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Mpoopigépevn xprion

To CytoCell® Prenatal 13 and 21 Enumeration Probe Kit gival pia ToioTikr, un
autopaTtoTroinuévn  e¢étaan  @Bopifovrog in  situ  uppidiopol  (FISH) TTou
XPNOIPOTTOIEITaI YIa TNV aviXveuon Tng Tepioxng 139q14.2 Tou XpwHOCWHATOG Kal
NG TEPIOXAG 21922.1 TOU XPWHOOWHATOG O€ PovipoTroinuéva ae didAupa Carnoy
(HEBavOAn/ogik6 ogU 3:1) KUTTAPIKG EVAIWPKATA TTOU TTPOépXovTav atoé deiyyota
apviakoU uypou oTo TTAQICIO TNG aTTapiBuNong Twv XpWHOoWHATWY 13 kal 21 o€
KUAOE€IG uwnAou Kivduvou pe uttoyia yia auvdpopo Down ry Patau.

Ev&eigeig xpong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHOTIKO 0 GAAEG KAIVIKEG Kal
EPYOAOTNPIAKEG EGETACEIG OE avayvwPIoTPEVA POVOTTATIa SIGyvwong Kal KAIVIKAG
@povTidag, OTTWG €ival O UTTEPNXOYPAPIKOG TTPOCUUTITWHOTIKOG EAEYXOG Kal Ol
BloxnuIkég €geTdaelg, OTTOU N yvwon Tng UTrapgng Tou apiBuol avtiypdeou Tng
meploxig  13914.2 Tou Xpwpoowpartog kal Tng TeEpIoXAG 21g22.1  Tou
XPWHOCWHATOG Ba ATAV GNUAVTIKH YIa TNV KAIVIKA QVTIUETWTTION.

Mepropiopoi

To Tpoidv auTd €xel oXedlaoTel yia va avixvelel XPWHOOWHIKO UANIKSO TTou
mepiAapBaver TNV Tepioxn 13914.2 Tou XpwWHOCWHATOG Kal TNV Trepioxf 21922.1
TOU XPWHOOWHATOG, Ol OTT0iEG KAAUTITOVTAI aTTé TOV TIPACIVO Kal TOV TTOPTOKAAI
KAWVO avTioToIxa o€ autd TO OfT IXvnOeTwy. O1 yoviIdlwuaTIKEG eVIOXUOEIG N
ATTWAEIEG EKTOG TWV TTEPIOXWV QUTWV A O MEPIKEG ATTWAEIWV OTIG TTEPIOXEG QUTEG
UTTOPEi Va PNV €ival avixveUTIPEG HE AUTO TO TTPOIGV.

To Tpoidv autd dev TTPOOPICETAl YIa: XProN WG HEPOVWHEVN dlayVwaTIKN e¢éTaan,
OUVOJEUTIKA BIaYVWATIKN €§ETAON, TTPOCUNTITWHATIKG €AeyXo Bdaoel TTAnBuo oy,
e¢éraon kovtd atov acBevh 1 auToegETaon, kal Bev E€XEl ETTIKUPWOEI yia TUTTOUG
SelypdTwy, TOTTOUG aoBEVEIWY 1 YIa OKOTTOUG TTEPAV QUTWY TTou Kabopidovtal oTnv
TPOOPIGOpEVN XPAON.

To Tpoiév auTtd TTPoopPIfeTal YIo XPAON WG CUNTTARPWHA 0 GAAEG BIayVWOTIKEG
EPYOAOTNPIAKEG EEETATEIG Kal BeV Ba TTPETTEI va EEKIVAEI Kapia BEPATTEUTIKA EVEPYEIQ
uévo Baoel Tou atroteAéapatog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémel  va
TIPAYMATOTTOIOUVTAl ATTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapBdavovTal utréywn dAAa
OXETIKA aTToTEAéT AT EEETATEWY, KAIVIKEG Kal DIaYVWOTIKEG TTANPOPOPIES.

To Tpoidv auTd TTPOOpPIZETal POVO YIO EPYOOTNPIAKK ETTAYYEAUATIKR XPron.

H pn mpnon Tou TTpwTOKOAAOU €VOEXETAI va ETTNPEACEl TNV ATIOd00N Kal Vo
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

Apxég Tng e&ETaong

O @BopiCwyv in situ uBpPIdIoPSG (FISH) gival pia TEXVIKR TTOU ETTITPETTEI TNV AViXVEUON
aMnAouxiwv DNA o€ JETAQATIKG XPWHOTWHATA ) O€ HEOOPATIKOUG TTUPAVEG OTTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H TexviKr xpnoipotroiei ixvnoéteg DNA
Tou uBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA ) MEMOVWUEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
OnMAvTiKG €peuvnTIKG €£PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KOl QINATOAOYIKWY
avaAloewy, KOBWG Kal XPWHOOWHIKWY aVOAUCEWV GUUTTAYWY Oykwv. Metd Tn
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eivar diabéoiyo yia avadidragn
ae évav TTapopola HeTousIwpévo, eBopifovta anpacpévo 1xvneétn DNA, o otroiog

€xel oUUTTANPWHUATIK aAAnAouxia. MeTd Tov uBpPIBIOUS, YiveTal aQaipecn Tou un
deapeupévou Kai pn €101k deapeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTreikovion. XTn CGUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTH TNV ATTEIKOVION Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To oUvdpopo Down (DS) eival pia aUTOCWUATIKY TPICWHIa TTOU TTPOKAAEiTal aTré
TNV UTapén evég Tpitou (MEPIKOU A TTARPOUG) avTiypd@pou Tou XpwHOoowHaTog 21
Kal XapakTnpifetal ommd PeTaBaAAduevn vonTikA uaTépnaon, MUikh atovia Kai
XaAGpwon Twv apBpwOoEWY, N OToid CUXVE OXETICETAl MPE XOPOKTNPIOTIKA
dUOPOPYPIa TTPOCWTTOU Kl BIAPOPESG AVWHAAIESG, OTTWG KAPDIAKEG, YOOTPEVTEPIKEG,
VEUPOQIOBNTNPIAKES 1) EVBOKPIVIKEG avwpalieg™2. To oUvdpopo Down (DS) sival
pia a1md TIG KUPIEG QITIEG VONTIKAG UCTEPNONG TTAYKOOHiWG Kal auToi ol acBeveig
avTigeTwTidouv emriong didgopa TTPOoBAAPATa  Uyeiag, CuPTTEPIAANBAVOPEVWYV
TPOBANUATWY PABNONG KAl PVAMPNG, OUuyyevwv Kapdiotabeiwv (CHD), véoou
AAToYGIpEp (AD), Acuxaipiog, kapkivwv kai véoou Hirschsprung (HD)'. To
ouvdpopo Down (DS) €xel uwnAf YEVETIKA TTEPITTAOKOTNTA KOI QAIVOTUTTIKNA
Siakopavon'. ZTig 16 eBBoNAdES KUNONG, Of TTEPITITWOEIG KUACEWV UE OUVEPOUO
Down (DS) eivai 1 o1ig 1.050 yia untépeg nAikiag 20 €1wyv, 1 oTig 620 yia punTépeg
nAikiag 30 eTwv kai 1 oTig 70 yia unTépeg nAikiag 40 £TWVS.

To ouvdpopo Patau (PS) gival pia xpwpoowHIKH avwyaAia TTou TTPoKaAEiTal amd
TNV Tropousia  evog ETTITTIAEOV  XPWHOOWUATOG 13 KAl XApOKTNPiCeTal Ao
duoTrAagia  Tou  €yKEQPAAOU  (OAOTTPOCEYKEPOAiQ), duopop@ia  TTPOCWTTOU,
OPOOAUIKEG  avwPOANieg, MeTaEOVIK TTOAUSAKTUAIG, OTTAaXVIKEG JuoTTAaaieg
(KapdloTrdBeIa) kal coBaph WUXOKIVATIKY kaBuaTépnan?. To ouvdpopo Patau (PS)
OUVOEETAI PE PAIVOTUTTIKI) OAOTTPOCEYKEPAAIQ KOl aVWHAAIEG ouvEVWONG TNG PETNG
YPAUMAG Adyw aTeAOUG GUVEVWONG TOU VWTOXOPBIKOU HETODEPUATOG OTO ENPPUIKO
oTa810%. ZTI¢ 16 £BSOUASES KUNONG, O TTEPITITWOEIG KUACEWV We oUvdpopo Patau
(PS) eivar 1 omig 11.000 yia pntépeg nAikiag 20 eTwv, 1 oTig 6.500 yia punTépeg
nAikiag 30 €1V ka1 oTig 700 yia unTépeg nAikiag 40 eTQVS.

MpodiaypaPég 1XvnOeTWV
13 povadiki akoAoubia, 13q14.2 Mpdoivog
21 povadikf akoAouBia, 21922.1 MopTokaAi
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To peiypga mpdaivou IxvnOETn Trepiéxel évav IxvnBEéTn 124kb kai évav 1xvnBétn
416kb TTOU TTEPIAAUBAvEl Ta yovidia ITM2B, RB1 kai RCBTB2. To peiyua TTOpTOKOAT
IXVNOETN KAAUTTTE! pia TTEpIoXR) 0To 21922.1 amd 10 yovidio DYRK1A éwg 10 yovidio
DSCRS.

Mapexopeva UAIKA

IxvnOérng: 50 pl avd @iahidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 egeTdoelg).
O1 1xvnBéteg Tapéxovral Trpoavapepiyyévolr o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg BeiknA deCTpavn, <10% alatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai gival €ToIgol TTPOG XPAon.

Avrixpwon: 150 yl avd @iaidio (15 e§eTdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-8iapidivo-2-
@aivuhivdoAn) o€ Baciouévo o€ YAukepOAn péoo oTeEPEWONG).

MNpogIdotroInoeIg Kal TTIPOPUAGSEIg

1. Tain vitro dlayvwoTikr Xpron. Mévo yia epyaoTnpiakr eTTayyeAPaTIKA Xpron.

2. Ta piypota Twv IXVNOETWY TTEPIEXOUV POopUapidIo, TO OTToiO gival TEPATOYSOVO.
Mnv avarmvéete avaBupidoeig Kal aTmroQUYETE TNV €TTOQR HE TO JEPuA.
ATraiteital TTpooekTIKOG XeIpIods. Na @opdTe yavTia Kal EpyacTnpIoKr Todid.

3. Amarteital  TTPOOEKTIKOG  XeIpiIoudg Tou DAPIL. Na  @opdte ydavria  Kai
epyaoTnpiakn modid.

4. Mnv 10 XpnolgoTroigital €4v Ta @iaAidia €xouv utrooTei ¢nuid 1 €dv n
QKEPAIOTNTA  TOU TIEPIEXOMEVOU TwV  @IOANIdiWY  €XEl  ETTNPEAOTEl  PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTTIKOUG KOVOVIOUOUG QTTOPPIYNG yia TNV TIEPIOXH OO0G O€
ouvduaoud pe TIG ouoTAoelg Tou AgAtiou dedopévwyv ao@AAEiag yia va
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KaBopioeTte TNV ac@air améppiyn autol Tou TTPoidvTog. AuTd IoXUel £TTioNg
yIO TO TTEPIEXOUEVO KIT EGETACEWY TTOU £XOUV UTTOOTEI {nIdL.

6. H amoppiyn GAwV Twv XPNOIPOTTOINUEVWY avTIOPACTNPIWY Kal TUXOV GAAwvV
HOAUCHEVWV QVAAWOCIHWY UNIKWV TTPETTEN VA YIVETOI CUM@QWVA HE TIG TIOPAKATW
Sladikaoieg yia poAuopaTiKG i ev duvdpel YoAuopatikG ammopAnTa. Kdbe
€PYOaOTAPIO €ival UTTEUBUVO yia TOV XEIPIOPMO TwV OTEPEWV KAl UYPWV
atmoBAATWY aUP@wva Pe TN eUOn Kail Tov Badud emKIVOUVOTNTAG TOUG, KaBWwg
Kal yla Tnv emegepyania kar TNV amoppiyn Toug (f Tnv avaBeon Tng
eTTECEPYATiOg KAl TNG OTTOPPIYAG TOUG OE TPITOUG) OUMPWVA HE TUXOV
10X00VTEG KAVOVIOUOUG.

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

8. H pn tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal TwV avTIdpacTnpiwv
eVOEXETOI VO ETTNPEAOEl TNV aATTOd00N KOl VO O0BNYAOEl O WEUBWG
BeTIKA/OPVNTIKG aTToTEAEOUATA.

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

10. H un xprion 10 pl 1xvnBéTn oTO OTASIO TOU TIPWTOKOAAOU TIpIV QTTd TN
METOUCTWON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN KAl VO 08NYATEl O WYEUDWG
BeTIKG/apVNTIKG atroTeAéouaTa.

11. OAa TO TTPOIGVTA TTPETTEI VA ETTIKUPWVOVTAI TIPIV OTTO TN XPAON.

12. O1 eowTePIKOi EAEYXOI TIPETTEI VA TTPAYUATOTTOIOUVTAI JE TN XPAGCN KUTTAPIKWYV
TANBUO WY TTou dev £X0UV ETTNPEAOTE O€ deiypaTa e¢€TaONG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / ZTov kataywukTn: -25 °C éwg -15 °C

e 37°C +37°C+1°C
e T72°C: +72°C+1°C
e T75°C: +75°C+1°C

e  Oegppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATro0nKeuon Kal XEIPIOPOG
-15°C  To kIt Ba TTpéTrel va atroBnkeveTal o Bepuokpaacia atd -25 °C
J/ £€wg Kal -15 °C o€ Katayuktn péXP! TNV nuepopnvia ARgng Tmou
-25°C avaypd@eTal TNV ETIKETA TOU KIT. Ta @IaAidia IxvnBeTWV Kal
avTiXpwong TTPETTEl VO aTToBnKeUoOVTal O€ GKOTEIVO XWPO.

\ |/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 10
~Nag' S1dAupa uBpIdiopol Wugng/atméyuéng TTou TTpayuaToTToIoUVTal
/7 . aTo TTAQICIO TNG PUGIOAOYIKAG XPoNG (évag KUKAOG avTIoTOIXEl
AI oTnv agaipeon Tou @iaAidiou atrd Tov KaTaywUKTN Kal TNV €K VEOU
. TOTTOBETNON TOu O€ auTdV) - 5 KUKAOI yia To @iaAidio 50 pl (5
egeTdoeig) Tou 1xvnBETn FISH, 10 KUKAOI yia To @laAidio 100 pl
(10 egetaoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon oTo pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOQEUYETAI
otou eival duvatdv. PUAGOOETE TA OUCTATIKG OTOV TIAPEXOHUEVO TIEPIEKTN HE
TTpoOTACia aTTd TO PWG. Ta CUCTATIKA TTOU XPNalJoTToloUvTal Kal atrodnkedovTal
uTTé OUVONKEG DIOPOPETIKEG ATTO QUTEG TTOU KaBopifovTal TNV ETMICAPAVON UTTOPET
va hnv €X0oUV TNV avauevouevn atrddoon Kal UTTOPEi va ETTNPEACOUV ApvNTIKA Ta
arroteAéopata TnG avaAuong. Mpétmel va kataBaAAeTal KGOe duvarr TTPOoTTaBeIa
woTe n ékBeon oe PeTABAAAOUEVEG OUVONKEG QWTIOMOU Kol Beppokpaaiag va
TrEPIOPICETal OTO EAAXIOTO.

E€omAiopog kai UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpérel va xpnoiyotroigital BadBpovounuévog e€oTTAICOG:

1.  Ocgppn TAdKka (ue oTePEN TTAGKA Kal didTagn akpiBoug eAéyxou Bepuokpaaiag
£€wg kai 80 °C)

2. BaBuovounuéveg pIKPOTTITTETEG PETABANTOU Gykou Kal pUyxn, amd 1 pl éwg
200 pl

3. Ydaréloutpo pe didtagn akpiBoug eAéyyxou Bepuokpaaiag atoug 37 °C kal
oToug 72 °C

4. ZwAveg pikpoguyokévtpiong (0,5 ml)

5. Mikpookdtio @BopiopoU (avaTpééTe OTnV  €vOTNTO «ZUOTOON Yid TO

MIKPOOKOTTIO @BOpIoOU»)

MikpookoTtTio avtiBeong eaoewv

KaBapd AaoTIKd, kepapika i BeppoavBekTikd yudAiva doxeia Coplin

Napida

BaBuovopunuévo TexaueTpo (1 TIEXAUETPIKEG TAIVIEG PE duvaTATNTA PETPNONG

Tipwv pH 6,5 — 8,0)

10. NMepiékTng uypaciag

11. ®akdg PIKPOOKOTTIOU POOPICHOU KATABUTIKOG a€ AGdI

12. PuyoKkevTpOG TTAYKOU Epyaaiag

13. AVTIKEINEVOPOPOI PIKPOOKOTTIOU

14. KahutiTpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotipag 37 °C

17. KoMa pe didAupa ehaoTikoU

18. MikTng TepIdivnong

19. AiaBaBuiguévol KUAIvEpol

20. MayvnTikég avadeutripag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BeV TTAPEXETAI
1.  KutrapoyeveTikdg BdAapog EApavang

AvTISpaoTAPIA TTOU aTraiToUvTal aAAd Sev TrapéxovTral
AidAupa alatouyou diaAupaTog-kiTpikoU vaTtpiou (SSC) 20x
AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

Atioviopévo vepo

OO ON~

ZUoTAON YIA TO HIKPOOKOTTIO (pBOpPITOU

Xpnoiyotroieite  Adutra udpapyupou 100 watt i 100d0vaun kol eTTiTTESOUG,
QATTOXPWHATIKOUG QAVTIKEIEVIKOUG (PaKOUG KATAdUTIKOUG ot AAGdI pe peyéBuvon
60/63x 1 100x yia BéATiotn ameikévion. O @Bopifouceg ouoieg TToU
XPNOIPOTTOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEUYOUV OTA
akéAouBa prkn KUPAToG:

Mpdaivo 495 521
MopTokaAi 551 572

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
BIEYEPONG KAl EKTTOMTIAG, T OTTOia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
Trapatrdvw. To @iATpo SiEAeuong TpITTARG {wvng DAPI/FITC/TRITC eivan BéATioTOo
yia TV TauTéXPovn TTPOROAN) Tou TTPACIVOU Kal TOU TTOPTOKAAI @Bopo@dpou, KaBwg
Kal TNG avtixpwong. To @iAtpo diEAeuong TpITTARG {wvng DAPI/FITC/Texas Red
uTTOopEl €TTIONG va XPnoiyoTroinBei yia TNV Tautéxpovn TPoBoAr Kai Twv duo
®Bopopdpwv Kal Tou DAPI.

EAéyETe TO PIKPOOKOTTIO @BOpPICHOU TIpIv aTTd TN XPAon Yia va dlac@alioeTe OTI
Aeitoupyei  owoTd. XpnolpotroinoTte AAdI  eURATITIONG TTOU  €VOEiKvUTal VIO
HIKpooKoTTia @BOoPIoPOU Kal €XEl OXEDIAOTEI yia XaunAd autéuato @BopIouo.
Atmo@uyete TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, dI6TI
KTl TETOI0 Ba KaAUWEl Ta ofpaTa. Tnpeite TIG CUCTATEIG TOU KOTAOKEUAOTH dgov
apopa Tn didpkela (wAg TNG AGuTTag Kail TNV NAIKIa Twv @iATpwv.

MposeTolpacia delypdTwyv

To KIT £X€1 OXEDIAOTET yIO XPAON O€ KUTTAPIKG EValwPAPATa atré deiypata apviakou
uypoU, povigotroinuéva oe didAupa Carnoy (peBavoAn/ogiké ofu 3:1), yia Tnv
aTmapidunon Twv Xpwyoowpdtwy 13 kal 21 g€ KUAoEIG uynAou KivOUvou pe
uTroyia yia auvdpopo Down 1y Patau, Ta oTroia €xouv TTPOETOINACTE] CUPPWVA UE
TIG KATEUBUVTAPIEG 0dNyieg Tou gpyacTnpiou A Tou 15pUpaToG. H ouAhoyr) Tou
OeiypaTog OapvIaKoU UuypoU TIPETTEl VO TIPOYMATOTIOIEITAI OUUQWVA HE TIG
KOTEUBUVTAPIEG 0DNYiEG TOU EpyaaTnpiou r Tou IdpUaTog. Ta deiyuaTta Pe aigatnen
EUPAVION ) KAQE XPWHATOG deV TTPETTEI VA XPNOIUOTTOIOUVTal, KOBWG UTTOpEi va
TIEPIEXOUV PNTPIKO QO Kal EVOEXETAI va 0BNYRnOOUV Ot WeUdr ATTOTEAéTUATA.
MpoeToIudaoTe deiypaTa TToU EXOUV UTTOOTEI {APAvan PE €Pa OE€ AVTIKEINEVOPOPOUG
MIKPOOKOTTIOU CUPQWVA UE TIG TUTTIKEG KUTTAPOYEVETIKEG dladikaaoieg. To eyxelpidio
AGT Cytogenetics Laboratory Manual Tepiéxel ouoTAOEIS yia TN GUAAoyh,
KaAAIEpyela Kal PETaQOPd OelypdTwy, KaBWG Kal yia Tnv TIPOETOINATia Twv
QVTIKEIMEVOPOPWY TTAOKWVS,

MpogToipacia diaAUpdaTWY

AiaAduara ail@avoAng

ApaiwoTe ailBavoAn 100% pe atmmoviopévo vepd Pe BAaon TIg akdAouBeg avaloyieg
KOl avapigTe KaAd:

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 PéPOg aTTIOVICUEVOU VEPOU

e AIBavoin 85% - 8,5 pépn aiBavoing 100% oe 1,5 uépog aTtmioviouévou vepou
AmobnkevoTe Ta dlaAvpata yia €wg kal 6 priveg o€ Bepuokpacia dwuaTiou o€
QEPOOTEYN TTEPIEKTN.

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avauigTe
KoAd. EAéyETe TNV Tiun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrEPITTWON. Amobnkeuote 1O OIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiyoTe 1 uépog dlaAlpatog 20xSSC pe 49 pépn aTmiovioPEVOU VEPOU KOl AVAMIETE
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrepiTTwon. Amobnkeuote To diIdAupa yia €wg kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAuua Tween-20 0,05%

ApaiwoTe 1 pépog diaAuparog 20xSSC pe 9 pépn atmoviopévou vepou. MNpooBéaTe
5 pl Tween-20 avda 10 ml kai avapigre kaAd. EAEygTe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimTwaon. AroBnkeloTe To diGAupa
yia éwg Kail 4 eBOopadeg e Beppokpacio SWHATIOU O€ AEPOTTEYN TTEPIEKTN.

ZUVIOTWUEVI TIPOETTEEEPYATIA AVTIKEIUEVOQPOPOU °.

1. EpBaTmmioTe TNV QVTIKEINEVOPOPO TTOU €XEI TTPOETOINACTEI ATIO  KUTTAPO
dovigotroinpéva oe peBavoAn/ogikd ofu 3:1, Ta oToia TTpoépxovTav atrod
deiypata apviakou uypou, o 2xSSC yia 1 wpa oTtoug 37°C.

2. TomoBeTACGTE TNV QVTIKEINEVOPOPO OE QPECKO TTPOETOINACUEVO didAupa
epyaaiag mewivng (5 mg tewivng éxouv TpooTeBei oe 100 ml 0,01M HCI) yia
13 Aemrtdé oToug 37°C.

3. EpBamTioTe TNV avTiKEINEVOPOPO o€ pubuIoTIKS SidAupa ewaopopikwy (PBS)
o¢ Beppokpaaia dwyartiou (RT) yia 5 Aetrra.

4. EpBarmTioTe TNV QVTIKEINEVOPOPO OTO didAupa peta-povipotroinong (0,95%
@oppaAdeidng: 1,0 ml 37% @opuaArdeiidng, 0,18 g MgClz kai 39,0 ml PBS) yia
5 Aemrta o€ Beppokpaaia dwyartiou (RT).

5. EpBamTioTe TNV avTIKEINEVOPOPO o€ puBUIOTIKS SidAupa pwaopopikwy (PBS)
o¢ Beppokpaaia dwpaTiou (RT) yia 5 AeTrTd.

DS551/CE-el v003.00/2025-09-09 (A001 v4 / A002 v3)
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7.

8.

EpBartrriote TNV avTikeiyevopdpo og 70% aiBavoAng oe Beppokpaaia dwpatiou
(RT). AproTe TNV avTIKEINEVOPOPO OTO didAupa TTAUONG a1BavoAng yia 2 AeTTTd.
AQaipEaTe TNV AVTIKEINEVOPOPO aTTd TO didAupa aiBavoAng 70%. ETravaAdBerte
10 Bria 6 pe ailBavoAn 80% kai oTn cuvéxeia pe aibavoin 100%.

AQAOTE TNV AVTIKEINEVOPOPO VO OTEYVWOEI OTOV AEPQ.

NpwTtékoAAo FISH
(Znueiwon: BeBaiwbeite 0TI n €kBean TOU IXVNBETN Kal TNG AVTiXPWONG OTA QWTA
TOU £PYOOTNPIOU €ival TTAVTA TTEPIOPITHEVN).

lpocroiyacia avrikeiuevopopou (mapaAsiyre auré 1o Prua edv n
avTIKEINEVOPOpOoS umoPBArbnke oe mpoemedepyaoia ouupwva HPE TO
mapamdvw mMPwWroKoAAo)

1.

3.

4,

TomoBetAoTe MIa KNAIda ammé TO KUTTOPIKG Oeiyda o€ pia yudAivn
QAVTIKEINEVOPOPO HIKPOOKOTTioU. AQAOTE T va oTeyvwoel. (MpoalpeTikd, eav
XPNOIUOTTOIEITAI KUTTAPOYEVETIKOG BdAapog ERpavong: O BaAapog TTpETTel
va Asiroupyei og Beppokpaacia Tepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muyn kuttapikoU deiypatog. Edv dev uttdpxel dIaBECINOG KUTTOPOYEVETIKOG
B8daAapog ERpavong, xpNoIPOTIOINOTE évav aTTaywyd wG EVAANOKTIKA).

BuBioTe TnVv avTikeipevo@opo ae didAupa 2xSSC yia 2 AeTrTd o€ Bepuokpacia
dwuariou xwpig avakivnaon.

A@udaTwoTe oe dIOPOPETIKA TTO0OOTA aIBavoAng (70%, 85% kair 100%),
dladoxIkd, To kaBéva yia 2 AeTTTa o€ Beppokpaagia dwatiou.

AQAOTE TN VA OTEYVWOEL.

lpiv amé tn perouoiwon

5.  Ag@aipéoTe Tov IXVNBETN AT TOV KATAWUKTN KOl APrOTE TOV va Beppavoei o€
Beppokpacia dwpatiou. EKTEAEOTE cUVTOUN QUYOKEVTPION TTPIV ATTO TN XPRON.

6. BeBaiwbeite 6T TO SiGAupa IXvNBETN £x€l avapixBei ogoidpoppa Pe TN XpAon
TTTETOG.

7.  AgaipéoTte 10 pl 1xvnBETN yia KEOE e€ETAON Kal HETAPEPETE T O€ £vav CWARva
MIKPOQUYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITTO 1XVNBETH OTOV
KOTQWUKTN.

8. TomoBeTACTE TOV IXVNOETN KaI TNV AVTIKEIUEVOPOPO OeiyHaTog o€ pia Bepun
TAGKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TTpoBéppavon.

9. TomoBetAoTe 10 pl piypaTtog 1XxvnBETN GTO KUTTAPIKO PiYHO KOI EQOPUOOTE pIa
KOAUTTTPIOA TTPOCEKTIKA. ZPpayioTe ue KOAQ pe dIGAuPa EAAOTIKOU Kal a@rioTe
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon

10. MetouoiwoTe TO Beiypa Kal Tov IXvnBETN TaUuTOXpOva Beppaivovtag Tnv
QAVTIKEINEVOPOPO O€ pia Beppn TTAdka aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1dioudg

11. ToTrOBETAOTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE

Beppokpacia 37 °C (+/- 1 °C) yia pia 0AGKAnpn vuxra.

TMAUoeIg perd Tov uBpIdioud

12.

13.
14.

15.

16.

17.

18.

Agaipéote T0 DAPI amd TOV KOTOWUKTN KAl 0QACTE TO va BeppavOei o€
Beppokpacia dwuariou.

A@aipéoTe TNV KAAUTTTPI®O Kal OAa T UTTOAEIPATA KOAAAG TTPOTEKTIKA.
BuBioTe Tnv avTikeiyevopopo oe didAupa 0,4xSSC (pH 7,0) oe Bepuokpacia
72 °C (+/- 1 °C) yia 2 AerTél Xwpig avakivnon.

ATTOOTPAYYIOTE TNV QVTIKEINEVOPOPO Kal BuBioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 oe Bepuokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTITa XWPIG
avakivnon.

ATTooTpayyioTe TNV avTikeipevoeopo kal TormroBeTroTe 10 pul DAPI antifade oe
KGOe deiyua.

KaAuwrte Tn pe pia KoAuTITpida, apaipéoTte Tuxdv QUOOAIDES Kal TrepipéveTe 10
AETITG pEXPI VO avaTITUXBET TO XPWHO OTO OKOTADI.

MapatnpioTe o€ PIKPOOKATTIO PBOPIcHOU (avaTpéETe oTnV evéTnTa ZUoTOAON
YIO TO HIKPOOKOTTIO @BopIoHOoU).

ZuoTdoelg yia Tn diadikaoia

1.

2.

H Béppavon i wpigavon Twv OVTIKEIJEVOPOPWY MTTOPEI VO HEIWCEI TOV
@B0OPIoUO TWV ONUATWY.

O1 ouvBrikeg UBPISICUOU PTTOPET VO ETTNPEACTOUV JUOPEVWG ATTO TN XPrAon
avTIdpacTnpiwy Tépav eKEiVWY TTOU TTApPEXOVTAl fj OUOTAvVOVTal aTmd Tn
Cytocell Ltd.

Xpnoigotroiote  éva  BaBpovounuévo  BeppdueTpo  yia T pETPnon
BeppoKpaciwV dIOAUPATWY, UDATOAOUTPWY Kal ETTWACTAPWY, KABWG Ol eV
Aoyw Beppokpacieg eival Kpiolung onuaciog yia Tn BEATIOTN amédocn Tou
TTPOIGVTOG.

O1 ouykevTpwaoeig, ol TIHEG pH Kkai o1 Beppokpaaieg TTAUONG €ival ONPAVTIKEG,
KaBWG o1 ouvONKeG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
pn €dIkR 8éopeucn Tou IXvnBETN Kal oI ouverkeg UTTEPBOAIKE uWnAng
aUOTNPOTNTAG PTTOPET VO £XOUV WG ATTOTEAECHA TNV OTTWAEIQ OAPATOG.

H ateAg peTouaiwan PTTOPET va £XEI WG ATTOTEAET A TNV ATTWAEIN GAPATOG Kal
n uTTEPBOAIKA PETOUGTWAON UTTOPET ETTIONG Va £XEl WG ATTOTEAETUA TN YN EIOIKN
Séopeuan.

O umrepBoAikdg uBpidiopdg ptopei va odnyAoel o€ TIPOOBETA 1 pn
avauevOPEVa oruaTa.

O1 xproTeg Ba TTPETTEl va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta BeiyuaTd TOUG
TIPIV o116 TN XPAoN TG £§€Taong yia diayvwaoTIKoUg oKOTToug.

Tuxév UTTOBEATIOTEG OUVONKEG PTTOPEI VA €XOUV WG ATTOTEAEOHA N €10IKA
Oé0oPEUDN, N OTTOIO PTTOPET VO TTAPEPUNVEUTET WG OAPA IXVNOETN.

Epunveia Twv aroteAeopdTWY
EKTiunon moiéTnTag avrikEiuevopopwy mAaKwv
H avTikeinevo@opog dev Ba TTPETTEN va avaAUeTal £AV:

Ta onuata eival TOAU aoBevr yia va Trpaydartotoin®ei avaAuon o€
uegovwpuéva QiATpa. Ma va TTpoxwpnoeTe Ye TNV avaiuon, Ta orpata Ba
TIPETTEI VA €ival QWTEIVA, BIOKPITA Kal EUKoAa agloAoynaipa

Ymdpxel peydhog aplBudg  ouaTadoTroiNUEVWV/AAANAOETTIKOAUTITOEVWY
KUTTEpWV TTou guTrodifouv Tnv avaAuon

>50% TwV KUTTApwv dev £xouv UBPISoTToINOEi

Ymdpxel mepiooeia OOPIZOVTWY OWHATIdIWY PETAEU TWV KUTTAPWV H/Kal
@Bopifouca axAfp TTou TIpokaAei TTapeuBoAég oTa orfupata. Idavikd, TO
UTTORaBPO TWV AVTIKEINEVOPOPWY Ba TTPETTEI va QAiVETAI OKOTEIVO 1} HaUPO Kal
KaBapd

Ta épia Tou KUTTAPIKOU TTUprva Bev gival SIakpITa Kal dev gival ABIKTa

KaresuBuvrrpieg odnyieg yia tnv avaAuon

KdBe deiypa Ba mpémrel va avaAleTal kal va epunveveTal atmé dUo avaAuTég.
Tuxdév aoup@wvieg Ba Tpémel va emmAUOVTOl PECW EKTiUNONG amd TPITO
avaAuTh

Ka0e avaAuTng Ba TpéTrel va gival KATAANAG e§EIDIKEUPEVOG GUPPWVA PE Ta
avayvwpiopéva eBvika TTpoTUTIa

Kd&Be avaAutig Tpémrel va BabuoAoyei avegdptnta eTTapkr) apiBud mupAvwy
yia kG0¢ deiyua, waTe N ouvduaaTikh BaBuoloyia Twv avaAuTwy va TTANPoI Ta
eAdxioTa KPITAPIA, OTTWG KaBopifovTal amod TG KATEUBUVTAPIEG 0dnyieg Tou
1dpUpaTog f amod TIG TOTTKEG ) €BVIKEG KaTeuBUVTAPIEG 0dnyieg. O TTPWTOG
avoAuTAG TTPETTEl va &ekiva TNV avdAucn amé Tnv apioTepr) TTAEUpE Tng
QAVTIKEIUEVOPOPOU Kal 0 BEUTEPOG avaAuTAG aTTd Tn OegIG TTAEUPA.

Kd&Be avaAuTtig Ba TTPETTEI va TEKUNPIWVEI TO ATTOTEAEOUATE TOU OE XWPIOTA
EVTUTIO

AvaoAUeTE  pOVO  ABIKTOUG  TTUPRVEG  Kal  OXl  ETTIKAAUTITOMEVOUG 1
OUOCWPEUPEVOUG  TTUPAVEG 1 TTIUPAVEG  TToU  KOAUTITOVTAl — OTTO
KUTTAPOTTAQOUaTIKG UTTOAEiMPaTa 1) uwnAd eTTiTredo autopBopiopou
ATTOQEUYETE TTEPIOXEG HUE TTEPITTEIN KUTTAPOTTAQOUATIKWY UTTOAEIUPATWY 1) pn
€101KO UBPIBIoPO

H évraon Twv onudTtwy PTropei va TToIKiAAEI, akOpa Kal oTnV TTEPITITWON eVog
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pova QiATpa fi/kal va
puBuiceTe To €0TIAKG ETTITTEDO

2€ UTTOREATIOTEG OUVONKEG, Ta OAPATA PTTOPET va ¢aivovTtal didyuTa. Edv duo
ofAuaTa Tou idIou XPWHATOG BPioKOVTal OE ETTAP PETAEU TOUG, 1 n ATTO0TACNH
peTagU Toug dev gival peyaAdTepn atmd dUO TTAGTN OAPATOG, 1) CUVOEOVTAI PE
éva axvo vAua, YETPAOTE TA WG €va ORA

Katd tnv avdAuon dixpwuwv 1xvnBeTwv didotraong, av UTTApxel diGoTnua
METAEU TOU KOKKIVOU Kl TOU TTPACIVOU GANATOG TTou 8ev uTTepPaivel Ta TTAATH
2 onudtwyv, TIPOOPETPAOATE WG OAMA  TIOU  Oev  AVTIOTOIXEl OF
avadidragn/ouvtngn

Katd tnv avdAuon ixvnBetwv didoTraong TpIwV XpwHATWY, €av UTTAPXEI
SIGoTNPa WETAEU Tou 3 onudTwv (KOKKIVOU, TIPACIVOU, UTTAE) TTou Oev
UTTEPRAIiVEI TO TTAGTN 2 ONPATWY, TIPOCUETPRAOATE WG GAA TTOU EV AVTIGTOIXEN
oe avadiaragn/auvinén

Edv éxete ap@IBoAieg yia To €av éva KUTTAPO PTTOPEi va avaAuBei f 0x1, unv
TIPOXWPAOETE OTNV AVAAUCT] TOU

Mnv TTpoopeTpaTe - o1
TTUPAVEG givar uTTEPBOAIKA
KOVTA 0 £vag oTov GAAOV yia

Tov KaBopioud opiwv

Mn TrpooueTpdTe
AaAANAOKOAUTITOPEVOUG
TTUprVveG - &ev gival oparn
oAGKANPN N €KTOON Kal Twv
800 TTuprAvwy

MpooueTprioate wg dUo
TTOopTOKAAI Kai dUo TTpdaiva
onuara - éva atoé Ta oo
Tpdoiva oAuaTta gival diaxuto

MpooueTprioate wg dUo
TTOPTOKAAI KaI dUO TTpAcIva
ofuara - To dIACTNUA OTO éva
TPACIVO Ofpa ival JIKPSTEPO
atré Ta TAGTN U0 CoNUATWY
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Avapevouevo @uaoioAoyiKd TTPOTUTIO ONUATWY

e €va @UOIOAOYIKO KUTTApO, avapévovial dUo TpAciva Kal OU0 TTOPTOKOAI
(2Mpdao2ropr).

Avapuevopevo(-a UOI0AOYIKO(-G) TTPOTUTIO(-0) ONUATWY

e éva KOTTOPO Me Tpiowpia 13, avapévovral Tpia TTpdaoiva Kal U0 TTOPTOKOA
onfuarta (3Mpdo2MopT).

e éva KUTTOPO e TpiIowpia 21, avapévovtal dUo TIpdaiva Kal Tpia TTOPTOKOAT
onuata (2Mpaac3MoprT).

MmropoUv va TmpokUWouv Kkal GAAa TTPOTUTTA ONUATWVY O€  aveuTTAOEISH/Un
100ppOTINEEVa deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig / MapepBarAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAeTIDPATEIG / TTapeUBAANOUEVEG OUTTEG.

MvwoTh dlaoTaupoUpEVN avTIdPACTIKOTNTA
Agv uTtdpyel yvwoTr dlacTaupoUuevn avTidpaaTIKOTNTA.

Avagpopd ocoBapwVv GUPBAVTWYV

MNa aoBeveig/xpnoTeg/tpita pépn otnv Eupwtaik ‘Evwon kol og XWwpeg pe
TIOVOUOIOTUTTO  pUBUIOTIKG  KaBeoTws (Kavoviouég (EE) 2017/746 yia T
1aTPOTEXVOAOYIKA TTPOIOVTA TTOU XPNalpoTTolouvTal yia Sidyvwaon In vitro). Edv katd
TN XPAoNn autoU Tou TTPOIOVTOG | WG atoTEAEOua TG XPAONG TOU TTPOKANOE(
ooBapd cupPAv, AVAPEPETE TO OTOV KATAGKEUAOTH Kal OTIG EBVIKEG apuOdIEG APXEG.
MNa coBapd cupRavTa oe GANEG XWPES, AVAPEPETE T CUPBAVTA GTOV KATAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZToIXEIT ETTIKOIVWVIOG  KATOOKEUOOTH yia  Bépata €TTaYPUTIVNONG:
vigilance@ogt.com

MNa 11 €Bvikég apuoddieg apxég atnv EE, pmopeite va Bpeite Tov katdAoyo pe Ta
OTOIXEIO ETTIKOIVWVIAG yia BépaTa £TTaypUTIVRONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

EI181kd XapakTnpIoTIKA atrédoong

AvaAuriknj eidikérnra

H avaAuTIKA €1I81KOTNTA OPICETAI WG TO TTOCOOTS TWV CNUATWY TTOU URPISOTTOI0UVTAI
pévo otn owoTth Béon kai og Kapia GAAn Béon. AvaAlBnkav TEOOEPIG
XPWHOOWUIKEG Béoelg o€ KGBe éva ammd Ta 20 peTa@acikd KUTTApa OTTd TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. XaptoypaprOnke n totrobeaia KGOe
uBpidoTroinuévou IXvNBETN Kal Kataypdenke o apiBudég Twv onudtwv FISH
METAQATIKWY XPWHOOWUATWY TToU UBPIdOTTOINBNKAV 0T OWOoTH BEon.

H avaAuTikr) €18IkETNTa KABE 1XVvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onudtwy FISH peTa@acikwy XpwuoowuaTwy TTou uRpIdoTToIenkav aTn owoTh
0éon Olaipepévog pe Tov OUVOAIKG apiBud uBpidotroiNuévwy onudtwv FISH
UETOQATIKWY XPWHOOWUATWY. To atmoTéAeapa autd TTOAATTAOCIGoTNKE Pe To 100
Kal EKPPACTNKE WG TTOCOOTO pE SIAOTNHA EUTTIOTOOUVNG 95%.

Mivakag 1. AvaAuTtikn e181kdTnTa Tou Prenatal 13 and 21 Enumeration Probe Kit

219221 98,12% - 100%
13q14.2 200 200 100% 98,12% -
100%

AvaAurikn evaioénoia

H avoAutiky euaioBnoia eivar 1o TT0000TO TWV OEIOAOYNCINWY PECOPATCIKWV
KUTTAPWYV PE TO OVAPEVOUEVO TTPOTUTTO QUCIOAOYIKWYV onudTtwy. AvaAlbnkav kar
ehdxioTov 50 pecogacikd KUTTapa yia kGBe €va amé Ta 25 povigoTroinuéva
KUTTAPIKG  evalwpruota ammd  deiydata  auviakoU uypoU atrd  KAPUOTUTTIKA
PUGI0AOYIKOUG GVTPEG 1 Yuvaikeg TTou eTTIRERaIWONKE OTI €ixav puUOIoAOYIKO UVOAO
Xxpwpoowpdtwy 13 kar 21 pe 1N péBodo FISH i kapudtutrou. ZuveTtwg,

BaBuohoyribnkav kot ehdaxioTov 1.250 TTuprveg yia KdBe €idog deiypatog. Ta
dedopéva yia Tnv euaicBnoia avaAlBnkav Bacel Tou TTOOOOTOU KUTTEAPWY TTOU
£€de1§av  QUOIOAOYIKO QaVOPEVOUEVO TIPOTUTTO ONMATWY Kal EKPPACTNKAV WG
TT0000TO HE DIGOTNHA EPTTIOTOOUVNG 95%.

Mivakag 2. AvaAuTikr euaioBnaia Tou Prenatal 13 and 21 Enumeration Probe Kit

Apviako uypo >95%

96,24% (94,84-
97,64%)

XapakTnpiouog Twv QUGIOAOYIKWYV TIJWV ATTOKOTTHS

H @uoioloyikry aTrokoTrr) opieTal wg TO TTOCOCTO KUTTAPWY TIoU gp@avifouv
Weudwg BeTIKG TTPOTUTTO ONPATWY BACEl Tou oTToiou éva GTopo Ba BewpouTav
pualohoyiké oe avtiBean pe TNV KAIvIKr didyvworn. AvaAibnkav kar’ eAdxiotov 50
HECOPAOIKA KUTTOPA yia KABe éva amd Ta 25 povIMOTIOINUEVO  KUTTOPIKG
evaiwprpata améd deiyyata apviakol uypoU atmd KOPUOTUTTIKG (QUOIOAOYIKOUG
avipeg N yuvaikeg Tou  emPBefaiwdnke 6Tl gixav  QuUGIOAoyIKO  agUvoAo
XpwpoowudTwy 13 kar 21 pe T péBodo FISH A kapudTutou. ZUVETTWG,
BaBuohoyriBnkav kar' eAaxioTov 1.250 TTUprveg yia KaBe €idog deiypaTog.

H Tiur) a1mokoTrAg TpoadiopioTnKe XPNoIuoTToIwVTag Tn B avdaTtpopn (BETAINV)
guvapTtnon oto MS Excel. YTToAoyioTnke wg To TT000C0TO HEGOPATIKWY KUTTAPWY
TToU £€J€IEaV WEUDWG BETIKO TTPATUTTO ONUATWY XPNOIMOTIOIWVTOG TO AVWTEPO OpIo
€VOG UJOVOTTAEUPOU BIQCTANATOG EUTTIOTOOUVNG 95% TNG BIWVUUIKAG KATAVOPAG
@ualoloyikoU deiypatog aaBevn.

Mivakag 3. XapakTnpioudg Twv QUOIOAOYIKWY TINWY OTTOKOTIAG Tou Prenatal 13
and 21 Enumeration Probe Kit

Apviako uypo 8,97%

Ta epyacTpIa TEETTEN VA ETTIRERAIWVOUV TIG TIUEG ATTOKOTIG XPNOIUOTTOIVTAG Ta
SIKd Toug dedopéva Kal CUPPWVA PE TIG KATEUBUVTAPIEG 0dnYieg BEATIOTNG
TIPAKTIKAG TOU I3pUNATOG A TIG TOTTIKEG 1) ETTAYYEAUATIKEG KATEUBUVTAPIEG 0DnYieg
BEATIOTNG TTPAKTIKAG TTOU EVOEXETAI VO IOXUOUV GTOV OXETIKO dIAyVWOTIKO

Touéa &7

AkpiBeia

H akpiBeia autol Tou TTPOIGVTOG €XEl PETPNOE O OXEOn WE TNV aKpiBela evIOg
nuépag (até Seiypa o deiypa), TNV akpiBeia JETAEU NUEPWYV (aTTO NPEPQ OE NUEPQ)
Kal TNV akpiBeia pETagU TTapTidwy o€ éva KEVTPO (aTT TTapTida o€ TTapTida).

Tpia (3) deiypata xpnaoigotroiénkav yia Tnv agloAdynon Tng akpiBeiag autod Tou
TIPOIOVTOG: £€va QUOIOAOYIKG deiyua apviakoU uypou, éva xaunAng BeTikodTnTOg
Seiyya apviakou uypou e Tpiowyia 13 (3Mpao2lMopT) kal éva xaunAng BeTIKOTNTAG
deiypya apviakou uypou pe Tpicwpia 21 (2Mpao3Mopt). Ta xaunAng BeTikdTNTOG
deiypata apviakoU uypoU dnuioupynRdnkav TeXvNTa PE Tn XPAon MEPOUG TOu
pualohoyikoU deiyuaTog apviakoU uypoU Kal JE TNV TIPOCHKN O€ autd yvwaoToU
BeTiIKOU deiypaTog apviakoU uypoU, Je OKOTIO Tn Snuioupyia XapnAng BeTIKOTNTAG
OeiypaTog 010 £UPOG ATTOKOTIAG 2-4X.

Ma Tov Tpoadiopiopd TnG PETAEU NUEPWV Kal EVTOG NUEPAG akpiBelag, Ta deiypaTta
aglohoyrBnkav otn didpkeia 10 pn SIASOXIKWY NUEPWV Kal yid TOV TTPOCdIoPIoHO
NG METAgU TapTidwyv akpifelag, Tpeig (3) TapPTIdEG TOU TTPOIGVTOG agloAoyrBnkav
o€ TpeIg (3) eTmavaAqWelg Twv iBIwV delyATwY. Ta aTToTEAETPATA TTAPOUCIAOTNKAV
WG OUVOAIKA GUPQWVIa PE TNV TIPOBAETTOUEVN aPVNTIKA KATNyopia (yia Ta apvnTIK&
Seiyyara).

Mivakag 4. AvatrapaywyiydtnTa kai akpiBeia Tou Prenatal 13 and 21 Enumeration
Probe Kit

Apviako uypo, apvnTikd 100%
Apviakoé uypo, XapnAig
AkpiBeia evtog BeTIKOTNTOG, TPIoWIa 13 100%
nuépag kai (3MNpao2Mopt)
HETAgU NHEPWV AHVIAKOG UYPO, XAUNARC
BeTIKOTNTOG, TPICWHIa 21 96,7%
(2MNpao3opt)
Apviakoé uypo, apvnTikd 88,9%
Apviakoé uypo, XapnAig
BeTIKOTNTOG, TPIoWIa 13 100%
(3MNpao2Mopt)
Apviakoé uypod, XapunAng
BeTIKOTNTAG, TPICWHIa 21 100%
(2Mpao3opt)

MeTtagu TapTidwv
Kal HETAEU NUEPWV

KAiviknp amédoon

MNa va diao@alioTei OTI TO TTPOIGV aviXveUel TIG TTPOBAETTOPEVEG avadlaTagelg, n
KAIVIKA) aTr6d00n TTPOTSIOPIOTNKE PE TPEIG PEAETEG AVTITIPOCWTTEUTIKWVY JEIYPATWY
Tou TIpoPBAeTOpevou  TTANBuCpOU  TOou  TIPOIGVTOG:  YTTOAEITTOUEVO  UAIKO
povipoTtroinuévo oe peBavoAn/ogikd ogu 3:1 atrd TTpoyevvnTIKG deiypaTa apviakou
uypoU. To péyeBog deiypatog yia Tn peAéTn ATav 172 deiypata, pe TAnBuouod 15
BeTIKWV BelyuETWY yia TpiIowpia 13 kar 157 apvnTikwy SelyudTwy yia Tpicwpia 13,
ue ouvoAikd 109 Betikd deiypata yia Tpiowia 21 kal 63 apvnTikd deiyuarta yia
TpiIcwpia 21. Ta amoTeAdéopaTa OuyKpiBNKav peE Tn yvwoTh KatdoTaon Tou
deiypatog. O IxvnOETNG avayvwpioe CwaTA TNV KATAGTAON TwV JEIYHETWY O OAEG
TIG TTEPITITWOEIG.
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Ta amoteAéopaTa Twv SOKIMWY QUTWY avaAUBnKav TTPOKEINEVOU va UTTOAOYIOTEI N
KAIVIKA) euaioBnaia, n KAIVIKA €18IKOTNTa Kal To TToo0aTé weudwg BeTikwv (FPR)
TIMWV YIa Ta BETIKE OAPATA, XPNOIPOTIOILVTAG MIa TTPOCEyyion piag didaTaong.

Mivakag 5. KAivikr arédoon 1ou Prenatal 13 and 21 Enumeration Probe Kit

KAIvIKA euaioBnaia (Trooootd aAnBwg BeTikwy, TPR) 100,0%
KAIVIKA €181k6TNTa (TTo000Td aAnBWG apvnTikwy, TNR) 100,0%
MocooTd weudwg BeTikwyv (FPR) = 1 — EidikdTNTO 0,00%

NepiAnyn ao@daAeiag kai KAIVIKAG arédoong (SSP)

H mrepiAnyn SSP Ba gival diaBéaiun oTo KoIve péow TNG EUPWTTATKAG BAoNng
dedopévwy yia 1aTpikéG ouokeuég (Eudamed) 61rou cuvdéetal pe 1o Baoikd UDI-
DI.

Eudamed URL: https://ec.europa.eu/tools/eudamed

Baoiké UDI-DI: 50558449LPA003GL

Edv n Baon dedopévwv Eudamed dev gival TTApwg AeiToupyikn, n epiAnyn SSP
Ba d1aTiBeTAI OTO KOIVO KATOTTIV AITAPOTOG HéGw email atn dieuBuvon

SSP@ogt.com.

MNp60o06eTeg TTANPOPOPIiEG

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

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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AITAWpPATO EUPECITEXVIOG KOI EUTTOPIKA TAMAT
H ovopacia 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
Deelboge 19 D
22297 Hamburg
FEPMANIA

| EC |ReP|

loTéTOTTOq: WWW.Sysmex-europe.com

loTopiko ekd6oewv O8nyiwv xpRong (IFU)
V001.00 2023-01-11: Néeg Odnyieg xpriong (IFU) yia Kavovioud (EE) 2017/746
V002 2025-08-29: Agaipeon Tou orfjuatog UKCA
V003 2025-09-09: Evnuépwon Tng dieubuvan 1o e€ouaiodoTnuév ekTpoowT EE.
A@aipeo 10 apiBuol TnAcopoioTutria OGT.
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