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Meplopioyoi

To TTpoidv auTd €xel OXEDINOTEI yia va avixvelel avadiaTagelg ue onueia didoTraong
OTNV TTEPIOXN TTOU BECHEUEI TOUG KOKKIVOUG Kal TTPAGIVOUG KAWVOUG OE auTd TO OET
IxvnOeTWv, N otroia TrepIAapBavel TNV Treplox Tou IGK. Enueia didotraong Trou
BpiokovTal eKTAG TNG eV Adyw TTEPIOXAG 1 TTapaAAayEG avadiaTdgewy TTOU TTEPIEXOVTAl
€¢ OAOKA)POU O€ QUTA TNV TTEPIOXT MTTOPEI VA NV €ival aviXveUOIUa PE QUTO TO TTPOIOV.
H e€gétaon Oev TpoopileTal yia: XPAON WG HEMOVWUEVOG  dlayVWAOTIKOG,
TIPOYEVVNTIKOG €AEYXOG, TTPOCUUTITWHOTIKG €Aeyxo Bdoel TAnBuopoul, egétaon
KovTd otov aoBevr) A autoegétaon. To TPoidv autd TpoopideTal pévo yia
ETTAYYEALATIKA XPrion €viog Tou epyaaTnpiou. OAa Ta atroTeAéopaTa TTPETTEl va
eppnvevovtal atmd KatdAnAa e€eidikeupévo TTPOoWTTIKG AapBavouévwy uttoéywn
GAWV OXETIKWV ATTOTEAEOPATWY EEETATEWV.

To mpoidv autd dev €xel EMKUPWOET yia xpAon o€ TUTTOUG BEIYNATWY 1 TUTTOUG
acBevelv TTEpaV ekeivwy TTou KaBopidovTtal oTnv TTPoBAeTTOpEVN XPAON.

Katd tnv avagopd kai epunveia Twv atroteAeoudtwy FISH, Ba TrpéTrel va TnpolvTal
TO ETTAYYEAUATIKG TTPOTUTTA TIPAKTIKAG Kal va AapBdvovTal utréwn AAAEG KAIVIKEG
ka1 S1ayVWOTIKEG TTANPOPOpPIEG. AUTO TO KIT TTPOOPIZETAI VIO XPAON WG CUMTTARpWUA
o€ GANEG DIaYVWOTIKEG EPYOOTNPIAKEG ECETAOEIG Kal Oev Ba TTPETTEI va EeKIVAEI Kapia
BepaTreuTikn evépyeia yévo Baaoel Tou ammoteAéoparog FISH.

H pn tpNnon Tou TTPWTOKOAAOU €VOEXETAI VO ETTNPEGOEl TNV ATIOGS00N Kal va
odnynoel o€ Weudwg BeTIKG/apvNTIKE atroTeAéopaTa.

AuTo TO KIT dev €xel £MKUPWOET yia GAAOUG oKOTTOUG TTépav TG KaBopiopévng
TpoPBAeTOpEVNG XPriONG.

MpofAerépevn xpon

To CytoCell IGK Breakapart Probe eival pia TToI0TIKA, pn autopaTtoTroinuévn,
e¢étaon @Bopidovtog in situ uBpidiopol (FISH) 1ou xpnoipyotroigital yia Tnv
avixveuon  XPWHUOOWMIKWY  avadiatdgewv  oTtnv  mepioxy 2p11.2  Tou
XPWHOOWWHATOG 2 o€ povipoTroinuéva ae didAupa Carnoy (HeBavoAn/ogikd ogu 3:1)
KUTTOPIKG  evalwpApaTa  aipatoAoyikig  TTpoéAeuong  amé  aoBeveig  pe
emBeBaiwpévo | mOavoAoyoUuevo pun Hodgkin Aépewpa (MHA).

Evdeigeig

To mpoiév auTdv eival OXEDIOOPEVO WG CUPTTANPWHATIKO G€ GAAEG KAIVIKEG Kal
10TOTTAB0AOYIKEG EEETAOEIG OE AVAYVWPIOPEVA PHOVOTTATIO DIAyVWwong Kal KAIVIKAG
@povTidag, 61Tou n yvwaon Tng Utrapéng Tng avadidragng Tou IGK Ba ATav onuavTiki
yia TNV KAIVIKA QVTIJETWTTION.

ApXEg Tng e§éTaong

O ¢Bopiwv in situ uBPIdIoPOG (FISH) gival pia TeXVIKA TTOU ETTITPETTEN TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETOQATIKE XPWHOCWHATA ) € HEGTOPATIKOUG TTUPAVEG ATTO
HOVIUOTTOINUEVA KUTTAPOYEVETIKG deiypaTta. H Texvikf xpnoiyoTrolei ixvn0éteg DNA
TToU UBPISOTTOIOUVTOI G€ OAOKANPO XPWHOOWHATA ) PEPOVWUEVEG HOVADIKEG
aAAnAouxieg Kal XpNOIPEUEl WG £va GNUAVTIKO CUUTTARPWHA OTNV KUTTOPOYEVETIKA
av@Auon pe G-Cwvwaon. AuTr n TEXVIKA UTTOPE TTAEOV va EQOPUOOTE WG €va
ONUAvTIKG €PEUVNTIKO €PYAAEi0O OTA TTAQICIO TTPOYEVVNTIKWY Kal GIUATOAOYIKWV
avoAUoEWY, KABWG Kal XPWHOOWHIKWY avVOAUCEWY CUPTTAYWY OyKwv. MeTd Tn
povigoTtroinon kai Tn yetouaiwan, 1o DNA-0T16x0g gival SiaBéaipo yia avadidragn
o€ évav TTapopoIa HETOUTIWPEVO, @BopifovTa anuacuévo Ixvnoétn DNA, o omroiog
€xel oupTTAnpwartiky aAAnAouyia. Metd Tov uBpIBIOYO, YivETaI aQaipean Tou un
deopeupévou kal un €181kG deapgupévou 1xvnBétn DNA kai To DNA utrodAAeTal o€

avTixpwon yla atrelkdvion. ZTn CUVEXEID, N HIKpoakoTria @Bopiopyol KaBioTd
duvarn TNV aTreikOvion Tou URPISOTTOINUEVOU IXVNBETN OTO UAIKG-GTOXO.

MAnpo@opieg yia Tov IXVnOETn

Emravepgavifopeveg avadiaTdgelg e ouppetoxr Tou yovidiou IGK (immunoglobulin
kappa locus) otnv Tepioxn 2p11.2, pe éva eupl @aopa BeUTEPWV YovIdiwv
ATTAVTWVTAI O AEHPWHOTA KOl QIUATOAOYIKEG KAKONBEIEG.

‘Evag peydAog aplBuog kakonBeiwv Twv B kuttdpwy @épouv peTabéoeig 6TTou
ouppeTéxouv Béoeig avogoogaipiviyv (IG). H TAciopngia Twv TTEPITITWOEWY Ba
@épel avadiatdgelg pe ouppeToxr Tou yovidiou IGH. Qotéoo, mapaAAayég
ueTaBéaewyv £xouv TTeplypa®ei 1o 5-10% Twv vEOTTAAOUATWY Twv B KUTTApWY e
OUMPETOXN €iTe TNG B€ong TNG K eAapidg aAuaidag Twv avoooo@alipivwy (IGK)
oTtnv Tepioxn 2p11.2 gite Tng B€0ng TNG A eEAaPpIdig aAuGidag Twv avocooPaIpIVWV
(IGL) otnv Trepioxn} 229112,

MoapaAAayég pETOBECEWY PE OUPMETOXN Twv Béoewv TNG eAappidg aAucidag I1G
amaviwvtal oto Aéu@uwua Burkitt kai 1o TTOAAATIAG puéAwua, pe TTapoudia
1(2;8)(p12;q924) MYC-IGK 1 1(8;22)(q24;911) MYC-IGL35. Z10 8IGXUTO ATTO YEYGAQ
B kUtTtapa Aépowpa (AMBKA), o petaBéocig ptropei va evéxouv 1o yovidio BCL6
péow peTaBéocwv 1(2;3)(p12;927) n 1(3;22)(927;911), 1 1o yovidio BCL2 péow
yetabéoewv 1(2;18)(p12;921) i t(18;22)(q21;911)8.

Mpodiaypa@ég IXvnBeTwv

IGK, 2p11.2, Kékkivog
IGK, 2p11.2, Mpdaivog
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To rpoidv IGK atroteAcital atrod évav ixvnétn 301kb, onuocpévo KOKKIVO, TToU KOAUTTTEI
p€pPog TNG aTropakpuapévng MeTaBAnTAg Trepioxng Tou IGK, kai évav TTpdoivo Ixvnesn,
TToU KaAUTITEl pia Trepioxr) 606kb TEAOPEPIKA Twv ZUVOETIKWV TUNUATWY KOl TOU
2100epoU TUruaTog Tou IGK. O mrpdoivog IxvnBETNG eTTekTeiveTal o i Béon TToU
BpiokeTal TeAopepikd Tou deiktn D2S2216 kal ouveyiCel og pio B€an TTou BpiokeTal
KEVTPOUEPIKG Tou Beiktn D2S2510.

Mapexopeva UAIKAG

Ixvn@érng: 50 pl ava @iaAidio (5 egetdoeig) A 100 pl avda @iaAidio (10 egeTdoeig)
O 1xvnBETeg TTapéXovTal TIpoavapepypévol oe SidAupa uBpISIoPoU (popuapidio, BelkA
OeCTPAvN, aAaTouxo JIGAUNO-KITPIKG VATPIo (SSC)) Kal gival £ToIol TTPOG XPron.

Avrixpwaon: 150 pl ava @ioAidio (15 egetdoeig)
H avrixpwon eivar DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-8iapidivo-2-
@aIVUAIVOOAN)).

Mpoe&idoTtroinoeig kKal TPoPUAGgelg

1. T in vitro dlayvwaTikh Xprion. ATTOKAEIOTIKA yia eTTayYEAMATIKA Xpron.

2. Na @opdre yavTia Kata Tov Xeipiopo 1xvnBetwv DNA kai avtixpwong DAPI.

3.  Ta piypata Twv IXVNOETWV TTEPIEXOUV POPUANIdIO, TO OTTOIO Eival TEPATOYOVO.
Mnv avamvéete avaBupidoeig kol atmo@UYETE TNV E€TTAQR HPE TO Bépua.
ATTaITEITOI TIPOTEKTIKOG XEIPIOUOGS. Na @OpAaTE YAVTIO Kal EpyaaTnIaKr) TTodId.

4. To DAPI egival duvnTik@ Kapkivoyovo. ATTQITEITAI TIPOTEKTIKOG XEIPIOPOG. Na
@OPATE YAVTIO KaIl EPYACTNPIOKT TTOdIA.

5. AToppiTITeTe OA Ta €TTIKIVOUVA UAIKG GUPPWVA PE TIG KATEUBUVTHPIEG 0dNYiEg
TOU 1I5pUPATOG 0OG YIa TNV ATTOPPIYN ETTIKIVOUVWY OTTORAATWV.

6.  OI XEIPIOTEG TIPETTEI VA EXOUV TNV IKAVOTNTA VA SIOKPIVOUV TO KOKKIVO, TO UTTAE
KOl TO TIPACIVO XPWHA.

7. H pn Tpnon Tou TIEPIYPOPOPEVOU TIPWTOKOAAOU Twv avTIdpacTnpiwv
EVOEXETAI VO ETTNPEACOUV TNV aATTOd00N KAl VO O0BNYAOOUV OE WEUBWG
BeTiIk&/apvnTIKA aTTOTEAéTATA.

8. O IxvnBETNg dev Ba TTPETTEI VO OPAIWVETAI A VO QVaIYVUETAI HE GAAOUG IXVNBETEG.

9. H un xpnon 10ul 1xvnBétn oTo OTAdIO TOU TTPWTOKOAAOU TIpIV ATIO TN
HETOUTIWON EVOEXETOI VA ETTNPEATEI TNV ATTODO0T KAl VO 0dNYrOEl 0€ WEUBWG
BeTik&/apvnTIKA aTTOTEAéTATA.

ATtroBnkeuon Kai XEIPICHOG
To kit Ba TrpéTel va ammobnkeleTal o€ Bepuokpaaia atéd -25 °C
-15°C  €wg Kal -15 °C o€ KaTawUuKTn PéXPI TNV NuEpopnvia ARgng TTou
J/ avaypda@eTal TNV €TIKETA TOU KIT. Ta @IOAIBIO 1XVNOETWY Kal
-25°C QVTIXPWONG TIPETTEI VA ATTOBNKEUOVTAI OE OKOTEIVO XWPO.
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O 1xvnBéTng Tapapével oTaBepds Kad OAn Tn didpkela Twv
KUKAWV Wugng/amméyugng TTou TTpayuaToTroloUvTal GTO TTAQICIO
\\lf/ NG @uUOIoAOYIKAG XPAoNg (évag KUKAOG avTIoToIXEl OTnV
/.\ agaipean Tou IXvnBETn atd Tov KATaWUKTN KOl TNV €K VEOU
/ I \ TOTTOBETNOT) TOU O€ AUTOV) Kal €ival pwTOaTABEPAG YIa WG Kal
A 48 Wpeg PETA TNV €KOEDT TOU O€ OCUVONKEG TUVEXOUG QWTIOHOU.
. Mpémel va kataBaAeTal kGBe duvaTt TTpooTrdbela WOTE N
ékBeon o€ peTaBOANOpPEVEG  OUVONKEG  QWTIOMOU  Kal

Beppokpaciag va TrepIopifeTal oTo EAAXIOTO.

EgomrAiop6g kai UAIKG TTou atraiToUvTal aAAdG Bev TTapéxovTal

Mpérel va xpnoigotrogital Baduovounuévog eE0TTAIOUOG:

1. Oeppn TAGKa (ue oTeper) TTAGKa Kal dIGTagn akpiBoug eAéyxou Beppokpaaiag
£€wg kal 80 °C)

2. BaBuovounuéveg pIkpomTéTEG PETABANTOU Aykou Kai puyxn, amd 1 pl éwg
200 pl

3. YdaréAoutpo pe didtagn akpiBoug eAéyxou Beppokpaaiog atoug 37 °C kal
aToug 72 °C

4.  ZwAAveg piIkpouyokévTpiong (0,5 ml)

5. Mikpookétmo @Bopiopol (avarpéfte oTtnv evotnTa «XUOTACN VIO TO
HIKPOOKOTTIO pOOPITHOU»)

6. MikpookoTio avTiBeang @aoewy

7. KaBapd mAaoTIKd, Kepapikd 1 BeppoavOekTikd yudAiva doxeia Coplin

8. AaBida

9. BaBuovounuévo TeXAUETPO (] TTEXAUETPIKEG TAIVIEG JE duvaTATNTA PETPNONG
Tiywv pH 6,5 — 8,0)

10. MepiékTng uypaciag

11. Pakdg HIKPOOKOTTIOU PBOPIoHOU KATABUTIKAG Ot AddI

12. PuydkevTPOG TTAYKOU EPYACiOg

13. AVTIKEINEVOPOPOI HIKPOOKOTTIOU

14. KoAumiTpideg 24 x 24 mm

15. XpovopeTpo

16. Emwaotpag 37 °C

17. KoOAAa pe didAupa eAacTiKoU

18. Miktng mrepidivnong

19. AioBabuiouévol KUAIvVEpol

20. MayvnTikég avadeutipag

21. BaBuovounuévo BepudueTpo

MNpoaipeTikdg £EOTTAICHOG TTOU Sev TTapEXETA
1. KuttapoyeveTikog BaAapog Efpavong

AvTiISpaoTipia TTou atraiTouvral aAAd Sev Trapéxovral
AiGAupa ahatouyou diaAlpaTog-KITpikoU vaTpiou (SSC) 20x
A1IBavoAn 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

ATtTiovigpévo vepo

ok wNE

ZUoTaoN YIA TO HIKPOOKOTTIO pBopiooU

Xpnoiyotroigite  Adutra udpapylpou 100 watt i 100dUvaun kai emiTedOUG,
QATTOXPWHATIKOUG AVTIKEINEVIKOUG PaKoUG KaTaduTIKOUG o€ AAdI pe peyéBuvon
60/63x n 100x vyia BéAtiotn ameikovion. O @Bopifouceg ouaieg TToU
XPNOIMOTIOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBouv Kal Ba eEKTTEPWOUV OTa
akéAouBa prkn KOPATOG:

Mpdaoivo 495 521
[ KG6KKIvo | 596 | 615 |

BeBaiwbeite 0TI OTO PIKPOOKOTTIO €xOuv TOTTOBETNOEi T KATAAANAG @iATpa
OIEYEPONG Kal EKTTOUTIAG, TA OTTOI0 KAAUTITOUV TO PAKN KUPATOG TTOU ava@EPOVTal
Tapatdvw. Xpnoiyotroiote @iATpo SiEAeuong TPITTARG (uwvng DAPI/Tpdaivou
PACPOTOG/KOKKIVOU @dopaTog 1 @iATpo SiéAeuong OIMAAG {wvng Tpdaivou
PACPOTOG/KOKKIVOU AOHATOG Yia BEATIOTN TAUTOXPOVN OTTEIKOVION TWV TTPACIVWV
KOl KOKKIVWY @OOPIZOVTWY OUCIWV.

EAéyETe TO PIKPOOKOTTIO @BOPICUOU TIPIV aTTd TN XPHAON Yia va JIao@aAicETE OTI
Aeimoupyei  owoTd.  Xpnoipotroifote  AGd1  katdduong Tou  evdeikvuTal  yia
HIKpooKkoTTia @BopIoPOU Kal £XEl TTAPACKEUATTEI yia XAUNAG auTOPBOPITHO.
Amoguyete Tnv avapign tou DAPI antifade pe Adad1 katdduong piIkpookoTriou, dIOTI
KATI T€TOI0 Ba KAAUWEI Ta oAuaTa. TnPAGCTE TIG CUCTACEIG TOU KOTAOKEUAOTH 600V
a@opd Tn didpkeia {wrg TNG AGUTTAG Kal TNV NAIKIa TwV QIATPWV.

MpogTolpacia deIypaTwy

To kit €xel oxedlOOTEI yia XPAON OE KUTTAPIKG EVAIWPAPOTA QAINATOAOYIKAG
TIPOEAEUONG TTOU €XOUV PovipoTroinBei o€ didAupa Carnoy (ueBavoAn/oiké ogu 3:1)
KQI €XOUV TTPOETOINACTEI TUPPWVA PE TIG KATEUBUVTHPIEG 0BNYiEG TOU EpyaaTNPiou
1 Tou 15pUpaTog. MpoeToIudoTe SeiydaTa TTOU £XOUV UTTOOTET Efpavon Ue aépa o€
QAVTIKEINEVOPOPOUG  PIKPOOKOTTIOU OUU@PWVA ME TIG TUTTIKEG KUTTAPOYEVETIKEG
diadikacieg. To eyxepidio AGT Cytogenetics Laboratory Manual — mrepiéxel
OUOTAOEIG yia TN GUANOYR, KAAAIEPYEID Kal HETAPOPE SeElyUATWY, KABWG Kal yia Thv
TIPOETOINACIA TWV AVTIKEINEVOQPOPWY TTAAKWV’.

MpogToipacia diaAupdTwY

AiaAvuara ai@avoAng

ApaiwoTe aiBavoAn 100% pe atmoviopévo vepd pe Baon Tig akOAouBeg avahoyieg
KQI avOpigTeE KaAd.

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 péPog atmioviouévou vepoU

e AiBavoAn 85% - 8,5 pépn aiBavoAng 100% ot 1,5 pépog atmoviopévou vepou

AtoBnkevoTe Ta dlaAlpata yia £wg Kal 6 priveg o Beppokpacia dwuaTtiou o€
QAEPOOTEYN TTEPIEKTN.

AidgAupa 2xSSC

ApaiwoTe 1 pépog dlaAlpatog 20xSSC pe 9 uépn aTTIOVICPEVOU VEPOU KAl AVOMIETE
KOAG. EAéyETe Tnv Tipn pH kai puBpioTte o€ pH 7,0 xpnoipotroiwvtag NaOH r HCI,
KOTG TTEPITTTWON. AmoBnkeloTte 1O didAupa yia €wg kai 4 gRdouddeg o€
Bepuokpacia dwHATIOU O€ AEPOOTEYN TTEPIEKTN.

AidAvpa 0,4xSSC

ApaioTe 1 pépog diahuparog 20xSSC pe 49 pépn atmoviopévou vepoU Kal avapigTe
KOoAG. EAéyETe Tnv Tipn pH kai puBpuioTte o€ pH 7,0 xpnoipotroiwvtag NaOH r HCI,
Katd TrepimTwaon. AmobnkeloTte 1o OidAupa yia éwg kal 4 eBdopddeg o€
Beppokpacia dwPaTiou Og AEPOOTEYH TTEPIEKTN.

2xSSC, AigAuua Tween-20 0,05%

ApaiwoTte 1 uépog diaAuparog 20xSSC pe 9 pépn ammoviopévou vepou. MpoobéoTe
5 pl Tween-20 ava 10 ml kar avapi§te kahd. EAéyéte Tnv Tipr pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvTag NaOH A HCI, katd trepimtwaon. AobnkeloTe 1o didAupa
yia €éwg Kal 4 Bdouddeg o€ BepUOKPATia dWHATIOU OE OEPOCTEYN TTEPIEKTN.

MpwTtoékoAAo FISH
(Znueiwaon: BeBaiwBeite 0TI N €kBeon Tou IXVvNOETN KAl TNG AVTIXPWONG OTA QUWTA
TOU £PYOOTNPIOU €ival TITAVTA TTEPIOPITHEVN).

lMpocsroluaagia avrikeipgvopopou

1. TomoBetAoTe Mia KnAida amd TO KUTTOPIKG Ociyua o€ pia  yudAivn
QAVTIKEINEVOPOPO HIKPOOKOTTIOU. AQAOTE TN va oTteyvwoel. (MpoaipeTikd, edv
XPNOIUOTIOIEITE KUTTAPOYEVETIKO BAAapo §Rpavong: n TommoBéTnon Tou
OeiyhaTog OTIG QVTIKEIMEVOPOPOUG Ba TTPETTEl va yiveTal PE Tn Xpron
KUTTOpOYEVETIKOU Balapou &npavang. O BaAapog TTpETTel va AeIToupyei o€
Bepuokpaaia mepitrou 25 °C kail uypaaia 50% yia Tn BEATIOTN Awn KUTTAPIKOU
Seiypatog. Edv dev utrdpyxel S100£€01M0G KUTTOPOYEVETIKOG BAAapog Enpavong,
XPNOIPOTIOINCTE £vav atmaywyd wg EVAAAAKTIKA).

2. BubioTe TnVv avTikeipevoedpo o didAupa 2xSSC yia 2 AeTrTd o€ Beppokpaaia
SwpaTiou Xwpig avakivnan.

3. A@udatwoTe ge SIOPOPETIKA TT0000Td aiBavoAng (70%, 85% kai 100%),
S1adoxIkd, To KaBéva yia 2 AeTITé g€ Beppokpacia dwyartiou.

4.  A@NOTE TN VA OTEYVWOEL.

IMpiv amo tn perouvoiwaon

5. AgaipéoTe ToV IXVNBETN aTTd TOV KATaWUKTN KAl a@AOTE ToV va BepuavOei o€
Bepuokpaaia dwuartiou. EKTEAéDTE GUVTOUN QUYOKEVTPIGN TTPIV ATTO TN XPHAON.

6. BeBaiwBeite 611 TO SiIGAUpa IXvNBETN €xEl avapixBei opoiduop@a WE TN XPAoN
TITTETAG.

7. AgaipéoTe 10 pl 1xvnBETN yia KABE £6£TaON KAl HETOPEPETE TA O€ EvaV TWARVA
HIKpO@UYOKEVTPIONG. ToTToBETAOTE Ypriyopa {avd Tov uTTdAoITTo IXVNBETN OTOV
KOTaWUKTN.

8. TotmoBetaoTe TOV IXVNOETN KOI TNV QVTIKEIMEVOPOPO deiypaTog o€ pia Bepun
TAGKa pe Beppokpaacia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TTpoBéppavon.

9. TomoBetrioTe 10 pl piypaTog 1xvnBETN OTO KUTTAPIKG Hiyua Kal EQAapUOCTE HIa
KOAUTITPIOA TTPOOEKTIKA. ZPpayioTe HE KOAAQ pE BIGAupa EAATTIKOU Kal a@rioTe
TN VO OTEYVWOEI EVTEAWG.

Merougiwon
10. MeTouoiwaTe TO deiypa Kal Tov IXvnBETn TauTOXpova Bepuaivovtag Tnv
QVTIKEIUEVOPOPO G€ pia Bepun TTAdka aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1dioués
11. ToTroBeTACTE TNV QVTIKEIUEVOPOPO O €vav UYpO, GWTOOKIEPO TTEPIEKTN OE
Bepuokpaaia 37 °C (+/- 1 °C) yia pia oAéKAnpn vUxTa.

TMAUo €IS pera Tov uBPISIONS

12. Agaipéote 1o DAPI ammd TOV KATOWUKTN KOI aQACTE TO va Beppavlei o€
Bepuokpaaia dwpaTiou.

13. A@aipéaTe TNV KAAUTITPIOO KOl OAQ TO UTTOAEIPATA KOAAOG TIPOCEKTIKA.

14. BuBioTe TNV avTikeipevoedpo o€ didAupa 0,4xSSC (pH 7,0) og Beppokpaaia
72 °C (+/- 1 °C) yia 2 AeTrT& Xwpig avakivnan.

15. AmooTpayyioTe TNV avTIKEInEVO@Opo Kai BubioTe Tn o€ Sidhupa 2xSSC, 0,05%
Tween-20 oe Bepuokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTITa XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTiKeIneVopopo Kal TotroBeTAoTe 10 pl DAPI antifade oe
KGO deiypa.

17. KoAUWTe TN pe pIa KAAUTTTPIOA, A@aIPECTE TUXOV PUOAAISEG Kal TTEPIMEVETE 10
AETITG péEXPI Va avaTITUXBET TO XPWHA OTO GKOTADI.

18. MapaTnproTe Og PIKPOOKOTTIO POOPICUOU (avaTpéSTe OTNV £vOTNTA ZUOTAON
YIa TO HIKPOOKOTTIO (pBOPICHOU).

Z100EPOTNTA ETOIMWV AVTIKEIMEVOPOPWV TTAAKWV
O1 £TOINEG QVTIKEIMEVOPOPOI PTTOPOUV va avaAuBouv €wg Kar 1 prva PeTd €Gv
aTroBNKEUTOUV OE OKOTEIVO XWPO 0€ Bepuokpacia dwuatiou i XaunASdTepn.

YuoTdoeIg yia Tn Siadikacia

1. H 6éppavon 1 wpipavon Twv AVTIKEIEVOPOPWY UTTOPEI VA MEIWOEI TOV
@B0PICUO TWV ONUATWY

2. O1 ouvlrikeg UBPIdICPOU PTTOPET Va €TTNPEACTOUV dUOHEVWG aTTé TN XPron
avTidpacTnpiwy TEPav eKeivwy TToU TTOPEXOVTAl i OUCTAvVOVTAl OTTO TN
Cytocell Ltd

3. Xpnoigorroiote  éva  BaBuovounuévo  BepudueTpo  yia T pETPNON
Bepuokpaaiwv SIGAUPATWY, UBATOAOUTPWY Kal ETTWOCTAPWY, KABWS Ol &v
AOyw Beppokpacieg eival Kpiolung onuaciog yia Tn BEATIOTN amédoan Tou
TTPOIGVTOG.
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O1 ouyKevTPWOEIG, ol TINEG pH kal oI Beppokpaacieg TTAUONG €ival onNUAvTIKEG,
KaBwg o1 GUVONKES XauNANG auoTnPOTNTAG UTTOPET va £XOUV WG OTTOTEAETUA
un €0k déopeucn Tou IXvNOETN evw Ol OUVONKeG UTTEPBOAIKG UWNARG
auaTNPOTNTAG PTTOPET VA £X0UV WG aTTOTEAETHA TNV EAAEIYN GAPOTOG

H aTeAAg peTouTiwon PTTOPEI va £XEI WG OTTOTEAECHA TNV OTTWAEIO OPOTOG
Kal n utrepPOAIKA PETOUGTWON WUTTOPET ETTIONG va £XEI WG OTTOTEAECHA TN pn
€101k déopeuon

O utmrepPoAikdg  UBpIdIcUGG pTTopel va odnynoel o TIPOCBeTa 1 un
QVAPEVOUEVA OrUaTa

O1 xproTeg Ba TTPETTEl va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta deiypaTtd Toug
TPV atrd T XPAon TNG £§€Taong yia diayvwaoTIKoUg OKOTToUg

Tuxo6v UTTORBEATIOTEG OUVOAKEG PTTOPEI va €XOUV WG OTTOTEAECUA Wn €IBIKNA
OE0PEUAN, N OTTOIO PTTOPET VO TTAPEPUNVEUTET WG GAPA IXVNOETN

o

o

~

©

Epunveia Twv amroTeAeopATWV

EKTipunon moIéTnTag avriKEINEVOPOpwY TAAKWY

H avTikelpevopopog dev Ba TTpETTEl va avaAUeTal eav:

e Ta onuata eivar TOAU 0oBevh yia va TpaydatoTroinbei avaAuon o€
pepovwpéva @iATpa. Fa va TTPOXWPACETE PE TNV avdAuon, Ta orjuata Ba
TIPETTEl VA Eival QWTEIVA, SIOKPITA Kal EUKOAa agloAoyraipa

Ymapxel peydhog apiBudg  ouoTadoTroinuéVWV/GAANACETTIKOAUTITOMEVWV
KUTTAPWV TTOU €UTTOBi¢ouV TNV avaAuon

>50% Twv KUTTapWV dev £xouv uBpidotroindei

Ymdpyel mepiooeia @OOPIJOVTWY OCwHATIdIWY PETAEU TwV KUTTApWV H/kal
@Bopiouca axAr TTou TTpokaAei TTapepBoAéG aoTa arjpara. Idavikd, To uTTéBadpo
TWV QVTIKEIUEVOPOPWY Ba TTPETTEI VO QPAiVETAI OKOTEIVO ) JaUpO Kal KaBapd

e Ta 6pia Tou KUTTaPIKOU TTUprva Jev gival SIOKPITA Kal eV gival GBIKTA

Kareuluvrripisg odnyieg yia tnv avdAuon

e KdaBe deiyua Ba péTrel va avaAueTal Kal va epunveleTal atrd dU0 avaAuTég.
Tux6v aoup@wvieg Ba TPETTEl va emAUOVTal PECW EKTIMNONG AT TPITO
avaAuTth

Ka0e avaAuTrg Ba mpétmel va gival KATAANAQ €EEIBIKEUPEVOG TUPPWVA UE Ta
avayvwpIiopéva €BVIKG TTPOTUTIO

Ka&Be avaiutrg Ba Trpétrel va BaBuoAoyei pepovwpéva 100 Truprveg yia K&Be
Seiypa. O TPWTOoG avaAuTrg Ba TTPETTEN va EeKIVE TNV avaAuon atrd TNV apioTepn
TIAEUPd TNG AVTIKEINEVOPOPOU Kal 0 SEUTEPOG AVOAUTAG aTTd T Je€Id TTAEUPG
Ké0e avaAutrig Ba TTPETTEl VO TEKPNPIWVEI TA OTTOTEAECUATA TOU OE XWPIOTA
£vTuTTa

AvoAUEeTE HOVO ABIKTOUG TTUPHVEG Kal OXI ETTIKAAUTITOPEVOUG | CUCCWPEUNEVOUG
TTUPHVEG 1| TTUPAVEG TTOU KAAUTTTOVTAI ATTO KUTTAPOTTAGOHATIKG UTTOAEiMpaTa 1
uwnAo6 ettitredo autopBopiopol

ATTOQEUYETE TTEPIOXEG PE TTEPICOEIN KUTTAPOTTAACUATIKWV UTTOAEIMPATWY A Un
€101K6 UBPIDIoPO

H évtaon Twv onuaTwy YTTOpEi va TTOIKIAAEL, OKOUA KAl OTNV TTEPITITWON EVOG
HOVO TTUPRVA. Z€ TETOIEG TTEPITITWOEIG, VO XPNOIUOTIOIEITE HOVE QIATPa ry/Kal va
PUBpICeTE TO EGTIOKS ETTITTEDO

Ye UTTOREATIOTEG OUVBNKEG, T oAPaTa PTTopei va aivovtal digxuTa. Edv dUo
ofuaTta Tou idIou XpWwHaTog BpiokovTal o€ £TTaPr PETAgU TOUG, 1 N améoTaon
UETAEU TOug dev gival geyaAUTepn atrd dU0 TTAGTN GAPATOG, 1 GuvdEovTal UE
£va ayvo VAP, HETPACTE Ta WG éva ofua

Katd tnv avaAuon Sixpwpwyv IxvnBeTwv didoTracng, edv utrapyel didoTnua
METAEU TOU KOKKIVOU Kal TOU TIPACIVOU GAKATOG TTou dev utrepBaivel Ta TTAGTN
000 OnNuATWV, TIPOOWETPACATE WG ONPa Tou Oev  QVTIOTOIXEl O€
avadiaragn/ouvinén

Edv éxete ap@iBoAicg yia To €@v €va KUTTapo UTTOpEi va avaAuBei ) ox1, unv
TIPOXWPAOETE TNV aVAAUGH TOU
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Mnv TTpOOUETPATE - OI
TTUpAVeG givar utrEpBOAIKG
KOVT@ 0 £vag aTov GAAOV yia
TOV KaBopIouo opiwv

Mn TTpoopeTpaTE
AAANAOKOAUTITOPEVOUG
TTUPAVEG - Bev gival opaTn
OAOKANPN N €KTACN KAl TWV
800 TTuprvwy

MpooueTpAoare wg dUo
uBpPIBIKG orpaTa - To dIGoTNHA
METAgU TOU KOKKIVOU Kal TOU
TPACIVOU GAMATOG €ival
MIKPOTEPO aTTO Ta TTAATN dUo
onuaTwv

MpoopeTpRoaTe wg dUo
UBPISIKG oApaTa - TO éva
uBpPIBIKG OApa gival didlxuTo

Avapevopeva atroteAéopara
Avapevouevo QUOIOAOYIKG TIPOTUTTO ONUATWY

Z¢ éva QuUOIoAoYIKO KUTTaPO, avauévovTal dUo uBpIdIKG OrjpaTa KOKKIVOU/TTPACIVOU
(2Y).

Avapevéuevo un @uaioAoyiK TIPOTUTTO ONUATWY

Ye éva KUTTApO pe YETABeon Tou IGK, To avapevopevo TTpOTUTIO onudTwy Ba gival
£va KOKKIVO, éva TIpdcivo kai éva uBpidiké onua (1K, 1M, 1Y).

Mrropei va TpokUyouv Kal GAAa  TTPOTUTTA ONUATWV O  QVEUTTAOEION/UN
I00ppOTTNUEVa deiypaTa.

M'vwoTh dlaoTaupoUpevn avTISPAOTIKOTNTA
Xwpig yvwoTr diacTaupoUpevn avTidpacTIKOTNTA.

Ava@opd avemifuunTwyv CUPBAVTWY

Edv mateleTe 611 TO TTPOidv autd Trapouaiace ducAeitoupyia ) uttoBdBuion ota
XOPOAKTNPIOTIKG a1rédoang, n otroia evOéxeTal va ouvéBaAe og €va avemBluunTo
oupBav (11.X. kaBuaTepnuévn f eapaiuévn didyvwan A akatdAAnAn Beparreia), Ba
TIPETTEI VO TO OVAPEPETE APETWG OTOV KATAOKEUAOTH (email: vigilance@ogt.com).

To oupBav Ba TrpéTel va avapepBei Kal oTnv apuddia apxr TG XwWpag aag, av
uttapyxel. MTopeite va Bpeite Tov KATGAOYO PE Ta ONUEia ETTIKOIVWVIOG yia Bépata
€TTaypuTIVNONG oTo: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

Ei81kd XapakTnpioTikd amédoong

AvaAurikn €161kéTnTa

H avaAuTikr €181K6TNTA €ival TO TTOCOOTO TWV ONUATWYV TToU UBPIdoTToIoUVTAl HOVO
oTn owaoTh Béon kal o€ Kapia GAAN Béon. H avaAuTikr €101IKOTNTA KaBopioTnke pe
TNV avadAuon ouvoAikd 200 Béocwv-oTOXwWV. H avaAuTikr €I81IKOTNTA UTTOAOYIOTNKE
wg 0 apiBudég Twv onudtwv FISH tou uPpidotroibnkav otn owoTh Béon
SiaIpePEVOg PE TOV OUVOAIKS apIBud Twy uBpidoTroinuévwy onudTtwy FISH.

Mivakag 1. Avahutikn €1d1kéTnTa Tou IGK Breakapart Probe

Mpdoivog

IGK 2pl1.2 200 200 100
Kokkivog

IGK 2pl1.2 200 200 100

AvaAurikn evaiofnoia

H avaAuTiki euaiobnoia gival To TTOC0O0TO TwV OEIOAOYACINWY PETOPACIKWY
KUTTAPWV ME TO OVAPEVOUEVO TTPOTUTTO QUOIOAOYIKWYV ONuAaTwy. H avaAuTikn
€uaIoBnaoia kaBopioTnke Ye TNV AvAAUCN HETOPATIKWY KUTTAPWY 11O SIAQOPETIKA
@uaiohoyik@ deiyyata. H euaiobnoia utroAoyioTnke wg TO TIO00C0TO  TWV
agloAOYNOINWY KUTTAPWY PE TO OVAPEVOPEVO TTPOTUTTO ONUATWV (ME didoTnua
gpTTIOTOOUVNG 95%).

Mivakag 2. AvahuTiki euaioBnoia Tou IGK Breakapart Probe

476 500 95,2 2,2

XapakTnpIouog Twv QUOIOAOYIKWV TIWV ATTOKOTTHS

H @uoioloyIKA TINA aTTOKOTIAG, O€ 00N e Toug IxvnOéTeg FISH, eival To péyioto
TTO000TO  AgIOAOYACIUWY HPECOPACIKWY KUTTAPWY HE E€IDIKO UN  QUOIOAOYIKO
TPOTUTTO  OoNnudTwy, OTo oToio éva deiypua Bewpeital QuUOIOAOYIKG yia  TO
OUYKEKPIPEVO TTPOTUTTO ONUGTWV.
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http://ec.europa.eu/growth/sectors/medical-devices/contacts/

H @uoioloyikn TiuA aTrokoTIG KaBopioTnke pe TN Xprion SelypdTwy até aabeveig
JE QUOIOAOYIKEG Kal BeTIKEG TINEG. Ma kABe deiypa, kataypdenkav Ta TPATUTTIA
onuaTwy 100 kutTdpwy. O BeikTng Youden UTTOAOYIOTNKE WATE va TIPOKUWEI N TIKA
KaTWE@AioU yia Tnv oTroia yiveTtal peyiototroinan Euaiodnoiag + EidikétnTag-1.

MNivakag 3. XapakTnpioydg Twv QUOIOAOYIKWY TIWY OTTOKOTIAG Tou IGK Breakapart
Probe

1K, 11, 1Y 1,0 2

Ta epyacTrpia TTPETTEI va ETIBEBAIIVOUV TIG TINEG OTTOKOTTAG XPNOIMOTIOIWVTOG TA
SIKG Toug dedopéva® .

AkpiBeia kai avamrapaywyipornta

H akpiBeia atroteAei p€Tpo TNG PuUOIoAoyIKAG METARANTOTNTAG pIag e¢éTaong oTav
eTTaVAAQUBAVETAl OPKETEG POPEG UTTO TIG idIEG OUVONKeS. AfloAoyrBnke péow Tng
aAvAAUONG ETTAVAANTITIKWV EEETATEWY Tou idIou apIBuol TrapTidag IxvnB£Tn aTo id10
Oeiypa, uTro TIG idlEg oUVONKES Kal TNV idla Nuépa.

H avamapaywylpotnta atmoTeAei PETPo TNG PETABANTOTNTOG MHIag €&éTaong Kal
koBopifeTal peTagy SeiypdTwy, peTafl nuepwv Kol PETAgU  TTapTidwv. H
AVOTTOPAYWYINOTNTA WETAEU NUEPWV aglohoyAbnke pe TNV avaAuon Twv idlwv
delyudTwy o€ TPEIG DIAPOPETIKEG NUEPES. H avatrapaywyiuétnTa YETagU TTapTidwyv
agloAoynBnke pe TNV avaAuon Twv idiwv delyudTwy aTa OTToia XPNOIPoTIoIRNBnKav
TPEIG DIOPOPETIKOI apiBuoi 1XxvnOETn o€ pia nuépa. H avatrapaywyluoétnta HeETagu
OelyuATWVY agloAoyABNKE PE TNV AVAAUCT TPIWV TTAVOUOIOTUTTWY JEIYPGTWY O€ Hia
nuépa. MNa ke deiypa, karaypdenkav TPOTUTTA onudtwy 100 PECOPATIKWV
KUTTAPWVY Kal UTTOAOYIOTNKE TO TTOCOOTO TWV KUTTAPWY MPE TO QAVOUEVOUEVO
TIPOTUTTO GNUGTWV.

H avamapaywyipétnta Kai n akpifeia utohoyiotnkav wg n Tutmikf ATTOKAIOn
(STDEV) peTagU TwV TTAVOMOIOTUTIWY JEIYMATWY yia KABe WETABANTA Kal n
ouvoAikr péon STDEV.

Mivakag 4. AvatrapaywyiuétnTa kai akpiBeia Tou IGK Breakapart Probe

AxpiBeia 0,77
MeTagu delypdrwv 0,77
MeTagl nuepwv 0,77
MeTagu mapTidwv 0,19
2uvoAIKA atrékAIon 0,73

KAivikny arédoon

H kAivikp ammédoon kobopioTnke Bdaoel avTITTPOOWTTEUTIKOU Ogiyuatog Tou
TTANBuG oL yia Tov oTToio TTpoopideTal To TTPOoIdv. MNa k&b deiyua, Kataypapnkav
Ta TPOTUTTA  ONUATwY 2100 PECOQPACIKWY  KUTTApwYV. [paypaToTroinenke
TIPOCBIOPITUOG PUGIOAOYIKWV/UN QUOIOAOYIKWY dedopévy Yéow oUYKpIoNG TOU
TT0000TOU TWV KUTTAPWY UE TO GUYKEKPIUEVO N QUCIOAOYIKO TIPOTUTIO ONUATWY
KOl TNG QUOIOAOYIKAG TIMAG OTIOKOTIAG. TN OUVEXEIR, Ta aTToTEAéopaTA
OuYKpiBNKav Pe TN YVWOTH KATAOTOON TOU JEiYPATOG.

Ta amroteAéopaTa TwV KAIVIKWV dEd0PEVWY avaAuBnkav yia va TIPOKUYOUV Ol TIUEG
eualoBnaiag, €OIKOTNTAG KOl ATIOKOTIAG, ME Tn XPAoNn Miag povodidoTatng
TIPOOEYYIONG.

Mivakag 5. Khivikr arédoaon Tou IGK Breakapart Probe

KAIvikiy euaioBnaoia (TroooaTté aAnbwg BeTikwyv, TPR) 99,6%
KAIVIKA euaioBnaia (TTogooTd aAnbwg apvnTIKWY, 100%
TNR)
MooooT6 weudwg BeTikwy (FPR) = 1 — EIdIKOTNTA 0%
Mpo6oBeTeg TANPOPOpPiEg
MNa TpdoBeTeg TTANPOYOPIES, ETTIKOIVWVAOTE PE To TuApa TexvikAg YTTooTrpigng

g CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com
loTéToTrog: www.ogt.com
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