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MNepropiopoi

To TTpoidV auTo £X€1 OXEDIOTTEI YIA Va aviXveUd avadiaTtdgelg pe onueia diGo Trong
OTNV TTEPIOYT) TTOU KAAUTITETAI ATTO TOUG KOKKIVOUG Kal TIPAC IVOUG KAWVOUG O€ Ut
TO O€T IXVNOETWY, n otroia TrepIAapBavel Tig TrepIoXEG Twv MYC kai IGH. Znpusa
diIGoTTaong Tou  PBpiokovTal €KTOG TNG €V AOyw TTEPIOXNAG 1 TTapaAAayég
avadIaTAgewV TToU TTEPIEXOVTAI £§ OAOKAAPOU O€ QUTHA TNV TTEPIOX T MTTOPEI Va pnv
gival aviXveUoIua ue autod TO TTPOIOV.

H e&éraon Oev TIpoopileTal yia: XpAON WG MEPOVWHEVOG dlayVWOTKEG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUNTITWHATIKO €Aeyxo Bdoel TAnBuopou, e&éroon
KOvT@ oTov aoBevh | autoegétaan. To TTPoidv autd TrpoopifeTal pévo yia
€TTAYYEAUATIKA XPron eviog Tou epyactnpiou. OAa Ta atmoTeAéopaTa TTPETTE va
gpunvevovTal amd KatdAANAa eEEIBIKEUPEVO TTIPOOWTTIKO AauBaVOpEVWY UTTéYN
GAAWV OXETIKWY OTTOTEAEC PATWYV ECETAT EWV .

To TIPOidv auTo dev €xel ETMKUPWOET yia XpAon o€ TUTTOUG dElyUATWV 1) TUTIOUG
acBevelwV TEPAV KEVWV TTOU kaBopifovral oV TIPOBAETTOPEVN XPAON.

Katd 1nv avagopd kai epunveia Twy atmoTeAeopdtwy FISH, Ba rpérel va Tnpodvia
TO ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG Kal va AauBavovTal uttown GAAEG KAIVIKEG
Kai d1ay vwaoTIKEG TTANpo@opieg. AuTS TO KIT TIPOOPIGETAI YIa X PAON WG OUUTTAR pwa
o€ AAAEG Dlay VWOTIKEG EPYOO TNPIOKEG ECETATEIG Kal OEV B TTIPETTEN VA EEKIVAEI KORIO
BepatreuTikn evépyeia pévo Baoa Tou amoTeAéoparog FISH.

H un tApnon Tou TTPWTOKOAAOU eVOEXETAI VA ETTNPEACEI TNV ATTODOCN KOl VO
odnynoel o€ Yeudwg BETIKG/apvnTIKG aTToTEAéopaTa.

AuTS TO KIT OEV EXEl ETTIKUPWOE yia GAAOUG oKOTIOUG TTEPAV TNG KaBopIo Pévng
TPOBAETIOHEVNG XPNIONG.

MpoBAemépevn xprion

To CytoCell IGH/cMYC (MYC) Plus Translocation, Dual Fusion Probe €ivai pa
TIOIOTIKH, YN autopaToTroinuévn, e&étaon @Bopifovrog in situ uBpIdiopol (FISH)
TTOU XPNOIUOTIOIEITAI VIO TV QVIXVEUTT) XPWHOOWHIKWY avadIaTagEwy PETOE) TG
TeploXng 8q924.21 Tou Xpwpoowpuatog 8 kKai Tng TEPIoXng 14932.3 Tou
XPwpoowuarog 14 o€ povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ogkd oty
3:1) KUTTOPIKG EVOIWPAMATA QIMOTOAOYIKAG TTPOEAEUONG aTO  aoBeveig pe
empBeRaiwpévn ) MOavoAoyoupevn B Aep@oitrepTrAaaTikr vooo.

Ev&eieig

To TTPOidV auTov €ival oXEDIOOPEVO WG CUNTIANPWHATIKG 0€ GAAEG KAIVIKES KO
10TOTTaB0A0Y IKEG ECETATEIG O€ avayvwpIopéva JovoTTaTia didyvwong kal KAIVIKAG
@povTidag, 6TTOU N yvwon Tng Umapéng Tng peTddeong IGH-MYC Ba Atov
ONUAVTIKA YIQ TNV KANIKF QVTIMETWTTION.

Apxég Tng &éTaong

O ¢Bopidwv in situuBpidiopdg (FISH) gival pia TeKVIKN TTOU ETTITEETTEI TNV AViXVEUOT
aAAnAouyiwv DNA o€ peTagaoikd X pwHoo WHATA ) O € JECOPACIKOUG TTUPAVES aTTd
HOVIMOTIOINUEVA KUTTOPOYEVETIKG Ogiy pata. H TEXVIKA auTr XPNOIUOTTOIE 1KV NBETeg
DNA trou uBpidoTroloUvTal g€ OAGKANPA X PWHOCWHATA i HEHOVWHEVEG MOV ADKEG
aAAnAouyieg kal XpnoIPelel WG £va oNUAVTKO OUMTTAAPWHA O TNV KUTTOPOYEVETKA
avaAuan pe G-gwvwan. Autr n TEXVIKA UTTOPEI TTAEOV VA EQAPUOCTET WG Eva
onUavTIKG €pEUVNTIKO EPYOAEI0 OTA TTAQICIA TIPOYEVVNTIKWY KOl QIUATOAOY KUV
avaAUoEwV, KOBWG KAl XPWHOCWHIKWY avaAUoewy CUPTIay wv OyKwv. Merd m
govipoTtroinan kai Tn petouaiwon, 1o DNA-ot1éx06 €ival diabéoipo yia avadidrogn

o€ évav TTapopoIa HETOUCIWHEVO, PBopidovia anuac pévo 1xvneém DNA, o otroog
£€xel gUPTTANpwaTikh aAAnlouxia. Merd Tov uBPIBIOUO, YivVETal aQAipETN ToU N
deapeupévou Kar un €181KE deapeupévou 1xvnB£m DNA kai To DNA uttoBdAAeta o
avTixpwon yia ameikovion. ZTn OUVEXEId, N HIKpookoTTia @Bopiopuol KabioTtd
duvaTH TNV ATTEIKOVION TOU UBPISOTTOINUEVOU IXVNBETN OTO UAIKS-OTOXO.

MAnpo@opiegyia Tov IXvnOéTn

H petdBeon t(8;14)(q24;932) pe ouppeToxn Tou yovidiou IGH (immunoglobuln
heavy locus) oTnv mepioxf 14932.33 kal Tou oykoyovidiou MYC (MYC proto-
oncogene, bHLH transcription factor) otnv Tepioxy 8924 atmoteAei i
avayvwpIopévn ETTaveEPPavi(OPeVn avwuaNia TTou atavTdaral ouxvd o€ oo Beveg
JE KakoRBeIa Twv B KUTTapwv.

O1 avadiatageig IGH-MYC avixvevovtar oe To000TO €wg Kai 85% Twv
TEQIMTWO WV Aeu@wpartog Burkitt o didyvwon®. ATravTivTal £Triong oTo SidKuto
amé peydAa B kUTTapa Aégpwua (AMBKA)? 1o TIOAAGTTAG LUEAWHG Kal TO
TAGO PABAGOTIKO Aéppwpa™,

¢ o avadidragn IGH-MYC Ta onueia 810 TTa0NG TNG HETABEONG O TO X PWHOCWHA
14 GUYKEVIPWVOVTOl C€ PO JIKPF TTEPIOKH 5' WG TIPOG TOV IVTPOVIKO EVIOKUTH TNG
Bapiag aAucidag avoooo@aIpIVY, EVW Ta onuEia diGoTTacng oTo Xpwudowua 8
pTopoUv va evTiomaTouv TrepicaoTepo atmd 340kb avavtn tou MYC, xwpig
TIPOTIUNGN WG TIPOG Tov TOTTO®. H WeTdBean pépvel To MYC o€ piIKpR oTTéoToon
atmd Tov evioXuTr) Tou IGH kai TpokaAei avgnon Tng puBuiong Tou MYC. H
UTTEPEKPPACN TOU PETAYPAPIKOU TIOPAyovTa TIPOwBEl Tn yovIBIoKr evigxuon,
TIPOKOAWVTAG AVEEEAEYKTO KUTTOPIKG TIOAATTAQOIO0 MG®.

Mpodiaypa@ég IxvnBeTWV

cMYC, 8g24.21, Kékkivog
IGH, 14932.33, Npaovog
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To T1poiév IGH/cMYC Plus atoteAsiTal atmd 1xvnBETeg, onPac pévoug TTPAc voug
KOVT@ 01O ZT00ePd Kal evTdg Tou MeTaBAnToU Turparog Tou yovidiou IGH, ka
IXvNB£Teg cMYC, onuac puévoug KOKkIvoug. To peiypa ixvnBeTwv cMYC amroTehea
atrod évav 1xvnBéTn 220kb kevipopepikd Tou yovidiou cMYC (MYC) kai évav deutepo
IXVNBETN TToU KaAUTITEl TNV TEpIox 186kb TeAopepikd Tou yovidiou cMYC, trou
TrepIAapBavel Tov deikTn D8S1644.

Mapexépeva uAIka

Ixvn@érng: 50 pl avd @iaAidio (5 egeTaaelg) A 100 pl avda @ioAidio (10 egeTdoeg)
O1 1XxvNnBETEG TTapEXOVTal TTPOAVAUEUN PEVOl O€ DIGAUPA UBPIBIOUOU (Popuapido,
Beikn 8e§Tpavn, aharolxo didAupa-KITpIkS vaTpio (SSC)) kal gival £TOIHOI TTPOG
xenon.

Avrixpwan: 150 pl avd @iaAidio (15 e€eTdoelg)
H avtixpwon eivai DAPI antifade (ES: 0,125 ug/ml DAPI (4,6-Si0uidivo-2-
@aIVUAIVOOAN)).

Mpoe&iSoTroinoeigKal TP o@UuAdgelg

1. Tiainvitro diayvwaTIkr Xprion. ATTOKAEIGTIKG yia £TTay Y EAJATIKA XPron.

2. Nagopdre yavTia katd Tov XeIpIopo 1xvnBetwv DNA kai avTixpwong DAPL

3. Ta piypata Twv IXVNOETWYV TIEPIEXOUV QOPPANiIOIO, TO OTI0IO Eival TEPATOYOVO.
Mnv avamvéete avaBupIGoEIG Kal ammoQUYETE TNV ETTAQH pE TO dEpHaL
ATQITEITOI TIPOT EKTIKOG XEIPITHOG. Na popdTe yavTIa Kal EpyaaTnplakh TTodid

4. To DAPI gival duvnTikd KapKIvoy&vo. ATTQITEITOI TIPOC EKTIKOG XEIPIOUOG Na
POPATE YAVTIO KOl EPYOOCTNPIOKK) TTODIA.

5. ATtoppiTreTe OAa Ta €TMKiIVOUVA UNKG OUU@VA PE TIG KOTEUBUVTPIEG 0dNyieg
TOU 1I5pUPaTOG Gag yia TNV atréppiyn eTTIKiVOUVWY aTTOBARTWV.

6. O1XeIPIOTEG TIPETTEI VA £XOUV TNV IKAVOTNTA Va SIAKPIVOUV TO KOKKIVO, TO UTTAE
Kl TO TIPACIVO XPWHA.

7. H upn TApnOn TOoU TTEPIYPAPOPEVOU TTPWTOKOAAOU TwV avTIOPAC TNV

DS227/CE-elv006.00/2020-12-01 (H029 v3 /HO78 v2)
2eAida 1 amo 4



EVOEXETAI VO €TTNPEAOOUV TNV aTTOd0CTN Kal va odnyroouv o€ Weudug
BeTIKE/ apvNTIKG aTTOTEAEO POTAL.

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

9. H pn xprion 10pl 1xvnBETN 0TO OTAdIO TOU TIPWTOKOAAOU TIpIV aTTd ™
HETOUTTWO N EVOEXETAI VO ETTNPEACEI TNV ATTOBOON KaI Va 08Ny O €l OE WeUdUWG
BeTIK&/apvNTIKG aTTOTEAE O pOTA.

AtroBnkeuon Kai XeIpIGUOG
To kit Ba TTpéTTEl va atroBnkeleTal o€ Beppokpaaia atmod 25 °C
-15°C  éwg Kai-15 °C o€ KaTayUuKTn PéXPI TRV NUEPONVia ARgng Tou
J/ avaypa@eTal aTNV ETIKETA TOU KIT. Ta @IaAidia IxvnOeTWY Ka
-25°C avTiXPWo NG TIPETTEI VA ATTOBNKEUOVTAI O € TKOTEIVO XWPO.

O 1xvnBETng TTapapével oTaBepdS KB OAn Tn dIGPKEID TV
KUKAWV yugng/amoéyuéng Trou Trpay JaToTroloUvTal GTO TTACIcIo
\II/ NG QUOIOAOYIKAS XPAONS (Evag KUKAOG QvTIOTOIKEI OV
/ ~_ 0aipean ToU IXVNOETN aTT6 TOV KATAWUKTN KAl TNV €K VEOU
/ TOTTOBETNONA TOU O€ AUTOV) KOl Eival QWTOOTABEPOG YIa EWG KOl
A\ 48 WPEG PETA TNV €KBECT] TOU OE OUVBAKEG OUVEXOUG PWTIGHOU.
. Mpémel va kataBaAAeTal kGBe duvarr TTPooTABEId WATE N
¢ékBeon o€ PeTOROAAOpEVEG OUVONAKEG QWTIOHOU  Kal

Beppokpaciag va TepiopieTal 0TO EAGXIOTO.

EgotrAiop6gKal UAIKA TTou aTrauroUvTal aAAd Sev TrapéxovTal

Mpétel va xpnaoiyoTroleital BaBpovounpévog eEOoTTAIONOG:

1. Oepun TAGKa (pe oTEPEN TTAGK A Kal dIdTagn akpIBoug eA€yxou Beppok paoiog
£€wg ka1 80 °C)

2. BoBpovounuéveg pIKpomméTeG HETABANTOU Gykou kal pUyxn, ammd 1 pl éwg
200 pl

3. YdaréAoutpo pe didragn akpiBoug eAéyxou Bepuokpaaiag otoug 37 °C ka
oToug72°C

4. ZwAAveG pikpopuyokévipiong (0,5 ml)

5. MikpookoTmo @Bopiopol (avatpé€te otnv evdéTnTa «XUOTACH yiad TO
HIKPOOKOTTIO PBOPIC HOU»)

6. MikpookoTio avTtiBeong pacewyv

7. KoBopd TAAoTIKA, KEPAWIKA 1) BepuoavOekTIKG yudhiva doy sia Coplin

8. AaBida

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

10. MepiékTng uypaaciag

11. ®akdg PIKpooKoTriou OopIopod KaTadUTIKOG o€ AGDI

12. PuyodKeVTPOG TIAYKOU £pYaciag

13. AVTIKEINEVOPOPO HIKPOOKOTTIOU

14. KaAumTpideg 24 x 24 mm

15. XpovoueTpo

16. EmmwaoThpag 37 °C

17. KoOAAa pe diGAupa eEAaoTIKOU

18. Miktng epIdivnang

19. AioBaBpiopévol KUAIvEpol

20. Mayvntikég avadeutipag

21. BoBpovounuévo BepuduEeTpO

MpoaipeTikdg e§OTTAICHO6G TTOU Bev TTapEXETA
1. Kuttapoyevenkog BaAapog EApavong

AvTISpaoThpla TTou arrairouvTal aAAd Sev TrapéxovTal

1. AidAupa ahatouyou diaAUpaTtog-KITpikou varpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpo&eidio Tou vatpiou 1M (NaOH)

YdpoxAwpiké ogu 1M (HCI)

Ammioviopévo vepo

o0k wn

Z0oTaOoN YId TO HIKPOOKOTNO (pBopIcHOU

Xpnoipotroieite Adutra udpapyUpou 100 watt i 100d0vaun Kai €TmiTEdOUG
ATTOXPWUATIKOUG AVTIKEIPEVIKOUG QaKOUG KaTaduTIKOUG oe AGDI pe peyEBuvon
60/63x n 100x yia BéATIoTn ameikovion. O @Bopidouceg ouoieg TTou
XPNOIKMOTIOIOUVTAI G€ QUTO TO OETIXVNPETWYV Ba dieyepBoUV Kal Ba eKTTEUWOWV aTa
akéAouBa prikn KUPATOG:

Mpdoivo 495 521
[ KOKKIvo [ 596 | 615 |

BeBaiwBeite 0TI 0TO PIKPOOKOTIO €X0ouv TOTTOBETNOEI Ta KATAAANAQ QiATpal
OI£yEPANG KAl EKTTOUTIAG, TO OTTOIO KAAUTITOUV Ta PAKN KUPOTOG TTOU AV a@épovTal
Tapamdvw. XpnolpotoifoTe @iATpo diEAeuong TPIMTARG Juwvng DAPI/mpdovou
PAOPOTOG/KOKKIVOU PAopaTog i @iATpo BiEAeuong JITTARG Cwvng TIPACIvou
PAOPOTOG/KOKKIVOU (PAO HaTOG Yia BEATIOTN TAUTEX POVN ATTEIKOVION TWV TTPACNWY
Kal KOKKIVWYV @BOPIOVTWV OUGCIWV.

EAéy&re TO pIKpookoTTIo @BopIoPoU TIPIV aTd TN XPAON Yia va dlac gaAioere 6m
Aermoupyei cwaoTd. XpnoipotroioTe AGd kataduong Tou  evOeikvuTal Yia
MIKPOOKOTTiIO POOPIoUOU Kal £XEl TTOPOOKEUOOTEN yia XOUNASG auTo@BopIGuO.
AmopUyeTe TnVv avauign Tou DAPI Antifade pe Aad1 kaTaduong pikpookartiou, ST
KATI TéTOI0 B KOAUWEI Ta orjpaTa. TNPACTE TIG GUCTACEIG TOU KOTAOKEUAT T dooV
ag@opd Tn dIdpKEIa (NG TNG AGUTTAG Kal TNV NAIKIa TwV GIATPWV.

MNpoeroiyacia de1yparwv
To KIT €1 OXEDIOOTE YIO XPAON OE KUTTOPIKA EVAIWPAUATA QIOTOAOYIK TG TTPOEAEUONG

TTou éxouv poviporroinBei oe didAupa Carnoy (ueBavoAyolkd ogu 3:1) Ka &owv
TIPOETOIYOOTE CUMPWVA PE TIG KATEUBUVTHPIEGODNYiES TOU EpyaTTNPiou f Tou IBPUaTOG,
MpoeTopaoTe deiy PaTa TTOU £XOWV UTTOOTE ENPAVON PE OEPA TE QVTIKEIPEVOPOPOUG
HIKPOOKOTTIOU OUU@WVA PE TiG TUTNKEG KUTTAPOYEVETKEG Dladikaoieg. To eyxepido AGT
Cytogenetics Laboratory Manual Trepiéxe ouoTAoeig yia T o UMoyr, KaANiépyaa ka
HETAPOPE SENUATWY, KABWG KOl YIa TNV TTPOETOIACIT TWV AVT IKEMEVOPOPUV TAGKGV.

Mpoeroiyaacia diaAUpdaTWY

AiaAvuara ail@avéAng

ApaiwaTe aiBavodn 100% pe atmoviopévo vepo e BAan TIG aKOAOUBEG avaAoy ieg Kot
avapigTE KOAA:

e AIBavoAn 70% - 7 pépnaiBavoAng 100% o€ 3 pépn amoviopévou vepou.

e AiBavoin 85% - 8,5 pépnaiBavoing 100% o€ 1,5 pépn atmoviopévou vepou.
ATT0BnNKeUOTE Ta SIOAUPOTA Yia €wg Kal 6 pAveg o€ Beppokpacia dwyartiou oe
OEPOCTEY N TIEPKEKTN,

AidAuvpa 2xSSC

ApaiwoTe 1 pépog daAlpaTog 20xSSC pe 9 pépn aTTIoVIOPEVOU VEPOU KOl QVAIETE
KaAd. EAEy&re Tnv Tipr pH kai puBpioTe ag pH 7,0 xpnooTrolvv tag NaOH ry HCI, kard
TePITTWATN. ATToBnkeuoTe To didAupa yia £wg Kal 4 eRdouddeg oe Beppokpooia
OwUaTIOU O€ AEPOCTEYH TTEPIEKTN.

AidAuvpa 0,4xSSC

ApaiwaTe 1 pépog diaAUpaTtog 20xSSC pe 49 pépn ATToVIo EVOU VEPOU Kal v apicTe
KaAG. EAEy&re Tnv TipA pH kai puBpiote og pH 7,0 xpnoipoTroluvtag NaOH i HCI, kard
TTePITTWAN. AtToBnkeuoTe To didAupa yia £éwg Kal 4 eRdouddeg oe Beppokpooia
OWUOTIOU O€ agPOOTEYT TTEPIEKTN.

2xSSC, AidgAupa Tween-200,05%

ApaiwoTe 1 pépog dilaAlpaTog 20xSSC e 9 pépn ammoviopévou vepou. MNpoobéote 5
pl Tween-20 ava 10 ml kai avapigre kaAd. EAEyETe Tnv Tipr pH kai puBpioTe o€ pH 7,0
xpnoipomoiwvrag NaOH A HCI, katd mrepitriwon. ATroBnkelote 10 JdAUKD yia §wg
Kal 4 eBdopadeg o€ Beppokpacia dwUATIOU O AEPOOTEYH TTEPIEKTN.

NpwTt6koMo FISH
(Znpeiwon: BeBaiweeite 4TI €kBeomn Tou IXVNPETN KaI TG AVTIXPWONG O TA GUITA TOU
£pYaOTNPIOU ival TITAVTA TTEPIOPICHEVN).

lNpoeToipacia avnkelevopopou

1. TomoBeTACGTE pIa KNAIGA AT TO KUTTAPIKG BEiYUQ OE ia YUGAIVIN OVTIKEIIEVOPOPO
HiIkpookoTriou. AQriaTe T va aTeyvuoe. (MpoaipeTIKA, EGV XP N O1HOTTOIETE
KUTTOPOYEVETKO BdAapo §Rpavong: n ToTTo0ETNON TOU OEiyHATOG OTG
QAVTIKEINEVOPOPOUG Ba TIPETTEI VO YIVETOI LIE T X PO KUTTOPOYEVETIKOU BaAduou
Enpavang. O BaAapog TTPETTEl va Aemoupyei o€ Bepuokpaaia Trepitrou 25 °C ka
uypaoia 50% yia Tn BEATIOTN Afyn KuTTapKOoU deiypatog. Edv dev utrdpyxea
S100£01p0G  KUTTOPOYEVETIKOG BdAauog Enpavang, XPNOIMOTIOICTE évav
aTTay WY O WG EVOMOKTIKH).

1. BuBioTe Tnv avTikepevopopo o€ diGAupa 2xSSC yia 2 AeTrTd o€ Beppokpooia
dwpaTiou Xwpig avakivnon.

2. AQudatwoTe 0€ BIAPOPETIKG TTOg0aTd aIBavoAng (70%, 85% kai 100%),
01000XIK @, TO KaBéva yia 2 AeTITd O € Bgppokpacia dwuaTtiou.

3. AQNOTE TN VO OTEYWWOEL.

Mpiv a6 Tn perouoiwon

5.  AQaipéoTe TOV IXVNBET OTTO TOV KATAWUKT KOl aproTe TOV va Beppavele oe
Bepuokpacia dwpaTtiou. EKTeEAé0TE GUVTONN QUYOKEVTPION TTPIV OTTO TN XEAON.

6. BeBaiwbeite 611 TO didAupa 1xvnOETN £X€I avapixBei opoidpopea We TN XPAon
TITTETOG.

7. AgaipéoTe 10 W IXxvnBET yia KAOE £EETOON KAl UETOPEPETE TO OE £V GWAVA
HIKpO@UYOKEVTPIONG. ToTroBeTOTE Ypriyopa §avd Tov uttéAoITTo Ixvneém atov
KaTawukTn.

8. TomoBeTAOTE TOV IXVNOET KOl TNV QVTIKEINEVOPOPO deiyUaTog o€ pia Bepun
TAGKa pe Beppokpacia 37 °C (+/- 1 °C) yia 5 AeTTTd y i TIpoBéppavan.

9. TomoBeroTe 10 pl piypaTog 1xvnBETN OTO KUTTAPIKG HiyHa KOl EQAPUOOTE ik
KOAUTITPIOO TIPOCEKTKA. ZPpayioTe Ye KOMA e SIGAUPa EAAOTKOU Kal OproTE
TN VO OTEYWWOEIEVTEAWG.

Merouoiwon
10. MeTouolwoTe TO deiypa Kal Tov IXvnBETN TauTOxpOova Beppaivoviog Ty
QAVTIKEINEVOPOPO O€ pia Bepury TTAdKka aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBp1d10u6s
11. TomoBeTACTE TNV QVTIKEIUEVOPOPO OE £VaV UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpaacia 37 °C (+- 1 °C) yia pyia 0AGkAnpn vixra.

IMAUoeIg perd Tov uBpISIouo

12. Agaipéote 10 DAPI amd Tov KOTOWUKTN KOl a@oTe To va BepuavBs oe
Bepuokpacia dwpatiou.

13. A@aipéaTe Tnv KOAUTITPIOO KOl OAA T UTTOAEiOTa KOANAG TTPOOEKTKG.

14. BuBioTe TnVv avTKepevopopo o€ didhupa 0,4xSSC (pH 7,0) o€ Bepuokpaoia 72
°C (+/- 1 °C)yia 2 AeTITé X wpig avakivnon.

15. AmrooTpayyioTe Tnv avrikapevo@dpo Kai BubioTe Tn oe diihupa 2xSSC, 0,05%
Tween-20 ot Beppokpaacia dwpatiou (pH 7,0) yia 30 deuTepAemTa Xwpig
avakivnon.

16. AmrooTpayyioTe TNV avTikepevo@opo Kal TorrobetmoTe 10 pyl DAPI antifade oe
K@&Oe Seiypa.

17. KaAUyTte TN pe pia KOAUTITPIOO, a@aIpéoTe TUXOV PUOOAIDEG Kal Trepipévere 10
AETITA PéEX PI VA avaTTTuy Bei TO X PWHUA OTO OKOTAD!I.

18. MapaTnproTe O€ HIKPOOKOTTIO POOPIGUOU (AVaTPEETE TNV EVOTNTA ZUCTAON VIO
TO HIKPOOKOTTIO (pBopIoHOU).

ZTa0EP O TNTA ETOIPMWV OAVTIKEIM EVO POPWV TTACKWV

O1 £€T101PEG QVTIKEINEVOPOPOI PTTOPOUV va avoAuBolv €wg Kal 1 pAva petTa edv
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QATTOBNKEUTOUV OE GKOTEIVO XWPO O BepUOK pacia dwHaTiou 1 XaunAdTEPN.

ZuoTdoeig yia Tn diadikaoia

1. H 6éppavonn wpidavaon Twv avTIKEIUEVOQPOPWY UTTOPEI VA LEIWOEI TOV GBoPoUd
TWV ONUETWY

2. O1 ouvOrkeg UBPISIOPOU PTTOPET Va ETTNPEACTOUV QU UEVWIG OTTO TN XPrAon

avTIdpac mpiwv TrEpav ekeivwv TTou TTapéxovral i cuaTrvovTal atroé Tn Cytocel

Ltd

XpnaoiyoTroinaTe éva Babuovounuévo BepUOUETPO Yia TN PETPNO N BEPPOK PATILV

SICAUPATWY, UBATOAOUTPWY Kal ETTWACTPWY, KABWG oI eV AGyw BepoK pooieg

eival Kpio1ung onpaaciag yio Tn BEATIOTN aTTéd00N TOU TTPOIBVTOG.

O1 ouyKEVTPWOEIG, oI TIHEG pH Kal o1 Beppokpacieg TTAUONG €ivVal GNUOVTKEG

KaBWG o1 GUVBNKESG XAUNAAG QUO TNPATNTAG PTTOPET VA EXOUV WG OTTOTEAETA [N

€IdIkfy Oéopeuon Tou IXvnOETN evwy o1 OuvOnkeg UTTEPBOAIKG uywnAig

auoTNPOTNTAG UTTOPE VA £XOUV WG ATTOTEAEOUA TNV EMEIYPN OATOG

H ateAng peTouoiwaon PTTopE Vaéxel WG aTTOTEAEGUA TNV ATIWAEIQ OHATOS KAl

N UTTEPPBOAIKF HETOUTTWO N UTTOPET ETHIONG VA €XEI WG OTIOTEAEGUA T W €10KN

Séopeuon

O uTtepPBOAIKOG UBPBIOHOG UTTOPEiI VA 08nyAo el o€ TIPGCBETA T N AV apevopeva

onuara

O1 xpNnoTeg Ba el va BEATIOTOTTOIOUV TO TIPWTOKOAAO YIa Tar delyard Toug

TIPIV OTTO TN XPAO N TNG EEETAONG Y I 1YV WO TIKOUG OKOTTOUG

TuxOv UTTOREATIOTEG OUVEONKEG PTTOPET VA €XOUV WG OTTOTEAEC O Un €10KA

O UEUDT, N OTTOIO UTTOPE! VO TTAPEPUNVEUTET WG OTUa IXVNBET

w

&

o

o

~N

©

EpHNVEia TWV OTTOTEAECPATWV

EKTipnon moiémrag aviKeINevo@opwV MAAKWY

H avTikeiuevopdpog dev Ba TIPETTE! va avaAUETaI EQV:

e  Taonuata gival TTOAU aoBevi yia va TTpaypaToTTon0ei avaAUOn OE JEUOVUIEVT
@iATpa. Mo va TTpoXwEOETE PE TNV avaAuaon, Ta arpaTa Ba TIPETTEl va eval
PwTEIVd, dlokpmd Kal eUKOAX aglohoyroipa

e Ymdpxel PeyGAog apiBUdG  ouUOTAdOTTIOINPEVWV/ GANAOCETTIK CAUTTT SpEVUV
KUTTAPWV TToU eUTTOdIgouv TV avaiuon
>50% TwVv KUTTApWV dev Exouv uPpIdoTTOINOE
YTmépyel Tepioaeia @BoPIfOVTWY CWHATIdIWV PETAEU Twv KUTTApWV f/ka
@Bopiouca axAr TTou TTpokaAei TTapePBOAEG oTa o AaTA. IdavIKd, TO UTIBRBPO
TWV QVTIKEINEVOPOPWY B TTPETTEN VO paiveTal OKOTEIVO i} JaUpo Kal KaBapd

e TadpiaTou KUTTAPKOU TTUprva dev eival dlakpmd kai dev gival dBikTa

Kareubuvrnpieg odnyieg yia mvavdiuon

o  KdBe deiypa Ba mpéTel va avaAlUeTal kal va epunveveral atmd dUo avaAurég
Tuxév acuP@wVieg Ba TTPETTEl va eTIAUOVTON HEC W EKTINO NG OTTO TPITO avoAuTh

e KdaBe avaAuThg Ba TTpéTrel va gival KOTAA AT EEISIKEUIEVOG OUPPUVA E TO
avayvwpiopéva eBVIKG TTPOTUTIA

e  KdBe avaAuTng Ba Trpémel va Babpoloyei pepovwpéva 100 TTuprveg yia K6Be
Seiypa. O TpwTog avaAuTAG Ba TIPETE! va EeIvATNY avaAuon arrd Trv apioTepr
TIAEUPA TNG AVTKEMEVOPBPOU Kal 0 DEUTEPOG AVAAUTHG aTTd Tn degi TTAEUPd

o KdaBe avaAuThg Ba TIPETTEI VA TEKUNPIWVEI TA OTTOTEAEOUATE TOU O€ XWPOTA
EVTuTIa

e AvaAUeTe HOVO GBIKTOUG TTUPAVEG KOl OX1 ETTIKAAUTITOPEVOUG i G UC GWPEU EVOUG
TIUPAVEG f TTUPAVEG TTOU KAAUTITOVTAI ATTG KUTTAPOTTAAOUATIKG UTTOAEpoTa 1y
uynAo eTritredo auTopBopIopoU

o ATIOQEUYETE TTEPIOKEG UE TIEPICOEIN KUTTAPOTTAQOUOTIKWY UTTOAEIUMGTUY A 1N
€I101KO6 UBPIBIo PO

e H évraon Twv onudrwy pTrops va TToIKIAAEL, aKkOUa Kol OTNV TTEQITITWON VoG
HOVO TTUPrVa. ZE€ TETOIEG TIEPMTTWOEG, VO XPNOIMOTIEITE Hova QiATpa rykar va
puBpideTe To eaTIOK O ETTITTESO

e Y& UTTOREATIOTEG OUVBNKEG, T OAUAT PTTOPEi va paivovTtal didyuTa. Edv dio
ofuata Tou idlou XpuwuaTog BpiokovTal oe eTagr PeTagy Toug, A n amdéoToon
METAEU TOUG Bev gival peyaAUTepn atrd U0 TTAGTN oAATog, ) cuvdéovTa LE éva
axvo vipa, HETPACTE Ta WG éva arua

o Edv éxete ap@iBoAieg yia To €v éva kKUTTApO PTTopEi va avaAuBe fi oI, pnv
TIPOXWPAOETECTV OVAAUCH TOU

Mnv TTpoouETPATE - OI
TTUPRVEG €ival UTTEPBOAIKG
KOVTQA 0 évag OTOV GAAOV IO
ToV KaBopIioud opiwv

Mn mrpooperpdre
AaAANAOKAAUTITOHEVOUG
TTUPRVEG - Bev gival opaTn
0AGKANPN N éKTOCN KAl TWV
duUo TTUpARvwv

Mpoopuerprioarte wg dUo
KOKKIVa orfjpaTta Kal dUo
TPAcoIiva oAPATA - éva aTréd Ta
U0 KOKKIVA OrjuaTa gival
SiaxuTo

Mpoouerprioarte wg dUo
KOKKIVa Kal OU0 TTpdciva
onuaTa - To dIGGTNHA OTO £va
KOKKIVO Ofua gival JIKPpOTEPO
atré Ta TAGTN dUo onudTwv

Avapevoueva atroreAéopara
Avapevopevo QuUCIoAoYIKO TTIPOTUTIO ONUAETWY

& éva @UOIOAOYIKO KUTTOPO, avauévovral dUo KOKKIva kal dUo TTpdoiva Ghuara
(2K, 20).

Avapevouevo un @UAI0AOYIKO TIPOTUTTO O NUATWY

e éva kUTTOpO pe peTdBeon t(8;14)(q24.21;932.3), TO avapevOUEVO TIPOTUTIO
onudrwy Ba ival éva kOKkiIvo, éva TTpdovo kai SUo uBpidika (1K, 111, 2Y).

MTopoUv va TpokUWouv Kal GAAa TIPOTUTTA ONUATWY O€ aveUTTAOEIDYN
I00ppOoTINUEVA deiy JaTa. ZnUEIWaaTe 6TI TTapoud ia GAAwv avadiardgewv Tou IGH
€KTOG OTTO TN peT@Beon IGH-MYC, To Tipdoivo arjpa Tou |GH ptropei va epgavioTel
Jolpao Yévo.

MNvwoTA SiaoTaupoUPEvn avTISP aCTIKOTNTA
O Tpdaaivog IxvnBéTng IGH pTropei va epgavioa oo TaupoUpevo UBPISIoNS e Ta
15911.2 ka1 16p11.2.

Ava@opd avemOUuuNTwV cUPBAavVTWY

Edv moTelete 611 1O TTPOidv auTd Trapouciace duoAeiToupyia i uTToR&OuoN oTa
XOPAKTNPIOTIKG atTddoong, N oTroia evOEXETAl va OUVERBAAE O€ éva avETIOUUNTO
gupBav (11.x. kaBuoTepnuévn A e0@aAuévn didyvwaonn akardAAnAn Beparreia), Ba
TIPETTEI VO TO AVAPEPETE APETWGS OTOV KaTAoKeUao T (email : vigilance@ogt.com).

To cupBdv Ba TPETTEl va avagepBei Kal oTnv appddia apxh TG XWPag aag &v
uttapxel. MTropeite va Bpeite Tov KATdAoyo HE Ta onpeia ETIKOIVWVIOG Yia Béuora
emmaypuTvnong aTto: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

Ei18ikd xapakTnpIoTiKG atrédoong

AvaAurikn eidikornra

H avaAuTikn €181KOTNTA €ival TO TTOOOGTO TWVY ONUATWY TTou URPIdoTToIoUVTal VO
oTn owoTr Béon kal og Kapia GAn 8éan. H avaAuTikn €101IKOTNTA KOBOPIOTNKE LE
TNV avadAuon ouvoAikd 200 B£o ewv-o1dXwv. H avaAutikr €101KOTNTA UTTOAOYIOTNKE
WG 0 apiBudg Twv onudtwv FISH TTou uBpidomroiBnkav oTn ocwaoTrh Béon
SIaIPEPEVOG PE TOV TUVOAIKS apiBuo Twv uBpidoTroinuévwy onudaTwy FISH.

Mivakag 1.  AvaAutik €idikétnta 10U IGH/cMYC Plus Translocation,

Dual Fusion Probe

KokkIvog
Ouns | saea.21 200 200 100
”plg""@ 14¢32.33 200 200 100

AvaAurikin evaiobnoia

H avaAuTikh euaioBbnoia gival To TTOO0OTO TwWV AEIOAOYACIYWY PECOPACKUIN
KUTTAPWVY HE TO AVAPEVOPEVO TTPOTUTIO QUOIOAOYIKGWV onudTwy. H avaAutknd
€UaIoONCia KOBOPIOTNKE PE TNV AVAAUCT HECOPACIKWY KUTTAPWY aTTd JIOPOPETKA
@uololoyik@ Oeiypata. H euaioBnoia uttoAoyioTnke wg TO TTO00CTO Twwv
a&IOAOYACIHWY KUTTAPWY HE TO AVOAUEVOPEVO TIPOTUTIO ONUATWY (ME DGO TN
epTMoTOOUVNG 95%).
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Mivakag 2. Avalutiki euaioBnoia tou IGH/cMYC Plus Translocation
Dual Fusion Probe

473 500 94,6 1

XapakTnpiouo§ Twv @UAIOAOYIKWV TIUWYV ATTOKOTTHE

H @uaioAoyikr TIur) aTToKoTTAG, 0€ ax£0n Ye Toug IxvnBéteg FISH, eival To péyioto
TI0000TO A§IOAOYACINWY HECOPATIKWY KUTTAPWY HE €IDIKO PN QUOIOAOYKO
TPOTUTIO ONUATWY, OTO OToio éva deiypa Bewpeital @uololoyikd yia 1o
OUYKEKPIUEVO TIPOTUTTO G NUATWV.

H @uaioAoyIKA TIuf aTToKoTIG KaBoPIioTNKE WE TN XPAoN dely JATwY aTTé a0 Bevelg
JE @uOIoAoyIKEG Kal BeTIKEG TIUEG. Mo KEBe Seiypa, Karaypd@nkav Ta TTPOTUTI!
onuarwy 100 kuttdpwy. O dekg Youden uTToAOYioTNKE WOTE Va TIPOKUWE N T
Katw@Aiou yia Tnv otroia yiveTal yeyioromoinon Euaiobnoiag + Eidikomrag-1.

Mivakag 3. XapakTnpIoPog TwV_QUOIOAOYIKUNV TIHWV atTokoTg Tou |GH/cMYC
Plus Translocation, Dual Fusion Probe

1K, 111, 2Y 0,99 1

Ta epyacThpia TTPETTEI VA ETTIRERAIWVOUV TIG TINEG ATTOKOTING X PNOIMOTTOIWVTAG T

BIKd Toug dedopéva® ©.

AKpiBeia ka1 avamapaywyiuornra

H okpiBeia atroTeAEl pETPO TG UOIOAOYIKAG METARANTOTNTAG HIag e¢éTaong Grov
eTTavaAapBAVETOI OPKETEG POPEG UTTO TIG iDIEG OuVBrKkeg. AgloAoyrBnke péow Tng
avAaAuong eTTavaANTITIKWYV EEETAC WV TOU idlou apiBpoU TTapTidag IXxvneETn oToido
Oeiypa, utto TIG idlEG oUVORKEG Kal TNV idla NéPaL.

H avamapaywyigydtnta amoTeAei u€Tpo TNG PETABANTOTNTAG MIOG EEETAONG KAl
KaBopileTal YETAEU OelyudTwy, PETOLU nUEPWV Kol PeTagy TopTidwv. H
QVOTTOPaY WYINOTNTA PETAEU NUEPWY agloAoynBnke Pe TNV avaAuon Twv idluwv
OelyUATWYV O€ TPEIG DIAPOPETIKEG NPEPES. H avaTtapaywyiudTnTta HETAgU TTapTidwv
aglohoynonke pe TNV avaAuon Twv idiwv dely uATwy GTA OTTOIA X PNC IMOTTOIRBrKav
TPEIG DlaPOopPETIKOI apIBuoi IXvNBETN o€ pia nuépa. H avatrapay wylnomTa Yeroty
SelypaTwV agloAoynOnke e TNV avaAuan TPIWV TTAVOMOIGTUTIWY OEIY HATWYV O € pid
nuépa. MNa kaBe deiypa, kataypdenkav TTPOTUTIA onUdTwy 100 PHECOPAT KUV
KUTTGPWVY Kal UTTOAOYIOTNKE TO TTOGOOTO TWV KUTTAPWY HE TO QVOMPEVOUEVO
TIPOTUTIO ONUATWV.

H avamapaywyipydtnta kai n akpifeia utroAoyioTnkav wg n Tutmkh ATTOKAIon
(STDEV) petagl Twv TTavVOUOIOTUTIWY OelyUdTwy yia KABe PeTaBANTH Kal n
ouvoAIkA péon STDEV.

Mivakag 4. AvarrapaywyipétnTa kai akpiBeia tou IGH/cMYC Plus Translocation
Dual Fusion Probe

AkpiBeia 0,00
MeTagu derypaTwv 0,00
MeTagu nuepwv 0,00
MeTagu TopTidwv 0,00
2 uvoAIKkr atmokAion 0,00

KAivikn amédoon

H kAiviki amédoon kabopioTnke BAcel avTITTIPOCWTTEUTIKOU OgiyHaTOG TOU
TANBuC PoU yia Tov oTToi0 TTPoopPIgeTal TO TTPOIGV. Mo KEBE deiy pa, KaTay paenkav
Ta TPOTUTIA onudTwy 2100 PECOPACIKWY KUTTApwWV. [payuaToTroinbnke
TTPOCBIOPIGHAG GUOIOAOYIKWV/UN PUOIOAOY KWV SES0UEVWIV HECW OUYKPIONG ToU
TT0OG00TOU TWV KUTTAPWY PE TO OUYKEKPIMEVO UN QUOIOAOYIKO TTPOTUTTIO ONETWY
Kal TNG QUOIOAOYIKAG TIWAG OTIOKOTIAG. XTn OUVEXEID, TA OTTOTEAEC paTa
OUYKPIBNKav PE TN YVWOTH KOTAoTao N Tou iy JaTog.

Ta amroTeAéopaTa Twv KAIVIKWV 8edopévwy avaAidnkav yia va TIpOKUYOUV Ol TIEG
euaioBnoiag, €8IKATNTAG KAl OTTOKOTIAG, ME TN XPAON MIOG HOovodIAoTarng

TTPOCéyyIong.

Mivakag 5. KAivik amédoon T1ou IGH/cMYC Plus Translocation,
Dual Fusion Probe

KAIvIkr euaioBnaia (Trogoaté aAnBuwg BeTikwy, TPR) 100%
KAIvIkr euaioOnoia (TrogoaTd aAnBwg apvnTIKWY, 100%
TNR) °
MooooT6 weudwg BeTikwv (FPR) =1 — EidikéTNTO 0%
Npo6oBeTeg TTAN PO POpiEg

MNa TpdoBeTEG TTANPOPOPIES, ETIKOIVWVIAOTE PE TO TP TeXVIKAG YTTOOTPIENG
NG CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTOTrOG: WWW.0gt.com

BiBAioypa@ikégavapopég
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AITAGpaTa EUPECITEXVIOG KOI EMTTOPIKA O JaTa
To CytoCell gival eytropik6 ofua Tng Cytocell Ltd.

Cytocell Ltd.

Oxford Gene Technology,
418 Cambridge Science Park,
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Cambridge, CB4 0PZ, UK
TnA.: +44(0)1223 294048
dag: +44(0)1223 294986
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