A Sysmex Group Company

CytoCell

0Obdnyieg xprong (IFU)
KQA. ANA®.: CE-LPH 013-S / CE-LPH 013

MLL (KMT2A) Breakapart Probe

C€ [IvD

2797

AMOKAEIZTIKA A ENAITEAMATIKH XPHZH

ogt.com/IFU

Mrropeite va Bpeite TEpaAITEPW TTANPOPOpPiES KOl AAAEG YAWOOEG OTOV
1oTéTOTTO Ogt.com/IFU

Mpoopigouevn xprion

To CytoCell® MLL (KMT2A) Breakapart Probe gival pia TOIOTIKH, N
autopaTtoTroinuévn  e¢étaon  @Bopifovrog in  situ  uppidioyol  (FISH) Trou
XPNOIPOTIOIEITAI YIa TNV QAVIXVEUON XPWHOOWUIKWY avadiatdfewyv otnv TrepIoxn
11923.3 10U Xpwpoowuatog 11 o€ povipotroinuéva o€ didAupa Carnoy
(pEBavOAN/ogik6 ogU 3:1) KUTTAPIKG EVAIWPAMATA QINOTOAOYIKAG TTPOEAEUONG OTTO
aoBeveig pe emBeBaiwpévn i TBavoAoyouuevn ofgia puehoyevr Aeuxaipia (OMA),
puehoduoTTAaoTIKG oUvdpopa (MAZ) A ogeia AeppoPAaoTiki Acuxaipia (OAA).

Ev&eigeig xpong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EEETACEIG OE AvAYVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, 6TToU N yvwon Tng UTrapgng Tng avadidragng Tou MLL (KMT2A) 6a ntav
ONMAVTIKA yia TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To Tpoidv auTod £xel OXEDIAOTET yIa va avixXveuel avadiatdgelg pe onueia didotracng
aTnV TTEPIOXN TTOU SETUEUEI TOUG KOKKIVOUG Kal TIPACIVOUG KAWVOUG O€ auTd TO O€T
IXVNOETWV, n otroia TepiIAapBavel 1o yovidio MLL (KMT2A). Znyeia didomraong Tou
Bpiokovtal €kT6G TNG €v Adyw TeEPIOXAG N TTapaAAayég avadiaTdiewy TTou
TTEPIEXOVTAI £§ OAOKAPOU G€ QUTAV TNV TTEPIOXN UTTOPEN va pnv €ival avixveloliua
HE QUTO TO TTPOIOV.

AuTé TO TIPOIGV BEV TTPOOPICETAl YIa: XProN WG HEPOVWUEVN dlayvwoTIKA e¢éTaan,
OUVOJEUTIKA BIayVWOTIKA €§€TOON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKO
€Aeyxo Baoel TANBucpoU, e¢€TaON KOVTA OTOV a0BEVN i} auToegETaan.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1
yla oKOTToUG TTéPaV auTWY TTou KaBopiovTal aTnV TTPoopIOuEVn XPran.
MpoopideTal yia XPAoON WG CUPTTANPWHO 0€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal dev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EVEPYEI pOVO BATEI TOU
amrotreAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYMATOTTOIOUVTAl ATTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utoéywn dAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIaYVWOTIKEG TTANPOPOPIES.

To Tpoidv auTd TTPOOPIZETal POVO YIO EPYOOTNPIOKK ETTAYYEAUATIKR XPron.

H pn mpnon Tou TTpwTOKOAAOU €VOEXETAI va €TTNPEACEl TNV ATTOd00N Kal Vo
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

Apx£g Tng e§éTaong

O @Bopicwv in situ uBpidioudg (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ JETAQATIKG XPWHOTWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTroiei IxvnBéteg DNA
Tou uPBpidoTrololvTal 0€ OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPeUEl WG €va GNUAVTIKO CUUTTARPWUA OTNV KUTTOPOYEVETIKA
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
OnNMAvTiKG €peuvnTIKG €£PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KOl QINATOAOYIKWY
avOAUOEWY, KOBWG Kal XPWHOOWHIKWY aVAAUOEWY CUPTIOYWY Oykwv. MeTd Tn
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eival diabéoiyo yia avadidragn
o€ évav TTapéuola JETOUCIWPEVO, @BopifovTa onuacpévo 1xvnBEtn DNA, o otroiog
€xel oUNTTANPWHATIKA aAAnAouxia. Metd Tov uBPIBIOUG, YivETal OQaipEDn TOU UN

deopeupévou Kal pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTreikovion. XTn CGUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTr TNV atreikoVvIon Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvNBETn

To vyovidlo KMT2A (lysine methyltransferase 2A) otnv mepioxi 11g23.3
avadlaTtdooETal OUXVE O€ 0EeiEG AEUXAIMIEG, IBIAITEPT OTN VEOYVIKI AeUXaIyia Kal Tn
deuTepoTradn Aeuxaiyia, METG atrd Bepartreia ue avaoToAeig TNG ToTroicopepdaong Il
Tou DNA'.

To yovidio KMT2A éxel upnAr ogoloyia pe 1o yovidio trithorax Tng ApoGé@IAag Kai
KWOIKOTTOIEI I HEBUATPAVOPEPATN IOTOVWY, N OTTOIO AEITOUPYEI WG ETTIYEVETIKOG
puUBIOTAG TNG HeTaypang. O1 peTabéaeig Tou KMT2A TrpokaAoUyv TNV TTapaywyr
HIaG XIMQIPIKAG TTPWTEIVNG OTNV OTToIa TO APIVOTEAIKS TURHa Tou KMT2A ekppddeTal
o€ auvTnén pe To KaPPROgUTEAIKO TURHa Tou dAAoU yovidiou Tou {elyoug ouvTngng.
H Aeitoupyikr) TTpwTeivn €xel Kpiolpo poAo oTnv avamTugn Kal TNV aigoTroinan Tou
euppUOoU’234,

O1 avadiatd&elig Tou KMT2A ptropoUv va aviXVeuTouv oTo Trepitrou 80% veoyvwv
pe o&eia AeppoPAacTikr Aeuxaipia (OAA) kai o€ 5-10% TTaIdIATPIKWY Kal EVAAIKWYV
pop@wv OAA34. MTTOpoUV £TTIONG VA EVIOTIIOTOUV 0TO 60% TWV VEOYVIKWV OGEIDV
puehoyevwov  Aeuxaipiov (OMA) kai oto 3% Twv de novo kai 10 10% Twv
OXeTICOPEVWV We T Beparreia TepITTTOoEWY OMA evhAikwv3®. Ewg orjuepa, £xouv
EVTOTTIOTEl TTEPICOOTEPA ATTO 70 yovidia TTou CUMMETEXOUV pagi pe To MLL otn
ueTGBeon, peE TIG TIAéOov OuxvéG ueTaBéoelg va  eivar o MLL:IAFF1,
t(4;11)(921;923.3), MLL:MLLT4, t(6;11)(927;923.3), MLL:MLLT3, t(9;11)
(p22;923.3) kat MLL::MLLT1, $(11;19)(q23.3;p13.3)".

loTopikd, o1 avadiatdgelg Tou KMT2A otnv ofgia Aeuyaipia ouoxetifoviav e
duopevéaTepn €kBaon, aAAd TTPOo@aTEG PEAETEG €xouv Oeigel OTI n TTPOyvwaon
eCaptaTtal og yeyadAo Baduod atd 1o deUTePO Yyovidio TNG aUVTNENG Kal QUTO UTTOPET
va Slagépel ETAl TTaIdIV Kal evAiKwv'.

Mpodiaypa@ég 1XvnOeTWV

MLL, 11923.3, Kokkivog
MLL, 11923.3, MNpdaacivog

CMP-H036 v006.00

11923.3
CD3G MLL (KMT2A) PHLDB1
UBE4A
b=
SHGC-57446 D1153222  RH65355 SHGC-111513 D1151364

I
170kb 87kb
100kb

To mpoiév MLL amroteAeital amd évav 1xvnBétn 87kb, anuaouévo KOkkIvo, TTou
KOAUTITEI pia TTEPIOXT) TEAOEPIKG TOu yovidiou MLL (KMT2A), n otroia TrepIAauBAavel
Tov &eiktn SHGC-111513, kai évav TTPAaCIvo IXVNBETN TTou KOAUTITEI hIa TTEPIOXA
170kb kevrpopepikd Tou yovidiou MLL, n otroia kaAUTTel Ta yovidia CD3G kai
UBEA4A.

Mapexopeva UAIKA

Ixvn@érng: 50 pl ava @iahidio (5 egetdaeig) 100 pl avd @iaAidio (10 egeTdoEIg).
O1 1xvnbéteg Tapéxovrtal Trpoavapeplypévol oe didAupa uppidicpol (<65%
poppapidio, <20 mg Beikn de€Tpavn, <10% aAatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai gival €ToIgol TTPOG XPAON.

Avrixpwon: 150 pl avd @iaAidio (15 egeTdoelg).
H avrixpwon eivar DAPI Antifade ES (0,125 ug/ml DAPI (4,6-diapidivo-2-
@aIvuAIivooAn) oe Baaiopévo ae YAUKEPOAN H€oo oTePEWONG).

Mpo€15oTroIRoElg Kal TIPOPUAGEEI

1. Tain vitro dlayvwoTikn xprion. Moévo yia epyaoTnpiakn emmayyeAyariki xpAon.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POopUapidIio, To OTToio gival TEPATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTA@r PE TO Jéppa.
ATraiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na popdTe yAvTIa KAl EpYOOTNPIaKH TTOdIA.

3. AmaiTeital  TTPOOEKTIKOG  XeIpIopog Tou DAPL. Na @opdte ydvria kai
epyaoTnplakn modid.

4. Mnv 10 XpnolpoTroleital €dv Ta @IaAidia £xouv uTTooTel {nuId ) €dv n
QAKEPAIOTNTA TOU TTEPIEXOUEVOU TWV PIAAIBIWV EXEI ETTNPEACTET PE
OTTOIOVOATTIOTE TPOTTO.

5. Tnpeite Toug TOTTKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OOG O€
ouvduaoud pE TIG OUOTAOEIG Tou AgAtiou dedopévwyv ao@AAEIag yia va
KaBopioeTe TNV aoPaAr] amméppiyn autol Tou TTpoidvTog. Autd 1oXUEl ETTIoNG
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU €XOUV UTTOOTEI {nUId.

6. H améppiyn GAwv Twv XPNOIPOTIOINUEVWY avTIOPACTNPIWY Kal TUXOV AAAwV
HOAUCPEVWY aVAAWGCINWY UNIKWV TTPETTEN VA YiVETAI GUUQWVA PE TIG TTOPAKATW
Siadikaaoieg yia JoAuopaTIKG R v duvauel poAuopaTikd atméBAnTa. Kdbe

DS545/CE-el v003.00/2025-09-09 (HO36 v6)
Zehida 1 amd 5


https://ogt.com/IFU

€PYOAOTAPIO €ival UTTEUBUVO yIa TOV XEIPIOPO TWV OTEPEWV Kal UYPWV
atmmoBAATWY cUu@wva pe TN eUON Kail Tov Badud emMKIVOUVOTNTAG TOUG, KaBWwg
Kal yla Tnv emegepyaoia kar TNV amoppiwrn Toug ( Tnv avaBeon Tng
€TTECEPYATiOg KAl TNG OTOPPIYNAG TOUG OE TPITOUG) OUMPWVA HE TUuXOV
10X00VTEG KAVOVIOUOUG.

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

8. H pn mpnon Tou TEPIypa@ouEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
eVOEXETONI VO ETTNPEGOEl TNV aTTOd00N KOl VO O0BNYAOEl O WEUBWG
BETIKA/aPVNTIKG aTroTEAEOUATA.

9. O Ixvneétng dev Ba TIPETTEl va apalwWVETal i va avaplyvuetal ye GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn oTO OTAdIO TOU TIPWTOKOAAOU TIpIV OTTO TN
METOUCTWON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN KAl VO 08NYATEl O WYEUDWG
BeTIKA/OPVNTIKG aTToTEAEOUATA.

11. OAa TO TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPAON.

12. O1 e0wTePIKOi EAEYXOI TIPETTEI VA TTPAYUATOTTOIOUVTAI JE TN XPAGCN KUTTOPIKWY
TANBUOPWY TTou dev £X0oUV ETTNPEAOTE O€ deiypaTa e¢€TaNG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / ZTov kataywukTn: -25 °C éwg -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
ATro0rKeuon Kal XEIPIOPOG
-15°C  To kIt Ba TTpéTrel va atrobnkeveTal o Bepuokpaacia atod -25 °C
J/ £€wg Kal -15 °C o€ Katayuktn péXP! TNV nuepopnvia ARgng Tmou
-25°C avaypd@eTal TNV ETIKETA TOU KIT. Ta @IaAidia 1xvnBeTWV Kal
avTiXpwong TTPETTEl VO aTToBnKeUoVTal O€ GKOTEIVO XWPO.

\ |/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 10
~Na' S1dAupa uBpIdiopol Wugng/améyuéng TTou TTpayuaToTToloUVTal
/7 . aTo TTAQICIO TNG PUGCIOAOYIKAG XPONG (évag KUKAOG avTIOTOIXE
AI oTnv agaipeon Tou @iaAidiou atrd Tov KATaywUKTN Kal TNV €K VEOU
. TOTTOBETNON TOu O€ auTdV) - 5 KUKAOI yia To @iaAidio 50 pl (5
egeTdoeig) Tou 1xvnBETn FISH, 10 KUKAOI yia To @iaAidio 100 pl
(10 e€etdoeig) Tou 1xvnBETN FISH Kai 15 KUkAoI yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon 0To pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOQEUYETAI
6tmou gival Suvatdév. PUAGOOETE TA CUOTATIKA OTOV TTAPEXOUEVO TIEPIEKTN UE
TTpOCTACia aTTO TO PWG. Ta CUCTATIKA TTOU XPNOIJOTToIoUVTal KAl atrofnkedovTal
UTTG OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPE]
va Pnv €X0ouv TNV avauevouevn atrdédoon Kal YTTOPEi va ETTNPEACOUV ApvNTIKA Ta
arroTteAéopata Tng avaAuong. Mpétmel va kataBaAAeTal KGBe duvarr TTPOoTTEBeIx
woTe n ékBeon o€ PETABAANOPEVEG OUVONKEG QWTIOMOU KOl Beppokpaadiag va
TEPIOPICETal OTO EAAXIOTO.

E€omrAiopog kai UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpérel va xpnoiyotroigital BadBpovounuévog e€oTTAIcPOG:

1.  Ocgppn TAdKka (ue oTePEN TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaaiag
£€wg ka1 80 °C)

2. BaBuovounuéveg pIKPOTTITTETEG PETABANTOU Gykou Kal pUyxn, amd 1 pl €éwg
200 pl

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

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookdtio @BopiopoU (avaTpééTe oOTnV  €vOTNTO «XUOTOON Yid TO
MIKPOOKOTTIO @BopIoOU»)

6. MikpookdTmio avTiBeang pAacewv

7. KaBapd AaoTIKE, KepapIkd i BeppoavBekTikd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (] TIEXOUETPIKEG TaIViEG e duvaTdTNTa PETPNONG
Tiwv pH 6,5 — 8,0)

10. MepiékTng uypaaciog

11. ®akdg PIKPOOKOTTIOU POOPICHOU KATABUTIKOG O AGdI

12. PuyodKevTpOG TTAYKOU Epyaaiag

13. AVTIKEINEVOPOPOI PIKPOOKOTTIOU

14. KaAuTrTpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotpag 37 °C

17. K6Ma pe didAupa ehaoTikoU

18. MikTng TepIdivnong

19. AiaBaBuiguévol KUAIVEpoI

20. MayvnTikég avadeutipag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIkOG EEOTTAIOCHOG TTOU BEV TTAPEXETAI
1.  KutrapoyeveTikdg BaAapog EApavang

AvVTISpaOoTAPIN TTOU aTTaITOUVTAl OAAG SEV TTapéxovTal

AigAupa ahatolyou diaAlpaTog-KITpikoU vatpiou (SSC) 20x

AiBavoin 100%

Tween-20

Ydpo&eidio Tou vatpiou 1M (NaOH)

YdpoxAwpiké o&u 1M (HCI)

ATTiOVIOpEVO VEPO

ZUoTOON YIO TO HIKPOOKOTTIO pBopiouoU

Xpnaoiyotroieite  Adutra udpapyupou 100 watt i 10080vaun kai eTmiTedoOUG,
QATTOXPWHATIKOUG QVTIKEIPEVIKOUG QPAKOUG KATAJUTIKOUG ot AGSI pe peyéBuvon
60/63x 1 100x vyia BéATIoTn aTeikévion. Or  @Bopifouceg ouoieg  TTou

S0k wN =~

XPNOIPOTIOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBouv Kal Ba eKTTEUYOUV OTa
ak6AouBa prkn KUPATOG:

Mpdoivn 495 521

| KoKKIvn | 596 | 615 |

BeBaiwBeite 611 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOEi Ta KATAAANAQ  @iATpa
OI1€yEPONG KAl EKTTOPTTAG, T OTToia KAAUTITOUV Ta UAKN KUPOTOG TTOU avag@épovTal
Tapatdvw. Xpnoigotoiate @iktpo diEAeuong TpITTARG {wvng DAPI/mpdaoivou
@AaopaTog/KOKKIvou @daopaTtog A @iATpo diéAeuang dITTAAG Cwvng TTpAoivou
PAoPATOG/KOKKIVOU GATHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
KaI KOKKIVWYV (pBOPICOVTWY OUGIWV.

EAéyETe TO pIKPOOKATIO PBOPICHOU TIPIV ATTO TN XPON Yia va Jlac@aliceTe OTI
Aeitoupyei  owaoTd. XpnolgoTroiRoTe AAdI  €YBATITIONG TTOU  evdEikvuTal  YId
MIKpooKoTTia @BopIoPoU Kal €xel OXedIAOTEl yia XaunAd autéuato @BopIoud.
Amo@uyete Tnv avauign Tou DAPI antifade pe Aadi kataduong pikpookoTriou, SIOTI
KATI T€TOI0 B0 KaAUWEI Ta opata. TnpeiTe TIG CUCTACEIG TOU KOTAOKEUAOTH 6gov
agopd tn didpkela (WG TNG AGUTTOG Kal TNV NAIKIA Twv GIATPWV.

MpogTolpacia delypdTwv

To kit €xel oxedlOOTEl yia XPACN OE KUTTAPIKG EVAIWPNAPOTA QINATOAOYIKAG
TTpoéAeuang, povipotroinuéva oe didAupa Carnoy (ueBavoAn/ogikd ogu 3:1) amod
aoBeveig pe emPBeBaiwpévn A MOavohoyoUpevn ogeia pueAoyevr Aeuxaipia (OMA),
HueAoduoTTAOOTIKG oUvdpopa (MAZ) A ogeia AeppoBAaaTikr) Aeuxaipia (OAA), Ta
oTToia  €XOUV TIPOETOINOOTEI OUUQWVO PE TIG KATEUBUVTAPIEG odnyieg Tou
gpyaaoTnpiou i Tou 1d3pUparog. MpoeToipudaTe deiypaTa TTou €KOUV UTTOOTEI ERpavon
UE 0Epa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTOPOYEVETIKEG dladikaaoieg. To eyxelpidlo AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG VIO TN CUAAOYT, KOAANIEPYEIQ Kal PETaQOPA delyHATwy, Kabwg
KQl YO TNV TTPOETOIUATIA TWV QVTIKEIMEVOPOPWY TTAAKWVS.

MposgToipacia SiaAupdTwyY

AiaAduara ail@avoAng

ApaioTte aiBavoin 100% pe atmoviopévo vepd pe BAon Tig akdAouBeg avahoyieg
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
AmobnkeuoTe Ta dlaAvpata yia €wg kal 6 priveg o€ Bepuokpacia dwuaTiou o€
QEPOOTEYR TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn aTmoviopévou vePoU Kal avauigTe
KaAd. EAEyETe TNV TIun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TTEPITITWON. AToOnKeUoTe TO OIdAUpa yia €wg kol 4 eBdouddeg ot
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC pe 49 pépn atmioviouévou vepoU Kal AVOUIgTE
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEpiTITwon. Amobnkeuote 1o OdIdAuha yia €wg kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou o€ AEPOTTEY TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pépog diaAuparog 20xSSC pe 9 pépn atmoviopévou 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 tepimTwon. AoBnkedoTe To diGAupa
yia €éwg Kal 4 eBOouadeg o€ BEpPOKPATia dWPATIOU OE OEPOTTEYN TTEPIEKTN.

NpwtékoAlo FISH
(Znpeiwon: BeBaiwbeite 6T n €kBean TOU IXVNOETN KaI TNG QVTiXPWONG OTA GWTA
TOU EPYOCTNPIOU €ival TIAVTA TTEPIOPITHEVN).

lMpocroipyacia avriKeIuEVopopou

1. Tomobetote pia KNAIda amd TO KUTTOPIKO Oeiyda O pia yudAivn
QVTIKEIHEVOPOPO HIKPOOKOTTiOU. APRaTeE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIMOTTOIEITAI KUTTOPOYEVETIKOG BdAapog Enpavong: O BAAapog TTPETTEl
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
AMwn KuTTapikoU deiypatog. Edv dev utr@pyel SIaBECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNOIPOTTIOINCTE évav atraywyd wg VAAAOKTIKA).

2. BubioTe TNV avTikeiyevo@opo o€ didhupa 2xSSC yia 2 AeTTTd o€ Bepuokpaaia
dwpaTiou Xwpig avakivnon.

3. AgudatwoTe ot BIaPopeTIKG TToocooTd aibavoAng (70%, 85% kai 100%),
B10d0XIKd, TO KaBEva yia 2 AeTITd o€ Beppokpaaia dwHaATiou.

4. A@NOTE TN va OTEYVWOEL.

Ipiv amé tn perouvoiwon
A@aipéaTe TOV IXVNBETN aTTd TOV KATAWUKTN Kal aproTe Tov va BepuavOei oe
Beppokpaaia dwpaTiou. EKTEAéOTE GUVTOUN PUYOKEVTPION TIPIV OTTO TN XPHON.

6. BeBaiwBeite 011 TO diGAUpa 1IXVNOETN €xEl avapixOei opoIdUop@a PE TN Xpron
TITTETOG.

7.  AgaipéaTte 10 pl 1xvnBETN yia KABE €CETAON Kal HETAPEPETE Ta O€ £vav CWARva
MIKPOQUYOKEVTPIONG. TOTTOBETAGTE ypriyopa Tov UTTOAOITTO IXvNBETn OTOV
KaTayukTn.

8. TomoBeToTE TOV IXVNOETN KAl TNV AVTIKEINEVOPOPO OeiyuaTog o€ pia Beppn
TAdKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia TpoBépuavan.

9. TomoBetAaTe 10 pl piyyartog ixvnBETN GTO KUTTAPIKG PiYHO KOI EQAPUOOTE pIa
KOAUTTTPIOO TTPOCEKTIKA. ZPpayioTe Pe KOAQ pe SIGAUPa EAAOTIKOU KOl AQAOTE
TN VO OTEYVWOEI EVTEAWG.
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Merouoiwon
10. MeTtouoiwoTe 1O Beiypa Kal Tov IXvnBETn TauTOXpOova Beppaivovtag Tnv
QVTIKEINEVOPOPO o€ pia Beppn TTAdka oToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1diouég
11. ToTrOBETACTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/- 1 °C) yia pia oA6kAnpn vixTa.

TAUoeig perd Tov uBpISIOUS

12. Agaipéote 10 DAPI amd TOV KOTOWUKTN Kal a@AoTe TO va Bepupavlei o€
Beppokpacia dwuariou.

13. A@aipéoTe TNV KOAUTITPISA Kal OAQ Ta UTTOAEIPATA KOAAAG TTPOCEKTIKG.

14. BubioTe TNV avTikelnevopopo o€ didAupa 0,4xSSC (pH 7,0) oe Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTITdl Xwpig avakivnaon.

15. AmooTpayyioTe TNV avTikeipevoedpo kail BubioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTTTa Xwpig
avakivnon.

16. ATmrooTpayyioTe TNV avTIKEINEVOPOPO Kal ToTToBeToTe 10 ul DAPI antifade o€
KGOe deiyua.

17. KaAOyrte Tn pe pia KaAuTITPida, a@aipéaTe TUXOV uoaAideg kal TrepipéveTe 10
AETITG péXPI Va avaTITUXBEi TO XpWHO OTO OKOTADI.

18. MapartnprioTe o€ PIKPOOoKOTIO GBoPITHOU (avaTpégTe oTnVv evoTnTa ZUOTACN
YId TO HIKPOGKOTTIO (pBopPIGHOU).

ZuoTdoeig yia Tn diadikaoia

1. H Oépuavon n wpigavon Twv QVTIKEINEVOPOPWVY UTTOPE va UEIWOEI TOV
POOPIOPO TWV CNUATWV.

2. O1 ouvBnrkeg UBPIBICPOU WTTOPEI VO ETTNPEACTOUV BUOHEVWG OTTO Th XPAON
avTIdpacTNPiwy TIEPAv EKEIVWY TTOU TTApPEXOVTAl 1} OUOTAVOVTIQI aTmd Tn
Cytocell Ltd.

3. Xpnowgotroiote  éva  Babuovounuévo BepUOMPETPO  yio TR PETPNON
BeppoKkpacIwV dIGAUPATWY, UBATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Beppokpacieg eival Kpiolung onuaciag yia tn BEATIOTN amédoon Tou
TIPOIGVTOG.

4. O1 OUYKEVTPWOEIG, ol TINEG pH Kal o1 Bepuokpaacieg TTAUONG gival GNUAVTIKEG,
KaBWG oI oUVBNKEG XOUNARG auaTNPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €101k d€opeucn Tou IXvnBETN Kal Ol Ouvenkeg UTTEPBOAIKG UWNAARG
auUOTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAEGUA TNV ATTWAEIO OAPATOG.

5. HaTteAAg peTouoiwan PTTopEi va £XEl WG ATTOTEAETUA TNV ATTWAEIQ GAUATOG KAl
n uTEPBOAIKA PETOUGTWAON UTTOPET ETTIONG Va £XEl WG aTTOTEAETUA TN YN €IDIKN
déopeuan.

6. O utrepPBOAIKOG uBPIdIoNGG pTTOPEl va 0dnynoel o€ TIPOOBETA R pn
avauevOPEVa orpaTa.

7. O1xpnoTeg Ba TpETTel va BEATIOTOTTOIOUV TO TIPWTOKOAAO Yyia Ta deiydaTd Toug
TIPIV a1Té TN XPAON TNG €€£TAONG Yia diayvwaoTIKOUG OKOTToUG.

8. TuxOv UTTOREATIOTEG OUVOAKEG UTTOPET VA £XOUV WG OTTOTEAEOHO Un EIBIKN
O£0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAPA IXVNOETN.

Epunveia Twv armoreAeopdTwv

EKTiunon moiétnTag avrikeiuevopopwyv mAakwv

H avTikelpevo@opog dev Ba TTPETTEI va avaAUeTal EAV:

e Ta onuata eivar TTOAU aoBevr) yia va Tpaypatorroindei avdAuon oe
yegovwpéva @iATpa. Ma va TTpoxwpnoete Ye TNV avaiuon, Ta orpata Ba
TIPETTEN Va €ival QTEIVA, IaKPITA Kal EUKOAa agloAoyAoipa

e YTmapxel peyGAog apiBudg  ouoTadOTTOINUEVWV/OAANACETTIKAAUTITOUEVWV
KUTTAPWV TToU UTTOdigouv TNV avaAuon

e >50% Twv KUTTApwWV dev £xouv uBpidoTToinBei

e YTapxel Tepiooeia @OOPICOVTWY CWHATIOIWY MPETAEU Twv KUTTApWY A/Kal
@Bopiouca axAry Tou TIpokoAei TTapePBoAég oTa orjuarta. 1davikd, TO
uTTéBaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PAiVETAI OKOTEIVO A paUpo Kal
kaBapod

e Ta 6pia Tou KUTTaPIKOU TTupriva dev gival dlakpitd kail dev ival dBIKTa

KareuBuvrripieg odnyieg yia tnv avaAuvon

e KaBe deiypa Ba mpETTel va avaAUeTal Kal va epunvedeTal aTrd dU0 avaAUTEG.
Tuxdév acupwvieg Ba TPETTEl va emmAUOVTOI PEOW EKTIUNONG atd TPITO
avaAuTh

o KdBe avalutrg Ba TpéTrel va eival KATAANAG e§€IdIKEUPEVOG CUPPWVA pE Ta
aAvVaYVWPIoTPEVA €BVIKG TTPOTUTTO

e KaBe avaAutng Ba pétrel va BaBuoAoyei pepovwpéva 100 TTupriveg yia kaBe
deiypa. O TpwTog avaAutig Ba TpéTrel va gekivd tnv avdAuon otmd Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU Kal 0 DEUTEPOG AVAAUTAG aTrd Tn de€id
TTAEUPA

o KdBe avaAutig Ba TTPETTEl va TEKUNPIWVEI TA ATTOTEAEOUATA TOU O€ XWPIOTA
EvTuTIa

e AvoAUete pbévo  AOIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOUEVOUG N
OUCOWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TTou  KOAUTITovTal  OTTd
KUTTAPOTTAQOUOTIKA UTTOAEiPaTa ) uwnAé emriredo autogBopiouou

o AmoQelyeTE TIEPIOXEG PE TTEPIOOEIN KUTTAPOTTAACGUATIKWV UTTOAEINMATWY 1 PN
€101k UBPIBIoUS

e H évraon Twv onudTwy PTTOPEI va TTOIKIAAEL, AKOPQ KAl TNV TTEPITITWON EVOG
MOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOILOTIOIEITE Jova QiATpa fi/kal va
puBuieTe TO £OTIOKO £TTITTESO

e Y& UTTOREATIOTEG OUVONKEG, Ta OAPATA PTTOPET va @aivovTal didxuta. Edv duo
orfjuaTa Tou idIou XpwuaTog BpickovTal o€ £Ta®n HETAgl Toug, ) n améoTaon
JETAEU TOug dev gival peyaAuTepn atmd dUO TTAATN OAPATOG, I CUVOEOVTal PE
£va axvo VAUQ, PETPROTE TA WG €Va ONua

e  Katd Tnv avaAuon dixpwHwy IXvnBeTwy SiIdoTraong, av utrdpxel didoTnua
METAEU TOU KOKKIVOU KAl TOU TTPACIVOU OAPATOG TTou eV uTrepPaivel Ta TTAGTN
2 onudtwv, TIPOOMPETPACOTE WG OAuUa Tou Oev  QVTIOTOIXEl O€
avadiaragn/ouvingn

o Edv éxeTe ap@IBoAieg yia To €Gv €va KUTTApO PTTOPE va avaAubei i OxI, unv
TIPOXWPAOTETE OTNV avAAUCH Tou

Mnv TTPOCUETPATE - OI
TTUPAVEG gival uTTEPBOAIKA
KOVTA 0 €vag aTov aAAov yia
TOV KaBOoPIoUO Opiwv

Mn TTpooueTpdre
AAANAOKAAUTITOPEVOUG
TTUPAVEG - Oev gival opaTh
0AOKANPEN N éKTOON KOl TWV
800 TTuprvwy

MpoapeTpnoate wg duo
uBpIBIKG orara - To diIdoTnUa
METAgU TOU KOKKIVOU KAl TOU
TTPdacIvou GriuaTog givai
MIKPOTEPO aTTO TA TTAAGTN dUO
onuarwv

MpooueTprioarte wg dUo
UBPIBIKA orjuaTa - To éva
UBPIBIKO arjua gival dIGXUTO

38
o
0
0

Avapevopeva atroteAéopata
AvauevOUEVO QUOIOAOYIKO TIPOTUTIO GNUATWY

2¢& éva pualoloyiKoS KUTTOPO, avapévovTal dUo uBpIdika arjpaTa KOKKIVOU/TTPAcivou
2Y).

AvauevouEVo un @UAIOAOYIKO TTPOTUTIO ONUATWY

e éva KUTTapo e 1goppottnuévn avadiatagn MLL (KMT2A), 10 avauevouevo
TPOTUTTO OnNUATwy Ba eival éva KOKKIVO, €va TTPACIVO Kal €va KOKKIVO/TTPACIvo
uBpIdIkS orjpa (1Y1K1Mpdo).

MropoUv va TmpokUWouv kal GAAa TTPOTUTTA ONPATWY O€  aveuTTAOEIdA/UN
I00ppoTTNUéva deiyuaTa.

F'vwoTég oxeTikég aAAnAemdpadoeig / MapepBarlAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIBPACEIG / TTapeUBAAOPEVESG OUTIEG.

F'vwoTh S100TaUPOUMEVN AVTISPACTIKOTNTA
Agv uTTdpyel yvwoTr dlaoTaupouyevn avTidpaacTiKOTNTA.

Ava@opd coBapwv oUUBAVTWYV

MNa aoBeveig/xpnoTeg/tpita pépn otnv Eupwtaiki ‘Evwon kol og xwpeg pe
TTAVOPOIOTUTTO  puUBMIOTIKG  KaBeoTwg (Kavovioudg (EE) 2017/746 yia Ta
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNoiPoTToloUvTal yia didyvwan In vitro). Eav katd
™ Xpron autoU TOU TTPOIOVTOG N WG ATTOTEAEOUA TNG XPAONG TOU TTPOKANBEI
ooBapo cUPBAV, AVOPEPETE TO OTOV KATAOKEUAOTH| KOI OTIG EBVIKEG APUODIEG APXEG.
MNa coBapd cupBavTa o€ GANEG XWPES, AVAPEPETE TA GUPBAVTA OTOV KATOOKEUOOTH
Kal, €av 10XUEl, OTIG EBVIKEG APUODIEG APXEG.

ZToIxeia ETMIKOIVWVIAg KOTAOKEUAOTH yia Bépata £TaypUTIVNONG:
vigilance@ogt.com

MNa TG €Bvikég appddieg apxég otnv EE, umopeite va Bpeite Tov katdAoyo pe Ta
OTOIXEIO ETTIKOIVWVIAG yia BEpaTa eTaypUTIVnongG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en
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EI181kd XapakTnpIoTIKA atrédoong

AvaAurikn eiikérnra

H avaAuTiki €1I81KOTNTA €ival TO TTOOOOTO TWV ONUATWY TToU UBPISOTTOI0UVTAI HOVO
oTn owaoTh Béon Kal o€ Kayia GAAN Béon. H avaAuTikh €1I8IKOTNTa KOBOPIoTNKE PE
TNV avaAuon cuvoAikd 200 Béoewv-0TOXwWYV. AVOAUBNKaV 2 XpWHOOWHIKEG BECEIG
o€ KGO éva amo Ta 20 yeTaaoikd kUTTapa atmd 5 deiyyara, divovrag 200 onpeia
dedopévwy. H avaAuTikn £181KOTNTA UTTOAOYIOTNKE WG 0 apIBuog Twv onudTtwy FISH
TT0U UBPIdOTTOINBNKAV OTN CWOTH B0 dIAIPEPEVOG PE TOV OUVOAIKO apIBuS Twv
uBpidoTroiNuévwy onuatwy FISH.

H avaAuTikf €181k6TNTa KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onuaTwV FISH PETOPAOIKWY XPWHOOWPATWY TToU UBPIDOTTOINBNKAV OTN CWoTH
Béon dlaIpePévog PE TOV OUVOAIKG apIBud uBpidotroinuévwy onudtwy FISH
HETAPATIKWY XPWHOOWUATWY. To atroTéAeopa autd TTOAATTAQCIGOTNKE pE To 100
KOl EKPPACTNKE WG TTOCOOTO PE BIGOTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTtikn e181kétnTa Tou MLL (KMT2A) Breakapart Probe

MLL
Distal, 11923.3 200 200 100 98,12 - 100
KoKkIvog

MLL
Proximal, 11923.3 200 200 100 98,12 - 100
Mpdoivog

AvaAurtiki evaioénaoia

H avoAutiky euaioBnaia eival To TT0000TS TWV OEIOAOYACINWY HECOPATIKWV
KUTTAPWV UE TO OVOPEVOUEVO TIPOTUTTO QUOIOAOYIKWY ONUATWY. AvaAUBnkav kar’
ehdxioTov 200 peco@AOIKG KUTTAPA yia KGBe éva amd 25 povipoTtroinuéva o€
SigAupa Carnoy KUTTOPIKG €VOIWPAMATA PJUEAOU TWV OCTWV TTou Bewpolvriav
KOPUOTUTTIK&  @uolohoyikd. ZuveTtwg, BabuoAoyrBnkav kot eAdyiotov 5.000
TIUPAVEG yia KaBe €idog deiypatog. Ta dedoyéva yia Tnv euaiobnoia avaAubnkav
Bdoel Tou TTOOOOTOU KUTTAPWY TTOU €D€IEOV QUOIOAOYIKO QVAPEVOUEVO TIPOTUTIO
ONUATWY Kal EKPPACTNKAV WG TTOCOOTO He BIAOTNUA EuTTIoTOOUVNG 95%.

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

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

XapakTnpiouog Twv QUTIOAOYIKWY TIWV ATTOKOTTHS

H @ualoAoyikn TIur aTToKoTIAG, 0 ax£on e Toug IxvnBEéTeg FISH, eival To péyioto
TT0000TO  AIOAOYACIMWY PECOPACIKWV KUTTAPWY HE EIBIKO [N  QUOIOAOYIKO
TPOTUTTO  ONUATWY, OTO OToio €éva deiyya Bewpeital QUOIOAOYIKO yia TO
OUYKEKPIPEVO TTPATUTTO ONPGTWV.

H @uaioAoyikr| Tiur) aTToKoTIAG KaBopioTnke Pe TN XpAon SelyHATWY apvnTIKWYV Y
TNV avadidragn TTou TTpoopileTal va avixvelel o IxvnBéTng kal Tn B avrioTpopn
ouvaptnon. Ma kd&Be Oeiypa, kataypdenkav Ta TPOTUTTG onudtwv 100
MECOQPAOIKWY TTUPAVWY atmd dUo avegdptnToug avaAutég, pe olvoAo 200 avd
Seiypa.

H TIuf aTmokoTrAg TTPoadIopioTNKE XPNOIUOTIOIVTAG TN B avdaTtpopn (BETAINV)
ouvaptnon oto MS Excel. YTTOAOyiOTNKE WG TO TTOOCOOTO PHECOPATIKWY KUTTEAPWV
TToU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO 6PIo
€vOG pPovoTTAeupou dIaOTAPATOG €UTTIOTOOUVNG 95% TNG SIWVUIKAG KATAVOUAG
@uaoloAoyikoU deiypaTog acBevn.

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

1K1Mpdo1Y | 1600 200 3 3,8

Ta epyacTipia TTPETTEI VA ETTIRERAIWVOUV TIG TIUEG OTTOKOTTAG XPNCIPOTIOIWVTAG TA
SIkd Toug Sedopéva.”?

Avamapaywyiuornra
Mpaypatotroiénkav PeAETEG avaTTapaywyinéTNTaG VI va kaBopioTolv Ta eEAG:

. AvaTtrapaywylpotnta £vidg nuépag o 3 kévrpa (atmo deiypata o€

Seiypa)

. AvaTropaywyIiuoTnTa METAEU NUEPWY O€ 3 KEVTPa (aTTd NUéEPa O€
nuépa)

. AvaTropaywyIuoTNTa HETAEU KEVTPWY O€ 3 KEVTPA (OTTO KEVTPO O€
KEVTPO)

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

H avamapaywyipétnta UTTOAOYIOTNKE OTTO Tpia avegdpTnTa pyacTrpia, Ta oTroia
eétaoav €€ Tuphomoinuéva deiypata (dUo apvnTikd yia TNV avadidragn, dUo
deiypata xapnAng BeTikdTNTAG, Ta oTroia ATAV 1 éwg 3 POPEG TTAVW ATTO TNV TIWN
QTTOKOTIAG, Kal dUo évTova BeTiKd deiypaTta, Ta oTToia TIEPIEXAV TIEPICOOTEPO ATIO
45% «OTtTOpa  BeTik@  yia TV avadiatagn). H avdAuon  dievepynBnke
XPNOIMOTTOIWVTOG dUO €TTAVAAAWEIG Yia KGO deiypa KaTd Tn JIAPKEIR TIEVTE UNn
SIABOXIKWY NUEPWIV.

Kar Ta Tpia kévipa dievipynoav dokiuég OUYKPIONG €VTOG TNG NUEPAG, WETAEU
NUEPWV Kal JETAEU KEVTPWVY XPNOIUOTIOIVTAG TNV idla TrapTida 1IXVNBETN, evw €va
atrd Ta KEVTPA dIEVAPYNOE Kal OOKIMEG avaATTaPAYwYIHOTNTAG METALU TTaPTIdwWV
XPNOIMOTIOIWVTOG TPEIG SIAPOPETIKEG TTAPTIOES IXVvNOETN. H avatrapaywyipdtnta
UTTOAOYIOTNKE XPNOIPOTIOIWVTAG TN OUp@wvia PETal Twv PETABANTWV TTOU
e€eTdOTNKAV KATA TN BIAPKEIQ KABE SOKIPAG.

Mivakag 4. Avatrapaywyiyotnta tou MLL (KMT2A) Breakapart Probe

. 0, 9
— Jupgwvia 221/0 |:)s ?gv apvnTikA 100%
NHEPWV/PETAgD SupQwvia 95[’]/1( ui v éviova
KEVTPWV A i 100%
BETIKA KaTnyopia
Tupwvia 90% e TNV apvnTikA 100%
] ) KaTnyopia
MeTagu TapTidwyv Supwvia 95% pe TNV éviova 100%
BETIKA KaTnyopia

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV aviXVeUEl TIG TTPOPBAETTOEVEG avadIaTagelg, n
KAIVIKF  a1rédo0n  TTPOCdIOPIOTNKE HE  TPEIG OVAOPOMIKEG MEAETEG  TTOU
TIpaypaToTroINOnKav o€ eEWTEPIKA KEVTPA e&éTaong. Or HEAETEG gixav oUVOUAOTIKO
uéyeBog deiypaTog TETPaKooiwy oydovTa okTw (488) delyudTwy, pe SEKAOKTW (18)
BeTIkd kal TeTpakoaia gRdopnvTta (470) apvnTikd deiypota oe 6Aa Ta kévipa. H
KatdoTaon BeTIkOTNTAG KABE SeiypaTog eTIRERAIWONKE PE TN XPAON EITE CUYKPITIKOU
IXVNOETN TOU EPTTOPIOU TTOU KUKAOPOPET OTNV ayopd aTré avTaywVvIoTr TTPounBeuTH,
0 oTT0i0g avIXVeUel TIG iBlEG aVWHAAIEG JE TOUG UTTO agloAdyNnan IXVNBETEG, €iTe pe
auykpion pe TN péBodo kapudTuTrou G JWvwong.

Ta atmroTeAéopaTa TWV SOKIPWY AUTWVY avaAUBNKav TTPOKEINEVOU va UTTOAOYIOTEN N
KAIVIKA euaioBnaia, n KAIVIKA €181KOTNTA Kal To TToo00TO Weudwg BeTikwv (FPR)
TIMWV YIa Ta BETIKA OAPATA, XPNOIPOTIOIWVTAG MIa TTIPOCEyyIon Wiag didaTaong.

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

KAIvikA euaioBnaia (TTooooTé aAnBwg BeTikwy, TPR) 99,93%
KAIvIkR €181kdTNTa (TTo000TO aAnBWG apvnTikwy, TNR) 99,97%
MooooTé weudwg BeTikwv (FPR) = 1 — EidikéTnTal 0,03%

MNepiAnyn aoc@dAeiag kai KAIVIKAg aTrédoong (SSP)

H epiAnwn SSP Ba eival 81a8€a1un 010 KOIVO PECW TNG EUPWTTAIKAG 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 dedopévwy Eudamed dev eival TAApwG Asitoupyikn, n repiAnyn SSP
Ba d1aTiBeTal OTO KOIVO KATOTTIV AITANOTOG péCw 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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