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MNepiropiopoi

To TTpoidV auTo £X€1 OXEDIOTTEI VIO Va avixXveUa avadiaTagelg Je onueia d1Go Trong
OTNV TTEPIOYT) TTOU KAAUTITETAI ATTO TOUG KOKKIVOUG Kal TIPAC IVOUG KAWVOUG O€ auTO
TO OET IXVNOETWV, N oTroia TrEpIAaPPBAvEl TIG TTEpIoXEG Twv PML kat RARA. Znpusa
SiGoTraong Tou  PBpiokovTal €KTOG TNG €V Adyw TTEPIOXAG 1 TTapaAAayég
avadIaTAgewV TToU TTEPIEXOVTAI £§ OAOKARPOU O€ QUTHA TNV TTEPIOY T MTTOPEI Va pnv
gival aviXveUoIua ue auTo TO TTPOIOV.

H e&étaon Oev TIpoopileTal yia: XpACNH WG HEUOVWHEVOG dlayVwOoTKEG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUNTITWHATIKO €Aeyxo Bdoel TAnBuopou, e&€roon
KovTd oTov aoBevh | autoegétaan. To TTPoidv autd TrpoopieTal Yévo yia
€TTAYYEAPATIKA XPron evidg Tou epyactnpiou. OAa Ta amroTeAéopaTa TTPETTE VA
gpunvevovTal amd KardAANAa eEEIBIKEUPEVO TTIPOOWTTIKO AauBaVOpEVWY UTTéYN
GAAWV OXETIKWYV OTTOTEAEC PHATWYV ECETAC EWV .

To TPOidv auTo dev £xel ETMKUPWOET yia XpAon o€ TUTTOUG Oely UATWY 1 TUTIOUG
acBevelwv TEpav eKEiVwV TTou kaBopifovral oV TTPORBAETTOUEVN XPAON.

Kard tnv avagopd kai epunveia Twv ammoteheopdTwy FISH, Ba rpéTel va Tnpolvia
TO ETTOYYEAPATIKA TIPOTUTTIA TIPOKTIKAG Kol VO AauBavovTal UTTown AAAEG KAIVIKEG
Kai d1ay vwaoTIKEG TTANpo@opieg. AuTS TO KIT TTPOOPIGETAI YIa X PACN WG GUUTTA pLUa
o€ AAAEG Dlay VWOTIKEG EPYOOTNPIOKEG ECETAT EIG Kal OeV B TTPETTEN VO EEKIVAEI KORI
BepatreuTikn evépyeia pévo Baoa Tou atoteAéoparog FISH.

H pn tApnon Tou TIpwToKOAAOU evOEXETOI VO ETINPEGTEI TNV ATTOd00N Kal Vo
odnynoel o€ Yeudwg BETIKG/apvNTIKG aTTOTEAEOpaTA.

AuTS TO KIT OEV €XEl ETTIKUPWOET Yia GAAOUG oKoTToUG TTEPAV TNG KaBopIo Pévng
TPOBAETIOHEVNG XPNONG.

MpoPAemrépevn xprion

To CytoCell PML/RARa (RARA) Translocation, Dual Fusion Probe eivai pi
TIOIOTIKH, N autopaToTroinuévn, e&étaon @Bopifovrog in situ uBpIdiopol (FISH)
TTOU XPNOIYOTIOIEITAI VIO TV QVIXVEUTT XPWHOOWHIKWY avadIaTagewy PETAE) TG
TepIoXAg 15924 Tou xpwpoowpatog 15 kai Tng Tepioxng 17921.1-g21.2 Tou
Xpwpoowuarog 17 g€ povipotroinuéva oe didAupa Carnoy (ueBavoAn/ogkd ol
3:1) KUTTOPIKA EVOIWPAMATA CQIJOTOAOYIKAG TIPOEAEUONG aTd Ao Beveig pe
emBeRaiwpévn ) mMOavoAoyoupevn ogeia pueAoyev Aeuyaipia (OMA).

Ev&eieig

To TTPOiIGV auTOV €ival OXEDIOOPEVO WG CUNTIANPWHATIKO 0€ GAAEG KAIVIKES KO
10TOTTaB0A0YIKEG ECETATEIG O€ avayvwPIoPéva JOVOTTATIa SIdlyvwo NG Kal KNIVIKAG
@povTidag, 6TToU N yvwaon Tng UTapgng Tng peTdbeong PML-RARA 6a Atav
ONUAVTIKA YIO TNV KANIKA QVTIHETWTTION.

Apxég Tng &éTaong

O pBopidwv in situuBpidioudg (FISH) gival pia TeKVIKT TTOU ETTITPETTEI TV AViXVEUON
aAAnAouyiwv DNA o€ pETa@AO KA X PWPOC WHATA F) O € HETOPAC IKOUG TTUPIVES OTTO
HOVIMOTIOINUEVA KUTTOPOYEVETIKG Ogiy pata. H TexvikA XpnoipoTrolei 1xvnOéreg DNA
Tou  UBpIdoTToIoUVTal O€ OAOKANPA XPWHOOWHOTA i PEUOVWHEVEG HOVODIKESG
aAAnAouyieg kal Xpnoipelel wg £Va oNUAVTKO OUMTTAAPWHA O TNV KUT TOPOYEVETKH
avdAuon pe G-Jwvwaon. AuTA N TEXVIKA UTTOPE TTAEOV VO EQOPUOCTEI WG £va
onUavTIKG £PEUVNTIKO EPYOAEI0 OTA TTAQICIA TTIPOYEVVNTIKWY KOl QIUATOAOY KUV
avaAUoEwv, KOBWG KAl XPWHOTWHIKWY avaAUoewy ouptray wv oyKwv. Merd m
govipoTtroinan kai Tn petoudiwon, 1o DNA-o1dx06 €ival diabéoipo yia avadidragn
o€ évav TTapOpoIa HETOUTIWEVO, PBopidovia anuac pévo 1xvneém DNA, o otroiog
£€xel CUPTTANPwWUATIKA aAAnAouxia. Merd Tov uBpIdIoUO, YivETal aQaipeon Tou N

Seapeupévou Kal un €101Ka deapeupévou 1xvnB£m DNA kai To DNA uttoBdAAeTa og
avTixpwon yia ameikovion. XTn CUVEXEID, N HIKpooKoTTia @Bopiopuol KabioTtd
SuVvaTH TNV ATTEIKOVION TOU UBPISOTIOINUEVOU IXVNBETN OTO UAIKG-OTOXO.

MAnpo@opiegyia Tov IXvneéTn

To yovidio PML (promyelocytic leukemia) Bpioketal omv mepioxn 15q24.1 ka 10
yovidio RARA (retinoic acid receptor alpha) Bpioketal omv Tepioxry 17g21.2. H
peTdBeon t(15;17)(q24;921) dnuioupyei 1o yovidio auvingng PML-RARA ka
arroTeAei dlayvwoTIKG BACIKO XOAPOKTNPIOTKS TNG O&Ei0G TTPOUUEAOKUTTOPKAG
Aeuyaipiag (OMA).

To yovidio auvtngng PML-RARABNnuIoupyeital atrd TnpetdBeon t(15;17)(q24;021)
TTOU aTavVTATal O€ TTEPIOTOTEPO aTTd 90% TTrEPITITWa WV Pe ONMA, pia Asuxaipia Tou
amoTeAei T0 5-8% TWV TEPITITOOEWY Ofeiag pueAoyevoug Asuyaipiag (OMAY2 Ze
€va UTTOOUVOAO TTEPITITWOEWY, WTTOpoUvV va TrapatnpnBolv  TrapaAAayég
peTaBéoewv RARA. M'vwaTd yovidia TTou GUPPETEXOUV OTO (eUyog aUVTNENG
auptrepiAapBavouv Ta NPM1 omv mrepioxn 5935, NUMA1 omyv mrepioxr) 11g13,
ZBTB16 (PLZF) otnv mrepioxry 11923, STAT5B otnv mepioxn 17921, PRKAR1TA
otnv Trepioxn 17g24, FIP1L1omv epioxr 4912 kai BCOR omv mrepioxri Xp1 134,

Téoo 10 PML 600 kai To RARA guppeTéxouv o guaiohoyik aigorroinon. To PML
Opa OYKOKOTAO TAATIKA Kl TTPOATTOTITWTIKG, eV To RARA gival évag HETaypapkdg
TTapdyovTag TTou HEGOAOREi GTNV ETTIOPACT TOU PETIVOIKOU 0E£0G G € O UYKEK PIUEVa
oToixeia amdkpiong®. H mpwteivn olvinéng PML-RARA CUUTIEPIQEPETAI WG
TpoTroTroINuévog uTrodox£ag pPeTIvoikoU 0&éog pe  IKavoTnTa peTaBifaong
oyKoyOvVwY onuarwy’.

H dueon Bepatreia Twv aoBevwyv pe ONMA gival kpioiung onuaaciag, Adyw Twv
BavaTn@opwy dlatapaywy TG TMENG ToU aiaTog Kal TNG aTTEIANTIKAG yia T dur
aigoppayiag kard tn didyvwaon. Mpiv ammé Tnv elcaywyr Tou all-trans peTivokod
0&€og (ATRA) kai Tou Tpio&eidiou Tou apoevikol (ATO) o€ TTpwTOKOMa BeparTreiog
OlA, nvéoog gixe duapevn TTPOyvwon. Qo 1600, YE TNV EI0aywYH Twv BepaTrasv
QUTWY, N OUVOAIKA eRiwon éXel BEATIWOE BeauaTIKE, JE TXEDOV TO 90%° Tww
aoBevwv va anueiwvouy iaon. Or aoBeveig e TapaAAayég peTaBéoewv RARA
emdeikvUouv peTaBANTA euaioBnoia oTn BepaTreia, Pe OPIOPEVOUG ATBEVEIG va
emMBEIKVUOUV aVOEKTIKATNTA OTA BEPATIEUTIKG TIPWTOKOAAG®®, TuveTg, €eivar
anpavTIKA N didkpion peTagu aoBevwv pe OMNATIOU éxouv T ouvingn PML-RARA
Kal EKEVWY TTou €xouv TrapalAayég peTabéoewv RARA

Mpodiaypa@ég IxvnBeTwV

PML, 15qg24.1, Kékkivog
RARa, 17921.1-921.2, Mpdoivog
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To peiypa ixvnOetwv PML, onuacuévol KOKKIVOI, attroTeAETal ato évav IxvnBém
151kb kevTpopepikd Tou yowidiou PML kai évav 1xvnBém 174kb tehopepkd Tou
yovidiou PML. To peiypa ixvnBetwv RARaA, Gnuac pévol Trpaaivol, atmoTeAETa omo
évav IXxvnOETn 167kb kevTpopepikd Tou yovidiou RARa (RARA), Trou TrepiAappve
TO yovidlo CASC3, kai évav ixvneéTn 164kb, Trou TrepIAauBavel To TEAOUEPIKG GKPO
Tou yovidiou RARa kaBwg kal Ta yovidia TOP2A kai IGFBP4.

Napexéueva ulikd

IxvnOérng: 50 pl ava @iaAidio (5 egeTdoeig) i 100 pl avd @ioAidio (10 egeTdoag)
O1 1IXxvNBETEG TTAPEXOVTAI TIPOAVAUEN PéVol a€ SIGAUPa UBPISIGHOU (Poppapido,
Benkn degTpdvn, aAatouyo SiGAupa-kiITpIkd vaTpio (SSC)) kai ival £TOIYOI TTPOG
xenon.
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Avrixpwaon: 150 pl ava @ialidio (15 egeTdoeig)
H avtixpwon eivai DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-8iauidivo-2-
@aIvUAIVOOAN)).

I'I po&IdOTTOINCEIG KA TTPOPUAGEEIG
MNain vitro diayvwaoTikA Xprion. ATTOKAEIOTIKA yia £TTOY Y EAJATIKR XA .

2. Na @opdre yavTia kard Tov XeIpiopo 1xvnOetwv DNA kai av Tixpwong DAPI.

3. Ta piypara Twyv IxvNBETWY TTEPIEXOUV POPPANIBIO, TO OTTOIO Eival TEPATOYOVO.
Mnv avarvéete avaBuuIGoEIg Kal aTTOQUYETE TNV €TTAQH ME TO JEpQ
ATTQITEITOI TIPOT EKTIKOG XEIPIOUOG. Na QOPATE yAVTIA KOl EPYACTNPIAKHA TTOSA

4. To DAPI givai duvnTikd Kopkivoydvo. ATTITEITaI TIPOCGEKTIKOG XEIPITHAG Na
POPATE YAVTIO KOI EpYaCTNPIaKY TTOdIA.

5.  ATOppITITETE OAQ TA ETTIKIVOUVA UNKG O UN@QVA HE TIG KATEUBUVTHPIEG ODNyieg
ToU 1I5pUNaTOG OAG Yia TNV aTTOPPIYN ETTIKIVOUVWY ATTOBAARTWV.

6. OIXEIPIOTEG TTPETTEI VA £XOUV TNV IKAVOTNTA VA SIAKPIVOUV TO KOKKIVO, TO WTTAE
Kal TO TIPACIVO XPWHA.

7. H un TtApPNON Tou TTEPIYPAPOUEVOU TTPWTOKOAAOU TWV avTIOPAC TNV
eVOEXETAl VO €TTNPEGOOUV TNV amddo0n Kal va odnyrnoouv ge Weudug
BeTIKE/apvnTIKG ATTOTEAET PATAL.

8. O 1xvnBéTng dev Ba TTPETTEl va aPAIWVETAl /| VO avaplyvUeTal ye dAAoug
IXVNOETEG.

9. H un xprion 10ul 1xvnBETn 0TO OTADIO TOU TIPWTOKOAAOU TIpIV OTTO TN
JETOUTiWaN eVOEXETAI VO ETTNPEATEI TNV ATTOS00N KAl Va 03Ny €l OE WEUDWG
BeTIKE/apvnTIKG ATTOTEAET PATA.

Atro8nkeuon Kai XeIpIOUOG
To kIT Ba TTpéTel va ammoBnkeleTal o€ Beppokpaaia amod 25 °C
J/ -15°C  éwg Kai-15 °C o€ karawUKTn PEXPI TNV NUEPOounvia ARgNG Tou
avaypa@eTal aTNV ETIKETA TOU KIT. Ta @IaAidIa IXVNOETWY Ka
-25°C aVTiXpwong TIPETTEI VA aTToBNKEUOVTAI O€ OKOTEIVO XWPO.

O 1xvnBéTng Tapapével oTabepdg KaB' OAn Tn SidpKela TV
KUKAWV yugng/amoéyuéng Trou Trpay JaToTToioUvTal GTO TTAGICIO
\\ |// NG @QUaIoAOYIKAG XPAONG (évag KUKAOG QVTIOTOIXEI OTnV
/ ~— agaipean Tou IXvnoETn aoTré Tov KATawUuKTn Kal TNV €K VEOU
/ TOTTIOBETNO N TOU O€ AUTOV) Kall Eival QWTOOTABEPOG YIa WG KO
A\ 48 wpeg PETA TNV €KOETT) TOU O OUVONKEG TUVEXOUG PWTIGUOU.
. Mpémel va kataBaAAeTal kGBe duvarr TTPooTABEId WOTE N
¢ékBean o€ peTaBaAAOPEVEG OUVOAKEG QWTIOPOU  Kal

Bepuokpaciag va TreplopifeTal 0To EAAXIOTO.

ESo1rAIop oG Kal UAIKA TTou aTrauroUvTal aAAd dev TrapExovTal

Mpétrel va xpnoiyoTroleital BaBpovounuévog eEoTTAIoNSG:

1. Ocgppn MAGKa (pe oTEPER TTAGK A Kal didTagn akpiBoug eAEyxou Beppok paoiog
£wg ka1 80 °C)

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

3. Y5(]Tué)\0UTp0 pe diaragn akpiBoug eAéyxou Beppokpaaciag oToug 37 °C ka
oToug72°C

4. ZwAAveg pIkpopuyokévtpiong (0,5 ml)

5. Mikpookomo @Bopiopol (avatpégte otnv evéTnTa «XUoTacn yia TO
HIKpOaK&TTIO BOPITHOU»)

6. MikpookdTo avTifeong pacewv

7. KoBopd TAAoTIKA, KEPAWIKA 1) BepuoavBekTIkG yUuaAiva doxea Coplin

8. AaBida

9. BaBpovounuévo TTEXAUETPO (1) TTEXTUETPIKEG TAIVIEG PE DUVATATNTA PETPNONG
TIyWV pH 6,5 -8,0)

10. MepiékTng uypaaciag

11. PakdG pIKPOTKOTIOU PBOPIC PO KOTABUTIKOG O € AGdI

12. PuydKeVTPOG TIAYKOU £pYaTiag

13. AVTIKEIYEVOQOPO HIKPOOKOTTIOU

14. KaAuTrTpideg 24 x 24 mm

15. Xpovopuetpo

16. EmmwaoTApag37 °C

17. KOAAa pe diGAupa EAaOTIKOU

18. MikTng TepIdivnong

19. AiaBaBuicpévol kUAIv3pol

20. Mayvnrikég avadeutipag

21. BoBuovounuévo BepudueTpo

MpoaipeTikdg EEOTTAICHOG TToU Bev TTapPEXETAI
1. Kuttapoyevenkog 8dAapog §Apavong

AvTiSpaoTipia Tou amrairoivral aAAd dev Trapéxovral
AidAupa aharouyou diaAUpaTog-KITpikou vaTtpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpogeidio Tou varpiou 1M (NaOH)

YdpoxAwpik6 ogu 1M (HCI)

ATmioviopévo vepo

ourwN R

ZUoTOON YIO TO HIKPOOKO™TO pOOpPICTUOU

Xpnoipotroleite Adutra udpapyupou 100 watt f; 100d0vaun Kai €TTiTTEdOUG
ATTOXPWHATIKOUG AVTIKEIPEVIKOUG QaKOUG KaTaduTIKOUG oe AGDI pe peyEBuvon
60/63x 1 100x yia BéATIOTN ameikovion. O1 @Bopifouceg ouaieg TTou
XPNoIyoTToloUvTal 0€ aUTS TO OET IXVNPETWY Ba dieyepBoUv Kal Ba eKTTE WOV OTa
akOAouBa prkn KUPATOG:

Mpdoivo 495 521
| KOKKIVO | 596 | 615 |

BeBaiwBeite 0TI 0TO PIKPOOKOTO €X0oUv TOTTOBETNOEI T KATAAANAQ @iATpO
BIEYEPOT NG KAI EKTTOUTTAG, TA OTTOIA KAAUTITOUV Ta UAKN KUPATOG TTOU Qv a@EPovTal
Tapatrdvw. Xpnoiyotroinote @iATpo SiéAeuong TpImAng wvng DAPI/Tpdovou
Ao PATOG/KOKKIVOU pAaopaTtog i @iATpo diéAeuang dITTARG Jwvng TTpAcivou
Ao PaTOG/ KOKKIVOU QAT UaTOG Yia BEATIOTN TAUTGYXPOVN ATTEIKOVIC N TWV TIPACNWY
KOl KOKKIVWV QOOPIOVT WV OUCIWV.

EAéyETe TO pIKpookdTO BopPIcPOU TIPIV aTTd TN XPrON Yia va diac@alioere o
Aeitoupyei owaTd. Xpnoipotoiote AGdl katdduong Tou  evdeikvuTal yia
HIKPOOKOTIIO @BOPIoHOU Kal £XEI TTOPAOKEUOOTEN yia XaunAd auto@Bopioud.
Amo@uyeTte TNV avauign Tou DAPI antifade pe AGd1 kaTdduong PIKpookoTriou, didT
KATI TETOI0 B KAAUWEI Ta GrpaTa. TNPEAOTE TIG OUOTACEIG TOU KATACKEUOO T doov
apopd Tn didpkela (wg TNG AGUTTOG Kal TNV NAIKIa TwV QIATpwV.

Mpoeroipaoia derypdrwv

To KIT €xel OXedlAOTE yia XpAON O€ KUTTAPIKA evaiwpAuaTa alpoToAoyKhg
TTPo€AEUANG TTOU £X0UV poviyoTroinBei ae didAupa Carnoy (ueBavoAn/ogko ofd 3:1)
Kal £XOUV TTIPOETOINAC TEI GUPPWVA PE TIG KATEUBUVTAPIEG 0ONYiEG TOU EPYATTNpioU
1 Tou 1I5pUpaTOoG. MpoeToINdaTE dEiyMATA TTOU £XOUV UTTOOTET {pavaon PE aépa oE
QAVTIKEINEVOPOPOUG UIKPOOKOTIIOU OUUPWVA MPE TIG TUTTIKEG KUTTOPOY EVETIKEG
diadikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Trepiéxa
OUGCTAOEIG Y10 T OUAAOYH, KOANEPYEIT Kal HETAPOPE DElY HATWY, KABWGS KAl Yo TNV
TTPOETOINATTA TWV AVTIKEINEVOPOPWY TAGKWV S,

Mpoeroipacia SiaAupdTwWY

AiaAduara ai@avoéAng

ApaioTe aiBavoAn 100% pe atmioviopévo vepd pe Baon TG akGAouBeg avaloyieg
Kal avapi§Te KoAd.

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

e AIBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog amovio pévou vepod
AmoBnkeUoTE Ta SIOAUMATA VIO WG Kal 6 PAveEG o€ Bepuokpacia SwaATioU o€
QEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 Yépn aTToVIo UEVOU VEPOU Kal avauETe
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipotrowvTag NaOH ry HC,
Kard TepiTTwon. AmobnkelaTe 1o didAupa yia €wg kal 4 Rdouddeg ot
BepuoKkpacia SwHATIOU O€ AEPOTTEYN TTEPIEKTN.

AidAuvpa 0,4xSSC

ApaiwoTe 1 pépog diaAUpaTtog 20xSSC pe 49 pépn atmovIoPEVOU VEPOU Kal AvVaUETE
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o pH 7,0 xpnoipotrowvTag NaOH ry HC,
Kard TepimTwon. AmobnkeloTe 1o didAupa yia £wg Kol 4 €Bdopddeg ot
Bepuokpacia SwHATIOU O€ AEPOTTEYR TTEPIEKTN.

2xSSC, AidAuua Tween-200,05%

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn ammoviopévou vepou. MNpoobéoTe
5 pl Tween-20 avd 10 ml kai avapi§Te kahd. EAéyEreTnv TiuA pH kai puBuioTe oe
pH 7,0 xpnoipotroiwwvtag NaOH  HCI, katd mrepimTwarn. ATToBnkeloTe To SIGAUpa
yia éwg Kai 4 B0opadeg o€ Bepuokpacia dwUATiou & AEPOOTEYA TIEPIEKTN.

MpwTtékoMo FISH
(Znueiwon: BeBaiwBeite 0TI n €kBean Tou IXVNOET Kal TNG AVTIXPWONG OTA PUITal
TOU £PYOOTNPIOU Eival TTAVTA TIEPIOPIO PEVN).

lpoeroipacia avnkeiuevopopou

1. TomoBetAoTe pia KnAida amd TO KUTTOPIKG Oeiyha o€ pIa  YUdAvn
QAVTIKEINEVOPOPO UIKPOOKOTTIOU. AQACTETN va aTeyvwoe. (MpoaipeTikd, edv
XPNOIYOTIOIEITE KUTTOPOYEVETIKO BdAapo Rpavong: n ToTmobETNoN Tou
OeiypaTog OTIG QVTIKEINEVOPOPOUG Ba TIPETTEl va YiveTal PE T XPron
KUTTOpOoyeveTKOU BaAdpou gfpavong. O BaAapog TTPETTEl va AEIToupy s o€
Beppokpaaia Tepitrou 25 °C kai uypacia 50% yia Tn BEATIO T Afjyn KuTTapkoU
deiyparog. Edv dev uttapy el S1aBECIHOG KUTTAPOY EVETIKOG BAAapOG Erjpavong
XPNOIUOTIOINGTE VAV aTTaY WYO WG EVOAAAKTIKH).

2. BuBioTe TNV avTikeinevopdpo o€ didAupa 2xSSC yia 2 AeTITG o€ BepuoK paoia
dwpaTiou Xwpig avakivnon.

3. A@udatwoTe 0€ dIaPOoPEeTIKG TToooaTd aiBavoing (70%, 85% kai 100%),
01000XIKd, TO KaBEva yia 2 AeTTTd o€ BepUokpacia dwuartiou.

4. AQNOTE TN VA OTEYVWOEL.

lpiv amé tn pyerougiwaon
AgaipéoTe ToV IXvNOETN atmd Tov KaTayUKTn Kal agrioTe Tov va BepuavBe ot
Bepuokpacia dwpatiou. EKTEAéOTE OUVTOUN GUYOKEVTPIGN TTPIV ATTO TN X PrON.

6. BePaiwBeite 611 TO didAupa 1xvnOEM €xel avapiyBei opoiduopPa PE TN XPrion
THTTETAG.

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

8. TomoBeTAOTE TOV IXVNOETN KAl TNV QVTKEINEVOPOPO OEiYHATOG O€ Hia Bepur
TIAGKa Pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia Tpobépuavan.

9. TomoBetRoTe 10 pl piypaTogixvnOETn 0TO KUTTAPIKG Wiy IO KAl EPAPHOOTE
KOAUTITPIOO TIPOC EKTIKA. ZPPAYIOTE PE KOMA pE DGAUUA EAAOCTIKOU KOl OPAOTE
TN Va OTEYVWOEI EVTEAUK.

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

YBpi1diouég
11. TomoBeTAOTE TNV QVTIKEIUEVOPOPO O€ VAV UYPO, PWTOOKIEPO TTEPIEKTN OF
Beppokpaaia 37 °C (+/- 1 °C) yia pia oA6kAnpn vUxTa.
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TMAUoceig pera rov uBpISIoU6

12. Agaipéote To DAPI ammd Tov KOTOWUKTN KOl a@AoTe TO va BepuavBe oe
Beppokpacia dwpaTiou.

13. A@aip€oTe TNV KOAUTTTPIOO KOl OAd Ta UTTOAEUPATO KOAOG TTPOO EKTIKA.

14. BuBioTe Tnv avTikapevo@opo o€ didAupa 0,4xSSC (pH 7,0) o€ Beppokpaoia
72°C (+/-1°C) y1a 2 AeTiTdl XWwpig avakivnon.

15. AmooTpayyioTe TNV avTiKeIuevopdpo Kal BubioTe Tn ot SidAupa 2xSSC, 0,05%
Tween-20 o€ Beppokpaaia dwpatiou (pH 7,0) yia 30 deutepOAeTITa XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTikelnevo@dpo kai TotroBeTAaTe 10 ul DAPI antifade oe
Kd&Be Seiypa.

17. KaAOyre TN pe pia KaAUTITRIdA, apaipéoTe TUXOV QUOOAIDEG Kal TrepIévere 10
AeTTTd péYpl va avaTTux Bei To XpWHO GTO OKOTADI.

18. MapatnpnoTe g€ PIKPOOKOTTIO PBopIopoU (@vaTtpégTe aTNV evdTNTa ZUOTOON
Yid TO HIKPOOKOTTIO (p 6o piopo0).

ZTaBePOTNTA ETOIPMWYV AVTIKEIHEVO POP WV TTAAKWV
Ol £TOIMEG QVTIKEIUEVOPOPOI UTTOPOUV va avaAuBolv éwg Kal 1 pfiva peTd edv
ammoBnkeuToUv O€ OKOTEIVO XWPO O€ Bepokpaaia dwuartiou 1) XaunAdTepn.

ZuoTdoeig yia Tn diadikagia

1. H Béppavon i wpigavon Twv QVTIKEIUEVOPOPUN WTTOPEI VA WEIWOEI ToV
®BopPIoPO TWV ONUATWY

2. O1 ouvBnkeg uBPIBICUOU PTTOPET Va ETTNPEACTOUV dUOHEVWIG OTTO TN XENON
avTIOPAOTNPIWY TTEPAV EKEIVWY TTOU TIOPEXOVTAI | GUOTAVOVTAlI aTmd TN
Cytocell Ltd

3. XpnoiyotroiRote €éva Babuovounuévo BepuOPETPO  yIa  Tn  PETPNON
BepHOKPACIWV BIOAUPATWY, USATOAOUTPWY KaI ETTWACTAPWY, KABWG oI &v
AOyw Bepuokpaoieg ival Kpioiung onuaciag yia Tn BEATIOTN ammédoon Tou
TTPOIGVTOG.

4.  O1 OUYKEVTPWOEK, oI TIYEG pH Kkal o1 BeppoKpaadieg TTAUONG €ival GNUAVTKEG
KaBwg oI ouVONAKEG XauNANG auaTNPOTNTAG UTTOPET VO £XOUV WG OTTOTEA OO
un €8k déopeuon Tou IXvNOETN evw o guveOnkeg UTTEPBOAIKG uWNnArg
auaTNEATNTAG UTTOPEI Va £X0UV WG aTToTEAESHA TNV EAEIYN OrUaATOG

5. H areAAg peTouaiwon PTTopei va €xEl WG ATTOTEAEGHA TNV OTTWAEIQ OHpaTog
Kal n utrePBOAIKA PETOUTIWON UTTOPE €TTIONG VA €XEl WG ATTOTEAECHA TN 1N
€I0IKN OéTuEUDN

6. O uTrepPBOAIKOG UBPIDICHOG pTTOPEl va 0dnyrnael o€ TIPOCBETA 1 N
avayevoueva auaTa

7. O1xproTeg Ba TPETel va BEATIOTOTIOIOUV TO TIPWTOKOMO YIa TOl DEiyATA TOUG
TIpIV aTTO TN XPon TnG e¢éTaang yia diayvwo Kol OKOTTolg

8. Tuxov UTTOBEATIOTEG OUVONKESG PTTOPET VA €XOUV WG ATTOTEAETHA Wn €1I0IKNA
0T UEUAT, N OTTOIO UTTOPEI VA TTOPEPUNVEUTEI WG O IXVNBETN

Eppnveia Twv atroTeAeop aTwV

EKTiunon mo16rnNTag avnKePevo popwVv mMAaKwv

H avTikeiuevo@dpog dev Ba TTPETTEl va avaAUETal EQV:

e Ta onuata eival MOAU aoBevr yia va Tpayuarotroindei avaAuon oe
Jedovwpéva QiATpa. Ma va TTPOXWPAOETE Y TNV avaAuon, Ta arpaTta Ba
TIPETTEI VA gival QwTEIVd, dlakpITd Kal eUKoAa agloAoyrioiua

e Ymdpxel PeydAog apilBudg  ouoTadOTTOINUEVWV/OAANACETTIKOAUTTT S peviv
KUTTAPWV TTOU EUTTOBICouV TNV avaAucn

o >50% Twv KUTTAPwWV Oev £xouv uBpidoTroinei

o Ymdpxel Tepicoeia @OOPICOVTWY CwUaTIdiwV PETAEU Twv KUTTApwWY ika
@Bopifouca axAry Tou TpokaAei TTapePPOAEG oTa oRpata. 1davikd, To
uTT6RaBPO TWV AVTIKEINEVOPOPWY Ba TTPETTEI VO paiveTal OKOTaVO ) Hadpo Ka
kabapod

e  Ta épia TOU KUTTAPIKOU TTUpAva Bev gival SIOKPITA Kal Oev gival dBIkTa

KarguBuvrpieg odnyieg yia tnv avdiuon

o KdBe deiypa Ba mpéTel va avaAueTal Kal va epunveleTal atmd dUo avaAurég
Tux6v acup@wvieg Ba TIPETTEl va €mMAUOVTAI JECW EKTIUNONG aTTd TPiTo
avoAuTh

e  KdBe avaAuTtng Ba mpétel va eival KaTAAANAa E€IBIKEUPEVOG O UPPWVA LE TO
avayvwpiouéva eBviKka TpéTuTIal

e KdaBe avaAuTrg Ba pétrel va BaBuoAoyei pepovwpéva 100 TTUprveg yia kéBe
oeiypa. O TPWTOG avOAUTAG Ba TTPETTEl va §ekiva Tnv av@Auon amod Ty
apioTePr) TTAEUPA TNG OVTIKEINEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTO TN defa
TTAEUpd

e  KdBe avaAuTng Ba TTPETTE VA TEKUNPIWVEI TA ATTOTEAEGUATE TOU O€ XWPOTA
EvTuTia

e AvaAUeTe HOVO GBIKTOUG TTUPAVEG KOl OX1 ETTIKAAUTITOPEVOUG i G UC GWPEU LEVOUG
TIUPAVEG ) TTUPAVEG TTOU KOAUTTTOVTAI OTTO KUTTOPOTTAQCHOTIKG UTTOAEupaTa 1
uwnAé etritredo auTopBopiopou

o ATIOQEUYETE TIEPIOKEG UE TIEPITOEIN KUTTAPOTTAACGUATIKWY UTTOAEIMUATWV 1) jn
€I101KO UBPIdIoUO

e Hévraon Twv onudrwy utropei va ToIKiAAEl, akOPa KOl G TNV TTEPITITWAN evog
pévVOo TTUPrVa. ZE€ TETOIEG TTEPITITWOEIG, VO X PNOIPOTIOIETE HOVA QIATPa rkar va
puBLiCeTe TO €GTIAKS ETTITTESO

e Y& UTTOREATIOTEG OUVOIrKEG, TO ORPATA UTTOPEi va @aivovTal didxuTa. Edv dlo
ORMATA TOU iBI0U XPWHATOG BpicKovTal O€ ETTAPA PETAEU TOUG, 1) N aTTOCTOON
METAEU Toug Oev eival yeyaAuTepn omrd dUO TTAGTN CrUATOG, i GUVOLoVTal LE
£€va axvO VIAPA, HETPAOTE TA WG EVa OAPA

o Edv £xete ap@iBoAieg yia 1o €@v éva kUTTapo pTTopei va avaluBei f oy, v
TIPOXWPNOETE TNV avAAUCH Tou

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

Mn mrpooperpdre
AAANAOKOAUTITOEVOUG
TTUPRVEG - Oev gival opaTh
0AGKANPN N €KTOON KA TWV
duo TTupRvVWYV

Mpooperprioare wg dUo
KOKKIVa orjpaTta Kal dUo
TpdAoIva oAPATA - éva aTTd Ta
800 KOKKIVO ORjpaTa gival
SiaxuTo

lMpoopuerprioare wg dUo

KOKKIVa Kal dUo TTpdaoiva
ofuaTta - 710 d1IGCTNUA OTO £va
KOKKIVO Ofpa €ival PIKPOTEPO
até 1o TAGTN 800 oNUATWY

Avapevoueva atroreAéopara
Avapevopevo QuUaIoAoyIKO TTPOTUTIO ONUAETWY

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

Avaopevopevo un @UAI0AOYIKO TIPOTUTTO O NUATWY

e éva KUTTapo pe petdBeon t(15;17)(924.1;921), TO AQVOPEVOUEVO TTPOTUTIO
onudrwy Ba ival éva kOKkIvo, éva TTpdovo kai dUouBpidikd (1K, 111, 2Y).

MTopoUv va TpokUyouv Kal GAAa TIPOTUTTA ONUATWY O€ avEUTTAOEIDYN
I00ppoTTNUéva deiypaTa.

MNvwoTnA SiaoTaupoUP eV avTISP ACTIKOTNTA
Xwpig yvwaTA dilacTaupolpevn avTiI®pac KO TA.

Ava@opd avemOuunTwy oUPBavTwv

Edv moTevete 611 10 TTPoidv auTd Trapouadiace ducAsiroupyia fi uTroRdOuon ota
XOPOKTNPIOTIKG aTrodoong, n oToia evOEXETAI va OUVEBOAE O€ éva avemOUUTo
oupBav (1r.X. kaBuaTepnuévn f eo@aluévn didly vwaonr akatdAAnAn Beparreio), Ba
TIPETTEI VA TO AVAQEPETE AUEC WG OTOV KATAOKEUAO T (email: vigilance @ogt.com).

To cupBdav Ba TPETTel va avagepBei Kal oTnv apuddia apxh TG XWPag oag &v
utapxel. Mopeite va Bpeite Tov KaTdAoyo Pe Ta onpeia ETIKOIVWVIOG yia Béuora
€TTayPUTTVNONG OTO: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

Ei131kd XapaKTnpIoTIKG aTrédoong

AvaAurikni s1dikornra

H avaAuTikn €101IKOTNTA €ival TO TTOOOCTO TWV ONUATWY TToU URPISOTTOI0UVTaI VO
oTn owoTr Béon kal og Kapia GMn 8éon. H avaAuTikh €181KOTNTO KABOPIOTNKE e
TNV avaAuon ouvoAikda 200 B£o ewv-o1dXwV. H avaAutikr €1I01KOTNTA UTTOAOYIOTNKE
WG 0 aplBudg Twv onudtwv FISH TTou uBpidomoiBnkav oTn ocwoTh Béon
SIaIPEPEVOG PE TOV TUVOAIKS apIBuo Twv uBpidoTroinuévwy onudtwy FISH.
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Mivakag 1. AvaAuTikn €181kéTTa Tou PML/RARGA Translocation, Dual Fusion Probe

KokkIvog

PML 15024.1 200 200 100
Mpdoivog

RARG 17p21 200 200 100

AvaAuriki euaigbnoia

H avoAuTikn euaioBnaoia eival To T0000TO TWV OEIOAOYACIUWY PECOPACKUNV
KUTTGPWY PE TO OVOPEVOUEVO TIPOTUTTO QUOIOAOYIKULWV ONUATWY. H avaAutkn
€uaIoBNoia KoBoPIoTNKE PE TNV AVAAUCH HECOPATIKWY KUTTAPWY aTTd S1apopeTKa
@uaolohoyikd deiypata. H euaioBnoia uttoAoyioTnke wg TO TOCOOTO TWV
a€IOAOYNTIYWY KUTTAPWY HE TO OVAPEVOUEVO TIPOTUTIO ONUATWY (UE didoTnpa
epTMoTOOUVNG 95%).

Mivakag 2. AvaAutikn euaigBnoia Tou PML/RARa Translocation, Dual Fusion Probe

480 500 96,0 2,1

XapakrnpiopO§ TwV PUTIOAOYIKWY TIWYV ATTOKOTTH S

H @uaioAoyIkA TIuf aTToKoTG, 0€ oxéon We Toug IXvnBEéTeg FISH, eival To péyioto
TT0000TO QEIOAOYACINWY UETOPACIKWY KUTTAPWY ME €I0IKO PN QUOIOAOYKO
TPOTUTIO ONUATWY, OTO OToi0 €va Jeiypa BewpEiTal PUCIOAOYIKO Yia TO
OUYKEKPIPEVO TIPOTUTTIO O NUATWV.

H @uaioAoyIkA TIuf atrokoTIrG KaBopioTnKe PE TN XPron dely JaTwv atTé ao Beveig
JE @uUOIoAOYIKEG Kal BeTIKEG TIUEG. Mo KEBe Seiypa, KaTaypda@nkav Ta TTPOTUTII
onudarwy 100 kuTtdpwy. O deikmg Youden utroAoyioTnKe WOTE va TIPOKUWE N T
KaTtw@Aiou yia Tnv oTroia yiveTal yeyiarormoinon Euaiobnoiag + Eidikomrag-1.

Mivakag 3. XapakTnpIopog TwV_QUOIOAOYIKWVY TIHWV atrokoTg Tou PML/RARa
Translocation, Dua Fusion Probe

1K, 1M, 2Y 1,00 4

Ta epyacThpia TTPETTEI VA ETTIRERAIWVOUV TIG TINEG ATTOKOTING X PNO IMOTTOIWVTAG T
BIKd Toug dedopéva® °,

AkpiBeia kal avamapaywyiuornra

H akpiBeia amoTeAei pérpo TN QUOIOAOYIKAG PETARAMTOTMTAG HIOG EETAONG OTAV
eTTavaAauBAveETal OPKETEG POPEG UTTO TIG idIEG ouvOrkes. AgloAoynonke péow g
avaAua NG ETTAVOANTITIKWY EEETAC EWV TOU idlou apIBpoU TTapTidag IXvNeETn oTo Do
Oeiypa, UTré TIG id1EG aUVONAKEG Kal TNV idIa NEéPa.

H avamapaywyipydtnTa amoTteAei HETPO TNG METORANTOTNTAG pIOG €€£€TOONG KO
KkaBopileTal pPeTAgU delypaTwy, PETAEU nNUEPWV Kol PETAEU TopTidwv. H
avaTTapay WYIMOTNTA PETAEU NUEPWY agloAoynBnke pe TV avaAuon Twv idluwv
OelyHATWYV O€ TPEIG DIAPOPETIKEG NUEPES. H avaTTapaywyipoTnTta HETAEU TTAPT oWV
aglohoynonke Pe TNV avaAuon Twv idiwv Sely UATwV GTA OTTOIA X PNC MO TTOIRBKav
TPEIG DIAPOPETIKOI apIBuOi IXvNEETN e pia nuépa. H avamrapay wyinémTa perofl
OelyHETWYV agloAoyABNKe pe TNV avAAUC T TPILV TTAVOUOIGTUTIWY JEly HATWYV O € piat
nuépa. MNa kaBe deiypa, kataypdenkav TPOTUTIA onudTwy 100 PHECOPAC KUV
KUTTGPWVY Kal UTTOAOYIOTNKE TO TTOGOOTO TWV KUTTAPWY ME TO QAVOPEVOPEVO
TPOTUTIO ONUATWY.

H avamapaywyiuétnTa Kai n akpiBeia uttohoyioTnkav wg n Tumkr AmokAion
(STDEV) petagl Twv TravopoIdTUTIwV BelyudTwy yia KOs PeTaBANTR Kai n
ouvoAikn yéon STDEV.

Mivakag 4. Avarrapaywyiyédmra kai akpiBeia Tou PML/RARa Translocation, Dual
Fusion Probe

AkpiBeia 0,00
MeTagl delyuaTwv 0,00
MeTagu nuepwv 0,00
Metagu TapTidwv 0,00
2uvoAIKr atokAion 0,00

KAivikn) amédoon

H kAviki amédoon kabopioTnke BAcEl QVTITIPOOWTTEUTIKOU OgiypaTOG TOU
TANBuc poU yia Tov oTToio TTPoopPIfeTal TO TTPOIdV. Mo KEBE deiyua, KaTay paenkav
Ta TPOTUTTA onuaTwy 2100 PECOPACIKWY KUTTApwV. [1payuaToTroinnke
TIPOOBIOPIO PSS PUTIOAOYIKWV/UN PUCIOAOY KWV dEDOPEVWYV PETW CGUYKPIONG ToU
TTO000TOU TWV KUTTAPWY HJE TO OUYKEKPIPEVO UN QUCIOAOYIKO TTPOTUTIO ONUATWV
Kal TNG QUOIOAOYIKAG TIMAG OTTOKOTING. XTn OUVEXEID, TA OTTOTEAEC paTal
OUYKPIBnKav PE TN YVWOoTr KOTAoTao n Tou deiy JaTog.

Ta omroTeAéopara Twv KAVIKWY 8edopévwv avaAlbnkav yia va TTpoKUWOoUV Ol TEG
gualoBnaoiag, ERIKETNTAG KA ATTOKOTTAG, HETN XPAON HIOG HOVODIGOTATNG TIPOCEYYIONG

Mivakag 5. KAivikA ammédoan 1ou PML/RARa Translocation, Dual Fusion Probe

KAvikr euaioBnaia (TrooooTd aAnbwg BeTikwy, TPR) 100%
KAIvIKA euaioBnaoia (TTogoaTé aAnBwg apvnTIKWY,
TNR) 100%
MooooTé Yeudwg BeTikwy (FPR) =1 — EidikéTNTA 0%
Mpo60oBeTeg TTAN PO Popieg

MNa Tp6aBeTeG TTANPOPOPIEG, ETTIKOIVWVACTE PE TO Turpa TeXVIKAG YTToo™PIENS
ng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrOG: WwWWw .0gt.com
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