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MpoBAeTopEVOG OKOTTOG

To &idAupa avrixpwong CytoCell® DAPI Antifade ES eival éva TroioTikd, pn
QUTOPOTOTTOINKEVO TTAPEAKOUEVO TTOU TTPOOPIgETal WG BorBnua aTnV OTITIKOTToINoN
IxvnOeTwyv @Bopifovrog in situ uBpidiopyol (FISH) uBpidotroinuévou DNA
XPNOIPOTTOIWVTAG HIKPOOKOTTIa pBopIopoU.

Ev&eigeig xpiong

H ouokeuny aut gival éva TTaPeAKOPEVO TTOU TTPOOPICETAI VIO XPAON HE IXVNBETEG
CytoCell FISH pe ofjpavon CE olp@wva pe Tov TTPORAETTOUEVO OKOTTO TOUG KAl
aKoAoUBWVTaG TIG 0dnyieg OTIG OXETIKEG OX.

MNepropiopoi

H ouokeunl authl 8ev TTpoopiCeTal yia: XPrion wg MEMOVwUEVN Bidyvwaon, ouvodd
Sidyvwaon, TTPoyevvnTIKO €AeyX0, TTPOCUPTITWUATIKG €Aeyxo Bdoel TAnBuouou,
eg¢étaan Kovia oTov aoBevi i auTtoegETao.

H ouokeur) auTth dev éxel eMIKUPWOED yia TUTTOUG SelyPATWY, TUTTOUG OOBEVEIWY i
OKOTTOUG EKTOG QUTWV TTOU AVAPEPOVTAI GTOV TTPORAETTOPEVO OKOTTO.

MpoopileTal yia xpAion w¢g CUUTTAPwUA 0 GAAEG dIAYVWOTIKEG EPYOOTNPIOKES
eCeTdoeIg Kal Oev Ba TTPETTEl va §eKIVa Kapia BepatreuTikr evépyeia pévo Baoel Tou
amoteAéopatog FISH.

H avagopd kai epunveia Twv atroteAeagudTwy FISH Ba pétrel va TTpaypaToTrolgital
atré KaTaAANAa eEEIBIKEUPEVO TTPOOWTTIKOG, VO TNPOUVTAI TA ETTAYYEAUOTIKG TTPOTUTTO
TIPAKTIKAG Kal va AauBdavovtal uttoyn GAAa OXETIKG atroTeAéopOTa ECETACEWY,
KAIVIKEG Kal SIayVWOTIKEG TTANPOPOPIES.

H ouokeun auTr TTpoopifeTal pévo yia eTTayyEAPATIKA XPrOon EVIOG TOU EPyacTnpiou.
H pn pnon tou TTPWTOKOAAOU €VOEXETAI va €TTNPEGCEl TNV OTTOd0CN KOl VA
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBPIBIOCPSG (FISH) gival pia TEXVIKR TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ PETAPATIKE XPWHOOWHATA i} O HECOPATIKOUG TTUPAVEG OTTO
MOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTta. H Texvikr xpnoiyotroiei 1xvnOéteg DNA
Tou  uBpiIdoTToloUvVTal O OAOKANPO XPWHOCWHATA I HEPOVWHEVEG HOVODIKEG
aAAnAouxieg kal XpnOIUEUEl WG £VA ONPAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-{wvwaon. AuTr n TEXVIKA WTTOPei TTAEOV va €QOPUOOTEl WG €va
ONUAVTIKO €PEUVNTIKO €PYaAEio OTa TTAQICIO TTPOYEVVNTIKWY KAl QIJATOAOYIKWV
avOAUOEWY, KOBWG KAl XPWHOOWHIKWY aVOAUCEWV CUPTTOYWV OyKwv. MeTd Tn
govipotroinon kai Tn petouaiwaon, To DNA-oTéx0g eival diaBéoipo yia avadidragn o€
£vav TTapdpola peTouciwpévo, eBopiovta anpacpévo ixvneETn DNA, o otroiog éxel
oupTTAnpwuatikl  aAAnAouyxia. Metd Tov uBpidiIoud, yiveTalr agaipesn Tou pn
Seapeupévou Kal un edika deopeupévou IxvnOéTn DNA kai To DNA utroBdAAeTal o€
avTixpwon yia aTrelkdvIon. ZTn CUVEXEIQ, N MIKPOOKOTTa BopIouoU KabioTd duvaTh
TNV aTTEIKGVION TOu UBPISOTTOINMEVOU IXVNOETN OTO UAIKG-OTEXO.

DAPI Antifade ES

Ap18po6g KaTtaAdyou Meprypagn Oykog
DAPI Antifade ES
3 [0,125 pug/ml DAPI (4,6-d1apidIvo-2-
CE-DES 500L @aIvuAIivioAn) o€ Yoo OTEPEWONG 500 i
Je Baon TN YAUKEPOAN]
CE-DES 1000L DAPI Antifade ES 1.000 pl

[0,125 pg/ml DAPI (4,6-d10p1divo-2-
@aivuhivdoAn) o€ u€co aTepEwang
Je Bdon Tn YAUKEPOAN]

Auté 10 KIT DAPI Antifade ES Trepiéxel povo éva amd 1o dU0 TTPOIdVTA TTOU

avapépBnkav TTapaTavw.

Mapexopeva UAIKA
AidAupa avtixpwang DAPI Antifade ES: 500 pl ava @iaAidio i 1.000 pl avd @iaAidio

MpoeISoTroINoeIg Kal TIPOPUAGSEIS

1. Ta in vitro diayvwaoTikr xprion. MOvo yia e€TayyeAPaTIK XPAon €viog Tou
£pyaoTnpiou.

2. Amaiteital TpogekTIKOG XeIPIopog Tou DAPIL. Na @opdTe yavTia Kol EpyacTnpIokn
TodId.

3. Mnv 10 xpnoipoTtroleite v To(Ta) PIaAidIO(a) £xeI(€xouv) utroaTei BAGRN i edv TO
TTEPIEXOUEVO TOU PIaAIDIOU el DIAKUBEUTEI PE OTTOIOVOATIOTE TPOTTO.

4. AkoAouBroTE TOug TOTTIKOUG KOVOVIGUOUG aTTOpPIYNG yia TNV ToTroBeaia aag padi
JE TIG ouaTdaoelg oTo AeAtio Sedopévwy ao@aAeiag yia va TTPoadIopicETE TNV
ao@aAn atréppiyn auTol TOU TTPOIGVTOG. AUTO IOXUEI ETTIONG VIO TO TTEPIEXOUEVA
TOU KIT €€€TAONG TTOU £XOUV UTTOOTET BAGRN.

5. AmoppiyTte 6Aa Ta XpnoldoTroinuéva avTIdpACTrpIa KAl OTToladATIOTE GAAQ
poAuopéva UAIKG piag xpriong akoAouBwvtag diadikaoieg yia poAuopatikd A
duvnTika poAucpaTikd amopAnTa. Eival euBivn kdBe epyaoTtnpiou va Xeipigetal
OTEPEA Kal Uypd atméBAnTa oUPpwva PE TN UON Kal ToV BaBud eTIKIVOUVOTNTAG
TOUG Kal VO Ta XEIPICETAI KOI VA TA QTTOPPITITEN (1) va Ta eTTeEEPYAeTal Kal va Ta
ATTOPPITITEI) CUPPWVA PE TUXOV IGXUOVTEG KAVOVIGHOUG.

6. O1 XeIpIOTEG TIPETTEI VO £XOUV TNV IKAVOTNTA VA SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kal To TTPAaIvo Xpwua.

7. H pn mpnon Tou TrepIypa@OUEVOU TTPWTOKOAAOU Kal Twv avTIdpacTnpiwv
EVOEXETOl VO ETTNPEACEl TNV OTTOd00N KOl va O0BNYACEl O WEUdWG
BeTIKE/apVNTIKG aTroTEAEoUATA.

8. O1xvnBETNG dev Ba TTPETTEN va APAIWVETAI 1) VA avaplyVUETal HE GAAOUG IXVNOETEG.

9. H un xpnon 10 pl 1xvnBétn oTO OTAdIO TOU TIPWTOKOAAOU TIpIV aTé Tn
METOUCTWAON EVOEXETAI VO ETTNPEATEI TNV ATTOB00N Kal VO 08NYAOElI € WEUdWG
BeTIKE/apVNTIKG aTroTEAEoUATA.

10. OAa 1O TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPAON.

11. ©Oa TPETTEl va TTPAYMATOTIOIOUVTAI ECWTEPIKOI EAEYXOl XPNOIUOTIOILIVTOG [N
ETTNPEACTPEVOUG KUTTAPIKOUG TTANBUCpOUG o€ deiypaTa e§€Taong.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypéva / ZTnv katayugn: -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 dwpaTtiou (OA): +15 °C éwg +25 °C
Atrofnkeuon Kail XEIPIOPOG
-15°C  To kit Ba péTrel va atmoBnkeleTal o€ Beppokpaaia amo -25 °C éwg
J/ Kal -15°C og koTawulkTn MEXPI TNV nuEpounvia AAENG TTou
-25°C QvaypaPETal GTNV ETIKETA TOU KIT. To QIGAIBIO QvTixpwong TTPETE
va a1moBnKeUETAl OE OKOTEIVO XWPO.

\ ] /7 H avrixpwon DAPI Antifade ES mrapapével atabepr) kad' 6An T
~ ® - BIGPKEIN TWV KUKAWV KaTadyugng-atméywugng Trou TrapouaiddovTal
—’/—I "~ KOTG ™ OIdpKEId TNG KaAVOVIKAG xprong (6tmou €vag KUKAOG

ouvioTd o@aipeon Tou @IaAidiou aTé TOv KATOWUKTN  Kal
A QVTIKATAOTAGN OTOV KOTAWUKTn) — 50 KUKAOI yia TO @IaAiBIo
. 500 pl (50 egetdoeig) Tou DAPI Antifade ES kai 100 kUkAol yia To

@I1oAidIo 1.000 pl (100 egetaoeig) Tou DAPI Antifade ES. H ékBeon a1o @wg TTpETTEl va
eAaXIOTOTTOIEITAI KOI VO OTTOPEVYETAI OTTOU €ival SuvaTov. ATTOBNKEUOTE TA CUCTATIKG
oc Ooxeio avlekTikO OTO QwG. Ta OUOTOTIKG TIOU XPNnalygoTrolouvTal  Kal
atrobnkevovTal UTTG CUVONKEG OIOPOPETIKEG ATTO QUTEG TTOU ava@épovTal oTnv
ETMONAPOVON EVOEXETAI VO PNV €XOUV TNV QVAPEVOMEVN aTTGd00N Kal WPTTOPEi va
€TTNPEGOOUV OPVNTIKA Ta atroTeAéopata TnG avaAuong. Mpétel va kataBaAAeTal KGO
duvartr TpooTrdBeia waTe n ékBeon ot peTaBaAAdueveG OuvONAKEG QWTIOPOU Kal
Beppokpaaiag va TeplopieTal aTo eEAdYIOTO.

E&omrAiopdg, uAIkd kal avTiSpaoTApia TTou atraiTouvral aAAd Sev Trapéxovral

Mpétel va xpnoiyoTroigital Babpovounuévog e€0TTAIGOG:

1. Mikpommréreg peTaBAnToU 6ykou kai puyxn, atmd 1 pl £wg 200 pl.

2. XupPouleuteite Tig oxeTikég OX yia 1o KIT 1XvnB£Tn CytoCell FISH pe orjpavon
CE yia Tux6v mpooBeTo £60TTAIGUOG, UAIKG KOl QvTIBPACTAPIA TTOU aTTaIToUvTal
aAAG dev TTapéxovTal.

ZUoTAON YIA TO HIKPOOKOTTIO pBOopIcOU

ZupBouleurteite TIG oxeTIKEG OX yia To KIT 1XvnBéTn CytoCell FISH pe ofjpavon CE yia
VO XPNOIUOTIOINCETE Ta KATAAANAQ QIATPA PIKPOOKOTTIOU.

EAéyETe TO pIKpOOKOTTIO @BOPIcUOU TTPIV aTTd TN XPAON YIa va Jlac@alioeTe OTI
Aeimoupyei owoTd. XpnaipoTtroiate AddI uBAETTTIONG TTou evOEiKVUTAI YIO HIKPOOKOTTIO
@Bopiopol Kkal €xel OXedIAOTEI yia XaunAG autépato @Bopioud. ATTIOPUYETE TNV
avapign Tou DAPI antifade pe Aad1 eyBAamTiong pikpookoTriou, BIOTI KATI TéETOI0 Ba
KoAOyel Ta ofpata. TnPAoTE TIG OUOTACEIS TOU KOTOOKEUOOTH OO0V agopd Tn
BIGpKeIa {wng TNG AGuTTag Kai TNV NAIKia Twv QIATPwWV.

MpogTolpacia delypdTwv
ZupBouleurteite TIG oxeTIKEG OX yia To KIT 1XvnBéTn CytoCell FISH pe ofjpavon CE yia
TIANPOPOPIEG OXETIKA WE TNV TTPOETOINATTO TOU SEiyHATOG.

MpwTtékoAAo DAPI
(Znpeiwon: BeBaiwBeite 611 n €kBeaN TOu IXVNOBETN KaI TNG AVTIXPWONG OTA GUTA TOU
epyaaTnpiou gival TTavTa TTEPIOPIOUEVN).

1. ZupBouheuteite TIG oXeTIKEG OX yia To KIT 1XvnOéTn CytoCell FISH pe ofjpavon
CE yia 1o MAfpeg TpwtdKoAAo FISH.

DS274/CE-el v008.00/2025-09-09
Zehida 1 amd 2


https://ogt.com/IFU

2. Aogaipéote 10 DAPI amd Tov KATAWUKTN KOl aQACTE TO va BepupavOei o€
Beppokpacia dwuariou.

3. MeTd TNV a@aipeon PIaG avTIKEINEVOPOPOU aTTd TIG TIAUCEIG HETE TOV UBPISIOUG:

4.  AmooTpayyioTe TNV avTikeipevo@odpo kai ToroBetoTe 10—-15 ul DAPI antifade o€
K&Be deiypa (0 ouykekpIpévog Oykog e€apTtdtal atd Tov 1xvneétn CytoCell FISH
TIoU Xpnaigotroieital — BA. Bripa 1).

5. KoAOyte TN pe pia KOAUTITPIOA, a@AIPESTE TUXOV QUOOAIDEG KOl TTEPIUEVETE
10 AeTITél péXPI VO avaTITUXOE TO XPWHO OTO OKOTADI.

6. MapaTnprnoTe o€ HIKPOOKOTTIO POOPIoHOU (avaTpEETe OTNV EvOTNTA ZUOTACH YIA
TO MIKPOOKOTTIO (pBOPIGHOU).

ZuoTdoelg yia Tn Siadikaoia

1.  HOépuavon f wpidavon Twv AvTIKEIUEVOPOPWY UTTOPEI VA PEIWOEI TOV OOPITUS
TWV ONUATWYV.

2. O1 ouvbrkeg uBpIdIoUOU PTTOPEI va €TTNPEACTOUV JUOHEVWS aATTé Tn XPron
avTIdPaaTNPiwY TTEPAV EKEIVWY TTOU TTapéxovTal i ouaTrivovTal atré Tn Cytocell
Ltd.

3. XpnoipotroinaTte éva Babuovounuévo BepUOUETPO YIa TN PETPNON BEPUOKPATIWV
S10AUPATWY, UBATOAOUTPWY KaI ETTWACTAPWY, KABWG ol v Adyw BepuoKpaaieg
gival kpiolung onuaaiag yia Tn BEATIOTN aTTdd00TN TOU TTPOIOVTOG.

4. O1 ouykevipwaoelg, ol TIpég pH kal ol Beppokpacieg TTAUONG €ival GNPAVTIKEG,
KOBWG 0l GUVBNKEG XOMNAAG QUGTNPOTNTAG PTTOPET VO £XOUV WG OTTOTEAETHA [N
€101k Oéaueuan Tou IXvNBETN Kal ol ouvOrKkeg UTTEPBOAIKG UWNARG auaTnPATNTAG
UTTOPEi VO €XOUV WG ATTOTEAEOUA TNV ATTWAEIO OAPATOG.

5. H ateAng petouciwan PTTOpPEi va £XEl WG aTTOTEAECHA TNV ATTWAEIN GAPATOG Kal
n uTTEPBOAIKA HETOUGTWAON PTTOPEI ETTIONG VA €XEI WG OTTOTEAETHA TN WN €1OIKA
Séopeuan.

6. O umrepPoAiKOG UBPIBIoCUOG UTTOPET VO 0dNnyAoEl o€ TIPOCOETA 1 YN avapevoueva
ofuaTa.

7. O1 xprioTeg Ba TTPETTEl va BEATIOTOTTOIOUV TO TTIPWTOKOAAO yia Ta OeiyHaTA TOUG
TIPIV aTTO TN XPAON TNG £§€TAONG Yia d1ayVwOTIKOUG OKOTTOUG.

8. Tuxov UTTOREATIOTEG OUVOAKEG MTTOPEI VO €XOUV WG OTTOTEAEGUO Un E€IDIKM
OéoeEuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG TAUA IXVNBETN.

Eppnveia Twv atmroteAeopdaTwyv

ZupBouleureite TIg oXeTIKEG OX yia To KIT IXvnBéTn CytoCell FISH pe onpavon CE yia
TIANPOPOPIEG OXETIKA PE TIG KATEUBUVTAPIEG 0DNYIEG YIa TNV avAAUG KAl TNV EpUNveia
TWV OTTOTEAETUATWV.

Avapevopeva atroteAéopara
>upBouleurteite Tig oxeTikéG OX yia 1o KIT IXvnB£Tn CytoCell FISH pe orjpavon CE yia
TIANPOPOPIEG OXETIKG HE TA AVOAUEVOUEVA ATTOTEAETATA.

M'vwoTég oxeTIKEG TTOPEPPBOAEG / TTapeUBAAAOPEVES OUTIEG
YupBouleureite TiIg oxeTIKEG OX yia To KIT IXvnBéTn CytoCell FISH pe onpavon CE yia
TIANPOYOPIEG OXETIKG WE TTAPEUPBOAES / TTaPEUBANNOUEVEG OUTIEG.

MN'vwoThA S100TaUPOUPEVN AVTIOPACTIKOTNTA
ZupBouleureite TIg oxeTIKEG OX yia To KIT IXvnBéTn CytoCell FISH pe onuavon CE yia
TTANPOYOPIEG OXETIKG WE TN lACTAUPOUMEVN AVTIOPACTIKATNTA.

Ava@opd coBapwV TEPICTATIKWYV

MNa aoBevi/xprnoTtn/Tpito pépog otnv EupwTraik ‘Evwon kal og Xwpeg e To idIo
pubpioTIKé KaBeoTwg (Kavoviopog (EE) 2017/746 yia Ta in vitro diayvwoTikd
latpoteXxvoAoyikd Tpoidvta). Edv, katd Tn Xpnon autig TnG OUOKEUNG N WG
ATrOTEAECHA TNG XPAONG TNG, EXEI TTPOKUWEI KATTOI0 GOBAPO TTEPICTATIKG, AVAPEPETE
TO OTOV KOTOOKEUOOTH Kal 0TNV appédia apxr TG XWPag oag.

MNa coBapd TrepioTaTIKG 08 AAAEG XWPES, AVAPEPETE TO OTOV KATAOKEUAGTH Kal, EAV
UTTApXEl, aTNV appodia apxr TNG XWPag oag.

Emikoivwvia yia Bépara eraypUdTTvnong KaTaokeuaaoTh: vigilance@ogt.com

MNa appodieg e6vikég apxég Tng EE, ptopeite va Bpeite Tov KATGAOYO PE Ta onueia
ETTIKOIVWViaG yia Bépata emayputvnong oTo:
https://ec.europa.eu/health/md_sector/contact en

EIS1kd XapaKTnNPIoTIKA a1mmédoong
Aev 1oxUel yia To didAupa avtixpwong DAPI Antifade ES.

Np60BeTeG TANPOPOPIEg

MNa TpOAoBeTEG TTANPOPOPIEG OXETIKA WE TO TIPOIGV, ETTIKOIVWVACTE PE TO TuRApa
Texvikng YmooTtrpigng Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrOG: Www.ogt.com

Mwoodpl cupfoAwv
EN ISO 15223-1:2021 — «[poidvTa yia 1aTpiki XpRon —
ZUpBoAA TTOU TTPETTEI VO XPNOIMOTTOIOUVTAI LE TIG
TTANPOPOPIEG TTOU TTPETTEI VA TTAPEXOVTAI ATTO TOV
KataokeuaoT — Mépog 1: Mevikég amrauITAOEIG»
(© Aigbviig Opyaviopudg Tutrotroinong)

ZopBoAo TitAog ApiBpoi avagopdg
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el: ATTokAeI0TIKO
avayvwpIoTIKO
TEXVOAOYIKOU
TTPOIBVTOG
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55.1

5.7.10
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Z0uBoAa EDMA yia avTidpacTtipia Kal cucTaTtikd IVD,
avaBewpnon OkTwRpiou 2009

ZOpBoAo TiTAog Ap1Bpoi avagopdg
CONT el: I'Isplsx'épsva (] AA
TTEPIEXEI)

AITTAWPATO EUPECITEXVIOG KOI EYTTOPIKA CAMATO
To CytoCell eival orjpa 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
Email: probes@cytocell.com
loTéToTrog: www.ogt.com

Sysmex Europe SE
Deelbdge 19 D
22297 Hamburg
FEPMANIA

| Ec |ReP

loTéTOoTTOG: WWW.Sysmex-europe.com

loTopiko ékSoong OX

V006 26-05-2022: Néeg OX yia Tov Kavoviopé (EE) 2017/746.

V007 2025-08-29: Agaipean Tou orjpatog UKCA

V008 2025-09-09: Evnuépwan Tng dielBuvon 10 £§ouaiodoTnuév ekTTpoowT EE.
A@aipeo 10 apiBuol TnAcopoioTutria OGT
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