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Mepropioyoi

To TTpoidV auTd £XEI OXEDIOTTEI YIA Va aviyXveUd avadiaTtdgelg Je onueia dIGo Toong
aTNV TIEPIOX N TTOU KAAUTITET QI OTTO TOUG KOKKIVOUG Kal TIPAO IVOUG KAWVOUG O€ autd
TO OET IXVNOETWV, N oTroia TrepIAapPBAvel Tig TrepIoXEG Twv IGH kail FGFR3. Znpsa
didoTraong Tou  BpiokovTal eKTOG TNG €V AOdyw TEPIOXNG 1 TTapaAAayég
avadIoTAgEWV TTOU TTEPIEXOVTAI £§ OAOKARPOU O€ QUTHA TNV TTEPIOX T MTTOPE Va pnv
gival aviXveUoIHa YE QUTO TO TTPOIOV.

H egéraon dev TpoopileTal yia: XpAon WG HEMOVWHEVOG dlayVwOTIKAG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUPTITWHATIKO €Aeyxo Bdaoel TAnBuopou, e&éroon
KovTd oTov aoBevh | auToegétaan. To TTPoidv autd TrpoopieTal Yévo yia
€TTAYYEAPATIKA XPron evidg Tou epyactnpiou. OAa Ta atroTeAéopaTa TTPETTE Va
gpunvevovTal ammd KATAAANAQ €EEIBIKEUPEVO TTPOC WTTIKG AauBavopévwy uTTOyn
GAAWV OXETIKWY OTTOTEAEC UATWYV ECETAO EWV.

To TTp0oidv auTod dev €xel EMKUPWOEI yia Xprion o€ TUTTOUG dEIYUATWY 1) TUTIOUG
acBevelwv TEpav eKEiVwV TToU kaBopifovral oV TTPORAETTOEVN XPAON.

Kard tnv avagopd kai epunveia Twv ammoteheopdTwy FISH, Ba rpéTel va Tnpolvia
TO ETTOYYEAPOTIKA TTPOTUTTA TIPOKTIKAG Kal va AapBavovTal uttown GAAEG KAIVIKEG
Kai dlayvwaoTIKEG TTANpo@opieg. AUTS TO KIT TIPOOPIGETAI YIa X PRGN WG OUUTTAR pwjat
o€ GAAEG DIy VWOTIKEG EPYATTNPIOKEG EEETAT EIG Kl eV Ba TIPETTEN Vo §EKIVAEI Kopia
BepatreuTikn evépyela pévo Baoa Tou amoTeAéoparog FISH.

H pn tApnon Tou TpwToKOAAOU evOEXETOI VO ETINPEGTEI TNV ATTGd00N Kal Vo
odnynaoel o€ Peudwg BETIKG/apvnTIKG aTToTeAéopaTa.

AuTS TO KIT OEV €XEl ETTIKUPWOET yia GAAOUG oKoTToUG TTEPAV TNG KaBopIo PéEvng
TPOBAETIOHEVNG XPIONG.

MpoBAemwopevn xprion

To CytoCell IGH/FGFR3 Plus Translocation, Dual Fusion Probe €ivai pia Troiotkn,
un autopatoTroinuévn, €&étaon @Bopifovtog in situ uBpidiopol (FISH) tTou
XPNOIUOTIOIEITAI VIO TNV QVIXVEUGN XPWHOOWHMIKULYV avadlaTagewy PETAEU Tng
TeploxAg 4p16.3 Tou xpwpoowparog 4 kal Tng Tepioxng 14932.3 Tou
XPwHooWwUarog 14 g€ povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ogkd ol
3:1) KUTTApIKA EVAIWPRAPOTA QIMATOAOYIKAG TIPoéAEucng ammd aoBeveig pe
empBeRaiwpévo ) MOavoAoyoUpuevo TTOAATTAG puéhwpa (MM).

Ev&eieig

To TTPOi6V auToév eival oxedINOPEVO WG CUPTIANPWHATIKG 0€ AGAAEG KAIVIKES KO
10TOTTOB0AOY IKEG EEETATEIG O€ QVAYVWPIO PEVA JOVOTTATIA DIGYV WO NG Kal KAIVKAG
@povTidag, 610U N yvwan TnG UTTapéENg TnG HeET@Beong IGH-FGFR3  Ba Rtov
ONUAVTIKA YIQ TNV KANIKF QVTIHETWTTION.

Apxég Tng egétaong

O @Bopidwv in situuBpidiouog (FISH) gival pia TeKVIKH TTOU ETTITEETTEI TNV AViXVeUon
aAAnAouyiwv DNA o€ peTa@aaikd X pwPoo WHATA 1) O € JETOPACIKOUG TTUPHVES aTTd
HOVIJOTTOINPEVA KUTTAPOYEVETIKG Oeiy paTa. H Texvikr XpnoipoTolei 1xvnOéreg DNA
TTou UBpPIdoTToIoUVTaI OE OAGKANPG XPWHOCWHOTA ) JEPOVWHEVEG HOVODIKEG
aAAnAouyieg kal Xpnoipelel wG £va oNUAVTKO OUMTTAAPWHA O TNV KUTTOPOYEVETK
avaAuan pe G-gwvwan. AuTr n TEXVIKA UTTOPEI TTAEOV VA EQAPUOCTET WG Eva
onNUAvTIKG £PEUVNTIKO EPYOAEIO OTA TTAGICIA TTPOYEVVNTIKWY KAl QIHATOAOY KWWV
avaAloewv, KOBWG KAl XPWHOTWHIKWY avaAUoewy ouptray wv oykwv. Merd
JovipyoTtroinan kai Tn petoudiwon, 1o DNA-o1dx0g €ival diabéoipo yia avadidrogn
o€ évav TTapOpoIa HETOUTIWWEVO, PBopifovia anuac pévo ixvneém DNA, o otroiog
£€x€l GUPTTANPwWUATIKA aAAnAouxia. Merd Tov uBpIdIoUO, YiveTal aQaipeon Tou
deapeupévou Kal pn edIka deapeupévou 1xvnBET DNA kai To DNA utroBdAAsta oe
avTixpwaon yia aTelkOvIon. ZTn OUVEXEID, N HIKPOOKOTIa @BopIopoU KabioTd
duvarn TNV aTeikévion Tou UBPISOTIOINUEVOU IXVNBETN GTO UAIKS-GTOXO.

NMAnpo@opiegyia Tov IXxvneéTn
To yovidio FGFR3 (fibroblast growth factor receptor 3) BpiokeTal oTnv TEPOXA
4p16.3 kai To IGH (immunoglobulin heavy locus)oTnv mepioxn 14932.33.

Mepimou 10 50-60% Twv TEPIMTWOEWY TIOAAATTAOU pueAwpatog (MM)
ouoxeﬂ(ovml pe peTaBéoelg OTTou ouppeTéxel To IGH kai éva 6501&{)0 yovido,
o6mwgTa CCND1, NSD2 (WHSC1) kai FGFR3, CCND3, MAF 1y MAFB*.

H perdBeon t(4;14)(p16.3;932.3) amoTeAei pia emavep@avifopevn yeTdBeon Tou
amavTdral aTo 15% Twv M2,

H perdBean mrpokaAei Tnv ammopplBuion dUo yovidiwv oTnv Trepioxr 4p16: Tou
WHSC1 (Wolf-Hirschhorn syndrome candidate 1) kai Tou FGFR3. H cuvéTeia mg
peTEBeo NG eival augnuévn ékppaon Twv FGFR3 kart WHSC1. H petdBeon ptrope
va gival Jn I00pPoTTNUEVN, ME TO 25% TWV TIEPITITWO EWV VOl O NUEILV €I OTTWAED TOU
Trapaywyou xpwpoowpmog 14, TTOU OUOXETICETAI PE TNV OTTWAEIR TNG EKPPAOTG
Tou FGFR3%®

H mAgiopngia Twv onueiwv diIdoTracng 070 XpwHOowHa 4 £VTOTTIgovVTal HETOEY Tou
FGFR3 kai Tou WHSC1. To onpeio didatraong o1o Xpwpéowua 14 givar oxedov
ATTOKAEIOTIKG OTNV TIEPIOXN WETATTPOPAG TWV YOVISiWV TTOU KWJIKOTIOIoUV TiG
oTaBepég TTEPIOXEG. Ma TNV uTTEpé&KPpaan To6ao Tou FGFR3 600 kai Tou WHSC1 10
anpeio d1G0TTAONG OTO XPWHOC WA 14 TTPETTEI VA EVTOTTICETAI HETAEU TOU EVIOXUTY
p Kal Twv 3 evioxutwv Tou IGH kai petagy FGFR3 kat WHSC1. AuTo éxa wg
OUVETTEIO KOl Ta QU0 TTaPdy wya XPWHOO WUATA VA TTIEPIEXOUV £VaV EVIOYUTY| TIoU
£ival YEITOVIKOG O€ £va OyKoyovidIo®,

H ouykekpiyévn petaBeon t(4;14) eival ouxvd KUTTAPOYEVETIKA KPUTITIKA Kal &xe
TIEPIY PAPET avsTrapng TIPIV aTTo TNV €AEUCn TWV Tsxvu(u)v FISH. H petdBeon éxa
CUGXETIOTE] PE TITWXOTEPN ETIRIWOT 0€ aoBeveic ue MM
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To mpoidv IGH/FGFR3 Plus amoteAgital ammd 1xvnBETeEG, onuAcuéVOUG TIPAG IVOUG,
KOVTG 0TO 2T00epO6 Kal evTOg Tou MeTaBAnTou TuApaTog Tou yovidiou IGH, ka
IxvnBéTeg FGFR3, anuaopévoug kOkKivoug. To peiypa ixvnBetuv FGFR3 trepiéxea
évav 1xvnBETn 118kb teAopepikd Tou FGFR3, 1ou mepiAapBdvel Tov deikm
D4S2561E, kai évav OeUTepo IXvnBETN TToU KOAUTITEI TV Tieploxf 126kb
KevTpopepik@ Tou MMSET kai TrepiAapfaver Tov deikrn D4S1182.

Mapexopeva UAIkd

IxvnOérng: 50 pl ava @iaAidio (5 e§eTdoeig) f 100 pl avd @iaAidio (10 egeTdoag)
O1 1XvNnBETEG TTapEXOVTAl TTPOAVAUEUN PEVOI O€ DIGAUPA UBPISIOUOU (Popuapido,
Beikn 8e§Tpavn, aharolxo SiGAupa-KITPIkG vaTpio (SSC)) kal gival £TOIPOI TTPOG
xenon.

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

I'I POEIBOTTOINCEIG KA1 TIPOP UAG EEIG
MNain vitro dlayvwao Tk Xpron. ATTOKAEIOTIKA y1a £TTay Y EAJaTiKA Xprion.

2. Na @opdre yavTia katd Tov XeIpIouo 1xvnBetwv DNA kai avTixpwong DAPIL.

3.  Ta piypata Twv IXVNOETWY TIEPIEXOUV QOPHAIOIO, TO OTTOIO €ival TEPATOYOVO.
Mnv avarmvéete avaBupidoeig Kal OTTOQUYETE TNV €TTAPH PJE TO OEpa
ATQITEITOI TIPOT EKTIKOG XEIPITHOG. Na popdTe yGvTIa Kl EpyaaTnpiakh TTodid

4. To DAPI gival duvnTiké KOpKIvoy&vo. ATTQITEITOI TIPOO EKTIKOG XEIPIO MGG Na
POPATE YAVTIO KAl EPY A0 TNPIOKT TTODIA.

5. ATmoppitreTe OAa Ta £TMIKiIVOUVA UNKG 0 UU@WVa PE TIG KATEUBUVTAPIEG 0DNyiES
TOU I3PUPATAG GAG VIO TNV OTTOPPIYPN ETTIKIVOUVWY ATTOBAATWV.

6. O1XeIPIOTEG TTPETTEI VA £XOUV TNV IKAVOTNTA Va SIAKPIVOUV TO KOKKIVO, TO UTTAE
Kl TO TIPACIVO X PWHA.
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7. H upn TAPNON TOU TIEPIYPAPOUEVOU TTPWTOKOAAOU TWV avTIOPACTNPWV
eVOEXETAl VO €TTNPEGOOUV TNV amddoon Kal va odnyrfoouv ge Weudug
BeTIKE/ apvNTIKG aTTOTEAEO POTA.

8. O 1xvnBérng dev Ba TTPETTEI va OPAIWVETAI ] va avaplyvuUeTal e GAAoug
IXVNOETEG.

9. H un xprion 10ul 1xvnBETN 0TO OTADIO TOU TIPWTOKOAAOU TIpIV OTTO TN
JETOUTTWGN EVOEXETAI VO ETINPEATEN TNV ATTOS00N KAl Va 08Ny €l O€ WEUDWG
BeTIKE/ apvNTIKA ATTOTEAET POTAL.

ATtroBnkeuon Kal XEIPICUOG
To kit Ba TTpéTTEl va aTroBnkeleTal o€ Beppokpaaia atmod 25 °C
-15°C  éwg Kai-15 °C o€ karawUKTn PEXPI TNV nUEpounvia ARgnG Tou
J/ avaypAa@eTal OTNV ETIKETA TOU KIT. Ta QIOAIDIO IXVNOETWYV KO
-25°C QVTiXPWOo NG TTIPETTEI VA ATTOBNKEUOVTAI O€ OKOTEIVO XWPO.

O 1xvnBETng TTapapével oTaBePdS KB OANn Tn dIGPKEID TV
KUKAWV yugng/amoéyuéng Trou Trpay JaToTroloUvTal GTO TTAGICIo
\\ I// NG QUOIOAOYIKAG XPAONG (évag KUKAOG QVTIOTOIXEI OTnV
/. ~ a@aipean Tou IXvnOETN aTd TOV KATAWUKTN KOl TNV €K VEOU
/ I TOTTOBETNONA TOU O€ QUTOV) KOl €ival QWTOOTABEPOG YIa EWG Kol
A 48 Wpeg HETA TNV €KBETT TOU O€ OUVBNKEG TUVEXOUG PWTIGUOU.
. Mpémel va kataBaAAeTal kGBe duvarr TTPooTABEId WATE N
¢ékBean o€ peTaBaAAOPEVEG OUVOAKEG QWTIOPOU  Kal

Beppokpaciag va TepiopieTal 0To EAGXIOTO.

EgomAiop 66 Kkal UAIKA TTou atrairoUvTal aAAd Sev TrapéxovTal

Mpémel va xpnoigoTroieital BaBuovounuévog eEoTTAIoNEG:

1. Oepun MAGKa (pe oTEPEN TTAGKA Kai dIdTagn akpiBoug eA€yxou Beppok paoiog
£€wg ka1 80 °C)

2. BoBpovounuéveg pikpommméTeg pETABANTOU dykou kal pUyxn, ammd 1 pl éwg
200 pl

3. YdaréAouTpo pe didragn akpiBous eAéyxou Bepuokpaciag aToug 37 °C ka
oToug72°C

. ZWARVEG HIkpoguyokévipiong (0,5 ml)

5. Mikpookomo @Bopiopol (avartpégte otnv evdéTnTa «XUOTAcn yia TO
HIKpoaK&TTIO BOPITHOU»)

6. MikpookdTio aviiBeong paoewyv

7. KoBopa TAaoTIKE, KEPAMIKE 1) BeppoavBekTkG yudAiva doxgia Coplin

8. AaBida

9. BoaBpovounuévo TTEXEUETPO () TIEXAUETPIKEG TAIVIEG JE DUVATAETNTA PETPNONG
TIuwv pH 6,5 - 8,0)

10. MepiékTng uypaaciag

11. Pakdg pIKPOTKOTIOU PBOPIC PO KOTABUTIKOG O € AGdI

12. PuydKeVTPOG TIAYKOU £pYaciag

13. AVTIKEIYEVOPOPO HIKPOTKOTTIOU

14. KaAumTpideg24 x 24 mm

15. Xpovopuetpo

16. EmmwaoTApag37 °C

17. K&6AAa pe didAupa eAaoTikoU

18. MikTng TepIdivnong

19. AioBaBpiopévorl KUAIvEpol

20. Mayvntikég avadeutipag

21. BoBuovounuévo BepuduETpO

MpoaipeTiKOg e§OTAIGH OG TTOU dev TTapEXETAI
1. Kuttapoyevenkdg BdAauog Enpavong

AvTidpaoTpia TTou atrairodvral aAAd Sev Trapéxovral
AidAupa ahatouyou SiaAUpaTog-KITpikoU vatpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpo&eidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

ATmioviopévo vepo

ourwnhE

ZUoTOON YIO TO HIKPOOKO™TO pOOpPICTUOU

Xpnoipotroieite Adutra udpapyUpou 100 watt i 100d0vaun Kai emiTedOUG
QTTOX PWHATIKOUG QVTIKEIPEVIKOUG PaKOUG KaTadutikolg o€ AGdI pe peyEBuvon
60/63x n 100x yia BéATIoTn ameikovion. O @Bopidouceg ouaieg TTou
XpnoiyoTroloUvTal o€ auTS TO OET IXVNPETWY Ba dieyepBoUV Kal Ba eKTTEUWOUV oTa
akOAouBa prkn KUPATOG:

[Mpaoivo 495 521
KOKKIVO | 596 | 615 |

BeBaiwBeite 611 0TO pIKpOoaKSOTIO €xouv TOTTOBEeTNOEI Ta KATAAANAQ @iATpa
OIEYEPONG KAl EKTTOUTIAG, TQ OTTOIO KAAUTITOUV Ta PAKN KUPOTOG TTOU avagépovia
Tapammdvw. Xpnoigotroinote QiATpo SiéAeuong TPITTARG {wvng DAPI/Tpdonvou
PAoHATOG/KOKKIVOU @aopaTog i @iATpo diEAeuong JITTAAG Jwvng TIPAoivou
PAOPOTOG/KOKKIVOU PAO HaTOG Yia BEATIOTN TAUTEX POV ATTEIKOVION TWV TTPACNWV
Kal KOKKIVWYV @BOPIOVTWV OUGCIWV.

EAéyére TO pikpookdTo pBopiopol TIpiv atrd Tn XperAon yia va diacgalioere o
AeiToupyei owoTd. XpnoipotroioTe AGdl kataduong Tou  evoeikvuTal Y
MIKpOOKOTTiO pBOPIoHOU Kal £XEI TTOPAOKEUAOTEN yia XOUNASG auTo@BopIGuO.
AmopUyeTe TNV avauign Tou DAPI antifade pe Aad1 kaTaduong pikpookoTriou, didT
KATI TéTOI0 B0 KOAUWEI Ta orjpaTa. TNPACTE TIG GUOTACEIG TOU KOTAOKEUAG T GooV
ag@opd Tn dIAPKEIa (NG TNG AGUTTAG Kal TNV NAIKIa TwV GIATPWV.

Mpoeroiyacia derypdrwv

To KIT éxel OXeDIAOTEI yIa XPAON O€ KUTTAPIKG EvVaIwPAPATA aIuOTOAOYKAG
TIPoéAEuang TTou £X0uV JovioTroinBei oe SidAupa Carnoy (MeBavoAn/ogko ofu 3:1)
Kal £X0UV TTPOETOINACTEI GUPPWVA PE TIG KATEUBUVTAPIEG 0ONYiEG TOU EPYACTNPioU
1 Tou 1IdpUpaToG. MpoeTolpdoTe Seiy yaTa TTou £X0UV UTTOGTEl EApavon e aépa o€
QAVTIKEINEVOPOPOUG HIKPOOKOTTIOU CUMPWVA HE TIG TUTTIKEG KUTTOPOYEVETKEG

diadikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Trepiéxa
ouoTdoeIg yia Tn ouhAoyr, KaANEPYEIQ Kal ETOPOPE Dely HATWV, KB UG Kal yia TV
TTPOETOINATIA TWV AVTIKEIEVOPOPWY TTAGKWY >,

Mpoeroipacia SiaAupdTwWY

AiaAduara ai@avoAng

ApaidoTe aiBavoAn 100% pe atmioviopévo vepd pe BAon TG akOAouBeg avaAoyieg
KQIl avOpiETE KaAd.

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 pépog atmovio pévou vepou

e ABavoin 85% - 8,5 pépn aiBavoAng 100% o€ 1,5 pépog atriovio pévou vepol
AmoBnkeloTe Ta SIOAUPATA VIO WG Kal 6 PAveG o€ Bepuokpacia SwaTiou o€
QAEPOCTEYH TIEPIEKTN.

AidAuvpa 2xSSC

ApaiwoTe 1 pépog SiaAUparTog 20xSSC pe 9 pépn aTToVIGHEVOU V EPOU Kl AVOMIETE
KaAd. EAéy&re Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipotrowvTag NaOH ry HCI,
Kard TepimTwon. AmobnkeloTe 1o didAupa yia £wg kal 4 eRdouddeg ot
OepUoKpacia SWHATIOU O€ AEPOTTEY R TTEPIEKTN.

AidAupa 0,4xSSC

ApaiwaTe 1 pépog diaAUpaTtog 20xSSC pe 49 pépn atmioviopévou vepoU Kal aVapigTe
KaAG. EAEéyETe TV TipA pH kai puBpioTe o€ pH 7,0 xpnoipotokoviag NaOH ry HC,
Kard TepimTwon. AmobnkeloTe 1O didAupa yia £wg Kol 4 €Bdopddeg o€
BepuoKkpacia SWHATIOU O€ OEPOTTEYN TTEPIEKTN.

2xSSC, AigAuua Tween-200,05%

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepou. MNpoobéoTe
5 pl Tween-20 ava 10 ml kar avapigte kahd. EAEygreTnv TipR pH Kai puBpioTe o
pH 7,0 xpnoipotroiwwvtag NaOH  HCI, katd mepimTwon. ATrodnkeloTe To SIGAUpa
yia £éwg Kai 4 B0opadeg o€ BepPoKPATia dWUATIOU € AEPOOTEYH TTEPIEKTN.
NMpwTtokoMo FISH

(Znueiwon: BeBaiwBeite 0TI n €kBeaN ToU IXVNOETN KAl TNG AVTiXPWONG OTA PUITal
TOU EPYOTTNPIOU Eival TTAVTA TTEPIOPIT PEVN).

lpoeroipacia avnkeiuevopopou

1. TomoBetAoTe pia KnAida amd To KUTTOPIKG Oeiyda O€ pIa YUGAvn
QAVTIKEINEVOPOPO UIKPOOKOTTIOU. AQACTETN va aTeyvwoe. (MpoaipeTikd, edv
XPNOIUOTTOIEITE KUTTOPOYEVETIKO BdAapo §Rpavong: n TommobéTnon Tou
OeiypaTog OTIG AVTIKEINEVOPOPOUG Ba TIPETTEl va yiveTal pe Tn xpron
KUTTOpOyeveTkoU Balduou Efpavang. O BAaAapog TTPETTEl va AgiIToupyd o€
Beppokpaaia Trepitrou 25 °C kai uypacia 50% yia Tn BEATIO T Afjyn KuTTapkoU
Oeiyparog. Edv dev uttdpyel d1aBEa oG KUTTApOY EVETIKOG BAAapOG Erpavaong
XPNOIPOTIOIOTE £vav aTray wyo wg eVAAAAKTIKH).

2. BuBioTe TNV avTikeINEVOPOpOo o€ dIdAuPa 2xSSC yia 2 AeTITé o€ BeppoK pooia
SwpaTiou Xwpig avakivnon.

3. A@udatwoTe o€ SIaPOPETIKG TTogooTd aiBavoAng (70%, 85% kai 100%),
B1000XIKQ, TO KaBEVa yIa 2 AETTTG 0 € BEPUOKPAT A SWHATIOU.

4. AQNOTE TN VA OTEYWOEL.

lpiv amé Tn pyerougiwaon

5. A@aipéoTe TOV IxvnNOETN OTTé TOoV KATaWUKTN KOl a@rioTe Tov va BepuovBe oe
Beppokpacia dwuariou. EKTEAEGTE GUVTOUN QUYOKEVTPIGN TTPIV ATTO TN X Ao,

6. BeBaiwbeite 611 TO didAupa 1xvnOET €xeEl avapixBei opoidpop@a Pe TN Xprion
TITTETOG.

7. AgaipéoTe 10 plixvnBETN yia KABE £E£TOON KAl ETOPEPETETA O € EVAV CWAVO
HIKpOo@uUYOKEVTPIONG. ToTToBeMOTE Ypriyopa §ava Tov UTOAOITTO IXvnBEm oTov
KaTawukTn

8. TomoBeTAOTE TOV IXVNOETN KAl TNV QVTKEINEVOPAPO Bely UaTog o€ HIa BEpN
TAGKa pe Beppokpacia 37 °C (+/- 1 °C) yia 5 AeTtd yia TrpoBépuavon.

9. TomoBerAoTe 10 pl piypaTogixvnOETn 0TO KUTTAPIKG Wiy PO KOl EQAPUOOTE
KAAUTITPIOA TTPOC EKTIKA. ZPpayioTe pue KOMa pe ddAupa eAaoTIKoU Kal oprioTe
TN VA OTEYVWOEI EVTEAUX.

Merouoiwon
10. MeTouoiwoTe TO deiypa Kal Tov IXvnBETn TauTOxpova BeppaivovTag Ty
QAVTIKEINEVOPOPO OF pIa Beppr) TTAGKa 0Toug 75 °C (+/- 1 °C) yia 2 AeTTd.

YBpi1dioué¢s
11. TomoBeTAOTE TNV QVTIKEIUEVOPOPO O€ VAV UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpacia 37 °C (+/- 1 °C) yia pia oAdkAnpn vUxTa.

TMAuoeig perd rov uBpISIONO

12. Agaipéote 1o DAPI amd Tov KOTOWUKTN KOl a@raTe To va Bepuavls ot
Bepuokpacia dwpaTiou.

13. A@aipéaTe TNV KOAUTITPIOO Kal OAa Ta UTTOAEUPATA KOAOG TTPOT EKTIKA.

14. BuBioTe Tnv avTikapevo@opo o€ didAupa 0,4xSSC (pH 7,0) o€ Beppokpooia
72°C (+/-1°C) yia 2 AeTIT& XWpIiG avakivnon.

15. AmooTpayyioTe TNV aVTIKEINEVOPOPO Kal BuBiaTe Tn og diGAupa 2xSSC, 0,05%
Tween-20 oe Beppokpaaia dwpatiou (pH 7,0) yia 30 deuTepOAETITA XWPIG
avakivnon.

16. AmrooTpayyioTe TNV avTIKEINEVOPOPO Kal ToTToBeTAoTE 10 pul DAPI antifade oe
K@&Oe Seiypa.

17. KaAOyTe TN pE pia KAAUTITPIOA, a@aIpECTE TUXOV PUOOAIDEG Kal TTEPIEVETE 10
AETITG péXPI Va avaTTTux Bl TO XpWHA GTO OKOTADI.

18. MapatnpAoTe O€ PIKPOOKATTIO pBOPIoHOU (avaTpégTe oV evoTTa ZUCTAON
YIa TO HIKPOOKOTTIO (pBopiouov).

ZTa0EPOTNTA ETOINWV AVTIKEI HEVO POP WV TTAOKGWV
Ol £TOIPEG QVTIKEINEVOPEGPOI PTTOPOUV va avaoAuBolv €wg Kal 1 pyAva petd edv
ammoOnKEUTOUV O€ OKOTEIVO XWPO O € BEpUOoKpaTia dwpaTiou A xaunAoTepn.
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ZuoTdoeig yia Tn Siadikaoia

1. H Béppavon i wpigavon Twv AvTIKEIMEVOPOPWY UTTOPEI VO UEILCEl ToV
@BOPIoPO TWV ONUATWY

2. O1 ouvBnkeg uBPIBICUOU PTTOPET Va ETTNPEACTOUV dUOHEVWG OTTO TN XEON

avTIdPaACTNPIWV TIEPaV EKEIVWV TTIOU TTAPEXOVTAl fj GUOTAVOVTalI aTTd TN

Cytocell Ltd

Xpnoipotroiate éva  Pabpovounuévo BepudpeTpo yia TN PETPNON

BepUOKPATIWY JIAAUPAETWY, UDATOAOUTPWY Kal ETTWACTAPWY, KABWG oI &v

AOyw Bepuokpacieg gival KpioIung onuaciag yia Tn BEATIOTN ammédoon Tou

TIPOIOVTOG.

O1 CUYKEVTPWOEK, ol TPEG pH Kal o Beppokpacieg TTAUONG €ival ONUOVTIKES

Kabwg ol ouvenKeg XaunAng auaTnedTNTAG UTTOPET VA £XOUV WG ATTOTEAETUT

un €101k SéopeUcn Tou IXVNBETN VW O CUVONKEG UTTEPBOAIKG UWnAiG

auoTNPOTNTAG PTTOPET Va £€X0UV WG aTToTéEAECPA TNV EAEIYPN OAPATOG

H aTeAng peTouoiwaon UTTOPEi va €XEl WG OTTOTEAEO U TNV ATTWAEIO O'HOTOG

Kal N uTrEPPBOAIKA PETOUCIWON PTTOPET ETTIONG VA £XEl WG ATTOTEAETUA TN [N

€I10IKN O€TUEUDN

O umepBoAikdg UBPIBIOPOG pTTopEl va 0dnyAcel oe TIPOoBeTa 1 un

QAVAPEVOUEVO OAPATA

O1 xpoTeg Ba TTpéTel va BEATIOTOTTOIOUV TO TIPWTOKOANO YIa TA EIYHOTA TOUG

TIPIV OTTO TN XProN TNG €§€TOONG Yia Slay VWO TIKOUG OKOTTIOUG

TuxOv UTTOREATIOTEG CUVONKEG PTTOPET VO £XOUV WG OTTOTEAECHA [N EIDIKA

S€oueuan, n OTTOI PTTOPET VO TTAPEPUNVEUTEI WG OAPA IXVNOETN

w

&

o

o

~N

©

Epunveia TwvatroreAeop drwv

EKTiunon moi1érnTag avnkeuevo popwyv mMAaKwv

H avTikeiyevopdpog dev Ba TTpETTel va avaAUeTal €AV:

e Ta onuata eival TMOAU aoBevr yia va Tpayuarotroindei avaAuon oe
pepovwpéva QiIATpa. TMNa va TTPoXwPEACETE JE TNV avaAuon, Ta oruaTa Ba
TIPETTEI VA €ival QWTEIVA, SI0KPITE Kal EUKOAa agloAoyrAoiua

e Ymdpxel HeEYGAOG apIBUOG  oUOTADOTIOINUEVWV/OAANAOETTIKOAUTTTOHEVIIV

KUTTAPWV TToU €UTTOdiCouV TNV avaAuon

>50% TWV KUTTApWV dev £X0uV UBpIdoTroinbei

YTmépxel Tepioaeia ¢OOPIJOVTWY CWHATIDIWY HETAEU TwV KUTTApWYV rka

@Bopifouca axAn Tou TrpokaAei TTapePBOAEG oTa onuata. 1davikd, To

uTT6BaBPO TWV AVTIKEINEVOPOPWY Ba TTPETTEI Va QaivETAl TKOTaVO ) aUpo Ko

Kabapo

e Ta 6pia Tou KUTTAPIKOU TTUPAVA Bev gival SIOKPITA Kal Oev gival dBIKTa

KareuBuvrijpieg odnyieg yia tnv avdiuon

e  KdaBe deiypa Ba péTel va avaAUeTal Kal va epunveleTal atmmd U0 avaAutég
Tuxdév aouppwvieg Ba TPETel va emAUOVTAlI JEOW €KTIUNONG amd Tpio
avaAuTh

e KaBe avaAuTrg Ba TrpéTrel va eival KaTAAANAQ €EEIBIKEUPNEVOG OUPPWVA LE T
avayvwpiopéva eEBVIKG TTpOTUTIa

o KdBe avaAuTng Ba mpétTel va BabuoAoyei pepovwpéva 100 TTUprVEG Yia KOO
S¢eiypa. O mpwTOg avaAUTAG Ba Tpémrel va &ekiva Tnv avaAuon ammé v
aploTePN TTAEUPA TNG AVTIKEINEVOPOPOU Kal 0 DEUTEPOG AVAAUTAG OTTO TN OEGd
TTAEUpPa

o KdaBe avaAuThg Ba TTPETTEI va TEKUNPIWVEI TA OTTOTEAEOUATE TOU OE XWPOTA
EvTuTTa

e AvoAUeTe povo dABIKTOUG TIUPAVEG Kal Ol ETIKAAUTITOPEVOUS 1)
OUCOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG Tou  KOAUTITOVTOl  OTTO
KUTTOPOTTAOC HaTIKG UTTOAEippaTa ) uPnAo emtiredo auto@Bopiouol

o ATTOQEUYETE TTEPIOXEG UE TIEPIT O EIQ KUTTAPOTTAACGUOTIKWY UTTOAEIMMETUV A 1N
€I101KO UBPIdIo PO

e Hévraon Twv onudaTwy PTTopEi va TToIKIAAEL, aKOPA KOl OTNV TTEPITITWOT) EVOg
HOVO TTUPrVa. ZE& TETOIEG TTEPITITWOEIG, VA X PNOIHOTIOIETE HOVA QIATpa rka va
puBpieTe TO EOTIOKO ETTITTESO

e Y& UTTOREATIOTEG OUVOIrKEG, TO OAPATA PTTOPEi va @aivovTal didyuTta. Edv dio
orfpaTa Tou idIouU XpWHaTog BPioKovTal € ETTAPH PHETAEU TOUG, A N OTTOCTOON
METAEU TOUG dev gival peyaAUTePN ammd dUO0 TTAATN ORHATOG, ] CUVOEoVTal |E
éva axvo viua, JETPACTE Ta WG éva arua

o Eadv £xete ap@iBolieg yia To €@v éva KUTTapO PTTopEi va avaAuBei i 0y, v
TIPOXWPHOETE TNV avAAUCH TOU

Mnv TTpooueTpaTE - OI
TTUPRVEG €ival uTTEPBOAIKG
KOVTA 0 évag oToVv dAAOV yIa
ToVv KaBoplopé opiwv

Mn mrpooperpdre
AAANAOKAAUTITOHEVOUG
TTUPRVEG - Oev gival opaTh
0AGKANPN N éKTOCN Kal TWV
dUo TTUpARVWY

Mpoopuerprioarte wg dUo
KOKKIVa orjpaTta kal dUo
TpAciva cApaTa - éva atré Ta
OU0 KOKKIVA OrjaTa gival
SiaxuTo

Mpoopuerprioarte wg dUo
KOKKIVa Kal OU0 TTpdaiva
oAPaTa - TO JIGATNHA OTO éva
KOKKIVO Ofua ival JIKPOTEPO
atré Ta TAGTN U0 onudTwy

Avapevoueva atroreAéopara
Avapevopevo Quaioloyikd TIPOTUTTIO ONUATWY

2& éva QUOIOAOYIKO KUTTOPO, avauévovral dUo KOKKIva kal dUo TTpaciva Griara
(2K, 20).

Avopevopevo Un @UAI0AOYIKO TTPOTUTTO O NUATWY

e éva KUTTApOo Pe petdBean t(4;14)(p16.3;932.3), TO avouevOUEVO TIPOTUTIO
onudrwy Ba gival éva kOKkiIvo, éva TTpdovo kai SUouBpidika (1K, 111, 2Y).

MTopoUv va TpokUWouv Kal GAAa TIPOTUTTA ONUATWY O€ aveUTTAOEIDYN
100ppoTNuéva deiypaTa. ZnueIwoaTe OTI TTapoucia GAAwv avadiardgewv Tou IGH
eKTOG aTTé TN peTdBeon IGH-FGFR3, 10 Tpdoivo ofua tou IGH ptopei va
EUPAVIOTEI OIPAT PEVO.

MNvwoTnA diaoTaupoUPEV AVTISP AOTIKOTNTA
O mpdaaivog IxvnBéTng IGH ptropei va epgavioa oo TaupoUpevo URPISIoNS e Ta
15911.2 ka1 16p11.2.

Ava@opd avemOUunNTwV cupBavTwv

Edv moTevete 611 10 TTPOidV auTd Trapouciace duoAeiToupyia i uTToR&OIoN oTa
XOPOAKTNPIOTIKG aTrodoong, N oTroia evOEXETAI va CUVEBOAE O€ éva avemOUUTo
gupBav (11.x. kaBuoTepnuévn A e0@aAuévn didyvwann akatdAAnAn Beparreia), Ba
TIPETTEI VO TO AVAPEPETE AUETWGS OTOV KaTAoKeUao T (email: vigilance@ogt.com).

To cupBdv Ba TpéTrel va avapepBei kal oTnv apuddia apXA TG XWPag 0ag &v
uTtapyel. MTropeite va BpeiTe Tov KATGAOYO PE T ONUER ETTIKOIVWVIAG Yia Béuara
€TTay pUTIVNONG OTO: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

Ei18ikd xapakTnpIoTiKG atrédoong

AvaAurikn e1dikornra

H avaAuTikn €181IKOTNTA €ival TO TTOCOGTO TWV CNUAETWY TToU URPISOTTOI0UVTAI POVO
oTn owoTr Béon kal og Kayia GMn 8éon. H avaAuTikh €181KOTNTO KABOPIOTNKE e
TNV avaAuon ouvoAikd 200 B£o ewv-o1dXwVv. H avaAutikr €101KOTNTA UTTOAOYIOTNKE
wG 0 apiBudg Twv onudrwv FISH TTou uBpidomroiBnkav oTn ocwaoTrh Béon
SIQIPEPEVOG E TOV OUVOAIKS apIBUS Twv uBpIdoTToinuévwy onudTwy FISH.

Mivakag 1. AvaAutikg eidikétnta 1tou IGH/ FGFR3 Plus Translocation,
Dual Fusion Probe

KokkIvog
ForRa | 4p16.3 200 200 100
”pl‘g;‘mg 14q32.33 200 200 100

AvaAurikn evaiobnoia

H avaAuTikr euaioBnoia €ival To TTOCOOTO TWV OGIOAOYACINUWN HECOPACKUN
KUTTAPWVY HE TO AVOAPEVOPEVO TTPOTUTIO QUOIOAOYIKUWV onudTwy. H avaAurkd
€UaIoONCia KOBOPIoTNKE PE TNV AVAAUCT HEGOPACIKWY KUTTAPWY OTTO IOQOPETKA
@uololoyik@ Ociypata. H euaioBbnoia uttoAoyioTnke wg TO TTOCOCTO Twwv
a€loAOYACINWY KUTTAPWY UE TO AVOPEVOPEVO TTPOTUTIO ONUATWY (UE SIGO TN
euTMoTOOUVNG 95%).
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http://ec.europa.eu/growth/sectors/medical-devices/contacts/

Mivakag 2. AvoAutikr evaioBnoia Tou IGH/ FGFR3 Plus Translocation
Dual Fusion Probe

469 500 93,8 2

XapakTnpiouo g Twv QUAIOAOYIKWV TIWYV ATTOKOTTHS

H @uaioAoyIkA TIuA aTToKOTTAG, 0€ ox€on HE Toug IXvnBETeg FISH, eival To péyioto
TTO000TO OEIOAOYACINWY PECOPACIKWY KUTTAPWY ME €I0IKO PN PUOIOAOYKO
TPOTUTIO ONUATWY, OTO OToio éva deiypa Bewpeital @uololoyikd yia 1o
OUYKEKPIUEVO TIPOTUTTO G NUATWV.

H @uaioAoyIkn Tiur aTroKoTIAG KaBopioTnke Pe TN XPrian Sy uaTwv aTmod acBeveg
JE @uOIoAoyIKEG Kal BeTIKEG TIUEG. Mo KEBe Seiypa, KaTaypd@nkav Ta TTPOTUTI!
onudatwy 100 kuTTdpwy. O deikg Youden UTroAOYioTNKE WOTE va TIPOKUWE N TN
KaTw@Aiou yia Tnv oTroia yiveTal yeyiotomoinon EuaioBnoiag + Eidikomrag-1.

Mivakag 3. XapakTnpIiopog TwV QUAIOAOYIKWYV TIUWYV aTToKOTIAG Tou |GH/FGFR3
Plus Translocation, Dual Fusion Probe

1K, 111, 2Y 0,98 1

Ta epyacThpia TTPETTEI VA ETTIRBERAIWVOUV TIG TINEG ATTOKOTING X PNO IMOTTOIWVTAG T
BIkd Toug Sedopéva® 7.

AKkpiBeia kal avamapaywyiuornra

H okpiela amroTeAei p€TPo TNG UOIOAOYIKAG METABANTOTNTAG UIag e¢éTaong Grov
eTTavOAQUBAVETAI OPKETEG POPEG UTTO TIG idIEG ouvOnKes. AgioAoyrnonke péow mg
avAaAuang eTTavaANTITIKWYV £EETAC WV ToU idlou apIBuoU TTapTidag IXxvneETn oTo idio
Oeiypa, utto TIG idIEG oUVORKEG Kal TRV idla Nuépa.

H avamapaywyiydtnTa amoTteAei JETPO TNG PETARANTOTNTAG pIOG €€€TOONG KO
KkaBopifeTal PETAEU OJelypATWY, HPETAEU nuEPWY Kol MPETagU TrapTidwv. H
avaTopay wyINeTNTA PETAEU NUEPWV agloAoynenke pe TNV avaAuon Twy idlwv
OelyATWYV O€ TPEIG DIAPOPETIKEG NPEPES. H avaTTapaywyipdTnTta HETAgU TTapTidwv
agloAoynOnKe Pe TNV avaAuon Twv idlwv SEly UGTWY OTA OTToIa X PNCIHOTTOIRBrKav
TPEIG DIAPOPETIKOI apIBuOi IXvNBETN e pia nuépa. H avatrapay wyinomTa peroty
OelyHATWYV agloAoyABNKe pe TNV avaAUCT TPILV TTAVOUOIGTUTIWY JEly HATWYV O € piat
nuépa. Na kd&Be deiypa, karaypd@nkav TPOTUTIA onuaTwy 100 HECOPAT KUV
KUTTAPWV Kal UTTOAOYIOTNKE TO TTOCOOTO TWV KUTTAPWY HE TO QVOPEVOUEVO
TPOTUTIO ONUATWY.

H avamapaywyipétnta kai n akpifeia utroAoyioTnkav wg n Tumkh ATTOKAion
(STDEV) petagl Twv TTavopoIOTUTIWV BelyudTwy yia KEBe PeTaBANTR Kai n
ouvoAikr yéon STDEV.

Mivakag4. AvamrapaywyiyéTtnra kai ak pieia Tou IGH/FGFR3 Plus Translocation
Dual Fusion Probe

AkpiBeia 0,0
MeTagu derypaTwv 0,0
MeTagu nuepwv 0,0
MeTagu aptidwv 0,0
2 uvoAIKr atmokAion 0,0

KAivikn) amédoon

H kAviki omédoon kaBopioTnke BACEl AVTITTIPOCWTTEUTIKOU OeiyHOTOG TOU
TANBuC PoU yia Tov oTToio TTPoopPIgeTal TO TTPOIGV. Mo KAEBE deiy ua, Katay paenkav
1o TPOTUTIA onuaTwy 2100 PECOPACIKWY KUTTApwV. [payuaToTrointnke
TTPOCGBIOPIGHAG GUCIOAOYIKWV/UN PUOIOAOY KWV SESOUEVWV HECW OUYKPIONG ToU
TT0000TOU TWV KUTTAPWY UE TO OUYKEKPIPEVO UN QUOIOAOYIKO TTPOTUTIO ONATWV
Kal TNG QUOIOAOYIKAG TIWAG OTIOKOTIAG. XTn OUVEXEID, TA OTTOTEAEC paTa
OUYKPIBNKav PE TN YVWOTH KOTAoTao n Tou deiy JaTog.

Ta amroTeAéopaTa TwV KAVIKWV 8edopévwy avaAidnkav yia va TTpoKUWOoUV Ol TIEG
euaioBnoiag, €10IKATNTAG KAl OTTOKOTIAG, ME TN XPAON MIOG HovodIdoTamg
TTPooéyyiong.

Mivakag 5. KAivikf amédoon T1ou IGH/FGFR3 Plus _ Translocation
Dual Fusion Probe

KAvikr euaioBnaia (Troooatéd aAnBwg BeTikwy, TPR) 98,5%
KAIvIkr) euaioBnaia (TroooaT6 aAnbuwg apvnmikwy, TNR) 100%
MooooT6 weudwg BeTikwv (FPR) =1 — EIdikéTNTO 0%

Npo6oBeTeg TTAN PO PoOpieg

Mo Tp6oBeTEG TTANPOPOPIES, ETTIKOIVWVACTE YE TO TPAPa TeXVIKAG YTTOOTPIENS
ng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTOTrOG: WWW.0gt.com

BiBAioypa@ikégavapopég
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03dnyog cupBoAwv

REF el: ApiIBubg kataAdyou

el: In vitro d1ayvwaoTIKO 10TPOTEXVOAOYIKO

VD
TPOidV

LoT el: ApIBudg TapTidag

el: ZupBouAeuTeite TIG 0ONYiEg XpProNG

M el: KataokeuaoTrig

g el: Huepopnvia Aféng
-15°C
/ﬂ/ el: Opio Beppokpaaiog
°C

el: Na diatnpeital pakpid a1ré 10 NAIOKS QWG

el: MNepiéxel eTapkn TTO0OGTATA YIa <n>
egeTaoeg

CONT el: Mepiexdpeva

AITAGpaTa EUPECITEXVIOG KAl EUTTOPIKA O HoTOl
To CytoCell eival eptropikd orjua Tng Cytocell Ltd.

Cytocell Ltd.

Oxford Gene Technology,
418 Cambridge Science Park,
Milton Road,

Cambridge, CB4 0PZ, UK
TnA.: +44(0)1223 294048
dag: +44(0)1223 294986
Email: probes@cytocell.com
loTéToTog: www.ogt.com
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