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Mpoopigouevn xprion

To CytoCell® CBFB Breakapart Probe gival pia TroIoTIKr, W QuTOUOTOTIOINUEVN,
egétaon @Bopidovtog in situ uBpidiopol (FISH) Tou xpnoiyotroigital yia Tnv
Qavixveuon XpWHOOWUIKWY avadiaTagewy oTnv TepioXn 16922 Tou XpwHooWUaTog
16 o¢ povipotroinuéva oe diGAupa Carnoy (ueBavoAn/ogikd ofu 3:1) KuTTapika
EVAIWPAMATO  QIYATOAOYIKNAG TTPoéAeuong amd acBeveic pe empBefaiwpévn A
TmBavoAoyoupevn ogeia puehoyevi Aeuxaiyia (OMA).

Ev&eigeig xpiong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EEETACEIG OE AVAYVWPIOPEVA POVOTTATIO DIGYVWONG Kal KAIVIKAG
@povTidag, 61ToU n yvwon Tng Umapgng Tng avadidraing Tou CBFB Ba Atav
ONMAVTIKA yia TNV KAIVIKA QVTIHETWTTION.

Mepropiopoi

To Tpoidv auTod £xel OXEDIQOTEI yIa va avixveuel avadiatdgelg ue onueia didomraocng
aTnV TTEPIOXN TTOU SETHEUEI TOUG KOKKIVOUG Kal TIPACIVOUG KAWVOUG O€ auTd TO OET
IXvnNOeTWV, n otroia TeplAapBavel 1o yovidio CBFB. Znueia didomraong Trou
BpiokovTtal €kT6G TNG €v Adyw TEPIOXAG 1 TTapaAAayég avadiaTdiewy TTou
TTEPIEXOVTAI £§ OAOKAPOU G€ QUTAV TNV TTEPIOXN UTTOPEI va PNV €ival avixveuoiua
ME QUTO TO TTPOIOV.

AUTO TO TIPOIGV BEV TTPOOPICETaN YIa: XPAON WG HEPOVWHEVN SIayVWOoTIKN e§€Taan,
OUVOdEUTIKA BIayVWOTIKA €§€TaON, TTPOYEVVNTIKO €AEYXO, TTPOCUUTITWHATIKG
€Aeyxo Baaoel TANBuGOU, e¢ETOON KOVTA OTOV O0BEVH 1} auToegETaON.

To Tpoidv auTtd dev £xel EMKUPWOE yia TOTTOUG BElyPATWY, TUTTOUG QOBEVEILY 1
yla oKOTTOUG TTEPaV aUTWY TTou KaBopiovTal aTnV TTPoopIfouEVn XPran.
MpoopideTal yia XpAoON WG CUPTTANPWHO O€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal dev Ba TTPETTEI va EEKIVAEI Kapia BEPATTEUTIKN EVEPYEIQ HOVO BATEI TOU
amroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémel  va
TIPAYMATOTTOIOUVTAl aTTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdavovtal uttoyn aAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIAYVWOTIKEG TTANPOPOPIES.

To Tpoidv auTd TTPOOPICETAI ATTOKAEIOTIKA VIO EPYACTNPIOKN ETTAYYEAUATIKA XPAON.
H pn mpnon Tou TTpwTOKOAAOU €VOEXETAI va ETTNPEACEl TNV ATIOd00N Kal Vo
odnyAoel o€ Peudwg BeTIKG/apvNnTIKG aTroTeAéopaTa.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBpPISIoPSS (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUGN
aMnAouxiwv DNA o€ JETAQATIKG XPWHOCWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HovihoTToINPéVA KUTTAPOYEVETIKG deiypaTta. H Texvikh XpnoipoTrolei ixvnOéteg DNA
Tou uPBpidoTrololvTal 0g OAGKANPA XPWHOCWUATA 1 PEMOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
onMavTikG epeuvnTIkG £pyaAeio oTa TTACIOIA TTPOYEVVNTIKWY KAl QIMATOAOYIKWV

avoAUoEWY, KaBWG Kal XPWHOOWUIKWY aVOAUCEWY CUPTIOYWY OyKwv. MeTd Tn
govigoTtroinan kai Tn petouaiwon, 1o DNA-0T16x0g gival SiaBéaipo yia avadidragn
o¢ évav TTapdyola peTousiwpévo, eBopiovta onuaapévo 1xvneétn DNA, o otroiog
€xel oupTTAnpwartiky aAAnAouxia. Metd Tov uBpIdioud, yiveTal apaipeon Tou un
deapeupévou Kai pn €101k deapeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpWaon yia aTrelkovIon. ZTn CGUVEXEID, N MIKPOOKOTTA @BopiouoU KabioTd
duvaTH TNV ATTEIKOVION Tou UBPISOTTOINHEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneéTn

To yovidio CBFB (core-binding factor subunit beta — PATa uttopovada ToU
TTapdyovTa dEoPEUONG TTUPrva) BpiokeTal oTnv Trepioxn 16922. ZTig TEPIOOOTEPES
TIEPITITWOEIG, avadiaTdooeTal AOyw Tng avaoTpo@rg inv(16)(p13.1922) A Tng
ueT@Beong t(16;16)(p13.1;922). e OTAvVIEG TIEPITITWOEIG, £XOUV avapepdei
ueTabéoelg 16922 pe 8IGQOPoUG GAAOUG YoVIDIOKOUG OUVEPYATEG, EVW EXEI
avaepBei, emmiong, EAeiyn Tng {wvng 16222,

H ogeia puehoyeviig Aeuxaipio pe CBFB:MYH11, améd 1a inv(16)(p13.1922) A
1(16;16)(p13.1;922), atroTeAei Yia avayvwpioPEVn VOGOAOYIKH ovIOTNTA CUUGWVA
HE TNV TAgIVOUNON TWV PUEAOYEVWV VEOTTAAOUATWY Kal TNG 0&eiag Aeuxaipiag Tou
Maykoopiou Opyaviopou Yyeiag (MOY)2. O1 avadiatdgelg autég aTmavTwvTal CUXVA
o€ a00geveig uE HUEAOUOVOKUTTAPIKG UTTOTUTTO HE augnuéva NWAOIVOPIAG OTOV HUEAD
TOV OOTWV KOl ATTAVTWOVTAl 0T0 5-8%2 Twv OMA. MepITITWOEIG OXETICOPEVNG WE TN
Bsparreia OMA uTropEi, £TMioNg, va £Xouv TNV avadidragn auTtyS.

H avaotpo®r] inv(16)(p13.1922) | n petdBeon t(16;16)(p13.1;922) dnuioupyolv
yovidiakég avadiatdéelg CBFB:MYH11 kai TagivopoUvial wg €uvoik opdda
KUTTOPOYEVETIKOU KIVEUVOU 0t aaBeveig pe OMA*SS,

Mpodiaypa@ég 1XvnOeTWV
CBFB, 16922, Kékkivog
CBFB, 16922, MNpdaivog
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To peiypa CBFB Breakapart Probe armroteAgital ammé dUo diakpitoug 1xvnoéreg. O
KOKKIVOG 1XvNO£TnGg (292 kb) BpiokeTal kevipopepikd Tou yovidiou CBFB kai
ekteivetal mépa ammd Tov Oeiktn RH104363 kaAUTTOVTAG WEPOG TOU Yovidiou
DYNC1LI2, kai tepihapBavel Toug Oeikteg SHGC-60620 kai SHGC-58067. O
TTPAaCIvog IXvnBETNG (309 kb) Bpioketal TeAopepikd Tou yovidiou CBFB kai exTeiveTal
péow Tou Oeiktn RH78922 mépa amd 10 yovidlo ZDHHC1 ot pia Tmreploxn
TeAopepIkd Tou yovidiou RH11782.

Mapexopeva UAIKA

Ixvn@érng: 50 pL avd @iaAidio (5 egetaoeig) A 100 pL avad ¢iaAidio (10 egeTdoEIg)
O1 1xvnBEteg Tapéxovtal Trpoavapepiyyévolr o€ didAupa uppidicpol (<65%
@opuapidio, <20 mg Beikn degTpdvn, <10% aAlatolxo SIGAUPa-KITPIKO VATpIo 20X
(SSC)) kai gival €ToIPOI TTPOG XPNON.

Avrixpwon: 150 pL ava @iaidio (15 e§eTdoeig)
H avrixpwon civai DAPI Antifade ES (0,125 pg/mL DAPI (4,6-8iap1divo-2-
@aivuhivdoAn) o€ Baciopévo o€ yYAukepOAn péoo oTepEéwang).

Mpo€15oTroIRoElg Kal TIPOPUAGEEIS

1. Tiain vitro dlayvwaoTIKA Xpron. ATTOKAEIOTIKA YO EQYGOTNPIAKE ETTAYYEAUATIKN
Xenaon.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POopUapidIio, To OTToio gival TEpATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTA@H PE TO Jéppa.
ATraiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na opdTe yavTIa Kal EpYaoTnPIaKn TTodId.

3.  AmaiTeital  TTPOOEKTIKOG  xeIpIopdg Tou DAPIL. Na @opdte yavria kai
epyaoTnplakn modid.

4. Mnv TO XpnoidoTroigital €av Ta @IaAidia €xouv uTrooTel ¢nuid 1 €4v n
aKEPAIOTNTA  TOU TTEPIEXOMEVOU TwV  @IONIBiWY  €XEl  ETTNPEACTEl  PE
OTTOIOVOATIOTE TPATTO.

5. Tnpeite Toug TOTTKOUG KAVOVIOUOUG QTIOPPIYNG yia TNV TIEPIOXH OOG O€
ouvlUaOou6 e TIG OUOTAOEIG Tou AeATiou OEdOUEVWY OGOPAAEING YIa VO
KaBopioeTe TNV a0PAAf aTréppIYn auToU TOU TTPOIdVTOG. AUTO I0XUEI, ETTIONG,
YIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU €XOUV UTTOCTEI {nMIdL.

6. H améppiyn GAwv Twv XPNOIPOTIOINUEVWY avTIOPACTNPIWY Kal TUXOV AAAwV
HOAUCPEVWYV aVAAWOCTUWY UAIKWV TTPETTEN VA YIVETOI CUPQWVA PE TIG TITAPAKATW
Siadikaaoieg yia pHoAuouaTikG R ev duvauel poAuopaTikG atméBAnTa. Kabe
€PYaoTApPIO €ival UTTEUBUVO yia TOV XEIPIOPMO TwV OTEPEWV Kal UYPWV
atmoBARTWY GUP@WVA PE TN UG Kal Tov Babud eTKIVOUVOTNTAG TOUG, KABWG
Kal yla Tnv emegepyaaia kal TNV amoppiwr) Toug (A TNV avabeon Tng
emegepyaciag Kal TNG OTOPPIYAG TOUG OE TPITOUG) OUUPWVO PE TUXOV
10XUOVTEG KAVOVIOHOUG.
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7. O1 XeIpIOTEG TIPETTEI VA €XOUV TNV IKAVATNTA VA SIAKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XPWHA.

8. H un tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal Twv avTidpacTnpiwv
evdéxeTal va  emnpedoel TNV amoédoon kal va odnyAoel Ot WEUdWG
BeTIKG/apvNTIKG aTroTeAéouaTa.

9. O IxvnBéTng dev Ba TIPETTEI VA APAIWVETAI f VO avapIlyvUeTal pe GAAoug
IXVNOETEG.

10. H un xpron 10 pL 1xvnBétn oTto OTddI0 TOu TPWTOKOAAOU TIpIV aTrd TN
JETOUTTWGON EVOEXETAI VO ETTNPEATEI TNV ATTOS0CN Kal va 08nyAoel 0 Peudwg
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATTé TN XPrRon.

12. O1 eowTePIKOI EAEYXOI TIPETTEI VA TTPOYMATOTIOIOUVTAI JE TN XPAON KUTTAPIKWY
TTANBUCUWV TTOU BEV £XOUV ETTNPEATTEI O€ OeiypaTa £6ETAONG.

Opiopoi Bepuokpaciag
e -20 °C/KaTewuyuévo/ZToV KaTayuKTn: -25 °C €wg -15 °C

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

e  Ogppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATroBrikeuon Kai XEIPIOPOG
-15°C  To kit Ba TpéTrel va ammoBnkeleTal o Beppokpaaia atmd -25 °C
J/ £€wg -15 °C og kaTawUKTn PEXPI TNV nuEPOMNnvia ARENG TTou
-25°C avaypd@eTal otV €TIKETA Tou KIT. Ta QIaAIdIa IXVNBETWY Kal
avTiXPWOoNG TTPETTEI VA OTTOBNKEUOVTAI OE OKOTEIVO XWPO.

\ |/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 10
~Na SiGAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUVTal
"7 o OTO TTAQIOI0 TNG PUGIOAOYIKAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI TNV apaipecn Tou GIaAIBioU aTTG TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOU O€ QUTOV) — 5 KUKAOI yia To @laAidio 50 pL (5
egeTaoelg) Tou 1XvnOETn FISH, 10 kUkAor yia To @iaAidio 100 pL
(10 e€etdoeig) Tou 1xvnBETN FISH Kkai 15 kUkAol yia To @iaAidio 150 uL (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOPEUYETAl
otou eival duvatdv. PUAGOCETE T OUCTATIKA OTOV TIOPEXOHEVO TTEPIEKTN HE
TIpooTagia aTmd T0 QWG. Ta CUCTATIKA TTOU XPNalJoTToloUvTal Kal atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal GTNV £TMIOAPAVON UTTOPE]
va hnv €Xouv TNV avauevouevn atrdédoon Kal YTTOPEN va ETTNPEACOUV apvnTIKG Ta
amroteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvarh TTPooTTaBEIa
woTe n ékBeon o€ PETABAANOPEVEG OUVONKEG QWTIOMOU Kol Beppokpaaiag va
TrEPIoPiCeTal OTO EAAXIOTO.

EgomrAiIop66 Kal UAIKG TTou atraiTouvTal aAAd dev TrapéxovTal

Mpétel va xpnoiyotroigital BaBpovopunuévog eEoTTAIoNSG:

1. Oegpun AGKa (Pe oTepen TTAGKA Kal SIdTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg kai 80 °C)

2. BaBpovounuéveg YIKPOTTITIETEG JETABANTOU GyKOU Kal pUyxn, ME EUPOG 1 pL—
200 pL

3. Ydaréloutpo pe didtagn akpiBoug eAéyyxou Beppokpaaiag otoug 37 °C kal
oToug 72 °C

4. TwAAqveg pikpopuyokévTpiong (0,5 mL)

5. Mikpookdtio @Bopiopol (avatpéfte oTtnv evotnTa  X0OTACN VIO TO
MIKPOOKOTTIO pBOopIcHOU)

6. MikpookdTmio avTifeang aocewv

7. KoBapd AaoTIKE, KEpapIka f BeppoavBekTIkd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (A TTEXAUETPIKEG TaIVIEG UE duvaTATNTA PETPNONG
Tiywv pH 6,5-8,0)

10. MepiékTng vypaaciag

11. Pakdg YIKPOOKOTTIOU GOOPIGHOU KATASUTIKOG O AGdI

12. ®uyodkevTpog TTAYKOU pyaoiag

13. AVTIKEINEVOPOPOI PIKPOOKOTTIOU

14. KaAuTtrTpideg 24 x 24 mm

15. Xpovopetpo

16. EmwoaoTtipag 37 °C

17. KoAAa pe didAupa eAaaTikoU

18. Miktng TepIdivnong

19. AiaBaBuiopévor KUAIVEpOI

20. MayvnTikég avadeuTipag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BEV TTAPEXETAI
1. KuttapoyeveTtikdg BdAapog ghpavong

AvTidpaoTipia TTou atraiTouvTal aAAd dev TTapéxovral
AidAupa alatouyou diaAlpaTog-KITpIKoU vaTpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTIoVIGpéVO vEPO

oA wWNE

ZUoTOON YIO TO MIKPOOKOTTIO pBOopIouoU

Xpnoiyotroigite  Adptra  udpapydpou 100 watt ) 100d0vapun Kal  ETTTTESOUG,
QATTOXPWHOTIKOUG QAVTIKEIMEVIKOUG PAKOUG KaTaduTikoUg o€ AGdI pe peyébuvon
60/63x 1 100x yia BEATIOTN aTreikdvian. Ta eBopoPdpa TTou XPNOIPOTToIoUVTal O
autd To O€T IXvNBeTwV Ba dieyepBolv kal Ba ekTTéUyouv oTa akdAouba prAkn
KUPATOG:

Mpdoivn 495 521
Kokkivn 596 615

BeBaiwBeite 6Tl OTO PIKPOOKOTTIO €Xouv TOTTOBeTNOel Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTTAG, T OTToia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
TTAPATTAvVW.

Xpnoigotoiote  @iATpo  diEAeuong  TPITTARG  {wvng DAPI/mrpdoivou
@AaopaTog/KOKKIVou @Aaopatog A @iATpo diéAeucng dITTARG {wvng TTpdaivou
@PACUATOG/KOKKIVOU PACTHATOG Yia BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPAGIVWYV
KaI KOKKIVWY (pBopopapwv.

EAéyETe TO pIKPOOKATTIO BOPICHOU TIPIV aTTO TN XPON Yia va dlac@alioeTe OTI
Aeitoupyei  cwoTd. Xpnolpotroinote AGdI  katdduong Tou  evdeikvuTal  yia
UIKPOOKOTTIO. @BOpICHOU Kal €XEl TTOPACKEUAOTEI yIa XOUNASG auTo®Bopiopod.
Amo@uyete TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, SIOTI
KAt T€T010 B KAAUWEI Ta orjpaTa. TnPEiTe TIG CUCTAOEIG TOU KATAOKEUAOTH 600V
agopd tn didpkKela (WG TNG AGUTTOG Kal TNV NAIKIA Twv GIATPWV.

MpogTolpacia delypdTwv

To kIt €xel OXEDIOOTEI yia XPAON OE KUTTAPIKG EVAIWPNAPOTA AIJATOAOYIKAG
TrpoéAeuong povipoTroinuéva o€ didAupa Carnoy (peBavoAn/ofiké oy 3:1), Ta
oTroia  €XOUV TTPOETOIPOOTEl OUMPWVA PE TIG KOTEUBUVTAPIEG 0dnyieg Tou
gpyaaoTnpiou i Tou 1d3pUpatog. MpoeToipudaTe deiypaTa TTou €K0UV UTTOOTEI ERpavon
UE 0fpa  OE QVTIKEIJEVOPOPOUG HIKPOOKOTTIOU OCUM@WVA HE TIG TUTTIKEG
KUTTOPOYEVETIKEG dladikaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TIEPIEXEI CUOTATEIG VIO TN CUAAOYT, KAAAIEPYEI Kal PETaQOPA SelyATwyY, Kabwg
KQl YIO TNV TTPOETOILATIN TWV AVTIKEIMEVOQOPWV'.

MposgToipacia diaAupdTWY

AiaAdpara ail@avoing

ApaiwoTe aiBavoAn 100% pe atmoviopévo vepd pe BAon Tig akdAouBeg avahoyieg
KOl avapigTe KaAd:

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

e AIBavoin 85% — 8,5 yépn aiBavoAng 100% oe 1,5 pyépn atmioviopévou vepou
AmoBnkevoTe Ta dlaAvpata yia £wg kol 6 prveg ot Bepuokpacia dwuaTiou o€
QEPOOTEYR TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog dilaAlpaTog 20xSSC pe 9 pépn atmioviopévou vepoU Kal avapigTe
KaAd. EAEyETe TNV TIuR pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ) HCI,
KaTd TrepiTTTwon. AmoBnkeloTe TO OIGAUMG yia €wg Kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

AigAupa 0,4xSSC

ApaiwoTte 1 pépog dlaAuparog 20xSSC pe 49 pépn ammoviopyévou vePoU Kal
avapigre kaAd. EAEyETe TNV TIuA pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH
A HCI, katd mepimrwaon. AmobnkeloTte 10 didAupa yia éwg Kal 4 eBOopddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pépog diaAupatog 20xSSC pe 9 pépn ammovigpévou vepou. MNpooBéaTe
5 pL Tween-20 avda 10 mL kai avapigte kahd. EAEyETe Tnv TiuA pH kai pubpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimtwon. AroBnkedoTe To diGAupa
yia €éwg Kal 4 Bdouadeg o BEpPOKPATia dWPATIOU O OEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znpeiwon: BeBaiwbeite 6T n €kBean TOU IXVNOETN KaI TNG QVTiXPWONG OTA GWTA
TOU EPYaaTnpiou gival TTAvVTa TIEPIOPIOHEVN).

lMpocroipyacia avriKeIuEVOPOpou

1. TomoBetiote pia knAida amd TO KUTTAPIKO deiyua o0 pia  yudAivn
QVTIKEIHEVOPOPO HIKPOOKOTTiOU. APRaTe T va oTeyvwoel. (MpoaipeTikd, edv
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BGAapog TTpéTel
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muwyn kuttapikoU deiypatog. Edv Sev utrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atmaywyd wg VAAAOKTIKA).

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

3.  A@udatwoTe ot BIaQopeTIKG TTooooTd aibavoAng (70%, 85% kai 100%),
S10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia SwuaTiou.

4.  AQ@NOTE TN va OTEYVWOEL.

Ipiv amé tn perouvoiwon

5.  A@aipéaTe Tov IXvnNOETN aTré TOV KATAWUKTN KOl a@rioTe Tov va BeppavOei o
Bepuokpacia dwuartiou. EKTEAEOTE GUVTOUN QUYOKEVTPION TWV CWAAVWY TTPIV
atrod TN XpARon.

6. BeaiwBeite 611 TO diGAUpa 1IXVNBETN €x€El avapixBei opoiduop@a pe TN Xprion
TITTETOG.

7.  Agaipéote 10 pL 1xvnOETN yia kKGBe €EETOON KOl HETAPEPETE Ta O€ Evav CwARva
HIKPOQUYOKEVTPIONG. TOTTOBETACTE ypriyopa Tov UTTOAOITTO IXvnOETn oTOV
KaTayukTn.

8. TomoBetAaTE TOV IXVNOETN KOI TNV AVTIKEINEVOPOPO deiyuatog o€ pia Bepun
TAdKa pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTTd yia TpoBépuavaon.

9. TomoBetroTe 10 Pl piydaTog IxvnOETN 0TO KUTTAPIKS PiyHa KOl EQAPUOCTE pia
KOAUTTTPIOO TTPOCEKTIKA. ZPpayioTe Pe KOAQ pe SIGAUPa EAAOTIKOU KOl AQAOTE
TN va OTEYVWOEI EVTEAWG.
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Merouoiwon
10. MetouoiwoTe TO dgiypa Kal Tov IXvnBETN Tautdxpova Beppaivovrag Tnv
QAVTIKEINEVOPOPO O€ pia Beppry TTAGKa oToug 75 °C (+/-1 °C) yia 2 AeTTTd.

YBpidiouég
11. ToTOBETAOTE TNV AVTIKEIUEVOPOPO O€ vav UYPO, PWTOOKIEPS TTEPIEKTN OE
Beppokpaaia 37 °C (+/-1 °C) yia pia o0AOKAnpn vuxTa.

IMAUoeIg perd Tov uBpISIoUG

12. Agaipéote 10 DAPI amd Tov Katawuktn Kal agriaTte To va BepuavBei ot
Bepuokpacia dwuariou.

13. A@aipéaTe TNV KOAUTITPIOA KOl OAQ TA UTTOAEIPATO KOAAOG TTPOOEKTIKA.

14. BuBioTe TNV avtikeipevopdpo o€ didAupa 0,4xSSC (pH 7,0) oe Bepuokpaaia
72 °C (+/-1 °C) yia 2 AeTrTd Xwpig avakivnon.

15. ATTooTpayyioTe TNV QVTIKEINEVOPOPO Kail BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 oe Beppokpacia dwpaTiou (pH 7,0) yia 30 SeutepOAETITA XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTiKeEInEVO@Opo Kal TotroBetioTe 10 pL DAPI antifade o€
KGOe deiypa.

17. KaAOyTe TN PE IO KAAUTITPIOO, QQAIPESTE TUXOV QUOCAIDEG KOI TTEPIMEVETE
10 ATITG PEXPI VA QVOTITUXBET TO XPWHG OTO OKOTADI.

18. MapartnprnaoTe og PIKPOOKOTTIO POOPIoPOU (avaTpégTe oTnV evoTnTa ZUOTAON
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H Béppavon A wpiyavon TwV QVTIKEIUEVOPOPWY MTTOPEI VO HEIWOEI TOV
@B0PIoUO TWV CNUATWY.

2. O1 ouvBnkeg UBPIBIOCUOU UTTOPEI VO ETTNPEACTOUV OUCUEVWG ATTG TN XPAon
avTidpacTNPiwWY TTEPAV EKEIVWV TTOU TTOPEXOVTAl | CUGTAvVOVTAl OTTO Tn
Cytocell Ltd.

3. Xpnolyotroinote  éva  Babuovounuévo BePUOMETPO  yio TR PETPNON
Beppokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG Ol &V
Aoyw Beppokpacieg eival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TTPOIOVTOG.

4.  O1 OUYKEVTPWOEIG, oI TINEG pH Kal o Beppokpaacieg TTAUONG gival GNUAVTIKEG,
KaBwWG oI ouVONKeG XaUNARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
pn €BIk déopeucn Tou IXVNOETN, evwd O OUVOAKEG UTTEPBOAIKG UWNANG
auoTNPOTNTOG PTTOPEI Va £XOUV WG ATTOTEAECHA TNV EAAEIYN OPATOG.

5. HaTteAAg yeTouoiwan PTTOPET va €XEl WG ATTOTEAEGUA TNV OTTWAEIQ GAUATOG KAl
n UTTEPBOAIK) HETOUGTWAON PTTOPEI, ETTIONG, VA EXEI WG ATTOTEAECUA TN KN €I8IKA
déopeuan.

6. O utrepBoAikdg UBpISICPOG uTTopeil va odnynoel oe TPOCBeTa 1 un
QAVOAPEVOUEVA OHjuaTa.

7. O1xpnoTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TIPWTOKOAAO yIa Ta BEiyHATA TOUG
TIPIV aTTO TN XPAON TNG £§€TAONG YIa d1ayVWOTIKOUG OKOTTOUG.

8. Tuxov UTTOREATIOTEG GUVORKEG UTTOPEI va £€XOUV WG ATTOTEAECHO Un €IBIKN
OéoEuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Eppnveia Twv ammoTeAETUATWY

EKTipunon moIoTnTag avrikEIUEVoQopwv TAaKwWY

H avTikelpevo@dpog dev Ba TTPETTEN va avaAUeTal €Gv:

e Ta onuata eival TTOAU aoBevr) yia va TpaypaTtotroinbei avdAuon o
pegovwpéva @iATpa. Ma va TTpoxwpnoeTe pe TNV av@Auon, Ta oriupata Ba
TIPETTEI VA €ival QWTEIVA, BIOKPITE Kal EUKOAa agloAoyAoipa

e Ymapxel peyaAog aplOudg  ouoaTadOTTOINUEVWV/OAANAOETTIKAAUTITOUEVWV
KUTTAPWV TToU €UTTOdidouv TNV avaAuan

e >50% Twv KUTTAPWV dev £xouv uBpidoTroinbei

e Ymapyel Tepiooeia @OOPICOVTWY owpaTIdiwV HETAEU Twv KUTTApwvY r/Kal
@Bopiouca axAry TTou TIPOKOAEi TTapePPBoAég oTa oruarta. 1davikd, TO
uTTéBaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaiVETAI OKOTEIVO A HaUpO Kal
kaBapod

e Ta 6pia Tou KUTTaPIKOU TTupriva dev gival dlakpiTd Kail dev gival dBIKTa

KareuBuvrrpieg odnyies yia tnv avaAuvon

o Kdbe deiypa Ba mpéTrel va avaAUeTal Kal va gepunveveTal ard dUo avaAuTEG.
Tuxév aoupewvieg Ba Tpétrel va emAlovTal PEOW €KTiUNONG aTmmd TpiTo
avaAuTth

e KdaBe avaAutig Ba Tpétel va gival KATAAANAQ eCEIBIKEUPEVOG TUPPWVA UE TA
avayvwpiouéva €0VIKG TTpOTUTIa

o Kdabe avaAutrig Ba TrpéTrel va BaBuoAoyei pepovwpéva 100 TTUprveG yia KGBe
Seiypa. O mpwTog avaAutig Ba TpéTel va Eekiva Tnv avaAuon amod Tnv
apioTePA TTAEUPE TNG AVTIKEINEVOPOPOU Kal 0 SEUTEPOG AVAAUTAG aTTd Tn egId
TTAEUPG

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

e AvoAUete povo AOIKToug TTUPAVEG Kal OXI GAANAOETTIKOAUTITOPEVOUG 1
OUOCWPEUPEVOUG  TTUPAVEG 1R TIUPAVEG  TIOU  KaAUTITovTal — ammé
KUTTAPOTTAQGUOTIKG UTTOAEippaTa ) uwnAd emriredo auto@Bopiopou

e ATTOQEUYETE TTEPIOXEG ME TTEPICTEIN KUTTAPOTTACCHATIKWY UTTOAEIMPATWY A Un
€101k UBPIdIoUS

e H évraon Twv onudtwy PTopei va TToIkiAAEl, aKOPa Kal OTNV TTEPITITWAN EVOG
uévo TTUpRva. Z€ TETOIEG TTIEPITITWOEIG, VA XPNOIUOTIOIEITE pOoVA QIATPa f/Kal va
pPUBUiCeTE TO €OTIOKO ETTITTEDO

e Xg UTTOREATIOTEG OUVONKEG, Ta arjuaTa PTTopEi va @aivovtal didxuta. Edv duo
gApaTa Tou idlou XpwHaTog BpickovTtal o€ eTTaPr PeTAgy Toug, ) n amdéoTacn
METAEU TOoug dev gival peyaAlTepn atd dUo TTAGTN OAUATOG, 1} CUVOEOVTAI HE
€va axvo VAUa, JETPAOTE TA WG £va ONua

e Katd Tnv avaiuan Sixpwpwv IXvnBeTWY didoTraong, eav uttapyel dIdoTnUa
METAEU TOU KOKKIVOU Kl TOU TTPAaIVOu OrpaTog Trou dev utrepBaivel Ta TTAGTN

2 onudtwv, TIPOOHETPAOOTE WG OAMA  TIou Oev  QVTIOTOIXEl O€
avadiaragn/ouvtnén

o Edv é€xeTe ap@IBoAieg yia To €Gv €va KUTTApO PTTOPE va avaAubei i Ox1, unv
TIPOXWPAOTETE OTNV AvAAUGH TOou

Mnv TTpooueTPaTE — OI
TTUPAVEG givar UTTEPBOAIKG
KOVTd 0 €vag aTov GAAov yia
TOV KaBopIouod opiwv

Mnv TrpooueTpdre
AAANAOETTIKOAUTITOPEVOUG
TTUpveg — dev gival opaTn
OAGKANPN N éKTOON KAl TWV
OUo TTUpRVwWv

MpooueTprioarte wg dUo
UBpIdIK& orjpaTa — 1O
O160TNHA PETAEU TOU KOKKIVOU
Kal Tou TTPACIVOU OfPaTog
gival JIKPOTEPO aTTd TA TTAGTN
OUo onudTWV

MpooueTprioate wg dUo
UBpPISIK& orpaTa — To éva
UBPIBIKO orjua gival dIGXUTO

38
o
0
0

Avapevopeva atmroteAéopata
Avapevouevo QuUaIoAoyIKS TIPOTUTTO ONUATWY

Z& éva eualohoyiko KUTTapo, avapévovTal dUo uBpIdikd orpaTa
KOKKIVou/TTpdaivou (2Y).

Avapevoueva pn QUOIOAOYIKG TTPOTUTIA ONPATWY

e éva KUTTOPO pe 100ppotrnuévn avadiatagn CBFB, 1o avauevouevo TTPOTUTIO
onudtwy Ba eival éva uBpIdIKG KOKKIVO/TTPAOIvo, éva KOKKIVO Kal éva TTpdcivo
(1Y1K1M).

MrropoUv va TTpokUWouv Kail GAAQ TTIPOTUTTO ONUATWY O€ AveUTTAOEISH/Un
100ppoTTNuéva deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig/MapeuBalAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAETIBPACEIG/TTOPEUPBANAOUEVESG OUTIEG.

N'vwoTh S1aoTauPOoUEVN AVTISPACTIKOTNTA
Agv uTTdpyel yvwoTr dlaoTaupouyevn avTidpaaTKOTNTA.

Ava@opd coBapwVv CUUBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaiki ‘Evwon kol og xwpeg pe
TTavopoIdTuTIo  puBuIoTIKG  kaBeaTwg (Kavoviopdg (EE) 2017/746 yia T1a
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPNoihoTroloUvTal yia didyvwan In vitro). Edv katd
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N XPAON autoU TOu TTIPOIOVTOG I WG ATTOTEAEOUA TNG XPAONG TOU TTPOKANOEI
gofapd oupBdv, avapEPETE TO OTOV KATAGKEUATTH KOl OTIG EBVIKEG apUODIEG APXES.
Mo coBapd oupBavTa o€ GANEG XWPES, AVAPEPETE TA GUPBAVTA OTOV KATAOKEUOOTH
Kal, eav I0XUEl, OTIG €BVIKEG apuODIEG APXEG.

ZToIXEIO ETTIKOIVWViag KOTAOKEUOOTA yia Béuata eTmaypUTIVNONG:
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

AvaAurtikn e181kéTnTa

H avaAuTIkA €181KOTNTA OPIETAI WG TO TTOOOOTS TWV CNUATWY TTOU URPISOTToI0UVTaI
yévo otn owoTt Béon kal oe Kapia AGAn Béon. AvaAUBnkav TEOOEPIG
XPWHOOWHIKEG BEOEIG 0 KABE éva aTTO TA €iKOOI PETAPATIKA KUTTAPA aTré KABE
éva atéd Ta mévTe Seiypata, divovtag 400 onpeia dedopévwy. XapToypa®ridnke n
ToTroBeTia KABe UPPIdOTTOINUEVOU IXVNBETN Kal KATAYPAPNKE O apIBPOG Twv
onuatwy FISH peTa@acikwy XpwPoowuaTwy TTou uRpIdoTToIRenkav aTn owoTh
Béon.

H avaAuTikf €10IKOTNTA KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onuaTwV FISH PETOPAOIKWY XPWHOOWHPATWY TToU UBPIBOTTOINBNKAV OTN OWOTH
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidoTroinuévwy onudtwy FISH
METAPACIKWY XPWHOOWUAETWY. To atmoTéAeopa auté TTOAATTAACIAoTNKE pE To 100
Kal EKPPACTNKE WG TTOTOOTO We SIACTNHA EUTTIOTOCUVNG 95%.

Mivakag 1. AvaAuTtikn €181kéTnTa Tou CBFB Breakapart Probe

16922 200 200 100%

98,12%-100%
98,12%—-100%

16022 200 200 100%

AvaAurtiki evaioénaoia

H avoAutiky euaioBnaia eival To TT0000TS TWV OEIOAOYACINWY HECOPATIKWV
KUTTAPWV UE TO aVAPEVOUEVO QUGCIOAOYIKO TIPOTUTIO OonuaTwy. AvoAUuBnkav kat’
ehdxioTov 200 peco@acoikd KUTTApa yia KdBe éva amd Ta 25 povigotroinuéva
KUTTOPIKG evalwprpaTa amé Oeiypata puedoU Twv OOTWV TTou BewpolvTav
apvnTikd yia avadiatagn CBFB. Zuvemwg, BabuoAoyrdnkav kat eAdxioTov 5.000
TIUPAVEG yia KaBe €idog deiypatog. Ta dedoyéva yia Tnv euaiobnoia avaAubnkav
Bdoel Tou TTOOOOTOU KUTTAPWY TTOU €3€1EaV PUOIOAOYIKO OVOUEVOPEVO TTPOTUTIO
ONUATWY Kal EKPPACTNKAV WG TTOCOOTO Ye IAOTNUA EUTTIoTOoUVNG 95%.

Mivakag 2. AvaAuTtikh euaioBnoia Tou CBFB Breakapart Probe

97,92% (97,59%~—
98,25%)

MugAbG Twv 00TWV >95%

XapakTnpiouog Twv QUAIOAOYIKWY TIWV ATTOKOTTHS

H @uololoyikfy atrokoTrry opieTal wg TO TTOCO0TO KUTTAPWY TTOU EPPavifouv
Weudwg BeTIkG TTPOTUTTO OnudTwy Bdoel Tou oTroiou éva dropo Ba BewpolTtav
@ualohoyiké g€ avtiBeon ye TNV KAIVIKA didyvwon. AvaAubnkav kar’ eAdxiotov 200
HECOPAOIKA KUTTAPa yia KEBe €éva amd Ta 25 poviHOTTOINUEVA KUTTAPIKG
EVOIWPNMPOTA OTTO HUEAS TWV OOTWV. ZUVETTWG, BaBuoAoyAbnkav Kar' eAdxioTov
5.000 TTuprveg yia kaOe €idog deiyuaTog.

H Tiuf atmokoTrig TTPoadiopioTnKe XPNOIUOTIoIVTAG TN B avdaTtpogn (BETAINV)
ouvaptnon oto MS Excel. YTToAOyioTNKE WG TO TTOGOOTO HECOPATIKWV KUTTAPWV
TTOU €J€IEaV YeUdWG BETIKG TTPATUTTO ONUATWY XPNOIPOTTOIWVTAG TO AVWTEPO OPIOo
€VOG POVOTTAEUPOU BIOOTAPATOG eUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMAG
@uaIoAoyIKoU deiydaTog aaBevr).

Nivakag 3. XapakTnpioydg Twv QUOIOAOYIKWY TIHWV _atrokomg Tou CBFB
Breakapart Probe

MugAbG Twv 00TWV 3,08%

Ta epyacTrpIa TIPETTEI VA ETTIBERAIIVOUV TIG TIHEG ATTOKOTTAG XPNOIUOTIOIWVTAG Ta
BIKG Toug dedopévade.

AkpiBeia

H okpiBeia autou Tou TTPOIGVTOG €XEl YETPNOET O OXéon Pe TNV akpifela eviog
nuépag (atd deiypa oe deiyua), TNV akpifeia peTagu nuePWV (atré nuépa o€ Nuépa)
Kal TNV oKkpifela HeTagu TTapTidwyv o€ éva kEvTpo (aTTd TTapTida o€ TTapTida).

Xpnoiygotroiénkav duo deiypata yia TNV agloAdynon Tng akpiBeiag autod Tou
TIPOIGVTOG: éva apvnTIKG deiypa pUeAOU Twv OOTWV Kal €va XaunAAg BeTIKOTNTOG
TEXVNTO Oeiypa pueAoU Twv 0OTWV (2-4X n QATTOKOTI TOU TTPOIOVTOG, TO OTIOI0
TIPOEKUWE ATTO TNV TTPOOBNKN yVwoToU BeTIKOU SeiypaTog 01O PUOIoAoyIkd deiypa
pUEAOU TwV 0OTWV), TO OTTOI0 XPNOIPOTTIOINONKE yia TN SOKIPACIa TOU TTPOIGVTOG
KOVT& OTNV TTPO0dIoPICHUEVN OTTOKOTTH.

Na Tov Tpoodiopioud TNG PETAgU NUEPWY Kal evTOG NUEPAG akpiBelag, Ta deiypaTa
aglohoyndnkav otn didpkela  TEVTE PN OIODOXIKWY NUEPWV KOl yid TOV

TTPOCdIOPICPS TNG METALU TTOPTIOWV OKPIBEING, TPEIG TTAPTIOEG TOU TTPOIOVTOG
agloloyriBnkav og T€00€PIG ETTAVOAAWEIG TwV idlwv Selypdtwy. Ta amoteAéopata
TTOPOUCIGOTNKAY WG OUVOAIKH OUM@WVIa PE TNV TTIPORAETTOPEVN apPVNTIKA
KaTnyopia (yia Ta apvnTika deiypara).

Mivakag 4. AvarrapaywyiyétnTa kai akpiBeia Tou CBFB Breakapart Probe

AvaTtrapaywyipotnTta MueAdg Twv 00TWY, aPVNTIKO 100%
€VTOG NUEPAG (aTTO
Oeiypa o deiypa) Kal

MugAGG Twv 00TWY, XaUNARG

peTagy nuepwy (amod BETIKOTNTAG 100%
NpEPA o€ NpEPA)
. MueAdg TwV 00TWY, apVNTIKO 100%
Avatrapaywyiyotnta n - n
LETOED TTapTISWY MugAGG Twv 00TWY, XAUNARG 100%

BeTIKOTNTOG

KAvikiy arrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TTPORBAETTOPEVEG avadIaTAgelg, n
KAIVIKA a1r6d00n TTpoadIopioTNKE PE OUO HEAETEG AVTITIPOCWITEUTIKWY JelyUATWY
Tou TIPORAETTOPEVOU TTANBUCHOU TOU TIPOIOVTOG: UAIKO HOVIMOTIOINUEVO OF
ueBavoAn/ogikd ofu 3:1 amd deiyyata aIPaTOAOYIKAG TTPOEAEUCNG TTOU TOUG
a@aipédnke n TauTOTNTA. TO PEYEBOG BEiyUaTOG Kal yia TIG dUO PEAETEG ATAV EKATOV
dekatpia (113) deiypata, ye Tov TTANBUCPO-0TOXO €ikoaol (20) BeTIKWV delyPaTWY
HUEAOU TwV OCTWV KOl EVEVAVTA TPIWV (93) apvnTIKWYV delyuGTwY HUEAOU Twv
00TWV. AQaIPEBNKE N TAUTOTNTA OAWV TWV JEIYUATWY Kal TUXaIOTToIRBNKav yia TV
aTToQuUYnA pepoAnwiag oTnv avdAuon. Ta atmoTEAéTUATA GUYKPIBNKAV PE TN YVWOTH
katdotaon Tou Oeiypatog. AIOTOTWONKE OTI N CUPPWVIa/aoUPPWVIa  TwV
aTTOTEAEGUATWY TTANPOI TA KPITAPIA ATTODOXNG VIO QUTEG TIG MEAETEG.

Ta atmroTeAéopaTa Twv SOKIPWVY QUTWVY avaAUBnKav TTPOKEINEVOU va UTTOAOYIOTE N
KAIVIKA euaioBnaia, n KAIVIKA €181KOTNTA Kal To TToo00TO Weudwg BeTikwv (FPR)
TIJWV YIa Ta BETIKA OAPATA, XPNOIPOTIOIWVTAG MIa TTPOCEyyIon piag didaTaong.

MNivakag 5. KAivikA amédoon Tou CBFB Breakapart Probe

KAIvikr) euaioBnaia (Trooooté aAnbwg BeTikwy, TPR)* 99,42%
KAIVIKA €181k6TNTa (TTog0oTd aAnBwg apvnTikwy, TNR)* 99,84%
MoooaTd weudwg BeTikwv (FPR) = 1 — EIdIk6TNTO* 0,16%

NepiAnyn aoc@dAeiag kail KAIVIKAG aTédoong (SSP)

H trepiAnwn SSP Ba civai diaBéaiun oTo KoIve péow TNG EUPWTTAIKAG BAong
dedopévwy yia 1aTpIkEG ouokeuég (Eudamed) 61rou ouvdéetal pe To Baoiké UDI-
DI.

Eudamed URL: https://ec.europa.eu/tools/eudamed
Baoiké UDI-DI: 50558449LPH089K9

Edv n Baon dedopévwy Eudamed dev gival TAApwG Aeitoupyikn, n epiAnyn SSP
Ba d1aTiBeTal OTO KOIVO KATOTTIV AITANOTOG péow email otn dieubuvon

SSP@ogt.com.

Np6cBeTeg TTANPOPOpPiEg

MNa mp60o6eTeG TTANPOPOPIES, ETMKOIVWVACTE PE TO TuApa Texvikng YTrooTApIEng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToog: www.ogt.com
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Fwoaodpio cupfoAwv

EN ISO 15223-1:2021 — «laTpoTeXVvoAoyIkd TTpoiovTa —
ZUpBoAa TTou XpNoIpoTToloUVTal HE TIG TTANPOQPOPIES TTOU
TAPEXOVTAI TTO TOV KATAOKEUAOTH — Mépog 1: Mevikég
ATTAITACEIG»

(© International Organization for Standardization)

ZUpBoAo TitAog ApiBpoi avagopdg
M el: KataokeuaoTtig 5.1.1
el: E¢ouciodoTtnpévog
QAVTITTPOOWTTOG 0TV
E EupwTraikn 51.2
Koivétnra/Eupwtraiki
‘Evwon
g el: Huepopnvia ARgng 5.14
el: ApiIBuog TapTidag 5.1.5
el: ApiBudg katahoyou 5.1.6
"'-‘*’/ I: Na diatnpeital pakpid
’Z_L"\‘“ €l: Ma olampeitai pakpia 5.3.2
- atré 10 NAIOKS PWG
/l[ el: Opio Beppokpaaiag 5.3.7
D}] el: ZupB’ou)\au’mns TIg 543
odnyieg xpriong
el: ZupBouAeuTeite TIg
NAEKTPOVIKEG OBNYiEg 5.4.3
ogt.com/IFU Xpﬁ0ﬂ§
A el: MpoooxnA 5.4.4
el: latpotexvoAoyikd
IVD TTPOI6V didyvwaong 55.1
in vitro
el: Mepiéxel eTapkn
W ToadTNTaA yIa <n> 55.5
eCeTdoEIg
el: ATTOKA€IOTIKNA
TauToTToINGN
1aTpoTEXVOAOYIKOU 57.10

TTPOIOVTOG

20pBoAa EDMA yia avridpaoTtipia kai otoixeia IVD,
avaBewpnon OkTwRpiog 2009

loTopiko ekd6oewv O8nyiwv xprong (IFU)
V001.00/2023-05-10 Néeg Odnyieg xpriong (IFU) yia Tov Kavovioud (EE)

2017/746

ZUpBoAo

TitAog

ApiBpoi avagopdg

CONT

el: Mepiexopevo (4

JAV/AN

TIEPIEXEN)

AITAQpOTA EUPETITEXVIOG KAl EPTTOPIKA GAHATA
H ovopagia CytoCell eival oipa katateBév Tng Cytocell Limited.

Cytocell Limited

Oxford Gene Technology
418 Cambridge Science Park
Milton Road

CAMBRIDGE

CB4 0Pz

HNQMENO BAZIAEIO

TnA.: +44 (0)1223 294048
dag: +44 (0)1223 294986
Email: probes@cytocell.com
loTéToTrOG: Www.0ogt.com

Sysmex Europe SE

22848 Norderstedt
FEPMANIA

TnA.: +49 40 527260
loT6TOTTOG: WWW.Sysmex-europe.com
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