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Mpoopifépevn xpfion

To CytoCell® P53 (TP53)/ATM Combination Deletion Probe givai pia To1oTike, un
autopatoTroinuévn, €&€taon  @Bopifovtog in situ  uBpidiopol  (FISH) TTou
XPNOIPOTIOIEITAI VIO TNV QVIXVEUON XPWHOOWHIKWY EAAEIPEWY OTNV TTEPIOXA
11922.3 TOU Xpwpoowpatog 11 kar 17p13 TOU Xpwpoowuartog 17 o€
govipotroinuéva o€ didAupa  Carnoy (ueBavoAn/ogikd ofu  3:1) KutTapikd
EVAIWPAMATA  QIYATOAOYIKNAG TTpoéAeuong amd aobeveic pe empBefaiwpévn n
TmBavoAoyoUupuevn xpdvia Aep@okuTTapiki Acuxaipia (XAA).

Ev&eigeig xpiong

H ouokeuny autr éxel oxedlOOTel WG CUPTTANPWHATIKA Ot GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG E£EETAOCEIG OE avayvwpIoPEVA POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povTidag, 6TToU n yvwaon TG UTTapgng NG KAtaoTaong EAAEIYNG OTIG TIEPIOXEG
P53 (TP53) n ATM Ba ATav GNUAVTIKN YIa TNV KAIVIKA) QVTIUETWTTION.

MNepropiopoi

H ouokeul authl €xel oxedlooTel yia va avixveUel YOVIOIWHOTIKEG OTTWAEIEG
HEYaAUTEPNG EKTAONG OTTO AUTH TTOU KAAUTITETAI ATTO TOUG KOKKIVOUG KaI TIPACIVOUG
KAWVOUG OTO TTapOV OET IXVNOETWY, n otroia TepIAapBaver Tig epioxég TP53 kai
ATM. O1 yoVISIWHOTIKEG OTTWAEIEG EKTOG TNG TTEPIOXNG AUTAG 1 Of HEPIKEG ATTWAEIEG
TNV TIEPIOXA AUTH PTTOPEI va PNV €ival avixveUoIUEG PE auTd TO TTPOIOV.

H ouokeur autfj 8ev TTpoopideTal yia: XprAon wg HePovwévn SlayvwoTiKA eEétaon,
OUVOJEUTIKA BIOYVWOTIKA €EETAOT, TTPOYEVVNTIKOG EAEYXOG, TTPOCUUTITWHATIKOG
€Aeyxog Baoel TAnBuapoU, e§€Taon kovTd aTov aaBevn ) autoegéTaan.

To Tpoidv autd dev €xel ETTIKUPWOET yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla oKOTToUG TTéPaV auTWY TTou KaBopiovTal aTnV TTPoopIOuEVn XPran.
MpoopileTal yia Xpon wg GUPTTARPwWHO Ot GAAEG dIaYVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal Oev Ba TTPETTEI va EEKIVAEI Kapia BEPATTEUTIKN EVEPYEI pOVO BATEI TOU
amrotreAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYUATOTTOIOUVTAI aTrd KOTAAANAG €EEIDIKEUPEVO TTPOCWTTIKG, CUMPWVA HE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapfdavovTal utréywn dAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIaYVWOTIKEG TTANPOPOPIES.

To TTPoidv auTé TTPOOPIZETAI ATTOKAEICTIKA YIO EPYACTNPIOKNA ETTAYYEAUOTIKA XPron.
H pn mpnon Tou TTpwTOKOAAOU €VOEXETAI va €TTNPEACEl TNV ATTOd00N Kal Vo
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBpPIdIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAPAOIKE XPWHOOWHATA ) O HECOPAOCIKOUG TTUPAVES ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H TexviKr xpnoipotroiei ixvnoéteg DNA
Tou uBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA ) MEUOVWUEVEG HOVODIKESG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
onMavTiKG epeuvnTIKG €PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KAl QIMATOAOYIKWV
avaAloewy, KaBWG Kal XPWHOCWHIKWY avoAloEwy Guutraywy oykwv. Metd
govipotroinon kai Tn petouciwaon, To DNA-a1éxog eivar diabéoiyo yia avadidragn
ae évav TTapopola HeETouaIwPévo, eBopidovta anpacpévo 1xvneétn DNA, o otroiog
€xel oUNTTANPWHATIKA aAAnAouxia. Metd Tov UBPIBIOWOS, YivVETAl aQAipEDN TOU WN
deapeupévou Kal hn €1dIKG deapeupévou 1xvnBETn DNA kai To DNA utroBdAAeTal o€

avTiXpwaon yia aTreikovion. XTn CGUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTh TNV ATTEIKOVION Tou URPISOTTOINUEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To oykokaTaoTaATIKO yovidio TP53 (tumor protein p53) atnv Trepioxr) 17p13 kai To
yovidio Tng kivéiong pwreiviov ATM (ATM serine/threonine kinase) aTnv Tepioxn
11922.3 ammavTwvTal ouxva o€ EAAEIYN O TTEPITITWOEIG XPOVIOG AEPUPOKUTTAPIKAG
Aeuxaipiag (XAA). To yovidio TP53 eivar éva amd Ta TIAéOV ONUOVTIKG
OYKOKOTOOTOATIKG yovidla. Apa wgG I0XUPOG UETAYPAPIKOG TTAPAYOVTOG HE
BgpeAIIdN pOAo oTn SlatPNoN TNG YEVETIKAG 0TaBepdTnTag’. H amwAsia Tou TP53
ava@épeTal 1o 5-10% Twv acBevwv pe XAA kal atroTeAei SUTHEVH TTPOYVWOTIKO
Blodeiktn TTOU TTPOPRAETTEI TNV QVBEKTIKOTNTA OTn XNnueloBepatreia®®4. H ATM
QaTToTEAEl ONUAVTIKG YOVidIo OnuUEiwy €AEyXOU OTNV QVTIUETWTTION KUTTOPIKWY
BAaBwVS. H ammwAeia Tng ATM avagépetal a1o 10-20% Twv aoBevwv pe XAAZ, O
eMeipeig Twv 11q kai 17p gival 800 aTrd TIG MO CUXVEG XPWHOOWHMIKEG AVWHOAIEG
otn XAA- n del(11q) agaipei Tnv ATM, evw n del(17p) odnyei o amwAeia Tou
TP53%.

Mpodiaypa@ég 1XvnOeTwV
P53, 17p13, Kokkivog
ATM, 11922.3, MNpdaivog
CMP-H040 V005.00
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CMP-HO41 v005.00

114223

AT ATM

D1153347 D1152179

182kb
100kb

To pépog Tou O€T TTOU agopd oto P53 amoteAeital ammd évav ixvnBErn 161 kb,
ONUACPEVO KOKKIVO, TTOU KOAUTITEl OAGKANpo 1O yovidio P53 (TP53) kai Tig
ekaTépwBOev auToU TTEPIOXEG. TO YEPOG TOUu OET TTou apopd oto ATM aTtroTeAeital
até évav 1xvneéTtn 182 kb, onpacpévo TTpdaoivo, TTou KAAUTITEI TO TEAOPEPIKO AKPO
Tou yovidiou NPAT kail To KEVTPOUEPIKS GKPO Tou yovidiou ATM Trépav Tou deikTn
D11S3347.

Mapexopeva UAIKA

Ixvn6érng: 50 uL ava giaAidio (5 &etdoeig) ) 100 pL avd @iaAidio (10 egeTaoelg)
O1 1xvnBéteg TTapéxovial TTpoavapepiypévol o€ SidAupa uBpidiopol  [<65%
@oppapidio, <20 mg Beikn de§Tpavn, <10% alatouxo SIGAUNA-KITPIKG VATPIO 20X
(SSC)] kai gival éToIoI TTPOG XPARON.

Avrixpwon: 150 pL ava @iaidio (15 egeTdoeig)
H avrixpwon eivai DAPI Antifade ES [0,125 pg/mL DAPI (4,6-diapidivo-2-
@aIvUAIVOOAn) o€ Baaiopévo ae YAukepOAn péoo oTepéwang].

Mpo€13oTroIRoEIg Kal TIPOPUAASEIG

1. Tain vitro SiayvwoTikr Xprion. ATTOKAEIOTIKA yia EpyACTNPIOKT ETTAYYEAPOTIKA
Xenaon.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TO OTToio gival TEpATOYSOVO.
Mnv avarmvéete avaBupidoeig Kal aTmmoQUYETE TNV €TOQR UE TO JEpua.
ATraiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na @opdTe yavTIa Kal EpyaoTnPIaKn TTodId.

3. ATTQITEITAI TTPOOEKTIKOG  XeIPIoPOg Tou DAPI. Na @opdte ydvria Kai
epyaoTnpiakn Todid.
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4. Mnv 10 XpnolgoTroigiTal €av Ta @IaAidia €xouv uTtrooTel {nuid ) €av n
aKEPAIOTNTO  TOU  TTEPIEXOMEVOU  TWV  QIAAIDIWY  €XEl €TTNPEACTEl  PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTMKOUG KAVOVIOUOUG QTTOPPIYNG yia TNV TIEPIOXH OAG O€
ouvduaoud ME TIG OUCTACEIG Tou AegATiou Jedopévwv ao@aAeiag yia va
KaBoPIoETE TNV A0PAAR aTTOPPIYN auToU TOU TTPOIGVTOG. AUTO IOXUEI, ETTIONG,
Y10 TO TTEPIEXOMEVO KIT EEETACEWY TTOU £XOUV UTTOOTET {NUIdL.

6. H améppiyn SAwv TwV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETOI CUN@QWVA UE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel goAuouatik@ atmopAnTa. Kdbe
€PYOOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPO TwV OTEPEWV KAl UYPWV
atmoBAATWY oUWV Pe TN GUON Kal Tov Babud eTTIKIVOUVOTNTAG TOUG, KaBwg
Kal yia Tnv emegepyacia Kal TV amoppipn Toug ( TNV avdbeon Tng
eTmegepyaniag ka1 TNG OATMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

7. Ol XeIpIOTEG TIPETTEI VO £XOUV TNV IKAVOTNTA VO SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XPWHA.

8. H un mpnon Tou TEPIypa@OPEVOU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
evdéxeTal va  emnpedoel TNV amoédoon kal va odnyAoel Of WEUdWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

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

10. H un xprion 10 pL 1xvnBétn oT10 OTAdIO TOU TPWTOKOAAOU TIpIV OTTO TN
JETOUTTWAON EVOEXETAI VO ETTNPEATEI TNV ATTOS0CN Kal va 08nyAoel 0 Peudwg
BeTIKG/aPVNTIKG aTToTEAEOUATA.

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

12. O1 e0wTEPIKOI EAEYXOI TTIPETTEI VA TTPAYUATOTTOIOUVTAI JE TN XPACN KUTTOPIKWYV
TTANBUOUWYV TTOU BEV €XOUV ETTNPEACTEI 0€ OEiypaTa £EETOONG.

Opiopoi Bepuokpaaciag
e -20 °C/KaTewuypévo/ZTov KaTayuKTn: -25 °C éwg -15 °C

e 37°C: +37°C+1°C
e T72°C: +72°C+1°C
e T75°C: +75°C+1°C

e  Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTrel va ammodnkeUeTal o Bepuokpaaia atmd -25 °C
Jf £€wg -15 °C og kaTaWwUKTN PEXPI TNV nuUEPOMNVia ARENG TTou
-25°C avaypa@eTal OTNV 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/atrdéyugng TTou TTpayuaToTToloUVTal
//— e OTO TTAQICI0 TNG PUAIOAOYIKAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI aTnNV aQaipecn Tou @IaAIBiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOB£TNOT TOu O€ auTdv) — 5 KUKAOI yia TOo @iaAidio 50 pL
(5 €€eTaoelg) Tou IxvnBétn FISH, 10 kUkAol yia 1O @iaAidio
100 pL (10 egeTdoeig) Tou 1xvnBETN FISH kai 15 kOkAor yia 10 @iaAidio 150 pL
(15 e€erdoeig) Tng avrixpwong. H ékBeon aTo @wg TTPETTEI va EAQXICTOTTOIEITAI KAl
va atro@edyeTal 6TTou ival duvaTtév. PUAACOETE TA CUCTATIKA OTOV TTAPEXOHEVO
TIEPIEKTN WE TTPOOTACIO OO TO QWG. Ta OUCTATIKA TTOU XPNGCIPOTIoIoUVTal Kal
ammobnkelovTal UTTO OUVONKEG JIPOPETIKEG aTTO QUTEG TTOU KaBopidovtal oTnv
ETIOAPAVON MPTTOPEI va pnv €Xouv TNV avapevopevn atmmddoon Kal PTTopEi va
€TTNPEGOOUV apvnTIKA Ta armoteAéopara NG avaAuong. MNpémel va kataBaAAeTal
KGO duvaTr TTpooTrdBela waTe N ékBeon o€ PETARBAAAOUEVEG OUVONKEG QWTITHOU
Kol Beppokpaaciag va TTePIoPICeTal GTO EAAXITTO.

EgomrAiIop66 Kai uAIKG TToU atraiToUvTal aAAG Bev TTapéxovTal

Mpétel va xpnoiyotroigital BaBpovopunuévog eEoTrAIoudg:

1.  Ocgppn TAGKa (Me oTepen TTAGKa Kal didTagn akpiBoug eAéyxou Beppokpaciog
£€wg kal 80 °C)

2. BaBuovounuéveg pIKpOTITTETEG METARANTOU Gykou Kai puyxn, atmmd 1 pL éwg
200 pL

3. Ydaréhoutpo pe didtagn akpiBolg eAéyxou Bepuokpaoiag atoug 37 °C Kal
atoug 72 °C

4. ZwAAjveg pikpoguyokévipiong (0,5 mL)

5. Mikpookdtio @Bopiopol (avatpéfte oTtnv evotnTa  XUOTACN YIid TO
MIKPOOKOTTIO pBOopIoHOU)

6. MikpookdTrio avtiBeong paoewy

7. KoBapd TAaoTIKE, KEpapIKA 1} BepuoavOekTIkA yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (] TTEXAUETPIKEG TaIviEG UE duvaTdTNTa PETPNONG
Tiywv pH 6,5-8,0)

10. Mepiéktng uypaaiag

11. Pakdg PIKpOoKoTTiou PBopIoHoU KATadUTIKOG a€ AGdI

12. ®uyoKevTPOG TIAYKOU EPYaaTiag

13. AVTIKEINEVOQOPOI HIKPOTKOTTIOU

14. KahutTpideg 24 x 24 mm

15. XpovoueTpo

16. Emwaaotipag 37 °C

17. KOéM\a pe diGAupa eAaoTikoU

18. MikTng mrepidivnong

19. AlaBabuiouévol KUAIVOpOI

20. MayvnTikég avadeutripag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIONOG TTOU BeV TTAPEXETAI
1. KuTttapoyeveTikdg 8dAapog ERpavong

AvTiIdpacTipia TTou atraiToUvTal aAAd dev Trapéxovral
1. AidAupa alatouyou diaAlpaTog-kITpikoU vaTpiou (SSC) 20x

AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)
YdpoxAwpikd o&u 1M (HCI)
Atioviopévo vepo

Ok wN

ZUoTAON YIA TO HIKPOOKOTTIO pBOpPITOU

Xpnoiyotroleite  Adutra  udpapylpou 100 watt 4 10080vaun Kal  eTTiTTEdOUG,
ATTOXPWHATIKOUG QVTIKEIUEVIKOUG (PaKOUG KATAdUTIKOUG Ot AAGdI pe peyéBuvon
60/63x 4 100x yia BEATIOTN aTreikévion. Ta @Bopopdpa TTou XPNCIPOTIoIoUVTal O€E
autd 1O O€ET IXvNOeTWV Ba dieyepBouv kal Ba ekTéPwouv oTa akdAouBa pAkn
KUpOTOG:

Mpdaivn 495 521
Kokkivn 596 615

BeBaiwBeite 6Tl 0TO PIKPOOKOTIIO €xouv TOTTOBeTNOel Ta KATAAANAQ  @iATpa
BIEYEPONG KAl EKTTOMTIAG, T OTTOia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
TapaTavw.

Xpnoigotoiate  @iATpo  diéAeuong  TpImmARGg  Cwvng  DAPI/mTpdaivou
@AaopaTog/KOKKIVOu @Aaopatog A @iATpo diéAeuong dITTARG {wvng TTpdAaivou
PACHATOG/KOKKIVOU QATHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
Kal KOKKIVWY (pBOpopOpwy.

EAéyETe TO PIKPOOKOTTIO PBOPICHOU TIPIV aTTd TN XPAON YIa va dlac@alioeTe OTI
Aeitoupyei  owoTd. XpnolpotroinoTe AGdI  katdduong Trou  evdeikvuTal  yia
MIKPOOKOTTIO @BOPICHOU Kal €XEl TTOPACKEUAOTEl YIO XOMNAG auTo®BopIopo.
Amopuyete Tnv avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, SIOTI
KT TETOI0 Ba KaAUWEl Ta opata. TnpeiTe TIG CUOTATEIG TOU KOTAOKEUAaTH dgov
agopd tn didpkela (WG TNG AGUTTag Kal TNV NAIKIa Twv GIATPWV.

MposTolpacia delypdTwy

To kit €xel oxedlaoTei yia XpAon o€ povigotroinuéva oe OidAupa Carnoy
(HEBavOAn/ogik6 ogu 3:1)

KUTTOPIKG  EVOIWPAMOTA  AINOTOAOYIKAG  TTpoéAeuong amd  aoBeveig  pe
emBeBaiwpévn 1 MOavoAoyoUpevn Xpovia Aep@okuTTapikh Asuxaipia (XAA), Ta
oTToi0  €XOUV  TTPOETOINOOTEI OUPQWVO ME TIG KATEUBUVTAPIEG 0Bnyieg TOU
gpyaaTnpiou i Tou 18pUPaTog. MNMpoeToiudaTe deiypaTa TToU EXOUV UTTOOTEI Efpavon
UE 0fpa  OE QVTIKEIJEVOPOPOUG UIKPOOKOTTIOU OUPQWVA HE TIG  TUTTIKEG
KUTTapOYeVETIKEG dladikaaoies. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI OUOTATEIG IO TN CUAAOYH, KAAAIEPYEIQ Kal pETa@opd delydTwy, Kabwg
KQl YO TNV TTPOETOILACIN TWV AVTIKEIMEVOQOPWVE.

MposgToipaacia SiaAupdTwy

AiaAduara ail@avoAng

ApaiwoTte aiBavoin 100% pe atmoviopévo vepd pe BAon Tig akdAouBeg avahoyieg
KOl avapigTe KaAd:

e AIBavoAn 70% — 7 pépn ailBavoAng 100% o€ 3 pépn atmoviouévou vepou

e AIBavoin 85% — 8,5 pépn aiBavoing 100% og 1,5 Yépog atmoviouévou vepou
AmobnkevoTe Ta SloAUpaTa yia éwg Kal 6 Yriveg ot Bepuokpacia dwuaTiou o€
QAEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog dilaAlpaTog 20xSSC pe 9 pépn atmioviopévou vepoU Kal avapigTe
KoAd. EAéyETe Tnv Tipn pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH r HCI,
KaTd TrepiTTwon. AmodnkedoTte TO OIGAUMG yia éwg Kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAupa 0,4xSSC

Apaiwote 1 pépog dlaAuparog 20xSSC pe 49 pépn ammoviopyévou vepoU Kal
avapigre kaAd. EAEyETe Tnv TipA pH kai puBpioTe o€ pH 7,0 xpnoipomoiwvrag NaOH
n HCI, katd mepimmwon. AmoBnkeloTte 10 didAupa yia éwg Kal 4 eBOopadeg ot
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pépog diaAupatog 20xSSC pe 9 pépn ammovigpévou vepou. MNMpooBéaTe
5 pL Tween-20 avd 10 mL kai avapi§re kaAd. EAEyETe TNV TIipn pH kail pubuioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd mrepimtwon. AoBnkedoTe To dIGAupa
yia €éwg Kal 4 €BOouadeg o BEpUOKPATia dWHATIOU OE OEPOTTEYN TTEPIEKTN.

MpwTt6koAAo FISH
(Znueiwon: BeBaiwBeite 0TI N €kBeon Tou IXvNOETN Kal TNG AVTiXpWANG OTA QWTA
TOU EPYOOTNPIOU €ival TIAVTA TTEPIOPITHEVN).

lMpocroiuyacia avrikeEIuEVoPopou

1. TomoBethote M KNAIda amd TO KUTTOPIKO Oeiyua O pia yudAivn
QVTIKEINEVOPOPO HIKPOOKOTTIOU. APRaTE T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIMOTTOIEITAI KUTTOPOYEVETIKOG BAAapog Enpavong: O BAAapog TTPETTEl
va Aermoupyei og Bepuokpaaia Tepitrou 25 °C kai uypaacia 50% yia T BEATIOTN
AMwn kuTTapikoU deiypatog. Edv dev utr@pyel dIaBECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atraywyd wg VAAAOKTIKA).

2. BubioTe TNV avrikeiyevo@opo o€ didAupa 2xSSC yia 2 AeTrTd o€ Beppokpaaia
dwpaTiou Xwpig avakivnon.

3. Agudatwote ot BIaPopeTIKG TToocooTd aibavoAng (70%, 85% kai 100%),
d10d0XIKd, TO KaBéva yia 2 AeTiTé o€ Beppokpaagia dwuaTiou.

4.  AQAOTE TN va OTEYVWOEL.

DS1065/CE-el v002.00/2025-08-29 (CMP-H040 V005 CMP-H041 V005)
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Ipiv amé 1n perouvoiwon

5.  A@aipéoTe Tov IXvNBETN ATTé TOV KATAWUKTN KOl A@rOTE TOoV va Beppavbei o€
Beppokpacia dwuartiou. EKTeEAEOTE oUVTOUN QUYOKEVTPION TWV CWAAVWY TIPIV
amd Tn Xpnon.

6. BeBaiwBeite 6T To diGAUpa IXvnBETN €xel avapixBei opoidpopea Pe TN xprion
TTETAG.

7. Agaipéote 10 pL 1xvnBETN yia KGBE £EETOON KOl HETAPEPETE Ta O€ Evav OwAARvVa
HIKpo@UYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KOTOWUKTN.

8. TomoBeTACTE TOV IXVNOETN KaI TNV AVTIKEIUEVOPOPO OeiyHaTog o€ pia Bepun
TAdKa pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTrT@ yia TpoBépuavon.

9. TomoBetrioTe 10 L piyHaTog IXVNBETN OTO KUTTAPIKO DEiyua Kal EQAPUOOTE pia
KAAUTTTPIOO TTPOOEKTIKA. ZPpayioTe e KOAQ pe SiIGAuPa EAACTIKOU KAl apACTE
TN Va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTe 1O Oeiypa Kal Tov IXvnOETn Tautdxpova Bepuaivoviag tnv
QVTIKEINEVOPOPO o€ pia Beppun TTAdka oToug 75 °C (+/-1 °C) yia 2 AeTrTd.

YBpidiouég
11. ToOTTOBETAOTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OFE
Beppokpaaia 37 °C (+/-1 °C) yia pia oAOKAnpn vuxTa.

[MAUoeIg perd Tov uBpIdIouo

12. Agaipéote 10 DAPI amd 1OV KOTOWUKTN Kol a@ACTE TO va Beppavlei o€
Beppokpacia dwuariou.

13. Ag@aipéaTe TNV KAAUTITPIda Kal OAa Ta UTTOAEINpOTA KOAAOG TTPOTEKTIKG.

14. BubioTte Tnv avTikelyevo@opo o€ didAupa 0,4xSSC (pH 7,0) og Bepuokpacia
72 °C (+/-1 °C) yia 2 AeTIT@ XWwpig avakivnon.

15. AtrooTpayyioTe TNV avTIKEINEVOPOPO Kal BuBioTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 o¢ Beppokpacia dwpatiou (pH 7,0) yia 30 SeuTepOAETITA XWPIG
avakivnon.

16. ATmrooTpayyioTe TNV avTikelpevoopo Kai TorrobetioTe 10 uL DAPI antifade o€
KGOe deiyua.

17. KaAOyTe TN pe pia KOAUTITPIOA, a@aIpEOTE TUXOV QUOAAIOEG Kal TTEPIPEVETE
10 AeTITG pEXPI VO QVATTITUXOEI TO XPWHO OTO OKOTADI.

18. MapartnproTe o€ PIKPOokOTIO GBoPITPOU (avaTpégTe oTnVv evoTNTa ZUOTAON
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoElg yia Tn Siadikaoia

1. H 6éppavon n wpigavon Twv QVTIKEINEVOPOPWY UTTOPE va HEIWOEI TOV
@BOPICUO TWV ONUATWY.

2. O1 ouvBrkeg uBPISICPOU pTTOPEI VO €TTNPEACTOUV JUOUEVWG aTTd TN XPron
avTidpacTnPiwy TEPAV EKEIVWV TTOU TTOPEXOVTAl | CUGTAvVOVTAl OTTO TN
Cytocell Ltd.

3. Xpnolgotroiiote  éva  Babuovounuévo BepuOPETPO  yio TR PETPNON
Beppokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG oI &V
Aoyw Bepuokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TTPOIOVTOG.

4. O OuyKevTPWOEIG, oI TINEG pH Kal o Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBWG oI oUVOAKEG XOUNAARG auaTNPATNTAG PTTOPEI VO £XOUV WG ATTOTEAECUA
pn €dIk déopeuon Tou IXVNOETN, evw Ol OUVONKEG UTTEPPBOAIKG UWNANG
auoTNPOTNTOG PTTOPEI Va £XOUV WG ATTOTEAECUA TNV EAAEIYN CAPATOG.

5. HaTteAAg peTouoiwan PTTOPEi va €XEl WG ATTOTEAEGUA TNV OTTWAEIQ GAPATOG KAl
n uTTEPPBOAIKA PETOUGTWAN PTTOPEI, ETTIONG, VA £XEI WG ATTOTEAECUA TN N €IDIKN
Séopeuan.

6. O utmepBoAikOGg uBpIdIouds pTTopei va odnynoel oe TIPOOBETA 1 un
QAVOAPEVOUEVA OHuaTa.

7. O1xpnoTeg Ba TTPETTEl va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta BeiyuaTA TOUG
TPIV a1Té TN XPAON TNG €££TAONG Yia dlayvwaTIKoUg oKoTToUG.

8. Tuxov UTTOBEATIOTEG OUVONKEG PTTOPEI va £XOUV WG OTTOTEAEOHA PN EIOIKM
O€0EUON, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNOETN.

Eppnveia Twv ammoTeAeouATWV

EKTipunon moIoTnTag avriKEINEVOPOPWY TAAKWV

H avTikeipevoodpog Sev Ba TTpETTEl va avaAUeTal eqv:

e Ta onuata eival TTOAU aoBevr) yia va Tpaypatorroindei avdAuon oe
pegovwpéva @iATpa. Ma va TTpoxwpnoete ye TNV av@Auon, Ta onuata Ba
TIPETTEI Va Eival QWTEIVA, DIAKPITE Kal EUKOAa agloAoyraipa

e Ymapxel peyaAog aplOudg  ouaTadOTTOINUEVWV/OAANAOETTIKAAUTITOPEVWY
KUTTApWV TTou uTTodidouv Tnv avdAuon

e >50% Twv KUTTApwWV dev £xouv uBpidoTroinBei

e Ymdapyel Tepiooeia @OOPICOVTWY owpaTIdiwv PETAEU Twv KUTTApwy r/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePPBoAéG oTa oruarta. 1davikd, TO
uTTORABPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO R HaUPO Kal
kaBapod

e Ta 6pia Tou KUTTAPIKOU TTupfiva dev gival dlakpiTd Kail dev ival dBIkTa

KareuBuvrripieg odnyieg yia tnv avaAvon

o Kdbe deiypa Ba mpéTrel va avaAUeTal Kal va epunvedeTal atrd dUo avaAuTég.
Tuxév aoupewvieg Ba TpéTrel va emAUovTal PEOw €KTiPNONG aTmmd TpiTo
avaAuTh

e KdaBe avaAutig Ba Tpétel va gival KATAGAANAQ eCeIDIKEUPEVOG TUPPWVA UE TA
avayvwpiouéva e0vIKa TTpoTuTIa

o Kdbe avaAutrig Ba TrpéTrel va BaBuoAoyei pepovwpéva 100 TTUPrVEG yia KABe
Oeiypa. O mpwTog avaAutig Ba TpéTel va Eekiva Tnv avaAuon amod Tnv
apioTepn TTAEUPE TNG AVTIKEINEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTd Tn JegId
TTAEUPG

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

e AvoAUete povo dBIKToug TTUPAVEG Kal OX1 AAANAOETTIKOAUTITOPEVOUG 1
OUOCOWPEUPEVOUG  TTUPAVEG 1 TTUPRAVEG  TTOU  KOAUTTTOVTAl  OTTO
KUTTAPOTTAQOUATIKG UTTOAEIMPATA 1) UWnAo eTTiTredo autopBopiouol

e ATTOQEUYETE TTEPIOXES WE TTEPICOEIN KUTTOPOTTAQOHATIKWY UTTOAEIMPATWY 1 YN
€101k6 UBPIBIoPO

e H évraon Twv onudTwy PTTOPEi va TTOIKIAAEL, AKOPO KAl TNV TTEPITITWON £VOG
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWAOEIG, VA XPNOIUOTIOIEITE pova QiATpa fi/kal va
pUBICeTE TO €OTIAKO ETTITIESO

e Y& UTTOREATIOTEG GUVONKEG, Ta OAPOTA PTTOPET va @aivovTtal didyuTa. Edv duo
ofuata Tou idlou XpWHATOG BpiokovTal o€ TTagr PHETAgU Toug, i n améoTacn
UETAEU TOug dev gival peyaAlTepn atmd dUO TTAGTN OAPATOG, 1) CUVOEOVTal PE
£va axvo VAua, HETPROTE TA WG EVa O

o Edv éxeTe ap@IBoAieg yia To €dv €va KUTTAPO PTTOPE va avaAubei i OxI, unv
TIPOXWPNOETE OTNV GVAAUCT TOU

Mnv TTpoopeTPaTE — OI
TTUPRVEG gival UTTEPBOAIKG
KOVTA 0 €vag aTov aAAov yia
TOV KOBOPITO OpiWV

Mnv TrpoopeTpaTe
AAANAOETTIKAAUTITOPEVOUG
TTUpfveg — dev gival opaTh
oAOKANPN N €KTOCN KAl TWV
800 TTuprvwy

MpooueTprioate wg dUo
KOKKIVa orjpaTa kai 800
TTPACIVa CAPATO — €V aTTO
T 800 KOKKIVa orjuaTa gival
diduTo

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdoiva
ofuara — 10 dIACTNUA OTO
€va KOKKIVO ORpa gival
HIKPOTEPO OTTO T TTAATN dUO
IXVNOETWV

8 —
s
o
o

Avapevopeva amoteAéoparta
Avapevouevo @UAIOAOYIKG TTPOTUTIO GNUATWY

Z¢ £va pualohoyiko KUTTapo, avapévovTal dUo kOKkKIva Kal duo TTpdaiva oiuata
(2K2n).

Avapevoueva un @uoIoAoyIKd TTPOTUTIA ONUATWY

e éva KUTTapo pe ENAelyn Tng ATM, avapévovTal U0 KOKKIVa Kal éva TTpdaivo
onpa (2K1MM).
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e éva KUTTapo pe €MAeiyn Tou TP53, avapévovral éva KOKKIVO Kal dUo TTpaciva
ofuata (1K2MM1).

MTtropoUv va TTpokUWouv kal GAAa TTIPOTUTTA ONUATWY O€ AVEUTTAOEIBH/UN
I00ppoTTNEéva deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig/MapeuBalAOpeVEG ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIDpATEIG/TOPEUPBANNOPEVES OUTIEG.

M'vwoTh diaoTaupoUpevn avTIdpaoTIKOTNTA
Agv UTTAPXEI YVWOTH dlOOTAUPOUHEVN AVTIOPACTIKOTNTA.

Avagopd coBapwV CUNBAVTWYV

MNa oaoBeveig/xpnoTeg/Tpita pépn otnv EupwTraik ‘Evwon Kol 0g XWPEG ME
TTAVOMOIOTUTTO  puBUIOTIKG  kaBeoTwg (Kavoviopdg (EE) 2017/746 yia T1a
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNoIdoTToloUvTal yia didyvwan in vitro). Edv katd
TN XPAON autoU TOU TIPOIOVTOG 1 WG ATTOTEAEOPA TNG XPAONG TOU TTPOKANOE(
ooBapd cuPBAv, aVa@EPETE TO OTOV KATAGKEUAOTH Kal OTIG EBVIKEG apuodIEG APXEG.
lMNa coBapd cupBavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA OTOV KOTAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZToIXEia ETMIKOIVWViag KOTOOKEUOOTH yia Bépata £TTaypUTIVNONG:
vigilance@ogt.com

MNa Tig €Bvikég apuddieg apxég otnv EE, umopeite va Bpeite Tov katdAoyo pe Ta
aToIxEia ETMKOIVWVIAG yia BépaTa eTTaypUTIVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts _en

EI181kd XapakTnpIoTIKA atrédoong

AvaAurikn e16ikoérnTa

H avaAuTIKA €181KOTNTA OPIETAI WG TO TTOOOOTS TWV CNUATWY TTOoU URPISOTToI0UVTaI
pyévo otn owoTh Béon kal oe kapia GAAn Béon. AvaAubnkav Téooepig (4)
XPWHOOWUIKEG Béaelg oe KGBe éva atd Ta gikool (20) peTagaoikd KUTTOPA aTro
KGOe €va amrd Ta mévTe (5) povigoTroinuéva oe didAupa Carnoy (ueBavoAn/ogiké ogu
3:1) deiypata ammd mePIPEPIKS aia KAPUOTUTTIKA QUOIOAOYIKWY avTpwy, divovtag
400 onueio dedopévwy. Xaptoypa@nbnke n Totmobegia kaBe uppidoTToinuévou
IXvnOETn Kol kaTaypdenke O apiBudg Twv onudtwv FISH petagaoikwv
XPWHOCWHATWY TTou UBpIdoTToIBnkav oTn owoTr Béan.

H avaAuTikf €181kOTNTA KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O ApPIBPOG Twv
onuatwyv FISH peETaQaoikwy XpwpoowudaTwy TTou uRpIdoTToIenkav aTn owoTh
B0éon dlaipepévog pe Tov OUVOAIKG apiBud uppidoTroiNuévwy onudtwy FISH
METAPATIKWY XPWHOOWUATWY. To atmoTéAeopa autd TTOAAATTAGCIGOTNKE pE To 100
Kal EKPPACTNKE WG TTOCOOTO pE BIAOTNHA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAuTikn €18ikéTnTa Tou P53 (TP53)/ATM Combination Deletion Probe

17p13 200 200 100% 98,12-100%
11922.3 200 200 100% 98,12-100%

AvaAuriki evaiofnoia

H avaAuTikr) euaioBbnaia eival To TTO000TO TwV afIOAOYACIWY PECOPATIKWY
KUTTAPWV UE TO AVAPEVOUEVO QUOCIOAOYIKO TTPOTUTIO OnuATWY. AvaoAUBnkav Kat’
eAdyioTov 200 pecgogpaaikd KUTTapa yia kGBe éva atmd Ta 25 povigotroinuéva
KUTTAPIKG €valwprpaTa amd PueAd Twv OOTWV TTOU BewpolvTav apvnTika yia
éNelyn TP53 1 ATM. Zuvettwg, BaBpohoyriBnkav kat eAdyiotov 5.000 TTuprveg
yla kGBe TUTTO BeiypaTog. Ta dedopéva yia Tnv euaiobnaia avaAibnkav Bdoel Tou
TT0000TOU KUTTAPWV TToU £5€1EAV PUGIOAOYIKO AVAPEVOUEVO TTPOTUTTO ONUATWY Kal
EKPPAOTNKAV WG TTOCOOTO WE BIACTNHA EUTTIOTOOUVNG 95%.

Nivakag 2. Avalutiki euaigBnoia tou P53 (TP53)/ATM Combination Deletion
Probe

96,32% (95,59%-
97,05%)

MueAdg Twv 0oTWV >95%

XapakTnpiouog Twv QUGIOAOYIKWY TIJWV ATTOKOTTHS

H @uoioAoyikr) aTroKOTTA) OpPIfeTal WG TO TTOO0OTO KUTTAPWY TTOU Epgavifouv
Weudwg BeTIkG TPOTUTTO onudTwy Bdoel Tou oTroiou éva dropo Ba BewpolTtav
@ualohoyiké og avtiBeon pe TNV KAIvIKA Sidyvwon. AvaAubnkav kar eAdyioTov
200 pecopaoikd KUTTOPA yia KEOe éva armd Ta 25 POVIPOTTOINUEVA KUTTAPIKG
EVAIWPAMATA aTTO JUEAS TWV 00TWV TTou BewpoulvTav apvnTikd yia EAAelyn TP53
N ATM. ZuveTtwg, BaduoAoyriBnkav katr' eAdyioTov 5.000 Truprveg yia kaBe TUTTO
Seiyparog.

H miyA amokoTrig TTpoadIiopioTnNKe XPNCIPOTIOIWVTAG TN B avaoTpoen (BETAINV)
auvdptnon oto MS Excel. YTToAoyioTnke wg TO TTOOOOTO PECOPATIKWY KUTTAPWYV
TToU £d€IEav WPeudWG BETIKG TTPOTUTTO ONUATWY XPNOIUOTTOIVTAG TO AVWTEPO OPIO
€vOG PovOTTAEUpoU dIBOTANATOG €UTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOUAG
@uaoloAoyikoU deiypaTog acBevn.

Mivakag 3. XapakTnpiopdg Twv  QUGOIOAOVIKWY TIYWV _ammokomAg  Tou P53

(TP53)/ATM Combination Deletion Probe

2K1MN 3,78%

MugA6G Twv 00TWV

1K2M 8,97%

Ta epyacTrpia TPETTEN va ETTIRERAIIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG Ta
BIKA Toug dedopéva’s,

AkpiBeia

H akpiBeia autol Tou TTPOIdVTOG €xel YETPNOE 0 Ox€on Pe TNV OKPIiBela evTOg
nuépag (ato deiypa oe deiypa), TNV akpiBela PETAEU NUEPWYV (ATTO NUEPA OE NUEPA)
KaI TNV akpifeia peTagl TapTidwyv o€ £va KEVTPO (aTTd TTapTida o€ TTapTida).

Tpia (3) deiypata xpnoiygotroiiBnkav yia Tnv agioAdynon tng akpifeiag autol Tou
TIPOIGVTOG: €va PUOIOAOYIKO Oeiypa HUEAOU Twv OOTWV (TO OTToI0 QaiveTal atrd TO
FISH 6T gival apvnTiké 1600 yia TNV éAelpn TP53 600 kai yia Tnv éAeiyn ATM
TIpIV XpnoiyotroinBei otn peAETN), éva deiyya puehol Twv ootwv 2K1T xaunAig
BeTIKOTNTOG Yia TNV éAAeiyn ATM kai éva deiypa pughol Twv ooTwv 1K2MM xapnAig
BeTIKOTNTAG YIa TNV €AAeIYn TP53. Ta xapnAig BeTikdTNTOG deiypaTa pueAou Twv
00TWV dnuioupynenKav TEXVNTA PE Tn XPAon PEPOUG VoG apvnTikoU deiypatog
HueAoU TwV OCTWV KaI PE TNV TTPOCONAKN O€ auTd yvwaToU BeTiKoU JeiypaTog
HUEAOU TWV 0OTWV, PE OKOTTO Tn dnuioupyia XaUNAnG BETIKOTNTAG DEIYUATWY OTO
€UPOG OTTOKOTING 2-4X Kal Tn dOKIPaagia TG TTPoadIopICHEVNG ATTOKOTTAG.

la Tov TTpoodlopIcud TNG METAGU NUEPWYV Kal eVvTOG NUEPAG akpiBelag, Ta deiyuaTta
aglohoyriBnkav otn didpkeia Oéka (10) pn dladoxIKWV NUEPWY Kal YIid TOV
TTPOCdIoPIoUS TNG PETAEU TTapTidwV akpiBelag, TPeIG (3) TTapTideg Tou TTPOIdVTOG
aglohoyrBnkav oe TpeIg (3) emavaAqWelg Twv idlwv SelypdTwy. Ta atmroTeAéopaTa
TTOPOUCIAOTNKAY WG OUVOAIKF OUMQWVIa PE TNV TIPORAETTOPEVN  OpPVNTIKA
KaTnyopia (yia Ta apvnTika deiypata).

Mivakag 4. Avatrapaywyipdtnta kai akpiBeia Tou P53 (TP53)/ATM Combination
Deletion Probe

. MueAbg TwV 00TWY, apVNTIKO 100%
A;ﬁgg?]ﬁggg;“gggq MugAdG Twv 00TWYV, XaUNAARG 96.7%
Seiyua ot Seiypa) Kai GETIKOTF!TGQ 2K1N ('é)\)\EILpI’] A:I'M) e
weragl nuepwy (ame h&?&i;?&ﬁ?ﬁ <Z‘f£’a."$?f 100%

; . o
nUépa o Npépa) 7P53)
MugAdg TwV 00TWY, apvNTIKO 100%

) MugAGG Twv 00TWYV, XaUNARG 88.9%
Avatrapaywyiuotnta BeTikoTnTag 2K (EAAEIYn ATM) ’

HETAGY TTOPTIdWY MueAdG Twv 00TWV, XaunAAg
BeTikéTNTOG 1K2MM (EAAEIYN 100%
TP53)

KAvikiy arrédoon

MNa va dlac@aNioTel 0TI TO TTPOIGV avixveUel TIG TTPOBAETTOMEVEG EAAEIWEIG, N KAIVIKNA
ardédoon TTPoodIopioTNKE e pia (1) MEAETN QVTITTIPOOWTTEUTIKWY OeIyUdTWVY TOU
TrpoBAeTTépEVOU TTANBUCHOU TOU TTPOIGVTOG: povipoTroinuéva o€ didAupa Carnoy
(MEBavOAN/o&Iké ogU 3:1) KUTTOPIKG EVAIWPRANATA aIJaTOAOYIKAG TTPoéAEUaNG AT
aoBeveig pe emBeBaiwpévn ) mOavoAoyolpevn Xpovia AEUPOKUTTAPIKF Acuxaiyia
(XAA). To péyebog deiypatog yia TN YeAéTn ATav Tpidvta (30) Seiypata, ye Tov
TIANBUOPG-0TOXO €vieka (11) BeTikWv kal dekagvvéa (19) apvnTikWv yia EAAEIYn
ATM deryudTwy Kai évreka (11) BeTkwv kal dekagvvéa (19) apvnTIKwV yia EAAeIYn
TP53 OdeiyudTtwyv. A@aipédnke n TautétNTa OAWV Twv OelyddTWV KOl TO
aTTOTEAéT AT CUYKPIBNKaV PE TN YVWOTH KatdoTtaon Tou deiypatog. O 1xvnBEéTng
QAVOYVWPIOE CWOTA TNV KATAGTAGT TWV OEIYPATWY OE OAEG TIG TIEPITITWOEIG.

Ta amoteAéopaTa Twv SOKIMWY aUTWY avaAlBnKav TTPOKEINEVOU va UTTOAOYIOTEI N
KAIVIKA euaioBnaia, n KAIVIKA €1I8IKOTNTA Kal TO TTOG00TO weudwg BeTikwv (FPR)
TIMWV YIa Ta BeTIKE OAPATA, XPNOIPOTIOIWVTAG MIa TTIPOCEyYIon piag didaTaong.

MNivakag 5. KAivik) amédoan 1ou P53 (TP53)/ATM Combination Deletion Probe —
‘EMeyn ATM

KAIvIKR euaioBnaia (TrooooTé aAnBwg BeTIKWY,

0,
TPR) 99,93%
KAvikr €181K6TNTa (TTOG00TO aAnBWG )
apvnTikay, TNR) 99,99%
MocooTd weudwg BeTikwyv (FPR) =1 — 0.01%
EidikéTnTal ,01%

Mivakag 6. KAivikA) am6doon tou P53 (TP53)/ATM Combination Deletion Probe —
‘EMeiyn TP53

KAvikr) euaioBnaia (TTooooTé aAnbwg BETIKWY, 100,0%
TPR)

KAvik £,|6|Komra (TrooooTé aAnbwg 100,0%
apvnTikwy, TNR)

|_|OUO’0T0 weudwg BeTikwyv (FPR) =1 — 0,00%
EidikéTnTa
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MepiAnyn ac@dAeiag kai KAIVIKAG amrédoong (SSP)

H trepiAnyn SSP Ba cival diaBéoiun oTo KoIve péow TG EUPWTTATKAG BAoNng
Oedopévwy yia 1aTpoTeEXVOAOYIKE TTpoidvTa (Eudamed) é1Tou cuvdéeTal Ue TO
Baoiké UDI-DI.

Eudamed URL: https://ec.europa.eu/tools/eudamed

Baoik6 UDI-DI: 50558449LPH052JJ

Edv n Baon dedopévwv Eudamed dev gival TTApwg AeIToupyikn, n repiAnyn SSP
Ba diaTiBeTal OTO KOIVO KATOTTIV AITAUATOG péow email atn dielBuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOPIEg

MNa TpoaBeTEG TTANPOPOPIES, ETTIKOIVWVACTE PE TO TPAPA TEXVIKAG YTTOOTAPIENG
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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