTe To SIGAUMa
yia £éwg Kai 4 B0opadeg o€ Bepuokpacia dwUaTiou € AEPOCTEYA TIEPIEKTN.

NMpwTtékoMo FISH
(Znpeiwon: BePaiwBeite 611 n €KBeON TOU IXVNOE KAl TNG AVTiXPWONG OTA PUITal
TOU £PYOOTNPIOU €ival TTAVTA TIEPIOPIO PEVN).

lpoeroipacia avrkeiuevo popou

1. TomoBetAoTe pia KnAida amd TO KUTTOPIKO Oegiyda O€ pIa yYUudAvn
QVTIKEINEVOPOPO UIKPOOKOTTIOU. AQACTETN va aTeyvwod. (MpoaipeTikd, sdv
XPNOINOTTOIEITE KUTTAPOYEVETIKO BAAapo §Rpavong: n TomobéTnan Tou
OeiypaTog OTIG AVTIKEINEVOPOPOUG Ba TIPETTEI va YiveTal hE T Xpron
KUTTOpoyeveTKOU Bahdpou Efpavang. O BAAapog TTPETTEl va AEIToupy s o€
Beppokpaaia epitrou 25 °C kai uypaacia 50% yia Tn BEATGTN Aywn KUTTOPKOU
Oeiyparog. Edv dev uttdpyel d1aBéa oG KUTTapoy VETIKOG BAAapOG Erpavang
XPNOIUOTTOINCTE évav aTTay WY WG EVAAAAKTIKH).

2. BuBioTe TNV avTikelnevopopo o€ didAupa 2xSSC yia 2 AeTiTé o€ Bepuok paoia
SwpaTiou Xwpig avakivnan.

3. A@udatwoTe 0€ BIAPOPETIKG TTogooTd alBavoAns (70%, 85% kai 100%),
81000 1K@, TO KABEVA yia 2 AETTTG 0 € BEPUOKPAT A SWHATIOU.

4. AQNOTE TN VA OTEYVWOEL.

Mpiv a6 Tn uerovciwaon

5. A@aipéoTe TOV IxvnOETN aTTé TOoV KATawUKTN Kol agrioTe Tov va Beppavee oe
Beppokpacia dwpaTtiou. EKTEAEOTE O UVTOUN GUYOKEVTPIGN TTPIV ATTO TN X ANOT.

6. BeBaiwBeite 611 TO didAupa 1xvnBET €xel avapixBei oyoidpopea e TN Xprion
TITTETOG.

7. AgaipéoTe 10 plixvnBETN yia KEBE £§ETOON KAl HETAPEPETETA O€ Evav OWArVA
HIKpo@uUYOKEVTPIONG. ToTroBeToTE Ypriyopa {avd Tov urtéAonTo 1xvnBém atov
KaTawukTn.

8. TomoBeTAoTE TOV IXVNOETN KaI TNV QVTKEINEVOPAPO BeiyaTog o€ i Bepu
TIAGKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTtd yia TTpoBEpuavon.

9. TomoBerAoTe 10 pl piypaTogixvnBETn 0TO KUTTAPIKG Wiy PO KAl EPAPUOOTE
KAAUTITPIOA TTPOC EKTIKA. ZPPayioTe ue KOMa pe ddAupa EAaCTIKOU Kal aprioTe
TN VA OTEYVWOEI EVTEAUX.

Merouoiwon
10. MeTouoiwoTe TO deiypa Kal Tov IXvnBETn TauTdxpova Bepuaivovtag Ty
QAVTIKEINEVOPOPO Ot i Beppn TTAGKa aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpidiouég
11. TomroBeTAOTE TNV QVTIKEIUEVOPOPO O€ VAV UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpacia 37 °C (+/- 1 °C) yia pia oAOkAnpn vUxTa.

IMAUoeig pera Tov uBpIdIoUG

12. Agaipéote To DAPI amd Tov KOTOWUKTN KAl a@roTe To va BepuavOs ot
Beppokpacia dwpaTiou.

13. A@aipéaTe TNV KOAUTITPIdA Kail OAa Ta UTTOAEUPATA KOAOG TTPOO EKTIKA.

14. BuBioTe Tnv avTkapevogopo o€ didAupa 0,4xSSC (pH 7,0) oe Bepuokpaoia
72°C (+/-1°C) yia 2 AeTIT& Wi avakivnon.

15. ATrooTpayyioTe TNV avTKeINeVopopo Kal BubiaTe Tn oe SidAupa 2xSSC, 0,05%
Tween-20 oe Beppokpaaia dwpatiou (pH 7,0) yia 30 deuTepOAETTTA XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTKeINeVo@opo kai TotroBeTrioTe 10 ul DAPI antifade oe
K@&O¢ Oeiyua.

17. KaAUyTe TN pe pia KAAUTITPIOO, a@aIpEOTE TUXOV PUOCAIDEG Kal TrEpIpéveTe 10
AETTTA péX Pl va avaTTTux Ol To XpwHa GTo OKOTADI.

18. MapatnprnoTe g€ HIKPOOKOTTIO PBOPIoPOU (avaTpEéETe OV EVOTNTA ZUCGTOON
YI0 TO HIKPOOKOTTIO pBopiouov).

ZTa0EPOTNTA ETOIHWYV AVTIKEI HEVO POP WV TTACK WV
Ol £TOIPEG QVTIKEIUEVOPOPOI UTTOPOUV Va avoAuBolv €wg Kal 1 puAva petTd edv
aTToBNKEUTOUV G€ OKOTEIVO XWPO O€ BepUokpaaia dwuaTiou f XapnAdTepn.
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ZuoTdoslg yia Tn Siadikacia

1. H Béppavon i wpigavaon Twv aVTIKEINEVOPOPWY UTTOPEI VA WEIWOEI TovV
@BopPITHS TWV GNUATWV

2. O1 ouvBnkeg uBPIBICUOU PTTOPET Va ETTNPEACTOUV SUOPEVWG aTTd TN XEAON
avTIdPACTNPIWV TIEPAV EKEIVWYV TTOU TTAPEXOVTAI j GUCTAVOVTAlI aTTd TN
Cytocell Ltd.

3. Xpnoigotroinote €va Babuovopunuévo BepPUOPETPO yIa  Tn  PETPNON
BepUOKPACIWV JIOAUPATWY, USATOAOUTPWY KOl ETTWACTAPWY, KABWG oI &v
AOyw Bepuokpacieg ival KpioIung onuaciag yia Tn BEATIOTN ammédoon Tou
TIPOIGVTOG.

4.  O1 CUYKEVTPWOELG, ol THEG pH Kkal o1 Beppokpaaieg TTAUONG €ival ONUAVTKEG,
Kabwg o1 uVONKEG XauNANG auaTNPOTNTAG PTTOPET VA EXOUV WG OTTOTEA SO
un €k déopeuan Tou IXvNBETN Kal oI guvOnkeg UTTEPBOAIKA UWNARG
auoTNPOTNTAG PTTOPET Va £€X0UV WG ATTOTEAECUA TNV OTTWAEIQ GHUATOS.

5. H areAng peTouaiwon YTrops va €Xel WG atroTéAEOUA TNV OTTWAEIC O AUATOG KO
n uTTEPPOAIKH HETOUTIWON PTTOPET ETTIONG VO EXEI WG OTTOTEAEC YA TN W €1OKN
déopeuon.

6. O umepPoAikdg UBPIBICPOG pTTOPEl va 0dnyAcel oe TPOoBeTa 1 N
QAVAPEVOUEVA OAPATA.

7. O1xpnoTeg Ba TrpéTel va BEATIOTOTTOIOUV TO TIPWTOKOANO Yia Ta deiyaTd Toug
TIPIV OTTO TN XPAON TNG €EETAONG YIa dlayVwoTIKoUG OKOTToUG.

8. Tuxov UTTOBEATIOTEG OUVONKEG PTTOPET VO €XOUV WG ATTOTEAETUA PN €IOKN
S£opEuUan, N OTTOI PTTOPET VO TTAPEPUNVEUTEI WG OAPA IXVNOETN.

Eppnveia TwvatroreAeop drwv

EKTipnon mo16TnNTag avnKeUEvo popwyv MAAKWV

H avTikeiyevopdpog dev Ba TTpéTrel va avaAUeTal EGv:

e Ta onuata eival oAU acBevh yia va Tpayyarotroindei avaAuon oe
Jegovwpéva QiATpa. MNa va TTPOXWPHROETE Y TNV avAaAuon, Ta orpaTa Ba
TIPETTEN va Eival QwTEIVA, SIOKPITA Kal EUKOAa agloAoyroipa

o Ymdpxel HeyGAog apIBUOG  oUOTADOTIOINUEV WV/OAANAOETTIKAAUTTTO PEVUNV
KUTTAPWV TToU €UTTOdIouV TNV avaAuon

e >50% Twv KUTTApwWYV Bev £xouv uBpidoTroinei

o YTdpxel Tepicoeia @OOPICOVTWY CwaTIdiWV PETAEU Twv KUTTApwWY HKa
@Bopifouca axAn mou TpokaoAei TTopePBoAéG oTa oAuara. ldavikd, TO
uTT6BaBPO TWV AVTIKEIJEVOPOPWY Ba TTPETTEI VA QaiveTal OKOTEVO | padpo Ka
kabapo

e Ta 6pia Tou KUTTAPIKOU TTUpAva dev gival dIoKPITA kai dev gival GBIKTa

Kareubuvrrpieg odnyieg yia tnv avdAuon

o KdBe deiypa Ba TpéTrel va avaAueTal Kal va epunvedeTal atré dUo avoAutég
Tuxdév acuppwvieg Ba TpéTel va emAUovTal JEOw EKTIUNONG aTmé Tpio
avaAuTh

o KdBe avaAuTtng Ba TrpéTTel va gival KaTAAANAa EEIBIKEUPEVOG O UPPWVA E TO
avayvwpiopéva eEBVIKE TTpOTUTIa

e Kd&Be avaAuTrig Ba rpéTrel va BaBuoAoyei pepovwpéva 100 TTUprvEG yia KBe
Oeiypa. O TpwTOoG avaAuTig Ba TpéTrel va §ekivd Tnv avdAuon amd mv
aploTePr) TTAEUPA TNG AVTIKEINEVOPOPOU Kal 0 dEUTEPOG aVAAUTAG aTTd TN OEGd
TTAEUpd

o KdaBe avaAuThg Ba TIPETTEI VA TEKUNPIWVEI TA ATTOTEAEOUATE TOU O€ XWPOTA
£vTuTIa

e AvoAUete poOvo dABIKTOUG TIUPAVEG KOl OX1  ETMKOAAUTITOMEVOUS N
OUCOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG TIOU  KOAUTITOVTQl  OTTO
KUTTOPOTTAQC HaTIKG UTTOAEippaTa ) upnAo emtiTredo autopBopiopoU

o ATIOQEUYETE TTEPIOXEG PE TIEPITOEIQ KUTTAPOTTAAGUOTIKWY UTTOAEIMATWIV A 1N
€I101KO UBPIBIoPO

e Hévraon Twv onudaTwy PTropei va ToIKiAAEL, aKOPa KOl OTNV TTEPITITWA N evog
HOVO TTUPAVA. ZE TETOIEG TIEPITITWOEIG, VO X PNOIHOTIOIEITE JOVA PiATPA rYka va
puByiCeTe TO EGTIAKO ETTITTESO

e Y& UTTOREATIOTEG OUVOIrKEG, TO OAPATA PTTOPEi va @aivovTal didyuTta. Edv dio
orfpaTa Tou idIou XpwuaTog BpiokovTal o€ ETTar HETAEU TOug, A n atmdéoTaon
METAEU TOUG dev gival PeyaAUTeEPN amd dUO TTAATN OfHATOG, I CUVDEOVTAl |E
éva axvo viua, JETPACTE TA WG éva orua

o Edv éxete ap@iBoAieg yia To €dv éva kUTTApO PTTopE va avaAuBei fi 6|, punv
TIPOXWPAOETE TNV avAAUo T Tou

Mnv TTPOCUETPATE - OI TTUPIVEG

gival uTTEPBOAIKG KOVTA 0 évag

oTov dAAov yia Tov KaBopioud
opiwv

Mn mrpoouerpdre
AAANAOKAAUTITOUEVOUG TTUPHVES
- Oev gival opatr) OAOKANpPN N
€KTOON KAI TWV dUO TTUPAVWY

Mpooperprioate wg 800 KOKKIVA
oAuaTta kal dUo TTpdaoiva
oAuaTa - éva atod Ta duo

KOKKIVa orjaTa gival didxuTo

MpooperprioaTte wg dU0 KOKKIVA
ka1 dUo TTpdaciva orfjuara - 1o
S160TNHA OTO £va KOKKIVO O
gival JIKPOTEPO aTrd Ta TTAATN
dUo0 IxvnoeTwv

Avapevoueva atroreAéopara
Avapevopevo QuaIoAoyikd TTPOTUTIO ONUATWY

& éva QUOIOAOYIKO KUTTOPO, avauévovral dUo KOKkiva Kal dUo TTpdoiva Griara
(2K, 20).

AvOpEVOUEVO UN QUTIOAOYIKO TIPOTUTTO ONUATWY

e éva KUTTOpPO pe petdBeon t(14;16)(932.3;923), TO avapuevouevo TTPATUTIO
anuaTwy Ba gival éva KOKKIVo, éva TTpdaivo Kail dUo uBpidika ofuarta (1K, 111, 2Y).

MTtopoUv va mpokUwouv Kal GAAa TIPOTUTTA oNUATWY O€ avEUTTAOEIDYUN
I00ppoTINUEVA deiy JaTa. ZnUelWaaTte 6T TrTapoudia AAAwv avadiardgewv Tou IGH
€KTOG OTT6 TN peT@deon IGH/MAF, To pdaivo orfjpa Tou |GH ptropei va epgavioTs
Holpac pévo.

M'vwoTh dlaoTaUPOUPEV AVTISPACTIKOTNTA
O mpdaoivog 1xvnBéTng IGH pmropei va epgavioe SiaaTaupoUpevo uBpIdiopé Pe Ta
15911.2 ka1 16p11.2.

Ava@opd avemOUunTwV cuuBavTwv

Edv moTevete 611 TO TTPOidV auTd Trapouciace duoAeiToupyia i uTToR&OuIoN oTa
XOPOKTNPIOTIKG aTrédoong, n oTroia evOEXETAI va OUVEBOAE O€ €va avemOUUTO
ouppav (.. kaBuaTepnuévn ) eo@aluévn didly vwaon i akatdAAnAn Beparreia), Ba
TIPETTEI VA TO AVAPEPETE AUEC WG OTOV KATAOKEUAO T (email: vigilance @ogt.com).

To cupBdv Ba TpéTrel va avapepBei kal oTnv apuddia apxA TG XWpag 0ag edv
uTtapyel. MTropeite va BpeiTe Tov KATGAOYO PE T ONUER ETTIKOIVWVIAG Yia Béuara
€TTaypUTIVNONG 0TO: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

E131kd XapaKTnpIoTIKG aTrédoong

AvaAurikni e18ikornra

H avaAuTikn €18IK&TNTa OpIETal WG TO TTOCOCTO TWV CNUGTWY TTOU UBPISOTToI0UVTAl
yévo otn owoTh Béon kai og Kayia GAAn Bféon. AvaAuBnkav TEOOEPG
XPWHOOWUIKEG BEOEIG 0€ KABE €va aTTd T €IKOOI HETAPACIKA KUTTAPA ATTO TEVTE
deiypara, divovrag 400 onueia Sedopévwy. XapToypapronke n Tommobeaia kébe
uBpIdoTToINuéVOU IXVNBETN Kal KaTaypdenke o aplBuég Twv onudtwv FISH
UETAPACIKWY XPWHOCWHATWY TTou UBpIdoTroInenkav ot owoTr Béon.

H avaAuTikA €idIKOTNTA KABE 1XVNBETN OTO KIT UTTOAOYIOTNKE WG O aPIBPOG Twwv
onuaTwy FISH peTa@aoikwy XpwPoowHAETwWY TTou URPISOTTOIRBNKAV 0T OWoTr)
Béan diaipepévog Pe Tov GUVOAIKO aplBud uBpidomoinuévwy onudrwv FISH
UETAPATIKWY XPWHOOWHATWV. To atroTéAeopa auTé TTOMATTACIGo TKE pE To 100
KaI EKPPACTNKE WG TTOCOOTO HE SIGC A ENTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTikn adikérnta Tou IGH/MAF v2 Translocation, Dual Fusion Probe

98,12% -
o )
14932.3 200 200 100% 100%
98,12% -
16g23 200 200 100% 100%

AvaAurikn evaiobnoia
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http://ec.europa.eu/growth/sectors/medical-devices/contacts/

H avoAuTik euaioBnoia gival To T0000TO TWV OEIOAOYACIUWY HECOPATKUN
KUTTGPWV PE TO avaPEVOUEVO TIPOTUTIO GUOIOAOYIKWY OnudTwy. AvaAiBnkav kar
eAGx10T0 200 pECOPACIKG KUTTAPA YIo KAOE £va aTTd 25 KApUOTUTTIKA PUOIOAGYKG
dovigoTtroinuéva Oeiypata pJuehoU Twv O00TWV 1 deiyhaTa YUeAOU TwV 00 TUV
apvnTika yia avadidragn IGH kai 25 deiypara CD 138+ KuTtdpwy apvnTKa wg TIPog
10 IGH. Zuvemwg, Baduoloyrnbnkav kat’ eAdyiotov 5000 TTuprveg yia k&Be €idog
O¢eiypartog. Ta dedopéva yia Tnv euaiobnoia avaAlBnkav BAcel Tou TTOGOOTOU
KUTTAPWV TIoU €0€1EaV  QUOIOAOYIKO OVOUEVOUEVO TIPOTUTIO ONUATWY KOl
EKQPACTNKAV WG TTOOOCTO PE dIBOTNUA EUTTIOTOOUVNG 95%.

Mivakag 2. AvaAuTikr euaioBnaoia Tou IGH/MAF v2 Translocation, Dual Fusion
Probe

98,76% + 0,55%
96,64% +1,17%

MuUeAGG TWV 00TWV >95%
CD138+ >95%

Xapakrnpiouo§ TwV PUTIOAOYIKWY TIWYV ATTOKOTTI S

H @uaioloyIkr) oTToKOTIH OpideTal WG TO TTOOOCTO KUTTAPWY TTIOU Ep@avidouv
Weudwg BeTIKG TIPOTUTIO oNUdTwyY Bdoel Tou oTToiou éva dropo Ba BswpouTav
@uaoiohoyikdoe avTiBean pe TNV KAIVIKA didyvwon. AvaAiBnkav kat’ eAdyioTo 200
pyeoo@aoikd KUTTOPa yia KGBe éva amd 25 KOPUuOTUTTIKGA @QUOIOAOYKG
dovipoTtroinuéva deiypata pueAold Twv o0TWV 1 Beiypata JueAoU Twv 00TUWV
apvnTika yia avadidragn IGH kai 25 deiypara CD 138+ KuTtdpwv apvnTKE wg TIpog
10 IGH. Zuvettwg, BaBuoloyriBnkav kar’ eAdxioTov 5000 TTUPrVES YIa KABE €00
Seiyparog.

H 1iyA amrokoTmg TTpoodlopioTnKe XpnolpoTroluvTag Tn B avaatpogn (BETAINV)
ouvaptnan oto MSExcel. YIToAoyioTnke wg T0 TTOOOOTO HECOPAT IKWV KUTT Gpuv
TToU £€0€1av WPeUdWG BETIKO TTPOTUTIO ONUATWY XPNOIPOTIOWVTAG TO OVWTEPO Gp0
€VOG MOVOTTAEUPOU BIACTAPATOG EUTTIOTOOUVNG 95% TNG BIWVUMIKAG KOTAVOU
@uaolohoyikol deiyuaTog aoBevr).

Mivakag 3. XapakTnpIoudg TwV @UAIOAOYIKWV TIUWYV OTTOKOTTAG Tou IGH/MAF v2
Translocation, Dual Fusion Probe

MugAég Twv 00TWV 1,5%
CD138+ 2,5%

Ta epyaoTrpia TIPETTEI VA ETTIRERAIIVOUV TIG TIUEG OTTOKOTIHG X PN O IMOTIOIVTOG Tal
BIKd Toug Sedopévas,

AkpiBeia

H akpiBeia autol Tou TTPoidVTOG €XEl HETPNOEI O€ oxéon PE TNV akpiBela evidg
nuépag (oo deiypa o€ deiypa), TNV akpifeia PETAEU NUEPWYV (OTTO NPEPQ OE NUERD)
Kal TNV akpifela peTagl TapTidwyv o€ £va KEVTPO (aTTd TTaPTida o€ TTapTida).

Tpia deiypara xpnoigotroinénkav yia Tnv agloAdynan Tng akpifeiag autou Tou
TIPOIOVTOG: €vOG  TeEXVNTOU @QUGIOAOYIKOU OeiypaTog HUeAOU Twv OCTUNV
(ouykevTpwpévo ot 25 pepovwpéva deiypara), evog TexvNToU puaioAoyiKol
CD138+ deiypatog (OCUyKevVIpwHEVOU atré 28 pepovwuéva deiypata) Kal evog
XOMNARG BeTikoTNTOG CD 138+ Agiypotog (2-4X wg TTPOG TNV OTTOKOTIA TOU
TIPOIGVTOG, TO OTIOI0 TIPOEKUWE OTTO TNV TIPOCcBeon oTo @uaioloyikd CD 138+
Oeiypa yvwaoTou BeTIkoU), TO OTI0I0 XPNOIMOTIOINONKE yia TN JoKIpagia Tou
TIPOIGVTOG KOVTA G TNV TTPOCDIOPIOPEV N OTTOKOTTH.

MNa Tov TTPocd10pIo 6 TNG HETAGU NUEPWYV Kal EVIOG NUEPAG akpiBelag, Ta deiypara
aglohoyndnkav otn OJIGpKEId TTEVTE Wn  JIAdOXIKWY NUEPWV Kal yia Tov
TPOCdIOPICUG TNG PETAEU TTaPTIdWV aKpPiBEIag, TPEIG TTAPTIOEG TOU TIPOIOVTOG
agloAoynenkav oe TéooePIG ETTAVOAYEIG TWV iBIWV delyudTwy. Ta amroTeAéopara
TIOPOUCIAOTNKAV WG OUVOAIKA CUp@wvia pe Tnv TPORAETTOUEVN apvNTKA
Karnyopia (yia Ta apvnTIKG deiy parta).

Mivakag 4. AvaAuTikr euaioBngoia Tou IGH/MAF v2 Translocation, Dual Fusion
Probe

AkpiBeia eviog DuaI0A0oYIKOG HUEASG TwV OOTWV (apVNTIKS) 100%
nuépag Kai ®duaiohoyikd CD138+ (apvnriko) 100%
METAGU NHEPWV XapnAfig OeTik6TnTag CD138+ 100%
AkpiBeia DuaI0A0YIKOG HUEASG TWV OCTWV (apVNTIKS) 100%
peTagu ®duaiohoyikd CD138+ (apvnriko) 100%
TapTIdWY XapnAfig OeTik6TnTag CD138+ 100%

KAivikn amédoon

MNa va dlao@alioTei 0TI TO TTPOIGV avixvelel TIG TIPORAETTOUEVEG avadIaTAEEK N
KAIVIKF) arrodoon TTpocdIopioTNKE Pe OUO PEAETEG AVTITIPOC WITEUTIKWY EIYMATLV
Tou TTPoBAeTTOPEVOU TTANBUCPOU TOU TIPOIOVTOG: Wit TTou XpnaolpoTtrolei CD138+
Seiypata Kai pia Tou XpnaoiyoTrolei deiypaTa pueAoU Twv 00TWV. To péyedog
OeiypaTog yia K&Be peAéTn ATAV €ikoal deiypata, e Tov TTANBUOPG-OTOXO TEVTE
SerypaTwy BeTikwv yia ouvign IGH-MAF kai dekatrévre Sely pATwV apvNTKWV Yo
ouvingn IGH-MAF. A@aipébnke n TauTOTNTO OAWV TWV OJEIYMATWY KO
TUXaIOTTOINBNKAV Yia TNV atmopuyr hepoAnyiag oTnv avdiuon. Ta atroteAéopora
ouyKpidnkav pe TN yvwoTh KatdoTaon Tou deiyparog. O 1xvnBETng avayvwpoe
OWOTA TNV KATAOTAON TWV OEIYUATWY G€ OAEG TIG TTEPITITWO EIG.

Ta amroTeAéopaTa TWY SOKINWVY AUTWV avallBnkav TIPOKEIUEVOU VA UTTOAOYIOTE N
KAIVIKA euaioBnaoia, n KAIvVIKiy €18IK&TNTa Kal TO TT0000TO Weudwg BeTikwv (FPR)
TIHWV YIa Ta BETIKE GrPaTa, XPNOIPOTIOIWVTAG Hia TTPoa €yyion piag didaTaong.

Mivakag 5. KAivikA ammédoan 1ou IGH/MAF v2 Translocation, Dual Fusion Probe

KAvikA euaioBnaia (TrogooTéd aAnbuwg
Berikdwv, TPR) 98,1%
KAIVIKA aumcer]mcf (TToo00T6 aANBWG 100%
apvnTikwv, TNR)
MooooT6 weudwg BeTikwy (FPR) =1 — 0%
EidikéTnTa

Npo6oBeTeg AN PO POpiEg
Ma TpdoBeTeG TTANPOPOPIES, ETTIKOIVWYACTE PE TO TuAua TexVIKAG YTTOO T PING

ng CytoCell.

TnA: +44(0)1223 294048

Email: techsupport@cytocell.com
loTéToTrOG: WwWWw.0gt.com
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