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Mpoopig6épevn xpron

To CytoCell® Del(20q) Deletion Probe gival pia ToIOTIKY], U QUTOUOTOTIOINWEVN
e¢étaon @Bopifovtog in situ uBpIdiopol (FISH), Tou xpnoipoTroligital yia Thv
QaviXVeuon XPWHOOWUIKWY €eAAgipewv oTig Trepioxég 20912 kar 20913.1 ToUu
Xpwpoowpatog 20 oe povipotroinuéva oe didAupa Carnoy (MeBavoAn/ogiké ogu
3:1) KkuTTOpPIKG evalwprpaTa  aipatoAoyikng Tpoéheuong ommd  acBeveig pe
emReRaiwpévo i mBavoloyoUpevo puehoduatrAaoTikd olvdpopo (MAL).

Ev&eigeig xpnong

H ouokeury autr €xel oxedlaoTel WG CUUTTANPWHOTIKA O GAAEG KAIVIKEG Kal
10TOTTAB0AOYIKEG EEETAOEIG OE AVAYVWPIOPEVO PHOVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, 6TToU N yvwan Tng UTTapéng TG KatdoTaang EAAEIWNG OTIG TTEPIOXES
20912 4 20g13.1 Ba ATaV ONPAVTIKNA YIa TNV KAIVIKF) QVTIETWTTION.

Meplopioyoi

H ouokeury autr €xel oxedIOOTEI yIa va QAVIXVEUEI YOVIBIWHATIKEG OTTWAEIEG
HEYOAUTEPNG €KTAONG OTTO AUTH) TTOU KOGAUTITETAI TTO TOUG KOKKIVOUG KAl TIPAGIVOUG
KAWVOUG O€ QUTO TO OET IXVNOETWY, n otroia TrepIAapBavel Tig Teploxég 20q12 kai
20913.1. Or1 yovIOIWNOTIKEG OTTWAEIEG EKTOG TNG TTEPIOXAG QUTAG R Ol PEPIKEG
QATTWAEIEG OTNV TIEPIOXA AUTA PTTOPET va PNV €ival aviXvVeUOIPEG PE auTd TO TTPOIOV.

AuTo TO TTPOIGV Oev TTPOOPIZETAI YIO: XPAON WG HEPOVWHEVN BIOYVWOTIKN €&€Taan,
OUVOJEUTIKA  BIOYVWOTIKA €EETACN, TIPOYEVVNTIKO €EAEYXO, TTPOCUUTITWHATIKO
¢Aeyxo Baoel TANBuopoU, e§€Taan kovTa aTov aoBevA i autoggETaaon.

To Tpoidv auTd dev €xel ETTIKUPWOEI yia TUTTOUG delypdTwy, TUTTOUG aaBeveIwY A
yla OKOTToUG TTEPAV QUTWY TToU KaBopifovTtal aTnv TTPoopIfouEVn XPron.

MpoopieTal yia XpAon wg CUPTTARPWHO Ot GAAEG SIOYVWOTIKEG £PYOOTNPIAKEG
€CETAOEIG KOl Ogv Ba TTPETTEN va EeKIVAEI Kapia BEPATTEUTIKA evEpPyEIa povo Baael Tou
amroteAéoparog FISH.

H avagopd ka1 n epunveia Twv omoteAeopdtwy FISH Ba Tpémer va
TIpayyaToTrolouvTal amd KatdAAnAa egeIdIKEUPEVO TTIPOCWTTIKG, OUPQWVA UE TO
ETTAYYEAHATIKG TIPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdavovtal utroyn aAAa
OXETIKG aTToTEAéTATA £EETATEWY, KAIVIKEG KAl DIAyVWOTIKEG TTANPOPOPIEG.

To TTpoidv auTd TTPOOPICETAI ATTOKAEIOTIKG VIO EPYACTNPIOKI ETTAYYEAUOATIKA XPrion.
H pn tpnon Tou TTpwTokOAAOU evdéxeTal va eTnPedoeEl TNV amoédoaon Kal va
odnynoel o€ Yeudwg BeTIKG/apvNTIKE atroTeAéopaTa.

Apxég Tng egétaong

O ¢Bopiwv in situ uBPISICPASGS (FISH) givar pia TEXVIKN TTOU ETITPETTEI TNV AvViXVeUon
aAAnAouxiwv DNA o€ HETOQATIKE XPWHUOCWHATA ) 0€ HETOPATIKOUG TTUPAVEG aTTd
HOVIUOTTOINUEVA KUTTAPOYEVETIKG deiypata. H Texvikr XpnoiyoTrolei ixvnOéreg DNA
TToU UBPISOTTOIOUVTAlI G€ OAOKANPO XPWHOOWHOTA 1 PEPOVWHEVEG HOVADIKEG
aAAnAouxieg kal XpnoIPEUEl WG £va ONUAVTIKO CUUTTARPWHA OTNV KUTTOPOYEVETIKA
avahuon pe G-{wvwon. AuTA n TEXVIKA UTTOPEi TTAéOV VO EQOPHPOOTEI WG €va
oNUAvTIKG €PEUVNTIKO €PYAAEio OTA TTAQICIO TTPOYEVVNTIKWY Kal OIUATOAOYIKWV

avaAUoEWY, KOBWG Kal XPWHOCWHIKWY avaAUOEWY CUPTIOYWY OyKwv. MeTd Tn
poviyoTtroinan kai Tn geTouaiwaon, To DNA-o1dx0g gival 81aB€aipo yia avadidragn
oe évav TTapoola PETOUTIwPEVO, @BopiovTa onuaouévo 1xvneétn DNA, o otroiog
£€xel oUPTTANPWUAaTIK aAAnAouyia. Metd Tov UBPIBICUO, YiVETAI AQIPETN TOU [N
Seopeupévou Kal pn e18IkG deapeupévou 1xvnBétn DNA kai To DNA uttoBdAAeTal o€
avTiXpwaon Yo OTTEIKOVION. XTrn OUVEXEIA, N MIKPOOKOTTia @BopIouoU KaBIoTd
duvartn TNV atreikovion Tou UBPISOTToINUEVOU IXVNBETN OTO UANIKG-GTOXO.

MAnpo@opieg yia Tov IXVnOETn

O1 eMAeiyeig oTov pakpU Bpaxiova Tou xpwpoowpatog 20 avayvwpiovtal wg
ETMAVEUQAVICOUEVEG  XPWHOOWMIKEG — avwPaAieg  TToU  OxeTiovTal  HE
pugAoduoTrAaoTikd oUvdpoua (MAZ). H mpoyvwon yia MAX émou n del(20q)
amoteAei TN pévn avwpalia gival kaAf. QoTé00, N TTAPOUCia BEUTEPOYEVWIV
AVWHANIV UTTOPET va gival evBEIKTIKA TNG e§EAIENG TG VOoOU?.

Mpodiaypagég 1XxvnOeTwv
20q12, Kékkivog
20913.1, Mpaaoivog

CMP-H019 vD06.00

20q12

PTPRT

DI0S591E  D20S108 D20S858 D20843 D205150

I I
331kb 141kb 174kb
100kb
—

O 1xvnB£tng 20912, onuacuéVog KOKKIVOG, KAAUTITEI pia Trepioxr) 331 kb evrég Tou
yovidiou PTPRT kai mrepihapBaver Tov deiktn D20S108. O1 1xvnbéteg 20913.1,
onuaopévol mpdoivol (141 kb kai 174 kb), kaAumtouv 10 yovidio MYBL2 «kai
TrepIhapBavouyv Tov deiktn D20S150.

Mapexopeva UAIKG

IxvnOérng: 50 pl ava giahidio (5 egetdoeig) | 100 pl ava giaAidio (10 egeTdaoeig).
O1 1xvnBéTeg TrapéxovTal Trpoavapepiypévol og didAupa  uBpidiopol [<65%
@opuapidio, <20 mg BeiknA degTpdvn, <10% aAatolyo SIGAUPA-KITPIKS VATPIo 20X
(SSC)] kai gival £TOIYOI TTPOG XPRON.

Avrixpwon: 150 pl ava giaAidio (15 egeTdoeig).
H avrixpwon eivai DAPI Antifade ES [0,125 pg/ml DAPI (4,6-81apidivo-2-
@aIvuhivdoAn) o Baaiouévo oe YAUKEPOAN péco aTepEéwong].

MposgidoTroinoeig kal Tpo@UAAgeIg

1. TNain vitro dlayvwaoTiKA Xprion. ATTOKAEIOTIKG VIO EPYATTNPIOKH ETTAYYEAUATIKN
xenon.

2. Ta piypata Twv IXVNBETWV TTEPIEXOUV POPUAUIdIO, TO OTTOIO gival TEPATOYOVO.
Mnv avatrvéete avaBupiGoelig Kal ammo@uUyeTeE TNV €TTOQr pPE TO OEpua.
ATTaITeITal TIPOCEKTIKOG XEIPIOPOG. Na opdTe yavTIa Kal EpyaoTneIaKr TTodId.

3.  Araiteital  TTPOOEKTIKOG  XeIpIouds Tou DAPI. Na @opdre yavtia Kai
£pYaaTNPIOKH TTOdI4.

4. Mnv 10 Xpnoldotroieital €dv Ta @IOAdIa €xouv uTTooTel ¢nuIGd R €4v n
aKePAIOTNTO  TOU  TTEPIEXOMEVOU  TWV  QIOAIDIWY  €XEl  ETTNPEAOTEl  PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTTIKOUG KaVOVIOUOUG atréppiyng yia Tnv TTEPIOX OOG O€
ouvduaoud ME TIG OouaTAoElG Tou AeAtiou dedopévwyv ac@aAeiag yia va
KaBOPITETE TNV ACPOA aTTOPPIYN auToU TOU TTPOIGVTOG. AUTO IGXUEI, ETTIONG,
Y10 TO TTEPIEXOUEVO KIT EGETATEWY TTOU €XOUV UTTOOTEI {NMIdL.

6. H amoppiyn dAwv Twv XPNOIMOTTOINUEVWY AVTIOPACTNPIWY Kal TUXOV GAAWV
HOAUOPEVWY AVOAWCIUWY UAIKWY TTPETTEI VA YiVETAI CUPPWVA PE TIG TTAPOKATW
S10dIKaoieg yia poAuouaTiKG 1 ev duvdpel hgoAuouatik@ otmopAnTa. Kdbe
epyaoThpIo eival UTTEUBUVO yia TOV XEIPIOUO TWV OTEPEWV KAl UYPWV
ammoBAATWY cUp@wva Pe TN UON Kal Tov Babud eTmKIvOUVOTNTAG TOUug, KaBWG
Kal yia Tnv emegepyaoia Kal TV amoppipn Toug (| TNV avabeon Tng
€TMELEPYATiag Kal TNG améppIPng TOUug OE TPITOUG) CUPPWVA PE TUXOV
10XUOVTEG KAVOVIGHOUG.

7. OI XEIPIOTEG TIPETTEI VA EXOUV TNV IKAVOTNTA VA JIOKPIVOUV TO KOKKIVO, TO PTTAE
KQI TO TIPACIVO XPWHA.

8. H pn mipnon Tou TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal Twv avTiIdpaaTnpiwv
eVOEXETAl va ETTNPEACEl TNV ammédoon Kal va odnynoel ot Weudwg
BeTiIkd/apvnTIKA aTTOTEAETATO.

9. O I1xvnBétng dev Ba TIPETTEl va OPAIWVETAl 1 va avaplyvUetal pe GAAoug
IXVNOETEG.

10. H pn xpnon 10 pl 1xvnBétn oT1o OTAdI0 TOU TIPWTOKOAAOU TIpIV AT Tn
UETOUTIWON EVOEXETAI VA ETTNPEATEI TNV ATTOD0O0N KAl va 0dNyrOEl 0€ WEUdWG
BeTIkd/apvnTIKA aTTOTEAETATO.

11. OAa Ta TTPOIGVTA TIPETTEN VO ETTIKUPWVOVTAI TIPIV aTTd TN XPRON.

12. O1 eowTePIKOI EAEYXOI TTPETTEI VO TIPAYUATOTTIOIOUVTAI PE TN XPAOTN KUTTAPIKWY
TTANBUG WYV TToU Bev €XOUV £TTNPEAOTE] 0€ BeiypaTa e¢ETaong.
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Opiopoi Beppokpaagiag
e -20 °C/Kateyuyuévo/ZToV KaTayuKTn: -25 °C éwg -15 °C

e 37°C +37°Cx1°C
e 72°C: +72°C+1°C
e 75°C: +75°C+t1°C

e Ogpuokpaaia dwpartiou (RT): +15 °C éwg +25 °C
ATtroBrikeuon Kai XEIPIOPOG
-15°C  To kit Ba TpéTrel va atmobnkeleTal o€ Bepuokpaaia atmod -25 °C
Jf €wg -15 °C og KaTaWUKTN PEXPI TNV nuepopnvia ARgng Trou
-25°C avaypa@eTal otV ETIKETA Tou KIT. Ta @IaAidia IxvnOeT@v Kal
QavTiXpwaong TTPETTEN VA aTToBNKEUOVTal GE OKOTEIVO XWPO.

\ |/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES kai 10
=~ [ - S1dAupa uBpIdIoHOU YUgng/atTréyugng TTou TTpayuaToTTolodvTal
= I\~ 070 TAdigI0 NG PUOIOAOYIKAG XPNOoNG (Evag KUKAOG avTIOTOIXET
A oTnv agaipean Tou @iaAidiou aTrd Tov KATaWUKTN Kal TNV €K VEOU
. TOTT06£TNOT) TOU O€ autdv) — 5 KUKAOI yia To @iaAidio 50 pl
(5 e€eTdoeig) Tou IxvnBETn FISH, 10 kUkAol yia To @iaAidio 100 pl
(10 e&etaoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egetdoelg)
NG avtixpwaong. H ékBean oTo Pwg TTPETTEI va EAAYIOTOTTOIEITAI KOI VO ATTOQEUYETAI
émou eival duvartdv. PUAGOOETE TA CUCTATIKA OTOV TIOPEXOUEVO TTEPIEKTN ME
TIPOCTACIa aTrd TO WG. Ta CUOTATIKA TTOU XPNOIYOTToIoUvVTal Kal atroBnkeUovTal
UTTO GUVBNKEG DIPOPETIKEG OTTO AUTEG TTOU KaBopidovTal aTnV ETTICANAVON UTTOPET
va unv €Xouv TNV avapevouevn atmddoon Kal YTTOPEi va ETTNPEACOUV ApvNTIKA Ta
arroteAéopata TG avaAuong. Mpémel va kataBaAAeTal kGBe duvarr TTPooTIddeia
woTe n €ékBeon oe peTaBaAOpEVEG GUVONKEG PWTIOPOU Kal Beppokpaciog va
TTEPIOPICETAI OTO EAAXITTO.

EgorAionog kai UAIKG TTou atraitoUvral aAAd Sev rapéxovTal

Mpétel va xpnoiyoTroigital Babpovounuévog eoTTAIoHOG:

1. Oegppn TAGKa (ue oTeper) TTAGKa kal iGTagn akpiBoug eAéyxou Beppokpaaiag
£€wg ka1 80 °C)

2. BaBuovounuéveg pIKpomTéETEG PETABANTOU OyKOu Kai puyxn, ME €UPOG
1 pl-200 pl

3. YdaréAoutpo pe didtagn akpiBoug eAéyxou Beppokpaciag otoug 37 °C kal
oToug 72 °C

4. ZwAnveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookétmo @Bopiopol (avatpégte otnv  evétnTa  X0OTACN VIO TO
HIKPOOKOTTIO pBOpITHOU)

6. MikpookoTio avTiBeang @aoewy

7. KaBapd mAaoTIKd, Kepapikd f BeppoavOekTikd yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TreXAUETPO (1) TTEXAUETPIKEG TAIVIEG HE BUVATOTNTA PETPNONG
TIpWv pH 6,5-8,0)

10. Mepiéktng vypaaiag

11. Pakdg PIKPOOKOTTIOU PBOPIoHOU KATABUTIKAG ot AdGdI

12. PuydKkevTPOG TTAYKOU EPYACIiag

13. AVTIKEINEVOPOPOI HIKPOOKOTTIOU

14. KoAuTrTpideg 24 x 24 mm

15. XpovoueTpo

16. Emmwaotipag 37 °C

17. KoAAa pe didAupa eAacTIKOU

18. Miktng epidivnong

19. AioBaBuiopévol KUAIVOPOI

20. MayvnTikdg avadeutipag

21. BaBuovounuévo BepudueTpo

MNpoaipeTikog £SOTTAICHOG TTOU Bev TTaPEXETA
1. KuttapoyeveTikdg BaAapog Enpavong

AvTiISpaoThpia TTou atraiToUvTal aAAd dev TTapéxovTal
AiGAupa ahaTtolyou diaAlpaTog-KITpIkoU vaTpiou (SSC) 20x
AiBavoAn 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

ATtTiovigpévo vepo

oA wWNE

ZUoTaOoN YIA TO HIKPOOKOTTIO pBopIoOU

Xpnoiyotroigite  Adutra  udpapylpou 100 watt i 10080vaun kai emiTedoug,
QATTOXPWHATIKOUG QAVTIKEINEVIKOUG PaKoUg KaTaduTiIkoug o€ AAdI pe peyéBuvon
60/63x f; 100x yia BEATIOTN aTTeikdvion. Ta pBopoPOpa TTOU XPNCIKOTTOIOUVTAl O€
autd To O€T IXvNOeTwyv Ba dieyepBolv Kal Ba exTTéuwouv aTa akGAouba prKn
KUpaTOG:

Mpdoivn 495 521
Kokkivn 596 615

BeBaiwBeite 0TI O0TO PIKPOOKOTTIO €xouv TOTTOBETNOEi Ta KATAAANAG  @iATpa
OIEyEPONG KAl EKTTOUTIAG, TA OTTOIG KAAUTITOUV Ta WAKN KUPATOG TTOU avagpépovTal
TTAPATTAVW.

Xpnoiyotroijote  @ikTpo  diéAeuong  TPIMTARG  {wvng  DAPI/mpdoivou
@AopaTOG/KOKKIVOU  @Aopatog 1 @iATpo diéAeuong BIMTAAG Jwvng TTpdaivou
@AOUATOG/KOKKIVOU @ACUATOG yia BEATIOTN TAUTOXPOVN OTTEIKOVION TWV TTPACIVWY
KOl KOKKIVWV @B0po@dpwy.

EAéyETe TO HIKPOOKOTTIO PBOPICHOU TIPIV AT Tn XPAON YIa va SIaC0@aAicETE OTI
Aeitoupyei  owoTd.  XpnaolgotroinoTe  AGdI  KaT@duong TTou  evOEgikvuTal  yIa
UIKPOOKOTTia @BOPIoPOU Kol €XEl TTOPACKEUADTEI yIa XOUNAG auTo®Bopiopod.
AtroguUyeTe TNV avdauign Tou DAPI antifade pe Aad1 katdduong pikpoakoTriou, dIOTI
KAt TéTol0 Ba KaAUWel Ta oApaTa. TnpeiTe TIG CUOTACEIG TOU KATAOKEUAOTH do0V
agopd Tn didpkeia {wAG TNG AGuTTag Kail TNV NAIKIa Twv QIATPpWV.

MpoeToipacia delypdTwv

To KIT €xel oXedlOOTEl yia XpAON O€ KUTTOPIKG €VAIWPAUATA aINATOAOYIKAG
TTpoéAeuong, Yovigotroinuéva o didAupa Carnoy (UeBavoin/ogikd ofu 3:1) amd
aoBeveig pe empBeBaiwpévo i mMOavoloyoUuevo pueAOdUOTTAACTIKO GUVOPOUO
(MAZ), Ta otroia €xouv TTPOETOINACTEI CUPPWVA PE TIG KATEUBUVTHPIEG 0dNYieG TOU
gpyaaTnpiou A Tou 18pUPaToG. MpoeToiudaTe deiyyara TTou €Xouv UTTOOTE {fpavon
ME aépa O€  QVTIKEIUEVOPOPOUG MIKPOOKOTTIOU OUMPWVO  PE  TIG TUTTIKEG
KUTTOpOYeVeTIKEG Dladikaaies. To eyxelpidio AGT Cytogenetics Laboratory Manual
TEPIEXEI CUOTAOEIG YIa TN GUAAOYR, KAAAIEPYEIQ KOl HETAPOPE DEIYUATWY, KABWG
Kal yIO TNV TTPOETOIUACIA TWV AVTIKEINEVOPOPWV?.

MpogToipacia SiIaAUPATWY

AiaAUpara ai@avoAng

ApaiyoTe aiBavoAn 100% pe atmioviopévo vepd pe BAaon Tig akGAouBeg avaloyieg
KOl avapigTe KaA:

e AIBavoAn 70% — 7 pépn aiBavoAng 100% oe 3 yépn atmoviopévou vepou

e AiBavoAn 85% — 8,5 pépn aiBavoing 100% oe 1,5 pépn ammovigpévou vepou
AtoBnkeUoTe Ta SlaAUPATA yia éwg Kal 6 pAveg o€ Bepuokpacio dwuaTtiou o€
QAEPOOTEYNA TTEPIEKTN.

AidgAupa 2xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 9 pépn aTTIoVIGPEVOU VEPOU KOl AVOMIETE
KaAd. EAéyEte Tnv TiuA pH kai puBpioTe o€ pH 7,0 xpnoipotroiviag NaOH ) HCI,
KoTd TrepimTwon. AmoBnkelote 1o OIGAUpa yia €wg Kal 4 gBdouddeg o€
BepuokpaTia dWHATIOU O€ AEPOOTEYN TTEPIEKTN.

AidAvpa 0,4xSSC

ApaidaTe 1 pépog diaAUpatog 20xSSC pe 49 pépn amoviopévou vepoU Kal
avapigre KaAd. EAEyETe TNV TIpN pH kai puBpioTe o€ pH 7,0 xpnoipotroiwvtag NaOH
f HCI, katd mepimTwon. AmmoBnkeloTe 1o diIdAUpa yIa €wg Kal 4 EBOouadeg o€
BepuokpaTia dwUATIOU O€ AEPOTTEYR TTEPIEKTN.

2xSSC, AigAuua Tween-20 0,05%

ApaiwoTte 1 pépog diaAlpatog 20xSSC pe 9 pépn atmoviopévou vepou. MpoaBéaTe
5 pl Tween-20 avd 10 ml kai avapigte KaAd. EAEyETe TNV TiuAR pH Kal puBpioTe o€
pH 7,0 xpnaoipotroiwvTtag NaOH i HCI, katd trepimtwon. AmobnkeloTe 1o didAupa
yia éwg Kal 4 eBOopadeg oe BepoKpaTia dWUATIOU O€ AEPOTTEYR TTEPIEKTN.

MpwTtoékoAAo FISH
(Znueiwon: BeBaiwBeite 0TI n €kBeon Tou IXVNOETN KAl TNG AVTIXPWAONG OTA QWTA
TOU £pyaaTnpiou gival TTAVTA TTEPIOPICUEVN).

lMpocsroluaagia avrikeiuEvopopou

1. TomoBetioTe pIa KNAda ommé TO KUTTOPIKG Otiypya o€ M YudAivn
QAVTIKEINEVOPOPO HIKPOOKOTTIOU. AQAOTE TN va oTeyvwoel. (MpoaipeTikd, eav
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog §Rpavong: O BGAapog TTpETTel
va Aeitoupyei o€ Beppokpaaia epitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
Ayn kuttapikoU deiypatog. Edv Sev uttdpxel dI0BECINOG KUTTAPOYEVETIKOG
BdAapog ERpavong, XPNOIMOTIOINATE £VaV aTTAYWYO WG EVOAAAKTIKN).

2. BubioTe TNV avTikeipevo@dpo oe didAupa 2xSSC yia 2 AeTITd o€ Bepuokpacia
dwpaTiou Xwpig avakivnaon.

3. Ag@udatwaoTe ot BIOPOPETIKE TTOCOOTA aIBavoAng (70%, 85% kai 100%),
S1adoxIkd, To kaBéva yia 2 AeTITd o€ Beppokpaagia dwartiou.

4.  AQNOTE TN va OTEYVWOEIL.

IMpiv a6 tn perouvgiwaon

5. AgaipéaTe TOV IXVNOETN OTTO TOV KATAWUKTN Kal aQAoTE Tov va BeppavOei oe
Beppokpacia dwyartiou. EKTEAéOTE OUVTOUN QUYOKEVTPIOT TWV CWAAVWY TTPIV
atré TN Xpenon.

6. BeBaiwBeite 611 TO didAUpa IXvNBETN €XEI avapixBei opoidpopPa Pe TN XpAon
TTTETOG.

7. AgaipéoTe 10 pl 1xvnBETN yia KABE £E£TAON KAl HETAPEPETE TA O€ VAV TWARVA
HIKPOQUYOKEVTPIONG. TOTTOBETAOTE yPryopa Tov UTTOAOITTO IXvnBETn OTOoV
KOTAWUKTN.

8. TomoBeTAaTE TOV IXVNOETN KAI TNV QVTIKEINEVOPOPO dEiyUaTOg O pia Bepun
TAGKa pe Beppokpaaia 37 °C (+/-1 °C) yia 5 AeTrTd yia TpoBépuavon.

9. TomoBetaTe 10 pl piypaTog IXxvnOETN GTO KUTTAPIKG Hiypa Kal EQOaPUOCTE HIT
KOAUTTTPI®A TTPOOEKTIKA. ZPPayioTe ue KOAAA pE BIGAUPO EAATTIKOU Kal OpAOTE
TN Va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTouoiwoTe TO deiyda Kal Tov IXvnBETN Tautdxpova Beppaivoviag Tnv
QVTIKEIUEVOPOPO G€ pia Bepun TTAdka aToug 75 °C (+/-1 °C) yia 2 AeTrTd.

YBpi1diou6¢s
11. TOTTOBETACTE TNV QVTIKEIMEVOPOPO OE €vaV UYPO, PWTOOKIEPS TTEPIEKTN OE
Beppokpacia 37 °C (+/-1 °C) yia pia oAdKANnpn vUxTa.

IMAuosig perda Tov uBpISIOUO

12. Agaipéote 1o DAPI amd Tov KOTOWUKTN KOl a@AoTe TO va Bepuavbei o€
Beppokpacia dwyartiou.

13. AgaipéoTe TNV KOAUTTITPI®A Kal OAa Ta UTTOAEIMPOTA KOAAOG TTPOTEKTIKG.

14. BuBioTe Tnv avTikeipevopodpo oe didhupa 0,4xSSC (pH 7,0) og Beppokpaaia
72 °C (+/-1 °C) yia 2 AeTTIT@ XWwpig avakivnon.
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15. AmooTpayyioTe TNV aVTIKEINEVOPOPO Kal BubioTe Tn ot didAupa 2xSSC, 0,05%
Tween-20 oe Beppokpacia dwpuartiou (pH 7,0) yia 30 deutepOAeTITa XWPIG
avakivnon.

16. AmooTpayyioTe TNV avTIKEINEVOPOPO Kal ToTroBeToTe 10 ul DAPI antifade o€
K&Be deiypa.

17. KoAOwTte TN pe pia KAAuTITRida, a@aipéoTe TUXOV QUOOAIBEG Kal TTEPIUEVETE
10 AeTTT@ PEXPI VO QVATITUXBEI TO XPWHO GTO OKOTAD!I.

18. MapatnpnoTe € PIKPOOKOTTIO PBOPIoUOU (avaTpéLTe TNV £vOTNTA ZUOTACN
YO TO MIKPOOKOTTIO (pBOoPIGHOU).

TuoTdoe€lg yia Tn diadikagia

1. H 6éppavon A wpigavon Twv QVTIKEIMEVOPOPWY UTTOPEI VO PEIWOE TOV
@OOPIoUO TWV ONUATWV.

2. O1 ouvBrikeg UBPISICYOU PTTOPET VO ETTNPEACTOUV DUOHEVWIG ATTO TN XPrAon
avTIdPACTNPIWY TTEPAV EKEIVWV TTOU TTOPEXOVTAlI A CUCTAvVOVTAlI OTTO Tn
Cytocell Ltd.

3. Xpnoigomoiote éva  BaBuovounuévo  BepudueTpo  yia T péTPnon
BepPOKPACIWY SIOAUPGTWY, UBSATOAOUTPWY Kal ETTWOCTAPWY, KABWG Ol &v
Aoyw Bepuokpacieg gival kpiolung onuaciag yia TN BEATIOTN amédoon Tou
TTPOIGVTOG.

4.  O1 ouyKevTpWwOeIg, ol TINEG pH kal oI Beppokpaacieg TTAUONG €ival oNUAVTIKEG,
KaBwg oI GUVONKES XaUNANG auaTNPOTNTAG UTTOPEI VA £XOUV WG ATTOTEAECUA
un €8Ik déopeuan Tou IXVNOETN, evw ol ouvlnkeg UTTEPBOAIKE UWNARg
aUOTNPOTNTOG PTTOPEI Va £XOUV WG ATTOTEAETA TNV EAAEIYN ONPATOG.

5. H ateAig yeTouaiwan PTropei va €Xel wg aTToTEAETUA TNV ATTWAEIQ OPATOG Kal
n uTTEPPBOAIKA PHETOUTIWAON PTTOPEI, ETTIONG, VO EXEI WG ATTOTEAECUA TN UN €I19IKA
déapeuan.

6. O umrepPoAikdg uBpIdioudg uTTOopEi va odnyRoel oe TIPOOBETa 1 pn
QAVOUEVOUEVA OruaTa.

7. Or1 xprioTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TIPWTOKOAAO Yia Ta SeiypaTtd Toug
TIPIV atrd TN XPAoN TNG £6€Taang yia SiayvwaoTIKOUG OKOTTOUG.

8. Tuxov UTTOBEATIOTEG GUVONKEG UTTOPET VO €XOUV WG OTTOTEAETHO [N €IDIKA
OEOUEUAN, N OTTOIO PTTOPET VA TIAPEPUNVEUTET WG TP IXVNOETN.

Eppnveia Twv ammoreAeopdTwv

EKTipnon moioTnTag avriKeINEVOPOpwWY TAAKWY

H avTikelpevopopog dev Ba TTpETTel va avaAUeTal eqv:

e Ta onAuata eivar TTOAU 0oBevh yia va Tpaydatotoindei avaAuon o€
pepovwpéva @iATpa. MNa va TTpoxwproeTe Pe TNV avaAucn, Ta ofuarta Ba
TIPETTEI VA €ival QWTEIVA, SIOKPITA Kal EUKOAA agloAoyraipa

e  YTOpxel peyGAoG aplBudg  ouoTAdOTTOINPEVWV/AAANAOETTIKAAUTITOPEVWV
KUTTAPWV TTOU €UTTOdICOUV TNV avaAuon

e >50% Twv KUTTAPWV dev £xouv uBpidoTroinBei

e Ymapxel Tepioocia @OOPICOVTWY CwHaTIdiwy HETALU Twv KUTTApwv r/Kal
@Bopifouca axAfq TTou TIpoKOAei TTapePBOAéG oTa oAuata. Idavikd, To
UTTOROBPO TWV AVTIKEINEVOPOPWY Ba TTPETTEI VO PAIVETAI OKOTEIVO 1) JaUPO Kal
KaBapod

e Ta dpia Tou KUTTAPIKOU TTUPrva Bev gival BIOKPITA Kal eV gival GBIKTa

Kareubuvrripieg odnyieg yia tnv avdAuon

e KdBe Seiypa Ba TpéTTel va avaAUeTal Kal va epunveleTal atmd dUo avoAuTEég.
Tuxdév aoup@wvieg Ba Tpémrel va emAdovVTal pEOw EKTIUNONG aTmd TPITO
avoAuTh

e KdBe avaAutig Ba rpétrel va gival KaTGAANAa €6€IBIKEUPEVOG OUPPWVA PE Ta
avayvwpIiopéva €BVIKG TTPOTUTTO

e KdBe avaluTng Ba pétrel va Babuoloyei pegovwpéva 100 TTuprveg yia KEOe
oeiypa. O mpwTog avoAuTig Ba Tpémel va &ekivd Tnv avdAuon atmmd Tnv
apIoTePR TTAEUPE TNG AVTIKEILEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTd TN degId
TTAEUPa

e Kd&Be avaAutig Ba TTPETTEN VO TEKUNPIWVEI TA OTTOTEAEGPATE TOU OE XWPIOTA
EVTUTIa

e AvoAlete pévo d@BIkTOoug TTUPAVEG Kal OX1I AAANAOETTIKOAUTITOPEVOUG 1)
OUOCWPEUPEVOUG  TIUPAVEG 1R TIUPAVEG  TIOU  KOAUTITOVTQI  OTTO
KUTTAPOTTAQGUOTIKG UTTOAEiPPaTa 1 upnAd ettimedo autopBopioyou

o ATTOQEUYETE TTEPIOXEG PE TTEPICTEIN KUTTAPOTTAQOUOTIKWY UTTOAEIMPATWV A pn
€101K6 UBPIdIoPO

e H évraon Twv onuaTwy PTTOPEi va TTOIKIAAEL, aKOUa Kal OTNV TTEPITITWON EVOG
HOVO TTUPAVA. € TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE HOVEA PIATPa r)/Kal va
pPUBUICETE TO £0TIOKO ETTITTEDO

e Y& UTTOREATIOTEG OUVBNKEG, T OAPATA PTTOPEi va @aivovtal digxuTa. Edv dUo
oApaTa TOU idlou XpwpaTog BpiokovTal og eTTaPr PETAEU TOUg, 1) N atmdéoTacn
UETAU TOUg dev gival yeyaAUTepn atrd 800 TTAGTN GAPATOG, 1 GUVOEovTal PE
€va axvo vrApa, HETPAOTE TO WG éva CHa

e Edv éxete ap@IBoAieg yia To €@v €va KUTTapo PTTOPEi va avaAuBei f ox1, unv
TIPOXWPAOETE GTNV avAAUGH TOU

Mnv TTpoouETPaTE — OI
TTUprveg gival uTTEPBOAIKE
KOVTA 0 £vag aTov GAAOV yia
TOV KOBOPITHO opiwy

Mnv TTpooueTpdTE
AAANAOETTIKAAUTITOPEVOUG
TTUprveg — Bev gival opatn
OAGKANPN N éKTAON KAl TWV
SUo TTUprvVwv

MpooueTpAoare wg duo
KOKKIVa orjpaTta kal 0o
Tpdaciva onuara — éva atmo
Ta 800 KOKKIVa orjuaTa gival
diduTo

MpooueTpAoare wg duo
KOKKIVa Kal dUo TTpdaiva
ofpara — 1o diIdoTNUa aTO
€va KOKKIVO orua gival
MIKPOTEPO aTTd T TTAGTN dUO
onuaTtwv

8 —
o0
0
0

Avapevopeva atroteAéopara
Avapevouevo QUOIOAOYIKO TTPOTUTTO ONUATWY

e éva Quololoylké KUTTapo, avapévovTal U0 KOKKIVa kal dUo TTpdaiva oriuara
(2K2mM).

Avapevéueva un QUOIOAOYIKE TTPOTUTTA ONUATWY

MpdTutTo €vOG KOKKIVOU KaI €vég TIpdcivou onuartog (1K1M) ptmopei va
TTapartnenBei o€ TepiTTwon povoowyiag 20 ) nuifuyng éAAelwng kal Twv duo
Cwvwv aTnv Trepioxn 20qg.

MrtropoUv va TTpokUWouV Kal GAAG TTPOTUTTO ONUATWY O€ aVeUTTAOEIO/ N
100ppOTINUéVa deiypaTa.

FvwoTég oxeTikég aAAnAemiSpdoeig/MapepBaAAoueveg ouoieg
Agv UTTAPYOUV YVWOTEG OXETIKEG AAANAETIOPACEIG/TTAPEUBAANOPEVES OUTIEG.

MN'vwoTA SlaoTaUPOoUPEVN AVTISPACTIKOTNTA
Xwpig yvwoTr dlacTaupoUpevn avTIdpacTIKOTNTA.

Avagopd coBapwv ocuuBaAVTWY

MNa aoBeveig/xpnoTeg/Tpita pépn otnv Eupwtraiki ‘Evwon kal o€ XWPeg HE
TTavopoldTuTTIo  puBNIoTIKG  KaBeoTwg (Kavoviopdg (EE) 2017/746 yia Ta
10TPOTEXVOAOYIKG TTPOIGVTA TTOU XPnoiyoTTololvTal yia didlyvwan in vitro). Edv katd
N XprAon autol Tou TIPOIOGVTOG M WG ATTOTEAEOUA TNG XPNONG TOU TTPOKANOEi
ooBapd cuppav, aVaQEPETE TO OTOV KATAOKEUAOTH Kal OTIG EBVIKEG apUODIEG APXEG.
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MNa cofapd oupBavia o€ GANEG XWPEG, AVAPEPETE TA TUPPBAVTA OTOV KOTAOKEUATTH
Kal, EQV I0XUEI, OTIG EBVIKEG apuODIEG OPXEGS.

ZToIXEIO €TMIKOIVWVIOG  KOTAOKEUAOT  yia  Bépata eTTaypUTIVNONG:
vigilance@ogt.com

MNa TG €BvikéG apuddieg apxég otnv EE, ptropeite va Bpeite Tov KatdAoyo pe Ta
OTOIXEIO ETTIKOIVWVIAG YIa BEpaTa eTTaypUTIVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-requlations/contacts_en

E181kd XapakTnpIoTIKG atrédoong

AvaAuriki eidikérnra

H avaAuTikn €181KOTNTA OPICETAl WG TO TTOCOOTO TWV GNUATWY TTOU UBPIBOTTOIOUVTAI
pévo otn cwoTh B¢on Kail o€ kayia GAAn B€on. AvaAuBnkav 800 (2) XPWHOOWHIKEG
BéoeIg o€ kKGBe éva aTTd Ta €ikoal (20) peTapaaika KUTTapa atrd TévTe (5) deiyparta,
SivovTtag 200 onpeia dedopévwv ava pépog. XapTtoypaendnke n Tomrobecia kaOe
uBpidotroinuévou IXvnBETN Kal kataypdenke o apiBudg Twv onudtwv FISH
UETAPATIKWY XPWHOCWHATWY TTou UBpISoTToINenkav aTn ocwaoTh B€an.

H avaAuTikf €101IkdTNTa KABE 1XVvNOETN OTO KIT UTTOAOYIOTNKE WG O apPIBUOG TwV
onudTwy FISH peETaQOOIKWY XpPWHOCWHATWY TTou UBPISOTIOIRNBNKAY OTN OWOTH
Béon Odlaipepévog pE TOV OUVOAIKO apiBud ufpidomroinuévwy onudtwv FISH
UETAPATIKWY XPWHOOWUATWY. To aTToTéAegua autd TTOAATTAOCIGOTNKE pE To 100
KQI EKPPACTNKE WG TTOTOOTS PE SIAOTNUA EPTTIOTOOUVNG 95%.

Nivakag 1. AvaAutikn €i1d1kéTnTa Tou Del(20q) Deletion Probe

98,12%—
0 )
20912 200 200 100% 100%
98,12%—
0 )
20913.1 200 200 100% 100%

AvaAurikn euaiobnoia

H avaAuTiki euaiobnoia eival To TTO00O0TO Twv OEIOAOYACINWY PETOPACIKWY
KUTTAPWVY HE TO OVOUEVOUEVO QUOIOAOYIKS TTPATUTIO ONUATWY. AvaoAUBnkav kar
eAayioTov 200 pego@aaikd KUTTAPA yia KABe éva atd Ta 25 QuoIoAoyIKa deiypaTa
puehOU Twv 0OTWV TTou Bewpouvtav apvnTiKa yia €AAeiyn oTtnv Tepioxr 20qg.
JuveTrwyg, PaBupoioyibnkav kat eAdxiotov 5.000 TTupAveg yia KaBe €idog
Oeiypatog. Ta dedopéva yia Tnv guaioBnoio avaAlBnkav BAcel Tou TTOoOGTOU
KUTTAPWVY TToU  €B€IEaV  QUOIONOYIKO avOUEVOUEVO TIPOTUTIO  ONUATWY  Kal
EKQPACTNKAV WG TTO00OTS PE didoTnua eUTTIoTooUvnG 95%.

MNivakag 2. AvaAutikn euaioBnaia Tou Del(20q) Deletion Probe

98,48% (98,09%-—
98,87%)

MugAdg Twv 00TWV >95%

XapakTnpiouog Twv QUOIOAOYIKWY TIWV ATTOKOTTHS

H @uaoioloyikr) aTToKoTIf) OpideTal WG TO TTOOOCTO KUTTAPWY TIOU €P@avifouv
Weudwg BeTikd TTPATUTTO ONUATWY BAcel Tou oTroiou éva atopo Ba Bewpoutav
@ualoloyikd o€ avtiBeon pe TNV KAIVIKA Sidyvwon. AvaAuBnkav kat eAdyioTov
200 yeco®aaikd kUTTapa yia kaBe éva amod 1a 1.300 deiypata yueAoU Twv 00TWV
Tou Bewpolvtav  apvnTikG yia  éNelpn  otnv  Tepioxr)  20g.  ZUVETTWG,
BaBpoAoynbnkav kar’ eAdyioTov 260.000 TTuprveg yia KaBe €idog deiypaTog.

H Tipr) atrokoTIAG TTPOoadIopioTnKe XPNaIpoTToIwVTag Tn B avdoTtpogpn (BETAINV)
ouvdptnon oto MS Excel. YTroAoyioTnke wg To TTOCOOTO HECOPATIKWY KUTTEAPWY
TTOU €J€IGaV WEUBWG BETIKG TTPATUTTO ONUATWY XPNOIHOTIOIWVTAG TO AVWTEPO OPI0
€VOG POVOTTAEUPOU BIaCTAHATOG EPTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOUAG
@ualoloyikou SeiypaTtog aoBevr).

Mivakag 3. XapakTnpiopdg Twv QUOIOAOYIKWY TIUWV aTToKoTIAG Tou Del(20q)
Deletion Probe

MugAdg Twv 00TWV 57%

Ta epyacTrpIa TTPETTEI va ETTIBEBAILIVOUV TIG TINEG OTTOKOTTAG XPNOINOTIOIWVTAG TO
SIKG TOUG dedopéva,

Avamapaywyiuornra
MpaypaTotroi®nkav YEAETEG avaTTapaywyIuOTNTAG yia va KABopIGTOUV Ta £EAG:
. AvaTtrapaywylpotnta eviog nuépag ot 3 kévipa (amd deiyyarta o€
Oeiypa)
. Avatrapaywyigotnta petagl nuepwv ot 3 kévipa (amd nuépa o€
nuépa)
. Avatrapaywylpotnta JeTagu kévipwv oe 3 kEvipa (amd KEVIPO OF
KEVTPO)
. AvaTtrapaywyipotnta yetagl TapTidwv o€ £va KEVTPO (atTd TTapTida o€
TTapTida)

H avamapaywylpdétnTa UTTOAOYIOTNKE aTTé Tpia avefdpTnTa EPYACTAPIA, Ta OTToid
egétaoav €51 TupAoTToINuéva deiypaTta (dUo apvnTiKda yia TNV EAAeIwn, SUo deiypaTa
XaunAng BeTikdTNTAG, Ta oTroia ATav 1 £wg 3 POPEG TTAVW ATTO TNV TIUA ATTOKOTIAG,
Kal dUo évtova BeTIKG deiypaTa, Ta oTToia TrepIEixav TePICaOTEPO aTTd 45% KUTTOPA
BeTika yia TV éAAeiyn). H avadAuon dievepyrnBnke XpnoigoTrolwvtag dUo
ETTAVAAAWEIG YIa KAOE deiypa KT T SIGPKEI TTEVTE N IABOXIKWY NUEPWV.

Kai Ta 1pia kévipa digvipynoav dokIuég aUykpiong evidg TnNG NUEPAg, PETagu
NUEPWYV KAl PETAEU KEVTPWY XPNOIYOTTOIVTAG TNV idia TTapTida IxvnBETn, evw €va
atd Ta Kévipa dlevipynoe Kal OOKIPEG avaTTapaywyiuoTnTag WETAgy TTapTidwv
XPNOIUOTIOIVTAG TPEIG DINPOPETIKEG TTAPTIOES IXVNOETN.

Ta aTroTeEAéoPATA TTAPOUCIACTNKAY WG CUVOAIKA CUP@WVIa PE TNV TIPOBAETTONEVN
apvnTIKA Katnyopia (yia Ta apvnTikd deiypata) kal TNV TTPoBAETTOMEVN BETIKA
Kartnyopia (yia Ta BeTIkG deiypaTa).

Mivakag 4. Avamrapaywyipdtnta Tou Del(20qg) Deletion Probe

Avarrapaywyipuétnra MugAdg Twv 00TWYV, apVNTIKG 100%
€v16 Npépag (amo MuUgAGG TwV 00TWY, 90%
Beiypa oe Seiyua), XaUNAAG BeTIKOTNTAG

HeTagl nuepdv (amo MUEAGG TWV 00TWV, UWPNARG 100%

nuépa ae nuépa) Kai

. . BeTIKOTNTAG
peTagU KEVTpwV (atrod

KEVTPO O€ KEVTPO)

AvaTapaywyludtnTa MueAdg Twv 00TWY, apvnTIKO 92%
HETALU MugAdg Twv 00TWV, XaunAig 67%
TTaPTIdWV BeTIKOTNTAG

(a6 maptida oe MUEgAGG TwV 00TWV, UYPNAAG 100%
TrapTida) BETIKOTNTOG

KAvikry arédoon

MNa va dilac@alioTei 6T TO TIPOIGV aviKveUel TIG TTPORAETTOUEVEG avadIaTAEEIG, N
KAIVIKA) a1T6800N TTPOCdIOpioTNKE PE 3 AVODPOMIKEG HEAETEG AVTITIPOOWTTEUTIKWYV
SelypdTwy Tou TTPoBAETTOPEVOU TTANBUCHOU TOU TTPOIGVTOG: KUTTAPIKA EVAIWPAHATA
aigatoAoyikAG TTPoéAeuong, Movidotroinpéva e peBavohn/ofikd ogu 3:1 amd
aoBeveig pe empBeBaiwpévo ) MOavoloyoUuevo PUEAOBUCTTIAQCTIKO GUVOPONO
(MAX). O1 peAéteg TrepieAduBavav  éva  ouvduaopévo péyebog  deiyuartog
764 delypdTwy, pe TTANBUOUO-0TOXO 24 BeTIKWV JEIYUATWY Kol 740 apvnTIKWY
delypdTwy. Ta aTToTEAETPATA CUYKPIBNKAV PE TN YVWOTA KATAOTAON TOU dEiyUaTog.
H oupgewvia/acup@wvia Twv atroTeEAeoUATWV dIaTmoTWONKE 0TI TTANPOI T KPITAPIA
atmodoxNG yia TNV TTapoloa PEAETN.

Ta amroTeEAéoPATA TWV JOKIMWY AUTWY avaAUBnNKav TTPOKEINEVOU VO UTTOAOYIOTE N
KAIVIKA euaioBnaia, n KAIVIKA €1I8IKOTNTA Kal To TToo00Té weudwg BeTikwv (FPR)
TIMWV yIa T BETIKG OAPATA, XPNOIMOTTOIWVTAG Hia TTPOCEYYION Hiag didoTaong.

Mivakag 5. KAvikr) amédoan tou Del(20qg) Deletion Probe

KAvIKR euaioBnaoia o
(Tro000T6 aAnBWGg BeTIKWY, TPR) 99,65%
KAIvIKA €181K6TnTO o
(TrooooT6 aAnbuwg apvnTikwy, TNR) 99,94%
MooooTd Weudwg 6§T|va (FPR) = 0,06%
1 — EidikéTNTO

MepiAnyn aoc@dAeiag kal KAIVIKAG amrédoong (SSP)

H tepiAnyn SSP Ba eival iaBéaiun aT1o koivé péow TnG eupwTTaikAg Bdong
0edopEvwy Yia 1aTpoTeEXVOAOYIKE TTpoidvTa (Eudamed) 61Tou ouvdéeTal Ue TO
Baoiké UDI-DI.

URL 1ng EupwTraikng Béong dedopévwy (Eudamed):
https://ec.europa.eu/tools/eudamed

Baoiké UDI-DI: 50558449L.PH020J5

Edv n Bdon dedopévwv Eudamed dev gival TARpwg Asimoupyikr, n repiAnwn SSP
Ba diatiBeTal 0TO KOV KATOTTIV AITAPATOG pEow email oTn diedBuvon

SSP@ogt.com.

Npo6cBeTeg TANpOPOpieg

MNa mpoéoBeTeg TTANPOPOPIES, ETTIKOIVWVACTE P TO Turua TexvikAg YTooThpigng
Tng CytoCell.

TnA.: +44 (0)1223 294048

E: techsupport@cytocell.com

loTéTOoTrog: Www.ogt.com
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AITTAWpPATO EUPECITEXVIOG KOI EUTTOPIKA CApOTA
H ovopacia CytoCell eival orjua katateBév Tng Cytocell Limited.

Ec |ReP

Cytocell Limited
Oxford Gene Technology

418 Cambridge Science Park

Milton Road
CAMBRIDGE

CB4 0PZ

HNQMENO BAZIAEIO

TnA.: +44 (0)1223 294048

DaE: +44 (0)1223 294986

Email: probes@cytocell.com

loTéToTrOg: Www.ogt.com

Sysmex Europe SE
Bornbarch 1

22848 Norderstedt
FEPMANIA

TnA.: +49 40 527260

loTéTOoTTOq: WWW.Sysmex-europe.com

loTopiké ekd6oswv Odnyiwv xprRong (IFU)

V001 2023-07-25: Néeg Odnyieg xpriong (IFU) yia Kavoviopo (EE) 2017/746.
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