A Sysmex Group Company

Cyto'ﬁC'

O3dnyieg xpriong

ell

KQA. ANA®.: LPH 017-S/LPH 017

P53 (TP53) Deletion Probe

c € IVD

AMOKAEIZTIKA FlA ENAITEAMATIKH XPHZH

1

www.cytocell.com

Mrtropeite va Bpeite repaITéEpw TTANpoYopieg kai AAAEG YAWOOEG OTOV
10T6TOTTO WWW.0gt.com

Meplopiopoi

To Tpoidv autd €xel OXEDIOOTEI yIa va aVIXVEUEl YOVIOIWUATIKEG OTTWAEIEG
HEYaAUTEPNG €KTAONG ATTO QUTH TTOU KAAUTITETAI OTTO TOV KOKKIVO KAWVO O€ auTd TO
OET IXvnNBeTWY, n oTtoia TepIAapPavel Tnv TEpIoX Tou P53 (TP53). Oi
YOVIBIWHATIKEG OTTWAEIEG EKTOG TNG TTEPIOXNG AUTAG R O MEPIKEG OTTWAEIEG OTNV
TIEPIOXN QUTH) PTTOPEI va PNV €ival aviXVEUOIPEG PE QUTO TO TTPOIOV.

H egéraon Oev TmpoopileTal yia: XpAON WG HEPOVWHEVOG  BIayVWOTIKOG,
TIPOYEVVNTIKOG EAEYXOG, TTPOCUUTITWHATIKG €Aeyxo Bdoel TAnBuopoul, egétaon
KovTd oTov 0oBevAy i autoegétaon. To Tpoidv auTtd TIpoopideTal pévo yia
ETTOYYEAPOTIKA XPAon eviog Tou epyaocTtnpiou. OAa Ta aTroTEAéCUATA TTPETTEI VO
eppnvetovTal ammé KatdAAnAa e€eidikeupévo TTPOCWTTIKG AapBavopévwy uttoywn
GAAWV OXETIKWVY aTTOTEAEOUATWY ECETATEWV.

To mpoidv autd dev €xel eMKUPWOEN yia xpAon o€ TUTTOUG JEIYNATWY 1 TUTTOUG
aoBevelwV TTépav ekeivwy TTou Kabopidovtal oTnv TTPoBAETTOUEVN XPAON.

Katd tnv avagopd kai eppnveia Twv atmroteAeoudtwy FISH, Ba mpétrel va TnpolvTal
Ta ETTAYYEAPATIKG TTPOTUTTON TIPAKTIKAG Kail va AapBavovTal utrdwn GAAeG KAIVIKEG
ka1 S1ayVWOTIKEG TTANPOPOPIEG. AUTS TO KIT TTPOOPIZETAI VIO XPAON WG CUMTTARpWHA
o€ GAAEG DIayVWOTIKEG EPYOOTNPIOKEG EGETAOEIG Kal Oev Ba TTPETTEN va EEKIVAEI Kapia
BepatreuTIKn evépyela pévo Baaoel Tou amoteAéopatog FISH.

H pn mpnon tou TTPWTOKOANOU EVOEXETAI VO €TTNPEACEl TNV OTTGd00N Kal va
odnynoel o€ Yeudwg BeTIKG/apvnTIKE aTToTEAéTUATA.

AuTé TO KIT dev €xel €MKUPWOED yia GAAOUg oKoTToUg TTépav TG KaBopiopévng
TPOBAETTOPEVNG XPrIONG.

MpoBAeropevn xpnon

The CytoCell P53 (TP53) Deletion Probe €ivai pia TTo10TIKA, pn autopatoTroinuévn,
e¢étaon @Bopifovtog in situ uBpidiopol (FISH) TTou xpnoiyotroigital yia TNV
QVIXVEUTN XPWHOOWHIKWY avadiatdéewy otnv epioxn 17p13 Tou XpwHOoWHATOG
17 og povipotroinuéva oe didAupa Carnoy (ueBavoAn/ogikd ofu 3:1) KUTTOPIKG
EVAIWPAMATA QIPaTOAOYIKAG TIpoéAeuong amd aobeveig pe empBefaiwpévn n
moavoAoyoupevn ofegia puehoyevhy Aeuxaipia  (OMA), ofeia  Aep@oBAaoTikA
Aeuxaipia (OAA), xpévia Aepgpokuttapikl Acuxaipia (XAA), TTOAQTIAS puéAwpa
(MM) R un Hodgkin Aépewpa (MHA).

Evdeigeig

To Tpoiév autdv eival oXeDIAOUEVO WG CUUTTANPWHATIKG O€ AAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG EEETAOEIG OE avayvwPIOPEVA HOVOTTATIO SIdyvwong Kal KAIVIKAG
@povTidag, 6TTou N yvwan Tng Utapéng Tng éAAeiyng Tou P53 (TP53) Ba rTtav
ONMAVTIKA YIA TNV KAIVIKF QVTILETWTTION.

ApxEg Tng e§éTaong

O @Bopicwyv in situ uBpIdIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUGN
aAAnAouxiwv DNA o€ HETAPAOIKE XPWHOCWHATA I O€ HECOPATIKOUG TTUPAVEG aTTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H TEXVIKR aQuTr) XpNOIUOTTOIET IXVNOETEG
DNA 1rou uBpidoTrololvTal g€ OAGKANPA XPWHOOWHATA 1) HEMOVWHEVEG HOVODIKEG
aAAnAouxieg Kal XPNOIPEUEl WG £va ONUAVTIKO CUUTTARPWHA OTNV KUTTOPOYEVETIKA
avaAuon pe G-Cwvwaon. AUTA n TeXVIKA WTTOPEi TTAéOV va €QapPooTEl WG éva
onuavTikG epeuvnTIKG €pyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KAl QIPMATOAOYIKWV
avaAloewy, KaBWG Kal XPWHOCWHIKWY avaAloEwy ouptraywy Oykwv. MeTd tn
govipotroinon kai Tn petoudiwaorn, To DNA-g1éX06 €ival diaBéoiyo yia avadidragn
e évav TTapdpoIa HETOUTIWPEVO, PBopifovTa anuacuévo IxvneéTn DNA, o otroiog

€xel oupTTAnpwatiky aAAnAouxia. Metd Tov uBpidioud, yivetTalr a@aipeon Tou un
deapeupévou Kal pn e1dIkd deapeupévou 1xvnoéTn DNA kai To DNA utroBdaAAeTal o€
aVTIXPWON yia aTreikovIon. ZTn CUVEXEIA, N MHIKPOOKOTTa @OopiouoU KaBIoTd
duvaTrh TNV ATTeikOVIon Tou URPISOTToINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To yovidio TP53 (tumor protein p53) omnv Tepioxy 17p13.1 eivar éva
OYKOKATAOTOATIKO yovidio TTou éxel kaTadeixTei OTI BpiokeTal o EAAEIYn o€ €upu
@Aoua KakonBeIwv aTov AvpwITo.

To yovidio TP53 eival éva atrd Ta TTAEOV ONUAVTIKG OYKOKATAOTAATIKA yovidia. Apa
WG 10XUPOG PETAYPOPIKOG TTapdyovTag Pe BepeAisdn poAo otn diatipnon Tng
YeVETIKAG 0TaBepdtnTag. O éAeyxog Tng amwAeiag Tou TP53 eival onpavTikog,
kaBwg eAAgipelg i aTTwAeIEg Tou KovToU Bpayiova Tou xpwupoowuatog 17, TTou
TepiAapBavel Tnv Tepiox Tou TP53, avagépovtal o€ TTOANOUG KapKivoug Kal GUXVA
guoxeTifovtal pe TNV €EEAIEN TNG vOOOU, TNV KATWTEPN avTaTIOKPIoN OTn BepaTtreia
A/Kal TNV TITwxA Tpoyvwon.

Zuykekpipéva, n amwAeia Tou TP53 avagépetal oto 10% Twv acBevwv pe xpovia
Aep@okuTTapIKr Acuxaiyia (XAA) kal Bewpeital wg 0 SUGPEVETTEPOG TTPOYVWATIKOG
deiktng oTn vooo auty'2 Z1nv ogeia puehoyevry Asuxaipia (OMA) kai Tnv oeia
Aep@oBAaoTikr Aeuxaipia (OAA), n amrwAeia Tou TP53 ouoxeTigeTal pe kaknA ékBaon
Kal aTravTaTal ouxva wg deikTng eEEAIENG TNG vooou i deutepotraBoug vooou®s.

H amrwAeia Tou TP53 o€ aoBeveig pe TTOAATTAS puéAwpa gival dyipo oupBav, 6TTou
amavtatal wg Oeiktng €§ENIENG TNG vOOOU Kal CUOXETICeTal PE TTOAU duauevA
mPdyvwaon®’.

e pn Hodgkin Aépowpa, o atmwAeieg Tou TP53 avagépovral og dIGXuTo aTrd
peydha B kUtTopa Aéppwpa (AMBKA) ouxva wg pEPOG AeP@WpaTOG «dITTAOU
XTUTTARATOG» 1 TIAGOUABAQOTIKWV QaIvoTUTTwyS. ET0 Aép@wia até KUTTapa Tou
pavdla (AKM), o1 atmwAeieg Tou TP53 cuoxetiovtal ye duopevh €kBacon Kai pe
TIOAU BUOUEVH £KBaON GTAV ATTAVTWVTAI TAUTOXPOovVa pe eAAEipelg Tou CDKN2AS.

Npodiaypagég 1xvnleTwv
P53, 17p13, Kokkivog
D1721, 17p11.1-q11.1, MNpdoivog

D1721
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O 1xvnBéTng p53 (TP53) gival 161kb, onuacpévog KOKKIVOG, Kal KAAUTITEl OAOKANPO
10 yovidio p53 (TP53) kal TIG ekaTEPWOEV auTOU TTEPIOXEG. TO PEIYHA IXVNOETWV
TIEPIEXEI ETTIONG IXVNOETN-PAPTUPA YIa TO KEVTPOMEPEG Tou 17 (D17Z1) onuacuévo
TPACIVO.

Mapexopeva UAIKA

IxvnOérng: 50 pl avd @iahidio (5 egetaoeig) ) 100 pl avda @iaAidio (10 egeTdoeig)
O1 1xvnBETeG TTapEXovTal TTpoavapeplypévol o€ didAupa uBpIdiopou (opuapidio,
Benkny de€Tpdvn, alatouxo didAupa-kITpIKG vaTtpio (SSC)) kai gival £ToIhOI TTPOG
xenaon.

Avrixpwon: 150 pl ava @iaAidio (15 egeTdoeig)
H avrixpwon eivai DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-diauidivo-2-
@aIVUAIVOOAN)).

MNpoeIdotroIRoeIg Kal TIPOPUAGSEIg

1. Ta in vitro 8iayvwaoTIKr XprioT. ATTOKAEIOTIKG yIQ ETTAYYEAUATIK) XPrion.

2.  Na @opdre yavtia katd Tov xeIpiopo 1xvnBeTwyv DNA kai avtixpwaong DAPI.

3.  Ta piypata Twv IXVNOETWY TTEPIEXOUV POPUANIdIO, TO OTToIO Eival TEPATOYOVO.
Mnv avarrvéete avaBupIGoEIG Kal OTTOQUYETE TNV ETTA@H PE TO JEPO.
ATTQITEITAI TIPOOEKTIKOG XEIPIONOG. Na QOpATE YAVTIA KAl EPYOOTNPIAKA TTOBIA.

4. To DAPI givar duvnTik@ Kapkivoyovo. ATTAITEITOI TTPOTEKTIKOG XEIPIoNSG. Na
QPOPATE YAVTIO KAl EpYyacTnpIakh TodId.

5.  AmoppitTeTe OAa Ta ETTIKIVOUVA UAIKG GUPQWVA PE TIG KATEUBUVTAPIEG 0dnYieg
Tou 1I3pUPATOG OaG yia TNV aTTéPPIYN ETTIKIVOUVWY aTTOBAATWY.

6. O1 XeIpIOTEG TTPETTEI VA €XOUV TNV IKAVOTNTA VA JIAKPIVOUV TO KOKKIVO, TO PTTAE
KQlI TO TTIPACIVO XPWHA.

7. H pn tTHpPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal TWV avTIdpacTnpiwy
EVOEXETOI VO ETTNPEACOUV TNV aTTOd00N KAl VO OBNYAOOUV OE WEUBWG
BeTIKA/apVNTIKA aTroTeAéopaTa.
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8. O ixvnbérng dev Ba TPETEl va apalwveTal i va avaplyvietal ye GAAoug
IXVNOETEG.

9. H un xpAon 10ul 1XxvnBéTn oTOo OTAdIO TOU TIPWTOKOAAOU TIpIV ATIO TN
METOUCTWON EVOEXETAI VO ETTNPEATEI TNV ATTOdO0N Kal Vo 08NYyATEl O WPEUBWG
BeTIKG/apvNTIKG aTroTeAéopaTa.

ATroBrkeuon Kal XEIPIOPOG
To kit Ba TTPéTTel va atrobnkeveTal o€ Bepuokpaaia atmod -25 °C
-15°C  éwg Kkail -15 °C o€ katawUKTn PéXPI TNV NUEPOMNVia ARgng TTou
/ﬂf avaypa@eTal TNV €TIKETA TOU KIT. Ta @IaAidia 1xvnBeTwyv Kai
-25°C avTiXpwong TTPETTEN va aTTOBNKEUOVTAI O€ OKOTEIVO XWPO.

O IxvnBETng Trapapével oTabepdg kad OAn Tn didpkeia Twv

KUKAWV Wugng/améyugng TTou TrpaypaTotrololvTal aTo TTAaicio

\\l// NG QUOIOAOYIKAG XPAoNG (évag KUKAOG QVTIOTOIXEI OTnNV

/.\ aQaipeon Tou IXvnOETN atrd Tov KATaWUKTN KOl TNV €K VEOu

/ | \ TOTTOBETNOT| TOU OE QUTOV) KAl EiVal QWTOOTABEPOG VIO WG KAl

A 48 Wpeg PETA TNV €KOECT) TOU O€ OUVONKEG GUVEXOUG QWTICHOU.

. Mpémer va kataBdAAeTal kGBe duvat TTPOCTIEOEId WOTE N

ékBeon o€ petaBaAAdpeveg  OUVONKEG  QWTIOPOU  Kal
Beppokpaaiag va TTeplopieTal aTo EAGYIOTO.

E&omrAiIop6g Kal UAIKG TTou atraiToUvTal aAAdG dev TTapéxovTal

Mpétel va xpnoiyotroigital Babpovopunuévog eEoTTAIOUOG:
O¢eppn TAGKa (Me aTepen TTAAKa Kai didTagn akpiBoug eAéyxou Beppokpaaiog
£wg kal 80 °C)

2. BaBupovounuéveg PIKPOTTITTETEG METABANTOU OyKou Kail puyxn, ammd 1 pl éwg
200 pl

3. Ydaréloutpo pe didTagn akpiBoug eAéyxou Bepuokpaaiag otoug 37 °C kal

atoug 72 °C

SwARveg pikpo@uyokévTpiong (0,5 ml)

Mikpookotio  @Bopiopol  (avartpéfte otnv  evéTnTta  «X0oTacn yia TO

MIKPOOKOTTIO (BOPIoHOU»)

6. MikpookdTrio avTiBeang pacewv

7. KoaBapd AaoTIKd, Kepapikd i BepuoavOekTIkd yudAiva doxeia Coplin

8. Aapida

9. BaBpovounuévo TeXANETPO (i TTEXAUETPIKEG TaIVIEG UE dUVATOTNTA PETPNONG
Tiywv pH 6,5 — 8,0)

10. TMepiékTng uypaaoiag

11. Pakdg PIKPOOKOTTIOU PBOPICHOU KATABUTIKOG O€ AGDI

12. PuyodkevTpog TTAYKOU epyaaiag

13. AvTIKEINEVOPOPOI PIKPOTKOTTIOU

14. KaAutiTpideg 24 x 24 mm

15. Xpovouetpo

16. Emwaotipag 37 °C

17. KoéMa pe didAupa ehaaTikoU

18. Miktng repidivnong

19. AilaBaBuiouévol KUAIVOpOI

20. MayvnTtikég avadeutApag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG ESOTTAIONOG TTOU SV TTOPEXETAL
1. KuttapoyeveTikdg BdAapog gipavong

AvTiIdpaoTiApIa TTou atraiTouvral aAAd Sev Trapéxovral
AidAupa alatouyou diaAupaTog-kiTpikoU vaTtpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpiké ogu 1M (HCI)

AtTioviopévo vepo

ook wN =

ZUOoTAON YIA TO HIKPOOKOTTIO @BOpPITHOU

Xpnoipotrolgite  Adutra udpapyupou 100 watt ) 10080vaun Kal ETiTTEdOUG,
ATTOXPWHATIKOUG QAVTIKEIMEVIKOUG POKOUG KaTaduTikoUg ot AGdI pe peyéBuvon
60/63x 11 100x yia BéATioTn ameikévion. O1 @Bopifouceg ouaieg TTOU
XPNOIPOTIOIoUVTAl OE QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEUYouV oTa
akoAouBa prkn KUPOTOG:

Mpdoivo 495 521
Kokkivo 596 615

BeBaiwBeite 611 0TO PIKPOOKOTTIO €xouv TOTroBeTnOei Ta KATAAANAQ  @iATpa
OIEYEPONG KAl EKTTOPTTAG, TA OTTOIO KAAUTITOUV TO PFKN KUPATOG TTOU ava@EépovTal
Tapatrdvw. Xpnaolpotroijate @iATpo diéAeuong TpITTARG Cwvng DAPI/Tpdoivou
@aopatog/kdKKivou @aopatog ) @iATpo diéAeuong BIMTARG duwvng TTpdaivou
@AoPATOG/KOKKIVOU @ACHATOG Yia BEATIOTN TAUTOXPOVN OTTEIKOVION TWV TTPACIVWY
KOl KOKKIVWY @BOPIZOVTWY OUTIWV.

EAéyETe TO pIKpOOKOTTIO @BopIoHOU TTPIV aTTd TN XPHAoN Yia va dlaocpalioeTe OTI
Aeitoupyei  owoTd. XpnolpotroiRote AGdI  katdduong Tou  evdeikvuTal  yIa
MIKPOOKOTTia @BOPICHOU KOl €XEl TTOPACKEUAOTEI yIa XOMNASG auTo®BopIouo.
AtrouyeTe TNV avapign Tou DAPI antifade pe Addi katdduong pikpookoTriou, dIOTI
KTl T€TOI0 Ba KAAUWEI Ta orjpaTa. TNPACTE TIG CUCTACEIG TOU KATOOKEUOOTH 6T0V
agopd Tn didpkeia {wng TNG AGUTTag Kail TNV NAIKia Twv QIATpWV.

MpogToipacia eIypdTwy

To KIT €xel OXeDIAOTEI yIa XpAON O€ evaIWPAUOTA KUTTAPWY TToU €XOuv An@Oei
aipatoAoyikd, €xouv povipoTroinbei oe aTaBepoTroinTiké didAupa Carnoy (avaAoyia
ueBavoAng/ofikol o&éog 3:1) kol €xOuv TIPOETOINOOTEl OUUQWVA PE TIG
KOTEUBUVTHPIEG 0BNYiEG TOU EpyacTnpiou i Tou 1IdpUpaTog. MNpogToipdoTe deiypata

TIOU €xOouv UTTOOTEl {Apavaon pe aépa OE QVTIKEIUEVOPOPOUG MIKPOOKOTTIOU
oUPQWVA  PE TIG TUTTIKEG KUTTOPOYEVETIKEG Oladikaoieg. To eyxelpidio AGT
Cytogenetics Laboratory Manual Tepiéxel oUGTAOEIG yIa TN GUAAOYH, KaAAiEpyeia
KOl PETAPOPE DelYPATWY, KOBWG Kal yia TNV TIPOETOINOCIA TWV AVTIKEINEVOPOPWYV
TTAGKWV'2,

MpogToipacia SiIaAUPNATWY

AiaAvpara ai@avoAng

ApaioTte aiBavoin 100% pe atmoviopévo vepd pe Baon Tig akdAouBeg avahoyieg
KOl QVaMigTE KAAQ.

e AIBavoAn 70% - 7 uépn aiBavoAng 100% o€ 3 péPOg aTTIOVICUEVOU VEPOU

e AIBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog atmoviguévou vepou
AtrobnkeloTe Ta dloAUPaTa yia éwg Kal 6 pAveg oe Beppokpacio dwpaTiou o€
AEPOOTEYN TTEPIEKTN.

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn aTTiovioPEVoU vePOoU Kal avapigTe
KOAd. EAéyETe Tnv TIpA pH kai puBpioTe og pH 7,0 xpnoiyotroiwwvtag NaOH r HCI,
KOTG TEPITTTWON. AToOnkeloTe TO OIGAUPa yia €wg kKai 4 €BOoudadeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAupa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC e 49 pépn atmioviouévou vepoU Kal avapigTe
KaA&. EAEyETe Tnv TipA pH kai puBpioTte og pH 7,0 xpnoiyomoiwvtag NaOH i HCI,
KOTG TEPITTTWON. AToOnkeloTe TO OIGAUPa yia €wg kKai 4 €BOouddeg o€
BepuoKpacia dwUaTiou O AEPOTTEY TTEPIEKTN.

2xSSC, AidAuua Tween-20 0,05%

ApaiwoTe 1 yépog diahuparog 20xSSC pe 9 pépn atmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avd 10 ml kai avapite kaAd. EAEyETe Tnv TipA pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd mepimTwan. ATmobnkelaoTe To didAupa
yia éwg Kal 4 eBdouadeg o€ Bepuokpacio SWHATIOU O AEPOOTEYN TIEPIEKTN.

MpwTtékoAAo FISH
(Znueiwon: BeBaiwBeite 6T N €kBeon Tou IXVNOETN Kal TNG AVTiIXPWONG OTA QWTA
TOU £PYOOTNPIOU €ival TTAVTA TTEPIOPITHEVN).

lpocroiuyacia avriKEINEVOPOpoU

1. TomoBetiote pia knAida amd TO KUTTAPIKG Ogiyya O pia yudAivn
QVTIKEIUEVOPOPO HIKPOOKOTTiOU. APraTeE T va oTeyvwael. (MpoaipeTikd, dv
XPNOIYOTTOIEITE KUTTAPOYEVETIKO BdAapo {Rpavong: n TommobéTnon Tou
OelypaTOG OTIG QVTIKEINEVOPOPOUG Ba TPETTEl va yiveTal PE Tn XpPron
KUTTApOYEVETIKOU BaAdpou gnpavong. O BaAapog TpETTel va AeiIToupyei o€
Bepuokpaaia epitrou 25 °C kal uypacia 50% yia Tn BEATIOTN AWn KUTTAPIKOU
deiypatog. Edv dev utrdpxel d1aBEéoipog KUTTapoyeveTIKOG BaAapog §Rpavaong,
XPNOIPOTIOINGTE £VaV ATTayWYO WG EVOAAAKTIKH).

2. BubioTe TNV avTikeipevo@odpo ae didAupa 2xSSC yia 2 AeTiTd o€ Bepuokpacia
dwpaTiou Xwpig avakivnon.

3. A¢@udatwoTe ot dIaPopeTIKG TToooaTd aiBavoAng (70%, 85% kai 100%),
B10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  A@NOTE TN VO OTEYVWOEL.

IMpiv amé tn pyerouciwon
A@aipéaTe TOV IXVNOETN aTTd TOV KATAWUKTN Kal apAoTE Tov va BepuavOei ot
Bepuokpacia dwatiou. EkteAéoTe oUVTOUN QUYOKEVTPION TTPIV OTTO TN XPAON.

6. BeaiwBeite 6T TO diGAUp 1XVNOETN €xEl avapixBei opoidpoppa Pe TN xpron
TTTETOG.

7. Agaipéate 10 pl IxvnOETN yia KGBE €EETAON KAl HETAPEPETE TA O€ Evav TWARvVaA
HIKpOQUYOKEVTPIONG. TOTTOBETAGTE ypriyopa §avda Tov UTTOAOITTO IXVNOETN aTOV
KOTOWUKTN.

8. TomoBetAaTE TOV IXVNOETN KQI TNV QVTIKEINEVOPOPO OeiyuaTog o€ pia Bepun
TAdka pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia TpoBépuavan.

9. TomoBetrioTe 10 pl piypaTog IXxvnOETN OTO KUTTAPIKG Hiypa Kal epappdoTe pia
KOAUTTTPIOO TTPOCEKTIKA. ZPpayioTe Pe KOAA pe SiGAupa eEAAoTIKOU KAl apAOTE
TN va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTe To Oeiypa Kkal Tov IXvnBETN TauTdxpova Beppaivoviag Tnv
QAVTIKEINEVOPOPO € pia Bepuny TTAGKa oToug 75 °C (+/- 1 °C) yia 2 AeTITd.

YBpidiouog
11. TOTTOBETAOTE TNV QAVTIKEIUEVOPOPO O€ €vavV UYPO, PWTOOKIEPS TTEPIEKTN OF
Beppokpaaia 37 °C (+/- 1 °C) yia pyia 0AdkAnpn vuxra.

IMAvoeig perd rov uBpIdIOUO

12. Agaipéate 10 DAPI amé Tov KatawukTn Kal agnaTte To va BepuavOei ot
Bepuokpacia dwuartiou.

13. A@aipéaTe TNV KAAUTITPIOA Kal OAQ Ta UTTOAEIMPATO KOAAOG TTPOOEKTIKA.

14. BubBioTe Tnv avTikeinevopopo ae didhupa 0,4xSSC (pH 7,0) oe Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTrT@ Xwpig avakivnon.

15. AmrooTpayyioTe TNV avTIKEINEVOQOPO Kal BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpaocia dwpatiou (pH 7,0) yia 30 deutepdAeTTa XWpIg
avakivnon.

16. AmooTpayyioTe Tnv avTikeipevo@oépo kai TorroBetioTte 10 pl DAPI antifade o€
KGBe deiypa.

17. KaAOWTe TN PE pIa KOAUTITPIOA, apaIpéoTe TUXOV QUOOAIDEG Kal TTEPIYEVETE 10
AETITA péXPI VO avaTiTuXOei To XpWua 0To OKOTADI.

18. MapartnpeioTte o€ PIKPOOKOTTIO POOPIoHOU. (AvaTpégTe TNV EVOTNTO ZUOTACT
YIO TO MIKPOOKOTTIO (pBOPIoHOU.)
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ZTa0EPOTNTA £TOINWV AVTIKEIHEVOPOPWYV TTAAKWV
OI £TOINEG QVTIKEINEVOPOPOI PTTOPOUV va avaAuBouv £wg Kal 1 prva petd €av
aTrobnkeuUTOUV O€ OKOTEIVO XWPO 0€ BepUoKpaaia dwuaTiou r XaunAdTepn.

ZuoTdoeig yia Tn diadikacia

1. H Béppavon | wpipavon Twv QVTIKEIMEVOPOPWY UTTOPEI va MEIWOEI TOV
@B0PIoUO TWV ONUATWY

2. O ouvBrikeg UBPISIOYOU PTTOPEl VO €TTNPENOTOUV JUOHEVWG OTIO TN XProNn
avTIdPaCTNPIWY TIEPAV EKEIVWVY TTOU TTapéxovTal i guaTrvovtal atré Tn Cytocell Ltd

3. Xpnowgoroinote éva Babuovounuévo BepuOUETPO I T pETPNON
Beppokpaciwyv BIAAUPATWY, UBATOAOUTPWY Kal ETTWACTAPWY, KABWS oI &v
Aoyw Beppokpacieg gival kpioiung onuaciag yia TN BEATIOTN atmrédoan Tou
TIPOIGVTOG.

4. O1 OuyKevTpWOEIG, ol TIEG pH kal o Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBwg o1 oUVBNKEG XaUNAAG auaTNPEATNTAG PTTOPEI VA £€X0UV WG ATTOTEAEOUA
un €8Ik Séopeuan Tou IXVNOETN evw oI GUVBNKEG UTTEPBOAIKG UWNARG
auaTNPOTNTAG PTTOPET va £XOUV WG aTroTéAeapa TNV EAAEIYN opaTog

5. H areAfg pyeTouoiwan PTTOPEN va €XEl WG OTTOTEAEGUA TNV OTTWAEIQ OPATOG
Kal N uTTEPPBOAIKN) PETOUTIWON PTTOPEI ETTIONG VO EXEI WG OTTOTEAEOHA TN Wn
€101k déopeuon

6. O uTrepPBoAIkOG UBPIBIOPOG pTTOpEl va odnynoel ot TPOOOETa 1) [N
avapevopeva oRuata

7. O1xpnoTeg Ba TTPETTEl va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta deiypaTd Toug
TIpIV o110 TN XPAON TNG £§€TAONG YIa dlayVwaTIKOUG GKOTTOUG

8. Tuxov UTTOBEATIOTEG OUVOAKEG PTTOPET VO €XOUV WG OTTOTEAETH [N €1DIKA
S€oUEUaN, N OTTOIa PTTOPET VO TTAPEPUNVEUTET WG OAPA IXVNBETN

Epunveia Twv amoteAeopdTwy

EKTiunon moIéTnTas avriKEINEVOPOPpWY TAAKWV

H avTikelpevopopog dev Ba TTpETTEl va avaAUeTal €Gv:

e Ta ofuata eival TTOAU aoBevr) yia va TpaypaTtotroindei avaAuon o€
yegovwpéva @iATpa. MNa va TTpoxwpnoeTe pe Tnv avdAuon, Ta ofuarta Ba
TIPETTEN VA €ival QWTEIVA, BIOKPITA Kal EUKOAa agloAoyraipa

e Ymapxel peyGAog apiBudg  cuoTadOTTOINUEVWV/AAANAOETTIKAAUTITOUEVWY
KUTTAPWV TTou eutrodiouv Tnv avaAuon

o >50% Twv KUTTAPWY dev €xouv uBpIdoTToINOET

e Ymdpxel Trepiooeia @OOPICOVIWY CWHATIdIWY PETAgU Twv KUTTApwv A/Kal
@Bopiouca axAr TTou TTpokaAei TTapeBoAég oTa orfjpara. Idavikd, To uTTéRabpo
TWV QVTIKEINEVOPOPWV Ba TTPETTEN va PaiveTal OKOTEIVO R palpo Kal kabapod

e Ta d6pla Tou KUTTaPIKOU TTuprva dev gival SIoKPITd Kal dev gival GBIKTA

Kareubuvrripieg odnyiss yia tnv avdAuon

e Kd&6¢ deiypa Ba TpETTel va avaAUeTal Kal va epunvedeTal atmd dU0 avaAuTEég.
Tuxév aoupgwvieg Ba TTPETTEl va eTTIAUOVTAl PECW EKTIUNONG aTO TPITO
avoAuTh

e KdBe avaAuTtig Ba TpéTrel va gival KATAAANAG €EEIBIKEUPEVOG CUPPWVA PE TA
avayvwpiopéva eBvika TTpoTUTIa

e KdaBe avaAutig Ba tpétrel va Babuoloyei pepovwuéva 100 TTUprveS yia KGO
Seiypa. O TTPWTOg avaAuTrg Ba TTPETTEl va EEKIVA TNV avaAuon atrd TN apioTeph
TIAEUPA TNG QVTIKEINEVOPOPOU Kal 0 deUTEPOG AVAAUTAG atTd T degId TTAEUPG

e KdBe avaAutrig Ba TTPETTEl VO TEKPNPIWVEI TA OTTOTEAEOPATA TOU OE XWPIOTA
£viuTia

e AvoAUete pbévo  EOIKTOoug  TTUpRveg  Kal  OXl  ETIKAAUTITOPEVOUG 1)
OUOOWPEUPEVOUG  TIUPAVEG 1 TIUPAVEG  TIoU  KOAUTITOvVTOl 0TI
KUTTAPOTTAQOUATIKG UTTOAEIUPATa 1) uynAd eTTiredo autopBopioou

o ATTOQEUYETE TIEPIOXEG PE TTEPICTEIN KUTTAPOTTAQCUATIKWY UTTOAEINPATWY A un
€101K6 UBPIBIoPO

e H évraon Twv onuaTwy UTTOPEi va TTOIKIAAEL, akOpa KAl oTNV TTEPITITWON evOg
HOvOo TTUprVa. Z€ TETOIEG TTEPITITWOEIG, VO XPNOIUOTIOIEITE HOVE PIATPa ry/Kal va
puBpiCeTe TO €0TIAKO ETTITTESO

e Y& UTTOREATIOTEG OUVONKEG, Ta GAPATA PTTOPE] va @aivovtal didxuTa. Edv 80o
ORApaTa TOU idI0U XPWHATOG BPicKoVTal O€ ETTAPN PETALU TOUG, | n aTTdéoTacn
peTagu Toug dev eival peyallTepn atmé d00 TTAGTN OruaTtog, i cuvdéovTal PE
€va ayvo vApa, HETPAOTE Ta wg éva afpa

o Edv éxete ap@ifoAieg yia To €dv €va KUTTApO PTTOPED va avaAuBei f ox1, unv
TTPOXWPAOETE OTNV avAAUGCT] TOU

Mnv TTpoopeTPATE - OI
TTUpAVEG gival uTrEPBOAIKG
KOVTA 0 €vag aTov GAAov yia
Tov KaBopioud opiwv

Mn TrpooueTpdTe
aAAnAokaAuTITéPEVOUG
TTUPAVEG - eV gival opath
OAOKANPN N €KTOON KOl TWV
U0 TTUpAVWY

MpooueTprioate wg dUo
KOKKIVa orjpaTta kai 6Uo
TPAcIva oAPaTa - éva amoé Ta
800 KOKKIVa orpara givai
di1duTo

MpooueTprioate wg dUo
KOKKIVa Kal dUo TTpdaoiva
ofuara - To dIGCTNUA OTO éva
KOKKIVO ORjua gival JIKPOTEPO
atré Ta TAGTN U0 onudTWwv

Avapevopeva atmmoteAéopaTa
AvapuevouEVo QUAIOAOYIKO TIPOTUTIO GNUATWY

e éva Qualoloyikd KUTTapo, avapévovtal dUo KOKKIva kal dUo TTpdaiva orjpata
(2K, 20M).

Avapevouevo pn @UOIoAoyIK® TTPOTUTIO ONUATWY

2¢e éva KUTTOPO pe ENAelyn Tou P53 (TP53), To avapevouevo TpoTUTIo onudtwy Ba
ival éva kOkkiIvo kai dUo Trpdaoiva aipata (1K, 211).

MtropoUv va TrpokUWouv Kkal GAAa TTPOTUTTA ONUATWY O€  aveuTrAo€Idr/un
100ppoTTNEéva deiypaTa.

MvwoTnA diaoTaupoUpevn avTidpacTIKOTNTA
O mpdoivog IxvnBETng D17Z1 ptropei va eppavioel diaataupolpevo uBpIdiIoud oTa
KEVTPOUEPH TWV XPWHOOWHATWY 11 Kai X.

Avagopd avemmBuunTwy cupfaviwy

Edv moTelete 6T TO TIPoidV auTd Trapouciaoe duaAsiToupyia i utTToRAaOUION aTA
XAPAKTNPIOTIKA atrddoong, n otroia evoéxeTal va ouvéBale oe €va avemBUuunTo
aupBav (11.X. kaBuaTepnuévn f eopaipévn didyvwaon A akatdAAnAn Beparreia), Ba
TIPETTEI VO TO QVAPEPETE APECWS OTOV KaTaokeuaoTr (email: vigilance@ogt.com).

To oupBav Ba TPETTel va avapepBei Kal oTnv apuodia apxr TG XwWPag oag, av
uTtapxel. MTTopeiTe va Bpeite Tov KATGAOYO PE TO ONuEia ETTIKOIVWVIOG yia Bépata
emmaypuTrvnong oTo: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

Ei181ké XapakTnpioTikd atrédoong

AvaAurikn e1dIkérnra

H avaAuTiki €1I8IKOTNTA €ival TO TTOOCOOTO TWV CNUATWY TTou UBPIdoTToIoUVTAl HOVO
oTn owoTh Béon kai o€ kapia GAAN B¢on. H avaAuTikr €1I81KOTNTA KABOPIoTNKE PE
TNV avaAuon ouvoAika 200 Béoswv-0TéXwv. H avaAuTikA €181KOTNTA UTTOAOYIGTNKE
wg o apiBpog Twv onudtwv FISH tou uBpidotroiBnkav oTn owaoTh Béon
Slaipepévog Pe Tov ouvoAikS apiBud Twv uBpidoTroinuévwy onudtwy FISH.

Mivakag 1. AvaAuTikn €181kéTnTa Tou P53 Deletion Probe

Kékkivog
P53 17p13.1 200 200 100
Mpdaoivog | 17p11.1-
D17Z1 q11.1 200 200 100

AvaAurikn evaioénoia

H avaAutikr euaioBbnoia €ivar To TTOCOOTO Twv ASIOAOYHCIHWY PECOPACIKWV
KUTTAPWV ME TO OVOPEVOMUEVO TTPOTUTIO (QUOIOAOYIKWY onudTtwy. H avaAuTikni
euaIoONaTia KaBoPIoTNKE PE TNV AVAAUCH JETOPATIKWY KUTTAPWY OTTO dIAQOPETIKA
@uololoyikd deiypata. H euaioBnoia utoloyioTnke wg TO TTOCOC0TO Twv
agloAOYACINWY KUTTAPWY HE TO AVAPEVOUEVO TTPOTUTTO ONPATWY (ME diIdoThUA
eptmoToolvng 95%).
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Mivakag 2. AvaAuTtikr euaioBnoia Tou P53 Deletion Probe

4902 5000 98,04 97,62 - 98,39

XapakTnpiouog Twv QUGIOAOYIKWYV TIWV ATTOKOTIS

H @uacioloyikn TIpr atmokoTTAG, 0 oxéon e Toug 1xvnBéTeg FISH, eivar To péyioto
TT0000TO  AIOAOYACINWY HPECOPACIKWY KUTTAPWY HE E€IOIKO UN  (QUOIOAOYIKO
TPOTUTTO  ONUATWY, OTO OTroi0 éva  deiyua Bewpeital QUOIOAOYIKO YIa TO
OUYKEKPIPEVO TTPATUTTO ONUATWY.

H @uaoioAoyikr Tiur) aTTOKOTIAG KaBopioTnKe pe TN XPrion SelyHATwy apvnTIKWV yia
TNV avadidragn TTou TTpoopileTal va avixvelel o 1xvnBéTng kai Tn B avriotpopn
ouvdptnon. Mo kdBe Jeiypa, kataypdenkav Ta TPOTUTIA onudtwyv 100
MECOPAOIKWY TTUPAVWY amd dUo avedpTnToug avaAutég, pe oUvoAo 200 avd
Seiypa.

Nivakag 3.  Xapakinpiopdg  TwV  QUOIOAOYIKWY _ TIUWY _OTTOKOTIAG  TOU
P53 Deletion Probe

1K, 2N 1600 200 8 6,8

Ta epyacTrpia TTPETTEN va ETTIBERAIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG TA
SIkd Toug dedopévad 14,

Avamapaywyiuornra

H avamapaywyipétnTa UTTOAOYIOTNKE OTTO Tpia avegdpTnTa EpyacTrpia, Ta oTroia
e¢étacav €€ Tuplotroinuéva deiypata (d0o apvntikd yia Tnv avadidragn, 600
Seiypata xapunAng BeTikOTNTAG, Ta oTroia ATav 1 £éwg 3 @opég TTavw atd TV TIUA
QTTOKOTIAG, Kal dUo €viova BeTIKG deiypaTa, Ta oTroia TTEpIEiXav TTEPITTOTEPO ATIO
45% xOTTOpa  BeTik@  yia TV avadiatagn). H avdAuon  dievepynbnke
XPNOIPOTTOIWVTAG dUo eTTavaAAYEIS yia kGOt deiypa kaTd Tn SIAPKEIQ TTEVTE N
OI0BOXIKWY NUEPWV.

Kai ta 1pia kévipa SievApynoav JoKIPEG GUYKPIONG €VIOG TNG NUEPAG, METOEU
NUEPWYV KaI PETALU KEVTPWYV XPNOIMOTTOIWVTAG TNV idia TTapTida 1xvnOETn, evw éva
atd Ta KEvipa BlEvipynoe Kal SOKIPEG avaTTAPAYWYINOTNTAG HETALU TTapTidwy
XPNOIPOTTOIWVTOG TPEIG OIOPOPETIKEG TTAPTIOEG IXVNOETN.

H avamapaywyigdtnTa UTTOAOYIOTNKE XPNOIMOTIOIWVTAG TN CUH@WVIa PETAEU Twv
METABANTWYV TTOU €EETAOTNKAV KATA T SIGPKEIa KABE SOKIUAG.

Nivakag 4. Avatrrapaywyiyétnra Tou P53 Deletion Probe

EvT6G nuépag / peTagu ApvnTiKO 95
nNUEPWY / peTagU j ,

KEVTPWY EvTova BeTikd 100

3 i ApvnTiKS 100

Merago mrapridwy ‘EvTtova BeTikd 100

KAwviky amrédoon

H kAivikfp o1médo0on UTTOAOYIOTNKE XPNOIMOTIOIWVTAG £Va  AVTITTPOCWTTEUTIKO
OUvOAO un emAeypévwy acBevwov TTou Trapatéu@dnkav yia OMA 4 MAX pe
ouMoyn 100 derypdTwy aTrd To KEVTPO. Ta TTOCOOTA ETTITITWONG TWV avadiaTagewy
TTOU avIXVeUTNKaAV aTTd TOV IXVNOETN CUYKPIONKaV Ue ekeiva TTOu CUAAEXBNKav aTréd
avaokoTnon BIBAIOYPAQIKWY TTNYWV.

MNa va karaoTei €QIKTA n oUykpion auTth, To dIGOTNUA €UTTICTOOUVNG TTOU
eppaviCetal otn BiBAIoypagia oe TTANBUoPS peyéBoug 100 Seiypdtwy €6AXON
uTtroAoyigovTag pe éAeyxo avaroyiwv 1 deiydaTog pe SI6pBwon CUVEXEING.

Mivakag 5. KAivikr) arédoan 1ou P53 Deletion Probe

OMA pe
aTTWAEIa TOU 4,0 1,3 10,5

TP53
MAZ pe
aTTWAEIa TOU 0,6 0,0 56
TP53

Np6oBeTeg TANPOPOPiEg

MNa TpooBeTeEG TTANPOPOPIES, ETTIKOIVWVAOTE pe To Turpa TexvikAg YTTooTAPIENG
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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