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Mepropioyoi

To Tpoidv autd éxel oxedlaoTel yia va aviKVeUEl YOVISIWUATIKEG ATTWAEIES
HEYOAAUTEPNG EKTOONG ATTO AUTH TTOU KAAUTITETAI ATTO TOV KOKKIVO KAWVO OF OUTO TO
oeT IXvnBeTwyv, n omoia TrepIAapBavel Tnv Trepioxr) D13S25. O1 yovISIwHaTKEG
ATTWAEIEG EKTOG TNG TTEPIOXAG QUTAG I Ol PEPIKEG ATTWAEIEG TNV TTEPIOXH QUTH
JTTOPEI Va pnv gival avixveUoIPEG HE AUTO TO TIPOIOV.

H e&éraon Oev TIpoopileTal yia: XPAON WG HEPOVWHEVOG dlayVWOTKES,
TIPOYEVVNTIKOG €AEYXOG, TTPOCUNTITWHATIKO €Aeyxo Bdoel TTAnBuopou, e&€roon
KOVT@ oTov aoBevh | autoegétaan. To TTPoidv autd TrpoopideTal Yovo yia
€TTAYYEAUATIKA XPron evidg Tou epyactnpiou. OAa Ta ammoTeAéopOTa TTPETTE Val
epunvevovTal ammd KOTAAANAQ €EEIBIKEUPEVO TIPOCWTTIKO AaUBavVOUEV WY UTTOWN
GAAWV OXETIKWYV OTTOTEAEC PHATWYV ECETAC EWV .

To TPOidv auTo dev £xel ETMKUPWOET yia XpAon o€ TUTTOUG Sely ATWV 1 TUTIOUG
aoBeveIwv TTEPAV KEVWYV TTOU kaBopifovral oV TTPOBAETTOMEVN XPrON.

Kard tnv avagopd kai epunveia Twv amoteheoudTwy FISH, Ba mpétrel va Tnpodvia
TO ETTOYYEAPOTIKA TTPOTUTTA TIPOKTIKAG Kal va AapBavovTal uttown GAAEG KAIVIKEG
Kai d1ayvwoTIKEG TTANpo@opieg. AUTS TO KIT TIPOOPIGETAI YIa X PAON WG OUUTTAR pwa
o€ GAAeG dlay VWOTIKEG EPYOOTNPIOKEG ECETATEIG Kal Oev Ba TTPETTEN va EEKIV AEl Kapial
BepatreuTikn evépyeia pévo Baoa Tou atoteAéoparog FISH.

H pn tApnon Tou TIpwToKOAAOU evOEXETOI va ETINPEGTEI TNV aTTdd0an Kal va
odnynoel o€ Yeudwg BETIKG/apvnTIKG aTToTEAECPATA.

AuTS TO KIT OEV €XEl ETTIKUPWOET yia GAAOUg oKoTToUG TTEPaV TNG KaBopiopévng
TPOBAETIOHEVNG XPIONG.

MpoPAemrépevn xprion

To CytoCell D13S25 Deletion Probe gival pia TToIOTIKF, Un QUTOPATOTTOINMEVN,
e¢étaon @BopidovTog in situ uppidiopol (FISH) tTou xpnoipotroigital yia Tnv
QaviXveuon XPWHOOWHIKWY eMeiyewv aTnv Trepioxn 13q14.3 Tou Xpwuoo WUOTOg
13 o€ povipotroinuéva oe SiIGAupa Carnoy (ueBavoAn/ogikd ogu 3:1) KUTTapKA
evaiwpipaTa aipatoAoyikng TpoéAeuong ommd acBeveig pe emPBeBaiwpévn n
MOavoAoyoupevn Xpovia Aeppokutrapkn Acuxaidia (XAA) i TTOMaTTAS puéhwpa
(MM).

Ev&eieig

To TTPOiIGV auToV eival oXEDIOOPEVO WG CUPTTANPWHOTIKO 0€ GAANEG KAIVIKEG KOl
10TOTTaB0A0YIKEG ECETATEIG O€ avayvwpIopéva JovoTTaTia Sidyvwong kal KAIVKAG
@povTidag, 6Tou n yvwaon Tng Umapéng Tng €AAeiyng Tou D13S25 Ba Atav
ONUAVTIKA YIO TNV KANIKA QVTIHETWTTION.

Apxég Tng e&étaong

O ¢Bopidwv in situuBpidiopds (FISH) givar pia TeKVIKT TTOU ETTITPETTEI TNV AViXVEUOT
aAAnAouyiwv DNA o€ peTagaaikd X pwUoo WHATA 1) O € JETOPATIKOUG TTUPKVES OO
HOVIMOTIOINKEVA KUTTOPOYEVETIKG Ogiy paTa. H TexvikA xpnoipoTroiei 1xvnéreg DNA
Tou UBpIdoTToIoUVTAl OE OAGKANPO XPWHOOWHOTA 1 HEPOVWUEVEG HOVODIKESG
aAAnAouyieg kal Xpnoipelel WG £va oNUAVTKO OUMTTAAPWHA O TNV KUTTOPOYEVETK
avaAuan pe G-gwvwan. AuTr n TEXVIKA UTTOPEI TTAEOV VA EQAPUOCTET WG Eva
onUavTIKG €pEUVNTIKO EPYOAEI0 OTA TTACICIA TTPOYEVVNTIK WV KAl QIOTOAOY KUV
avoAUoEewy, KaBWG Kal XPWHOTWHIKWY avOAUCEWY GUPTIAY WV OYKwv. Merd
povipoTtroinan kai Tn petouaiwon, 1o DNA-o1éx06 €ival diabéoipo yia avadidragn
o€ évav TTapOpoIa HETOUCIWHEVO, PBopifovia anuac pévo Ixvneém DNA, o otroiog
£€xel oUPTTANPwUaTikf aAAnAouxia. Merd Tov uBPIBIOUO, YivETal aQaipean Tou N

Oeopeupévou Kal un €1dIka deopeupévou 1xvnBém DNA kai To DNA uttoBdAAeta o
avTixpwon yia ameikovion. ZTn CUVEXEId, N HIKpooKoTTia @Bopiouol KabioTtd
duvaTH TNV ATTEIKOVION TOU UBPISOTTOINUEVOU IXVNOETN OTO UAIKO-OTOXO.

MAnpo@opiegyia Tov IxvneéTn

O1 avadiatdagelg ou odnyouv oTnv amwAeIad oOAOKANPoU 1 HEPOUG TOU HaKPIoU
Bpoxiova Tou xpwuoowpaTog 13 OTaVTWVTAI CUXVE o€ peyGAo €Upog
QIJATOAOYIKWYV BIOTAPOXWV.

O1 avwpaAieg 010 xpwpdowua 13q TTapouaciddovial 6To 16-40% Twv TTEPITITWOEWV
JE TTOAAQTTAS puéAwpa (MM), Ye TIG TTEPIOTOTEPES VA AVAKOWY G TNV KATNyopia Tng
TTAR)poug povoo wpiag 13 (85%), evw To uttéAoITTo 15% atroTeAei EAAsiyn Tou 139
23 Mia TrepITITWOI0AOYIKA HEAETN AT BEVWV PE TIOAAGTIAS PUEA WA TIEPIBPICE TNV
Kpl’clpn Trepioxr) éAAeIpng oTnv Tepioxn 13q14*. IoTopika, or eAAcipeic oTo 13q
€XOUV OUOXETIOTEI ue duapevr TTPOyvwon aT1o MM, aAAG TTAEOV N TTPOYVWOTIKN
onuooia Tou Bewpeital OTI YTTOPEi va OXETICETal e TN OUVOEDH TOU pe GAAEG
TAUTOXPOVES YEVETIKEG PAGBECH®

O1 eAAgiyeig TTou eTpeddouv v Trepioxr 13q14 ival €TTioNG o1 10 GUXV £G OOMIKEG
VEVETIKEG QVWUAAIEG 0T XPOVIX AeppokuTTapikr Asuxaiia (XAA)S"E. H mepioxr
auTr) €xel O1aMMoTWOE OTI gival eTgpACUya EANTIAG 010 30-60% KOl opGuya EAATTIG
070 10-20% Twv aoBevwv pe XAA®. To TooooTd emBiwaNg éxel kaTadeayTe 6n
€ival TTapopoIo oTIC SUo opadec™®. Or aoBeveic pe eMeielg 13q14 evidooovTa oty
KaTnyopia oAU xaunAou Kivaivou, atroudia GAAWY YeveTIKev BAaBuwv L.

Ao pn kwdikevovTa yovidia RNA, To DLEUL (deleted in lymphocytic leukemia 1)
kai To DLEU2 (deleted in lymphocytic leukemia 2), ouv o yeveTikog Oeiktng
D13S319, koAUTTouv Tnv TraBoydvo kpioiun Tepioxr 13142 To DLEU1
Bewpeital To O MOAVO OXETICOUEVO PE TN XAA UTTOYAPIO OYKOKATAC TOATKO
yovidio evtog Tng Tepioxng 13q14%. £1n ouvéxeia, n 8éon D13S319, n omoia
BpiokeTal peTagl Tou yovidiou RB1 kai Tng 6éong D13S25kai evTég TNG B€ang Tou
DLEU1, dio0moTWenke 6T Tapouciadel EMawn aTo44% Twy TTEPITTWoewv XANY
‘Exel emiong TpotaBei 6T éva yovidio TTou BpiokeTal TEAOUEPIKG TNG TTEPIOXNG
D13S319 kai mepihapBavel Tn Béon D13S25, ptmopei va eival onuavTiké o€
TIEPITITWOEIG ME NUiGUYES EAAEIWPEIG Kal OTI TO yovidlo auTd gival éva uTToTOéuEvo
OYKOKOTAGTAATIKS yovidio™®.

Mpodiaypagég IxvnBeTwv
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O 1xvnBérng D13S25, onuacpévog KOKKIVOG, KaAUTTTEl pia Trepioxfy 306kb tmou
TrepIAapBavel To yeyaAUTepo pépog Tou yowidiou DLEU7 kai Tov deikm D13S25. O
IXVNBETNG TToU €ivan £101kSG yia TV uTToTEAOpEPIKT TrEpIoxn 13qgter (kKAwvog 163C9),
ONUOOPEVOG TIPACIVOG, ETITPETTEI TOV EVTOTTIONO TOU XpwHoowpaTog 13 ka
AEITOUPYEl WG IXVNBETNG-PGPTUPAG.

Napexéueva ulikd

IxvnOérng: 50 pl ava @iaAidio (5 e§eTdoeig) 100 pl avd @iaAidio (10 egeTdoag)
O1 1xvnBéTeg TTapéEXOovTal TTPoavapepl pévol o€ didAupa uBpIdiopoU (popuapido,
Benkn degTpdvn, ahatolyo SiIGAupa-KITpIkS vaTpio (SSC)) kai ival £ToIYoI TTPOg
xenaon.

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

Mpo&iSotroifoeig Kal TpopuAdelg

1. Tiainvitro dlayvwaoTikr Xpron. ATTOKAEIOTIKG yia €TTAY Y EAJATIKA Xpron.

2. Nagopdre yavTia katd Tov XeIipiaud ixvnBetwv DNA kai avtixpwong DAPI.

3.  Ta piyyata Twv IXVNOETWY TIEPIEXOUV QOPHAIOIO, TO OTTOIO Eival TEPATOYOVO.
Mnv avarmvéete avaBupIGoEIg Kal OTTOQUYETE TNV €TTAQH PE TO JEpUa
ATTQITEITOI TIPOTEKTIKOG XEIPIOHOG. Na pOpATE YAV TIa KAl EpYAOTnpIak TTodA

4. To DAPI givai duvnTikd kapkivoyévo. ATTaITEITal TIPOC EKTIKOG XEIPIOUOG Na
@opdre yAvTIa Kal Epyao TnpIakr] TTodId.

5. ATmoppiTTeTe OAa Ta €TMIKIVOUVA UNKG OUU@QWVA UE TIG KOTEUBUVTAPIEG 0dNyieg
Tou 1I5pUaTOG Gag yia TNV aTréppIyn ETTIKiVOUVWY aTTOBARTWV.

6. O1XEIPIOTEG TIPETTEI VA EXOUV TNV IKAVATNTA Va SIOKPIVOUV TO KOKKIVO, TO HTTAE
Kal TO TIPACIVO X PWHA.
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7. H upn TAPNON TOU TIEPIYPAPOUEVOU TIPWTOKOAAOU TWV avTIdPACTNPIWV
EVOEXETAI VO ETTNPEAOOUV TNV aATTOSOCT Kal va 0dnyrjoouv O€ YWeudug
BeTIKE/apvNTIKG ATTOTEAEG PATA.

8. O 1XxvnbéTng dev Ba TIPETTEl VA OPAIWVETAI i) VO avaplyvUeTal pe GAAoug
IXvnOETEG.

9. H un xprion 10ul 1xvnBéTn O0TO OTADIO TOU TTPWTOKOAAOU TIpIV OTTé T
JETOUT WG N EVOEXETAI VO ETTNPEATEI TNV ATTOO00N KAl VO 03Ny €l O€ WEUWG
BeTIKE/ apvNTIKG aTTOTEAET HOTAL.

ATtro8nkeuon Kai XeIpIOUOG
To kIT Ba TTpéTel va ammoBnkeleTal o€ Beppokpaaia amod 25 °C
45°C  €wg Kai-15 °C oe karawUuKTn PEXPI TNV NUEPOUNViIa ARENG TIou
J/ avaypAa@ETal OTNV ETIKETA TOU KIT. Ta QIOAIDIC IXVNOETWV KO
-25°C QVTiXPWo NG TTIPETTEI VA ATTOBNKEUOVTAI O€ OKOTEIVO XWPO.

O 1xvnBéTng TTapapével oTaBePOG KaB OAn Tn SIGPKEIA TWV
KUKAWV pugng/amdyugng TTou TTpay JaToTToloUvTal aTo TTAIcIo

\\I// NG QUOCIOAOYIKAG XPAONG (évag KUKAOG QvTIOTOIXEl OTNV
® agaipean Tou IXvnBETn atmd Tov KOTaWUKTN Kal TV €K VEOU
//— I .~ TOTTIOBETNO N TOU O€ QUTOV) Kall €ival QWTOOTABEPOS YIa WG Ka
A 48 wpeg HETA TNV €KOETT) TOU O OUVONKEG TUVEXOUG PWTIGHOU.
. Mpémel va kataBaAAeTal kGBe duvarr TTPooTaBEId WOTE N

¢ékBean o€ peTaBaAAOPEVEG OUVOAKEG QWTIOPOU  Kal
Beppokpaciag va TreplopigeTal 0To EAAXIOTO.

EgomAiop 66 Kkail UAIKd TTou atrairoUvTal aAAd Sev Trapéxovral

Mpémel va xpnoigoTroleital BaBpovounuévog eEoTTAIoNSG:

1. Oegppn TAdKa (Ue oTEPEN TTAGKQ Kl DIdTagn akpiBoug eAéyxou Bepuok paoiag
£wg ka1 80 °C)

2. BoBpovounpéveg pIKpomTTéTEG HETARBANTOU Oykou Kai pUyxn, amd 1 pl éwg
200 pl

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

4. ZwAAveg pikpopuyokévipiong (0,5 ml)

5. Mikpookdto @Bopiopol (avarpééte aTnv evotnTa «XUoTACH YIO TO

HIKpOGK&TTIO pOOPITHOU»)

MikpookdTTio avTiBeong pacewv

KaBapd TAaaTIkd, kepapikd i BepuoavBekTikd yudhiva doxeia Coplin

NaBida

BaBpovounpévo TeXAUET PO (1) TTEXAUETPIKEG TaIVIEG e duvaTETNTA PETPNONG

TIHWV pH 6,5 -8,0)

10. MepiékTnguypaaciag

11. Pakdg PIKPOTKOTIOU PBOPICHOU KATASUTIKOG O€ AGDI

12. PuydKeVTPOG TIAYKOU £pYaoiag

13. AVTIKEIYEVOPOPO HIKPOOKOTTIOU

14. KahutTpideg 24 x 24 mm

15. XpovoueTpo

16. EmwaoTthpag37 °C

17. KoAAa pe SidAupa eAaaTikou

18. MikTng TepIdivnong

19. AioBaBuicpévol kUAIvEpol

20. MayvnTikég avadeuTipag

21. BoBuovounuévo BepudueTpo

MpoaipeTiKOg E§OTAIGH OG TTOU dev TTapEXETAI
1. Kuttapoyevenkdg BdAapog ERpavong

AvTiSpaoTipla TTou amrairouvral aAAd Sev Trapéxovral
AidAupa adatouyou diaAUpaTog-KITpikou vatpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpogeidio Tou varpiou 1M (NaOH)

YdpoxAwpik6 ogu 1M (HCI)

ATmioviopévo vepo

ounkrwnE

Z0oTAON YId TO HIKPOOKOTNO (pBOopIoTHOU

Xpnaoiyotroleite Adutra udpapyUpou 100 watt i 100d0vaun Kai €miTESOUG
ATTOXPWHATIKOUG AVTIKEIPEVIKOUG QOaKOUG KOTAdUTIKOUG O€ AGdI pe peyEBuvon
60/63x n 100x yia BéATIOTN ameikovion. O @Bopidoudeg ouaieg ToU
XPnoigoTroloUvTal o€ auTS TO OET IXVNPETWY Ba dieyepBoUV Kal Ba eKTTEPYWOWV OTa
ak6AouBa prkn KUPAToG:

Mpdoivo 495 521
[ Kékkivo [ 596 | 615 |

BeBaiwBeite 611 0TO pIKpoaKSTIO €xouv TOoTToBeTNOEl Ta KATAAANAG @iATpa
OI£yEPANG Kal EKTTOUTIAG, TO OTTOIO KAAUTITOUV Ta PAKN KUPOTOG TTOU AV a@épovtal
Tapatmdvw. XpnoiygotroinoTte QiATpo SiEAeuong TPITTARG {wvng DAPI/Trpdovou
PAoHOTOG/KOKKIVOU @paopaTtog 1 @iATpo diEAeuong JITTARG Jwvng TIPAoivou
PAOPOTOG/KOKKIVOU PAO HaTOG Yia BEATIOTN TAUTAX POVN ATTEIKOVION TWV TTIPACNWY
Kol KOKKIVWY QOOPIZOVT WY OUCIWV.

EAéyéte TO pikpookdTo ¢pBopicpol TIpIv atrd Tn XPron yia va diacgalioere o
Aeimoupyei owoTd. Xpnoipotroiote AGdl kataduong Tou  evOEiKvUTAl Yia
MIKpOOKOTTiO POOPIoHOU Kal £XEl TTOPAOKEUAOTE yia XOUNASG auTo@BopIGuo.
Amopuyete TNV avdauign Tou DAPI antifade pe Aad1 katdduong pikpookoTriou, didT
KATI TETOI0 Ba KOAUWEI Ta aAPOTA. TNPAOTE TIG CUCTACEIG TOU KATAOKEUAO T) 600V
a@opd Tn didpkela (WNAG TNG AGUTTAG Kal TNV NAIKIO TwV QIATPWV.

Mpogroipacia deiypdrwv

To KIT £xel OXedIAOTEl yia XPAON O€ KUTTAPIKA evaiwpAuaTa alpoTOAOY KNG
TPoEAEUA NG TTOU £X0UV povigoTroinBei ae didAupa Carnoy (ueBavoAn/ogko ogd 3:1)
Kal £XOUV TTPOETOINAOTE OUPPWVA PE TIG KATEUBUVTAPIEG 0dNYiEG TOU EPYATTNPIoU
1 Tou 1I5pUpaTOG. MPoETOINAOTE dEiYMATA TTOU £XOUV UTTOOTET {fpavaon PE aépa OE
QAVTIKEIMEVOPOPOUG HIKPOOKOTTIOU CUUPWVA ME TIG TUTTIKEG KUTTOPOYEVETIKEG
diadikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Trepiéxa
OUGCTAOCEIG Y10 TN OUAAOYH, KOANEPYEIT Kal HETAPOPA DEIY HATWV, KABWG KAl YIo TNV
TIPOETOINATTT TWV AVTIKEIMEVOQPOPWY TTACKWVY .

Mpoeroipacia SiaAupdTWY

AiaAvuara ai@avoAng

ApaioTe aiBavoin 100% pe atmioviopévo vepd pe Baon TG akOAouBeg avaloyieg
Kal avapi§Te KOAG:

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

e AIBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog amovio pévou vepod
AmoBnkeloTe Ta SIOAUPATA VIO WG Kal 6 PAveG o€ Bepuokpacia dwaTiou o€
AEPOTTEY N TTIEPIEKTN.

AidAupa 2xSSC

ApaioTe 1 pépog SiaAUparog 20xSSC pe 9 pépn aTToVIo UEVOU VEPOU KOl avapigre
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipotrowvTag NaOH ry HC,
KOaTG TEPITTWOoN. ATToBnkeUoTE TO dIdAupa yia éwg kal 4 €Bdopadeg o€
BeppoKkpacia SwHATIOU O€ OEPOTTEYN TTEPIEKTN.

AidAuvpa 0,4xSSC

ApaiwoTe 1 pépog diaAUparog 20xSSC pe 49 pépn aTmoviopEVou vepou Kal avapigre
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipotrowvTag NaOH ry HC,
KOTG TEPITTWON. AToBnkeUoTe TO JIdAupa yia €wg kal 4 €Bdouddeg ot
BepuoKkpacia SWHATIOU O€ AEPOTTEY N TTEPIEKTN.

2xSSC, AidAuua Tween-200,05%

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn ammoviopévou vepou. MNpoobéoTe
5 pl Tween-20 avda 10 ml kar avapigte kahd. EAEygreTnv TipR pH Kai puBpioTe o
pH 7,0 xpnoipotroiwwvtag NaOH f HCI, katd mrepimTwon. ATToBnkeloTe To SIGAUpa
yi0 éwg Kal 4 eBOONGdEG € BEPPOKPAT O OWHATIOU O€ AEPOTTEYH TIEPIEKTN.

NMpwTtékoMo FISH
(Znueiwon: BeBaiwBeite 611 n €kBean Tou IXVNOET Kal TNG AVTiXPWONG OTA PUITal
TOU £pyaOTNPIOU €ival TTAVTA TTEPIOPIC PEVN).

lMposroipyacia avnKeuevopopou

1. TomoBetAoTe pia KNAida amd To KUTTOPIKG Oeiyha o€ pIa  YUGAvn
QAVTIKEINEVOPOPO UIKPOOKOTTIOU. AQACTETN va aTeyvwoe. (MpoaipeTikd, edv
XPNOIUOTTOIEITE KUTTOPOYEVETIKO BdAapo §Rpavong: n TommobéTnon Tou
OeiyyaTog OTIG avTIKEINEVOPOPOUG Ba TIPETEl va yiveTal pe Tn Xpron
KUTTOpoyevETIKOU BaAdpou ERpavong. O BdAayog TipéTrel va AeiToupys o€
Beppokpaaia Tepitrou 25 °C kai uypacia 50% yia Tn BEATIO T Afjyn KuTTapkoU
deiyparog. Edv dev uttapyel d1aB€a oG KUTTapoy eveTikog BEAapog Enpavong
XPNOIPOTIOIAOTE £vav aTray wyo wg eVAAAAKTIKH).

2. BuBioTe TNV avTikelnevopdpo o€ didAupa 2xSSC yia 2 AeTITG o€ BepuoK paoia
dwpariou Xwpig avakivnon.

3. A@udarwoTe o€ BIAPOPETIKG TToooaTd aiBavoAng (70%, 85% kai 100%),
01000XIKd, TO KaBEéva yia 2 AeTTTd o€ BepUoKpaTia dWHATOU.

4. AQNOTE TN VA OTEYVWOEL.

lpiv amo6 tn pyerougiwan
AgaipéoTe ToV IXvNBETN atmd Tov KatawUKTn Kal agrioTe Tov va BepuavBe ot
Bepuokpacia dwpatiou. EKTEAEOTE OUVTOUN GUYOKEVTPIG N TTPIV ATTO T X PNON.

6. BeBaiwBeite 611 TO didAupa 1XxvnBEM €xel avapixBei opoidpop@a PE TN Xpron
TITTETOG.

7. AgaipéoTe 10 plixvnBETN yia KABE £E£TOON KAl ETOPEPETETA O € EVAV GWARVA
HIKpO@UYOKEVTPIONG. TOTTOBETAOTE ypriyopa Eava Tov UTTOAOITTO IXVNEEm
oToug-20 °C.

8. TomoBeTACTE TOV IXVNOETN KAl TNV QVTKEINEVOPOPO BEiYPATOG O€ I Bepr)
TIAGKa P Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia Tpobépuavaon.

9. TomoBerAoTe 10 pl piypaTogixvnBETn 0TO KUTTAPIKG Wiy PO KOl EPOAPUOTTE Ha
KAAUTITPIOA TTPOC EKTIKA. ZPpayioTe e KOMa pe ddAupa eAaoTIKoU Kal aprioTe
TN VA OTEYVWOEl EVIEAUK.

Merouoiwon
10. MeTouoiwoTe TO deiypa Kal Tov IXvNBETN TAUTOXPOVA BepuaivovTag TV
QAVTIKEINEVOPOPO OF pIa Beppr) TTAGKA 0Toug 75 °C (+/- 1 °C) yia 2 AeTrTd.

YBpi1diouég
11. ToTroBeTAOTE TNV QVTIKEIYEVOPOPO O€ VAV UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpacia 37 °C (+/- 1 °C) yia pia oAdkAnpn vUxTa.

IMAUosig perd Tov uBpISIoUG

12. Agaipéate 10 DAPI amd Tov KOTOWUKTN KOl a@raTe To va Bepuavls ot
Bepuokpacia dwaTtiou.

13. A@aipéaTe TNV KOAUTTTPIdO Kal OAa Ta UTTOAEIUATA KOAOG TTPOT EKTIKA.

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

15. ATooTpayyioTe TNV AVTIKEINEVOPOPO Kal BuBiaTe Tn o€ didAupa 2x SSC, 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 o€
K@O¢ deiypa.

17. KaAUOyTe TN pE pia KAAUTITPIOO, a@aIpECTE TUXOV PUOOAIDEG Kal TTEpIpEVETE 10
AeTITG PEXPI VO avaTITux Bl TO XpWUa OTO OKOTADI.
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18. MMapatnprioTe € PIKPOOKOTTIO PBopIopol (@vaTpéETe 0TV evoTTa ZUOTOON
YI0 TO HIKPOOKOTTIO (pBopiouov).

ZTa0ePOTNTA ETOIMWYV AVTIKEIHEVO POP WV TTAAKWV
Ol £€TOIMEG QVTIKEINEVOPOPOI PTTOPOUV va avaAuBolv éwg Kal 1 pyAva peTd edv
ammoOnkKeUTOUV O€ OKOTEIVO XWPO 0€ BepUoKpaTia dwHATioU ) XapNASTEPN.

ZuoTdoelg yia Tn Siadikaoia

1. H Béppavon i wpigavon Twv QVTIKEIUEVOPOPUN WTTOPEI VA HEIWOEI TovV
@®B0oPIoPO TWV ONUATWY

2. O1 ouvOrkeg UBPISIOCPOU UTTOPET Va €TTNPEACTOUV dUOHEVIIG OTTO TN XPion
avTIdPACTNPIWV TIEPAV EKEIVWYV TTIOU TTAPEXOVTAI j GUCTAVOVTAlI aTTd TN
Cytocell Ltd

3. Xpnoigotroinote €va Babuovounuévo BepPUOPETPO  yIa  Tn  PETPNON

BepOKPATIWY JIAAUPATWY, UBATOAOUTPWY Kal ETTWACTAPWY, KABWG oI &v

AOyw Bepuokpaoieg ival KpioIung onuaciag yia Tn BEATIOTN ammddoaon Tou

TIPOIGVTOG.

O1 ouyKeVTPWOEK, ol TPEG pH Kal o Beppokpaaieg TTAUONG €ival ONUOVTIKES,

KaBwg o1 uUVONKES XauNANG auaTNPOTNTOG PTTOPET VA EXOUV WG OTTOTEA SO

un €8Ik déopeuon Tou IXVNBETN evw o guvOnkeg UTTEPBOAIKG UWNAAG

AuOTNPOTNTAG PTTOPET VA €XOUV WG OTTOTEAECHA TNV EANEIYPN OrUATOG

H aTeArg peToUTiwOoN UTTOPET Va €XEl WG ATTOTEAECUA TNV ATTWAEIA OHOTOG

Kal n utrEPBOAIKA PETOUCIWON UTTOPE €TTIONG VO €XEl WG ATTOTEAECHA TN 1N

€101k d€TEUON

O umepBoAikég UBpIdIoPOG pTopel va odnyAcel oe TPOCoBeTa R un

QvVOPEVOPEVA OAUaTa

O1 xpoTeg Ba TTpéTel va BEATIOTOTTOIOUV TO TIPWTOKOANO Yia TO OEIYPATA TOUG

TIPIV OTTO TN XPAON TNG €6ETAONG YIa dlayVwoTIKoUG OKOTToUg

TuxOv UTTOREATIOTEG CUVONKESG PTTOPET VO €XOUV WG OTTOTEAECUA [N EIDIKA

B0 UEUDT, N OTTOIO UTTOPET VA TTOPEPHUNVEUTE WG OAPA IXVNOETN

&

o

o

~N

@

Eppnveia TwvatroreAeopdrwv

EKTiunon moi1érnTag avnkEuevo popwyv mMAaKwv

H avTikeiyevopdpog dev Ba TpéTrel va avaAUeTal eqv:

e Ta onuata eival oAU acBevh yia va Tpayparotroindei avaAuon oe
pepovwpéva QiATpa. MNa va TTpoXwpnoETE PE TNV avaAuan, Ta ofpaTa Ba
TIPETTEI VA Eival QWTEIVE, BIOKPITA Kal EUKOAA agloAoyraiua

o Ymdpxel peydAog apilBudg  ouoTadOTTOINUEVWV/OAANACETTIKOAUTTT S peviv
KUTTAPWV TToU UTTOdiCouV TNV avaAuon
>50% TwV KUTTApWV dev £xouv uBpidoTroinbei
Ymapxel mepiooeia OopIfOvVTwY CwHOTIBIWY PETAEU TwV KUTTEpWY ko
@Bopifouca axAry TTou TpokaAei TTapeUBoAég oTa oruata. Idavikd, 1O
uTT6BaBPO TWV AVTIKEIHEVOPOPWY Ba TTPETTEI VO paivEeTal OKOTEVO ) Hadpo Ka
Kabapo

e Ta 6pia Tou KUTTAPIKOU TTUpAva Bev gival SIOKPITA Kal Ogv gival GBIKTa

Kareubuvrnpieg odnyieg yia Tnv avdiuon

o  KdBe deiypa Ba mpéTel va avaAueTal Kal va epunveleTal ammd dUo avaAurég
Tuxdév acuppwvieg Ba TpéTel va emAUovTal JEOw EKTIUNONG aTmé Tpfo
avaAuTh

e KdBe avaAuTng Ba TrpéTTel va eival KAaTAAANAa EEIBIKEUPEVOG O UPPWVA E TO
avayvwplopéva e0VIKa TTpoTUTIa

o  KdBe avaAuTng Ba mpétel va BabuoAoyei pepovwpéva 100 TTUprVEG Yia kOB
Seiypa. O TpwTOG avaAuTig Ba Tpétrel va §ekivd Tnv avéAuon amd mv
apioTepr) TTAEUPA TNG OVTIKEINEVOPOPOU Kal 0 DEUTEPOG avAAUTAG atTd Tn defd
TTAEUPa

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

e AvoAUete povo dABIKTOUG TIUPAVEG Kol  OXl  ETMKOAAUTITOMEVOUS N
OUOOWPEUPEVOUG  TTIUPAVEG 1 TIUPAVEG TIOU  KOAUTITOVTOI  OTTO
KUTTOPOTTAQC HaTIKG UTTOAEippaTa ] upnAo emtiredo auto@BopiopoU

o ATTOQEUYETE TTEPIOKEG PE TIEPIT O EIQ KUTTAPOTTAQCHATIKWY UTTOAEIMUATWV 1 N
€I101KO UBPIdIo PO

e Hévraon Twv onudrwy utropei va ToIKiAAEl, aKOPa KOl G TNV TTEPITITWAN evog
HOVO TTUPAVa. ZE€ TETOIEG TIEPITITWOEIG, VO XPNOIHOTIOIETE HOVA QIATpa rYka va
puBiCeTE TO EGTIAKO ETTITTESO

e XeUTTOREATIOTEG OUVOIrKEG, TO OAPATA PTTOPET va paivovTal didyuTa. Edv dio
ORMATA TOU iBIou XpwUaTog BpickovTal o€ eTTaQA HETALU TOUG, 1) N aTTdaT00N
METAEU Toug Oev eival yeyaAuTepn améd dUO0 TTAGTN CUATOG, i} GUVOLoVTAl E
£€va ayxvo VARQ, YETPAOTE TA WG éva OAUA

o Edv éxete ap@iBoAieg yia To €dv éva kKUTTApPO PTTOPET va avaAuBei f 6y, v
TIPOXWPAOETE TNV avAAUoH Tou

Mnv TTpoCuETPATE - OI
TTUPRVEG gival uTTEPBOAIKG
KOVTG 0 évag GTOV GAAOV yIa
TOV KaB0opIouo opiwv

Mn trpooperpdre
AAANAOKOAUTITOUEVOUG
TTUprVveg - dev gival opaTtn
0AGKANPN N éKTOCN Kal TWV
duUo TTUpARvwY

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

Mpoopuerprioarte wg dUo
KOKKIVa Kal 8U0 TTpdciva
onpaTa - To dIACTNUA OTO £éva
KOKKIVO Of)ua gival JIKPOTEPO
atré Ta TAGTN U0 onudTwy

Avapevopueva atroreAéopara
Avapevopevo QUCIOAOYIKO TTPOTUTIO ONUAETWY

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

Avapevopeva un @UAIOAOYIKG TIPOTUTIA O NUATWY

e éva KOTTOPO PE NUiCuyn EAAeiwn Tng Béong D13S25, To avapevopevo TTPOTUTIO
onudrwy Ba ival éva kdkkivokal duo Tipdoiva afjpata (1K, 2IM).

e éva KUTTOPO pe opdduyn EAAEIYN, TO AvapeVOUEVO TTPOTUTIO OonudTwy Ba sva
Kavéva KOKKIvo Kal dUo Trpdoiva arjuara (0K, 21M).

MTropei va TpokUwouv Kai GAAa TTPOTUTIA OnNUATWV O€ aveUTTAOEIDYN
I00ppoTINUéVa deiy paTa.

MNvwoTnA SlaoTaupoUUEVN AVTISP ACTIKOTNTA

O mpdaoivog ixvnBETng 13qter ptropei va epgavioel diaoTaupoUuevo uppIdiopd ato
KEVTPOUEPEG TOU Xpwpoowparog 19 kal Toug kovToug Bpaxioveg GAAwv
XPWHOO WHATWV.

Ava@opd avemOUunNTwV cuuavTwv

Edv moTeveTe 611 TO TTPOidv auTd TTapouadiace ducAsiroupyia fy uttoRaBuon ota
XOPOAKTNPIOTIKG aTrodoong, n oTroia evOEXETAI va OUVEBAAE O€ éva avemOUUTo
gupBav (1r.x. kaBuoTtepnuévn A eoPaAuévn didyvwan akatdAAnAn Beparreia), Ba
TIPETTEI VA TO AVAPEPETE AUEC WG OTOV KATAOKEUAO T (email: vigilance@ogt.com).

To cupBdv Ba TpéTrel va ava@epBei kal oTrnv apuddia apXn TG XWPag 0ag &v
uTtapyel. MTropeite va BpeiTe Tov KATGAOYO PE T ONUER ETTIKOIVWVIAG Yia Béuara
emaypuTivnong oTo: http://ec.europa.eu/growthy/sectors/medical-devices/contacts/.

Ei18ikd xapakTnpIoTIKG ardédoong

AvaAurikni e18ikornra

H avaAuTikn €181KOTNTA €ival TO TTOCOGTO TWV ONUAETWY TToU URPISOTTOI0UVTAI POVO
oTn owoTr Béon kal og Kapia GMn 8éon. H avaAuTikh €101IkOTNTA KOBOPIOTNKE LE
TNV av@Auon ouvoNika 200 B£o ewv-0ToXwv. H avaAuTikr €101KOTNTA UTTOAOYIOTNKE
WG 0 apIBudg Twv onudtwyv FISH tou uBpidomoiénkav otn owaoTh B€on
SIQIPEPEVOG IE TOV OUVOAIKS apIBuS Twv uBpIdoTToiNuévwy onudTwy FISH.
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http://ec.europa.eu/growth/sectors/medical-devices/contacts/

Mivakag 1. AvaAuTikr 18ikéTnTa Tou D13S25 Deletion Probe

KokKIvog
D13S25
Mpdoivog | 13qter

13qter 1334

13q14 200 200 100

200 200 100

AvaAurikn evaiofnoia

H avoAuTikn euaioBnaoia eival To T0000TO TWV OEIOAOYACIUWY PECOPACKUNV
KUTTAPWY ME TO QVAPEVOUEVO TTPOTUTIO QUOIOAOYIKWWV onudtwy. H avaAutki
€UaIoBONCia KOBOPIoTNKE PE TNV AVAAUCH HECOPATIKWY KUTTAPWY aTTd S1apOopeTKA
@ualohoyika deiypara. H euaioBnoia uttoAoyioTnke wg TO TIOOOCTO TWV
QA&IOAOYNOINWY KUTTAPWY HE TO OVOUEVOUEVO TIPOTUTIO ONUATWY (UE SIGOTNUX
epTMIoTOOUVNG 95%).

Mivakag 2. AvaAuTikn euaigBnaia Tou D 13S25 Deletion Probe

474 500 94,8 0,7

Xapakrnpiouo g Twv QUAIOAOYIKWV TIUWYV ATTOKOTTHE

H @uaioAoyIkA TIuf aTToKoTG, 0€ oxéon We Toug IXvnBEéTeg FISH, eival To péyioto
TTO000TO OEIOAOYACINWY PECOPACIKWY KUTTAPWY ME €I0IKO PN QUOIOAOYKO
TPOTUTIO ONUATWY, OTO OTfoio éva deiypa Bewpeital QUOIOAOYIKSO yia TO
OUYKEKPIPEVO TIPOTUTTO G NUATWV.

H @uaioAoyIkA TIuf atrokoTIrG KaBopioTnKe PE TN XPron dely JaTwv atTé ao Beveig
HE QUOIOAOYIKEG Kal BETIKEG TINEG. T KEBe Beiypa, KaTaypa@nkav Ta TTPOTUTT
onudarwy 100 kuTtdpwy. O deikmg Youden utroAoyioTnKe WOTE va TIPOKUWE N T
KaTw@Aiou yia Tnv oTroia yiveTal peyioromoinon EuaioBnoiag + Eidikémrag-1.

Mivakag 3. XopoKTNPIoPOG TwV _QUOIOAOYIKUWV TIUWV ATTOKOTIAG Tou D13S25
Deletion Probe

1K, 2N/ 0K, 2 0,99 3

Ta epyaoTrpia TTPETTEI VO ETTIRERAIWVOUV TIG TIHEG OTTOKOTING X PNO IMOTTOIWVTAG Ta
Bikd Toug dedopéval” 8,

AkpiBeia ka1 avamapaywyiuornra

H okpiBeia atroTeAei pETPO TNG UOIOAOYIKAG METABANTOTNTAG HIag e¢éTaOng Grov
eTTavaAapBAveTal OPKETES POPEG UTTO TIG idIEG oUVORKES. AgloAoyriBnke péow g
avAaAuang eTTavaANTITIKWYV £EETAC WV ToU idlou apIBuoU TTapTidag IXvneETn oTo idio
Oeiypa, utto TIG idIEG CUVORKEG Kal TRV idla Nuépa.

H avamapaywyipdtnta amoteAei uétpo TnNG PETABANTOTNTAG MIOG EEETAONG KAl
KaBopileTal PeETAEU delypdTwy, PeTafU nUEPWV Kol PETAEU TrapTidwv. H
avaTopay wyINeTNTA PETAEU NUEPWY agloAoynBnke pe TNV avaAuon Twy idlwv
OelyATWYV O€ TPEIG DIAPOPETIKEG NPEPES. H avaTTapaywyipdTnta HETAgU TTapTidWwv
agloAoynonke pe TNV avaAuon Twv idiwv 8ely JATwV GTA OTTOIA X PNC IMOTTOINBNKav
TPEIG DIaPOPETIKOI apIBuoi IXvNBETN o€ pia nuépa. H avatrapay wylnétTa Yerotl
SelypaTwyv agloAoynenke e TNV avaAuan TPIWY TTAVOMOIGTUTIWY OElY HATWY O € pidt
nuépa. MNa k@Bt deiypa, karaypdenkav TPOTUTIA onNuaTwy 100 PHECOPAC KLV
KUTTAPWVY Kal UTTOAOYIOTNKE TO TTOCOOTO TWV KUTTAPWY HE TO OVOUEVOUEVO
TIPOTUTIO ONUATWY.

H avamapaywyipétnTa Kai n akpiBeia utroAoyioTnkav wg n Tummkr AmokAon
(STDEV) petagl Twv TTavOUOIOTUTIWY JelyUaTwy yia KABe PeTaBANTH Kai n
ouvoAikn yéon STDEV.

Mivakag4. Avamrapay wyiydéTtnta kai akpifeia tou D13S25 Deletion Probe

AkpiBeia 1,10
MeTagu derypaTwv 1,09
MeTagu nuepwv 0,53
MeTagu Taptidwv 0,96
2 uvoAIKr atmokAion 1,00

KAivikn amédoon

H kAiviki ommédoon kaBopioTnke BAcEl avTITTPOOWTIEUTIKOU OgiyPaTOG TOU
TANBuC pPoU yia Tov oTToi0 TTPoopPIgeTal TO TTPOIOV. Mo KEBE deiy pa, KaTay paenkav
1o TPOTUTIA onuaTwy 2100 PECOPACIKWY KUTTApwV. [payuaToTroinnke
TTPOCBIOPITHOG GUOCIOAOYIKWV/UN PUOIOAOY KWV SESOUEVWV HECW OUYKPIONG ToU
TT0OG00TOU TWV KUTTAPWY PE TO OUYKEKPIPEVO PN QUOIOAOYIKO TTPOTUTTO OnudTwv
Kal TNG QUOIOAOYIKAG TIMAG OTTOKOTIAG. XTn OUVEXEID, TA OTTOTEAEC paTa
OUYKpIBNKav PE TN yVWOoTH KaTdoTaon Tou deiy uaTog.

Ta amoTeAéopaTa TWV KAIVIKWY SESOPEVIWY avaAUBNKaV yia va TTPOKUWOUV O TIEG
euaioBnoiag, €10IKATNTAG KAl OTTOKOTIAG, ME Tn XPAon MIag povodidoTamg
TTPOCéyyIong.

Mivakag 5. KAivikn armédoon 1ou D13S25 Deletion Probe

KAIvikr euaioBnaia (TrooooTd aAnBuwg BeTikwy, TPR) 99,2%
KAIvIKA euaioBnaoia (TTogoaTé aAnBwg apvnTIKWY, 100%
TNR) 0
MooooT6 weudwg BeTikwv (FPR) =1 — EidikéTNTA 0%
Npo6obeTeg AN PO POpPiEg

MNa Tp6oBeTEG TTANPOPOPIEG, ETTIKOIVWVACTE PE TO TuAMa TexvikAG Yoo TMpigng
ng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrOG: WwWWw .0gt.com
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