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Mpoopigouevn xprion

To CytoCell® Prenatal 13 and 21 Enumeration Probe Kit givai pia Tolotikr, pn
autopaToTroinuévn  e¢étaon  @Bopifovrog in  situ  uBpidioyol (FISH) TTou
XPNOIPOTIOIEITaI YIa TNV aviXveuan Tng TepioXng 13q14.2 Tou XpwWHOCWHATOG Kal
NG TEPIOXNGS 21922.1 TOU XPWHOCWUATOG € poviyoTToinuéva o didAupa Carnoy
(pEBavOAn/ogik6 ogU 3:1) KUTTAPIKG EVAIWPKATA TTOU TTPOEPYOVTAV aTrd deiypaTa
apviakoU uypou oTo TTAQiCIO TNG aTTapiBuNong Twv XpwHoowHAaTwY 13 kal 21 o€
KUAOE€IG uwnAou kivduvou pe uttoyia yia guvdpopo Down 1y Patau.

Ev&eigeig xpiong

To mpoidv autd eival OXEDIAOPEVO WG CUUTTANPWHATIKG O GAAEG KAIVIKEG Kal
EPYOOTNPIAKEG EEETACEIG OE avayvVwPIoPEVA POVOTTATIa SIdyvwong Kal KAIVIKAG
@povTidag, OTWG €ival 0 UTTEPNXOYPAPIKOG TTPOCUUTITWHATIKOG EAEYXOG Kal Ol
Bloxnuikég €CeT@aelg, 6TTOU N yvwon Tng UTrapgng Tou apiBpol avtiypdeou Tng
meploxng 13914.2 TOoU XPWHPOOWMATOG Kal TG TreploxnNs 21922.1 Tou
XPWHOCWHATOG Ba ATAV GNUAVTIKH YIa TNV KAIVIKA QVTIUETWTTION.

MNepropiopoi

To Tpoidv autd €xel OXeDIAOTEl yIa va avixVeUEl XPWHOOWHIKO UAIKG TTou
TepiAapBavel TNV Tepioxn 13q14.2 Tou XpwpoowuaTtog kal TNV Teploxn 21g22.1
TOU XPWHOOWNATOG, Ol OTTOiEG KAAUTITOVTAI OTTG TOV TTPACIVO Kal TOV TTOPTOKOAI
KAWVO avTioToIXa O€ autd To OET IXVNOETWV. O YyoVISIWNOTIKEG evIOXUOEIG N
ATTWAEIEG EKTOG TWV TTEPIOXWV QUTWV 1 OI PEPIKEG OTTWAEILV OTIG TTEPIOKEG AUTEG
UTTOPEi va PNV gival avixveUOIPEG HE AUTO TO TTPOIOV.

To 1poidv autd dev TTPOOPICETAl YIa: XProN WG HEHOVWHEVN dIayVWOTIKN e¢éTaan,
OUVOJEUTIKI SIOYVWOTIKY €EETOON, TTPOCUUTITWHATIKG éAeyxo Bdoel TTAnBuouoU,
egéTaon Kovtd atov acBevr) i autoegéTaon, Kal Oev Exel ETTIKUPWOET yia TUTTOUG
SelypdTwy, TUTTOUG AOBEVEIWY 1 yIa OKOTTOUG TTEPAV AUTWY TToU KabopifovTal aTnv
TTpoopIéuevn XpAon.

To 1poidv autd TTPoopPIfeETal YIa XPAoN wG CUUTTARPWHA O€ GAAEG dIaYVWOTIKEG
£PYOOTNPIOKEG EEETAOEIG KOl eV Ba TIPETTEI VAl EEKIVAEI KA BEPATTEUTIKN EVEPYEIT
poévo Baoel Tou atroteAéopaTtog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYHATOTTOI0UVTAl ATTO KATAAANAQ €EEIBIKEUPEVO TTPOCWTTIKG, CUPPWVA UE TO
ETTOYYEAPOTIKG TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utoéywn dAAa
OXETIKG aTTOTEAéOPATA EEETATEWY, KAIVIKEG KOI DIAYVWOTIKEG TTANPOPOPIES.

To Tpoiév auTd TTPOOPICETAI HOVO YIa EPYATTNPIOKN ETTAYYEAUATIKA XPAoN.

H pn mpnon tou TTPWwTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATTGd00N Kal va
odnynoel o€ Yeudwg BeTIKA/apvnTIKE aTTOTEAETATA.

ApxEg Tng e§éTaong

O @Bopiwv in situ uBpIdIousS (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOCWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoipotroiei ixvnoéteg DNA
Tou  uBpIdoTToloUvTal O OAOKANPA XPWHOOWHATA 1 WEPOVWHEVEG HOVADIKESG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKI

avéAuon pe G-fwvwon. AuTA n TeXVIKN WTTOPEi TTAEOV va €£QAPUOOTEl WG €va
ONMUAVTIKO €PEUVNTIKO €PYaAEi0 OTA TTAQICIO TTPOYEVVNTIKWY KOI QIMOTOAOYIKWV
avaAUoEWY, KOBWG Kal XPWHOOWHIKWY avaAUCEWY CUPTIAYWY OyKwv. MeTd Tn
govigoTtroinan kai Tn petouaiwon, 1o DNA-0T16x06 gival SiaBéaipo yia avadidragn
o€ évav TTapouoIa METOUCIWPEVO, PBopifovTa anuacuévo 1xvnBétn DNA, o otroiog
€xel oupTTAnpwuartiky aAAnAouxia. Metd Tov uBpIdIoYO, yiveTal a@aipeon Tou un
deapeupévou Kai pn €1dIkd deapeupévou 1xvnoéTn DNA kai To DNA uttoBaAAeTal o€
avTIXpWON yia aTrelkOVvIon. ZTn CGUVEXEID, N MIKPOOKOTTA @BopIiouoU KabioTd
duvaTr TNV aTreIKOVIon Tou URPISOTTOINPEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn

To ouvdpopo Down (DS) gival pio aUTOCWUATIKA TPICWHIC TTOU TTPOKaAEiTal aTrd
TNV UTTapgn €vég TpiTou (UEPIKOU A TTARPOUG) avTlypd@ou Tou XPpWHOoWHaATOG 21
Kal Xopoktnpigetal ammd PeTaBaAAOuEVN voNnTIKA UoTéPnon, MUikh oTovia Kal
XoAdpwon Twv apBpwoewv, n OToia GUXVA OXETICETAI UE XOPAKTNPIOTIKA
dUOPOPYPIa TTPOCWTTOU Kl BIAPOPESG AVWHAAIESG, OTTWG KAPDIAKEG, YOOTPEVTEPIKEG,
VEUPOQITONTNPIAKES 1] EVBOKPIVIKEG avwpaliegh2. To auvdpopo Down (DS) eival
Hia a1md TIG KUPIEG QITIEG VONTIKAG UOTEPNONG TTAYKOOMIWG Kal auToi ol aoBeveig
QVTIMETWTTIOUV  €TTioNG didgopa TTpoBAAuaTa  uyeiag, oupTTEPIAAUBAVOPEVWY
TPORANUATWY PABNONG Kal PVAPNG, ouyyevwv kapdiomabeiwv (CHD), véoou
AAToxGipep (AD), Aeuxaipiog, Kapkivwv kai véoou Hirschsprung (HD). To
ouvdpopo Down (DS) €xel uwnAf YEVETIKA TTEPITTAOKOTNTA KOl QPAIVOTUTTIKN
Slokupavont. Z1g 16 £BBouAdEG KUNONG, Ol TTEPITITWOEIG KUNOEWY PE TUVOPOUO
Down (DS) eival 1 oTig 1.050 yia untépeg nAikiag 20 eTwyv, 1 oTig 620 yia pnTépeg
nAikiag 30 eTwv kai 1 oTig 70 yia unTépeg nAIKiag 40 eTwvE.

To oUvdpopo Patau (PS) eival pia XpwPOOWHIKA avwpaAia TTou TTPOKOAEITal aTTd
TNV Trapoucia evég emTTAéoV Xpwpoowuatog 13 kal xapokTnpifetal amo
duoTTAagia  TOU  eyKEQPAAOU  (OAOTTPOOEYKEPOAIQ), duopop@ia  TTPOCWTTOU,
0QOOAUIKEG avwHaAieg, PETAEOVIKA TTOAUDAKTUAIQ, OTTAQXVIKEG duoTTAaGieg
(kapdloTrdBeia) kal coBapn WuxoKIvnTIKA kKaBuaTépnan?. To auvdpopo Patau (PS)
OUVOEETAI UE PAIVOTUTTIKF) OAOTTPOCEYKEPAAIQ KAl avwUaAieg ouvEVWONG TNG HEGNG
YPAUMAG AOyw aTeAOUG GUVEVWONG TOU VWTOXOPJSIKOU HETODEPHATOG OTO EPPPUIKO
oTadI0%. ZTIG 16 £BBOUAdES KUNONG, Ol TTEPITITWOEIG KURTEwWV We oUvdpouo Patau
(PS) eivar 1 oTig 11.000 yia pntépeg nAikiag 20 eTwv, 1 oTig 6.500 yia unTépeg
nAikiag 30 etwv kai 1 aTig 700 yia unTépeg nAIKiag 40 eTwve,

MpodiaypaPég 1XvnOeTWV
13 povadiki akoAoubBia, 13q14.2 Mpdoivog
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To peiypa mpdaoivou IxvnBETn TrepiExel €vav IxvnBETn 124kb kai évav 1xvnBétn
416kb Tou TrepiAapBavel Ta yovidia ITM2B, RB1 kai RCBTB2. To peiypa TTopToKaAi
IXVNOETN KAAUTTTE! pia TTEpIoXR) oTo 21922.1 amd 1o yovidio DYRK1A éwg 10 yovidio
DSCRS.

Mapexoépeva UAIKA

Ixvn@érng: 50 pl ava @iahidio (5 egetdaoeig) 100 pl avd @iaAidio (10 egeTdoEIg).
O1 1xvnbéteg Tapéxovtal Trpoavapeplypévol oe didAupa uppIdicpol (<65%
poppapidio, <20 mg Beikn de€Tpdvn, <10% aAatouxo SIGAUPA-KITPIKG VATPIO 20X
(SSC)) kai gival €ToIPOI TIPOG XPNON.

Avrixpwon: 150 pl ava @iaAidio (15 egetdoeig)
H avrixpwon eivai DAPI Antifade ES (0,125 ug/ml DAPI (4,6-diapidivo-2-
@aivulivooAn) oe Baaiopévo ae YAukePOAn péoo oTepEwang).

Mpo€15oTroIRoElg Kal TIPOPUAGEEIS

1. Tain vitro diayvwaoTikA xpAon. Mévo yia epyacTtnpiakn eTTayyeAUATIKS Xprion.

2. Ta piypata Twv IXVNOETWY TTEPIEXOUV POpUapidIo, TOo OTToio gival TEpATOYSOVO.
Mnv avarrvéete avaBupidoeig Kal OTTOQUYETE TNV €TTAPR PE TO Jéppa.
ATTQITEITAI TIPOOEKTIKOG XEIPIONOG. N QOPATE YAVTIA KAl EpYAOTNPIAKHA TTOdIA.

3. AmaiTeital  TTPOOEKTIKOG  XeIpIopog Tou DAPL. Na @opdte ydvrtia kai
gpyaoTnpiakn Todid.
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4. Mnv 10 XpnolgoTroigitTal €av Ta @IaAidia €xouv uTtrooTel {nuid ) €av n
aKEPAIOTNTO  TOU  TTEPIEXOMEVOU  TWV  QIAAIDIWY  €XEl €TTNPEACTEl  PE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTMKOUG KAVOVIOUOUG QTTOPPIYNG yia TNV TIEPIOXH OAG O€
ouvduaoud ME TIG OUCTACEIG Tou AegATiou Jedopévwv ao@aAeiag yia va
KkaBopioeTe TNV AC@AAr aTTOPPIYPn auToU TOU TTPOIGVTOG. AUTS IOXUEI ETTIONG
Y10 TO TTEPIEXOUEVO KIT EEETACEWY TTOU £XOUV UTTOOTET {NMICL.

6. H améppiyn SAwvV TwV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETOI CUN@QWVA UE TIG TIOPAKATW
d10dikaoieg yia poAuopaTikG f ev duvdpel goAuouatik@ atmopAnTa. Kdbe
€PYOAOTAPIO €ival UTTEUBUVO yia TOV XEIPIOMO TwV OTEPEWV Kal UYPWV
atmoBAATWY oUWV Pe TN GUON Kal Tov Babud eTTIKIVOUVOTNTAG TOUG, KaBwg
Kal yia Tnv emegepyacia Kal TV amoppipn Toug ( TNV avdbeon Tng
eTmegepyaniag ka1 TNG OATMOPPIYAG TOUG O€ TPITOUG) OUPPWVA PE TUXOV
10X00VTEG KAVOVITUOUG.

7. O1 XeIpIOTEG TIPETTEI VA £XOUV TNV IKAVOTNTA VA SIOKPIVOUV TO KOKKIVO, TO UTTAE
Kal TO TIPACIVO XPWHA.

8. H un mpnon Tou TePIypa@opEVoU TTPWTOKOAAOU Kal TwV avTidpaoTnpiwv
evdéxeTal va  emnpedoel TNV amoédoon kal va odnyAoel Of WEUdWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

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

10. H pn xprion 10 pl 1xvnBétn o010 OTAdIO TOU TTIPWTOKOAAOU TIpIV aTTd TN
JETOUTTWAON EVOEXETAI VO ETTNPEATEI TNV ATTOS0CN Kal va 08nyAoel 0 Peudwg
BeTIKA/aPVNTIKG aTToTEAEOUATA.

11. OAa Ta TTPOIGVTA TIPETTEI VA ETTIKUPWVOVTAI TTPIV ATTé T XPrAon.

12. O1 eowTePIKOI EAEYXOI TIPETTEI VA TTPOYMATOTTOIOUVTAI PE TN XPAON KUTTAPIKWY
TTANBUOUWYV TTOU BEV €XOUV ETTNPEACTEI 0€ OEiypaTa £EETOONG.

Opiopoi Bepuokpaaciag
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 75°C: +75°C+1°C

e  Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATtro0Keuon Kal XEIPIOCHOG
-15°C  To kit Ba TpéTrel va atroBnkeveTal o Bepuokpaacia atd -25 °C
Jf £€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 1o
e @ - SiGAupa uBpIdiopol Wugng/atdéyugng TTou TTpayuaToTToloUvVTal
//— e OTO TTAQICI0 TNG PUAGIOAOYIKAG XPAONG (Evag KUKAOG QVTIOTOIXET
AI TNV 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 kKAl yia To @iaAidio 100 pl
(10 e€erdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H €kBean 010 QWG TTPETTEI va EAAXICTOTTOIEITAI KAl VO ATTOPEUYETAl
otou eival duvatdv. PUAGOCETE T OUCTATIKG OTOV TIOPEXOMEVO TTEPIEKTN HE
TTpooTagia aTmd T0 @WG. Ta CUCTATIKA TTOU XPNaIJoTToloUvTal Kal atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal TNV €TMIOANAVON UTTOPET
va hnv €Xouv TNV avauevouevn atrdédoon Kal YTTOPEi va eTTNPEATOUV apvnTIKG Ta
amroteAéopata TnG avaAuong. Mpémel va kataBaAAeTal kGBe duvarh TTpooTTabEeia
woTte n ékBeon o€ PeTaBaAAOPEvEG oUVONKEG QWTIOUOU Kal Beppokpaaiag va
TEPIOPICETal OTO EAAXIOTO.

EgomrAiIop66 Kal UAIKG TTou atraiTouvTal aAAd dev TrapéxovTal

Mpétel va xpnaoiyoTtroigital BaBpovounuévog eEotrAIoudG:

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

2. BaBpovounuéveg pIKpOTTITTETEG PETABANTOU Oykou Kai puyxn, oo 1 pl éwg
200 pl

3. Ydaréhoutpo pe didtagn akpiBoug eAéyxou Beppokpaaiag otoug 37 °C kal
oToug 72 °C

4.  TwAAqveg pikpopuyokévTpiong (0,5 ml)

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

6. MikpookdTio avtiBeong paoewy

7. KaBapd TTAaoTIKE, KEPaMIKA 1} BepuoavOekTIkd yudAiva doxeia Coplin

8. Aapida

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

10. MepiékTng vypaaciag

11. ®oakdg PIKPOOKOTTIOU PBOPIGTHOU KATABUTIKOG O€ AGdI

12. ®uyokevTPOG TTAYKOU EPYATiag

13. AVTIKEINEVOPOPOI PHIKPOOKOTTIOU

14. KoAuTrpideg 24 x 24 mm

15. Xpovouetpo

16. EmwoaoTtipag 37 °C

17. KoAAa pe didAupa ehaaTikoU

18. Miktng TepIdivnong

19. AiaBabBuiopévol KUAIVOpoI

20. MayvnTikég avadeuTipag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIONOG TTOU BeV TTAPEXETAI
1. KuttapoyeveTtikdg BdAapog ghpavong

AvTiIdpaoTiApia TTou atraiTouvTal aAAd Sev Trapéxovral
AidAupa ahatolyou diaAlpaTog-kiTpikoU varpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTiovVIOpEéVO vEPS

ok wNE

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 TTOPTOKAAT pBopopdpou, KaBwg
Kal Tng avtixpwong. To @iATpo diéAeuong TPITTARG {wvng DAPI/FITC/Texas Red
uTropei emmiong va xpnoigotroin®ei yia Tnv Tautéxpovn TPoBoAR kal Twv dUo
®Bopopdpwv kal Tou DAPI.

EAéyETe TO PIKPOOKOTTIO PBOPICHOU TIPIV aTTd TN XPron Yia va SIGoPAAiCETE 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 Add katdduong pikpoakoTriou, dIOTI
KATI TETOI0 Ba KAAUWEI Ta OApaTa. TnPEiTe TIG CUCTACEIG TOU KOTAOKEUAOTH 6g0V
agopd tn didpkela (WG TNG AGUTTAG Kal TNV NAIKIa Twv GIATPWV.

MposgToipagia delypdTwv

To KIT £X€l OXEDIAOTET yIO XPAON O€ KUTTAPIKG EValwPAPATa 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 auvdpopo Down 1 Patau, Ta otroia €xouv TTpOETOINACTE CUPQWVA UE
TIG KaTEUBUVTAPIEG 0dnyieg Tou gpyaoTnpiou A Tou 1dpUpaTog. H ouAhoyr) Tou
OeiypaTog apvIakoU uypoU TIPETTEl VO TIPOYMATOTIOIEITAl OUPQWVA ME TIG
KOTEUBUVTAPIEG 0BNYiEG TOU EpyaaTnpiou ry Tou IdpUpaTog. Ta deiypara Pe aigarnen
EMPAVION ) KAPE XPWHATOG DeV TTPETTEI VA XPNOIUOTTOIOUVTAI, KOBWG UTTOPE va
TIEPIEXOUV PNTPIKG aipa Kal eVOEXETAl va 0dnNynoouv Ot Weudr aToTEAéTUATA.
MpoeToIpdoTe deiypaTta TTou €XOUV UTTOOTEI EApAvan PE aépa O€ QVTIKEINEVOPOPOUG
MIKPOOKOTTIOU CUPQWVA UE TIG TUTTIKEG KUTTAPOYEVETIKEG dladikaaoieg. To yxelpidio
AGT Cytogenetics Laboratory Manual TrepiéXel 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 yépn aiBavoAng 100% o€ 3 pépog atmoviopévou vepou

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

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAUpaTog 20xSSC pe 9 pépn atmoviopévou vepoU Kal avauigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnaoipotroiwvtag NaOH r HCI,
KaTd TrEPITTWON. Amobnkevote 1o OIdAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAipaTtog 20xSSC pe 49 pépn atmoviouévou vepoU Kal AVOUigTe
KaAd. EAEyETe TNV TIpn pH kai puBpioTe 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, AigAuua 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 BEpPOKPATia dWPATIOU OE AEPOTTEYN TTEPIEKTN.

SUVIOTWUEVI TIPOETTEEEPYATIA AVTIKEIUEVOPOPOU .

1. EpBatrtiote TNV avTIKEIUEVOPOPO TTOU £XEI TIPOETOINGOTEI aTTd KUTTOPA
yovipoTtroinuéva o€ peBavoAn/ogiké ofu 3:1, Ta omoia TTpoépyoviav amod
deiypata apviakou uypou, og 2xSSC yia 1 wpa oToug 37°C.

2. TomoBeTAGTE TNV QVTIKEINEVOPOPO OE QPECKO TTPOETOINACHEVO didAupa
epyaoiag Teywivng (5 mg mewivng éxouv TpoaTeBei ae 100 ml 0,01M HCI) yia
13 Aemrté oToug 37°C.

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

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

5. EpBarmrioTte TNV avTikeipevopoépo og pubuIoTIKG didAupa pwagopikwy (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 aTT TO didAUpa aiBavoAng 70%. ETravaAdBete
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 EpyaaTnpiou €ival TTAVTA TTEPIOPICUEVN).

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 Tepitou 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 JIOPOPETIKE TTO0OOTA aIBavoAng (70%, 85% kai 100%),
d1ad0oxIkd, To kaBéva yia 2 AeTTTa o€ Beppokpaagia dwuaTiou.

AQAOCTE TN va OTEYVWOEL.

Ipiv amé tn perouciwon

5.  A@aipéoTe Tov IXvNBETN aTTé TOV KATAWUKTN KOl AQOTE TOV va Beppavdei o€
Beppokpaacia dwpatiou. EKTEAEOTE GUVTOUN QUYOKEVTPION TIPIV OTTO TN XPrON.

6. BeBaiwBeite 611 TO diIGAUpA IXVNOETN €Xel avapixOei opoidpop@a Pe TN XpHRon
TTTETAG.

7. AgaipéoTte 10 pl 1xvnBETN yia KEBE €EETATN KAl HETAPEPETE T OE Evav CWARvVaA
MIKPOQUYOKEVTPIONG. ToTToBeTACTE ypriyopa Tov UTTOAOITTO IXvNBETn 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 1XxvnBETN GTO KUTTAPIKO PiYHO KOI EQOPUOOTE pId
KOAUTTTPISa TTPOOEKTIKA. Z@payioTe ue KOAQ pe didAupa eEAACTIKOU Kal a@rioTe
TN VO OTEYVWOEI EVTEAWG.

Merouoiwon

10. MetouoiwoTe TO Otiypa Kal Tov IXvnBETn Tautdxpova Oepuaivoviag Tnv
QAVTIKEIUEVOPOPO o€ pia Beppn TTAdka oToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1dioués

11. ToTTOBETACTE TNV QAVTIKEIUEVOPOPO OE Evav UYPO, PWTOOKIEPO TTEPIEKTN OF

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

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 KAAUTITPIO Kal GAa Ta UTTOAEiUpATA KOAAOG TTPOTEKTIKA.
BuBioTe Tnv avTikeiyevoeopo oe didAupa 0,4xSSC (pH 7,0) og Bepuokpacia
72 °C (+/- 1 °C) yia 2 AeTrT@ 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 XpWHa 0TO OKOTADI.

MapatnpioTe o€ PIKPOOKATIO PBOoPIcHOU (avaTpégTe oTnV evéTnTa ZUOTAON
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn diadikaoia

1.

2.

H Bépuavon R wpidavon Twv OVTIKEIJEVOPOPWY WTTOPEI VO HEIWTEl TOV
@B0OPIoUO TWV ONUATWY.

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

Xpnoiyotroiote  éva Babuovounuévo  BepuduETPO  yia TN pETpnon
BeppoKPaTIWV dIOAUPATWY, 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 XAUNANG QUCTNPOTNTAG UTTOPET vVa £XOUV WG OTTOTEAET U
un €dIk déopeuon Tou IxvnOETN Kal oI Ouverkeg uTEPPBOAIKG UWNnAAG
auoTNPOTNTAG PTTOPEI VA £XOUV WG OTTOTEAETUA TNV OTTWAEIQ OAPATOG.

H ateAg peTouaiwan PTTOPET va £XEI WG ATTOTEAETUA TNV ATTWAEIO GAPATOG Kal
n UTTEPBOAIK) HETOUTIWAN UTTOPET ETTIONG VA £XEI WG OTTOTEAETHA TN [N €10IKA
Séopeuan.

O umrepBoAikdg uBpIBICPOG uTTopEl va odnynoel ot TPOCBeTa 1 N
QAVapEVOUEVA ONUaTa.

O1 xpNoTeg Ba TTPETTEN va BEATIOTOTTOIOUV TO TIPWTOKOAAO yIa Ta SEiypaTa TOUg
TPIV a1Td TN XPARON TNG €££TAONG Yia dlayvwoTIKoUG OKOTToUG.

Tuxév UTTOBEATIOTEG OUVONKEG UTTOPEI VA €XOUV WG ATTOTEAEOUA N €I10IKA
OéoEUaN, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAPA IXVNOETN.

Epunveia Twv amoteAeopdTwv
EKTinon moIoTnTag avriKEINEVOPOpwWY TAAKWY
H avTikeipevopopog dev Ba TTpéTTel va avaAueTal eav:

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 apiBuog  ouoTadoTtroinuéVwV/OAANAOETTIKOAUTITOPEVWV
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
UTTORABPO TWV QVTIKEINEVOPOPWY Ba TTPETTEI VA QAIVETAI OKOTEIVO i} 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 TPETel va eTIAUOVTAl PEOW €KTIMNONG aTTd 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 KATeUBUVTAPIEG 0dnyieg Tou
1dpUPaTog | amd TIG TOTIKEG 1 €BVIKEG KaTEUBUVTAPIEG 0dnyieg. O TTPWTOG
avoAuTAG TTPETTEl va &ekiva TNV avdAucn amd Tnv apioTepr) TTAEUpd Tng
QAVTIKEINEVOPOPOU Kal 0 BEUTEPOG AVAAUTAG aTTo TN O TTAEUPA.

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

AvaAUeTe  pOvo  ABIKTOUG  TTUPAVEG  Kal  OXl  ETIKAAUTITOPEVOUG R
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 évtaon Twv onpaTwy JTTopEi va TToIKIAAEL, aKkOpa Kal oTnV TTEPITITWON 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
ofuata Tou idlou XPWHATOG BpiokovTal o€ £TTa@r PETALU TOUG, f 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 dixpwuwy IXvNOETWY didoTraong, av UTTAPXEl dIGOTNPA
METAEU TOU KOKKIVOU Kl TOU TTPACIVOU GAPATOG TTou Oev uTTepRaivel Ta TTAATH
2 onudtwv, TIPOOUETPAOOTE WG OAPA Tou Oev  QVTIOTOIXEI OF
avadidaragn/ouvtnén

Katd tnv avéAuon IxvnBeTwv dIdoTTaong 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 TTpocuETPATE - OI
TTUpAVEG gival uTTEPBOAIKG
KOVTG 0 €vag aTov dAAov yia

TOV KaBoPIoUS opiwv

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

MpoaopeTpnoate wg dUo
TTOPTOKAAI Kai dUOo TTpAciva
ofuara - éva a1ro ta 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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AvauevouEVo @UAIOAOYIKO TTPOTUTIO ONUATWY

e €va QUOIOAOYIKO KUTTapO, avapévovtal dUo Tpdoiva Kal dU0 TTOPTOKOA
(2Npao2MoprT).

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

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

e éva KUTTOPO e TpiIowpia 21, avapévovtal dUo TTPAcIva Kal Tpia TTOPTOKAA
onuata (2Mpao3loprT).

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

FvwoTég oxeTikég aAAnAemdpdoeig / MapepBarAoueveg ouoieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAeTIDpAaaTelg / TTapePBAAAOPEVES OUTIEG.

M'vwoTn S1a0TaupOoUPEVN AVTIOPACTIKOTNTA
Agv uTtdpyel yvwoTn dlacTaupoUdevn avTidpaaTIKOTNTA.

Avag@opd coBapwv GUPBAVTWY

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaikf ‘Evwon kol og Xwpeg He
TITOVOUOIOTUTTO  pUBUIOTIKG  KaBeoTwg (Kavoviopuég (EE) 2017/746 yia 1O
1aTPOTEXVOAOYIKG TTPOIGVTA TTOU XPNOIMoTTolouvTal yia didyvwaon 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 o€ GAAEG 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

EI181kd XapakTnpIoTIKA atrédoong

AvaAurikn eidikérnta

H avaAuTikn €18IKOTNTA OPIdETAI WG TO TTOCOGTO TWV GNUATWY TTOU URPISOTTOoIOUVTAI
pévo otn owoTt Béon kal ot Kapia AAAn Béon. AvoAuBnkav TEOOEPIG
XPWHOOWHIKEG BEaelg o kABe éva atd Ta 20 pETAPACIKG KUTTAPA OTTO TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. Xaptoypa@ronke n Totrobeaia ka0
uBpidoTroiNuévou IxvnBETN Kal KaTaypdenke o aplOudég 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@acikwy XpwuoowudTwy TTou uBpIdoTroinenkav oTn owoTh
B0éon dlaIpepévog Pe TOV OUVOAIKG apiBud uBpidotroinuévwy onudtwy FISH
METAQATIKWY XpwHoowUAaTwy. To amotéAeopa autd TToAAaTTAacIdoTnke pe 1o 100
Kal EKPPACTNKE WG TTOCOOTO pE BIAOTNUA EUTTIOTOOUVNG 95%.

Nivakag 1. AvaAuTikr €191k6TNTa Tou Prenatal 13 and 21 Enumeration Probe Kit

21922.1 100% 98,12% - 100%
13q14.2 200 200 100% 98,12% -
100%

AvaAuriki evaiofnoia

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 atmd  KAPUOTUTTIKG
@UOI0AOYIKOUG GVTPEG I YUVAIKEG TTOU ETTIRERAIWONKE OTI €iXaV QUOIOAOYIKO 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 TTOCOOTOU KUTTAPWY TTOU
£0€1EaV  PUOIOAOYIKO QAVOPEVOUEVO TTPOTUTIO ONUATWY KOl EKPPACTNKAV WG
TT0000TO HE DIGOTNHA EPTTIOTOOUVNG 95%.

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

Apviako uypd >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 BETIKG TTPATUTTIO ONUATWY XPNOIUOTIOIVTAG TO AVWTEPO OPIO
€VOG POVOTTAEUPOU BIaCTANOTOG EUTTIOTOOUVNG 95% TNG JIWVUMIKAG KATAVOMNG
@ualoloyikoU deiypatog aoBevn.

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

Apviako uypd 8,97%

Ta epyacTpIa TEETTEN VA ETTIRERAIVOUV TIG TIUEG 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 autol Tou TTPOIGVTOG €XEl PETPNOE O OXEon WE TNV aKpiBela eviog
nuépag (amo deiypa o€ deiypa), TNV akpiBela HETAEU NUEPWV (ATTO NUEPA OE NUEPQ)
Kal TNV akpiBeia peTagy TapTidwy o€ éva KEVTPO (aTTé TTapTida o€ TTapTida).

Tpia (3) deiypata xpnoiygotroiiBnkav yia Tnv agioAdynon tng akpiBeiag autol Tou
TIPOIOVTOG: €va QUOIOAOYIKG deiyua apviokoU uypou, éva XaunAng BeTiKOTNTAG
Seiypa apviakou uypou pe Tpiowyia 13 (3Mpao2lMopT) kal éva xaunAng BeTIKOTNTAG
Seiyya apviakou uypoU pe Tpicwyia 21 (2Mpao3MopT). Ta XaunAng BeTikdTNTOG
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 XapnAng BeTIKOTNTAG
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 HeTagU TapTidwyv akpifelag, Tpeig (3) TapTideg Tou TIPOIGVTOG agiohoyRBnkav
ot 1peig (3) eTTavaAqYelg Twv iSIwv delyuaTwy. Ta atToTEAéTPATA TTAPOUCIACTNKAV
WG OUVOAIKA GUPQWVIa PE TNV TIPOBAETTOPEVN APVNTIKH KATNYOpPia (yIa Ta apvnTIK&
Seiyyarta).

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

Apviakoé uypo, apvnTiko 100%
Apviakoé uypod, XapunAng
AKpiBeia evTog BeTIKATNTAG, TPIoWHIa 13 100%
NEPAg Kal (3Mpd&o2Mopr)
HETAZU NUEPWV AUVIAKS UypO, XAUNAAG
BeTIkdTNTAG, TPIoWWIa 21 96,7%
(2Mpao3MopT)
Apviako uypd, apvnTikd 88,9%
Apviakoé uypo, XapnAig
BeTikdTNTAG, TPIoWWIa 13 100%
(3Mpao2MopT)
Apviakoé uypo, XapnAig
BeTIKOTNTOG, TPIoWHIa 21 100%
(2Mpao3MopT)

MeTagu TapTidwyv
Kal HETAgU NUEPWV

KAvikiy amrédoon

MNa va dlac@alioTei 6T TO TTPOIGV avIXVEUEl TIG TTPOPBAETTOEVEG avadIaTagelg, n
KAIVIKA a1Téd00N TTPOCBIOPIOTNKE PE TPEIG HEAETEG AQVTITIPOCOWTTEUTIKWY OEIYHATWY
Tou TIpoPAeTOpevou  TTANBuopoU  Tou  TIPOIGVTOG:  YTTOAEITTOUEVO  UAIKO
povipoTtroinuévo oe peBavoAn/ogikd ogu 3:1 atd TTpoyevvnTIKG deiypaTa 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 deiyyara 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 Tou Prenatal 13 and 21 Enumeration Probe Kit

KAIvIKA euaioBnaia (TrooooTd aAnBwg BeTikwy, TPR) 100,0%
KAIvikr €181k6TnTa (TTog0oT6 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

Baoiko UDI-DI: 50558449LPA003GL

Edv n Baon dedopévwv Eudamed dev gival TTARpwg AeIToupyikn, n repiAnyn SSP
Ba diaTiBeTal 0TO KOIVO KATOTTIV aITAaTog péow email atn dielbuvon

SSP@ogt.com.

Np6oBeTeg TANPOPOPIEg

MNa mpdaBeteg TANpoYopieg, mKoIVwVACTE pe To TuApa TexvikAg YTToaThpIgng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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AITTAWPATO EUPECITEXVIOG KOI EYTTOPIKA CAMAT
H ovopaaia CytoCell gival ofjpa katateBév Tng Cytocell Limited.

Cytocell Limited

Oxford Gene Technology
418 Cambridge Science Park
Milton Road

CAMBRIDGE

CB4 0Pz

HNQMENO BAZIAEIO

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

Sysmex Europe SE
22848 Norderstedt
FEPMANIA

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

loTopiko ekd6oewv O8nyiwv xpRong (IFU)
V001.00 2023-01-11: Néeg Odnyieg xpriong (IFU) yia Kavovioud (EE) 2017/746.
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