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MNepropiopoi

To Tpoidv auTtd €xel oxXedIAOTEN YIO va QVIXVEUEI YOVISIWUATIKEG ATTWAEIES
HEYaAUTEPNG EKTOAONG ATTO AUTH TTOU KAAUTITETAI ATTO TOV KOKKIVO KAWVO OE OUTO TO
oeT IxvnOeTwyv, n otroia TepiAapBavel Tnv tepiox i D13S319. O1 yovidiwpaTkég
ATTWAEIEG EKTOG TNG TTEPIOXAG QUTAG I Ol PEPIKEG ATTWAEIEG TNV TTEPIOXN AUTH
JTTOPEi Va unV gival aviXveUoIUEG JE AUTO TO TIPOIOV.

H egéraon dev TpoopileTal yia: XpAon WG HEMOVWHEVOG dlayVwOTIKOG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUPTITWHATIKOG €Aeyxo Bdaoel TAnBuopou, e&éroon
KovT@ oTov acBevh | auToetétaan. To TTPOidv auTd TTPoopifeTal HOVO Yia
€TTAYYEAUATIKA XPron evidg Tou epyacTtnpiou. OAa Ta ammoTeAéopaTa TTPETTE va
epunvevovTal ammd KOTAAANAQ €EEIBIKEUPEVO TTPOCWTTIKO AQUBOVOUEV WV UTTOYN
GAAWV OXETIKWY OTTOTEAEO HATWYV EEETAT EWV .

To TTpOidv auTod dev €xel EMKUPWOEI yia Xprion o€ TUTTOUG dEIYUATWY 1) TUTIOUG
aoBeveIWV TTEPAV eKEVWYV TTOU kaBopifovTal aTnV TTPORAETTOPEVN XPrON.

Kard tnv avagopd kai epunveia Twv ammotedeoudtwy FISH, Ba rpéTrel va Tnpolvia
T ETTAYYEAPATIKG TIPOTUTTIA TIPAKTIKAG Kol va AapBavovTal utrdwn GAAEG KAIVIKEG
Kai diay vwaoTIKEG TTANpo@opieg. AuTS TO KIT TIPOOPIGETAI YIa X PAON WG OUUTTAR pwct
o€ GAAEG Dlay VWOTIKEG EPYOO TNPIOKEG ECETAT EIG Kal OEV B TTPETTEN VA §EKIVAEI KORI
BepatreuTikn evépyela pévo Baoa Tou amoTeAéoparog FISH.

H pn tApnon Tou TTpwTOKOAAOU eVOEXETAI Va ETTNPEACEI TNV ATIODOCN KOl VO
odnynoel o YPeudwg BeTIKA/ apvnTIKG aTToTEAEOpATA.

AuTO TO KIT dev €xel EMKUPWOE yIa GAAOUG OKOTTOUG TTEPAV TNG KABOPIo pévng
TPOBAETOHEVNG XPAONG.

MpoBAemwopevn xprion

To CytoCell D13S319 Plus Deletion Probe ¢€ivar pia  TOIOTIKA, MNn
auTopaToTIOINMEVN, €§éTaon @BopifovTog in situ uBpidiopol (FISH) TTou
XPNOIYOTIOIEITAI VIO TNV QVIXVEUTGN XPWHOOWHIKWY EAAEIYewWV OTNV TIEPIOK
13914.2-q14.3 Tou XpwpoowpaTtog 13 o€ poviyotroinuéva o€ didhupa Carnoy
(HEBavOAN/0gIKG 0§U 3:1) KUTTAPIKG EVOIWPHHATA AINATOAOYIKNG TIPOEAEUONG OTTO
aoBeveig e empBePaiwpévn f mOavoAoyoUpevn XPOVIA AEUPOKUTTAPIKT AEUX QIR
(XAN) A TTOAAQTTAS puéAwpa (MM).

Evdeigeig

To TTp0Oidv auToév eival oXeDINOPEVO WG CUPTIANPWHATIKG 0€ GAAEG KAIVIKEG Kal
10TOTTOB0AOY IKEG EEETATEIG O€ QVAYVWPIO PEVA POVOTTATIA SIGYV WO NG KAl KAIVKAG
@povTidag, 6Tou N yvwan Tng Utapéng Tng éAAeiyng Tou D13S319 Ba ATov
ONUAVTIKA YIQ TNV KANIKA QVTIHETWTTION.

Apxég Tng e§éTaong

O ¢@Bopidwv in situuBpidiouog (FISH) ival pia TeXVIKH TTOU ETTITEETTEI TNV QViIXVEUOT
aAAnAouyiwv DNA o€ peTa@aaoikd X PwHOT WHATA ) O € JECOPATIKOUG TTUPKVES OTTO
HOVIJOTIOINUEVA KUTTAPOYEVETIKG Oeiy paTa. H Texvikr XpnoipoTolei 1xvnBéreg DNA
Tou UBpPIdoTToIoUVTal O€ OAOKANPO XPWHOCWHOTA ) JEUOVWHEVEG HOVODIKEG
aAAnAouyieg kal XpnoIPEUEl WG EVA ONUAVTKO OUMTTARPWHA O TNV KUTTOPOYEVETKI
avdhuon pe G-Jwvwaon. AuTA n TEXVIKNA UTTOPE TTAEOV VO EQOPUOCTEI WG £va
ONUOVTIKO EPEUVNTIKG £PYAAEIO OTA TTAQICIA TIPOYEVVNTIKWY KOl QIMATOAOY KUV
avaAloewv, KOBWG KAl XPWHUOTWHIKWY avoAUoewV GUUTIaywv OyKwv. Merd
povigoTtroinon Kai Tn petouciwan, 10 DNA-016)06 €ival diaBéaipo yia avadidrogn
o€ évav TTOpOPOIa HETOUTIWWPEVO, @Bopifovia onuac pévo 1xvneém DNA, o otroiog
€X€l oUPTTANPWUOTIKA aAAnAouxia. Merd Tov uBPIBIoUOS, YivETal aQaipETN 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 IXVNBETN OTO UAIKS-OTOXO.

MAnpo@opiegyia Tov IXvnOETn

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 TTapouaciddovral 1o 16-40% Twv TTEPITITWOEWV
uE TTOAAQTTAS puéAwpa (MM), Ye TIG TTEPIOTOTEPES VA AVAKOWV G TNV KOTNyopia Tn%
TTAR)poug povoo wpiag 13 (85%), evw To uttéAoITTo 15% atroTeAei EAAsiyn Tou 139
23 Mia repITITWOI0AOYIKA HEAETN AT BEVIIV e TIOAAATTAG HUEA WA TTEPIOPIOE TNV
kpioiun Trepioxn} éAAelyng oTnv Tepioxr 13q14*. IaTopikd, ol eAAeipeic oTo 13
€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 BAGREC™.

O1 eAAciyeig TTou eTmpeddouv v Trepioxr 13q14 givai TTiong o1 o cuxvEG SOUKES
VEVETIKEG QVWUAAIEG 0T XPOVIX AeppokuTTapikry Asuxaiia (XAA)S"E. H mepioxr
auTr) €xel O1aMMoTWOE OTI gival eTgpACUya EANTIAG 010 30-60% KOl opGuya EAATTIG
070 10-20% Twv aoBev@v pe XAA®. To o000 TS eMBIWONG £XEl KaTadayTe 6
€ival TTapopoIo oTIC SUo opadec®. Or aoBeveic pe eMeiel 13q14 evidooovTa oty
KaTnyopia oAU xaunAou Kivaivou, atroudia GAAWY YeveTIKev BAaBuwv L.

Ao pn kwdikevovTa yovidia RNA, To DLEU1 (deleted in lymphocytic leukemia 1)
kai To DLEU2 (deleted in lymphocytic leukemia 2), ouv o yeveTikog Oeiktng
D13S319, koAUTTouv Tnv TraBoydvo kpioiun Tepioxr 13g14*2. To DLEU1
Bewpeital To O MOAVO OXETICOUEVO PE TN XAA UTTOYAPIO OYKOKATAC TOATKO
yovidio evtog T Tepioxng 13q14%. £1n ouvéxeia, n 6éon 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 TpoTtaBei 611 éva yovidio Tou BpiokeTal TEAOPEPIKA TNG TTEPIOXNG
D13S319 kai mrepihapBavel Tn Béan D13S25, ptopei va eival onuavTiké ot
TIEPITITWOEIG ME NUiGUYES EAAEIWPEIG Kal OTI TO yovidlo auTd gival éva uTToTOéuEvo
OYKOKOTAGTAATIKS yovidio™®.

Mpodiaypagég IxvnBeTwv
D13S319, 13q14.2-14.3, KokKivog
13qter, 13934, Mpdaivog

D13582 D13
———————
129kb 328kb 132kb
13g34

13q14.2-143

/2244

O 1xvnBétng D13S319, onuaopévog KOKKIVOG, KaAUTITe pia Trepioxr 156kb tou
TrepIAapBavel oAdkAnpo 1o yovidio DLEU1 kai To peyoAUrepo YEPOG Tou yovidiou
DLEU2 kai Toug deikTeg D13S319, D13S272 kot RH47934. O 1xvnB£Tng TTou eival
€I0IKOG yia TNV uTtoTeAOUEPIKN TEpIoXR 13qter, onuaopévog TTPACIvog, ETTITPETE
TOV EVTOTTIO PO TOU XPWHOO WHATOG 13 Kl AEITOUPYET WG IXVNBEMG-UAPTUPAG.

Mapexéueva ulikd

IxvnOérng: 50 pl ava @iaAidio (5 egeTdoeig) i 100 ul avd @iaAidio (10 egeTdoag)
O1 1XvnBETEG TTapéXOVTal TTPOAVAUEUN PEVOl O€ BIGAUPA UBPIBIOUOU (Popuapido,
Beikn 8e§Tpavn, aharolxo didAupa-KITpIkS vaTpio (SSC)) kal gival £TOIHOI TTPOG
xenon.

Avrixpwan: 150 pl avd @iaAidio (15 egeTdoelg)
H avtixpwon eivai DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-8i0uidivo-2-
@aIVUAIVOOAN)).
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Mpoe&idoTroiNoeig Kal TP oPUAdEEeIg

1. Tainvitro dlayvwaoTikr XpAon. ATTOKAEIGTIKA YIa £TTAY Y EAATIKA XPron.

2. Nagopdre yavTia katda Tov XeIpIopo 1xvnBetwv DNA kai avTixpwong DAPI.

3. Ta piyyara Twv IXVNOETWY TTEPIEXOUV QOPHUANIOIO, TO OTTOIO €ival TEPATOYOVO.
Mnv avarvéete avaBupIGoEIg Kal aTTOQUYETE TNV €TTAPN ME TO OEPUQ
ATTQITEITOI TIPOO EKTIKOG XEIPIOMOG. Na OPATE yAVTIA KOl EPYACTNPIOKHA TTOdKA

4. To DAPI givai duvntikd KopkIivoydvo. ATIITEITaI TIPOGEKTIKOG XEIPITHAG Na
@opdTe yAvTia Kal Epyacpiakr) TTodId.

5.  AToppiTITeTE OAQ TA €TTIKIVOUVA UNKA O UMWV UE TIG KOTEUBUVTAPIEG 0dNyieg
Tou 1I5pUPaTOG CAG YIa TNV OTTOPPIYN ETTIKIVOUVWY ATTOBAARTWV.

6. Ol XEIPIOTEG TIPETTEI VA £XOUV TNV IKAVOTNTA VA dIAKPIVOUV TO KOKKIVO, TO WTTAE
Kal TO TIPACIVO XPWHA.

7. H un TtApnon tou TTEPIYPAPOUEVOU TTPWTOKOAAOU TWV avTIBPAC TNV
eVOEXETAl VO €TTNPEGOOUV TNV ammodocn Kal va odnyrjoouv o€ Weudug
BeTIKE/ apvNTIKG aTTOTEAEO POTAL.

8. O 1xvnBéTng dev Ba TIpETTEl va apalwveTal A va avaplyvieTal pe dAAoug
IXVNOETEG.

9. H pn xprion 10ul 1xvnBETN 0TO OTADIO TOU TIPWTOKOAAOU TIPpIV OTIO TN
HETOUTTWAON EVOEXETAI VO ETTNPEACEI TNV ATTOS0CN KAl Va 08Ny €l OE WEUDWG
BeTIKE/ apvNTIKG aTTOTEAE O pOTAL.

ATtroBnkeuon Kai XeIPIGUOG
To KkIT Ba TTpéTTel va ammobnkeveTal o€ Beppokpaaia amé -25 °C
J/ -15°C gwg Kkai-15 °C o€ KatawUKTn PEXPI TNV NUEPOUNVIa ARENG TIU
avaypa@eTal aTNV ETIKETA TOU KIT. Ta @IaAidia 1xvnBeTwY Ka
-25°C QVTIXPWONG TIPETTEI VA OTTOBNKEUOVTOI TE TKOTEIVG X(WPO.

O 1xvnBETng TTapapével oTaBepdG KB OAn Tn dIGPKEID TV
KUKAWV wigng/amoéyuéng Trou Trpay JaToTToloUvTal GTO TTAGIcIo
\\lf/ ™G QuUOIoAOYIKAG XPAoNng (évag KUKAOG avTIOTOIXE OTV
/. ~— apaipean Tou IXvnoOETn ot ToV KATawUKTN Kal TNV €K VEOU
/ I \ TOTTOBETNONA TOU O€ QUTOV) KOl Eival pWTOOTABEPOG YIa EWG KOl
A 48 WPEG PETA TNV €KBECT] TOU OE OUVBAKEG OUVEXOUG PWTIGHOU.
. Mpémel va kataBdAAeTal kGBe duvarr TTPooTIABEId WATE N
¢ékBeon o€ PETOROAAOpEVEG OUVOAKEG QWTIOHOU  Kal

Beppokpaciag va TepiopieTal 0To EAGXIOTO.

E€otrAiop6gKal UAIKA TTou aTrairoUvTal aAAd dev TrapéxovTal

Mpétel va xpnaoiyoTroleital BaBpovounuévog e5OTTAIONOG:

1. Oeppn TAdKa (ue oTEPEN TTAGKA Kl DIdTagn akpiBoug eAEyxou Beppok paoiag
£wg ka1 80 °C)

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

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

4. ZwAAveS pikpopuyokévipiang (0,5 ml)

5. Mikpookomo @Bopioyol (avartpé€te otnv evéTnTa «XUOTACH yid TO
HIKPOOKOTTIO 9BOPIC HOU»)

6. MikpookoTio avTtifeong pacewy

7. KoBapd TAACTIKE, KEPAMIKA i} BepuoavOekTIKa yudAhiva doxeia Coplin

8. AoBida

9. BoaBpovounuévo TTEXAUETPO (1) TTEXAUETPIKEG TAIVIEG JE DUVATAETNTA PETPNONG
TIuWV pH 6,5 -8,0)

10. MepiékTng uypaciag

11. Pakdg pIKPOTKOTIOU PBOPICHOU KATASUTIKOG O€ AGdI

12. PuydKeVTPOG TIAYKOU £PYaciag

13. AVTIKEINEVOPOPO HIKPOOKOTTIOU

14. KaAumTpideg24 x 24 mm

15. XpovopueTpo

16. EmmwaoThpag 37 °C

17. Ko6AAa pe diGAupa eEAaoTiKoU

18. MikTtng TepIdivnong

19. AioBaBuiopévol KUAIvEpol

20. Mayvnrikég avadeutipag

21. BoByovounuévo BepudueTpo

MpoaipeTikdg e§OTTAICHOG TTOU Bev TTapEXETA
1. Kuttapoyevenkog 8GAapog Apavong

AvTidpaoTpiaTou amrairodvral aAAd Sev TrapéxovTal

1. AidAupa aAatolyou diaAUpatog-KiTpikoU vatpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpo&eidio Tou vatpiou 1M (NaOH)

YdpoxAwpik6 o0 1M (HCI)

ATioviopévo vepo

o0k wN

Z0oTaOoN YId TO HIKPOOKOTNO (pBOopIGHOU

Xpnoipotroieite Adumra udpapyUpou 100 watt i 100d0vaun Kai emiTEdOUG
ATTOXPWUATIKOUG AVTIKEIPNEVIKOUG QaKOUG KaTaduTIKOUG oe AGdI pe peyEBuvon
60/63x n 100x yia BéATIoTn ameikovion. O @Bopidouceg ouoieg TToU
XPNnoIJoTToloUvTal o€ aUTS TO OET IXVNPETWY Ba dieyepBoUv Kal Ba eKTTE WOV OTa
akéAouBa prkn KUPATOG:

Mpdoivo 495 521
[ K6KKIvo [ 596 | 615 |

BeBaiwBeite 611 01O pIKpoaKOTTO €xouv ToTroBeTNOEl Ta KATAAANAQ @QiATpa
OI£yEPANG KAl EKTTOUTIAG, TO OTTOIO KAAUTITOUV Ta PAKN KUPOTOG TTOU Qv a@épovTal
TTapatmdvw. XpnoigotroinoTe QiATpo diEAeuong TpITTARG {wvng DAPI/TTpdovou

PAoPaTOG/KOKKIVOU paopatog i @iATpo diEAeuang SITARG {wvng TTpAcivou
@AO PATOG/KOKKIVOU PAC HATOG YIa BEATIOTN TAUTEX POVN ATTEIKOVION TWV TIPACNUNV
Kal KOKKIVWYV ¢BOPICOVT WV OUCIWV.

EAéyETe TO pIKpoo kSO PBOPICUOU TIPIV aTTd TN XPrON Yia va diac@alioere o
Aeiroupyei owoTd. XpnolpotroioTte AGdI kataduong TTou  evoeikvuTal yix
MIKPOOKOTIIO @BOPIoPOU Kal £X€I TTOPAOKEUOOTEN yia XaunAd auto@Bopiaud.
AtroguyeTe TNV avauign Tou DAPI antifade pe Add1 KaTaduong pIkpoakoTriou, didm
KATI TETOI0 B KAAUWEI Ta GrpaTa. TNPAOTE TIG OUCTACEIG TOU KATACKEUQO T doov
apopd Tn didpkeia (wng TNG AGUTTAG Kal TNV NAIKIa TwV QIATPwV.

Mpoeroipaoia deryydrwv

To KIT £xel OXedIAOTE yia XPAON O€ KUTTAPIKA evaiwprAuaTa aigyaroAoyKrig
TTPo€AEUaNG TTOU £X0UV povigoTroinBei ae didAupa Carnoy (ueBavoAn/ogko ogd 3:1)
Kal £XOUV TTPOETOINAOTEI CUPPWVA HE TIG KOTEUBUVTHPIEG OBNYiEG TOU EPYATTNPioU
1 Tou 1I5pUpaTOG. MpoeTOINAOTE dEiYMATA TTOU €XOUV UTTOOTET {fpavaon pe aépa oE
QAVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OUHPWVA MPE TIG TUTTIKEG KUTTOPOYEVETKEG
dladikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Trepiéxe
OUOTAOEIG VIO T GUAAOYN, KAANIEPYEIQ Kal HETOPOPE BElY HaTWV, KaBWS Kal yia TV
TIPOETOINOTTT TWV AVTIKEIMEVOPOPWY TTACKWVY .

Mpoeroipacia SiaAUpaTWY

AiaAduara ai@avoéAng

ApaioTe aiBavoAn 100% pe atmoviopévo vepd pe BAon TG akdAouBeg avaloyieg
Kal avapigTe KoAG:

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 pépog atmoviouéEvou vepoU

e AIBavoAn 85% - 8,5 pépn aiBavoing 100% oe 1,5 uépog atmovio pévou vepod
A10BnKeUOTE Ta SIOAUPATA VIO WG Kal 6 prRveg o€ Bepuokpacia SwaTiou ot
AEPOTTEY N TTIEPIEKTN.

AigAupa 2xSSC

ApaiwoTe 1 pépog dlaAUpaTog 20xSSC pe 9 Yépn aTTIoVIO UEVOU VEPOU Kal AvaUETE
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipotrokovtag NaOH i HC,
KOTG TEPITTWOoN. ATToBnkeUoTE TO BIdAupa yia éwg kal 4 €BdopAdeg Ot
BepuoKkpacia SWHATIOU O€ EPOTTEYN 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 r) HCI,
Kard TepimTwon. AmobnkeloTe 10 didAupa yia £wg Kol 4 eBdopddeg ot
Bepuokpacia SWHATIOU O€ AEPOTTEY N TTEPIEKTN.

2xSSC, AiagAupa Tween-200,05%

ApaiwaTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepou. MpoobéoTe
5 pl Tween-20 avda 10 ml kar avapigte kahd. EAEygreTnv TipR pH Kai puBpioTe o
pH 7,0 xpnoipotroiwvtag NaOH f HCI, katd mepimTwon. ATToBnkeloTe To SIGAUpa
YI0 €éwg Kal 4 eBOONAdEG € BEPPOKPAT T OWHATIOU O€ AEPOTTEYH TIEPIEKTN.

MpwTtékoMo FISH
(Znueiwon: BeBaiwBeite 611 n €KBEON TOU IXVNBEM Kal TG AVTIXPWONG OTA QUITT
TOU £PYOOTNPIOU Eival TTAVTA TIEPIOPIO PEVN).

lpoeroipacia avnkeuevopopou

1. TomoBetoTe pia KNAida amd To KUTTOPIKG Oeiyda o€ pIa  YUGAvn
QAVTIKEINEVOPOPO UIKPOOKOTTIOU. AQACTETN va aTeyvwoe. (MpoaipeTikd, edv
XPNOIUOTTOIEITE KUTTOPOYEVETIKO BdAapo §Rpavong: n TommobéTnon Tou
OeiyyaTog OTIG avTIKEINEVOPOPOUG Ba TIPETTEl va yiveTal Pe Tn xpron
KUTTOpoyeveTkoU Balduou gnpavong. O BAAapog TTPETTEl va AEIToupyd o€
Beppokpaaia Tepitrou 25 °C kai uypacia 50% yia Tn BEATIO TN Afjyn KuTTapkoU
Oeiyparog. Edv dev uttdpyel d1aBEaIOG KUTTApOY EVETIKOG BAAapOG Erpavaong
XPNOIUOTIOINCTE VAV ATTAY WYO WG £VOAAAOKTIKT).

2. BuBioTe TNV avTikelnevopopo o€ didAupa 2xSSC yia 2 AeTiTé o€ Bepuok paoia
dwpariou Xwpig avakivnon.

3. A@udarwoTe o€ SIAPOPETIKG TToooaTd aiBavoAing (70%, 85% kai 100%),
01000XIKd, TO KaBEVa yia 2 AeTTTA o€ BEpUOKPATia dWHATOU.

4. AQNOTE TN VO OTEYWWOEL.

lpiv a6 tn perovociwon
AgaipéoTe ToV IXvNOETN atmd Tov KatawUKTn Kal agrioTe Tov va BepuavBe ot
Bepuokpacia dwpatiou. EKTEAéOTE OUVTOUN GUYOKEVTPIGN TTPIV ATTO T X PrON.

6. BePaiwBeite 611 To didAupa 1XxvnBET €xel avapixBei opoidpop@a Pe TN Xpron
THTTETAG.

7. AgaipéoTe 10 plixvnBETN yia KABE £E£TOON KAl ETOPEPETETA O € EVAV GWARVA
HIKpo@UYOKEVTPIONG. ToTroBeToTE Ypriyopa {avd Tov urtdAairo 1xvnoém atov
KaTawukTn.

8. TomoBeTAOTE TOV IXVNOETN KAl TNV QVTKEIMEVOPAPO BEiy JaTog O€ HIa BEPN
TIAGKa Pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia Tpobépuavon.

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

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

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

TMAuoeig perda rov uBpISIoNO
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12. AgaipéoTte 10 DAPI amé Tov KatawlKTn Kal apAoTE TO va Bepuavls ot
Beppokpacia dwpaTiou.

13. A@aipéaTe TNV KOAUTTTPIOO KOl OAQ Ta UTTOAEUPATA KOAOG TTPOT EKTIKA.

14. BuBioTe TNV avTikapevopdpo o€ didAupa 0,4xSSC (pH 7,0) o€ Beppokpooia
72°C (+-1°C) yia 2 AeTiTd& Xwpig avakivnon.

15. ATrooTpayyioTE TNV aVTIKEIEVOQOPO Kal BuBioTe TN o€ SiGAupa 2xSSC, 0,05%
Tween-20 oe Beppokpaaia dwyatiou (pH 7,0) yia 30 deuTepOAenmTa Xwpig
avakivnon.

16. ATrooTpayyioTe TNV avTIKEIPEVOPEPO kaiTormoBerroTe 10 pl DAPI antifade oe kéBe
deiypa.

17. KaAOwrte TN e pia KaAUTITPRA, apaipéoTe TUXOV UOTAdEG Ka TTepipévere 10
AETTTA péEXPI VO AVOTITUXOEI TO XPWHA G TO OKOTADI.

18. MaparnproTeoe PIKPOTKOTIO PBoPIoHOU (avaTPEETE OTNV EVOTNTA ZUCTAON YIo
TO HIKPOOKOTTIO (pBopi o oU).

ZTa 0P OTNTA £TOIHWV AVTIKEIMEVOPOPWYV TTACKWV
O1 £TOIPEG QVTIKEINEVOPOPOI PTTOPOUV va avaAuBolv €wg Kal 1 pAva PETd edv
atmoBnkeuTolv OE OKOTaVO Xwpo o€ Bepuokpacia dwuatiou i XapnAdTePN.

ZuoTdoeig yia Tn Siadikaoia

1. H 6éppavaonni wpigavon Twv avTKEPEVOQOPWY UTTOPE VO JEWaoEl Tov ¢Bopoud
TWV ONUATWY

2. O1 ouvBnkeg uBpIBiIopoU PTTopEl va €TTNPeacTolv SUOUEVWG OTTO T XPoN
avTIdpac Tpiwv TTEPav EKEIVV TTou TTapéxovTal i guoTrvovra amod ) Cytocel
Ltd

3. XpnoiyotroinoTe éva Babuovounuévo OEpUOETPO Yia TN LETPNON BEPUOKPATILIV
Sl0AUPATWY, UBATOACUTPWY KaI ETTWAC TAPWY, KOBWGS o1 £v Adyw Beppokpaoieg
gival Kpiolung onuaciog yia 1 BEATIOTN aTTOd00N TOU TTPGIGVTOG.

4. O ouykevIpuwoeg, ol TINEG pH Kal ol Beppokpaadieg TTAUONG €ival GNUAVTKEG
KaBwg oI CUVBNKES XaUNAG auoTNPATNTAG UTTOPET VA £XOWV WG ATTOTEAEOA [N
€101k SEoPEUON TOU IXVNOETN V) Of GUVBRKeG UTTEPRBOAIKE UWNAiG auaTnpdTmTag
uTTopEi va £Xouv wg atroréheopa Trv EAAenpn oAuUaATog

5.  H areAng pETOUCTWO N UTTOPEI VA EXEI WG ATTOTEAED A TNV OTTWAEI O AUATOG KON
UTTEPPBOAIKT) HETOUGIWO N UTTOPET ETTIONG VA £XEI WG ATTOTEAECUA TN UN €I10KM
déopeuon

6. O utrepPBoAIkOG UBPBIOUGS UTTOPET Va 0dNYACEI OETTIPOCBETA 1) UN OV AUEVOUEVT
ofyata

7. O1xpAoTeg BaTrpéTel va BeATIOTOITOIO0V TO TIPWTOKOAAO yIa Tal SEiYMATE TOUG TIpV
a1é TN xpAon Mg e&&raong yia SiayvwoTikoUg oKoTroUg

8. Tuxov UTTOBEATIOTEG OUVONKES UTTOPEI VO €XOUV WG ATTOTEAECUA [N EIOKN
8T EUTT, N OTTOIO PITTOPET VO TTAPEPUNVEUTEl WG OAWA IXVNPETN

Eppnveia Twv amroreAgou drwv

EKTiunon moiémrag aviKeEVoPopw Vv MAaKWV

H avTikapevo@dpog dev Ba Trpérmel va avaAUETal EQV:

e Ta ofuara givai oAU agBevi yia va TTpay paTorroIndei av GAUCT OE JEPOVIILEVT
@iATpa. TNa va TTpoxwpnoeTe pe TNV avdaAuon, Ta oApara Ba TTPETTEl va evar
PwTeIvd, diakpmd kal eUkoAa agloAoyroiua

e Ymdpxel peydhog apiBudg  ouaTAdOTTOINUEVUWV/AANAOETIKOAU TTTOHEVIIV
KUTTAPWV TToU EUTTOdIgouV Tnv avaAuon

o >50% Twv KUTTEPWYV BV £XouV UBPIdOTINDEI

o Ymdpxel mepicoeia @OOPICOVIWY TWHATIOIWY UETAEU TwWV KUTTAPWY A/ka
@BopifouaaayAr TTou TipokaAei TTapeBoAég oTa arjuara. |davikd, To uTTéBoBpo
TWV AVTKEPEVOPOPWYV Ba TTPETTE VO QaiVETAI OKOTEIVO ] HaUPO Kal KaBapd

e Tadpia Tou KUTTAPIKOU TTUPr)va dev eiva SIOKPTE Kal Oev gival GBIKTa

KarsuBuvmipisg odnyieg yia tnv avdiuon

o KdBe deiypa BaTrpéTrea va avaAderalkal va eppnvelera atré 800 avaAutég. Tuxdv
QoUPPWVieg Ba TIPETTE va ETTIAUOVTOI HEC W EKTIUINONG OTTO TPITO AVaAUTH

e KdBe avaAuTng Ba TTpéTTel va givar KATGAANAQ EEIBIKEUPEVOG CUKPUIVA PE TO
avayvwpio péva 0vika TTpdTuTTa

e  KdBe avaAuTrg Ba trpéel va Babuoloyei pepovwuéva 100 TTuprveg yia KB
Seiypa. O TpwTog avaAuTAg Ba TIPETTEN va EEKIVG TNV avEAUoT aTTd TNV apioTeR
TIAEUPA TNG AVTIKEPEVOPOPOU Kal 0 OeUTEPOG avaAuTAG attd Tn OeCid TTAeupd

o  KdBe avaAuTtng Ba TTPETTEI VA TEKUNPIWVEI TA OTTOTEAEOPOTA TOU O€ XWPIOTA
EVTuTIa

e AvaAUEeTE HOVO ABIKTOUG TTUPAVEG KO OX1 ETTIKAAUTITOUEVOUG 1 GUOCGC WPEULEVOUG
TTUPAVEG 1) TTUPAVEG TTOU KOAUTITOVTOI OTTO KUTTOPOTTAOCHATIKG UTTOAEupoTa 1)
uynAé emritredo autopBopiopol

o ATIOQEUYETE TIEPIOKEG HE TIEPITOEIN KUTTAPOTTAQC MOTIKWY UTTOASIUPGTUWY A N
€101KO UBPIBIO PO

e H évrtaon Twv onpaTwv PTTopei va TIKIAEL, akdpa Kal oTNV TTEPITITWOT evag PAvo
TTUPAVA. ZE TETOIEG TTEPITITWOEIG, VA XPNOIMOTTOISTE Jov & @iATpary/kar va puBuicere
TO €0TIAKO ETTTESO

o Y& UTTOREATIOTEG OUVBNKEG, TA OAAT PTTOPEi va @aivovtal didyuTa. Edv dio
ORAMaTa TOU iBIoU XPWHATOG BpiokovTal o€ eTTagh PETAgU TOug, 1) N aTéoTooN
METAEU TOUg B¢V gival peyaAUTepn atré dUo TTAGTN oAUATOG, ) CUVOEoVTal LE éva
axvo VAA, JETPAOTE Ta WG éva OHUa

o Eav éxete ap@iBohieg yia To €8v éva KUTTApo PTTopEi va avaAuBei fi 0, pnv
TIPOXWPHOETE OTNV OVAAUCT) TOU

Mnv TTpooueTpdaTE - OI
TTUPRVEG €ival UTTEPBOAIKG
KOVTG 0 évag aToV GAAOV yIa
TOV KaB0opIouo opiwv

Mn TTpooueTpdre
AaAANAOKAAUTITOHEVOUG
TTUPrveg - dev gival opaTn
OAOKANPN N éKTO0N Kal TWV
duo TTUpRvVWYV

Mpoopuerprioarte wg dUo
KOKKIVa orjpaTta Kal dUo
TpAciva oAPaTa - éva atré Ta
800 KOKKIVO OjpaTa Eival
SiaxuTo

Mpoopuerpricarte wg dUo
KOKKIVa Kal dU0 TTpdciva
onuaTta - 1o d1IGCTNUA OTO £va
KOKKIVO OT)pa gival JIKPOTEPO
atré Ta TAGTN dUo onudTwy

Avapevoueva atroreAéopara
Avapevopevo QuaIoAoyikd TIPOTUTTO ONUATWY

€ éva QUOIOAOYIKO KUTTOPO, avapévovTal dUo KOKKIva kal U0 TTPAciva Gruara
(2K, 2).

Avapevopeva un @UAIOAoYIKA TTPOTUTTA G NUETWV

& éva KUTTOPO PE NWiCuyn éAAsiwn Tng Béong D 13S319, Toavapevouevo TTPATUTIo
onuaTwy Ba gival éva KOKKIVokal dUo Tpdoiva oiuata (1K, 2).

Ye éva KOTTAPO e opoduyn EAAEIYN, TO AVAPEVOUEVO TTPOTUTTO ONUATWY Ba evar
Kavéva KOkKIvo Kai duo Trpdaiva aruata (0K, 21M).

MTropoUv va TTpok Uwouv Kail GAAa TIPATUTTa GNPATWY O € aveutTAoadn/un
I00ppoTINéVa deiyaTa.

NvwoTA SiaoTaupoUpEVN aVTISP ACTIKOTNTA
Xwpig yvwaoTA dilaoTaupolpevn avTI®pac TIKOTNTA.

Ava@opd avemOUuunNTwyV cuuBAavTwv

Edv moTeleTe 611 1O TTPOidv auTd Trapoudiace duoAeiToupyia i uTToR&BoN oTa
XOPAKTNPIOTIKG atTddoong, N oTroia evOEXETAl VO CUVERBAAE O€ éva avETIOUUNTO
oupBav (1r.X. kaBuaTtepnuévn i eo@aiuévn didyvwaon | akatdAAnAn Beparreia), Ba
TIPETTEI VA TO AVAPEPETE APEC WG OTOV KATAOKEUAO T (email: vigilance@ogt.com).
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To oupBdv Ba TpéTrel va avapepBei Kal oTrnv appédia apxXn TG XWPag oag &v
uTtapxel. MTopeite va BpeiTe Tov KAOTGAOYO PE Ta ONMEi ETTIKOIVWVIOG YIa Béuara
emraypuTrvnong oTo: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

E181kd xapaKTnpioTiKG atrédoong

AvaAurikn e181kornra

H avaAuTikA €181KETNTa €ival TO TTOOOOTO TWV CNUETWY TToU UBPISOTToI0UVTAI HOVO
oTn owoTh Béon kal og Kapia GMn Béan. H avaAuTikn £18IKOTNTA KABOPICTNKE e
TNV avaAuon ouvoAikd 200 B€o ewv-oTdXwv. H avaAutikr €181KOTNTA UTTOAOYIOTNKE
WG 0 apIBuog Twv onudtwyv FISH tou uBpidotroiBnkav otn owaTh Béon
SI0IPEPEVOG PE TOV TUVOAIKS apiBud Twy uBpidotroinuévwy anudrwy FISH.

Mivakag 1. AvoAuTikn €181kéTnTa Tou D 13S319 Plus Deletion Probe

D13S319
Kokkivog

13qter 13qter,
Mpdoivog | 13934

13qg14.2 200 200 100

200 200 100

AvaAurikn euaiofnoia

H avaAuTiki euaioBnaoia eival To T0000TO TWV OEIOAOYACIUWY PECOPACKUNV
KUTTAPWY UE TO OVOPEVOUEVO TIPOTUTIO QUOIOAOYIKULWY ONUATWY. H avaAutkn
€uaIoBnoia KaBoPIoTNKE PE TNV AVAAUCT HECOPACIKWY KUTTAPWY aTTd S1apOopETKA
@ualohoyika deiypara. H euaioBnoia uTtoAoyioTnke wg TO TIOOOCTO TWW
agloAOYNOINWY KUTTAPWY HE TO OVOMEVOUEVO TIPOTUTIO ONUATWY (UE SIGOTNUX
ePTNIOTOOUVNG 95%).

Mivakag 2. AvaAuTik evaioBnaia Tou D 138319 Plus Deletion Probe

463 500 92,6 0,7

Xapakrnpiouo§ TwV PUTIOAOYIKWY TIWYV ATTOKOTTI

H @uaioAoyIkr TIur) aTToKOTTAG, 0€ ax£0n Ye Toug IxvnBéteg FISH, ival To péyioto
TI0000TO AIOAOYACIUWY HECOPATIKWY KUTTAPWV HE EIDIKO HN QUOIOAOYKO
TPOTUTIO ONUATWY, OTO OTIoio éva deiypa Bewpeital @uaololoyikd yia 1o
OUYKEKPIMEVO TIPOTUTTO G NUATWV.

H @uaioAoyIkn Tiur aTToKOTIAG KaBopioTnke Pe TN Xprian Sy uaTwv aTmd acBeveg
He QuoloAoyikég kal BeTIKEG TIpEG. Ma k&Be deiypa, kaTaypdenkav Ta TTPOTUTI
onuarwy 100 kuttdpwy. O dek g Youden uTToAOYiOTNKE WOTE Va TIPOKUWE N T
KaTw@Aiou yia Tnv oTroia yivetal peyiotomoinon EvaioBnaiag + Eidikomrag-1.

Mivakag 3. XapakTnpioudg TwV QUOIOAOVIKWY TIMWVY aTTokoTm ¢ Tou D 138319 Plus
Deletion Probe

1K, 2M /0K, 2N 0,99 7

Ta epyacTrpia TIPETTEI VA ETTIRERAIWIVOUV TIG TIEG ATTOKOTTAG X PNO IMOTTOIWVTOG TA
BIKd Toug dedopéval’ 8,

Akpifeia kai avarmapaywyiuornra

H akpiBeia amoTeAei pérpo TnG QUOIOAOYIKAG PETARAMTOTTAG HIOG EGETAONG OTAV
eTTavaAapBaveTal apKeTES POPEG UTTO TIG idIEG ouvlnkeg. AglohoyrnBnke péow g
avaAUOa NG ETTAVOANTITIKWY EEETAC EWV TOU idIou apIBpoU TTapTidag IXvNBETN oTo Do
Oeiypa, UTré TIG id1EG aUVOAKEG Kal TNV idIa NEéPa.

H avamapaywyiudétnTa amoteAei JETPO TNG METORANTOTNTAG HIOG €6£TOONG KO
KaBopifeTal peTAEU JelypdTwy, PETOEU nUEPWY Kol PETAEU TropTidwy. H
avaTopaywyIueTNTa YETAEU NUEPWY agloAoynBnke pe TNV avaAuon Twv idlwv
OelyPATWYV O€ TPEIG DIAPOPETIKEG NPEPES. H avaTTapaywyipdTnTta HETAEU TTAPT oWV
aglohoynonke Pe TNV avaAuon Twv idiwv Sely UATwV GTA OTTOIA X PNC IMOTTOINBNKaV
TPEIG DIaPOPETIKOI apIBuoi IxvneEéTn o€ pia nuépa. H avatrapay wyiuétnTa perogy
OelyHATWYV agloAoyABNKe pe TNV avAAUC N TPILV TTAVOUOIGTUTIWY JEly HATWYV O € piat
nuépa. MNa kaBe deiypa, kataypdenkav TPOTUTIA onudTwy 100 PHECOPAT KWV
KUTTAPWV Kal UTTOAOYIOTNKE TO TTOCOOTO TWV KUTTAPWY HE TO OVOPEVOUEVO
TPOTUTIO ONUATWY.

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

Mivakag4. Avarrapay wyiudTtnta kai akpifeia tou D13S319 Plus Deletion Probe

AkpiBeia 0,77
MeTagl delypdaTwv 0,89
MeTagu nuepwv 2,27
Metagu rapTidwv 2,07
2UVOAIKH attokAion 2,01

KAivikny amédoon

H kAiviky amédoon kabopioTnke BAoEl QVTITIPOOWTTEUTIKOU OgiyOATOG TOU
TTANBUC POV yia ToV OTToi0 TTPoOpPICeETal TO TTPOIOV. MNa KABE iy pa, KaTay pagnkav
Ta TPOTUTIA oNnuATwy 2100 PECOPACIKWY KUTTApwV. [payuaToTroinbnke
PO BIOPITHOG PUCIOAOYIKWV/UN QUOIOAOY KWV SESOPEVWV HEGW O UYKPIOTG TOU
TT0000TOU TWV KUTTAPWY PE TO OUYKEKPIMEVO HN QUOIOAOYIKO TTPOTUTTO OnuATwY
Kal TNG QUOIOAOYIKAG TIMAG OTTOKOTIAG. XTn OUVEXEIQ, TA QTTOTEAEC potal
OuyKpiBnKav PE TN yVWOoTA KaTaaTaon Tou deiy JaTog.

Ta amoTeAéopaTa TWV KAIVIKWY deSoPEVIWY avaAlBnKav yia va TTPOKUWOUV Ol TIUEG
euaioBnoiag, €1I8IKOTNTAG KAl OTTOKOTIAG, PE Tn XPAon MIOG HovodidoTarng
TTPOCéyyiong.

Mivakag 5. KAivikA ammédoon Tou D13S319 Plus Deletion Probe

KAvikA euaigBnaia (TToooaTé aAnbuwg BeTikwy, TPR) 99,7%
KAIvIkr euaioBnaia (TrogoaT6 aAnbwg apvntikwy, TNR) 100%
MooooTé Weudwg BeTikwv (FPR) =1 — EIdIkOTNTA 0%
Npo6obeTeg AN PO POpiEg
MNa Tp6aBeTEG TTANPOPOPIEG, ETTIKOIVWVACTE PE TO Tprpa TeXVIKAG YTTOOTPIENS
ng CytoCell.

TnA.: +44 (0)1223 294048
Email: techsupport@cytocell.com
loTéToTrog: www.ogt.com
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AITTAGpaTa EUPECITEXVIOG KAl EUTTOPIKA O JaTal
To CytoCell eival eptropikd arjpa Tng Cytocell Ltd.

Cytocell Ltd.

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

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