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Mpoopig6uevn xprion

To CytoCell® P53 (TP53)/ATM Combination Deletion Probe givai pia ToloTikn, pn
autopatoTToinuévn, €&€taon  @Bopifovtog insitu  uBpidiopol  (FISH) TTou
XPNOIYOTIOIEITAI VIO TNV QVIXVEUON XPWHOOWHIKWY EAAEIPeWY aTNV TIEPIOXN
11922.3 TOU Xpwpoowpatog 11 kar 17p13 TOU Xpwpoowuatog 17 o€
govipotroinuéva o€ didAupa  Carnoy (ueBavoAn/ogikd ofu  3:1) KuTTapikG
EVAIWPNAMATO  QIYATOAOYIKNAG TTPoéAeuong amd acbeveic pe empBefaiwpévn n
mBavoAoyoUuuevn Xpdvia Aep@okuTTapiki Acuxaipia (XAA).

Ev&eigeig xpiong
H ouokeur) autr €xel oxedlaoTei wG OUUTTANPWHATIKA O GAAEG KAIVIKEG Kal

10TOTTOB0AOYIKEG E£EETACEIG O avayvwpIoPEVA POVOTTATIO SIAYVWOoNG Kal KAIVIKAG
@povTidag, 6TToU n yvwaon TG UTTapgng NG KatdoTaong EAAEIYNG OTIG TIEPIOXEG
P53 (TP53) 1 ATM Ba ATav onuavTikr yia TNV KAIVIKF] QVTIMETWTTION.

Mepropiopoi

H ouokeul auth €xel oxedIooTel yia va avixveUel YOVIOIWHOTIKEG OTTWAEIEG
peyaAUTEPNG €KTAONG OTTG QUTH TTOU KAAUTTITETAI ATTO TOUG KOKKIVOUG Kal TIPACIVOUG
KAWVOUG OTO TTapOV OET IXVNOETWY, n otroia TepIAapBaver Tig epioxég TP53 kai
ATM. O1 yovISIWHOTIKEG OTTWAEIEG EKTOG TNG TTEPIOXNG UTAG 1 Ol HEPIKEG ATTWAEIEG
oTNV TTEPIOXN QUTA WTTOPET va PNV gival avixveUOIPEG HE AUTO TO TTPOIOV.

H ouokeur autfj 8ev TTpoopideTal yia: Xpron wg HeEPovwEvn SlayvwoTiKA eEétaon,
OUVOJEUTIK SIaYVWOTIKA €EETOON, TTPOYEVVNTIKOG £AEYXOG, TTPOCUUTITWHATIKOG
€Aeyxog Baoel TAnBuapou, e§€Taon kovTd aTov aaBevn ) autoegéTaan.

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
TIPAYUATOTTOIOUVTAI aTTO KOTAAANAG €EEIDIKEUPEVO TTPOCWTTIKG, OUUPWVA PE TO
ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utoéywn dAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIAYVWOTIKEG TTANPOPOPIES.

To Tpoidv auTd TTPOOPICETAI ATTOKAEIOTIKA VIO EPYACTNPIOKN ETTAYYEAUATIKA XPAON.
H pn mpnon Tou TTPWTOKOAAOU eVOEXETAI VO ETTNPEGTEI TNV OTTOd00N Kal va
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApxEg Tng e§éTaong

O @Bopitwv in situ uBpIdIoudG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAPAOIKE XPWHOOWHATA ) O HECOPACIKOUG TTUPAVES ATTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTrolei 1xvndéteg DNA
Tou uBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA 1) MEUOVWHEVEG HOVODIKESG
aAAnAouxieg Kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
av@iuon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
OnMAvTiKG €peuvnTIKG £pyaAgio aTa TTAQIOIO TTPOYEVVNTIKWY KAl QIPATOAOYIKWY
avOAUOEWY, KOBWG Kal XPWHOOWHIKWY aVAAUOEWY CUPTIOYWY Oykwv. MeTd Tn
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eivar diabéoiyo yia avadidragn

o€ évav TTapouoIa PETOUCIWPEVO, PBopiovTa anuacuévo 1xvnBétn DNA, o otroiog
€xel oUUTTANPWHUATIK aAAnAouxia. MeTd Tov uBpPIBIOUS, YiveTal aQaipecn Tou un
deapeupévou Kai pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia atreikovion. ZTn CUVEXEID, N MIKPOoKOTTia @Bopiouou KaBioTd
duvaTr TNV ateikovion Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvNBETn

To oykokaTaoTaATIKO yovidio TP53 (tumor protein p53) atnv epioxr 17p13 kai 1o
yovidio Tng kivaong pwreivwwv ATM (ATM serine/threonine kinase) oTnv trepioxn
11922.3 ammaviwvTal guxva o€ EAAEIYN O€ TTEPITITWOEIG XPOVIOG AEUPOKUTTAPIKAG
Aeuxaipiag (XAA). To yovidio TP53 eival éva amd Ta TAéOV ONuaVTIKG
OYKOKOTOOTOATIKG yovidla. Apd wg I10XUPOG HETAYPAPIKOG TTAPAYOVTOG HE
BepeAIIBN pOAO OTN BlATAPNON TNG YEVETIKAG 0TaBepdTNTAGE. H atwAsia Tou TP53
ava@épetal o1o 5-10% Twv acBevwv pe XAA Kail atroTeAei Suouevh TTPOYVWOTIKO
Blodeiktn TToU TTPORAETIEI TNV avBekTIKOTNTA OTn XNnWeloBepateio®®4. H ATM
ATTOTEAEI ONUAVTIKO YOVidI0 OnuEiwv €AEYXOU OTNV QAVTIMETWTTION KUTTAPIKWY
BAaBwVS. H amwAeia Tng ATM avagépetal a1o 10-20% Twv aoBevwv pe XAAZ, O
eMeipelg Twv 11q kai 17p gival 800 aTrd TIG MO CUXVEG XPWHOOWHIKEG 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

17p13

(TP53)
SHBG ATP1B2 WRAP53

EFNB3
D1751678 D1751353 D175655
161kb
100kb

CMP-HO41 v005.00

119223

ATM

D1153347 D1152179

182kb
100kb

To pépog Tou O€T TTou agopd oto P53 amoteAeitan amd évav ixvnoérn 161 kb,
ONPOOPEVO KOKKIVO, TToU KaAUTITEl OAOKANpo To yovidio P53 (TP53) kai Tig
ekaTépwOev auToU TTEPIOXEG. TO YEPOG TOU OET TTou apopd oTo ATM aTtroTeAeital
até €vav 1ixvnBétn 182 kb, onuaopévo mpdaivo, Tou KAAUTITEI TO TEAOUEPIKG GKPO
Tou yovidiou NPAT kail To KEVTPOUEPIKS GKPO Tou yovidiou ATM Trépav Tou deikTn
D11S3347.

Mapexopeva UAIKA

Ixvn@érng: 50 pL avd @iaAidio (5 egetaoeig) i 100 pL ava giaiidio (10 egeTdoeig)
O1 1xvnbéteg TTapéxovtal TTpoavapediypévol o€ SidAupa uBpidiopol  [<65%
@oppapidio, <20 mg Beikn degTpavn, <10% alatouxo SiGAupa-KITPIKG VATPIO 20X
(SSC)] kai gival éTOIPOI TTPOG XPAON.

Avrixpwon: 150 yL ava @iaAidio (15 egeTaoeig)
H avrixpwon eivai DAPI Antifade ES [0,125 yg/mL DAPI (4,6-8iapidivo-2-

@aivuhivdoAn) oe Baciopévo o€ yAukepOAn péoo aTepéwang].

MNpo&IdoTroINoeIg Kal TIPOPUAGSEIg

1. Tain vitro diayvwaoTIKA xprion. ATTOKAEIOTIKA v EQYGOTNPIAKE ETTAYYEAUATIKA
xerion.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TO OTToio gival TEpATOYSOVO.
Mnv avarrvéete avaBupIdoeig Kal OTTOQUYETE TNV €TTAPH PE TO Jéppa.
ATTQITEITAI TIPOOEKTIKOG XEIPIONOG. Na QOPATE YAVTIA KAI EPYOOTNPIAKH TTOBIA.
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3. AmaiTeitar  TTPOOEKTIKOG  xeIpiopdg Tou DAPL. Na @opdte ydvria kai
£pyaoTnpiokn TTodId.

4. Mnv TO XPNOIYOTTOIEITaI €QV Ta @IAAIdIO €xouv UTTOOTEN {nuId 1 €av n
aKEPAIOTNT  TOU  TTEPIEXOMEVOU  TWV  QIAAIDIWY  €XEl E€TTNPEACTEl  PE
OTT0I0VOATTOTE TPATTO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG QTIOPPIYNG yia Tnv TIEPIOXH OAG O€
OuUVOUOONO ME TIG OUOTAOEIS TOu AegATiou BOedOpEVWY AO@AAEIAg yia va
KaBopioeTe TNV ao@aAAr] aTTdppIYn autoU Tou TTPOIGVTOG. AuTd IoXUEl, £TTiONG,
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU £XOUV UTTOOTEI {nIdL.

6. H amoppiyn GAwV Twv XPNOIPOTTOINUEVWY AVTIOPACTNPIWVY Kal TUXOV GAAwvV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETI CUM@QWVA UE TIG TIOPAKATW
Siadikaoieg yia poAuopatikd f ev duvdpel YoAuopatikG ammopAnTa. Kdbe
€PYOOTAPIO €ival UTTEUBUVO YyIa TOV XEIPIOPO TWV OTEPEWV KOl UYPWV
atmoBAATWY cUP@wva PE TN eUON Kal Tov Badud emMKIVOUVOTNTAG TOUG, KaBwg
Kal yla Tnv emegepyania kar TRV amoppiwn Toug (f Tnv avaBeon Tng
€TTECEPYATiag KAl TNG OTTOPPIYAG TOUG OE TPITOUG) OUMPWVA HE TUXOV
10X00VTEG KAVOVIOUOUG.

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

8. H un mpnon Tou TePIypa@opEVoU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
eVOEXETONI VO ETTNPEGOEl TNV aATTOd00N KOl VO O0BNYAOEl OE WEUBWG
BeTIKA/aPVNTIKG aTToTEAEOUATA.

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

10. H pn xprion 10 pL 1xvnBéTn OTO OTAdIO TOU TTIPWTOKOAAOU TIPIV aATTO Th
METOUTTWAON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN Kal v 08NyAOEl 0 WPEUBWG
BeTIKG/OPVNTIKG aTToTEAEOUATA.

11. OAa 10 TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATT6 TN Xpron.

12. O1 eowTepIKOi £AEYXOI TIPETTEI VA TTPAYMATOTTOIOUVTAI PE TN XPAON KUTTAPIKWY
TIANBUO WYV TTOU BEV EXOUV ETTNPENCTEI O€ BElypaTa £§ETAONG.

Opiopoi Bepuokpaciag
e -20 °C/Kateyuypévo/ZToV KaTayUuKTn: -25 °C éwg -15 °C

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

e  Oeppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATro0nKeuon Kal XEIPIOPOG
-15°C  To kit Ba TpéTrel va ammobnkeleTal o€ Beppokpacia amo -25 °C
J/ £€wg -15 °C oe katawlUKTn PEXP! TNV nuEPOMNnVia ARENG TTou
-25°C avaypa@eTal oTNV €TIKETA Tou KIT. Ta @IaAiBia IxvnBeTWOV Kal
avTiXpwong TTPETTEl VO aTToBNKEUOVTAI O€ OKOTEIVEO XWPO.

\|/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES ka1 10
~ [ - S1dAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUvTal
/7 - aTo TTACiCIO TNG PUOIOAOYIKAG XPAONG (£vag KUKAOG avTIGTOIXET
AI aTnNV aQaipecn Tou @IaAISiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON Tou O€ auTdv) — 5 KUKAOI yia To @iaAidio 50 pL
(5 egetaoeig) Tou I1xvnBETn FISH, 10 kUkAol yia 1O @iaAidio
100 pL (10 egeraoeig) Tou 1xvnBETn FISH kai 15 kUkAol yia To @iaAidio 150 L
(15 egeTdoeig) Tng avtixpwaong. H ékBeon 010 QWG TTPETTEI va EAXIOTOTTOIEITAI KAl
va atro@elyeTal 6Trou gival duvatév. PUAGCTETE TA GUOTATIKG OTOV TTAPEXOUEVO
TIEPIEKTN WE TTPOOTOCIA OTTO TO QWG. Ta OUCTATIKA TTOU XPNOIMOTToIoUVTal Kal
atmobnkelovTal UTTO OUVONKEG JIAPOPETIKEG OTTO QUTEG TTOU KaBopidovtal oTnv
ETMIOAPAVON MPTTOPEI va pnv €Xouv Tnv avapevopevn amddoon Kal YTropei va
eTTNPedooUV apvnTikd Ta armoteAéoparta TnG avdAuong. Mpémel va kataBAaAAeTal
KGO duvaTr TTpooTrdBela waTe N ékBeon o€ PETABAAAOUEVEG OUVONKEG QWTITHOU
Kol Beppokpaaciag va TTePIOPICETal GTO EAGXITTO.

EgomAiondg kai UAIKd TTou atraiTolvral aAAd dev TapéxovTal

Mpétel va xpnoiyotroigital Badpovounuévog e€oTTAIcOG:

1. Oeppn TAGKa (ue oTepen TTAGKa Kail SIGTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg kai 80 °C)

2. BaBuovounuéveg PIKpOTITTETEG YETABANTOU OyKou Kal puyxn, ammd 1 pL éwg
200 pL

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

4. ZwAveg pikpoguyokévTpiong (0,5 mL)

5. Mikpookdtio @Bopiopol (avaTpé€te oTtnv  evétnTa  X00TOON yia TO
HIKPOGKOTTIO PBOopITHOU)

6. MikpookdTmio avTiBeang acewv

7. KaBapd mAaoTIkd, Kepapikd f BeppoavBekTikd yudAiva doxeia Coplin

8. Aapida

9. BaBuovounuévo TeXAUETPO (1) TIEXAUETPIKEG TAIVIEG PE duvATATNTA PETPNONG
TIJwv pH 6,5-8,0)

10. MepiékTng uypaaiag

11. ®akdg HIKPOOKOTTIOU PBOPICHOU KATABUTIKOG O€ AGdI

12. ®uyodkevTpog TTAyKOU pyaoiag

13. AVTIKEINEVOPOPOI HIKPOOKOTTIOU

14. KaAutrTpideg 24 x 24 mm

15. Xpovopetpo

16. Emmwaotipag 37 °C

17. KOAAa pe didAupa eAacTIKOU

18. Miktng TepIdivnong

19. AiaBaBuiopévor KUAIVOpOI

20. MayvnTik6g avadeuTipag

21. BaBuovounuévo BepudueTpo

MNpoalpeTIKOG ESOTTAIOCHOG TTOU BEV TTAPEXETAI
1. KuttapoyeveTik6g BaAapog ERpavang

AvTiIdpaoTApia TTou atraiTouvTal aAAd dev Trapéxovral
AidAupa ahatoUyou diaAlpaTog-kITpikoU varpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTioVIOpEVO VEPS

ok wNE

ZUoTaON YId TO HIKPOOKOTTIO pBopIoHOU

Xpnoiyotroieite  Adutra  udpapyUpou 100 watt i 10000vaun kai  eTmiTedoug,
QATTOXPWHATIKOUG QVTIKEIUEVIKOUG (PaKOUG KATAdUTIKOUG Ot AAGdI pe peyéBuvon
60/63x 1 100x yia BEATIOTN aTTrelkévion. Ta @Bopo@dépa TToU XPNCIKOTIoIoUVTAl OE
autd To O€T IXvNOeTWY Ba dleyepbouv Kkal Ba ekTTéUWouV oTa akdAouBa pAkn
KUPOTOG:

Mpdoivn 495 521

| Kokkivn | 596 | 615 |

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV TO UAKN KUPATOG TTOU avagépovTal
TTAPATTAvVW.

Xpnoigotoiote  @iATpo  diEAeuong  TPIMARG  ¢wvng  DAPI/mpdaivou
@ACUATOG/KOKKIVOU @Aopatog R @iATpo OiéAeuong dITTARG {wvng TTPAcIvou
@ACUATOG/KOKKIVOU QACTHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
Kal KOKKIVWY (pBopopOpwv.

EAéyETe TO PIKPOOKOTTIO PBOPICHOU TTPIV aTTd TN XPAON YIa va dlac@alioeTe OTI
Aeitoupyei  owoTd. Xpnolpotroinote AGdI  katdduong Tou  evdeikvuTal  yia
UIKPOOKOTTIO @BOPICHOU Kal €XEl TTOPACKEUAOTEI yIa XOUNAG auTo®Bopiopod.
Amo@uyeTe TNV avauign Tou DAPI antifade pe Aad1 kataduong piIkpookoTriou, dI6TI
KATI TETOI0 B0 KAAUWEI Ta OApaTa. TnPEiTe TIG CUCTACEIG TOU KOTAOKEUAOTH 6o0V
apopa Tn didpkela (wAg TNG AGuTTag Kail TNV NAIKia Twv @IATpwv.

MposgToipagia delypdTwv

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

KUTTOPIKA  EVOIWPAMOTA  AINOTOAOYIKAG  TTPOéAEuong amd  oaoBeveig e
emBeBaiwpévn 1 mMOavoloyoUpevn Xpovia Aep@okuTtapikh Aeuxaipia (XAA), Ta
oTToi0  €XOUV TIPOETOINOOTEI OUUQWVO PE TIG KATEUBUVTAPIEG odnyieg Tou
gpyaaoTnpiou i Tou 1I3pUPaTog. MpoeToipdaTe deiypaTa TTou €XOUV UTTOOTEN {Hpavaon
ME OEpa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OUPQWVA HE TIG TUTTIKEG
KUTTOPOYEVETIKEG dladikaaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG yIa TN GUAAOYH, KaAAIEpYEIa Kal peTagopd delyudTwy, Kabwg
KOl VIOl TNV TIPOETOILACTO TWV AVTIKEINEVOPOPWVE.

MpogToipacia diaAUpdTWY

AiaAvuara ai@avéAng

ApaiwoTe ailBavoAn 100% pe ammoviopévo vepd Pe BAaon TIg akdAouBeg avaloyieg
KOl avapigTe KaAd:

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

e AiBavoAn 85% — 8,5 pépn aiBavoAng 100% oe 1,5 pépog atrioviopévou vepou
AmobnkeuoTe Ta dloAUpaTa yia €wg Kal 6 Yriveg ot Beppokpacia dwuatiou ot
QEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmioviopévou vepoU KOl avapigTe
KaAd. EAEyETe TNV Tipn pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ) HCI,
Kat@ TepimTwon. AmobnkeloTe To OiGAupa yia €wg Kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

AigAvpa 0,4xSSC

Apaiwote 1 pépog dlaAuparog 20xSSC pe 49 pépn aTmmoviopyévou vepoU Kal
avapigre kahd. EAéygre TV Tipn pH kai puBpioTte o€ pH 7,0 xpnoipotroiwvtag NaOH
f HCI, katd mepimtwaon. AmobnkeloTe 1o diGAupa yia éwg Kal 4 Bdouddeg ot
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaioTe 1 pépog diaAUpaTtog 20xSSC pe 9 pépn amoviopévou vepou. MpoobéoTe
5 pL Tween-20 avda 10 mL kai avapigre kaAd. EAEyETe Tnv TiuA pH kai puBbuioTe o€
pH 7,0 xpnoiyotroiwvtag NaOH A HCI, katd mepimTwon. AmoBnkeuaTe 1o didAupa
yia €éwg Kal 4 €Bdouadeg o BepPoKPaTia dwPATIOU OE AEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znpeiwon: BeBaiwBeite 6T n €kBean TOU IXVNOETN KaI TNG AVTiXPWONG OTA GWTA
TOU €pYaaTnpiou gival TTAvVTa TTEPIOPIOUEVN).

lMpoeroiyacia avriKEINEVOPOpOU

1. TomoBetRoTe pia knAida ammd TO KUTTAPIKO deiyua o0  Hia  yudAivn
QVTIKEIUEVOPOPO HIKPOOKOTTioU. AQACTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIYOTIOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BaAapog TTpéTel
va AelItoupyei o€ Beppokpaaia epitrou 25 °C kal uypacia 50% yia Tn BEATIOTN
Muwn kuttapikoU deiypatog. Edv 8ev utrdpxel dIaBECINOG KUTTOPOYEVETIKOG
BdAapog gnpavong, XpPNOIMOTIOINGTE £vav aTTaywyod WG EVOAAAKTIKN).

2. BubioTe TV avrikeipevo@opo o€ didAupa 2xSSC yia 2 AeTrTd o€ Beppokpaaia
dwpaTiou Xwpig avakivnon.

3. A¢@udatwaoTe ot dlaPopeTIKG TToooaTd aibavoAng (70%, 85% kai 100%),
d10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaagia dwuaTiou.

4.  AQNOTE TN VA OTEYVWOEL.
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5.  Ag@aipéoTe Tov IXvNOETN AT TOV KATAWUKTN KOl A@rOTE ToV va Beppavbei o€
Beppokpacia dwuartiou. EKTeEAEOTE oUVTOUN QUYOKEVTPION TWV CWAAVWY TIPIV
amd Tn Xpnon.

6. Beaiwbeite 0TI TO didAUpa 1IXVNOETN €xEl avapixBei opoiduop@a pe TN Xpron
TTETAG.

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

8. TomoBeTACTE TOV IXVNOETN KOl TNV AVTIKEINEVOPOPO OeiyHaTog o€ pia Bepun
TAdKka pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTrTd yia TpoBépuavan.

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

Merouoiwon
10. MeTouoiwoTe To dgiypa Kal Tov IXvnBETN TauTdxpova Beppaivovrag Tnv
QVTIKEIUEVOPOPO o€ pia Beppun TTAdka oToug 75 °C (+/-1 °C) yia 2 AeTr1d.

YBpidiouég
11. TOTOBETAOTE TNV QAVTIKEIUEVOPOPO O€ Evav UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpaaia 37 °C (+/-1 °C) yia pia o0AdKAnpn vuxTa.

TMAUoeIg perd Tov uBpPISIONO

12. Agaipéote To DAPI amd tov Katawuktn Kal a@rioTe To va BeppavBei ot
Beppokpacia dwuariou.

13. Ag@aipéaTe TNV KOAUTITPIOA KOl OAQ Ta UTTOAEIPATO KOAAOG TTPOOEKTIKA.

14. BuBioTe TNV avtikeiyevopoépo oe didAupa 0,4xSSC (pH 7,0) oe Bepuokpaaia
72 °C (+/-1 °C) yia 2 AeTIT@ XWwpig avakivnon.

15. ATTooTpayyioTe TNV QVTIKEIWEVOPOPO Kail BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 oe Beppokpacia dwpuatiou (pH 7,0) yia 30 SeuTepOAETITA XWPIg
avakivnon.

16. AtooTpayyioTe TNV avTikeInevo@opo kal TotroBetioTe 10 L DAPI antifade o€
KGOe deiyua.

17. KaAOyTe TN PE pIO KAAUTITPIOO, QQAIPESTE TUXOV QUOCAIDEG KOI TTEPIMEVETE
10 AEeTITG PEXPI VO QVOTITUXBET TO XPWHO OTO OKOTADI.

18. MapatnproTe o€ PIKPOOKATTIO PBOPIoHOU (avaTpégTe oTnV evoTnTa ZUOTAON
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoElg yia Tn Siadikaoia

1. H Béppavon A wpiyavon TwV QVTIKEIUEVOPOPWY MTTOPEI VO HEIWOEI TOV
@BOPICUO TWV ONUATWY.

2. O1 ouvBnkeg UBPIBIOCUOU UTTOPEI VO ETTNPEACTOUV SUCUEVWG ATIO TN XpPAon
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.  O1 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 yeTouoiwan PTTopEi va €xEl WG ATTOTEAECHA TNV ATTWAEIQ OAPATOG Kal
n uTTEPPBOAIKA PETOUGTWAN PTTOPEI, ETTIONG, VA £XEI WG ATTOTEAECUA TN N €IDIKN
Séopeuan.

6. O utrepBoAikdg UuBpISICPOG uTTopeil va odnynoel oe TPOCBeTa 1 un
QAVOAPEVOUEVA OHuaTa.

7. O1xpnoTeg Ba TTPETTE va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta BeiyuaTA TOUG
TIpIV a1Té TN XPAON TNG €££TAONG Yia diayvwaTIkoUg 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 €ival QWTEIVA, DIAKPITE Kal EUKOAa agloAoynaiua

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 TTapeUBoAég oTa onuata. 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
didyuTo

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

& —
o
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 ENAelwn TG ATM, avapévovTal 00 KOKKIva Kal éva TTpdaivo
onpa (2K1MM).
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e éva KUTTapo pe €AAeiyn Tou TP53, avapévovral éva KOKKIVO Kal dUo TTpaciva
ofuata (1K2MM1).

MTtropoUv va TTpokUWouv kol GAAa TTPOTUTTA ONUATWY O€ aveuTrAogId/un
I00ppoTTNEéva deiypaTa.

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

M'vwoTh diaoTaupoUpevn avTIdpaoTIKOTNTA
Aev UTTAPXE! YVWOTH dlaoTAUPOUEVN 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 kata
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 éva amrd Ta mévTe (5) yovipoTroinuéva e didAupa Carnoy (ueBavoAn/ogiké ogu
3:1) deiypata ammd mePIPEPIKS aia KAPUOTUTTIKA QUOIOAOYIKWY avTpwy, divovtag
400 onueia dedopévwy. Xaptoypa@nbnke n Totmobegia kaBe uppidoTToinuévou
IXvNOETN Kal kaTaypdenke O aplBudg Twv onuatwv FISH petagacikwv
XPWHOCWHATWY TTou UBpIdoTToIenkav oTn owaoTr 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%
11022.3 200 200 100% 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%)

MugAbg Twv 00TWV >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 peco@aoikd KUTTapa yia KGBe éva amd Ta 25 povigotroinuéva KUTTapIKG
EVAIWPAMATA aTTO JUEAS TWV 00TWV TToU BewpolvTtav apvnTikd yia EAAelyn TP53
N ATM. Zuvemtwg, BaduoAoyriBnkav katr' eAdyioTov 5.000 Truprveg yia kKaBe 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 ETTIRERAIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG TO
Bk Toug dedopéva’e,

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 éAAelpn TP53 6o kai yia Tnv éAAeiyn 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 €AAelpn TP53. Ta xapnAig BeTikdTNTOG deiypata pueAol 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 Kai Tn doKIpaagia TG TTPoadIopICHEVNG ATTOKOTIAG.

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’] ATM) 7P
peraty muepiy (amo. | o (e 1009

2 2 (]
nUépa o Npépa) TP53)
MugAdg TwV 00TWY, apvNTIKO 100%

) MugAGG Twv 00TWYV, XaUNARG 88.9%
Avatrapaywyiuotnta BeTikoTNTag 2K (EAAEIYWn 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) BeTIkwv kal dekagvvéa (19) apvnTIKWV yia EAAEIYn
TP53 Odeiypdtwyv. 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 —
‘EMeiyn ATM

KAIvIKR euaioBnaia (TrooooTé aAnBwg BeTIKWY, 99,93%
TPR)

KAvikn §|6|Komm (Troo00T6 aANBWG 99,09%
apvnTikwy, TNR)

ﬂocogro Weudwg BeTikwyv (FPR) =1 — 0,01%
EidikéTnTal

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

Baoiké 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.0gt.com
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