A Sysmex Group Company

ogt

CytoCaell

Odnyieg xpriong
KQA. ANA®.: LPH046-S/LPH 046

TCL1 Breakapart Probe

c € IVD

AMNOKAEIZTIKATIAENAITEAMATIKH XPHZH

|

www.cytocell.com

M1ropeite va BpeiTe TrEp aIrép w TTANP 0Po pieg Kal AAAEG YAWOOEG OTOV
10T6TOTTO WWW.0gt.com

Mepropioyoi

To TTpoidV auTd €x€l OXEDIOOTEN yIa va aviyvela avadlaTtdEels Je onueia dIGo Toong
OTNV TTEPIOYT) TTOU €0 PEVEI TOUG KOKKIVOUG KOl TIPACIVOUG KAWVOUG O€ QUTO TO OET
IXvNBeTWY, n omoia TrepIAapBavel Tnv Trepioxr} Tou TCL1. Enusa didoTraong Tou
BpiokovTal eKkTOG TNG €v Adyw TIepIoXNG 1 TTapaAAayég avadiaTdgewy Trou
TIEPIEXOVTAI €& OAOKAPOU O€ QUTH TNV TTEPIOXT| MTTOPET vV PNV €ival aviyv eUo Iual e
auTo TO TTPOIGV.

H egéraon dev TpoopileTal yia: XPAoN wG HEHOVWHEVOG dlayvwaTKAG
TIPOYEVVNTIKOG €AEYXOG, TTPOCUPTITWHATIKO éAeyxo Bdoel TAnBuopou, e&éroon
KOVT@ oTov aoBevh | autoegétaan. To TTPoidv autd TrpoopideTal YOvo yia
€TTAYYEAUATIKE Xprion evidg Tou epyaotnpiou. OAa Ta amoTeAéopata TTpéTra va
gpunvevovTal ammd KaTAAANAQ €EEIBIKEUPEVO TTPOC WTTIKG AauBavopévwy uTtdyn
GAAWV OXETIKWY OTTOTEAEC UATWYV ECETAO EWV.

To TTPOidv auTd dev €xel EMKUPWOEI yia Xprion o€ TUTTOUG dEIYATWY 1) TUTIOUG
aoBeveIWV TTEPAV eKEVWYV TTOU kaBopifovTal o TNV TTPORAETTOPEVN XPriON.

Kard tnv avagopd kai epunveia Twv ammoteheoudtwy FISH, Ba rpémel va Tnpolvia
TO ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG Kal va AauBavovTal uttown GAAEG KAIVIKEG
Kai dlayvVwaoTIKEG TTANpo@opieg. AUTS TO KIT TIPOOPIGETAI YIa XPAON WG OUUTTAR pwat
o€ GAAeG dlay VWOTIKEG EPYOO TNPIOKEG EEETAT EIG Kl DEV B TTPETTEN Va EEKIVAEI Kopiat
BepaTtreuTIkn evEpyela pévo Baoea Tou atroTeAéoparog FISH.

H pn tApnon Tou TpwTokOAAOU evOEXETAI va eTNPEGOEl TNV atmddoan Kal va
odnynaoel o YPeudwg BeTIKA/ apvnTIKG aTToTEAéopaTa.

AuUTO TO KIT dev €xel ETTIKUPWOEI yia GAAOUG oKOoTTOUG TTEPav TNG KaBopIo Pévng
TIPOBAETOHEVNG XPONG.

MpoPAemrépevn xprion

To CytoCell TCL1 Breakapart Probe €ival pia TroIoTIKr, Un QuTOPOTOTIOINWEVN,
e¢étaon @BopidovTog in situ uppidiopol (FISH) Tou xpnoipotroigital yia Tnv
avixveuon XpwHOoOWUIKWY avadiatdgewv otnv Teploxr 14932.1-q32.2 Tou
Xpwpoowparog 14 g€ povipotroinuéva o€ didAupa Carnoy (HeBavoAryogkd ofd
3:1) KUTTOPIKA EVOIWPAMATO QIMOTOAOYIKAG TIPOEAEuoNg amd aoBeveig pe
empBeRaiwpévn r mMOavoAoyoupevn oeia AeppokuTrapikr Asuxaipia (OAA).

Ev&eieig

To TTpOidv auToév eival oXeDIOOPEVO WG CUPTIANPWHATIKG 0€ GAAEG KAIVIKES KO
10TOTTaB0AOYIKEG ECETATEIG € aVaYVWPIO PEVA JOVOTTATIa dIdlyvwong Kal KAIVIKAG
@povTidag, 61ToU N yvwan Tng Umapgng Tng avadidragng Tou TCL1 Ba ATov
ONUAVTIKA YIO TNV KANIKA QVTIHETWTTION.

Apxég Tng e§éraong
O @Bopidwv in situuBpidioudg (FISH) gival pia TeKvIKr TTOU ETIITEETTEI TNV AViXVEUOT
aAAnAouyiwv DNA o€ peTa@aaoikd X PwHOT WHATA ) O € JECOPATIKOUG TTUPKVES OTTO
HOVIMOTIOINUEVA KUTTOPOYEVETIKG Ogiy pata. H TexvikA XpnoipoTrolei 1xvnoéreg DNA
TTou UBpPIdoTToIoUVTAl O€ OAGKANPG XPWHOCWHOTA ) JEPOVWHEVEG HOVODIKEG
aAAnAouyieg kal Xpnoipelel wg £va GNUAVTKO OUUTTARPWHUA O TNV KUTTOPOYEVETKN
avdAuon pe G-Jwvwaon. AuTA N TEXVIKA UTTOPE TTAEOV VO EQOPUOCTEI WG £va
onUavTIKG £PEUVNTIKO EPYOAEI0 OTA TTACICIA TTIPOYEVVNTIKWY KOl QIUATOAOY KUV
avaAUoEwv, KaBWG KAl XPWHOTWHIKWY avaAUoewy cuptraywv oykwv. Merd m
govigotroinon kai Tn petouciwon, To DNA-oT1dxog civa
-15°C  Bi08éo1go yia avadiatagn o€ évav TTApOHOIA JETOUCIWHEVO,
95 C/ﬂ/ @Bopiovta onuacpévo 1xvneétn DNA, o omoiog éxa

gupTAnpwuatikfy aAAnAouyxia. MeTd Tov UBPIdIOPO, YivETAl a@aipeon Tou un
deapeupévou Kai un 181K G deapeupévou 1xvnB£T DNA kai To DNA utroBdAAeta o
avTiXpwon yia aTmmeikovIon. XTn CUVEXEIQ, N PIKPOooKoTTia ¢Bopiopol KabioTtd
SuVvaTH TNV ATTEIKOVION TOU UBPISOTIOINUEVOU IXVNBETN OTO UAIKG-OTOXO.

MAnpo@opiegyia Tov IXvnOéTn

Ta vyovidia TCL1A (T-cell leukemia/lymphoma 1A) kai TCL1B (T-cel
leukemia/lymphoma 1B) otnv Tepioxn) 14932 éxel katadeixtei OTI giva
ammoppubuIcpéva péow Kovnvr]lg TIOPGBEONG OTOIXEIWV EVIGXUTH TWV Y OVISiWV Tuwv
utrodoxéwv T kutTdpwv (TCR)™

H ammoppUBuion TnG yoVvIBIOKNAG PETAY PAPHG OTTOTEAE XAPAKTNPIOTIKO OAWV Tuwv
o&eIV AeUXaIPILIV. ZT0 VEOTTAGO HaTa TWV T KUTTAPWY, aUTS TTPOKAAEITal HEOW TNG
TPOTIOTTOINMEVNG EKPPAT NG PUTIOAOYIKWV TTPWIT EIVIIV-PETAYPAPIKWV TTAPAY OVTUV,
OUXVA OUVETTEIO XPWHOOWHIKWY avadIaTdgeuwy TTou GEPVOUV Ta Yovidia autd o€
KOVTIVI YEMVIOOT PE TA OTOIXEIQ UTTOKIVNTA Kal eVioxUTr Twv yovidiwv TCR: TRA
kai TRD otnv mepioxn 14q11.2, TRB otnv mepioxn 7934 kai TRG omyv Trepoxn
7p14%3,

21nv T-rpoAep@okuTTtapiki Aeuxaipia (T-MAA) n cuoToixia yovidiwv T-Aguxaipiog
1A/1B oT10 Xpwudowpa 14932 £xel KOTOOEIXTEI OTI CUMMETEXEI OE OPIOPEVES
OIOPOPETIKEG  XPWHUOOWHMIKEG  avadiaTdgelg,  oupTepIAQUBavOUEVWY  Twv
t(14;14)(q11;932) kai inv(14)(q11;932), o1 oTroieg pEpvouv aToIXEia ammd M
OUOTOIXiIO O€ KOVTIVI| YEITVIOO N JE TOUG UTTOKIV NTEG KOl EVIOXUTEG TwV Yovidiwv TCR
Kai uTTd Tov €Agyxd Toug. YTTapyouv dUo anpeia SIGoTTacng G Tn GUGTOIXia YoV Idiwv,
UE TO KOBEVA va TTAPATNPEITAI O€ DIOPOPETIKA VEOTTAGONATA, OV Kal TG00 To éva
600 kal To AAo cuppeTéxouv otnyv inv(14) A Tnv t(14;14). Ta onueia didoToong
€ival CUYKEVTPWHEVD O€ TTEPIOXEG KEVTPOUEPIKA KOl TEAOMEPIKG TwV yoVIdiuwv
TCL1A, TCL6 kai TCL1B*.

Mpodiaypagig xvnBeTwv
TCL1, 14g32.13, Kokkivog
TCL1, 14932.2, MNMpdovog
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14932.13-g32.2

D14562 . D145131
/1 |
138kb 124kb

100kb

To 1poidv TCL1 amoteAeital amod évav 1ixvnB£tn 138kb, onuaopévo KOKKIVO, Tou
BpiokeTal kevTpopepika Twv yovidiwv TCL1A kar TCL1B, TTou TrepiAappaver 1o
yovidio GLRX5 kai tov deikn D14S62, kai évav TIpaoivo 1xvnBETN TTou KaAUTTe
pia repioxn 124kb trou BpiokeTtal TEAOPEPIKA TV YOVISIWV QUTWV Kal TTEPIAQUBAvE
Tov O¢eikTn D14S131.

Mapexépeva UAIka

IxvnOérng: 50 pl ava @iaAidio (5 egeTdoeig) A 100 pl avd @iaAidio (10 egeTdoag)
O1 1xvnBETEG TTapEXOVTaI TTPOAVAUEUN PEVOI O€ BIGAUNA URPIBIOUOU (Popuapido,
Benkn degTpdvn, ahatolyo diGAupa-kiTpIkd vAaTpio (SSC)) kai gival £€TOIYOI TTPOG
xenon.

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

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

2. Na @opdre yavTia katd Tov XeIpIopo 1xvnBetwv DNA kai avTixpwong DAPIL.

3. Ta piypata Twv IXVNOETWYV TTEPIEXOUV POPUANIOIO, TO OTTOIO Eival TEPATOYOVO.
Mnv avamvéete avaBupiGoElg Kal ammoQUYETE TNV €TTAPH HE TO Oépua
ATTQITEITOI TIPOTEKTIKOG XEIPITHOG. Na popdaTE yGvTIa KAl EpyaaTnpiakh TToda

4. To DAPI gival duvnTikd KOpKIvOoyOvo. ATTQITEITOI TIPOO EKTIKOG XEIPIO UGG Na
POPATE YAVTIO KAl EPY A0 TNPIOKT TTODIA.

5.  AmoppimiTeTe OAa Ta ETTIKIVOUVA UNKG O UPQWVA PE TIG KATEUBUVTAPIEG 0ONyieg
ToU 1I5pUaTOG Gag yia TNV aTréppIYn ETTIKiVOUVWY aTTOBARTWV.

6. O1XEIPIOTEG TIPETTEI VA EXOUV TNV IKAVATNTA VA SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kl TO TIPACIVO X PWHA.

7. H pn TtApnon Tou TTEPIYPAPOPEVOU TTPWTOKOAAOU TwV avTI®PAC TNV
evOEXETAl va eTNPEGOOUV TNV amoédoon Kal va odnyrnoouv oe Weudug
BeTIKE/apvnTIKG ATTOTEAET HATA.

8. O IXvnBETNG dev Ba TIPETTEI va OPAIWVETAI /| va avaplyvOeTal pe GAAoug
IXVNOETEG.

9. H un xpron 10ul 1xvnBéTn oTO OTADIO TOU TTPWTOKOAAOU TIpIV OTTO T
HETOUCTWAON EVOEXETAI VO ETTNPEACEI TNV OTTOSO0T Kal VO 08Ny MO €1 GE WPEUDWG
BeTIKE/ apvNnTIKG ATTOTEAEG ATA.

ATTo0KEUON KAl XEIPIOHOG
To KkIT Ba TTpéTTel va ammoBnkeveTal o€ Beppokpaaia amd -25 °C
£wg Kal -15 °C o€ kaTawuKTN PéXPI TNV NUEPOMNVIa ARENG TIoU
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avaypdeeTal oTNV €TIKETA TOU KIT. Ta @IaAidia IXvnOeTwVY kol
avTixpwaong TTPETTEI va aTToBNKEUOVTAI 0 € OKOTEIVO XWPO.

O 1xvnBéTng TTapapével oTaBePOG KaB OAn Tn SIGPKEID TV
KUKAWV yugng/amoéyuéng Trou Trpay JaToTToloUvTal GTO TTAGICIO
\\lf/ ™G QuaIoAoyIkAG XPAong (évag KUKAOG avTIOTOIXE OTV
/. ~— agaipean Tou IXvnBETN atrd Tov KATawUKTN Kal TNV €K VEOU
/ I \ TOTTIOBETNO N TOU O€ AUTOV) Kall Eival QWTOOTABEPSOS YIa WG Ka
A 48 Wpeg HETA TNV €KBETT) TOU O OUVONKEG TUVEXOUG PWTIGUOU.
. Mpémel va kataBdAAeTal kGBe duvarr TTpooTabeld WOTE N
¢ékBean o€ peTaBaAAOPEVEG OUVOAKEG QWTIOPOU  Kal

Beppokpaciag va TepiopifeTal 0To EAGXIOTO.

Ego1Aiop oG Kal UAIKA TTou aTrairoUvTal aAAd Sev Trapéxovral

Mpétel va xpnoiyoToleital Babpovounuévog e€oTTAIoNEG:

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

2. BoBpovounuéveg pikpommméTeg pETABANTOU dykou kal pUyxn, ammd 1 pl éwg
200 pl

3. Yﬁ(lTu('))\OUTpo pe diaragn akpiBoug eAéyxou Beppokpaaiag aToug 37 °C ka
oToug72°C

. ZwARveg pikpoguyokévipiong (0,5 ml)

5. Mikpookomo @Bopiopol (avatpéte otnv evéTnTa «XUoTaon yia T0
HIKpOaK&TTIO BOPITHOU»)

6. MikpookdTo avTifeong pacewv

7. KoBopd TAaoTIKE, KEPAWIKA 1) BeppoavBekTIkG yudhiva doyeia Coplin

8. AaBida

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

10. MepiékTng uypaaciag

11. PakdG pIKPOTKOTIOU POOPIGHOU KATABUTIKOG O€ AGdI

12. PuydKeVTPOG TIAYKOU £pYaoiag

13. AVTIKEIYEVOPOPO HIKPOOKOTTIOU

14. KaAuTTpideg 24 x 24 mm

15. Xpovopuetpo

16. EmmwaoTApag37 °C

17. KOAAa pe diGAupa eEAaoTIKOU

18. MikTng TepIdivnong

19. AioBaBuicpévol kUAIvEpol

20. MayvnTikég avadeutipag

21. BoBuovounuévo BepuduETpO

MpoaipeTikdg eEOTTAICNOG TTOU dev TTapPEXETAI
1. Kuttapoyevenkog 8dAapog §Rpavong

AvTiSpaoTipia Tou arrairoUvral aAAd dev TTapéxovral
AidAupa aAharouyou diaAUpaTog-KITpikou vaTtpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpo&eidio Tou vatpiou 1M (NaCH)

YdpoxAwpikd ogu 1M (HCI)

ATTioviouévo vepo

ook wh R

20oTaON YIA TO HIKPOOKOT O (pBopIoHO U

Xpnoipotroleite Adutra udpapyupou 100 watt f; 100d0vaun Kai €TTiTIEdOUG
QATTOXPWHATIKOUG AVTIKEIPEVIKOUG QaKOUG KaTaduTIKOUG o€ AGdI pe pey€Buvon
60/63x 1 100x yia PBEATIOTN ameikovion. O @Bopifouceg ouaieg ToU
XPNnoiyoTroloUvTal o€ aUTS TO OET IXVNPETWY Ba dieyepBoUV Kal Ba eKTTEPYOWV OTa
akoAouBa prkn KUPATOG:

Mpdoivo 495 521
| KOKKIVO | 596 | 615 |

BeBaiwBeite 611 01O pIKpOoaKSOTIO €xouv TOTTOBEeTNOEl T KATAAANAQ @iATpa
OIEYEPONG KAl EKTTOUTIAG, TA OTTOIO KAAUTITOUV Ta PAKN KUPOTOG TTOU avagépovia
Tapammdvw. Xpnoigotroinote QiATpo SiéAeuong TpITTARG {wvng DAPI/Tpdonvou
PAoHOTOG/KOKKIVOU @pdopaTtog 1 @iATpo diEAeuong JIMTARG Jwvng TPAoivou
QA0 POTOG/KOKKIVOU PAOC UaTOG Yia BEATIOTN TAUTAX POV ATTEIKOVION TWV TTIPACNWY
Kal KOKKIVWY GOOPICOVTWY OUCIWV.

EAéyére TO pikpookdTo pBopiouol TIpiv atrd Tn Xperon yia va diac galioere o
AeiToupyei owoTd. XpnoipotroioTe AGdl kataduong Tou  evoeikvuTal Y
MIKpOOKOTTiO BOPIoUOU Kal £XEl TTOPAOKEUOOTEN yia XOUNASG auTo@BopIGuO.
AtroguyeTe TNV avauign Tou DAPI antifade pe Add1 katdduong ik pookoTriou, dioT
KATI TETOI0 Ba KOAUWEI Ta gAPOTA. TNPAOTE TIG CUCTACEIG TOU KATAOKEUAO T) SO0V
a@opd Tn dIAPKEIR (WG TNG AGUTTAG Kal TNV NAIKIa TwV GIATPWV.

Mpoeroipyagio derypdrwv

To KIT éxel OXeDIAOTEN yIo XPAON O€ KUTTAPIKG EVOIWPAUATA AIHOTOAOYKAG
TIPo£AEUaNG TTOU £X0UV JovioTroiNBei og didAupa Carnoy (HeBavoAn/ogko ogu 3:1)
Kal £XOUV TIPOETOINOOCTEI CUNPWVA PE TIG KATEUBUVTAPIEG 0DNYiEG TOU EPYAOTNOIOU
1 Tou 1I3pUpaToG. MpoeTOINAOTE BEly aTA TTOU £XOUV UTTOO TET {fpavan PE aépa o
QAVTIKEINEVOPOPOUG HIKPOOKOTTIOU CUMPWVA HE TIG TUTTIKEG KUTTOPOYEVETKES
diadikaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual — Tepiéxe
OUCTACEIG YIa TN GUAAOYH, KOANEPYEIQ KOl JETaPoPE OElY HATWYV, KABWG Kal yia TV
TTPOETOINAGTA TWV AVTIKEIMEVOPOPWY TIAGKWV .

MNpoeroipyacio SiaAUpaTWV

AiaAvuara ai@avoéAng

ApaiwoTe aiBavoin 100% pe amoviopévo vepd pe BAon TG akOAouBeg avaloyieg
Kal avopigTe KaAd:

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

e ABavoin 85% - 8,5 pépn aiBavoAng 100% o€ 1,5 pépog atriovio pévou vepol
A1oBnkeUOTE Ta SIOAUPATA VIO WG Kal 6 pAveG o€ Bepuokpacia dwuaTiou o€
QAEPOOTEYH TTIEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 Yépn aTTovIo UEVOU VEPOU Kal avauTe
KaAd. EAéyEre Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipotrowvTag NaOH ry HCI,
Kard mepiTrwon. AmobnkelaoTe 1o didAupa yia €wg kal 4 eRdouddeg ot
Bepuokpacia SwHATIOU O€ AEPOTTEYR TTEPIEKTN.

AidAupa 0,4xSSC

ApaiwoTe 1 pépog diaAUparog 20xSSC pe 49 pépn aTmioviopévou vepou Kal avapigre
KaAd. EAéyEre Tnv iR pH kai puBpioTe o€ pH 7,0 xpnoipotrowvTag NaOH ry HC,
KOTG TEPITTWON. ATTOBNKeUOTE TO JIdAupa yia éwg kal 4 €BRdopAdEg 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 avd 10 ml kar avapi§Te kahd. EAéyEreTnv iy pH kai puBuioTe oe
pH 7,0 xpnoipotroiwvtag NaOH f HCI, katd mepimTwon. ATroBnkeloTe To S1GAUMT
yi0 éwg Kal 4 eBOONGdEG € BEPPOKPAT i OWHATIOU O€ AEPOTTEYH TIEPIEKTN.

MpwTtékoMo FISH
(Znpeiwon: BeBaiwBeite 0TI n €kBean ToU IXVNOET KAl TNG AVTiXPWONG OTA PUITal
TOU £PYOOTNPIOU Eival TTAVTA TIEPIOPIO PEVN).

lpoeroipacia avrkeiuevo popou

1. TomoBetAoTe pia KnAida amd TO KUTTOPIKG Oeiyha o€ pIa  YUGAvn
QAVTIKEINEVOPOPO HIKPOOKOTTIOU. AQAOTETN va aTeyvwoe. (MpoaipeTikd, edv
XPNOIYOTIOIEITE KUTTOPOYEVETIKO BdAapo §Rpavong: n TomobETnoN Tou
OeiyyaTog OTIG QVTIKEINEVOPOPOUG Ba TIPETTEl va YiveETal hE T Xpron
KUTTOpOyeveTKOU Bahduou gnpavong. O BaAapog TTPETTEl va AEIToupy s o€
Beppokpaaia Tepitrou 25 °C kai uypacia 50% yia Tn BEATIO T Afjyn KuTTapkoU
deiyparog. Edv dev uttapyel S1aBEaIHOG KUTTAPOY EVETIKOG BAAaNOG Erpavong
XPNOIUOTIOINCTE £Vav aTTay WYO WG EVOAAAKTIKT).

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

3. A@udarwoTe o€ BIAPOPETIKG TTooooTd aiBavoAng (70%, 85% kai 100%),
S1adoxIKd, To KaBéva yia 2 AeTTTd o€ Bepuokpacia dwuaTiou.

4. AQNOTE TN VA OTEYVWOEL.

lpiv amo 1n pyerougiwan
AgaipéoTe ToV IXvNOETN atmd Tov KatawUKTn Kal agrioTe Tov va BepuavBe ot
Bepuokpacia dwpatiou. EKTEAéOTE OUVTOUN GUYOKEVTPIG N TTPIV ATTO TN X PrON.

6. BePaiwBeite 611 TOo didAupa 1xvnOEM €xel avapixBei opoidpopPa Ye TN Xpron
THTTETAG.

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

8. TomoBeTAOoTE TOV IXVNOETN KOl TNV QVTKEIMEVOPAPO BeiyaTog o€ pia Bepu
TIAGKa Pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia Tpobépuavan.

9. TomoBerARoTe 10 pl piypaTogixvnOETn 0TO KUTTAPIKG Wiy IO KOl EPAPUOOTE Ik
KAAUTITPIOA TTPOT EKTIKA. ZPpayioTe ue KOMa pe ddAupa eAaaTIKOU Kal oprioTe
TN VA OTEYVWOEI EVIEAUK.

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

YBpi1dioué¢s
11. TomroBeTAOTE TNV QVTIKEIYEVOPOPO O€ VAV UYPO, PWTOOKIEPS TTEPIEKTN OFE
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
Bepuokpacia dwaTiou.

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

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

15. AmooTpayyioTe TNV aVTIKEINEVOPOPO Kal BuBioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 o¢ Beppokpaaia dwpatiou (pH 7,0) yia 30 SeuTepOAETITA XWPG
avakivnon.

16. ATrooTpayyioTe TNV avTIKEINEVOPOPO Kal ToTroBeTroTe 10 pl DAPI antifade oe
K@O¢ deiypa.

17. KaAOyTe TN PE pIa KAAUTITPIOA, aQaIPECTE TUXOV PUOOAIBEG Kal TTEPIEVETE 10
AETITA p€XPI VO aVOTITUXOEI TO XPWHPA OTO OKOTADI.

18. MapatnpAoTe O€ PIKPOOKATTIO PBOPIoHOU (avaTpégTe oV evoTTa ZUOTAON
YId TO HIKPOOKOTTIO (pBopiouov).

ZTa0gPOTNTA ETOIMWYV AVTIKEI UEVO POP WV TTAOK WV
Ol £€TOIPEG QVTIKEINEVOPGPOI PTTOPOUV va avaAuBolv £wg Kal 1 pAva peTa edv
ammoBOnKeUTOUV O€ OKOTEIVO XWPO O € BepPokpaaia dwpaTiou A xaunAoTepn.

ZuoTdoelig yia Tn Siadikacia
1. H6éppavonn wpidavon Twy avTIKEIUEVOPOPUN UTTOPEI VO LEIWOEI TOV OOPoO
TWV ONUAaTwv
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O1 ouvBnkeg uBPIBIOUOU PTTOPET VO ETTNPEAGTOUV UG PEVWIG aTTO TN XProN
avTIOPAC TNPIWV TTEPAV EKEV WV TTOU TTapEXOVTal f cuaTrvovTal atd Tn Cytocel
Ltd

XpnaoiyoTroinaTe éva Pabuovounuévo BEpUOUETPO Yia T PETPNO N BEPUOK POCIINV
SI0AUPATWY, UBATOAOUTPWY KaI ETTWACTHPWY, KABWG 01 v Adyw BepuoK paoieg
eival Kpio1ung onuaaciag yia Tn BEATIOTN aTTéd00N TOU TTPOIBVTOG.

O1 ouyKeVTPWOEIG, oI TIHEG pH Kal o1 Beppokpacieg TTAUONG €ival ONUAVTKES
KaBWG oI GUVBNKESG XaUNAAG QUC TNPATTAG PTTOPET VA EXOUV WG OTTOTEAETL [N
€IdIkfy Oéopeuon Tou IXvnoETn evwd ol Ouvelnkeg UTTEPBOAIKA uwnAig
auaTNPOTNTAG UTTOPE Va £XOUV WG ATTOTEAEOHA TNV EAAEIYN ORHOTOG

H aTeAng peTOUCIWGON PTTOPET VA EXEl WG ATTOTEAEOUA TNV ATTWAEIA OAUATOG KO
n uTTEPPOAIKI METOUTIWOT UTTOPEI ETHONG VA €XEI WG OTTOTEAEOUA TN U €K
Séopeuon

O uTrepPBOAIKOG UBPBICUOG PTTOPEi va 0dnyAo e € TIPGoBETAN W OV apevoueva
ofjyata

O1 xprioTeg Ba TTpérel va BeATIOTOTTOIOV TO TTPWTOKOAAO Yia Ta deiypard Toug
TIPIV OTTO TN XPAONTNG £E€TAONG VI SIAYV WO TIKOUG O KOTTOUG

TuxOv UTTOREATIOTEG OUVEONKEG PTTOPET VA €XOUV WG OTTOTEAEC O Un €10KN
O UEUDT, N OTTOIO PITTOPE! VO TTAPEPUNVEUTET WG OTUa IXVNBET

EpHNVEid TWV OTTOTEAETPATWV
EKTinon moiomrag aviKEIUEVOPOpwY TAaKWY
H avTikeipevopdpog dev Ba TTpéTTel va avaAUETal EQV:

Ta ouara gival TToAU aoBevry yia va Tipaypatotron0ei avahuon o€ JeUovEva
@iATpa. Ta va TTpoXwEoETE Pe TNV avaAuaon, Ta grpaTa Ba TIPETTEl va eval
PWTEIVA, SIoKPId Kal EUKOAA agloAoy o o

Ymépxel peyGAog aplBudg  ouoTAdOTIONNPEVWV/ AANAOETTK GAUTTT GueVUIIV
KUTTGPWV TToU gUTTOdigouv TV avaiuon

>50% TwV KUTTApwV dev Exouv URPISOTTONOE

YTmépyel Tepiocaeia @BOPIJOVTWY CWHATIdIWV PETAEU TwV KUTTApWV R/ka
@Bopiouca axAr TTou TTpokaAei TTapepBoAéG oTaaruaTa. Idavikd, To uTIBRBPO
TWV AVTIKEINEVOPOPWV Ba TTPETTEN VA QaiveTal OKOTEIVO 1 HaUpO Kal Kabapd

Ta 6pia Tou KUTTAPKOU TTUpAva dev gival diak prd kal Sev gival ABIKTa

KareuBuvrripieg odnyieg yia mvavdiAuon

KdaBe deiyua Ba pétmel va avaAUeTal Kal va epunveleral otré dU0 avaAuTég
Tuxdv acup@wvieg Ba TTPETTel va A UOVTION HEC W EKTIUNO NG OTTO TPITO avoAuTh
Kd&Be avaAuTtig Ba TrpéTrel va gival KOTAAMNAa eEEIDIKEUUEVOG OUNPUIVA LE Ta
avayVvwpIoPEVa EBVIKA TTPOTUTTA

KéBe avaAutrg Ba mrpérel va Babuoroyei pepovwuéva 100 TTUPrVES Yo KOBE
Seiypa. O TTpWwTog avaluTig Ba TIPETTEI va EekIVATNV avaAUC N aTTO TV apIoTeR
TIAEUPA TNG AVTKEMEVOPBPOU Kail 0 DEUTEPOG AVAAUTAG aTTd Tn DegK TTAEUPd
KdBe avaAutrg Ba TTPETTEI va TEKUNPIWVEI TA ATTOTEAEOUATE TOU O€ XWPOTA
£vTuTIa

AvaAUeTe pdvo GBIKTOUG TTUPTVEG Kal OX1 ETTIKAAUTITOJEVOUG ) O UG CWPEU EVOUG
TIUPAVEG | TTUPAVEG TTOU KAAUTITOVTAI ATTG KUTTAPOTTAAOUATIKG UTTOAEpaTa 1y
uwnAo emritredo auTopBopIopoU

ATTOQEUYETE TIEPIOXEG PE TTEPICTEIN KUTTAPOTTAQOUATIKWY UTTOAEIMUATWV 1] jn
€101k UBPISIT O

H évtaon Twv anuétwv pTrops va TToIKIAEI, aKGUa KOl OTnV TTEPITITWON evog
HOVO TTUPrVa. ZE€ TETOIEG TIEPMTWOEG, VO XPNOIMOTIEITE Hova @iATpa fyka va
puBuideTe To eaTiOK G £TTITTEDO

> ¢ UTTOBEATIOTEG GUVONKEG, Ta OruaTa PTToPEi va @aivovTal didyuTa. Edv &0o
ORfuaTa Tou idlou XpwuaTog BpiokovTal oe £TTaQr PETALU TOug, i N OTTéoTaoN
METAEU TOUG Bev gival peyaAdTepn atrd U0 TTAGTN oAUATOG, 1) cUVOEovTal LE éva
axvo VAua, JETPAOTE T WG £va Orua

Kara tTnv avdAuon dixpwpwy IXVNOETWV didoTraong, av uTrdpxel didotmua
METAEU TOU KOKKIVOU KOl TOU TTPACIVOU OriHATOG TTou dev uTrepBaivel Ta TIAGM
o000 onudTwy, TIPOOUETPACOTE WG OAPA TIOU OEv  QVTIOTOIXE OF
avadidragn/ouvingn

Edv éxete au@ifoAieg yia To €av €va KUTTOPO UTTOPEi va avaAuBs ) oxl, pnv
TIPOXWPHOETETTV OVAAUCH TOU

Mnv TTpoCUETPATE - OI
TTUPRVEG gival UTTEPBOAIKG
KOVTG 0 évag aToV GAAOV yIa
TOV KaB0opIous opiwv

Mn mrpooperpdre
AAANAOKAAUTITOPEVOUG
TTUprveg - dev gival opaTtn
OAGKANPN N éKTOCN Kal TWV
duUo TTUpARvwv

Mpoopuerprioarte wg dUo
uBpIdIkG orfjpata - 1o dIdoTnua
METAgU TOU KOKKIVOU Kal TOU
Tpdcivou oApATog gival
UIKpSTEPO aTTd Ta TTAGTN dUO
onPAaTWYV

Mpooperprioate wg dUo
UBPISIKG oripaTa - To éva
UBPIOIKS orjua gival SidXuTO

Avapevopueva atroreAéopara
Avapevopevo @uaioloyiké TTPOTUTIO ONUETWY

> & £éva QUOI0AOYIKO KUTTAPO, avapévovTal SU0 UBPISIKG OApaTa KOKKIVOoU/ TTpdovou

(@).

Avapevopeva Un QUOIOAOYIKG TIPOTUTIA O NUATWY

Y& éva KUTTOPO ME HOVOOAANAIKA peTdBeon fi avaoTpogr Ttou TCL1, 10
avapevOUEVO TTPOTUTIO ONUATWY Ba ivaléva KOKKIVO, £va TIPAT VO Kal £va UBPIKO

(1K, 111, 1Y).

> epimTwon SIGAANAIKAG HETABEONG, TO AVaPEVOHEVO TIPOTUTIO O NUdTWY Ba gvar

Kavéva uBpidikd, aAAd dUo KOkkiva kal dUo TTpaova oAuara (2K, 211).

MtropoUv va TpokUyouv Kol GAAa TIPOTUTIA ONUATWY O€ avEUTTAOEIDIYLN

100ppoTINUéVa deiypaTa.

MvwoTn SIaoTaUPOUPEV AVTIBP ACTIKOTNTA
Xwpig yvwoTr 8100 TaupoUPEVN avTIdpAC TIKOTNTA.

Ava@opd avemOUuunNTwV cuuBAavTwv

Edv moTelete 611 TO TTPOidV auTd Trapouciace duoAeiToupyia i uTToR&OuoN oTa
XOPAKTNPIOTIKG atrddoong, n otroia evOEXETal va OUVEBAAE O€ éva aveETOUUNTO
gupBav (1r.x. kaBuoTtepnuévn A ecPaAuévn didyvwanry akatdAAnAn Beparreia), Ba
TIPETTEI VO TO AVAPEPETE APETWGS OTOV KATAoKeUao T (email : vigilance@ogt.com).

To cupBdv Ba TpéTrel va avapepBei kal oTrnv apuddia apXA TG XWPag 00g &v
uttdpxel. MTropeite va BpeiTe Tov KATdAoyo P Ta onueia £TTIKOIVWVIAG Yia Béuara
emmaypuTvnong oTo: http://ec.europa.eu/growthy/sectors/medical-devices/contacts/.

Ei18ikd xapaKTnpIoTIKG atrédoong
AvaAurikn e1dikornra

H avaAuTikn €181KOTNTA €ival TO TTOOOGTO TWVY ONUATWY TToU URPIdoTToI0UVTal VO
oTn owoTH Béon Kal og Kayia GMn 8éon. H avoAuTikh €181KOTNTA KABOPIOTNKE e
TNV avédAuon ouvoAikd 200 B£o ewv-o1dXwv. H avaAutikr €101KOTNTA UTTOAOYIOTNKE
WG 0 apiBudg Twv onudtwyv FISH tou uBpidomoibnkav otn ocwoTh Béon

SIaIPEPEVOG PE TOV TUVOAIKS apiBud Twv upidoTroinuévwy onudTwy FISH.

Mivakag 1. AvaAuTikA eidikdnta t1ou TCL1 Breakapart Probe

KokkIvog

TCL1 14q32.13 200 200 100
Mpdoivog

TcLl 14932.13 200 200 100
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AvaAurikn evaiofnoia

H avaAuTikr euaioBnaoia eival To T0000TO TWV OEIOAOYACIUWY PECOPACKUNV
KUTTGPWY PE TO OVOPEVOUEVO TIPOTUTIO QUOIOAOYIKULWV ONUATWY. H avaAutkn
€UaIoBNoia KaBoPIoTNKE PE TNV AVAAUCH HECOPATIKWYV KUTTAPWY atTd S1apopeTKa
@uaolohoyikd deiypota. H euaioBnoia utroAoyioTnke wg TO TIOOOGTO Twv
QA&IOAOYNOINWY KUTTAPWY UE TO OVOUEVOUEVO TIPOTUTIO ONUATWY (UE SIGOTNUA
eptMoTOOUVNG 95%).

Mivakag 2. AvaAuTikn euaigBnoia Tou TCL1 Breakapart Probe

490 498 98,0 1,4

XapakTnpiouo g Twv QuUAIOAOYIKWV TIUWYV ATTOKOTTHE

H @uaioAoyIKA TIUA aTToKOTTAG, 0€ oxEon WE TOUug IXvnBETeg FISH, eival To péyioto
TT0000TO OEIOAOYACINWY PECTOPACIKWY KUTTAPWY ME €I0IKO PN PUOIOAOYKO
TPOTUTIO ONUATWY, OTO OTIoio éva Jeiypa Bewpeital QUOIOAOYIKSO yia TO
OUYKEKPIPEVO TIPOTUTTIO G NUATWV.

H @uaioAoyIKA TIPr aTToKoTIAG KaBopioTnKe Pe Tn XpAon dely uaTwv aTré ac Beveig
ME QUOIOAOYIKEG Kal BETIKEG TINEG. T KEBe deiypa, KaTaypa@nkav Ta TTPOTUTT
onudarwy 100 KuTTdpwy. O deikg Youden uTroAoyioTNKE WOTE va TIPOKUWE N T
KaTw@Aiou yia Tnv oTroia yiveTal pyeyiotomoinon EuaioBnoiag + Eidikéomrag-1.

Mivakag 3. XapakTnpiopudg TwvV QUOIOAOYIKWY TINWY OTToKOTING Tou TCL1
Breakapart Probe

1K, 11, 2Y 0,99 4

Ta epyacThpia TIPETTEI VA ETTIRERAILVOUV TIG TIMEG ATTOKOTING XPNO IMOTTOILVTOG TO
BiIkd Toug Sedopéva® 7.

AKpiBeia ka1 avamapaywyiuornra

H okpifela amroTeAei p€Tpo TNG UOIOAOYIKAG METABANTOTNTAG HIag e¢éTaong Grov
eTTaVOAQUBAVETOI OPKETES POPEG UTTO TIG iDIEG oUVONKeS. AglohoyrBnke péow TG
avAaAuaong eTTavaANTITIKWYV £EETAC WV TOU idlou apIBPoU TTapTidag IXvnNeETn oTo idio
Seiypa, uTTé TIg id1Eg oUVONKeG Kal TNV idIa Nuépa.

H avamapaywyipotnTa ammoTeAei HETPO TG METORANTOTNTAG HIAG €E£TAONG KO
KkaBopifeTal peTAEU JelypdTwy, PETAEU nueEpWV Kal PeTagy TmopTidwv. H
avaTapaywyIueTNTa PETAgU nUEPWY agloAoynBnke pe TNV avaAuon Twv idlwv
OEIYHATWYV O€ TPEIG DINPOPETIKEG NUEPEG. H avaTrapaywyipodTnTa HETAEU TTapToWwV
aglohoynBnke pe TNV avaAuon Twv idiwv Sely UATwV GTA OTTIOIA X PNC IHOTTOINBNKaV
TPEIG DIAPOPETIKOI apIBUOi IXVNBETN o€ pia nuépa. H avatrapay wyluémTa Perogd
SelypaTwyv aglohoynBnke e TNV avAaAuan TPIWY TTAVOUOIGTUTIWY OEly UATWYV O € pidt
nuépa. Na kd&Be deiypa, karaypd@nkav TPOTUTIA onUdTwy 100 HECOPAT KUV
KUTTAPWV Kal UTTOAOYIOTNKE TO TTOCOOTO TWV KUTTAPWY HE TO OVOPEVOUEVO
TIPOTUTIO O NUATWV.

H avamapaywyipydétnTa Kai n akpiBeia uttohoyioTnkav wg n Tumkr AmokAion
(STDEV) petagl Twv TTOVOHOIOTUTIWY JEIYPATWY Yia KABe PeTOBANTA Kol n
ouvoAikn yéon STDEV.

Mivakag4. Avarrapay wyiydTtnta kai akpifeia Tou TCL1 Breakapart Probe

AkpiBeia 0,00
MeTagu derypaTwv 0,00
MeTagU nuepwv 0,00
MeTagu Traptidwv 0,00
2 uvoAIKr atmokAion 0,00

KAivikn) amédoon

H kAiviki ommédoon kaBopioTnke BAcel avTITTPOOWTIEUTIKOU OgiyPaTOG TOU
TTANBUC PoU yia Tov OTToi0 TTPoopPIgETal TO TTPOIOV. Mo KEBE deiy pa, KaTay papnkav
Ta TPOTUTIA onuaTwy 2100 PECOPACIKWY KUTTAPwWV. [1payuaToTroinnke
TTPOCBIOPITHOG GUOCIOAOYIKWV/UN PUOIOAOY KWV SESOUEVWV HECW OUYKPIONG ToU
TTO000TOU TWV KUTTAPWY UE TO OUYKEKPIPEVO UN QUOIOAOYIKG TIPOTUTTO ONUGTUNV
Kal TNG QUOIOAOYIKAG TIWAG OTTOKOTIAG. XTn OUVEXEID, Ta OTTOTEAEC paTa
OUYKPIBNKav PE TN YVWOTH KOTAoTao n Tou deiy JaTog.

Ta ammoTeAéopaTa TWV KAIVIKWY SESOPEVIWY avaAUBNKaV yia va TTPOKUYOUV O TIEG
euaioBnaoiag, €18IKATNTAG KAl OTTOKOTING, ME Tn XPAON MIag povodidoTamg

TTPOCEyyIong.
Mivakag 5. KAivikA armédoon Tou TCL1 Breakapart Probe

KAvikn euaioBnaia (TToooaTéd aAnbwg BeTikwy, TPR) 100%
KAIvikr) euaioBnoia (Trogoat6 aAnbuwg apvntikwy, TNR) 100%
MooooTé Weudwg BeTikwy (FPR) =1 — EIdIkOTNTA 0%

Npo60oBeTeg AN PO Popieg

Mo TpoaBeTEG TTANPOPOPIES, ETTIKOIVWVAOTE PE TO TPRpa TexVIKAG YTTOoTPIENG
ng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTOoTrOG: WWW.0gt.com
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Oxford Gene Technology,
418 Cambridge Science Park,
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TnA.: +44(0)1223 294048
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