A Sysmex Group Company

CytoCell

0O3nyieg xpnong (IFU)
REF: CE-LPH 052-S/CE-LPH 052

P53 (TP53)/ATM Combination Deletion Probe

C€ [IvD

2797

AMOKAEIZTIKA FlA ENATTEAMATIKH XPHZH

|

ogt.com/IFU
Mrropeite va Bpeite TEpAITEPW TTANPOPOpPiES KOl AAAEG YAWOOEG OTOV
1oTéTOTrO Ogt.com/IFU

Mpoopig6uevn xprion

To CytoCell® P53 (TP53)/ATM Combination Deletion Probe civai pia TToioTik, un
autopaTtoTToinuévn, e&étaon  @Bopifovtog in situ  uBpidiopol  (FISH) TToU
XPNOIYOTIOIEITAI VIO TNV QVIXVEUON XPWHOOWHIKWY EAAEIPeEWY aTNV TIEPIOXN
11922.3 TO0U Xpwpoowuatog 11 kar 17p13 TOU Xpwpoowpatog 17 o€
govipotroinuéva o€ didAupa  Carnoy (ueBavoAn/ogikd ofu  3:1) KuTTapika
EVAIWPNAMATA  QIYATOAOYIKNAG TTPoéAeuong amd acbeveic pe empBefaiwpévn n
TMBavoAoyoUuuevn Xpdévia Aep@okuTTapiki Acuxaipia (XAA).

Ev&eigeig xpong

H ouokeur) autr €xel oxedlaoTei wG OUUTTANPWHATIKA O GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EGETATCEIG OE AvAyVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, 6TToU n yvwaon TG UTTapgng NG KatdoTaong EAAEIYNG OTIG TIEPIOXEG
P53 (TP53) A ATM Ba ATav onuaVTIKA yIa TNV KAIVIKA QVTILETWTTION.

Mepropiopoi

H ouokeul authl €xel oxedlooTel yia va avixveUel YOVIOIWHOTIKEG OTTWAEIEG
JEYOAUTEPNG EKTAONG OTTO AUTH TTOU KAAUTITETAI ATTO TOUG KOKKIVOUG KaI TIPACIVOUG
KAWVOUG OTO TTapOV OET IXVNOETWY, N otroia TepIAauBaver Tig mepioxég TP53 kai
ATM. O1 yovIBIWHATIKEG OTTWAEIEG EKTOG TNG TTEPIOXNAG QUTAG 1 Ol HEPIKEG ATTWAEIEG
oTNV TTEPIOXN QUTA WTTOPET va PNV gival avixveUOIUEG HE AUTO TO TTPOIOV.

H ouokeur auth 8ev TTpoopideTal yia: XpAon wg HeEPovwEvn SlayvwoTiKA eEétaon,
OUVOJEUTIK SIayVWOTIKA €EETOON, TTPOYEVVNTIKOG £AEYXOG, TTPOCUUTITWHATIKOG
€Aeyxog Baoel TAnBuapou, e§€Taon kovTd aTov acBevr ) autoegéTaan.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1)
yla OKOTTOUG TT€Pav aUTWV TTou KaBopiovTal aTnv TTpoopI{duevn Xpnon.
MpoopideTal yia XPAoON WG CUPTTANPWHA 0€ GAAEG BlayVWOTIKEG EPYAOTNPIOKES
€CETAOEIG KaI Oev Ba TIPETTEI VA EEKIVAEI Kaia BepaTTEUTIKN evépyeia pévo BAoel Tou
amotreAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYUATOTTOIOUVTAI aTTO KATAANAG €EEIDIKEUPEVO TTPOCWTTIKG, CUMPWVA WE TO
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utoéywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWV, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIEG.

To Tpoidv auTd TTPOOPICETAI ATTOKAEIOTIKA VIO EPYACTNPIOKN ETTAYYEAUATIKA XPAON.
H pn mpnon tou TTPwTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATIGd00N Kal va
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApxEg Tng e§éTaong

O @Bopicwv in situ uBpidioudg (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAPAOIKG XPWHOCWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HovIhOTTOINPEVA KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTrolei 1xvnBéteg DNA
TTou  uBpidoTToloUvTal 0 OAOKANPO XPWHOOWHATA 1 PEPOVWHEVEG HOVADIKEG
aAAnAouxieg kal XpnoIPeUEl WG €va ONUAVTIKO GUUTTARPWUA OTNV KUTTOPOYEVETIKN
av@iuon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
onMavTikG epeuvnTIKG €PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KAl QIPMATOAOYIKWV
AvOAUOEWY, KABWG Kal XPWHOCWHIKWY avaAUCEWY CUPTIOYWY OyKwv. MeTd Tn
poviyotroinan kai Tn petouaiwon, 1o DNA-0T6x0G gival SiaBéaipo yia avadidragn
o€ évav TTapéuola JETOUCIWPEVO, @BopifovTa onuacpévo 1xvnBEtn DNA, o otroiog
€xel ouPTTANpwHaTikh aAAnAouxia. Metd Tov uBPIBIOUO, YivETal aQaipecn TOU Wn
Seapeupévou Kal hn €1BIKG deapeupévou IxvnBETn DNA kai To DNA utroBdAAeTal o€

avTiXpWaon yia aTreikovion. ZTn CGUVEXEID, N MIKPOOKOTTia @Bopiouol KabioTd
duvarTr TNV ateikovion Tou URPISoTToINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvnBETn

To oykokaTaoTaATIKO yovidio TP53 (tumor protein p53) atnv Trepioxr 17p13 kai 1o
yovidio Tng kivaong pwreivwv ATM (ATM serine/threonine kinase) oTnv Treploxn
11922.3 ammaviwvTal guxva o€ EAAEIYPN O€ TTEPITITWOEIG XPOVIOG AEUPOKUTTAPIKAG
Aeuxaipiag (XAA). To yovidlo TP53 ceival éva ammé Ta TAéOV ONUaVTIKG
OYKOKOTOOTOATIKG yovidla. Apa wg 10XUPOG HETAYPAPIKOG TTAPAYOVTOG HE
BgueAIIBN pOAO OTN BlaTPNON TNG YEVETIKAG 0TaBepdTnTag’. H atmmwAsia Tou TP53
ava@épetal oTo 5-10% Twv acBevwv pe XAA Kkail atroTeAei Suouevh TTPOYVWOTIKO
Blodeiktn TTOU TTPOPRAETTEI TNV QVBEKTIKOTNTA OTn XNnueloBepatreia®®4. H ATM
aTroTeEAEl ONUAVTIKO Yovidlo onueiwv €AEyXOU OTNV QVTIUETWTTION KUTTOPIKWY
BAaBWVS. H ammwAeia Tng ATM avagépetal 01o 10-20% Twv aoBevwv pe XAA2, O
eMeipeig 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 oe ammwAgia Tou
TP534.

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

119223
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D1153347 D1152179

182kb
100kb

To pépog Tou O€T TTou agopd oto P53 amoteAeitan amd évav ixvnoérn 161 kb,
ONUACUEVO KOKKIVO, TToU KOaAUTITEl OAGKANpo To yovidlo P53 (TP53) kai Tig
ekaTéPwOev auToU TTEPIOXEG. TO YEPOG TOU OET TTou apopd oto ATM aTtroTeAeital
ato €vav 1ixvnBéTtn 182 kb, onuaopévo mpdaivo, Tou KAAUTITEI TO TEAOUEPIKG AKPO
Tou yovidiou NPAT Kail To KEVTPOUEPIKS GKPO Tou yovidiou ATM Trépav Tou deikTn
D1183347.

Mapexoépeva UAIKA

Ixvn@érng: 50 pL avd @iaAidio (5 egetdoeig) i 100 pL ava ¢iaAidio (10 egeTdoEIg)
O1 1xvnbéteg Trapéxovtal Trpoavapepiypévol o€ SidAupa uBpIdiopol  [<65%
@oppapidio, <20 mg Beikn degTpavn, <10% aAatouxo SIGAUNA-KITPIKG VATPIO 20X
(SSC)] kai givai éTOIPOI TTPOG XPRAON.

Avrixpwon: 150 uL ava giaAidio (15 egeTaoeig)
H avrixpwon eivai DAPI Antifade ES [0,125 pyg/mL DAPI (4,6-8iapidivo-2-
@aivuhivdoAn) oe Baciopévo o€ yAukepOAn péoo oTepéwang].

MpoeIdoToINoeIg Kal TTIPOPUAGSEIG

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

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TO OTToio gival TEpATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTAPH PE TO Oéppa.
ATTQITEITAI TIPOOEKTIKOG XEIPIONOG. Na QOpATE YAVTIA KAI EPYOOTNPIAKH TTOBIA.

3. AmaiTeital  TTPOOEKTIKOG  XeIpIopog Tou DAPL. Na @opdte ydvria  kai
gpyaoTnpiakn Todid.

DS1065/CE-el v003.00/2025-09-09 (CMP-H040 V005 CMP-H041 V005)
Zehida 1 amd 5


https://ogt.com/IFU

4. Mnv TO XpPnoIYOTTOIEiTaI €QV Ta @IAAIdIO €xouv UTTOOTEN {nuId 1 €av n
akepaIdTNTA  TOU  TIEPIEXOMEVOU Twv  QIaAIdiwV  €XEl  ETTNPEACTEI  ME
OTT0I0VOATTOTE TPATTO.

5. Tnpeite Toug TOTMIKOUG KAVOVIOUOUG QTTOPPIYNG yia TNV TIEPIOXH OAG O€
OUVOUOONO ME TIG OUOTAOEIS TOU AEeATiOU OedOMEVWV AOPAAEIag yia va
KaBoPIoETE TNV ACPAAR aTTOPPIYN auToU TOU TTPOIGVTOG. AUTO IOXUEI, ETTIONG,
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU £XOUV UTTOOTEI {nuId.

6. H amoppiyn GAwV Twv XPNOIPOTTOINUEVWY AVTIOPACTNPIWVY Kal TUXOV GAAwY
HOAUCHEVWV aVAAWGCIMWY UNIKWV TTPETTEI VA YIVETOI CUM@PWVA HE TIG TIOPAKATW
Sladikaoieg yia poAuopaTik@ f ev duvdpel YoAuopatikG ammopAnTa. Kdbe
€PYOOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPO TwV OTEPEWV KAl UYPWV
atmoBAATWY aUP@wva Pe TN eUON Kal Tov Badud emMKIVOUVOTNTAG TOUG, KaBWwg
Kal yia Tnv emegepyacia Kal TNV amoppipn Toug () Tnv avdbeon Tng
eTTECEPYATiOg KAl TNG OTTOPPIYAG TOUG OE TPITOUG) OUMPWVA HE TUXOV
10X00VTEG KAVOVIOUOUG.

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

8. H pn tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal TwV avTIdpACTNPiwv
eVOEXETONI VO ETTNPEAOEl TNV aATTOd00N KOl VO O0BNYAOEl O WEUBWG
BeTIKG/apVNTIKG atroTeAéouaTa.

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

10. H un xprion 10 pL 1xvnBéTn oTO OTAdIO TOU TIPWTOKOAAOU TIpIV OTTO TN
METOUCTWON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN KAl VO 08NYATEl O WYEUDWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. 'OAa TO TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TIPIV OTTO TN XPARON.

12. O1 e0wTEPIKOI EAEYXOI TTPETTEI VO TTPAYUATOTTOIOUVTAI JE TN XPACN KUTTOPIKWYV
TIANBUOPWYV 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  Oegppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTel va atroBnkeleTal o Beppokpaaia atd -25 °C
J/ £wg -15 °C o¢ kaTawUKTn PEXP! TNV nuEpounvia ARENG TTou
-25°C avaypd@eTal oTnNV €TIKETA TOU KIT. Ta @IoAidia 1xvnBeTWVY Kai
avTiXpwong TTPETTEl VO aTToBnKeUOVTal OE GKOTEIVO XWPO.

\|/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES ka1 10
=~ @ - SiGAupa uBpIdiopol Wugng/atrdéyugng TTou TTpayaToTToloUVTal
/7 . aT0 TTACiCIO TNG PUOIOAOYIKAG XPAONG (£vag KUKAOG avTIOTOIXET
AI aTnNV aaipecn Tou @IaAIBiou aTTé TOV KATAWUKTN KAl TNV €K VEOU
. TOTT0BETNON Tou O€ auTdv) — 5 KUKAOI yia To @iaAidio 50 pL
(5 egeTaoeig) Tou I1xvnBETn FISH, 10 kUkAol yia 1O @IiaAidio
100 pL (10 egetdoeig) Tou 1xvnOETn FISH kai 15 kUkAor yia 1o @iaAidio 150 pL
(15 egeTdoeig) Tng avtixpwaong. H ékBeon 010 QWG TTPETTEI va EAXIOTOTTOIEITAI KAl
va aTro@edyeTal 6TTou €ival duvaTtév. PUAACOETE TA CUCTATIKA OTOV TTAPEXOHEVO
TIEPIEKTN WE TTPOOTOCIA OTTO TO QWG. Ta CUCTATIKA TTOU XENOIMOTToIoUVTAl Kal
ammobnkelovTal UTTO OUVONKESG JIAPOPETIKEG aTTO QUTEG TTOU KaBopidovtal oTnv
€TMIOAPAVON WPTTOPEI va pnv €xouv Tnv avapevéuevn atmddoon Kal PTopei va
€TTNPEGoOUV apvnTikd Ta armoteAéoparta TnG avdAuong. Mpémel va kataBaAAeTal
kGO duvaTr) TTpooTrdBela waTe N €kBeon o€ PETARBANAOUEVEG OUVONKEG QWTICHOU
Kol Beppokpaaciag va TTePIOPICETal GTO EAAXITTO.

E€omrAiopog Kkai UAIKG TTou atraitoUvTal aAAd Sev TrapéxovTal

Mpétel va xpnaoiyotroigital BaBpovounuévog eEotrAIoudG:

1.  Oc¢eppni TAdka (ue oTePEN TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaaciag
€wg kai 80 °C)

2. BaBpovounuéveg PIKPOTTITTETEG PETABANTOU dykou Kal pUyxn, ammod 1 pL éwg
200 pL

3. Ydaréloutpo pe didragn akpiBous eAéyxou Beppokpaaiag atoug 37 °C kal
oToug 72 °C

4. ZwAAjveg pikpoguyokévipiong (0,5 mL)

5. Mikpookdtio @Bopiopol (avaTpé€te oTnv  evotnTa  X00TOON yia TO

HIKPOGKOTTIO PBOopITHOU)

MikpookoTio avtiBeong eaoewv

KaBapd AaoTikd, kepapikda i BeppoavBekTikd yudAiva doxeia Coplin

Napida

BaBuovopunuévo TrexaueTpo (1 TIEXAUETPIKEG TAIVIEG pE duvaTATNTA PETPNONG

Tiywv pH 6,5-8,0)

10. NMepiékTng uypaciag

11. Pakdg PIKPOOoKOTTiou PBopIoHOU KATAdUTIKOG G€ AGdI

12. PuyoKevTpOG TTAYKOU Epyaaiag

13. AVTIKEINEVOPOPOI PIKPOOKOTTIOU

14. KahutTpideg 24 x 24 mm

15. Xpovéuetpo

16. Emwaaotipag 37 °C

17. KOAAa pe didAupa eAacTikoU

18. MikTng mrepidivnong

19. AiaBaBuiguévol KUAIVEpoI

20. MayvnTikég avadeutripag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BeV TTAPEXETAI
1.  KutrapoyeveTikdg BdAapog EApavang

AvTIdpaoTAPIN TTOU aTraiToUVTAl dAAG Sev TTapéxovTal
1. AidAupa ahatolxou SIGAUPATOG-KITPIKOU vaTpiou (SSC) 20x

A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)
YdpoxAwpikd o&u 1M (HCI)
ATTioVIOpEVO VEPS

ook wN

ZUoTaoN YId TO HIKPOOKOTTIO (pBopiouoU

Xpnoiyotroieite  Adutra  udpapyUpou 100 watt i 10000vaun kai  eTmiTedoug,
OTTOXPWHATIKOUG OVTIKEIPEVIKOUG (QOKOUG KaTaduTIKOUG ae AGdI pe peyéBuvon
60/63x 1 100x yia BEATIOTN aTrelkdvion. Ta @Bopo@dpa TToU XPNCIKOTIoIoUVTAl OE
autd 1O O€ET IXvNBeTWV Ba dieyepBouv kal Ba ekTéPwouv ota akdAouBa pAkn
KUpOTOG:

Mpdoivn 495 521

| KOKKIvn | 596 | 615 |

BeBaiwBeite 611 0TO PIKPOOKOTTIO €X0ouv TOTTOBETNOEi Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV Ta UAKN KUPOTOG TTOU avag@épovTal
TTapatmavw.

Xpnoigotroinate  @iATpo  diéAeuong TpImARg  Cwvng  DAPI/mTpdaoivou
@ACUATOG/KOKKIVOU @Aouatog A @iATpo OiéAeuang dITTARG {wvng TTPAcIvou
@ACUATOG/KOKKIVOU QACTHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWY
Kal KOKKIVWY pBopopOpwv.

EAéyETe TO PIKPOOKOTTIO @BOpIoUOU TIpIv aTrd TN XPAoN Yia va dlac@aAioeTe OTI
Aeitoupyei  owoTd. Xpnoipotroinote AGdl  katdduong Tou  evdeikvuTal  yia
MIKPOOKOTTIO @BOPICHOU Kal €XEl TTOPACKEUAOTEl YIO XOMNAG auTo®BopIopo.
Ato@uyeTe TNV avauign Tou DAPI antifade pe Aad1 kataduong piIkpookoTriou, dI6TI
KATI TETOI0 Ba KAAUWEI Ta oApaTa. TnPEiTe TIG CUGTACEIG TOU KATAOKEUAOTH 600V
apopd Tn didpkela (wAg TNG AGuTTag Kail TNV NAIKIa Twv @IATpwv.

MposgToipagia deryudTwyv

To KiIT €xel oxedlaoTei yia XpAon o€ povipotroinuéva o€ didAupa Carnoy
(MEBavOAn/ogiké ogu 3:1)

KUTTOPIKA  evOIWPAMOTA  AINOTOAOYIKAG  TTpoéAeucng amd  aoBeveig  pe
emBeBaiwpévn ) mMOavoloyolpevn Xpovia Aep@okuTTapikh Aeuxaipgia (XAA), Ta
oTToi0  €XOUV  TTPOETOINOOTEI OUUQWVO HE TIG KATEUBUVTAPIEG Odnyieg TOU
gpyaaTnpiou 1 Tou 1Id8pUPaTog. MpoeToiudaTe deiypaTa TTou EXOUV UTTOOTEI Efpavon
ME OEpa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OCUPQWVA  HE TIG TUTTIKEG
KUTTOPOYEVETIKEG Bladikaaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TEPIEXEI CUOTATEIG yIa TN GUAAOYH, KaAAIEpyeia Kal peTagopd delyudTwy, Kabwg
KOl VIO TNV TIPOETOILACTO TWV AVTIKEINEVOPOPWVE.

MpogToipacia diaAupdTwWY

AiaAduara ai@avoAng

ApaiwoTe aiBavoAn 100% pe atmoviopévo vepd Pe Baon Tig akdAouBeg avaloyieg
KOl avapigTe KaAd:

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

e AiBavoAn 85% — 8,5 pépn aiBavoAng 100% oe 1,5 pépog atrioviopévou vepou
AmoBnkevoTe Ta SloAUpaTa yia éwg Kal 6 Yriveg ot Bepuokpacia dwuaTiou o€
QEPOOTEYN TTEPIEKTN.

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmioviopévou vepoU Kal avapigTe
KoAd. EAéyETe Tnv Tiun pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH r HCI,
KoTd TrepimTwon. AmobnkeloTte TO OIGAUMG yia éwg Kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAuvpa 0,4xSSC

Apaiwote 1 pépog diaAlpatog 20xSSC pe 49 pépn amoviopévou vepoU Kal
avapi§re kahd. EAéygte T Tipn pH kai puBpioTte o€ pH 7,0 xpnoipotroiwvtag NaOH
n HCI, katd mepimmwon. AmoBnkeloTte 10 didAupa yia éwg Kai 4 efOopadeg ot
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAuua Tween-20 0,05%

ApaioTe 1 pépog diaAUpaTtog 20xSSC pe 9 pépn amoviopévou vepou. MpoobéoTe
5 pL Tween-20 ava 10 mL kai avapigre kaAd. EAEyETe Tnv TiuA pH kai puBuioTe o€
pH 7,0 xpnoiyotroiwvtag NaOH A HCI, katd mepimTwon. ATroBnkedaoTe 10 didAupa
yia éwg Kal 4 Bdopadeg e Beppokpacio SWHATIOU O AEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znpeiwon: BeBaiwBeite 6T n €kBean TOU IXVNOETN KaI TNG AVTiXPWONG OTA GWTA
TOU €EpYaaTnpiou €ival TTAVTA TTEPIOPIOUEVN).

lMpoeroipyacia avrikEINEVopopou

1. Tomobetiote pia knAida amé TO KUTTOPIKGO Otiyuya o€ pia yudAivn
QVTIKEIUEVOPOPO HIKPOOKOTTioU. AQAGTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIPOTTOIEITAI KUTTOPOYEVETIKOG BdAapog Efnpavong: O BAAapog TTpETTel
va AelItoupyei o€ Beppokpaaia epitrou 25 °C kal uypacia 50% yia Tn BEATIOTN
AMwn kuTTapikoU deiypatog. Edv dev utr@pyel dIaBECINOG KUTTOPOYEVETIKOG
BdAapog Enpavong, XpPNOIMOTIOINGTE £vav aTTaywyod WG EVOAAAKTIKN).

2. BubioTe TV avtikeipevo@opo o€ didAupa 2xSSC yia 2 AeTrTd o€ Beppokpaaia
dwpaTtiou 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 VO OTEYVWOEL.
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5.  Ag@aipéoTe Tov IXvnNBETN atré ToV KATAWUKTN KAl a@rjoTe Tov va Beppavoei oe
Beppokpacia dwuartiou. EkTeEAEOTE oUVTOUN QUYOKEVTPION TWV CWAAVWY TIPIV
amd Tn Xpnon.

6. BeBaiwBeite 6T To SIGAUpA IXVNBETN €xel avapixBei opolduopea Pe TN Xpron
TTTETAG.

7. AgaipéoTte 10 pL 1xvnBETN yia KABE £EETAON KON PETAPEPETE TA OE Evav CWARvVa
HIKpOQUYOKEVTPIONG. ToTroBeTAOTE ypriyopa Tov UTTOAOITTO IXvNBETN OTOV
KatayuokTn.

8. TomoBeTAOTE TOV IXVNBETN KAl TNV AVTIKEINEVOPOPO BEiYPATOG O I Beppr
TAGKa pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTTT@ yia TpoBépuavon.

9. TomoBetAoTe 10 pL piypaTog 1xvnBETN GTO KUTTAPIKG dEiyUa Kal EQAPPOOTE pIa
KAAUTTTPIOO TTPOOEKTIKA. ZPpayioTe ue KOAQ pe SiIGAuPa EAAOTIKOU KAl apACTE
TN VA OTEYVWOEI EVTEAWG.

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

YBpidiouég
11. ToTTOBETACTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/-1 °C) yia pia 0AOKAnpn vuxra.

TAUoeig perd Tov uBpISIOUS

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

13. Ag@aipéaTe TNV KAAUTITPida Kal OAa Ta UTTOAEIMpOTA KOAAOG TTPOCEKTIKG.

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

15. AmooTpayyioTe Tnv avTikeipevo@dpo Kai BubiaTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 o¢ Bepuokpacia dwpuatiou (pH 7,0) yia 30 SeuTepOAETITA XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTikeipevopdpo kal Torrobetriote 10 uL DAPI antifade o€
KGOe deiyya.

17. KaAOyte TN pe pia KOAUTITPIdA, a@aipéoTe TUXOV QUOAAIOEG Kal TTEPIPEVETE
10 AeTITG pEXPI VO QVATITUXOEI TO XPWHO OTO OKOTADI.

18. MapartnpAoTe o€ PHIKPOOKOTIO GOoPIcHOU (avaTpégTe oTnv evoTnTa Z0OTACN
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H 6éppavon i wpigavon Twv QVTIKEINEVOPOPWY UTTOPE va HEIWOEI TOV
PBOPICUO TWV CNUATWV.

2. O1 ouvbnrkeg uBPISICPOU PTTOPEI VO €TTNPEACTOUV JUOUEVWG aTTd TN XPRoN
avTIdpacTNPiwy TéPav EKEiVWY TTOU TTapéxovTal fj ouoTrhvovTal amd Tn
Cytocell Ltd.

3. Xpnowyotroinote  éva  BaBuovounuévo BePUOMPETPO  yio TR PETPNON
Beppokpaciwv dIaAUPATWY, 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 Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBWG o1 ouvORKeG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €181k déopeuan Tou IXVNOETN, evw oI ouvlnkeg UTTEPBOAIKA uWwnARg
auoTNPOTNTOG PTTOPEI Va £XOUV WG ATTOTEAETHA TNV EAAEIYN CHPATOG.

5. HateAAg peTouoiwan PTTopEi va €XEl WG ATTOTEAETUA TNV ATTWAEIQ GAUATOG KAl
n UTTEPBOAIK PHETOUGTWAN PTTOPEI, ETTIONG, VA EXEI WG ATTOTEAECHA TN UN EIOIKN
déopeuan.

6. O utepBoAikOG uBpIdiIouds pTTopei va odnynoel oe TIPOOBETA 1 un
avauevopeva oruaTa.

7. O1xproTeg Ba TpéTrel va BeATIOTOTTOIOUV TO TIPWTOKOAAO Yyia Ta deiyaTd Toug
TIPIV a1 TN XPAON TNG £§€Taong yia diayvwaoTIKoUG oKOTToUG.

8. TuxOv UTTOREATIOTEG OUVORKEG UTTOPET va €XOUV WG OTTOTEAEOHO Un E€IDIKN
Oé0oPEUDN, N OTTOIO PTTOPET VO TTAPEPPNVEUTET WG OAPA IXVNOETN.

Eppnveia Twv ammoTeAeouATWV

EKTiunon moiérnTag avrikeiuevopopwyv mAakwv

H avTikeipevo@odpog Sev Ba TTpETTEl va avaAleTal eqv:

e Ta onuata cival TTOAU 0oBevr] yia va Tpaypatotroindei avdAuon oe
pegovwpuéva @iATpa. Ma va TTpoxwpnoete Ye TNV avdiuon, Ta oruata Ba
TIPETTEI Va €ival QWTEIVA, BIOKPITA Kal EUKOAA agloAoyAoipa

e YTmdapxel peyGAog apiBudg  ouoTadOoTTOINUEVWV/OAANACETTIKAAUTITOHEVWV
KUTTApWV TTou euTTodidouv Tnv avdAuon

o >50% Twv KUTTAPWV dev éxouv uBpidoTroinbei

e YTapxel Tepiooela QOOPICOVTWY CWHATIdOIWY PETAEU Twv KUTTAPWY A/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePPBoAég oTa oruarta. 1davikd, TO
uTT6BaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO A paUpo Kal
KkaBapo

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

KareuBuvrrpieg odnyieg yia tnv avaAuvon

e Kdabe deiypa Ba mpéTmel va avaAUeTal Kal va gepunveveTal atrd dU0 avaAuTEG.
Tuxév aoupewvieg Ba TpéTrel va emAlovTal PéOw €KTiPNONg amd TpiTo
avaAuTh

o KdBe avalutrg Ba TpéTrel va eival KATAANAG €§€IdIKEUPEVOG CUPPWVA PE Ta
avayvwpiouéva €0VIKG TTpOTUTIa

e KdaBe avaAutng Ba mrpétrel va Babuoloyei pepovwuéva 100 TTuprveg yia kaBe
Oeiypa. O mpwTog avaAutig Ba TpéTel va Eekiva Tnv avaAuon amod Tnv
apIoTEPA TTAEUPE TNG AVTIKEINEVOPOPOU Kal O DEUTEPOG AVAAUTAG aTrd Tn de€id
TAEUP&

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

e AvoAUete povo dGOIKToug TTUPAVEG Kal OXI OAANAOETTIKOAUTITOPEVOUG
OUOCWPEUPEVOUG  TTUPAVEG 1 TIUPAVEG  TTOU  KOAUTITOVTal — OTTO
KUTTOPOTTAQOUATIKG UTTOAEIMPATA 1) uwnAd eTTiTredo autopBopiouol

e ATTOQEUYETE TTEPIOXEG WE TTEPICOEIN KUTTOPOTTAQOHATIKWY UTTOAEIMPATWY 1 Un
€101k UBPIBIoUO

e H évraon Twv onuATwV PTTOPET va TTOIKIAAEL, AKOPO KOl OTNV TTEPITITWON EVOG
uoévo TTUpAva. X€ TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pova QIATPa f/Kal va
puBpiceTe TO €0TIOKG ETTITTEDO

e Y& UTTOREATIOTEG GUVONKEG, Ta OAPOTA PTTOPET va @aivovTtal didyuTa. Edv duo
oRApaTa TOu idI0U XPWHATOG BpiokovTal og TP PETALU TOUg, 1 N aTTéoTaCN
METAgU Toug dev gival ueyahlTepn atd dUo TTAGTN OAPATOG, 1} CUVDEOVTAIl HE
€va axvo vAua, YETPROTE TA WG €va ORaA

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOpPEi va avaAuBei i 6x1, unv
TIPOXWPNOETE OTNV AVAAUCT TOU

Mnv TTpooueTpdTe — OI
TTUPAVEG givar uTTEPBOAIKG
KOVTA 0 £vag oTov GAAOV yIa
TOV KaBOoPIoUS opiwv

Mnv TrpoopueTpaTe
AAANAOETTIKAAUTITOPEVOUG
TTUpfveg — dev gival opaTn
OAGKANPN N éKTOON KAl TWV
800 TTuprvwy

MpooueTprioarte wg dUo
KOKKIVO gApaTa kal dUo
Tpdaoiva orjyata — éva amo
Ta SUO KOKKIVA CrjuaTa gival
didyuto

MpooueTprioarte wg dUo
KOKKIVQ Kal dUo TTpdoiva
ofuara — 1o dIGoTNUa GTO
£€va KOKKIVO GAUa gival
HIKPOTEPO OTTO T TTAGTN dUO
IXVNOETWV

& —
s
o
o

Avapevopeva atmroteAéopara
Avauevouevo @UOIOAOYIKO TIPOTUTIO ONUATWY

Y& €va eualohoyIko KUTTapo, avapévovTal dUo kKOKKIVa Kal dUo TTpdaiva oAuarta
(2K2n).

Avapevoueva un @uaoioAoyikd TTPOTUTIa ONUATWY

e éva KUTTapO pe ENAelwn Tng ATM, avapévovTal 800 KOKKIVa Kal éva TTPAaacivo
ofua (2K1M).
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e éva KUTTapo pe €AAeiyn Tou TP53, avapévovral £va KOKKIVO Kal dUo TTpaciva
ofuarta (1K2M1).

MTropoUv va TTpokUyouv Kal GAAa TIPOTUTTA ONUATWY O€ aveUTTAOEIDA/UN
100ppOTINEEVA BeEiypaTa.

F'vwoTég oxeTikég aAAnAemidpdoeig/MapepuBarlAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIDPATEIG/TTOPEUBANNOPEVES OUTIEG.

MvwoTh 3100TAUPOUMEVN AVTIBPACTIKOTNTA
Agv uTtdpyel yvwoTr dlacTaupoUuevn avTidpaaTIKOTNTA.

Avagopd coBapwV CUNBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaiki ‘Evwon kol o€ XWpeg He
TIOVOUOIOTUTTO  pUBUIOTIKG  KaBeoTwg (Kavoviopudég (EE) 2017/746 yia 1O
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XPNalpoTTolouvTal yia Sidyvwaon in vitro). Eav katd
N XPAon autoU Tou TIPOIOGVTOG 1 WG ATTOTEAEOUA TNG XPNONG Tou TTPOKANBEi
ooBapd cupBdv, avaQEPETE TO OTOV KOTAGKEUATTH KAl OTIG EBVIKEG ApUODIEG APXEG.
MNa coBapd oupPBavTa o€ GANEG XWPES, AVAPEPETE TA CUPBAVTA OTOV KATOOKEUOOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZTOIKEiO  ETMKOIVWVIAG  KATOOKEUAOT  yia  Bépata  emayputrvnong:
vigilance@ogt.com

MNa Tig €BviKéG apuddieg apxég otnv EE, umopeite va Bpeite Tov katdhoyo e Ta
aToIXEI ETTIKOIVWVIAG yia BEPaTa eTTaypUTIVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

EI181kd XapakTnpIoTIKA atrédoong

AvaAurTikiy e18IkéTnTA

H avaAuTIKA €181KOTNTA OPIETAI WG TO TTOOOOTS TWV ONUATWY TTOoU URPISOTToI0UVTaI
pévo otn owoTh Béon kal oe Kapia GAAn Bféon. AvaAubnkav Téooepig (4)
XPWHOOWWIKEG Béoelg o€ KABe éva amod Ta €ikool (20) peTa@aacikd KUTTOPA aTd
KGO éva atd Ta EVTE (5) povipoTroinuéva o didAupa Carnoy (HeBavoAn/ogikd ogu
3:1) deiypata atréd TEPIPEPIKO AiA KAPUOTUTTIKA QUTIOAOYIKWV avTpwy, SivovTag
400 onueia dedopévwy. Xaptoypa@rnbnke n Totmobegia kaBe uppidoTToinuévou
IXvNOETN Kal kaTaypdenke o apilBudg Twv onudtwv FISH petagaoikwv
XPWHOCWHATWY TTou UBpIdoTToIBnkav oTn owoTr Béan.

H avaAuTikr €181IkATNTa KABE 1XVvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onudtwy FISH peTa@acikwy XpwpoowudTwy TTou UBPIdoTToIRenkav oTn owoTh
Béon diaipepévog Pe TOV OUVOAIKG apiBud uBpidotroinuévwy onudtwy FISH
METAPATIKWY XpWHOOWUATWY. To atroTéAeopa autd TTOAAATTAOCIGOTNKE pE To 100
Kal EKPPACTNKE WG TTOTOOTO WE SIAOTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTiki e1dikéTnTa 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 avoAutikiy euaioBnoia eivalr 1o TT0000TS TWV OEIOAOYACINWY PECOPATIKWV
KUTTAPWV UE TO AVAPEVOUEVO QUOTIOAOYIKO TTPOTUTIO OnuUATWY. AvaoAUBnkav Kot
eAdyioTov 200 pego@acoikd KUTTapa yia KGBe éva atmd Ta 25 povigotroinuéva
KUTTAPIKG €vaIWPAKATa At PUEAS TWwV OOTWV TTOU BewpoUvTav apvnTiKA yia
ENepn TP53 1 ATM. Zuvettwg, BaBuoAoynBnkav kat eAaxiotov 5.000 Truprveg
yia k&Be 10O deiypaTog. Ta dedopéva yia TNV euaiodnaia avaAibnkav Bdoel Tou
TT0000TOU KUTTAPWY TToU £9€1EAV PUGIOAOYIKO AVAPEVOUEVO TTPOTUTTO ONUATWY Kal
EKPPAOTNKAV WG TTOO0ATO pE dIdaTnua euToTOoUVNG 95%.

Mivakag 2. AvaAutikr) euvaioBnaia Ttou P53 (TP53)/ATM Combination Deletion
Probe

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

MueAdg Twv 0oTWV >95%

Xapakrnpiouog Twv QUGIOAOYIKWY TIWV ATTOKOTTHS

H @uololoyikfy atrokoTrry opieTal wg TO TTOCO0TO KUTTAPWY TTOU Ep@pavifouv
Weudwg BeTIKG TTPOTUTTO oNuATWyY BACcEl Tou oTToiou éva GTopo Ba Bewpoutav
@ualohoyiké o€ 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 BewpouvTav apvnTikd yia EAAelyn TP53
N ATM. Zuvemtwg, BabuoAoyriBnkav kar' eAdyiotov 5.000 TTuprjveg yia KGBe TUTTO
Seiyparog.

H Tiuf atrokoTIAg TTPoadIopicTNKE XpNnalpoTrolwvTag Tn B avdaTtpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAoyioTnke wg T0 TTOOOOTO PHECOPACIKWY KUTTAPWV
TToU €0€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTIOIWVTAG TO AVWTEPO OPIO
€vOg pPovOTTAEupou dIBOTANATOG €UTTIOTOOUVNG 95% TNG SIWVUMIKAG KATAVOUAG
@uaioAoyIkoU deiydaTog acBevr).

MNivakag 3.  XapoKTNPIOPOG  TwV__QUOIOAOYIKWY _TIHWV _ATTOKOTIAG _Tou P53
(TP53)/ATM Combination Deletion Probe

2K1N 3,78%

Mu€gAGG Twv 00TWV

1K2M 8,97%

Ta epyacTipia TTPETTEN Va ETTIBERAIWVOUV TIG TIUEG OTTOKOTTAG XPNOIMOTTOIWVTAG TA
SIkd Toug dedopéva’e.

AkpiBeia

H okpiBeia autou Tou TTPOIGVTOG €XEl PETPNOE O OXEon WE TNV aKpiBela eVIOg
nuépag (amé deiypa ae deiyua), TNV akpiBeia JETAEU NUEPWYV (QTTO NPEPQ OE NUEPQ)
KQI TNV aKkpiBeia YeTagu TapTidwyv o€ éva KEVTpo (aTrd TTapTida o€ TTapTida).

Tpia (3) deiypata xpnoigoTroiBnkav yia Tnv agiloAdynon tng akpifeiag autol Tou
TIPOIOVTOG: £€va PUOIOAOYIKO Seiypa HUEAOU TwV 00TWY (TO OTToi0 QaiveTal aTTd TO
FISH 6T eival apvnTiké 1600 yia TNV éAAelpn TP53 600 kai yia Tnv éAAeiyn ATM
TIPIV XpnaoipoTtroindei oTn PeAETN), €va deiypa pueAol Twv ooTwv 2K1M xaunAng
BeTIkATNTAG YIa TNV EAAelwn ATM kai éva deiyya pugAol Twv oaTwv 1K2MM xaunAig
BeTIKOTNTOG Yo TNV EAAeIYn TP53. Ta xapnAig BeTikdTNTOG deiypata HueAoU Twv
00TWV dnuIoupynBnkav TeXVNTA Pe TN XPAoN HEPOUG €vOG apvnTikoU OeiypaTog
HUEAOU TWV OCTWV KAl PE TNV TTPOOBAKN O€ auTd yvwoToU BeTikoU deiydaTog
HueAoU TwV 00TWYV, YE OKOTTG TN dnuioupyia XapnAng BeTIKOTNTAG SEIYNATWY OTO
€0POG OTTOKOTTAG 2-4X KQI TN BOKIPATIa TNG TTIPOTBIOPICHEVNG OTTOKOTTAG.

MNa Tov Tpoadiopioud TNG HETAEU NUEPWV Kal evTOG NUEPAG akpiBelag, Ta deiypaTta
aglohoyriBnkav otn didpkela Séka (10) pn BIASOXIKWY NUEPWV Kal yid Tov
TTPoodIoPICPO TNG METALU TTaPTIdWV OKPiBelag, TPelg (3) TTaPTIOEG TOU TTPOIOGVTOG
agloAoynBnkav oe Tpeig (3) emavaAfyeig Twv idiwv delypdTwy. Ta atmoteAéopara
TIOPOUCIAOTNKAY WG OUVOAKH OUM@WVIa PE TNV TIPORAETTOPEVN  OPVNTIKA
KaTnyopia (yia Ta apvnTIKa Seiypata).

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

, MugAGG Twv 00TWY, apvNTIKG 100%
AvamapaywyipsTnTa MugAGG Twv 00TWY, XaUNARG
evTOG NUEPAG (aTTO . ) 96,7%
Seiypa ot Sefyua) Kai esleomlmg 2K1MN (,e)\)\qur] A:I'M)
peragd nueplov ams | e 100%
: . ETIKOTNTAG ENAEIpN o
épa o€ Nuépa
nUépa oe népa) 7P53)
MueAdg Twv 00TWY, aPVNTIKO 100%
) MueAdg Twv 00TWY, XaunAng 88.9%
Avatrapaywyiuotnta BeTikoTNTag 2K1M (EAAeIyn ATM) ’
METAEU TTaPTIdWY MUEAGS TwV 00TWY, XAUNARS
BeTikOTNTOG TK2MM (EAAEIYN 100%
TP53)

KAvikiy arrédoon

MNa va dlac@aNioTei OTI TO TTPOIGV aviXVeUel TIG TTPOBAETTOUEVEG EAAEIWEIG, N KAIVIKA
atrédoaon TTPocdIopioTNKE e pia (1) PEAETN AVTITIPOOWTTEUTIKWY OEIYUATWY TOU
TIPORAETTOPEVOU TTANBUCOU TOU TTPOIOVTOG: povipoTroinuéva oe didAupa Carnoy
(MEBavOAN/ogiké ogU 3:1) KUTTOPIKG EVAIWPAMATA aIJaTOAOYIKAG TTpoéAeUang atd
aoBeveig pe emPBeBaiwpévn 1 mOavoAoyolpevn Xpovia AEUPOKUTTAPIKF Acuxaiyia
(XAN). To péyebog deiypatog yia Tn WeAETn ATav Tpidvta (30) Seiypata, e Tov
TTANBUoPG-0TOXO évTeka (11) BeTIKWV Kal dekagvvéa (19) apvnTikWv yia EAAEIYn
ATM delypdtwy kai évieka (11) BeTikwv Kal dekagvvéa (19) apvnTIKWV yia EAAEIYN
TP53 OJeiyudTtwyv. A@aipébnke n TaAUTOTNTO OAWV Twv OelyddTwy Kol Ta
atroTeAéopaTa OUYKPIBNKav Pe TN yvwaoTr KatdaTtaon Tou deiypartog. O 1xvnbEtng
avayvwpIoe CWOTA TNV KATAOTAGN TWV OEIYUATWY O OAEG TIG TTEPITITWOEIG.

Ta amoteAéopaTa Twv SOKIMWY aUTWY avaAUlBnKav TTPOKEINEVOU va UTTOAOYIOTEI N
KAIVIKA) euaigBnaia, n kAIVIKR €18IKk6TNTA KAl TO TTO000Té Weudwg Betikwv (FPR)
TIMWV YIO Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HIa TTPOCEyyion piag dIdoTaong.

Mivakag 5. KAivikA am6doon tou P53 (TP53)/ATM Combination Deletion Probe —
‘EMeiyn ATM

KAvikr euaigBnaia (TogooTd aAnBuwg BETIKWY,

0,
TPR) 99,93%
KAIvVIKR €181k6TNTa (TT0000TS aAnBwg .
apvnTikwy, TNR) 99,99%
MooooTd weudwg BeTikwv (FPR) =1 — o
EidikoTnTa 0,01%

MNivakag 6. KAiviki) amédoon 1ou P53 (TP53)/ATM Combination Deletion Probe —
‘EMepn TP53

KAIVIKR euaioBnaia (TrogooTé aAnBwg BeTIKWY, 100,0%
TPR)

KAvikn EIIGIKOTI]TG (Tro000T6 OANBWG 100,0%
apvnTikwy, TNR)

ﬂocogro weudwg BeTikwyv (FPR) =1 — 0,00%
EidikéTnTal
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NepiAnyn ao@daAeiag kai KAIVIKIG arédoong (SSP)

H trepiAnwn SSP Ba eivail 81aB€aiun oTo KoIvVO péow TNG EUPWTTATKAG BATNG
Sedopévwy yia 1aTpoTEXVOAOYIKG TTpoidvTa (Eudamed) é1mou cuvdéeTal pe 1o
Baoiké UDI-DI.

Eudamed URL: https://ec.europa.eu/tools/eudamed
Baoiko UDI-DI: 50558449LPH052JJ

Edv n Baon dedopévwyv Eudamed dev gival TARpwg AeiToupyikn, n epiAnwn SSP
Ba d1aTiBeTAI OTO KOIVO KATOTTIV AITAPOTOG HéGw email atn dieuBuvon

SSP@ogt.com.

MNp60o06eTeG TTANPOPOPIiEG

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

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com

BifAloypa@ikég avagopég
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