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MpoopiZépevn xprion

To CytoCell® MLL (KMT2A) Breakapart Probe givai pia ToloTiKf, pn
auTopaTtoTroinuévn  e¢étaan  @Bopifovrog in  situ  uppidiopol  (FISH) Trou
XPNOIYOTIOIEITAI YIa TNV QAVIXVEUON XPWHOOWUIKWY avadiatdiewyv otnv TrepIoxn
11923.3 10U Xpwpoowuatog 11 o€ povipotroinuéva o€ didAupa  Carnoy
(pEBavOAn/ogik6 ogU 3:1) KUTTAPIKG EVAIWPAMATA AINOTOAOYIKAG TTPOEAEUONG ATTO
aoBeveig pe emBeBaiwpévn i MOavoAoyoupevn oegia puehoyevr Aeuxaipia (OMA),
pueAoduoTTAaoTIKG oUvSpopa (MAZ) A ogeia AeppoPAaoTiki Acuxaipia (OAA).

Ev&eigeig xpong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG EGETAOCEIG OE avayVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, 6TToU N yvwon Tng UTrapgng Tng avadidragng Tou MLL (KMT2A) Ba Atav
ONMAVTIKA yia TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To Tpoidv auTod £xel OXEDIAOTET yIa va avixveuel avadiatdgelg pe onueia didotraocng
aTnV TTEPIOXN TTOU SETUEUEI TOUG KOKKIVOUG Kal TIPACIVOUG KAWVOUG O€ auTd TO O€T
IXVNOETWV, n otroia TepIAapBdvel 1o yovidio MLL (KMT2A). Znueia didomraong Tou
Bpiokovtal k160G TNG €v Adyw TrEPIOXAG 1 TrapaAAayég avadiaTdgewy TTou
TEPIEXOVTaI £§ OAOKAPOU G€ QUTAV TNV TTEPIOXH UTTOPEI va unv €ival avixvelolua
ME QUTO TO TTPOIOV.

AUTO TO TIPOIGV BEV TTPOOPICETaN YIa: XPAON WG HEPOVWHEVN SIayVWOoTIKN e§€Taan,
OUVOJEUTIKI BIayVWOTIKA €E€TaON, TTPOYEVVNTIKO EAEYXO, TTPOCUNTITWHATIKO
€Aeyxo Baoel TANBucpoU, e¢€TaON KOVTG OTOV 00BEVN i} auToegETaan.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1
yla oKOTTOUG TTEPaV aUTWY TTou KaBopiovTal aTnV TTPoopIfouEVn XPran.
MpoopideTal yia XpAoON WG CUPTTANPWHO O€ GAAEG BIaYVWOTIKEG EPYATNPIOKES
egeTdoelg kal Oev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EvEPyEIa pOVO BATEI TOU
amroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYMATOTTOIOUVTAl aTTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA UE TO
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utodywn dAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIAYVWOTIKEG TTANPOPOPIES.

To TTpoidv auTd TTPOOPIZETal POVO VIO EPYOOTNPIOKK ETTAYYEAUATIKR XPron.

H pn mpnon Tou TTPwTOKOAAOU EVIEXETAI va ETTNPEACElI TNV ATTOd00N Kal va
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

Apxég Tng g&ETaong

O @Bopiwv in situ uBpIdIousS (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwv DNA o€ HETAPAOIKE XPWHOOWHATA ) O HECOPAOCIKOUG TTUPAVEG ATTO
HovIPOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoidoTrolei Ixvndéteg DNA
Tou uPBpidoTrololvTal o€ OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva

onUavTIKG €PEUVNTIKO EPYOAEIO OTa TTACICIO TTPOYEVVNTIKWY KAl QIMATOAOYIKWV
avaAUoEWY, KOBWG Kal XPWHOOWHIKWY avAAUCEWY CUPTIAYWY OyKwv. MeTd Tn
dovigoTtroinan kai Tn petouaiwon, 1o DNA-0T16x0g gival SiaBéaipo yia avadidragn
o¢ évav TTapdyola pETousIwpévo, eBopiovta onuaapévo ixvnbétn DNA, o otroiog
€xel oupTTAnpwuartiky aAAnAouxia. Metd Tov uBpIdIoYO, yiveTal a@aipeon Tou un
degpeupévou Kai pn €101k deapeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTtreikovion. ZTn CGUVEXEID, N MIKPOOKOTTa @Bopiopuol KabioTd
duvaTH TNV ATTEIKOVION Tou URPISOTTOINHEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneéTn

To vyovidlo KMT2A (lysine methyltransferase 2A) otnv mepioxq 11923.3
avadiaTdooEeTal OUXVA O€ 0&gieg AeUXaIPie, IDIQITEPA OTN VEOYVIKI) AEUXaIUia Kal Tn
SeuTepoTTaBN Asuxaipia, YETE aTréd Bepateia pe avaoToAeig TG ToTToicopepaong I
Tou DNAL,

To yovidio KMT2A éxel upnAr opgoloyia pe To yovidio trithorax Tng Apocé@IAag Kai
KWOIKOTTOIEl pIa HEBUATPOVOPEPATN IGTOVWV, N OTTOI0 AEITOUPYET WG ETTIYEVETIKOG
puBuIoTAG TNG PeTaypang. Or petaBéacig Tou KMT2A TTpokaAolv TNV TTapaywyr
HIOG XIHQIPIKAG TTPWTEIVNG OTNV OTToia TO auIvOTEAIKS TURpa Tou KMT2A ekppddeTal
gg ouvtngn pe 10 KapPoguTeAIKS TPAKA Tou GAAou yovidiou Tou elyoug olvTngng.
H Aeitoupyikn TTpwTeivn €xel Kpiolpo pdAo ATV avaTITUEN Kal TNV aIPOTToincn Tou
euBpUoUL234,

O1 avadiarageig Tou KMT2A ptropoUv va avixveuTouv oTo Trepitrou 80% veoyvwv
pe o&eia AeppoBAaoTikr) Aeuxaipia (OAA) kal o€ 5-10% TTaIdIATPIKWY Kal EVANIKWY
pop@wv OAA34, MTopoUv £TTioNG va eVTOTTIIOTOOV 0TO 60% TWV VEOYVIKWY OEEIDMV
puehoyevwov Aeuxaipiov (OMA) kai oto 3% Twv de novo kai 10 10% Twv
OXETICOPEVWY WE TN BepaTTeia TTEPITTTWOEWY OMA gvnAikwv3S. ‘Ewg ofuepa, £Xouv
evTOmOTEl TTEPIOTOTEPA aTTO 70 yovidia TTou ouppeTéXouv padi pye 1o MLL otn
ueT@Beon, ME TIG TIAéOV  OUXVEG peTaBéoelg va  eivar o MLL:AFF1,
1(4;11)(921;023.3), MLL:MLLT4, 1(6;11)(927;923.3), MLL:MLLT3, (9;11)
(p22;923.3) kat MLL::MLLTY, t(11;19)(q23.3;p13.3)™.

loTopikd, o1 avadiatdgelig Tou KMT2A otnv ofeia Aeuyaipia ouoxetifovrav e
duopevéaTepn E€KPBaon, aAAd TTPOCPATEG PEAETEG Exouv Oeigel OTI n TTPOYvVWaOn
eCaprdaral oe peyadAo Badud atd 1o deUTEPO Yyovidio TG GUVTNENG KAl QUTO PTTOPE]
va Sla@épel PETAEU TTaISIWV Kal evnAKwv?,

MpodiaypaPég 1XvnOeTWV

MLL, 11923.3, Kékkivog
MLL, 11923.3, Npdaoivog

CMP-H036 v006.00

11923.3
crnm _ MLL (KMT2A) PHLDB1
SHGC-57446 D1153222  RH65355 SHGC-111513 D1151364

I
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100kb

To mpoiév MLL aTroteAeital ammd évav 1xvnBérn 87kb, onuacuévo KOKKIvo, TTou
KaAUTTTEl pIa TrEPIOXH TEAOMEPIKE Tou yovidiou MLL (KMT2A), n otroia repiAapBavel
Tov deiktn SHGC-111513, kai évav TTPAacIvo IXvNBETN TTou KOAUTITEI pia TTEPIOXA
170kb kevtpopepik@ Tou yovidiou MLL, n omoia KaAUTITEl Ta yovidia CD3G Kai
UBE4A.

Mapexopeva UAIKA

Ixvn6érng: 50 pl avd @iahidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 egeTdoeig).
O1 1xvnBéteg Tapéxovral Trpoavapepiyyévor o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg BeiknA deCTpavn, <10% alatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai ivar £Toipol TTPOg Xpron.

Avrixpwon: 150 yl avd @iaAidio (15 egeTdoeig).
H avrixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-8iapidivo-2-
@aivuhivdoAn) o€ Baciopévo o€ YAukepOAn péoo oTeEPEWONG).

MNpogIdotroInoeig Kal TTIPOPUAGSEIg

1. Tain vitro dlayvwoTikA xpAaon. Mévo yia epyaaTtneiakn TTayyEAUOTIKY XpAon.

2. Ta piypota Twv IXVNBETWY TTEPIEXOUV POPUAIdIO, TO OTTOoIO €ival TEPATOYSOVO.
Mnv avarmvéete avaBupidoeig Kal aTmroQUYETE TNV €TTOQR HE TO JEPuA.
ATraiteital TTpooekTIKOG XeIpIods. Na @opdTe yavTia Kal EpyacTnpIoKr Todid.

3. AmarTeital  TTPOOEKTIKOG  XeIpiIopdg Tou DAPIL. Na  @opdte ydvTia  Kai
gpyaoTnpiakn Todid.

4.  Mnv 10 XpNnOIMOTIOIEITAI EAV TO PIAAIDIO €XOUV UTTOOTEI {NMId 1 €AV N
AKEPAIOTNTA TOU TTEPIEXOUEVOU TWV QIAAIDIWY EXEI ETTNPEATTE PE
OTTOIOVOATIOTE TPATTO.

5. Tnpeite Toug TOTTIKOUG KOVOVIOUOUG QTTOPPIYNG yia TNV TIEPIOXH OO0G O€
ouvduaoud pe TIG OuoTAoelg Tou AgAtiou dedopévwyv ao@AAelag yia va
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KkaBopioeTE TNV ACPAAr aTTOPPIYPn auTOU TOU TTPOIGVTOG. AUTS IOXUEI ETTIONG
Y10 TO TTEPIEXOMEVO KIT EETACEWY TTOU €XOUV UTTOOTEI {NMIC.

6. H améppiyn SAwv TwV XpNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HMOAUCHEVWY QVAAWOCIHWY UNIKWV TTPETTEN VA YIVETOI CUM@QWVA HE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel goAuouatik@ ammopAnTa. Kdabe
€PYaOTApIO €ival UTTEUBUVO yia TOV XEIPIOPO TwV OTEPEWV Kal UYPWV
atmoBAATWY cUPPWVa Pe TN GUON Kal Tov Babud eTTKIVOUVOTNTAG TOug, KaBWG
Kal yia Tnv emegepyacia Kal TNV amoppipn Toug () Tnv avdbeon Tng
emegepyaaniag ka1 TNG ATMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

7. O1 XeIpIOTEG TIPETTEI VA €XOUV TNV IKAVATNTA VA SIAKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XpWHa.

8. H pn tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal TwV avTIdpaAcTnPiwv
evdéxeTal va  emnpedoel TNV amoédoon kal va odnynoel Ot WEUdWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

9. O IxvnBéTng dev Ba TIPETTEI VA APAIWVETAI VO avaplyvUueTal pe GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnB€tn o010 OTAdIO TOU TTIPWTOKOAAOU TIpIV ATIO TN
JETOUTTWGON EVOEXETAI VO ETTNPEATE TNV ATTOS0CN Kal va 08nyAoel 0 Peudwg
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATT6 T XPRon.

12. O1 eowTePIKOi £AEYXOI TIPETTEI VA TTPAYUATOTTOIOUVTAI PE TN XPHON KUTTAPIKWY
TTANBUCUWYV TTOU BEV EXOUV ETTNPEACTEI O€ OeiypaTa £EETAONG.

Opiopoi Beppokpaaciag

e -20 °C/ Katewuypévo / Z1ov Katayuktn: -25 °C €wg -15 °C
e 37°C: +37°C+1°C

e 72°C: +72°C+1°C

e 75°C: +75°C+1°C

e  Ogppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTrel va atmodnkeveTal o Bepuokpaacia atd -25 °C
J/ £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia AREng Tmou
-25°C avaypa@eTal 0TV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
QavTiXpwong TTPETTEI va ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\ |/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 1o
=~ @ - SiGAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUvVTal
‘7 e~ OTO TTAQIOI0 TNG PUCIOAOYIKNAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI aTnNV apaipecn Tou GIaAIBioU aTTG TOV KATAWUKTN KAl TNV €K VEOU
. TOTOBETNON Tou O€ auTdv) - 5 KUKAoI yia To @IoAidio 50 pl (5
egeTaoeIg) Tou 1XvnBEéTn FISH, 10 kUKAoI yia To @iaAidio 100 pl
(10 egetaoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOPEUYETAl
otou eival duvatdv. PUAGOCETE T CUCTATIKG OTOV TIOPEXOHUEVO TIEPIEKTN HE
TTpooTagia aTmd T0 QWG. Ta CUCTATIKA TTOU XPNalJoTToloUvTal Kal atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal TNV ETMIOAKAVON UTTOPET
va hnv €X0ouv TNV avauevouevn atrdédoon Kal YTTOPEi va ETTNPEATOUV apvnTIKG Ta
amroteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvath TTpooTTabEeIa
woTe n €ékBeon oe PeTABAAAOUEVEG OUVONKEG QWTIONOU Kol Beppokpaaiag va
TEPIOPICETaI OTO EAGXIOTO.

EgomrAiIop66 Kal UAIKA TTou atraiTouvTal aAAd Bev TrapéxovTal

anTIEI va xpnoiyoTtroigital Babpovounuévog eEoTTAIoNSG:
Ogpun TTAGKa (Pe oTepen TTAAKa Kail SIdTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg kai 80 °C)

2. BaBpovounuéveg HIKpoTITTETEG PETABANTOU Oykou Kail puyxn, ammd 1 pl éwg
200 pl

3. Ydaréloutpo pe didtagn akpiBoug eAéyxou Bepuokpaaiag atoug 37 °C kal
oToug 72 °C

4. TwAveg pikpoguyokévtpiang (0,5 ml)

5. Mikpookdtio @Bopiopol (avaTpégTe OTnNV  €vOTNTG  «ZUOTOON Yia TO

MIKPOOKOTTIO 9BOpIoHOU»)

Mikpookdtio avtiBeong edoewv

KaBapd mAaoTikd, kepapika i BeppoavBekTikd yudAiva doxeia Coplin

Napida

BaBuovounuévo TreXAUETPO (1 TTEXAPETPIKEG TAIVIEG PE BUVATOTNTA PETPNONG

Tiywv pH 6,5 — 8,0)

10. MepiékTng vypaaciag

11. ®akdg PIKPOOKOTTIOU PBOPITHOU KATABUTIKOG O€ AGdI

12. ®uyoKkevTPOG TTAYKOU EPYATiag

13. AVTIKEINEVOPOPOI PHIKPOOKOTTIOU

14. KaAutrTpideg 24 x 24 mm

15. Xpovouetpo

16. EmwoaoTtipag 37 °C

17. KoAAa pe didAupa eAacTikoU

18. Miktng TepIdivnong

19. AiaBabBuiopévol KUAIVOpoI

20. MayvnTikég avadeuTipag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BeV TTAPEXETAI
1. KuttapoyeveTtikdg BdAapog ghpavong

AvTiIdpaoTipia TTou atraiTouvTal aAAd Sev Trapéxovral
AidAupa alatouyou diaAlpaTog-kITpiKoU vaTpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTioviopévo vepd

oA~ wWNE

ZUoTaOoN YId TO HIKPOOKOTTIO (pBopiooU

Xpnoiyotroieite  Adutra udpapyupou 100 watt A 100d0vaun kai eTmiTedoug,
OTTOXPWHATIKOUG OVTIKEIPEVIKOUG (OKOUG KaTaduTIKoUG ae AGdI pe peyéBuvon
60/63x 1 100x vyia BéATIoTN aTmeikovion. Or  @Bopifouceg ouaieg TTou
XpnoipoTtroloUvTal g€ auTd TO OET IXVNOETWY Ba dieyepBouv kal Ba eKTTEUYWOUV OTa
ak6AouBa prkn KUPATOG:

Mpdoivn 495 521
KOKKIvn 596 615

BeBaiwBeite 611 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOEi Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV Ta UAKN KUPOTOG TTOU avagépovTal
Tapatdvw. XpnaolpotroiaTe @ikTpo diéAeuong TPIMTARG {wvng DAPI/TTpdoivou
@aopaTog/KOKKIVou @daopaTtog R @iATpo diéAeuong dITTARG {wvng TTpdAaivou
@PACUATOG/KOKKIVOU PACTHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPAGIVWYV
KaI KOKKIVWYV (pBOPICOVTWY OUGIWV.

EAéyETe TO pIKpOOokdTTIO BOPICHOU TIPIV aTTd TN XPON Yia va dlac@aliceTe OTI
Aeitoupyei  owaoTd. XpnolgotoiRoTe AAdI  eYBATITIONG TTOU  vdEikvuTal  YId
JiIKpookoTTia @BopIopoU Kal €xel OXedIAOTEl yia XaunAd autéuato @BopIopo.
Amo@uyete Tnv avauign Tou DAPI antifade pe Add1 katdduong pikpookoTriou, SIOTI
KAt T€T010 B KAAUWEI Ta orjpaTa. TnPEiTe TIG CUCTAOEIG TOU KOTAOKEUAOTH 600V
agopd tn didpkKela (WG TNG AGUTTOG Kal TNV NAIKIA TwV GIATPWV.

MpogTolpacia delypdTwv

To kit €xel OXeBIOOTEI yia XPAON OE KUTTAPIKG EVAIWPAMATA AIJATOAOYIKAG
TTpoéAeuong, povipotroinuéva oe didAupa Carnoy (ueBavoAn/ogikd ogu 3:1) amd
aoBeveig pe emPBeRaiwpévn r MOavoAoyoupevn oeia pueAoyevr Aeuxaipia (OMA),
puehoduoTTAaoTikG oUvdpopa (MAL) i ogeia AepoBAacTiki Asuxaipia (OAA), Ta
oTToia  €XOUV TIPOETOINOOTEI OUUQWVO HE TIG KATEUBUVTAPIEG Odnyieg Tou
gpyaaoTnpiou i Tou 1d3pUparog. MpoeToipudaTe deiypaTa TTou €KOUV UTTOOTEI {Rpavon
ME OEpa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OCUPQWVA  HE TIG TUTTIKEG
KUTTOPOYEVETIKEG dladikaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI OUOTATEIG YIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl YO TNV TTPOETOIUACIA TWV AVTIKEIMEVOPOPWY TTAAKWVS.

MposgToipacia SiaAupdTwyY

AiaAdpara ail@avoing

ApaioTte aiBavoAn 100% pe atmoviopévo vepd pe Baon TIG aKOAoUBEeg avaloyieg
KOl avapigTe KaAd:

e AIBavoin 70% - 7 yépn aiBavoAng 100% oe 3 pépog atmoviopévou vepou

e AIBavoin 85% - 8,5 pépn aiBavoing 100% oe 1,5 yépog aTtmioviouévou vepou
AmobnkevoTe Ta dlaAvpata yia £wg kol 6 pAveg o€ Bepuokpacia dwuaTiou o€
QEPOOTEYR TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avapigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITTWON. Amobnkeuote 1O OIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC pe 49 pépn atmoviouévou vepoU Kal AVOUIgTE
KoAd. EAéyETe TNV Tiun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ) HCI,
KaTd TrepiTTwon. Amobnkeuote To dIdAupa yia €wg kal 4 gBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pépog diaAupartog 20xSSC pe 9 pépn atmmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avda 10 ml ki avapigre kahd. EAEyETe Tnv Tipn pH kai pubpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd mepimtwon. AmofnkedaoTe 1o didAupa
yia €éwg Kal 4 eBOouadeg o€ Beppokpacia dwPaTiou O AEPOTTEYT TIEPIEKTN.

MpwTtékoAAo FISH
(Znpeiwon: BeBaiwbeite 6T n €kBean TOU IXVNOETN KaI TNG QVTiXPWONG OTA GWTA
TOU €pyaaTnpiou gival TTAvVTa TIEPIOPIOUEVN).

lMpoceroipyacia avrikEIuEVoPopou

1. TomoBetnote pia knAida omd TO KUTTAPIKO deiyua o0 pia  yudAivn
QAVTIKEIUEVOPOPO HIKPOOKOTTiIOU. AQACTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BGAapog TTpéTel
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muwn kuttapikoU deiypatog. Edv 8ev utrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTTIOINCTE évav atmaywyd wg VAAAOKTIKA).

2. BubioTe TV avTikeipevo@opo ot didAupa 2xSSC yia 2 AeTrtd o€ Beppokpaaia
dwpaTiou Xwpig avakivnon.

3. A¢@udatwaoTe ot dlaPopeTIKG TToooaTd aibavoAng (70%, 85% kai 100%),
S10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  AQ@NOTE TN va OTEYVWOEL.

Ipiv amé tn perouvoiwon
. AgaipéaTe ToV IXVNOETN OTTG TOV KATAWUKTN Kal apAOTE Tov va Bepuavei oe
Beppokpaaia dwpaTiou. EKTEAéOTE GUVTOUN QUYOKEVTPION TIPIV OTTO TN XPHON.

6. BeBaiwBeite 611 TO diGAUpa 1IXVNBETN €xEl avapixBei opoiduop@a pe TN Xprion
TITTETOG.

7.  AgaipéoTte 10 pl 1xvnBETN yia KABE eGETAON Kal HETAPEPETE Ta O€ £vav CWARva
HIKpOQUYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITTO IXVNOETN GTOV
KOTAWUKTN.

8. TomoBetAaTE TOV IXVNOETN KAI TNV QVTIKEINEVOPOPO OeiyuaTog o€ pia Bepun
TAdKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia TpoBéppavan.
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9. TomoBetAoTe 10 pl piypaTtog 1xvnBETN GTO KUTTAPIKG PiyHO KOI EQAPPOOTE pIa
KAAUTITPIOO TTPOOEKTIKA. ZPpayioTe pe KOAQ pe SiIGAupa EAAOTIKOU KAl apAOTE
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MetouoiwoTe TO Oeiypa Kal Tov IXvnBETn Tautdxpova Bepuaivoviag Tnv
QAVTIKEINEVOPOPO O€ pia Beppry TTAGKa aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpidiouég
11. ToTOBETAOTE TNV QAVTIKEIUEVOPOPO OE E€vav UYPO, PWTOCKIEPO TTEPIEKTN OF
Beppokpaaia 37 °C (+/- 1 °C) yia pia oA6kAnpn vixTa.

TAUoeIg perd Tov uBpISIoUS

12. Agaipéote 1o DAPI amd Tov KatawukTn Kal agriaTte To va BepuavBei ot
Beppokpacia dwuariou.

13. A@aipéaTe TNV KOAUTITPIOA KOl OAQ TA UTTOAEIPATO KOAAOG TTPOOEKTIKA.

14. BuBioTe TNV avTikeiyevopdpo ae didAupa 0,4xSSC (pH 7,0) oe Beppokpacia
72 °C (+/- 1 °C) yia 2 AeTrT@ XWwpig avakivnon.

15. ATTooTpayyioTe TNV QVTIKEINEVOPOPO Kail BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTTTa Xwpig
avakivnon.

16. AmrooTpayyioTe TNV avTikeiuevo@dpo Kal Tormrobetriote 10 pl DAPI antifade o€
kGOe deiypa.

17. KaAOyTe TN PE pia KOAUTTTPIOA, apaipéoTe TUXOV QUOOAIDES Kal TrepiyéveTe 10
AETITA péEXPI VA avaTITUXOET TO XPWUO OTO OKOTADI.

18. MapartnpnaoTe o€ PIKPOOKOTTIO PBoPIcPOU (avaTpééTe oTnv evéTnTa ZUOTAON
YId TO HIKPOGKOTTIO (pBopPIGHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H Béppavon A wpiyavon TwV OVTIKEIUEVOPOPWY MTTOPEI VO HEIWOEI TOV
POOPICUO TWV CNUATWV.

2. O1 ouvBnkeg UBPIBIOCUOU UTTOPEI VO ETTNPEACTOUV OUCUEVWG ATTO TN XPAon
avTIdPacTNPiwy TIEPAV EKEIVWY TTOU TTApPEXOVTAl 1} OUOTAVOVTIQI aTmmd Tn
Cytocell Ltd.

3. Xpnolyotroinote  éva  BabBuovounuévo  BEPUOMETPO  yio TR PETPNON
Beppokpaciwy dIGAUPATWY, UBATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Beppokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

4.  O1 OUYKEVTPWOEIG, oI TINEG pH Kal o Beppokpaaieg TTAUONG gival ONUAVTIKEG,
KaBWG 01 oUVONKEG XOUNARG auaTNPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €101k d€opeucn Tou IXvnBETN Kal Ol OuVOnKeg UTTEPBOAIKG UWNAARG
auoTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV OTTWAEIQ OAPATOG.

5. HaTteAAg peTouoiwan PTropei va €xel wg aTroTEAECUA TNV ATTWAEIQ OAPATOG KAl
n uTTEPBOAIKA PETOUGTWAON PTTOPET ETTIONG VA £XEI WG ATTOTEAEOUA TN YN EIDIKN
déopeuan.

6. O utrepBoAikdg UBpISICPOG uTTopeil va odnynoel oe TPOCBeTa 1 un
avauevOPEvVa oruaTa.

7. O1xproTeg Ba TpéTrel va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta SeiyaTd TOug
TIPIV o110 TN XPAON TNG £§€Taong yia diayvwoTIKoUG oKOTToUG.

8. TuxOv UTTOREATIOTEG GUVOAKEG UTTOPET va £XOUV WG OTTOTEAEOHO PN EIBIKN
OéoEuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Eppnveia Twv ammoTeAETUATWV

EKTiunon moiétnTag avrikeiuevopopwyv mAakwv

H avTikelpevo@dpog dev Ba TTPETTEN va avaAUeTal €Gv:

e Ta onuata eival TTOAU 0oBevr] yia va Tpaypatotroindei avdAuon oe
yegovwpéva @iATpa. Ma va TTpoxwpnoete Ye TNV avaAuon, Ta oruata Ba
TIPETTEI Va €ival QWTEIVA, BIaKPITE Kal EUKOAa agloAoynaipa

e YTmapxel peyGAog apiBudg  ouoTadOTTOINUEVWV/OAANACETTIKAAUTITOUEVWV
KUTTAPWYV TToU €uTTodidouv TNV avaAuon

e >50% Twv KUTTAPWV dev £xouv uBpidoTroinbei

e YTapxel Tepiooeia @OOPICOVIWY CWHATIOIWY MPETAEU Twv KUTTApWY A/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapeUBOAéEG oTa onuata. 1davikd, TO
uTT6BaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PAiVETAI OKOTEIVO A paUpo Kal
kaBapod

e Ta Oplia Tou KUTTaPIKOU TTupfiva dev gival dlakpitd kail dev ival dBIKTa

KareuBuvrrpieg odnyies yia tnv avaiAuvon

e KaBe deiypa Ba mpéTTel va avaAUeTal Kal va epunvedeTal aTrd dU0 avaAuTEG.
Tuxév aoupewvieg Ba TpéTrel va emAUovTal PEOW €KTiUNONG aTmmd TpiTo
avaAuTh

e KdBe avalutrg Ba TpéTrel va eival KATAAANAG €§€IBIKEUPEVOG CUPPWVA PE TO
avayvwpiouéva €0VIKG TTpOTUTIa

e KdaBe avaAutng Ba pétrel va BaBuoAoyei pepovwpéva 100 TTupriveg yia ka0e
Seiypa. O mpwTog avaAutig Ba TpéTel va Eekiva Tnv avaAuon amod Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU KAl O DEUTEPOG AVAAUTAG aTrd Tn de€Id
TTAEUPA

e KdaBe avaAutig Ba TTPETTEl va TEKUNPIWVEL TA OTTOTEAETUOTA TOU O XWPIOTA
EvTuTIa

e AvoAUete  poOvo  GBIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOMEVOUG 1
OUOOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TTou  KOAUTITovTal  OTTd
KUTTAPOTTAQGUOTIKG UTTOAEippaTa ) uwnAd emriredo auto@Bopiopyou

o ATTOQEUYETE TTEPIOXEG UE TTEPITOEIN KUTTAPOTTAQOHATIKWY UTTOAEIMPATWY 1 Un
€101k UBPIBIoUO

e H évraon Twv onudtwy PTopei va TToIkiAAEl, aKOUa Kal OTNV TTEPITITWAN EVOG
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIHOTIOIEITE pova QiATpa fi/Kal va
puUBUiCeTE TO €OTIOKO ETTITTEDO

e X UTTOBEATIOTEG OUVONKEG, Ta OrjuaTa PTTopEi va @aivovtal didxuta. Edv duo
orfjuaTa Tou idlou XpwHaTog BpickovTal o€ £Ta®r PETAagl Toug, ) n améoTaon
METAEU TOoug dev gival peyaAlTepn ammod dUo TTAATN GAPATOG, ) oUVdEovTal PE
£va axvo VAUQ, PHETPROTE TA WG £Va ONua

e Kard v avaAuon Sixpwpwyv 1xvnBeTwy didoTracng, edv utrdpyel didoTnua
METAEU TOU KOKKIVOU Kal TOU TTPACIVOU OrpaTog TTou dev utrepBaivel Ta TTAGTN
2 onudrwyv, TIPOOPETPROATE WG OAMA  ToU  Oev  AVTIOTOIXEl O€
avadiaragn/ouvtnén

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOPET va avaAuBei i Oxi, unv
TIPOXWPAOTETE OTNV avAAUGH Tou

Mnv TTpoouEeTPATE - OI
TTUPAVEG givar uTTEPBOAIKG
KOVTA 0 €vag aTov aAAov yia
TOV KaBopIouod opiwv

Mn TTpoopueTpdre
AaAANAOKOAUTITOPEVOUG
TTUPAVEG - Oev gival opaTh
OAGKANPN N €KTOON KOI TWV
800 TTuprvwy

MpooueTprioarte wg dUo
uBpIBIKG oruara - To diIdoTnUa
METOEU TOU KOKKIVOU Kal TOU
TTPdacIvou GriuaTog givai
MIKPOTEPO aTTO TA TTAGTN dUO
onuarwv

MpooueTprioarte wg dUo
UBPISIKG orpaTa - To éva
UBPIBIKO arjua gival dIGXUTO

g8
o
0
0

Avapevopeva atroteAéopata
Avauevouevo @UOIOAOYIKO TTIPOTUTIO GNUATWY

Ze éva pualohoyiko KUTTOpPO, avauévovTal dUo uBpIdika arjuaTa KOKKIVOU/TTpAcivou
2Y).

AvauEVOUEVO N QUOIOAOYIKG TTPOTUTTO ONUATWY

e éva KUTTapPO e 100ppoTTnuévn avadiatagn MLL (KMT2A), To avauevopevo
TPOTUTTO onUdTwy Ba eival éva KOKKIVO, €va TTPACIVO Kal €va KOKKIVO/TTPACIvo
uBpIdIKG ofpa (1Y1K1Mpdo).

MropoUv va TmpokUWouv kal GAAa TTPOTUTTA ONPATWY O€  aveuTTAOEIdA/UN
100ppoTTNuéva deiypaTa.

FvwoTtég oxeTikég aAAnAemdpdoeig / MapepBarAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIBPACEIG / TTapeUBAAOPEVESG OUTIEG.

N'vwoTA S10o0TaUPOUMEVN AVTISPACTIKOTNTA
Agv uTTdpyel yvwoTr dlaoTaupouyevn avTidpaacTiKOTNTA.

Ava@opd coBapwv oUUBAVTWV

MNa aoBeveig/xpnoTeg/tpita pépn otnv Eupwtaiki ‘Evwon kol og xwpeg pe
TTavopoIdTuUTIo  puBuIoTIKG  kaBeaTwg (Kavoviopdg (EE) 2017/746 yia T1a
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNoipoTrololvTal yia didyvwan In vitro). Edv katd
N XPAon autoU Tou TTPOIOVTOG | WG OTTOTEAECUA TNG XPAONG TOu TTPOKANOEi
oofapo cUPBAV, aVOPEPETE TO OTOV KATAOKEUAOTH| KOI OTIG EBVIKEG APUODIEG APXEG.
MNa coBapd cupavTa oe GAAEG XWPES, aVaPEPETE Ta CUPBAVTA OTOV KATAOKEUAOTH
Kal, €av 10XUEl, OTIG EBVIKEG APUODIEG APXEG.

ZToIxEia ETMIKOIVWVIAG KOTOOKEUQOTH yia BépaTta emmaypUTvnong:

vigilance@ogt.com
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Ma Tig €Bvikég apuddieg apxég otnv EE, umopeite va Bpeite Tov katdAoyo pe Ta
aToIxXEia ETMKOIVWVIAG yia BépaTa eTTaypUTTVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

Ei181kG XapakTnpIoTiKd amrédoong

AvaAurTiki €181KoTNTA

H avaAuTikn €18IKOTNTA €ival TO TTOOOOTO TWV GNPATWY TTou URPIdoTToIoUVTAl HOVO
oTn owaoTh Béon kal g€ kayia GAAn Béon. H avaAuTikh €1I81KOTNTA KABOPIoTNKE PE
TNV avaAuon ouvoAikd 200 Béoewv-oTOXWYV. AvaAUBNKav 2 XpWHOOWHUIKEG BETEIG
o€ KGO éva amo Ta 20 pyeTa@aoikd KUTTapa atd 5 deiypara, divovrag 200 onueia
Sedopévwy. H avaAuTikn £181KETNTA UTTOAOYIOTNKE WG 0 apIBPOGg Twv anudTtwy FISH
TT0U UBPIdOTTOINBNKAV OTN CWAOTH B€0N dIAIPEPEVOG PE TOV OUVOAIKO apIBuS Twv
uBpidotroiNuévwy onuatwy FISH.

H avaAuTikf €10IKOTNTA KABE 1XVvNOETN OTO KIT UTTOAOYIGTNKE WG O apPIBPOG Twv
onuaTwV FISH PETOPAOIKWY XPWHOOWPATWY TToU UBPIBOTTOINBNKAV OTN CWOTH
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidoTroiNuévwy onudtwv FISH
METAPACIKWY XPWHOOWUAETWY. To atmoTéAeopa auté TToAaTTAacIdoTnke pe To 100
KOl EKPPACTNKE WG TTOCOOTO PE BIGOTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTtikn e181ké1nTa Tou MLL (KMT2A) Breakapart Probe

MLL
Distal, 11923.3 200 200 100
KéKkIvog

98,12 - 100

MLL
Proximal, 11923.3 200 200 100
Mpdaivog

98,12 - 100

AvaAurikn evaioénaoia

H avoAutiky euaioBnoia eivalr 1o TT0000TO TWV AIOAOYACIUWY HECOPATIKWY
KUTTAPWYV PE TO OVAPEVOUEVO TIPOTUTIO QUOIOAOYIKWY onudTtwy. AvaAlBnkav kar
ehdxioTov 200 peco@AOIKG KUTTAPA yia KGBe éva amd 25 povipotroinuéva o€
SigAupa Carnoy KUTTOPIKG €VOIWPAMATA PJUEAOU TwV OCTWV Tou BewpolvTav
KOPUOTUTTIKA @QUGIOAOYIKA. ZUVeTTwG, BabuoAoynbnkav kat eAdxiotov 5.000
TIUPAVEG yia KaBe €idog deiypatog. Ta dedouéva yia Tnv euaiobnoia avaAubnkav
Bdoel Tou TTOGOOTOU KUTTAPWY TToU €D€EIEaV QUOIOAOYIKO aVOUEVOUEVO TIPOTUTTO
ONUATWY Kal EKPPACTNKAV WG TTOCOOTO Ue BIAOTNUA EUTTIOTOOUVNG 95%.

Mivakag 2. AvaAutikr EuaioBnaia Tou MLL (KMT2A) Breakapart Probe

4.965 5.000 99,3 99,08 - 99,52

Xapakrnpiouog Twv QUGIOAOYIKWY TIWV ATTOKOTTHS

H @uaioloyikr TIuA aTToKOTIAG, 0 oXéon e Toug IxvnBETeg FISH, eival To péyioTto
TT0000TO  AIOAOYACIMWY PECOPACIKWV KUTTAPWY HE EIBIKO [N  QUOIOAOYIKO
TPOTUTTO  ONUATWY, OTO OToio €éva deiyya Bewpeital QUOIOAOYIKO yia TO
OUYKEKPIPEVO TTPATUTTO ONPATWV.

H @uaoioloyikn TIUA atrokoTrAg KaBopioTnke pE T Xprion SelyHATwY apvnTIKWVY YIa
TNV avadidragn TTou TTpoopileTal va avixvelel o IxvnBéTng kal Tn B avTioTpopn
ouvdptnon. Ma kd&Be Jeiypa, kataypdenkav Ta TPOTUTTG onudtwy 100
MECOQPAOIKWY TTUPAVWY atrd 800 avegdpTtnToug avaAutég, pe oUlvoAo 200 avd
Seiypa.

H migA ammokoTig TPoadiopioTNKE XpnoiuoTrolwvTag Tn B avaotpoen (BETAINV)
ouvaptnon oto MS Excel. YTToAoyioTnNKE WG TO TTOOOOTO HECOPATIKWY KUTTAPWV
TTOU €J€IEaV YeUdWG BETIKG TTPATUTIO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO OPIOo
€vOG PovOTTAEUpou dIBOTAPATOG €UTTIoTOOUVNG 95% TNG OIWVUUIKAG KATAVOUAG
@uaioAoyIKoU deiydaTog aaBevr).

Mivakag 3. XapakTnpioydg TwV QUAIOAOYIKWY TINWYV aTToKoTTAG Tou MLL (KMT2A)
Breakapart Probe

1K1Mpdo1Y | 1600 200 3 3,8

Ta epyacTrpia TTPETTEN va ETTIBERAIIVOUV TIG TIHEG ATTOKOTIAG XPNOIPOTTOIWVTAG TA
SIkG Toug dedopéva.”8

Avamrapaywyiuérnra
MpaypatotroiRénkav HEAETEG avaTIAPAYWYIMOTNTAG yia va KaBopioTouv Ta €§AG:

. AvaTtrapaywylpotnTa £VIOG NUEPAG o€ 3 KEVTPa (aTTd deiypata o€
deiypa)

. AvaTrapaywyluoTnTa JETAEU NUEPWY O 3 KEVTPa (aTTd NUéEPa O€
nuépa)

. AvaTrapaywyluoTnTa HETAEU KEVTPWY 0t 3 KEVTPA (OTTO KEVTPO O€
KEVTPO)

. AvaTrapaywylgoTnTa HETAEU TTOPTIOWYV O€ éva KEVTPO (1T TTapTida o€
TTapTida)

H avamapaywyipétnta UTTOAOYIOTNKE OTTO Tpia avegdpTnTa EPYAaTrpIa, Ta OTToia
e¢étaoav €€ Tuphotoinuéva deiypata (dUo apvnTikd yia TNV avadidragn, dUo
deiypata xapnAig BeTikdTNTaG, Ta omoia ATav 1 éwg 3 PopPEG TTAVW aTTd TNV TIYN
QTTOKOTIAG, Kal dUo évTova BeTIKd deiypaTta, Ta OTToia TTEPIEKAV TTEPICTOTEPO ATTO
45% «OTtTOpa  BeTik@  yia TV avadiatagn). H avdAuon  dievepynBnke
XPNOIMOTTOIWVTOG dUO €TTAVAAAWEIG Yia KGO deiypa KaTd Tn JIAPKEIR TIEVTE UNn
SIABOXIKWVY NUEPWIV.

Kar Ta Tpia kévipa dievipynoav dokiuég oUYKPIONG €VTOG TNG NUEPAG, WETALU
NUEPWV Kal JETAEU KEVTPWVY XPNOIYOTIOIWVTAG TNV idla TTapTida IXVNBETN, evw €va
atrd Ta KEVTPA JlEVAPYNOE Kal OOKIMEG avaTTapaywyluoTNTaG METALU TTapPTidwV
XPNOIMOTIOIWVTOG TPEIG SIAPOPETIKEG TTAPTIOES IXVNOETN. H avammapaywyigdtnta
UTTOAOYIOTNKE XPNOIYOTIOIWVTAG TN OCUPQWVia PeTagy Twv PETABANTWV TTOU
egeTAOTNKAV KATA TN SIAPKEIA KABE SOKIPAG.

Mivakag 4. Avatrapaywyiyotnta tou MLL (KMT2A) Breakapart Probe

- o .
EvT16G nuépag/petagu Zuppuvia 221/0 l:: Igv apviTikn 100%
nuepwV/LETago Zupewvia 95[’]/\( iT v éviova
KEVTPWV Ho 070 HE TNV 100%
BETIKA KaTnyopia
- o n
Zupewvia 221/;\;:)89?2\/ apvnTIKA 100%
Meray mapridwy Zupwvia 95% pe TV éviova
A . 100%
BETIKA KaTnyopia

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV aviXVeUEl TIG TTPOPBAETTOEVEG avadIaTAEEIS, N
KAIVIK  a1rédo0n  TTPpOCdIOPIOTNKE HE  TPEIG OVAOPOMIKEG MEAETEG  TTOU
TIpaypaToTroINOnKav o€ eEWTEPIKA KEVTPA e&éTaonG. O1 HEAETEG gixav oUVOUAOTIKO
uéyeBog deiypaTog TETpakooiwy oydovTa okTw (488) delypdtwy, pe deKaokTw (18)
BeTikd kal TeTpakoaia eRdopnvta (470) apvnTika deiypata oe OAa Ta kévipa. H
KatdoTaon BeTIKOTNTAG KABE deiyuaTog ETTIRERAILONKE UE TN XPrON EITE TUYKPITIKOU
IXVNOETN TOU EPTTOPIOU TTOU KUKAOPOPET OTNV ayopd aTré avTaywVIoTr) TTPOUNBeuTH,
0 oTroiog avixveUel TIG iBlEG aVWHAAIEG UE TOUG UTTO agloAdynon IXVNOETeEG, €iTe pe
aulykpion pe TN péBodo kapudTutrou G {Wwvwaong.

Ta amoteAéopaTa Twv SOKIMWY QUTWY avaAUBnKav TTPOKEINEVOU VA UTTOAOYIOTEI N
KAIVIKA) euaioBnaia, n KAIVIKA €181KOTNTA Kal To TToo00TO Weudwg BeTikwv (FPR)
TIMWV YIa Ta BETIKE OAPATA, XPNOIMOTIOIWVTAG PIa TTIPOCEyYIon piag didaTaong.

Mivakag 5. KAivikr) amédoon 1ou MLL (KMT2A) Breakapart Probe

KAIvIKR euaioBnaia (TrooooTé aknbwg BeTikwy, TPR) 99,93%
KAIvIkR €181kdTNTa (TTo000TO aAnBWG apvnTikwy, TNR) 99,97%
MooooT6 weudwg BeTikwv (FPR) = 1 — EidikéTnTal 0,03%

MNepiAnyn aoc@dAeiag kail KAIVIKAg arédoong (SSP)

H epiAnwn SSP Ba gival 81a0€a1un 010 KOIVO PECW TNG EUPWTTATKAG BACNG
Sedopévwy yia 10TpIkEG ouokeuég (Eudamed) 6trou ouvdéetal pe 1o Baoiké UDI-
DI.

Eudamed URL: https://ec.europa.eu/tools/eudamed
Baoiké UDI-DI: 50558449LPH013J8

Edv n Baon dedopévwyv Eudamed dev eival TAApwG Asitoupyikn, n repiAnyn SSP
Ba d1aTiBeTal OTO KOIVO KATOTTIV AITAPOTOG péow email otn dieubuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOpPiEg

MNa mp6aBeTeg TTANPOPOPIES, ETMIKOIVWVACTE YE TO TUAMA TeXVIKAG YTTOOTAPIENG
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéTotrog: www.ogt.com
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