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Mpoopigouevn xprion

To CytoCell® Prenatal 13 and 21 Enumeration Probe Kit cival pia ToioTik, un
autopatoTroinuévn  €¢étaon  @Bopifoviog in  situ  uBpidioyol (FISH) TTou
XPNOIPOTIOIEITaI YIa TNV aviXveuan Tng TepioXng 13q14.2 Tou XpwWHOCWHATOG Kal
NG TEPIOXAS 21922.1 TOU XPWHOOWHATOG O€ PovipoTtroinuéva oe didAupa Carnoy
(pEBavOAn/ogik6 ogU 3:1) KUTTAPIKG EVAIWPRAKATA TTOU TTPOEPXOVTaV aTtré deiypata
apviakoU uypou oTo TTAQiCIO TNG aTTapPiBuNoNg TWv XpWHOCOWHATWY 13 kal 21 o€
KUAOE€IG uynAou kivduvou pe uttoyia yia ouvdpopo Down 1y Patau.

Ev&eigeig xpiong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
EPYOAOTNPIAKEG EEETACEIG OE avayvVWPIoTPEVA POVOTTATIa SIGyvwong Kal KAIVIKAG
@povTidag, OTWG €ival 0 UTTEPNXOYPAPIKOG TTPOCUUTITWHATIKOG EAEYXOG Kal Ol
BloxnuIkég €geTdaelg, OTTOU N yvwon Tng UTrapgng Tou apiBuol avtiypdeou Tng
meploxng 13914.2 TOoU XpwHPOOWMATOG Kal TG Treploxns 21922.1 Tou
XPWHOCWHATOG Ba ATAV GNUAVTIKH YIa TNV KAIVIKA QVTIUETWTTION.

MNepropiopoi

To Tpoidv auTd €xel oXedlaoTel yia va avixvelel XPWHOOWHIKO UAIKO TTou
mepidapBavel Tnv Tepioxn 13q14.2 Tou XpwpoowuaTtog kal TNV Teploxn 21g22.1
TOU XPWHOOWHATOG, Ol OTT0iEG KAAUTITOVTAI aTré TOV TIPACIVO Kal TOV TTOPTOKAAI
KAWVO avTioToIXa O€ autd To OET IXVNOETWV. O YyoVISIWNATIKEG evIOXUOEIG N
ATTWAEIEG EKTOG TWV TTEPIOXWV QUTWV 1 OI PEPIKEG OTTWAEILV OTIG TTEPIOKEG AUTEG
UTTOPEi va PNV €ival avixveUOIPEG HE AUTO TO TTPOIOV.

To Tpoidv autd dev TTPOOPICETAl YIa: XProN WG HEHOVWHEVN DIayVWOTIKN e¢éTaan,
OUVOJEUTIKA BIayVWATIKN €§ETAON, TTPOCUNTITWHATIKG €AeyXo Bdael TTAnBuo oy,
egéTaon Kovtd atov acBevr) i autoegéTaon, Kal Oev Exel ETTIKUPWOET yia TUTTOUG
SelypdTwy, TOTTOUG aoBEVEIWY 1 YIa OKOTTOUG TIEPAV QUTWYV TTou Kabopidovtal aTnv
TTpoopIéuevn XpAon.

To 1poidv autd TTpoopideTal yia XpAon wg CUUTIAPwWHA 0€ GAAEG dIayVWOTIKEG
£PYOOTNPIOKEG EEETAOEIG KOl eV Ba TIPETTEI VAl EEKIVAEI KA BEPATTEUTIKN EVEPYEIQ
poévo Baoel Tou atroteAéopaTtog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAyHATOTToIoUVTal aTTO KATAAANAG €CEIDIKEUPEVO TTPOCWTTIKG, GUUQWVA PE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapfdavovTal utréywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWV, KAIVIKEG KOl DIAYVWOTIKEG TTANPOPOPIEG.

To TTpoidv auTd TTPOOPICETAI POVO VIO EPYOOTNPIOKK ETTAYYEAUATIKN XPrion.

H pn mpnon Tou TTPwTOKOAAOU €VOEXETAI va ETTNPEACEl TNV ATTOGd00N Kal va
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBpPIdIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOCWHATA ) O€ HECOPACIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoiyotroiei ixvnoéteg DNA
Tou  uBpidoTToloUvTal 0 OAOKANPA XPWHOOWHATA 1 WEPOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XPNOIPEVUEl WG EVa ONUAVTIKO CUPTTARPWUA OTNV KUTTOPOYEVETIKI
av@iuon pe G-Cwvwaon. AuTH n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
onuavTiké €peuvnTIKG €PYaAEio OTa TTAQICIO TTPOYEVVNTIKWY Kal QIUATOAOYIKWY
avaAloewy, KOBWG Kal XPWHOOWHIKWY aVOAUCEWV GUUTTAYWY Oykwv. Metd Tn
poviyotroinan kai Tn petouaiwon, 1o DNA-0T16x0G eival SiaBéaipo yia avadidragn
ae évav TTapopola HETouTIwPévo, @Bopidovta anpacpévo 1xvnBEtn DNA, o otroiog

€xel oupTTAnpwartiky aAAnAouxia. Metd Tov uBpIdiIoud, yiveTal apaipecn Tou un
deapeupévou Kal pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTtreikovion. ZTn CUVEXEID, N MIKPOOKOTTa @Bopiopuol KabioTd
duvaTh TNV ATTEIKOVION Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To ouvdpopo Down (DS) gival pio aUTOGWUATIKA TPICWHIC TTOU TTPOKAAEiTal aTTd
TNV UTTapgn €vég TpiTou (UEPIKOU A TTARPOUG) avTlypd@ou ToUu XPWHOOWHATOG 21
Kal Xopoktnpigetal ammd peTaBaAAOuEVN vonTikA uoTépnon, MUikhp oTovia Kal
XoAdpwon Twv apBpwoewv, n oToid OUXVG OXETICETAlI UE XOAPOKTNPIOTIKA
dUOPOPPIa TTPOCWTTOU KAl BIAPOPESG AVWHAAIESG, OTTWG KAPDIAKEG, YOOTPEVTEPIKEG,
VEUPOQIOBNTNPIAKES 1] EVBOKPIVIKEG avwpalieg™2. To oUvdpopo Down (DS) sival
Hia atmd TIG KUPIEG QITIEG VONTIKAG UOTEPNONG TTAYKOOMIWG Kal auToi ol agBeveig
QVTIMETWTTIOUV €TTioNG did@opa TTPoBAAuaTa  Uyeiag, CUPTTEPIAAUBAVOPEVWY
TPORANUATWY PABNONG Kal PvAPNG, ouyyevwv kapdiomabeiwv (CHD), véoou
AANToXGIpep (AD), Asuxaidiog, Kopkivwv kai vooou Hirschsprung (HD)'. To
ouvdpopo Down (DS) €xel uwnAf YEVETIKN TTEPITTAOKOTNTA KA QAIVOTUTTIKN
Siakopavon'. ZTig 16 eBBoNAdES KUNONG, Of TTEPITITWOEIG KUACEWV e 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 eTwve.

To oUvdpopo Patau (PS) gival pia XpwHOOWHIKH avWHOAIa TTOU TTPOKAAEITAI OTTO
TNV Trapoucia evég EeMTAéOV Xpwpoowuatog 13 kal xapakTnpifetal amo
duoTTAagia  TOU  €yKEPAAOU  (OAOTTPOCEYKEPOAIQ), duopop@ia  TTPOCWTTOU,
0QOOAUIKEG avwHaAieg, PeTagOVIKA TTOAUDAKTUAIQ, OTTAaxVIKEG OUOTTAQCIiEG
(kapdloTrdBeia) kal coBapn WuxokIvnTIKA kKaBuaTtépnan?. To auvdpopo Patau (PS)
OUVOEETAI PE PAIVOTUTTIKI) OAOTTPOOEYKEPAAID KOl aVWHAAIEG ouVEVWONG TNG PETNG
YPAUMAG AOyw aTeAoUG GUVEVWONG TOU VWTOXOPJSIKOU HETODEPHATOG OTO EPPPUIKO
oTadI0%. ZTIg 16 £RBOUABEG KUNONG, Ol TTEPITITWOEIG KURoEwWV We oUvdpouo Patau
(PS) eivar 1 oTmig 11.000 yia untépeg nAikiag 20 eTwv, 1 oTig 6.500 yia punTépeg
nAikiag 30 etwv kai 1 aTig 700 yia unTépeg nAIKiag 40 eTwve,

MpodiaypaPég 1XvnOeTWV
13 povadiki akoAoubia, 13q14.2 Mpdoivog
21 povadikr) akoAoubia, 21922.1 MopTokaAi
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To peiypa mpdaoivou IxvnBETn TrepiExel évav IxvnBETn 124kb kai évav 1xvnBétn
416kb Tou TrepiAapBaver Ta yovidia ITM2B, RB1 kai RCBTB2. To peiypa TTopToKaAi
IXVNOETN KAAUTTTEl pia TTEpIoXR) 0To 21922.1 amd T0 yovidio DYRK1A éwg 10 yovidio
DSCRS.

Mapexopeva UAIKA

Ixvn@érng: 50 pl ava @iahidio (5 egetdaeig) 100 pl avd @iaAidio (10 egeTdoEIg).
O1 1xvnBéteg Tapéxovral Trpoavapepiyyévor o€ didAupa uppidicpol (<65%
poppapidio, <20 mg Beikn de€Tpdvn, <10% aAatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai gival €ToIPOI TTPOG XPAON.

Avrixpwon: 150 pl ava @iaAidio (15 egetdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-81apidivo-2-
@aIvUAIvOoAn) o€ Baaiopévo ae YAUKEPOAN p€oo oTePEWONG).

Mpo€15oTroINoEIg Kal TIPOPUAASEIG

1. Tain vitro dlayvwoTikn xprion. Moévo yia epyaoTnpiakn emmayyeAuaTiki xpion.

2. Ta piypata Twv IXVNBETWY TTEPIEXOUV POopUapidio, TO OTToiO gival TEPATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTAPH PE TO Jéppa.
ATTQITEITAI TIPOOEKTIKOG XEIPIONOG. Na QOpATE YAVTIA KAI EPYOOTNPIAKA TTOBIA.

3. AmaiTeital  TTPOOEKTIKOG  XeIpIopog Tou DAPL. Na @opdte ydvrtia kai
gpyaoTnpiakn Todid.

4. Mnv TO XpnolpoTroigital €dv Ta @IaAidia €xouv uTToOTEl ¢nuid 1 €dv n
AKEPQIOTNTA  TOU  TTEPIEXOMEVOU  TWV  QIONISIWY  €XEl  ETTNPEQOTE  PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG QTIOPPIYNG yia Tnv TIEPIOXH O0G O€
ouvduaoud pe TIG ouoTAoelg Tou AgAtiou dedopévwyv ao@AAEiag yia va
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KkaBopioeTE TNV ACPAAr aTTOPPIYPn auTOU TOU TTPOIGVTOG. AUTS IOXUEI ETTIONG
Y10 TO TTEPIEXOMEVO KIT EETACEWY TTOU €XOUV UTTOOTEI {NMIC.

6. H améppiyn SAwv TwV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HMOAUCHEVWV QVAAWOCIMWY UNIKWV TTPETTEI VA YIVETOI CUM@QWVA HE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel goAuouatik@ ammopAnTa. Kdabe
€PYOQOTAPIO €ival UTTEUBUVO yia TOV XEIPIOMO TwV OTEPEWV KAl UYPWV
atmoBAATWY cUPPwWVa Pe Tn GUCN Kal Tov Babud eTTIKIVOUVOTNTAG TOUG, KaBwg
Kal yia Tnv emegepyacia Kal TNV amoppipn Toug () Tnv avdbeon Tng
emegepyaaniag ka1 TNG ATMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

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

8. H pn tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal TwV avTIdpaAcTnpiwv
evdéxeTal va  emnpedoel TNV amoédoon kal va odnynoel Ot WEUdWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

9. O IxvnBéTng dev Ba TTPETTEI VA APAIWVETAI f VO avaplyvUeTal pe GAAoug
IXVNOETEG.

10. H un xprion 10 pl 1xvnBéTn oTo OTAdIO TOU TIPWTOKOAAOU TIpIV QTTO TN
JETOUTTWGON EVOEXETAI VO ETTNPEATE TNV ATTOS0CN Kal va 08nyAoel 0 Peudwg
BeTIKG/apVNTIKG aTroTeAéouaTa.

11. 'OAa TO TTPOIOVTA TTPETTEI VA ETTIKUPWVOVTAI TTPIV OTTO TN XPARON.

12. O1 e0wTEPIKOI EAEYXOI TTPETTEI VA TTPAYHATOTTOIOUVTAI E TN XPACN KUTTAPIKWY
TTANBUCUWYV TTOU BEV EXOUV ETTNPEACTEI O€ OeiypaTa £EETAONG.

Opiopoi Bepuokpaciag
e -20 °C/ Katewuypévo / ZTov kaTaywulkTn: -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  Ogppokpaaia dwpatiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTrel va atrodnkeveTal o Bepuokpaacia atd -25 °C
J/ £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia ARG Tmou
-25°C avaypa@eTal 0TV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
QavTiXpwong TTPETTEI va ATTOBNKEUOVTAI € OKOTEIVO XWPO.

\ |/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 10
=~ @ - SiGAupa uBpIdiopol Wugng/atmdéyugng TTou TTpayuaToTToloUvVTal
‘7 e~ OTO TTAQIOI0 TNG PUCIOAOYIKNAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI aTnNV apaipecn Tou GIaAIBioU aTTG TOV KATAWUKTN KAl TNV €K VEOU
. TOToBETNON Tou O€ auTdv) - 5 KUKAoI yia To @IaAidio 50 pl (5
egeTaoeIg) Tou 1XvnBEéTn FISH, 10 kUKAol yia To @iaAidio 100 pl
(10 egetdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 @wg TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOQEUYETAI
otou eival duvatdv. PUAGOOETE TA CUCTATIKA OTOV TIAPEXOHUEVO TIEPIEKTN HE
TTpooTagia a1md T0 QWG. Ta CUCTATIKA TTOU XPNalJoTToloUvTal Kal atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal TNV ETMIOAKAVON UTTOPET
va Pnv €X0ouvV TNV avauevouevn atrddoon Kal YTTOPET va ETTNPEACOUV ApVNTIKG Ta
amroteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvath TTpooTTabEeIa
woTe n €ékBeon oe PeTABAAAOUEVEG OUVONKEG QWTIONOU Kol Beppokpaaiag va
TEPIOPICETaI OTO EAGXIOTO.

EgomrAiIop66 Kal UAIKA TTou atraiTouvTal aAAd Bev TrapéxovTal

Mpétel va xpnoiyotroigital BaBpovounuévog eEotrAIoudG:

1.  Ocgppn TAdka (ue oTeper TTAGKa Kal didTagn akpiBoug eAéyxou Beppokpaaiag
£€wg kai 80 °C)

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

3. Ydaréloutpo pe didTagn akpiBoug eAéyxou Beppokpaaiag atoug 37 °C kal
atoug 72 °C

4. ZwAAjveg pikpopuyokévipiong (0,5 ml)

5. Mikpookdtio @Bopicpol (avaTpégTe OTnNV  €vOTNTG  «XUOTOON Yia TO
MIKPOOKOTTIO BOpPIoHOU»)

6. MikpookdTrio avtiBeong paoewy

7. KoaBapd AaoTIKE, KEPaMIKA 1 BepuoavOekTIkA yudAiva doxeia Coplin

8. AaBida

9. BaBpovounuévo TeXAPETPO (] TTEXAUETPIKEG TaIViEG uE duvaTdTNTa PETPNONG
Tiywv pH 6,5 — 8,0)

10. Mepiéktng uypaaiag

11. Pakdg PIKPOOoKOoTTiou PBopIoHOU KATadUTIKOG a€ AGdI

12. ®uyoKevTPOG TIAYKOU EPyaaTiag

13. AVTIKEINEVOPOPOI HIKPOTKOTTIOU

14. Kahutitpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotipag 37 °C

17. KbéM\a pe diGAupa eAaoTikoU

18. MikTng mrepidivnong

19. AilaBabuiouévol KUAIVOpOI

20. MayvnTikég avadeutripag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIONOG TTOU BeV TTAPEXETAI
1. KuttapoyeveTikdg 8dAapog ERpavong

AvTiIdpaoTApia TTou atraiTouvTal aAAd dev Trapéxovral
AidAupa ahatoUyou diaAipaTog-kITpikoU varpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTioVIOpEVO VEPS

O 0hwWN =

ZUoTaON YId TO HIKPOOKOTTIO pBopiooU

Xpnoiyotroieite  Adutra udpapyupou 100 watt i 10080vaun kai eTmiTTeEdOUG,
QATTOXPWHATIKOUG QVTIKEIUEVIKOUG (PaKOUG KATAdUTIKOUG Ot AAGdI pe peyéBuvon
60/63x 1 100x vyia BEéATIOTN aTmeikovion. Or  @Bopifouceg ouoieg TTou
XPNOIPOTTOIOUVTAI O€ QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEUYOUV OTA
ak6AouBa pAkn KUPATOG:

Mpdoivo 495 521

| MopTokaAi | 551 | 572 |

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OI1€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
Trapatrdvw. To @iATpo SiEAeuong TpITARg wvng DAPI/FITC/TRITC eivan BéATioTo
yIa TNV TAUTOXPOVN TTPOBOAR TOU TTPACIVOU Kal TOU TTOPTOKAAI pBopopdpou, KaBwg
Kal TNG avtixpwong. To @iAtpo diEAeuong TpITTARG Cwvng DAPI/FITC/Texas Red
JTTOpEl €TTiONG va XpnoiyotroinBei yia Tnv Tautéxpovn TTPoBoAr Kai Twv duo
®Bopopdpwv kal Tou DAPI.

EAéyETe TO PIKPOOKOTTIO PBOPICHOU TIPIV aTTd TN XPAON YIa va dlac@alioeTe OTI
Aeitoupyei  owoTd. XpnolpotroinoTte AAdI  eURATITIONG TTOU  €vOEiKvUTal VIO
JIKpooKkoTTia @BopIopol Kal €xel oxedlaoTei yia XapunAd autéuato @Bopiopod.
Amopuyete TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, SIOTI
KATI TETOI0 Ba KAAUWEI Ta OApaTa. TnPEiTe TIG CUCTACEIG TOU KATAOKEUAOTH 6a0V
agopd tn didpkela (WG TNG AGUTTAG Kal TNV NAIKIa Twv GIATPWV.

MposgToipagia delypdTwv

To KIT £X€1 OXEDIAOTEI yIO XPAON O€ KUTTAPIKG EVAIWPAPATA aTré deiypaTa apviakou
uypoU, povipotroinuéva oe didAupa Carnoy (peBavoAn/ogiké oty 3:1), yia Tnv
amapibunon Twv Xpwpoowudtwy 13 kar 21 ge Kunoelig uywnAou Kivduvou pe
uTroyia yia guvdpopo Down 1 Patau, Ta oTroia £€xouv TTPOETOINACTEI CUUQWVA UE
TIG KaTEUBUVTAPIEG 0dnyieg Tou gpyaoTnpiou A Tou 1dpUpaTog. H ouAhoyr) Tou
OeiypaTog apvIakoU UuypoU TIPETTEl VO TTPOYMATOTIOIEITAI OUUQWVA HE TIG
KaTEUBUVTAPIEG 0BNYiEG TOU EpyaaTnpiou r Tou IdpUpaTog. Ta deiypara Pe aigatnen
EUPAVION 1 KAPE XPWHATOG BEV TTPETTEI VA XPNOIUOTTOIOUVTAI, KOBWG UTTOPEi va
TTEPIEXOUV PNTPIKG aipa Kal eVOEXETAl va 0dnynoouv Ot Weudr aTOTEAéTUATA.
MpogToIpdoTe deiypata TTou €XOUV UTTOOTEI {ApAvan PE aépa O€ QVTIKEINEVOPOPOUG
MIKPOOKOTTIOU CUPQWVA UE TIG TUTTIKEG KUTTAPOYEVETIKEG dladikaaoieg. To eyxelpidio
AGT Cytogenetics Laboratory Manual TepIEXEl OUOTACEIG yIa Tn GUAAoyA,
KOANEpyEla KOl PETOPOPE BeIYUATWY, KOBWG Kal yia TNV TTPOETOIYATIa TWV
QVTIKEIMEVOPOPWY TTAOKWVS.

MpogToipacia SiaAupdTwy

AiaAvuara ai@avoéAng

ApaiwoTte aiBavoin 100% pe atmoviopévo vepd pe BAon Tig akdAouBeg avahoyieg
KOl avapigTe KaAd:

e AIBavoin 70% - 7 pépn aiBavoAng 100% o€ 3 pépog atmoviopévou vepou

e AIBavoin 85% - 8,5 pépn aiBavoing 100% oe 1,5 pépog atmioviouévou vepou
AmobnkeuoTe Ta dlaAvpata yia £wg kol 6 prveg oe Beppokpacia dwuaTiou o€
QAEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaioTe 1 pépog diaAUpaTtog 20xSSC pe 9 pépn aTTiovIoPEVOU vEPOU Kal avapi§Te
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrepiTTwon. Amobnkeuote To diIdAupa yia éwg kal 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEY TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAipaTtog 20xSSC pe 49 pépn atmoviouévou vepoU Kal AVOUigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
Katé@ TrepiTTwon. AtobnkeloTe TO diIdAupa yia €wg Kal 4 eBdopddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaioTe 1 pépog dilaAupaTog 20xSSC pe 9 pépn atmoviopévou vepou. MNpoobéoaTe
5 pl Tween-20 avd 10 ml kar avapi€te kaAd. EAéyEte Tnv TipA pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd tepimTwaon. AroBnkedoTe To diGAupa
yia €éwg Kal 4 €BOouadeg o BEpUOKPATia dWHATIOU OE OEPOTTEYN TTEPIEKTN.

SUVIOTWUEVI TIPOETTEEEPYATIA AVTIKEIUEVOQPOPOU °.

1.  EpBoTTioTe TNV QVTIKEIMEVOPOPO TTOU €XEI TTPOETOINACTEI A0  KUTTAPO
govipotroinuéva oe peBavoAn/ogiké ofu 3:1, Ta omoia TTpoépyoviav amod
deiypata apviakou uypou, og 2xSSC yia 1 wpa oToug 37°C.

2. TomoBeTACTE TNV QVTIKEINEVOPOPO OF QPECKO TTPOETOINACHEVO didAupa
epyaoiag Tewivng (5 mg mewivng éxouv TpoaTeBei oe 100 ml 0,01M HCI) yia
13 Aemrté oToug 37°C.

3. EpBarrioTte TNV avrikeipevopépo og pubuIoTIKG didAupa pwogopikwv (PBS)
o¢ Beppokpaaia dwpatiou (RT) yia 5 AeTrTd.

4. EpBamTioTe TNV OVTIKEIPEVOPOPO OTO didAupa peta-povipotroinong (0,95%
@oppaAdelidng: 1,0 ml 37% @opuardelidng, 0,18 g MgClz kai 39,0 mI PBS) yia
5 AemrTd o€ Beppokpaaia dwpartiou (RT).

5. EpBarrioTte TNV avTikeipevopoépo og pubuIoTIKG didAupa pwogopikwv (PBS)
o¢ Beppokpaaia dwpaTiou (RT) yia 5 AeTrTd.
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7.

8.

EpBarrioTe Tnv avTikeiyevopdpo og 70% aibavoAng oe Beppokpaacia dwuatiou
(RT). ApnoTe TNV aVvTIKEINEVOPOPO aTO diIdAUpa TTAUGNG aIBaVOANG yia 2 AETTTA.
AQaIpEDTE TNV AVTIKEINEVOPOPO aTTd TO didAupa aiBavoAng 70%. ETravaAdBere
10 Bria 6 pe ailBavoAn 80% kai oTn cuvéxeia pe aiBavoin 100%.

AQNAOCTE TNV AVTIKEINEVOPOPO VA OTEYVWOEI OTOV QEPQ.

MpwTtékoAAo FISH
(Znueiwon: BeBaiwBeite 0TI n €kBeON TOU IXVNOETN KAl TNG AVTIXPWONG OTA QUTA
TOU EpyaaCTnpiou €ival TTAVTa TTEPIOPICHEVN).

lpocroiyacia avrikeiuevopopou (mapaAsiyre auré 1o Prua edv n
AVTIKEINEVOPOPOS UTOPBANONke 0o mpoemedepyaocia oUuQwva pe TO
mapamdvw mMPwWroKoAAo)

1.

3.

4.

TomoBetAoTE pIa KNAIda amd TO KUTTOPIKG Oeiyya o€ pia  yudAivn
QAVTIKEIUEVOPOPO PIKPOOKOTTiOU. AQAOTE TN va aTeyvwael. (MpoaipeTikd, av
XPNOIYOTTOIEITAI KUTTAPOYEVETIKOG BAAapog §Rpavong: O BAAapog TTPETTEI
va Aeitoupyei o€ Beppokpaaia epitrou 25 °C kal uypacia 50% yia Tn BEATIOTN
Muwn kuttapikoU deiypatog. Edv dev umrdpyel d1aBECIUOG KUTTOPOYEVETIKOG
BdAapog Enpavong, XpPNOIMOTIOINGTE £vav aTTaywyod WG EVOAAAKTIKH).

BuBioTe TNV avTikeipevo@opo ae didAupa 2xSSC yia 2 AeTrTd o€ Bepuokpacia
dwpariou Xwpig avakivnon.

A@udaTwoTe ot JIOPOPETIKA TTO0OOTA aIBavoAng (70%, 85% kai 100%),
d1ad0oxIkd, To kaBéva yia 2 AeTTTa o€ Beppokpaagia dwuaTiou.

AQAOCTE TN va OTEYVWOEL.

Mpiv amé tn peroudiwon

5.  Ag@aipéoTe Tov IXVNBETN a1 TOV KATAWUKTN KOl APrOTE TOV va Beppaveei o
Beppokpaaia dwpatiou. EKTEAEOTE GUVTOUN QUYOKEVTPION TIPIV ATTO TN XPrON.

6. BeBaiwbeite 6T TO SiGAupa IXvNBETN £xEl avapixBei ogoidpoppa Pe TN XpAon
TTTETAG.

7.  AgaipéoTte 10 pl IxvnBETN yia KEBE €EETATN KAl HETAPEPETE T OE £vav CWARvVaA
HIKpOQUYOKEVTPIONG. ToTToBeTAOTE ypriyopa Tov UTTOAOITTO 1XvNBETN OTOV
KOTaWUKTN.

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

9. TomoBetAoTe 10 pl piypaTtog IXxvnBETN GTO KUTTAPIKO PiYHO KOI EQOPUOOTE pIa
KOAUTITPIda TTPOOEKTIKA. Z@payioTe ue KOAQ pe didAupa eEAACTIKOU Kal a@roTe
TN VO OTEYVWOEI EVTEAWG.

Merouoiwon

10. MetouoiwoTe TO Beiypa Kal TOv IXvnBETN TaUTOXpOva Beppaivovtag Tnv
QAVTIKEIUEVOPOPO o€ pia Beppn TTAdka oToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1diouég

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

Beppokpacia 37 °C (+/- 1 °C) yia pia oAdkAnpn vuxTa.

TMAUoeIg perd Tov uBpIdioud

12.

13.
14.

15.

16.

17.

18.

Agaipéote T0 DAPI ammd TOoV KOTOWUKTN KAl 0QACTE TO va BeppavOei o€
Beppokpacia dwuariou.

AgaipéoTe TNV KAAUTITPIOA Kal OAa Ta UTTOAEiMpaTa KOAAOG TTPOTEKTIKA.
BuBioTe Tnv avTikeiyevoeopo oe didAupa 0,4xSSC (pH 7,0) og Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTTT@ XWpIg avakivnon.

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

ATrooTpayyioTe TNV avTikeipevoopo kal TormroBetroTe 10 pul DAPI antifade o€
KGOe deiypa.

KaAuwrte Tn pe pia KOAUTITPIda, apaipéoTe TuXOV QUOOAIDESG Kal TrepipéveTe 10
AETITG péXPI va avaTrTuxBei To XpWUa 0TO OKOTADI.

MapatnproTe o€ HIKPOOKOTTIO POOPICHOU (avaTPEETE OTNV £vOTNTA ZUOTAON
YIO TO HIKPOOKOTTIO @BopIoHOU).

ZuoTdoeig yia Tn diadikacia

1.

2.

H Bépuavon i wpidavon Twv OVTIKEIJEVOPOPWY HTTOPEI VO UEIWOEI TOV
@O0PIoUO TWV ONUATWY.

O1 ouvBnkeg uBPIBICUOU PTTOPET va ETTNPEACTOUV BUOHEVWG aATTé TN XPron
avTidpacTnpiwy TEPAV EKEIVWV TTOU TTOPEXOVTAl 1} CUGTAvVOVTAlI OTTO TN
Cytocell Ltd.

Xpnoiyotroiote  éva Babuovounuévo  BepuduETPO  yia TN pETpnon
BeppoKpacIwV dIGAUPATWY, UDATOAOUTPWY Kal ETTWACTAPWY, KABWG Ol eV
Aoyw Beppokpaaieg gival kpiolung onuaagiag yia tn BEATIOTN amédoon Tou
TTPOIGVTOG.

O1 ouykevTpwaotelg, ol TIEG pH Kkail o1 Beppokpaaicg TTAUONG €ival ONUAVTIKEG,
KOBWG oI GUVBAKEG XOUNANG aUCTNPOTNTAG UTTOPET Va £XOUV WG OTTOTEAET U
un €dIk déopeuon Tou IxvnOETN Kal oI Ouverkeg uTEPPBOAIKG UWNnAAG
auoTnNPOTNTAG PTTOPEI Va £XOUV WG OTTOTEAETUA TNV ATTWAEIO OAPATOG.

H ateAg peTouaiwon PTTOPET va £XEI WG ATTOTEAETUA TNV ATTWAEIN TAPATOG Kal
n UTTEPBOAIKF) PHETOUTTWAN UTTOPET ETTIONG VA £XEI WG OTTOTEAETHA TN [N €10IKA
déopeuan.

O umrepBoAikdg uBpIBICPOG uTTopeil va odnynoel ot TPOCBeTa 1 un
QAVaPEVOUEVA OHUaTa.

O1 xpNoTeg Ba TTPETTEI va BEATIOTOTTOIOUV TO TIPWTOKOAAO YIa Ta SEiypaTd Toug
TIpIV aTTd TN XPARON TNG €££TAONG Yia dlayvwaTIkoUg oKoTroUg.

Tux6v UTTOBEATIOTEG OUVONKEG UTTOPEI VA €XOUV WG ATTOTEAEOUA N €10IKA
SéoEuan, N OTTOI0 UTTOPET VO TTAPEPUNVEUTEI WG GAUA IXVNOETN.

Epunveia Twv amoteAeopdTwv
EKTinon moIoTnTag avriKEINEVOPOpwWY TAAKWY
H avTikelpevopopog dev Ba TTpETTEl va avaAUeTal eGv:

Ta onupata eival TOAU aoBev yia va Trpaydartotroin®ei avaAuon o€
pegovwpéva @iATpa. Ma va TTpoxwpnaoeTe pe TNV avdaiuon, Ta onuata Ba
TIPETTEI VA €ival QWTEIVA, BIOKPITA Kal EUKoAa agloAoynaipa

Ymdapxel peydhog aplBuog  ouoTadoTtrolinuéVwV/AAANACETTIKOAUTITOUEVWV
KUTTEPWV TTou ePTTOdiCouUV TNV avaAuon

>50% TwV KUTTApwv dev £xouv UBPISoTToINOEI

Ymdpxel mepiooeia @OOPICOVTWY CWHATIBIWY METALU Twv KUTTAPpWV R/Kal
@Bopifouca axAry Tou TrpokaAei TrapepBoAég oTa onuata. Idavikd, TO
UTTORAOPO TWV QVTIKEINEVOPOPWY Ba TTPETTEI VA QAIVETAI OKOTEIVO 1} HOUPO Kal
Kabapd

Ta épia Tou KUTTAPIKOU TTUprva dev gival SIaKPITa Kal dev gival ABIKTA

KaresuBuvrrpieg odnyieg yia tnv avaAuon

Kda0¢e deiypa Ba TpéTrel va avaAUeTal Kal va epunvedeTal atmd dUo avaAuTég.
Tuxév aoupewvieg Ba TPETTel va emmAUOVTAl PEOW €KTIMNONG aTmd TPiTO
avoAuTh

Kd&Be avaAutrig Ba TrpéTrel va gival KatdAAnAa e§eIdikeUPEVOg oUPPWVA PE TA
avayvwpiopéva eBvIka TTpoTUTIa

Ka0e avaAutig Tpétrel va BaBuoloyei avetaptnta £TMapKA apiBud TupAvwy
yia KGOe deiyua, waTe N ouvduaaTIKh BabuoAoyia Twv avaAUTWY va TTANPOI Ta
eAayIoTa KPITAPIO, OTTWG KaBopidovtal atd TG KAaTeuBuvTrpIEG 0dnyieg Tou
1dpUPaTog | amd TIG TOTTIKEG 1 €BVIKEG KaTEUBUVTAPIEG 0dnyieg. O TTPWTOG
avaAuTAG TTPETTEl va EekIvd TNV avGAuon amré Tnv opIoTEPH TTAEUPa Tng
QAVTIKEINEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTo TN O TTAEUPA.

Kd&Be avaAuTig Ba TTPETTEI va TEKUNPIWVEI TO ATTOTEAEOUATA TOU OE XWPIOTA
£VTUTTO

AvaoAUeTe  pOvo  ABIKTOUG  TTUPAVEG  Kal  OXl  ETTIKAAUTITOPEVOUG 1
OUOCWPEUPEVOUG  TTUPAVEG 1 TTIUPAVEG  TToU  KOAUTITOVTAl — OTTO
KUTTOPOTTAQOUATIKG UTTOAEIMPATA 1) UWnAS eTTiTrE®O auTopBopIcuoU
ATTOQEUYETE TTEPIOXEG UE TTEPITTEIN KUTTAPOTTAQOUATIKWY UTTOAEIPATWY 1) pn
€101kS UBPIBIoUO

H évraon Twv onudTtwy utropei va ToikiAAel, akdua Kal oTnv TEPITITWan evog
HOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pova QiATpa fi/kal va
puBuiCeTe TO €OTIAKS ETTITTEDO

2€ UTTOREATIOTEG OUVONKEG, Ta OAPATA PTTOPET va ¢aivovTtal didyuTa. Edv duo
ofuara Tou idlou XPWHATOG BpiokovTal o€ eTTagr PHETAgU Toug, i n améoTacn
UETAEU TOUug dev gival peyaAlTepn atmd dUO TTAGTN OAMPATOG, 1) cuVOEovVTal PE
£va axvo VAua, HETPRAOTE TA WG EVa ORA

Katd tnv avdAuon dixpwpwy 1xvnBeTwyv didoTraong, av UTTAPXEl dIGOTNPA
METAEU TOU KOKKIVOU KAl TOU TTPACIVOU GANATOG TTou 8ev uTrepPaivel Ta TTAATN
2 onudtwv, TIPOOUETPAOOTE WG OAPA  ToU Oev  QVTIOTOIXEI O€
avadidragn/ouvtnén

Katd tnv avéAucn ixvnBetwv d1doTracng TPIWV XPWHATWY, €AV UTTAPXEI
diGoTnpa peETagU Tou 3 onudTwy (KOKKIVOU, TTPACIVOU, WTTAE) TTou Bev
UTTEPRAIiVEI TO TTAGTN 2 ONPATWY, TIPOCUETPRAOATE WG GAA TTOU EV AVTIOTOIXEN
oe avadiaragn/ouvtnén

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

Mnv TTpoouETPATE - OI
TTUpAVEG gival uTTEPBOAIKA
KOVTA 0 évag aTov dAhov yia

TOV KaBoPIoUS opiwv

Mn TrpooueTpdTe
AAANAOKOQAUTITOPEVOUG
TTUprVveG - &ev gival opaTnh
oAOKANPN N €KTOON KaIl TWV
800 TTuprAvwy

MpoapeTpnoate wg duo
TTOPTOKAAI KaI dUO TTpAcIva
onuara - éva a1ro 1a duo
Tpdoiva oAuaTta gival didxuto

MpooueTprioate wg dUo
TTOPTOKAAI Kai U0 TTpAciva
ofuara - To dIGCTNUA OTO éva
TTPAcIvo onua gival JIKPOTEPO
atré Ta TAGTN U0 CoNUATWY
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AvapuevouEVo @UAIOAOYIKO TTPOTUTIO ONUATWY

e €éva @UOIOAOYIKO KUTTApO, avauévovial dUo Tpdoiva Kal OU0 TTOPTOKOAI
(2Npao2MoprT).

Avapevopuevo(-a) un @uaioloyiké(-a) TTpdTuUTIo(-a) ONPATWV

e éva KUTTOPO e TpiIowpia 13, avapévovtal Tpia TTpdoiva Kal U0 TTOPTOKAAI
onuata (3Mpaoc2MoprT).

e éva KUTTOPO e TpiIowpia 21, avapévovtal dUo TIpdaiva Kal TPia TTOPTOKOAT
ofuarta (2Mpdo3rlopr).

MtropoUv va TmpokUWouv Kal GAAa TTPOTUTIO ONPATWY O€  aveuTrAOEIdR/Un
I00ppoTTNEéva deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig / MapepBarAoueveg ouoieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAeTIDPATEIG / TTapeUBAANOUEVEG OUTTEG.

FN'vwoTh S100TaUPOUMEVN AVTIOPACTIKOTNTA
Agv uTtdpyel yvwoTh dlaoTaupoUdevn avTidpaaTKOTNTA.

Avag@opd ocoBapwVv CUMBAVTWYV

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaikf ‘Evwon kol og Xwpeg He
TTOVOUOIOTUTTO  pUBUIOTIKG  KaBeoTwg (Kavoviouég (EE) 2017/746 yia Ta
1aTPOTEXVOAOYIKG TTPOIGVTA TTOU XPNaIMoTTolouvTal yia diIdyvwaon In vitro). Edv katd
N XPAon autoU TOUu TTPOIOVTOG I WG ATTOTEAECHA TNG XPNONG TOU TTPOKANOEi
ooBapd cupPAav, aVAPEPETE TO OTOV KATAGKEUAOTH Kal OTIG EBVIKEG apuOdIEG APXEG.
MNa coBapd oupPBavta oe AAEG XWPES, AVaPEPETE TA CUPBAVTA OTOV KATAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZToIXEia ETMIKOIVWViag KOTOOKEUOOTH yia Bépata £TTaypUTIVNONG:
vigilance@ogt.com

MNa Tig €Bvikég apuddieg apxég otnv EE, pmopeite va Bpeite Tov katdhoyo pe Ta
aToIxEia ETMKOIVWVIAG yia BépaTa eTTaypUTIVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts _en

E131Kkd XapaKTNPIoTIKA a1rédoong

AvaAurikn e1dIkérnra

H avaAuTik €18IKOTNTA OPIZETAI WG TO TTOCOGTO TWV GNUATWY TTOU URPISOTTOI0UVTAI
yévo otn owoTt Béon kal ot Kkapia GAAn Béon. AvaAuBnkav TEOOEPIG
XPWHOOWWIKEG BEaelg o€ kABe éva atd Ta 20 peTaPACIKG KUTTAPA OTTO TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. Xaptoypa@rnonke n totrobeaia kEOe
uBpidoTroinuévou IXvnBETN Kal KaTaypdenke o aplBudg Twv onudtwv FISH
METAQATIKWY XPWHOOWUATWY TToU UBPIdOTTOINBNKAYV 0T CWOoTH BEon.

H avaAuTikr) €18IkATNTa KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onuatwy FISH peTa@aoikwy XpwpoowudTwy TTou uBpIdoTToInenkav oTn owoTh
B0éon dlaIpepévog Pe TOV OUVOAIKG apiBud uBpidotroinuévwy onudtwy FISH
METAQATIKWY XpwHOoWUATWY. To atmrotéAeopa autd TTOAAATTAGCIGOTNKE pE To 100
Kal EKPPACTNKE WG TTOCOOTO pE BIAOTNUA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAuTikn €181k6TNTa Tou Prenatal 13 and 21 Enumeration Probe Kit

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

AvaAurikn evaioénoia

H avoAutikiy euaioBnoia eivalr 1o TT0000TO TWV OEIOAOYNCINWY HECOPATIKWV
KUTTAPWYV UE TO AVOPEVOUEVO TTIPOTUTTO QUOIOAOYIKWY ONUATWY. AvoAUBnkav kar’
eAdyioTov 50 peco@aoikd KUTTapa yia kaBe éva amd Ta 25 poviyotroinuéva
KUTTApIKG evaiwprpata amd  deiyyata apviakoU uypoU armmd  KAPUOTUTTIKG
@UOI0AOYIKOUG GVTPEG I YUVAIKEG TTOU ETTIRERAIWONKE OTI €AV UOIOAOYIKG GUVOAO
Xpwpoowpdtwy 13 kai 21 pe 1N PEBodo FISH 1 kapudtutrou. Zuvetrwg,

BaBuohoynbnkav kat eAaxiotov 1.250 Truprveg yia kaBe €idog deiypartog. Ta
dedopéva yia TNV euaiobnoia avaAubnkav BAcel Tou TTOGOOTOU KUTTAPWY TTOU
£0€1EaV  PUOIOAOYIKO QAVOUEVOUEVO TIPOTUTIO ONUATWY KOl EKPPAOTNKAV 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%)

Xapakrnpiouog Twv QUGIOAOYIKWY TIHWV ATTOKOTTNS

H @uoioloyikry aTrokoTrr) opieTal wg TO TTOCOCTO KUTTAPWY TIoU gp@avifouv
Weudwg BeTIKG TTPOTUTTO ONPATWY BAoEl Tou oTToiou éva GTopo Ba BewpouTav
pualohoyiké og avtiBean pe TNV KAIVIKR didyvworn. AvaAibnkav kar’ eAdxiotov 50
UECOQAOIKA KUTTApa yia KABe €éva amd Ta 25 povigotroinuéva KuTTapika
evaiwpnuara améd deiyyata apviakoUu uypoU aTmd KOPUOTUTTIKG (QUOIOAOYIKOUG
avipeg N yuvaikeg Tou  emPBefaiwdnke 6Tl €ixav  QUCIOAOYIKO  GUVOAO
XpwHoowpaTwy 13 kar 21 pe TN péBodo FISH 1 kapudTuTTOou. ZUVETTWG,
BaBuoioynBnkav kat eAdxioTov 1.250 TTUprveg yia kGOe €idog deiypaTog.

H Tipr) atmokoTrAg TpoadiopioTnKe XpNoIhoTTolvTag Tn B avaoTtpogn (BETAINV)
ouvdptnon oto MS Excel. YTTOAOYIGTNKE WG TO TTOGOOTO PHECOPATIKWV KUTTAPWYV
TToU £d€I§av Weudwg BETIKO TTPATUTTIO ONUATWY XPNOIUOTTOIVTAG TO AVWTEPO OPI0
€VOG POVOTTAEUPOU BIaCTANATOG EUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMRAG
@ualoloyikoU deiypatog aoBevn.

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

Apviako uypo 8,97%

Ta epyacTpIa MEETTE VA ETTIRERAIVOUV TIG TIHEG ATTOKOTIAG XPNOIUOTTOIVTAG Ta
SIkd Toug dedopéva Kal CUPPWVA PE TIG KATEUBUVTAPIEG 0BNYieg BEATIOTNG
TIPAKTIKAG TOU I3pUHATOG A TIG TOTTIKEG ) ETTAYYEAUATIKEG KATEUBUVTAPIEG 0dnYieg
BEATIOTNG TTPOKTIKAG TTOU EVOEXETAI VA 1I0XUOUV GTOV OXETIKO SIQYVWOTIKO

Topéa &7,

AkpiBeia

H akpiBeia autod Tou TTPOIdVTOG €xel PETPNOE OE Ox€on PE TNV OKPIBEIa EVTOG
nuépag (amo deiypa o€ deiypa), TNV akpiBela HETAEU NUEPWV (aTTO NUEPA OE NUEPQ)
Kal TNV akpiBeia peTagy TapTidwy o€ éva KEVTPO (aTTé TTapTida o€ TapTida).

Tpia (3) deiypata xpnaoiygotroienkav yia Tnv aloAdynon Tng akpifeiag autod Tou
TIPOIOVTOG: €va QUOIOAOYIKO Oeiypa apviakod uypou, €va XOunAAg BeTikOTNTAG
Seiypa apviakou uypou pe Tpiowyia 13 (3Mpao2lMopT) kal éva xaunAng BeTIKOTNTAG
Seiyya apviakou uypoU pe Tpicwpia 21 (2Mpao3Mopt). Ta XaunAig BeTikdTNTAG
deiyyarta apviakoU uypoU dnuioupyRdnkav TeXvnNTd PE T XPAON HEPOUG Tou
@ualoloyikoU deiypatog apviakoU uypou Kal PE TNV TTPOoOAKn o€ auTtd yvwaoTou
BeTiIKOU deiypaTog apviakoU uypoU, Je OKOTIO Tn Snuioupyia XaunAng BeTIkTNTOG
OeiypaTog 010 £UPOG ATTOKOTIAG 2-4X.

MNa Tov Tpoadiopioud TNG HETAEU NUEPWV Kal EvTOG NUEPAG akpiBelag, Ta deiypata
aglohoyriBnkav otn didpkeia 10 pn SIGSOXIKWY NUEPWV Kal yid TOV TTPOCdIopIouO
NG MeTagU TapTidwyv akpifelag, Tpeig (3) TapPTIdEG TOU TTPOIGVTOG agloAoynonkav
o 1peig (3) eTTavaAAYelg Twv iBIwV delyUETwY. Ta atToTEAETPATA TTAPOUCIACTNKAV
WG OUVOAIKA GUPQWVIa PE TNV TIPOBAETTOPEVN APVNTIKH KATNYOpPia (yIa Ta apvnTIK&
Seiyyarta).

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

Apviako uypd, apvnTikd 100%
Apviakoé uypod, XaunAig
AkpiBeia eviog BeTIKOTNTAG, TPICWHIa 13 100%
nNUEPOG Kal (3Mpdo2Mopr)
HETAZU NUEPWV AuvIaks uypd, XaunAig
BeTIKOTNTAG, TPICWHIa 21 96,7%
(2Mpd&o3lopT)
Apviako uypd, apvnTikd 88,9%
Apviako uypo, XaunAng
BeTIKOTNTAG, TPICWHIa 13 100%
(3Mpdao2lopt)
Apviako uypo, XaunAng
BeTIKOTNTOG, TPIoWIa 21 100%
(2Mpd&o3lopt)

MeTagu TapTidwyv
Kal HETAgU NUEPWV

KAvikiy amrédoon

MNa va dlac@alioTei 0TI TO TTPOIGV avIXVeUEl TIG TTPORBAETTOEVEG avadIaTagelg, n
KAIVIKA a1Téd00N TTPOCBIOPIOTNKE PE TPEIG HEAETEG AQVTITIPOCOWTTEUTIKWY OEIYHATWY
Tou TIpoPAeTOpevou  TTANBuopoU  Tou  TIPOIGVTOG:  YTTOAEITTOPEVO  UAIKO
povigoTtroinpévo o€ peBavoAn/ogiké ogu 3:1 amé TpoyevvnTIKE SeiypaTta apviakou
uypoU. To péyeBog deiypatog yia Tn peAéTn ATav 172 deiypata, pe TAnBuoud 15
BeTIKWY JeIyUATWY yia TpiIcwuia 13 kal 157 apvnTIKWy delyudTwy yia Tpiocwyia 13,
pe ouvoAik@ 109 BeTika deiypata yia Tpiowpia 21 kar 63 apvnTika deiyyata yia
TpiIowpia 21. Ta amoTteAdéopaTa OuyKpiONKav peE TN yvwoTh Katdotaon Tou
deiypatog. O 1xvnBETNG avayvwpioe CWATA TNV KATAOTAoN TwV delyUaTwy o€ OAEG
TIG TTEPITITWOEIG.
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Ta amoTeAéopaTa Twv SOKIKMWY aUTWY avaAUBnKav TTPOKEINEVOU va UTTOAOYIOTEI N
KAIVIKA euaigBnaia, n KAIVIKR €18IKOTNTA KAl TO TTO000TO Weudwg BeTikwv (FPR)
TIHWV YIO Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG PI TTPOCEyyion Wiag SIGoTaong.

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

KAIvIKA euaioBnaia (TrooooTd aAnBwg BeTikwy, TPR) 100,0%
KAIvikR €181k6TNTa (TTo000T6 aAnBwg apvntikwy, TNR) 100,0%
MocooTéd weudwg BeTikwyv (FPR) = 1 — EidikdTNTO 0,00%

NepiAnyn aoc@daAeiag kai KAIVIKAG arédoong (SSP)

H trepiAnwn SSP Ba eival 81aB€aiun oTo KoIvo péow TNG EUPWTTATKAG BATNG
Sedopévwy yia 10TPIKEG ouakeuég (Eudamed) dtrou ouvdéetal pe To Baciké UDI-
DI.

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

Baoiké UDI-DI: 50558449LPA003GL

Edv n Baon dedopévwv Eudamed dev gival TTARpwg AeIToupyikn, n repiAnyn SSP
Ba diaTiBeTal OTO KOIVO KATOTTIV AITAUATOG péow email atn dielBuvon

SSP@ogt.com.

Mp6o0BeTeg TTANPOPOPIES

MNa mpdaBeTeg TTANpPoYopieg, eMKOIVWVACTE pe To TuApa TexvikAg YTToaTApIEng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com

BiBAloypa@ikég avagopég

1. Asim A, Kumar A et al. Down syndrome an insight of the Disease. Journal of
Biomedical Science, 2015;22(41):1-9

2. https://www.orpha.net/

3 Gardner, R. and Amor, D. Gardner and Sutherland's Chromosome
Abnormalities and Genetic Counseling. 5th ed: OUP USA, 2018

4. Noriega MA, Siddik AB. s.I. Trisomy 13 : StatPearls[Internet], Treasure
Island[FL], updated 2021.

5. Arsham, MS., Barch, MJ. and Lawce HJ. (eds.) (2017) The AGT Cytogenetics
Laboratory Manual. New Jersey: John Wiley & Sons Inc.

6. Mascarello JT, Hirsch B, Kearney HM, et al. Section E9 of the American
College of Medical Genetics technical standards and guidelines:
fluorescence in situ hybridization. Genet Med. 2011;13(7):667-675.

7. Wiktor AE, Dyke DLV, Stupca PJ, Ketterling RP, Thorland EC, Shearer BM,
Fink SR, Stockero KJ, Majorowicz JR, Dewald GW. Preclinical validation of
fluorescence in situ hybridization assays for clinical practice. Genetics in
Medicine. 2006;8(1):16—-23.

FAwoodpio cupBoAwv
EN ISO 15223-1:2021 - «larpoTexvoAoyikd TTpoiovTa -
ZUpBoAa TTou XPNoIUOTToIoUVTal HE TIG TTANPOPOPIES TTOU
TTaPEXOVTAI OTTO TOV KATAOKEUAOTH - Mépog 1: Mevikég
ATTAITACEIG»
(© Aibviig Opyaviouédg TutroTroinang)

ZopBoAo TiTAog Ap1Bpoi avagopdg
M el: KaraokeuaoTrg 5.1.1
el: E¢ouciodoTnuévog
QAVTITTPOCWTTOG 0TV
m EupwTraikn 5.1.2
Koivétnra/Eupwtraikn
‘Evwon
g el: Huepounvia Aing 5.1.4
el: ApiBudg TapTidag 5.1.5
el: ApiBuog 5.1.6
KaTaAdyou

el: Na diatnpeitai
Hakpid atd 1o NAIoKS 5.3.2
Pwg

N

2
71

el: Opio 537
Beppokpaaciag "

el: ZupBouAeuTeiTe TIg

> A 54.3
odnyieg xprong

el: ZupBouAeuTeite TIg
NAEKTPOVIKEG 0BNYieg 543

ogt.com/IFU xpnong

= |~ |

el: Mpoooxn 5.4.4

el: larpotexvoAoyikd
TTPOIGV TTOU
XpnolpoTrolgiTal yia
diayvwon In vitro
el: Mepiéxel eTTapkn
TTO0OTNTA YIa <n> 555
egeTdoEIg
el: AtTrokA€IoTIKR
TauToTToingN
1aTpoTEXVOAOYIKOU
TTPOIGVTOG

5.7.10

g <l §|>

Z0pBoAa EDMA yia avTidpacTipia kai otoixeia IVD,
avaBewpnon OkTwRpiog 2009

ZUuBoAo TitAog ApiBpoi avagpopdg
CONT el: I'Isplsxléusvo n AA
TTEPIEXEI)
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H ovopaaia CytoCell gival ofjpa katateBév Tng Cytocell Limited.
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loTéToTTOG: Www.ogt.com
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TnA.: +49 40 527260
loTéTOTTOq: WWW.Sysmex-europe.com
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V002 2025-08-29: Agaipeon Tou orjpatog UKCA.
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