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Mepropioyoi

To TPOidv auTo eival OXEDINOPEVO VIO TNV QViXVEUOT YOV IBIWHATIKWY OTTWAEUNV
HEYOAAUTEPNG EKTOO NG ATTO AUTH) TTOU KAAUTTTETAI OTTO TOV KAwvo D13S319 oe outd
TO OET IXVNOETWV 1 EVIOXUOEIG HEYOAUTEPNG €KTOONG OTTO QUTH TTOU KAAUTITETO OO
ToV KAWVO D12Z30€ autdTO OETIXVNOETWV, N oTToia TIEPIAOUBAVEI TO KEVTPOUEDES
Tou Xpwpoowparog 12. O1 yovIDIWHOTIKEG EVIOXUOEG/aTTWAEIEG EKTOG TV
TIEPIOX WV QUTWV 1 Ol HEPIKEG EVIOXUTEIG/ ATIWAEIEG OTIG TTEPIOXEG QUTEG UTTOPEI VO
pnVv gival aviXveUOIPEG PE QUTO TO TTPOIOV.

H e&étaon Oev TipoopileTal yia: XpACNH WG MEUOVWHEVOG dlayVwOoTKEG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUNTITWHATIKO €Aeyxo Bdoel TTAnBuopou, e&€roon
KovTd aTov aoBevh | autoegétaan. To Tpoidv autd TIpoopifeTal POVO Y
€TTayYEAUATIKA Xprion evidg Tou epyacTtnpiou. OAa Ta amoTeAéopaTa TTPETTE va
gpunvevovTal amd KardAANAa eEEIBIKEUPEVO TTIPOOWTTIKO AauBaVOpEVWY UTTéYN
GAAWV OXETIKWY OTTOTEAEO PATWYV EEETAT EWV .

To Tpoidv auTo dev €xel EMKUPWOET yia XpAon g€ TUTTOUG delypaTwv A TUTIOUG
acBevelwv TEpav eKEiVwV TTou kaBopifovral oV TIPOBAETTOMEVN XPrON.

Kard tnv avagopd kai epunveia Twv ammotedeopdTwy FISH, Ba rpéTel va Tnpolvia
TO ETTOYYEAPATIKA TIPOTUTTIA TIPOKTIKAG Kol VO AauBavovTal UTTown AAAEG KAIVIKEG
Kai diayvwaTIKEG TTANpo@opieg. AUTS TO KIT TIPOOPIGETAI YIa X PO WG OUUTTAR pwct
o€ GAAEG Dlay VWOTIKEG EPYOOTNPIOKEG ECETAT EIG Kal OeV B TTPETTEN VO EEKIVAEI KORI
BepatreuTikn evépyela pévo Baoa Tou amoTeAéoparog FISH.

H un tApnon Tou TTPWTOKOAAOU evOEXETAI va ETTNPEACEI TNV oTTGd0O0N Kal va
odnynaoel oe Peudwg BETIKG/apvnTIKG aTToTeEAéopaTa.

AuTS TO KIT OEV €XEl ETTIKUPWOET yia GAAOUg oKoTToUG TTEPAV TNG KaBopIo PéEvng

TIPOBAETTOUEVNG XPAONG.

MpoRAemdpevn xprion

To CytoCell D13S319/13qter/12cen Deletion, Enumeration Probe eivar pia
TIOIOTIKH, YN autopaToTroinuévn, e&étaon @Bopifovrog in situ uBpIdiopol (FISH)
TTOU XPNOIUOTIOIEITAI VIO TNV AVIXVEUO N XPWHOCWHIKWY EAAEIPEWY GTNV TTEPIOXN
13q14.2-q14.3 TOU XPWHOOWHOTOG 13 A/KOI EVIOXUOEIG TOU KEVTPOHUEPKOU
TUAUATOG TOU XPwHOOWUaTog 12 og povipotroinuéva ae SiGAupa Carnoy
(HEBavOAN/0gIk6 08U 3:1) KUTTAPIKA EVAIWPHHATA AIPHATOAOY IKAG TTIPOEAEUONG OMTO
aoBeveig e empBePaiwpévn f mOavoAoyoUpevn XpOVIa AEUPOKUTTOPIK ) AEUX Qlpic
(XAN).

Ev&eieig

To Tpoidv autd eival OXESIONOUEVO WG CUPTIANPWHATIKG g€ AAAEG KAIVIKEG KOt
10T0TTa00A0YIKEG ECETAOEIG O€ avayvwpIoPéva JovoTTdTia SiIdlyvwong Kal KAIVKAG
@povTidag, 6TTou N yvwaon Tng UTapgng Tng éAAeiyng Tou D13S319 ry/kal Tng
€VIOXUONG OTO KEVTPOUEPEG TOU XPWHOOWHATOG 12 Ba ATAV ONUavTIKH yid TV
KAIVIK) QVTIPETWTTION.

Apxég Tng e&ETaong

O @Bopidwv in situuBpidioudg (FISH) gival pia TeKVIKN TTOU ETTITPETTEI TV AViXVEUON
aAAnAouyiwv DNA o€ peTa@aaikd X pwHOo WHATA 1) O € JECOPATIKOUG TTUPKVES OTTO
MOVIMOTIOINUEVA KUTTOPOYEVETIKG Oeiy pata. H TexvikA xpnoipoTrolei 1xvnBéreg DNA
Tou  UBpPIdoTToI0UVTAl O€ OAGKANPG XPWHOCWHOTA ) JEPOVWHEVEG HOVODIKEG
aAAnAouyieg kal XpnolPelel WG £va oNUAVTKO OUMTTARPWHG O TNV KUTTOPOYEVETKA
avdiuon pe G-Jwvwaon. AuTA N TEXVIKNA UTTOPEi TTAEOV VO £QAPUOCTET WG €va
ONUOVTIKO EPEUVNTIKG EPYAAEIO OTA TTAQICIO TIPOYEVVNTIKWY KOl QIATOAOY KUV

avaAUoEwy, KaBwg Kal XpWHOOWHIKWY avOAUCEWY OUPTIay WV dykwv. Merd
yovigotroinon kai Tn petouciwan, 1o DNA-016)06 €ival diaBéaiyo yia avadidrodn
g€ évav TTapopoIa HETOUCIWHEVO, pBopidovia anuac pévo 1xvneém DNA, o oTroiog
€xel gupTTAnpwpatikf aAAnAouxia. Merd Tov uBpIBIOO, YiveETal aQaipean Tou pn
deapeupévou Kar un €181KE deapeupévou 1xvnB£m DNA kai To DNA uttoBdAAeta o
avTixpwon yia ameikovion. XTn GUVEXEID, N MIKPOOKOTHa ¢BopiopolU KabioTd
SuvaTH TNV ATTEIKOVION TOU UBPISOTTOINUEVOU IXVNBETN OTO UAIKS-OTOXO.

NMAnpo@opiegyia Tov IXvneéTn
O1 eAAciyeig Trou eTmpedgouv T ¢uwvn 13914 Kai N TPIOCWHIA TOU XPWHUOGC WHOTOG
12 gival ouyxva oupBdavta o Xpovia AepokuTTapikA Acuxaiyia (XAA).

O1 eAAeiyeig Tou eTnpeddouv v Trepioxr 13q14 ival €TTiong o1 o auyv £G OOIKEG
YEVETIKEG QVWHOAIEC 0™ XPOVIa AeppokuTTapikr Acuxaipio (XAA)22. H Trepioxi
auTh éxel BlamoTwOEi 6TI gival eTepOuya eEANTITIG 010 30-60% Kol opdluya eAATMG
070 10-20% Twv aoBevwv pe XAAY To TooooTd emBiwang éxel katadayTe 6n
gival TTapOpoIo aTIG 300 opddeg®. O1 aoBeveic ue eAAeiypelg 13q14 evidocovra oty
KaTnyopia oAU xapnAoU Kiv0vou, ammoucia GAAWY yeveTkuv BAaBuw®.

Auo pn kwdikevovTta yovidia RNA 1o DLEU1 (deleted in lymphocytic leukemia 1)
kai To DLEU2 (deleted in lymphocytic leukemia 2), ouv o yeveTikog deikmng
D 135319, kaAUTITouV ThV TTaBoydévo k pioiun Trepioxr 13q147. To DLEU1 Bswpeirar
TO Mo mMoavo 0x£T|(opsvo pe M XAA UTTOWrPIO OYKOKATAGTOATIKO YOVidio evidg
NG TMEPIoX g 13q14%.

H Tpiowypia 12 ammoteAei emavep@aviopevn avwpaAia atn XAA, n otroia atrav téra
070 20% TWV TEEPIMTWOEWV® KOl CUXVE EPPAVIETAI WG N MOVASIKI| KUTTAPOYEVETKI|
avwyahia (40-60% Twv TTEQITTWOEWY e Tpiowyia 12, O aoBevEiG e TpIowha
12 evrdooovTal GTnV KaTnyopia XaunAouU KivoUvou, aTToudia GAAWV YEVETKUIV
BAaBGVE.

Mpodiaypagég xvnBeTwv
D13S319, 13g14.2 — q14.3, Kékkivog
13qter, 13934, MTTAe

D1273, 12p11.1-q11.1, NMpd&oivog

TN ED

D12Z3
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To Chromosome 12 Alpha Satellite Probe e¢ivai onuacpévo mpdcivo ka
avayvwpidel TNV KEVTpopepIkn emravaAapBavopevn ahAnlouyia D12Z3. To peiypa
1IxvnBetwyv D13S319 amoteAeimal atrd évav 1xvnBéTn 156kb, onuacuévo KOKKVo,
TTOU KOAUTITEI TO KEVTPOUEPIKG GKpo Tou DLEU1 kai Trepi€x el To peyaAUTepo pépog
Tou yovidiou DELU2, kai eTiong kaAUTrTel Toug 8eikTeg D13S319 ki D13S272.0
IXVNBETNG TToU eival €10IKOG yIa TNV uTtoTeAopEPIKT Trepioxr 13qter, onuac pévog
MTTAE, ETPETTEI TOV EVTOTTIONO TOU XPWHOCWHATOG 13 KAl AaTOUPYET WG IXVNBETNG-
papTUpaG.

Mapexépeva UAIKA

IxvnOérng: 50 pl ava @iaAidio (5 egeTdoeig) A 100 pl avd @iaAidio (10 egeTdoag)
O1 1xvnBETEG TTapEXOVTaI TTPOAVAUEUN HEVOI O€ BIGAUPA URBPIBIOUOU (Popuapido,
Benkn degTpdvn, aAatouyo SiGAupa-kiTpIkd vaTpio (SSC)) kai ival £ToIYOI TTPOg
xenon.

Avrixpwaon: 150 pl ava @iaAidio (15 egeTdoeig)
H avtixpwon eivar DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-Si0uidivo-2-
@aIVUAIVOOAN)).

I'I POEIBOTTOINCEIG KA1 TTPOP UAGSEIG
Main vitro diayvwaoTikr Xprion. ATTOKAEIOTIKG Yia ETTaY Y EAPOTIKE XPNAoN.

2. Na @opdre yavTia Kard Tov XeIpIopo 1xvnBeTwv DNA kai avTtixpwong DAPI.

3. Ta piypata Twv IXVNOETWYV TIEPIEXOUV POPUANIdIO, TO OTTOIO Eival TEPATOYOVO.
Mnv avamvéete avaBupIGoElG Kal ammoQUYETE TNV €TTAQR pe TO déppa
ATTQITEITOI TIPOTEKTIKOG XEIPITHOG. Na popdaTE yGvTIa KOl EpYaaTnpIakh TTodd

4. To DAPI gival duvnTiké KOpKIVOy&vo. ATTQITEITOI TTPOC EKTIKOG XEIPIopoG Na
POPATE YAVTIO KAl EPY A0 TNPIOKT TTODIA.

5.  AmoppimiTeTe OAa Ta ETTIKIVOUVA UNKG O UNQWVA PE TIG KOTEUBUVTPIEG ODNYieg
ToU 1I5pUaTOG Gag Yia TNV aTréppIYn ETTIKiVOUVWY aTTOBARTWV.

6. O1XEeIPIOTEG TIPETTEI VA EXOUV TNV IKAVATNTA Va SIOKPIVOUV TO KOKKIVO, TO WTTAE
Kl TO TIPACIVO X PWHA.

7. H pn TtApnon Tou TTEPIYPAPOPEVOU TTPWTOKOAAOU TwV avTI®PAC TNV
EVOEXETAI VA ETTNPEAOOUV TNV ammodoon Kal va odnyroouv o€ Weudug
BeTIKE/apvnTIKG ATTOTEAEG HATA.

8. O IXvnBETng dev Ba TTPETTEI va OPAIWVETAI f} va avaplyvUeTal pe dGAAoug
IXVNOETEG.

9. H un xpron 10ul 1xvnBéTn oTO OTADIO TOU TTPWTOKOAAOU TIpIV OTTO T
UETOUOTWAON EVOEXETAI VO ETTNPEAT EN TNV ATTOS00N Kl VO 03Ny Ao €l O€ WU
BeTIKE/ apvNnTIKG aTTOTEAEG ATA.
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ATtroBnkeuon Kal XEIPIGUOG
To kIT Ba TTpéTel va ammoBnkeleTal o€ Beppokpaaia amoé 25 °C
-15°C  éwg Kai-15 °C o€ karawUKTn PEXPI TNV NUEPopnvia ARgNgG Tou
J/ avaypa@eTal aTNV ETIKETA TOU KIT. Ta @IaAidia IxvNOETWY Ka
-25°C QVTiXPWO NG TIPETTEI VO ATTOBNKEUOVTAI O€ OKOTEIVG XWPO.

O 1xvnBéTng TTapapével oTabepds KaB' 6An Tn didpKela Twv
KUKAWV yugng/amdéyuéng Trou Trpay JaToTroloUvTal GTO TTACIcIo
\\ |// NG @QUaIOAOYIKAG XPAONG (évag KUKAOG QVTIOTOIXEI OTNV
/. ~ apaipean Tou IXvnoOETn atrd Tov KATawuKTn Kal TNV €K VEOU
/ I \ TOTTOBETNON TOU O€ AUTOV) KOl €ival QWTOOTABEPOG YIa EWG Kol
A 48 wpeg HETA TNV €KOETT) TOU O OUVONKEG TUVEXOUG PWTIOHOU.
. Mpémel va kataBaAAeTal kGBe duvarr TTPooTaBEId WATE N
€kBeon o€ peTaBaAAOpEVEG OUVOAKEG QWTIOPOU  Kal

Beppokpaciag va epiopieTal 0TO EAGXIOTO.

EgotrAiop6gKal UAIKA TTou aTrauroUvTal aAAd dev TrapéxovTal

Mpémel va xpnoiyoTroleital BaBpovounuévog eEoTTAIoNEG:

1. Ocgppn TAGKa (pe oTEPEN TTAGK A Kal didTagn akpiBoug eAEyxou Bepuok paoiog
£wg ka1 80 °C)

2. BoBpovounuéveg PIKPOTITTETEG HETABANTOU GyKou Kal pUyxn, atmd 1 pl éwg
200 pl

3. YdaréAoutpo pe didragn akpifoug eAéyxou Beppokpaaiag aToug 37 °C ka
oToug72°C

4. ZwAAveg pIkpopuyokévTpiong (0,5 ml)

5. MikpookoTmo @Bopiopol (avatpé€te otnv evdéTnTa «XUOTACH yiad TO

HIKpOaKATTIO pOBOPITHOU»)

MikpookdTTio avTiBeong pacewv

KaBapd TAaaTIKG, kepapikd i BeppoavBekTikd yudAhiva doxeia Coplin

NaBida

BaBuovounuévo TreXAPET PO (1 TTEXAUETPIKEG TAIVIEG e dUVATATNTA PETPNONG

TIHWV pH 6,5 -8,0)

10. MepiékTng uypaaciag

11. Pakdg PIKPOTKOTIOU PBOPICHOU KATASUTIKOG O€ AGDI

12. PuydKeVTPOG TIAYKOU £pYaoiag

13. AVTIKEIYEVOPOPO HIKPOOKOTTIOU

14. Kahuttpideg 24 x 24 mm

15. XpovOueTpo

16. EmwaoTtipag37 °C

17. Ko6AAa pe diGAupa eEAaoTiKoU

18. MikTng TepIdivnong

19. AioBaBuicpévol kUAIvEpol

20. MayvnTikég avadeutipag

21. BoBuovounuévo BepudueTpo

MpoaipeTiKOG E§OTAIGH O6G TTOU devV TTapEXETAI
1. Kuttapoyevenkog BaAapog EApavong

AvTISpaoThpla TToU arrairouvTal aAAd Sev TrapéxovTal
AidAupa ahatouyou diaAUpaTog-KITpikou vatpiou (SSC) 20x
AIBavoAn 100%

Tween-20

Ydpogeidio Tou varpiou 1M (NaOH)

YdpoxAwpik6 ogu 1M (HCI)

ATTiovIopévo vepo

oo wN R

Z0oTAON YId TO HIKPOOKOTNO (pBopIoTHOU

Xpnoiyotroleite Adutra udpapyUpou 100 watt i 100d0vaun Kai €miTESOUG
ATTOXPWHATIKOUG AVTIKEIPEVIKOUG QaKOUG KaTAdUTIKOUG 0€ AGdI pe peyEBuvon
60/63x 1 100x yia BEéATIOTN ameikovion. O1 @Bopifouceg ouaieg TTou
XPNOIKMOTIOIOUVTAI G€ QUTO TO OETIXVNPETWYV Ba dieyepBoUV Kal Ba eKTTEUWOWV aTa
akOAouba prkn KUPATOG:

MTAe 418 467
Mpdoivo 495 521
KoékKIvo 596 615

BeBaiwBeite 611 0TO PIKPOOKOTNO €xouv TOTTOBETNOEI Ta KATAAANAG @QiATpa
OI£yEPANG KAl EKTTOUTIAG, TO OTTOIO KAAUTITOUV Ta PAKN KUPOTOG TTOU AV a@épovial
Tapatmdvw. XpnoigotroinoTte QiATpo diEAeuong TpIMARG {wvng DAPI/Trpdovou
PAOPOTOG/KOKKIVOU @AopaToG i @iATpo OiéAeuong JITTAAG {wvng TIPACIvou
PAOPOTOG/KOKKIVOU PAO HATOG Yia BEATIOTN TAUTEX POV ATTEIKOVION TWV TTPACNWV
Kal KOKKIVWV @BopIAvTwV ouaiwyv. XpnoIuotroInoTe £va @iATpo SiEAeuong Hovig
{wvng yoAGgiou Ao paTog yIa BEATIOTN aTTeIkGVION Tou YaAAdiou @aouaTog A éva
@iATpo diEAEUONG TPITTANG {WOVNG KOKKIVOU GAOHATOG/TPAC IVOU QAo paTog/ yaAddou
PAOPOTOG VIO TAUTOXPOVN OTTEIKOVION TwV TPACIVWY, KOKKIVWV Kal YaAGgwv
®BopoPopwWV.

EAéyére TO pikpookdTo pBopiopol TIpIv atrd TN XPron yia va diac galioere o
AeiToupyei cwaoTd. Xpnoigotroiote AGdI €UBATITIONG TOU  eVOEIKVUTAl Vi
MIKpoOoKOTTia pBOPIoHOU Kal £xEl OXEDIAOTEI yIO XaunAd autéuaro @BopIo |o.
AmopuyeTe TNV avauign Tou DAPI antifade pe Aad1 kaTaduong pikpookoTriou, didT
KATI TETOI0 Ba KOAUWEI Ta GAPOTA. TNPACTE TIG CUCTACEIG TOU KOTOOKEUATTr) GO0V
ag@opd Tn dIApKEIa (wrg TNG AGUTTAG Kail TNV NAIKIa Twv QIATPWV.

Mpoeroiyacia derypdrwv

To KIT éxel OXeDIAOTEI yIa XPAON O€ KUTTAPIKG EvVaIwPAPATA aIuOTOAOYKAG
TIPOEAEUT NG TTOU €XOUV JovIpoTIoINBEi og diGAupa Carnoy (HeBavoAn/ogko ofu 3:1)
Kal £X0UV TIPOETOINACTEI GUPPWVA PE TIG KATEUBUVTAPIEG 0ONYiEG TOU EPYATTNPIoU
1 Tou 1I5pUpaTOG. MPoeTOINAOTE BEly HATA TTOU £XOUV UTTOOTET {fpavan PE aépa o
QAVTIKEINEVOPOPOUG UIKPOOKOTHOU CUUQWVA HE TIG TUTTIKEG KUTTOPOYEVETKEG

diadikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Tepiéxe
ouoTdoelg yia Tn oulAoyr, KaANEpyEIa Kal ETOPOPE Dely HaTwV, KaBWg Kal yia TNV
TTPOETOINOTTA TWV AVTIKEINEVOPOPWY TIAaKWV .

Mpoeroipaoia SiaAupdTwv

AiaAvuara ai@avoing

ApaidoTe aiBavoAn 100% pe ammoviopévo vepd pe Baon Tig akOAouBeg avaloyieg
Kal avapi&Te KOAG:

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

e AIBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog amovio pévou vepod
AmoBnkeUoTE Ta SIOAUMATA VIO WG Kal 6 prRveg o€ Bepuokpacia dwuatiou oe
AEPOCTEYA TIEPIEKTN.

AidAuvpa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn aTTIoVIG UEVOU VEPOU KOl avapigre
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o pH 7,0 xpnoipotrowvTag NaOH ry HCI,
Kard TmepimTwaon. AmobnkeloTe 1O didAupa yia £wg Kal 4 eBdopadeg ot
BepUokpacia SWHATIOU O€ EPOTTEY N TTEPIEKTN.

AidAupa 0,4xSSC

ApaiwaTe 1 pépog diaAUpaTtog 20xSSC pe 49 pépn atmoviouEvou vepoU Kal avapiere
KaAG. EAEyETe TV TipA pH kai puBpioTe o€ pH 7,0 xpnoipomokoviag NaOH ry HC,
Kard TepimTwon. AmobnkelaTe 1o diIdAupa yio £€wg kKal 4 eRdopddeg ot
BeppoKpacia dWHATIOU O€ AEPOTTEYT TTEPIEKTN.

2xSSC, AiaAuua Tween-200,05%

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepou. MNpoobéoTe
5 pl Tween-20 ava 10 ml kai avapi¢Te kahd. EAEygreTnv TipA pH kai puBpioTe o
pH 7,0 xpnoipotroiwvtag NaOH f HCI, katd mrepimTwon. ATTofnkeloTe To SIGAUpa
yia £éwg Kai 4 Bdopadeg o€ Bepuokpacia dwUaTiou G€ AEPOCTEYA TIEPIEKTN.

NMpwTtékoMo FISH
(Znpeiwon: BePaiwBeite 611 n €kBeON TOU IXVNOE KaI TNG AVTIXPWONG OTA PUITA
TOU £PYOOTNPIOU ival TTAVTA TIEPIOPIO PEVN).

lpoeroipacia avnkeiuevopopou

1. TomoBetAoTe pia KnAida amd TO KUTTOPIKO Oegiyda O€ pia  yYUudAvn
QAVTIKEINEVOPOPO UIKPOOKOTTIOU. AQACTETN va aTeyvwoed. (MpoaipeTikd, edv
XPNOINOTTOIEITE KUTTAPOYEVETIKO BAAapo §Rpavong: n TomobéTnan Tou
OeiypaTog OTIG QAVTIKEINEVOPOPOUG Ba TIPETTEl va yiveTal JE Tn Xpron
KUTTOpoyeveTKoU Bahdpou Efpavang. O BAAapog TTPETTEl va AEIToupy s o€
Beppokpaaia repitrou 25 °C kai uypaaia 50% yia TN BEATIGTN Afyn KUTTOPKOU
Oeiyparog. Edv dev uttdpyel d1aB€a oG KUTTapoy EVETIKOG BAAapOG Erpavang
XPNOIUOTTOIACTE évav aTTay wyd wg EVOAAAKTIKH).

2. BuBioTe TNV avTikelnevopopo o€ didAuda 2xSSC yia 2 AeTiTé o€ Bepuok paoia
dwpaTiou Xwpig avakivnan.

3. A@udatwoTe O€ BIAPOPETIKG TTogooTd alBavoAns (70%, 85% kai 100%),
81000 1K@, TO KaBEVa yia 2 AETTTE 0 € BEpUOKPATia SWHATIOU.

4. AQNOTE TN VO OTEYWWOEL.

MMpiv amoé tn pyerougiwan

5. A@aipéoTe TOV IxvnNOETN OTTé TOoV KATaWUKTN KAl agrioTe Tov va Bepuovbe oe
Beppokpaaia dwpatiou (RT). EkTeAéoTe GUVTOUN QPUYOKEVTPION TIPIV OTTO T
Xpnon.

6. BePaiwBeite 611 TO didAupa 1xvnOEM €xel avapixBei opoidpop@a pe TN XPAon
THTTETAG.

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

8. TomoBeToTE TOV IXVNOETN KAl TNV QVTKEIMEVOPOPO BEiyJATOG O€ HI BEPN
TIAGKa PE Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia Tpobépuavan.

9. TomoBetRoTe 10 pl hiypaTogixvnOETn 0TO KUTTAPIKG Wiy O KOl EPAPUOOTE

KOAUTITPIOO TIPOC EKTIKA. ZPPAYIOTE PE KOMA pE DGAUUA EAAOTIKOU KOl OPAOTE

TN VA OTEYVWOEI EVIEAUX.

Merouoiwon
10. MeTouoIWOTE TO BeEiypa Kal TOV IXVNBETN TAUTOXPOVA BepuaivovTag v
QAVTIKEINEVOPOPO OF pIa Beppr) TTAGKa 0Toug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBp1di1ouo¢g
11. TOTTOBETAGTE TNV QVTIKEINEVOPOPO O € EvaV UYPO, PUWTOOKIEPS TTEPIEKTN OF
Beppokpaaia 37 °C (+/- 1 °C) yia pia oA6kAnpn vUxTa.

TMAuoeig perd Tov uBpISIONO

12. Agaipéote 10 DAPI amd Tov KOTOWUKTN KOl a@riaTe TOo va Bepuavls ot
Beppokpaaia dwpatiou (RT).

13. A@aipéaTe TNV KOAUTITPIdO Kal OAa Ta UTTOAEUPATA KOA QG TTPOT EKTIKA.

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

15. ATrooTpayyioTe TNV AVTIKEINEVOPOPO Kal BuBioTe Tn o€ diGAupa 2xSSC, 0,05%
Tween-20 o¢ Beppokpaaia dwpatiou (pH 7,0) yia 30 deuTepOAETITA XWPG
avakivnon.

16. ATrooTpayyioTe TNV avTKeIeVOPopo kai ToroBeTrote 10 pl DAPI antifade oe
K@O¢ deiypa.

17. KaAOyTe TN PE pia KAAUTITPIOA, a@aIpECTE TUXOV PUOOAIBEG Kal TTEPIEVETE 10
AETITA péXPI Va avaTTTux Bei TO XpUWHa GTO OKOTADI.

18. MapatnpAoTe O€ PIKPOOKATTIO PBOoPIoHOU (avaTpégTe oV evoTTa ZUOTAON
YId TO HIKPOOKOTTIO (pBo piopov).
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ZT00EP O TNTA ETOI WV AVTIKEIL EVO POPWYV TTAOKWV
Ol €T0IMEG QVTIKEINEVOPOPOI UTTOPOUV va avoAuBolv €wg Kal 1 pAva PeTd gdv
aTmoBnKeUTOUV OE OKOTEIVO XWPO OE BEPUOK paaia dwpaTtiou ) XapnAdTepn.

ZuoTdoeig yia Tn diadikaoia

1. H6éppavonn wpidavon Twy avTKEINEVOPOPUN UITOPEI VA PEIWTEI TOV pOOPTUO
TWV ONUETWV

2. O1 ouvOrkeg UBPISIOPOU UTTOPET Va ETTNPEACTOUV QUOUEVWIG OTTO TN XPAoN
avTIdPaAC TNPIWV TTEPAV EKENV WV TTOU TTapExovTal f cuaTrvovTal atd Tn Cytocel
Ltd

3. XpnoiyotroinoTe éva Babuovounuévo BepUOUETPO yIa TN PETPNO N BEPOK PODILV
S10AUPATWY, UBATOAOUTPWY KAl ETTWACTAPWY, KABWG o1 v Adyw BepuoK paoieg
gival KpioIung onuaociag yia Tn BEATIOTN aTTGd00T TOU TTPOIOVTOG.

4.  O1 OUYKEVTPWOEIG, O TINEG pH Kal o1 Beppokpaadieg TTAUONG €ival GNUAVTKEG
KaBwg 01 GUVOAKES XaUNAAG auo TNPATNTAG UTTOPET VA £XOUV WG OTTOTEAEOA 1N
€IdIkfy Oéopeuon Tou IXvnOETN evwdy o1 Ouvlnkeg UTTEPBOAIKG uwnAig
auoTNPOTNTAG UTTOPE VA £X0UV WG ATTOTEAEOUA TNV EMAEIYN oripaTog

5. H areAig peTOUCiWON PTTOPET VA £XEI WG ATTOTEAEGHA TNV ATTWAEI GHPATOG KOl
n UTTEPPBOAIKF HETOUTTWO N UTTOPET ETHIONG VA €XEI WG OTTOTEAEGUA TN W €10KN
déopeuon

6. O utrepRoAIKOG UBPBICUAG PTTOPEi VO 0dNYro el € TIPGOBETAR N OV aPEVOEVa
ofyata

7. O1 xproTeg Ba Tpérel va BeATIGTOTTOIO0V TO TIPWTOKOAAO Yia Ta defypard Toug
TIPIV OTTO TN XPAONTNG £5€TAONG VI SIayV WO TIKOUG G KOTTOUG

8. Tuxo6v UTTOBEATIOTEG OUVEONKEG PTTOPEI VO £XOUV WG aTTOTEAET A N EIOKN
S€oueEunn, N OTTOI UTTOPSE VA TTOPEPUNVEUTET WG OrUa IXVNBETN

Epunveia TwV aroTeAETHATWV

EKTiunon moidomrag aviKEIUEVOoPOpwYV TAaKWY

H avTikeinevopdpog dev Ba TTPETTEN va avaAUET QI EGV:

e Taonuara gival TOAU agBeviy yia va TipayuaTtoTronOei avaAuon oe pepovupéEva
@iATpa. Ta va TTPOXWEACETE JE TNV avaAuon, Ta arjuara Ba TTPETTEl va eval
PwTEIVE, SIoKPMd Kal EUKOAA agloAoy o o

e Ymdpxel peyGAog apiBudg  ouoTASOTIOINEVWV/ AANAOETTK OAUTTT SpeEVIIV
KUTTAPWV TToU ePTTOdIgouv TV avaiuon

o >50% Twv KUTTApWV eV Exouv uRpIdoTTOINOE

e Ymdpyel Tepicoeia @OOPIJOVIWY CWHATIdIWY METAEU TwV KUTTApWYV R/ka
@Bopiouca axAr TTou TTpokaAei TTapepBoAéG oTaaruaTa. Idavikd, To uTIBRBPO
TWV AVTIKEINEVOPOPWV Ba TTPETTEN va QaiveTal OKOTEIVO ) HaUpo KalKabapd

o TadpiaTou KUTTAPKOU TTUprva dev gival diakpmd kai dev gival dBikTa

KareuBuvrrpieg odnyieg yia mvavdiAuon

o  KdBe deiypa Ba mpéTel va avaAueTal Kal va eppnveleral ammd 800 avaAuTtég
Tuxdv acup@wvieg Ba TTPETTEl va A UOVTION HEC W EKTIUNO NG OTTO TPITO avoAuTh

e KdBe avaAuTtng Ba TrpéTel va gival KaTAAMNAa £E€IBIKEUPEVOG TUPPUIVA LE Ta
avayVvwpIopéva eBVIKA TTPOTUTIA

e KdaBe avaAuTig Ba TrpéTrel va Baduoloyei pepovwpéva 100 TTupriveg yia kéBe
Seiypa. O TpwTog avaAluTig Ba TTPETE va EeKIvATNV avaAua naTrd Trv apioTepr
TIAEUPA TNG AVTKEMEVOPBPOU Kail 0 DEUTEPOG AVAAUTAG aTTd Tn De&K TTAEUPd

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

e AvaAUETE HOVO GOIKTOUG TTUPAVEG KO OXI ETTIKAAUTTTONEVOUG I O UC GWPEU EVOUG
TIUPAVEG ) TTUPAVEG TTOU KOAUTTTOVTOI OTTO KUTTOPOTTAQOATIKG UTTOAEiupaTa 1
uynAo eTritredo auTopBopIopoU

o ATTOQEUYETE TIEPIOKES HE TIEPICOEIN KUTTAPOTTAQOUOTIKWY UTTOAEIUMGTUNV A 1N
€I101K6 UBPIBIO O

e H évraon Twv onudTwyv YTrops va TTOIKIAAEL, OKOGUO Kal OTNnV TTEPITITWON evog
HOVO TTUPrVa. Z& TETOIEG TIEPMTTWOEG, VO XPNOIMOTIEITE Hovda @iATpa fykar va
puBpideTe To eaTIOK O £TTITTESO

e Y& UTIOREATIOTEG CUVONKEG, TA ORAT UTTOPET va gaivovTal didyuTa. Edv dlo
ORAuaTa TOu iBIoU XPWHaToS BpiokovTal Oe £TTaQr PETAEU TOUg, i} N OTTé0TaoN
METAEU TOUug Bev gival peyaAlTepn atrd U0 TTAGT GAUATOG, 1) CUVOEOVTa LE éva
axvo vAua, JETPAOTE T WG £va G

o Edv éxete ap@iBolieg yia To €dv éva kKUTTapO PTTOPEi va avaAuBs f oy, v
TIPOXWPNOETECTTV AVAAUCT TOU

Mnv TTPOCUETPATE - OI
TTUPRVEG €ival UTTEPBOAIKG
KOVTA 0 évag aToV GAAOV yIa
TOV KaB0opIouo opiwv

Mn mrpooperpdre
aAANAOKOAUTITOHEVOUG
TTUPRVEG - Oev gival opaTh
OAGKANPN N éKTOCN Kal TWV
OUo TTUpARVWY

Mpoopuerpricare wg dUo
KOKKIVa orfjpata, U0 PTTAE
oAuata kal dUo TTpdaciva
oAuara - éva atmod Ta duo
KOKKIVA orjJaTa gival didxuto

Mpoopuerprioarte wg dUo
KOKKIVA, U0 PTTAE G PATA KAl
duUo TTpdaaIva orjuaTa - To
O1doTNUa OTO éva KOKKIVO
oApa gival HIKPOTEPO aTrd Ta
TAGTN dU0 oNUATWY

Avapevoueva atroreAéopara
Avapevopevo QuUaIoAoyIKO TTPOTUTIO ONUAETWY

T € £va QUOIOAOYIKO KUTTAPO, avapévovTal dUo KOKKIVA, 500 TTPdaIva Kal dUo TAe
onuara (2K, 211, 2M).

Avopevopeva Un @UIIOAOYIKA TIPOTUTIO O NUATWY

‘Eva kUTTOPO PE Nuiduyn éAAeiwn ThG B€ong D13S319 Ba TpéTrel va €X €1 €va KOKKNO,
dUo Trpdoiva orjpata kai dUo pTTAe (1K, 211, 2M).

‘Eva kUTTOpO pe opoduyn €Meiyn Tng Béong D13S319 Ba mpétrel va éxel kavéva
KOKKIVO, dUo Tipdaoiva kai dUo ptrAe arjuara (0K, 21, 2M).

Ta kUTTapa pe TpiIowpia 12 kal @uololoyikf katdoTtaon Tou D13S319 Ba
epgpavigouv dUo KOKKIVa, Tpia TTpdaiva kail dUo uTAe aruata (2K, 31, 2M).

Ta kUTTOPA PE TPIowia 12 kal nuiguyn éAAeipn Tou D13S319 Ba epgavifouv éva
KOKKIVO, Tpia TTpdoiva kai dUo ptrAe ofpara (1K, 31, 2M).

Ta kUTTOPO PE TPIowpia 12 kKol opdduyn éAAeipn Tou D13S319 Ba eugavidouv
Kavéva KOKKIVo, Tpia TTpdaiva kai duo ptAe arjuata (0K, 3, 2M).
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MTtopoUv va TmpokUyouv Kal GAAa TIPOTUTIA ONUATWY O€ avEUTTAOEIDYUN
I00ppoTINpéVa dEiypaTa.

MNvwoTA SiaoTaupoUpEVN AVTISP ACTIKOTNTA
O mpdoivog ixvnBétng D12Z3 ptropei va epgpavioel diactaupoupevo uBpidioud pe
Ta 3c, 6¢, 7¢ kai 10c.

Ava@opd avemBUunTwv cupBavTwv

Edv moTevere 611 1O TTPOIGV auTO TTapouaciace duoAeiToupyia rj uTToREOUON oTa
XOPAKTNPIOTIKA atrddoong, n oTroia evOEXETal va OUVERBAAE O€ éva aveTOUUNTO
oupBav (1r.x. kaBuotepnuévn i ec@aiuévn Sidyvwan ) akatdAAnAn Beparreia), Ba
TIPETTEI VO TO AVOAPEPETE APEC WG OTOV KATAOKEUAO T (email: vigilance@ogt.com).

To cupPav Ba TPETTEl va avagepBei Kal oTnv apuddia apyr MG XWPag 0ag v
uTtdpyel. MTTopeite va BpeiTe Tov KATAAOYO HE Ta ONUEi ETTIKOIVWVIAG yia Béuara
emraypuTvnong oTo: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

E181kd XapaKTnpIioTIKG atroédoong

AvaAurikn e1dikornra

H avaAuTikr €181K&TNTa €ival TO TTOOOGOTO TWV ONUAETWY TTou UBPIdoTToIoUVTal POvO
oTn owoTh Béon Kol oe Kayia GAn Béon. H avaAuTiKA €18IKETNTA KABOPIOTNKE e
TNV av@Auon ouvoAikda 200 B£o ewv-oT1dXwv. H avaAurikr €181KOTNTA UTTOAOYIOTNKE
wG 0 apIBuog Twv onudtwyv FISH tou uBpidotroiénkav otn owaTh Béon
SlaIpePEVOG e TOV OUVOAIKS aplBud Twv uBpidoTroinuévwy onuaTwy FISH.

Mivakag 1. AvaAuTtiki e1dikérnTa Tou D13S319/13ater/12cen Deletion, Enumeration

Probe

KokkIvog

D13S319 13q14.2 200 200 100
MTrAe
13qter 1334 200 200 100

Mpdoivog | 12p11.1-

D1273 qiLli- 200 200 100

AvaAurikn uaiofnoia

H avaAuTtiki euaioBnoia €ival To TT0000TO TWV AZIOAOYACIHUWY HECOPAOKUN
KUTTAPWY HE TO OVOPEVOUEVO TIPOTUTIO QUOIOAOYIKUWWV ONUATWVY. H avaAutkn
euaioBnoia KaBopPIoTNKE PE TNV AVAAUCN HECOPATIKWY KUTTAPWY aTTd SIaQOPETKA
@ualohoyika deiypata. H euaioBnoia uttoAoyioTnke wg TO TIOOOGTO TWwV
agloAOYNOINWVY KUTTAPWY HE TO OVOMEVOUEVO TIPOTUTIO ONUATWY (UE dIGOTNUX
ePTNIOTOOUVNG 95%).

Nivakag 2. AvaoAutiki euaioBnoia tou D13S319/13qgter/12cen Deletion,
Enumeration Probe

467 500 93,4 2,6

XapakrnpiouO§ TwV PUTIOAOYIKWY TIWYV ATTOKOTTH S

H @uaioAoyIkr TIur aTToKOTTG, o€ aX£0n Pe Toug IxvnBéTteg FISH, ival To péyioto
TI0000TO A§IOAOYACINWY HECOPATIKWY KUTTAPWYV HE EIDIKO PN QUOIOAOYKO
TPOTUTIO ONUATWY, OTO OToio éva deiypa Bewpeital @uaololoyikd yia 1o
OUYKEKPIPEVO TIPOTUTTO G NUATWV.

H @uaioAoyIKA TIPA aTToKOTIAG KaBOoPIioTNKE HE TN XPAO N deIy UATWY aTTé 00 Beveig
JE @uOIoAoyIKEG Kal BeTIKEG TIUEG. Mo KEBe Seiypa, Karaypd@nkav Ta TTPOTUTI!
onudatwy 100 KuTTdpwy. O deikg Youden uTroAoyioTnKe WOTE va TIPOKUWE N T
Katw@Aiou yia Tnv oTroia yiveTal pyeyiotomoinon EuaioBnaoiag + Eidikomrag-1.

Mivakag 3.  XopakTnPIoPOC TwV _ QUOIOAOVIKWY TIUWY OTTOKOTIAG  Tou
D13S319/13qter/12cen Deletion, Enumeration Probe

D13S319
Deletion Probe 1K, 2M1, 2M 0,96 6
Trisomy 12 2K, 3M, 2M 0,99 4
Probe

Ta epyaoTrpia TIPETTEI VA ETTIRERAIIVOUV TIG TIUEG OTTOKOTIFG X PNO IMOTIOIVTOG Tal
BIKd Toug dedopévatZ,

AKpiBeia ka1 avamapaywyiuornra

H okpiBeia atmroTeAei p€TPo TNG PUCIONOYIKAG PETABAMTOTTOG MIOG £E£TOONG dTav
eTTavaAapBAvETOlI OPKETES POPEG UTTO TIG idIEG oUVOKeS. AgloAoyrBnke péow TG
avAaAuaong eTTavaANTITIKWYV £EETAC WV ToU idlou apIBPoU TTapTidag IXvneETn oTo idio
Oeiypa, utto TIG idlEG oUVORKEG Kal TNV idla NuépPa.

H avamapaywyipdtnta amoTeAei PETpo TNG PETABANTOTNTAG MIOG €EETAONG KO
kaBopifeTal peTagy delypdTwy, PETOEU NUEPWY Kol peTagy TapTidwyv. H
QVOTTOpaY WYINOTNTA PETAEU NUEPWY agloAoynBnke Pe TRV avaAuon Twv idluwv
OEIYHATWYV O€ TPEIG DINPOPETIKEG NUEPES. H avatrapaywyidoTnTta HETAgy TTapTidwv
agloAoynonke pe TNV avaAuon Twv idiwv 8ely ATwV GTA OTTOIA X PNC IOTTOINBNKav
TPEIG DIAPOPETIKOI apIBUOi IXvNBETN o€ pia nuépa. H avatrapay wyiuémTa Perogd

OelyPATWY agloAoynBnke PE TNV avAAUGN TPILV TIAVOUOIGTUTTWY OEIY HATWY O°€ Liat
nuépa. MNa kaBe deiypa, kataypdenkav TPOTUTTIA oNUaTwy 100 PHECOPAC KUV
KUTTAPWV KOI UTTOAOYIOTNKE TO TTOOOOTO TWV KUTTAPWY HE TO OVOAUEVOUEVO
TIPOTUTIO ONUATWY.

H avamapaywyipdtnta Kai n akpifeia uttoAoyioTnkav wg n Tutmkh ATTOkAion
(STDEV) petagu Twv TTavopoidTuTTwy SelypaTwy yia KGBe peTaBAnTh kai n
ouvoAIkr péon STDEV.

MOivakag4. Avarrapaywyiudrnta kai akpiBeia Tou D 13S319/13qter/12cen Deletion,
Enumeration Probe

AkpiBeia 1,28
MeTagu delyuaTwv 1,30
MeTagu nuepwv 4,12
MeTagl rapTidwv 2,04
>uvoAIKA atmokAion 3,30
KAivikny ammédoon

H kAivikip ammédoon kabopioTnke BAcEl QVTITIPOOWTTEUTIKOU OgiypaTOG TOU
TANBuopoU yia Tov oTToi0 TTIPoOoPIZETAI TO TTPOIOV. Mo KABE Beiypa, KaTay pagnKav
Ta TPOTUTIA onuaTwy 2100 pPECOPACIKWY KUTTApwv. [MpaypartoTroirenke
TIPOC BIOPIO PGS PUOIOAOYIKWV/UN QUCIOAOY KWV dEDOEVWV HETW O UYKPIONG ToU
TT000GTOU TWV KUTTAPWY UE TO OUYKEKPIPEVO UN PUOIOAOYIKO TTPOTUTIO GnUATWV
Kal TNG QUOIOAOYIKAG TINAG OTTOKOTING. XTn OUVEXEIA, TA OTTOTEAEC paTa
guyKpPIBNKaV PE TN YVWOTH KOTAOTAo N TOU JEiy JaTOG.

Ta amoTeAéopaTa TwV KAIVIKWY deSopéviy avaAlBnkav yia va TTPOKUWOUV Ol TIUEG
euaioBnoiag, €1IBIKOTNTAG KAl OTTOKOTIAG, ME TN XPAON MIAS HovodidoTamg

TIPOCEYYIONG.

Mivakag 5. KAvikr amédoan tou D13S319/13gter/12cen Deletion, Enumeration
Probe

D13S319 Deletion Probe

KAIvikr euaioOnoia (roooatd aAnBwg BeTikwy, TPR) 99,6%
KAIvikr) euaioBnaia (Trogoaté aAnbuwg apvntikwy, TNR) 99,5%
MooooTé Weudwg BeTikwv (FPR) =1 — EidIkoTNTO 0,5%
Trisomy 12 Probe
KAIvikr euaioOnoia (roooaté aAnBbwg BeTikwy, TPR) 100%
KAIvIkr euaioBnaia (Troooaté aAnbwg apvntikwy, TNR) 100%
MooooTé weudwg BeTikwv (FPR) =1 — EidIkOTNTO 0%
Npo6obeTeg AN PO POpiEg
MNa Tp6aBeTEG TTANPOPOPIES, ETTIKOIVWVACTE PE TO Turua TeXVIKAG YTTOOTPIENS
1ng CytoCell.

TnA.: +44 (0)1223 294048
Email: techsupport@cytocell.com
loTéToTrog: www.ogt.com
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03nyo6g oupBOAwWV
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CONT el: Mepiexdpeva

AITTAW P OTO EUPECITEXVIAG KOI EUTTOPIKA O HOT
To CytoCell givai eptropik6 ofjua 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
loTéToTTOG: Www. ogt.com
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