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XA 13/18/21 (D-5607-100-TC)

MpoPAETOPEVOG GKOTIOG

O aviyveutng amapiBunong XA X/Y/18 elval pla TOLOTLKA, N
autopatotolnpévn e£€Tacn yla tnv avixveuon Twv TTapaAaywyv Tou
aplBpou avilypaewy ToU XpWHOOWHATOG X, TOU XPWHOOWHATOG Y Kat
TOU Ypwpoowpatog 18 pe uPBpLSLOPG YBoplopou in situ (FISH). O
aviyveutng amapibpnong XA 13/18/21 elvat pia TOLOTIKA, MN
autopatotolnpévn e£€Tacn yla tnv avixveuon Twv TTapaAaywv Tou
apLlBpoy avilypdywy ToU XpWHOOWHAToG 13, Tou Xpwpoowpatog 18
KaL Tou XpwHoowpatog 21 e uBpLdLopd pBoplopou in situ (FISH). To
TIPOLOV TIPOOPLETAL YLA TOV TIPOYEVVNTLKO ENEYXO KUNOEWV HE KivSUVO
yla TTapaAAay£g Tou aplBuol avtlypd®wy TwV XPWHOCWHATWY X Kat
Y kat TnG TpLowpiag 13, Tng tplowpiag 18 kat tng tplowpiag 21 o€ pn
KOALEPYNUEVA  QUVLOKUTTOPA TIOU  €xouv  otabeportonBel  pE
pEBAVOAN/o&LKd 0kU.

MepLypawn poidvrog

To XA AneuScore Ill TIEpLEXEL SLAPOPETIKA PiypaTa QVLXVEUTWY TIOU
Tapéyovtal o€ EEXwPLOTA PLAALSLA SOKLPWV.

5x XA X/Y/18 (D-5606-100-TC)

O aviyveutig amapibunong XA X/Y/18 amoteheltat amd €vav
QULXVEUTN PE Tpdolvn ofgavon Tou  uBplsoroteital  oto
KEVTPOMEPLSLO TOU XPWHOOWHATOG X, €VaV QVLXVEUTH HE TIOPTOKAAL
orjpaven Tou uBPLSOTIoLELTAL OTO KEVIPOUEPISLO TOU XPWHOCWHATOG
Y Kat évav aviyveutr pe yahadia orjpavon mou uBpldomoleitatl oto
KeVTpopEPLSLO TOU XpwpHoowpatog 18.

5x XA 13/18/21 (D-5607-100-TC)

O aviyveutrg amapibunong XA 13/18/21 amoteAeitat amd €vav
QVLYVEUTN PE TIPACLVN onpavon mou uBpldomoleitat otnv mepLoxn
Tou yovislou RBT oto 13g14.2, évav aviyveutr) de yoAddla ocrijpavon
Tou uBpLSoToLeital otnv TEpLoxr tou yovidlou MALTT oto 18g21.3
KaL évav aviVEUTH PE TIOPTOKAAL origavan Tou uPBpLSomoleitat atnv
TEPLOX N Tou yoviSiou DSCR4 oto 21q22.1-22.2.

F'vwotn Stactaupolpevn avtlSpactikétnta
Agv uTtapxouLV yvwotol Slactaupoupevol UBpLSLopoL.

MNapexopeva UALKA

2x (5% 100 pl) (2x 50 Sokipég) Tou XA AneuScore I, 0 aviyveutr|g elvat
Slahupévog og Stdhupa uBpLdLopol (> 50 % v/v wopuapisio, < 30 %
w/v Beukn Se€tpdvn kat < 2x SSC (aAatoUxo KLTpKd VATPLO)) Kat
£TOLHOG TIPOG XProN.

v10.2

XA X/Y/18 (D-5606-100-TC)

Meplopropol

H avdluon, n eppnveia twv &eSopévwv Kal n ava@opd Twv
SLayVWOTIKWY €upnudtwy Tou AapPavovtat pe FISH Ba mpémel va
EKTEAOUVTAL OUPPWVA HPE TOUG ETAYYEAHATIKOUG KAVOVEG KAl TLG
OXETIKEG KATEUBUVTNPLEG YPAUUEG amtd €EELSLKEUPEVO KAl EUTIELPO
TIPOOWTILKO. To TIpolov Sev Tpooplletal yla Xpron wg autdvopo
SLayVwoTLkO, SLayVWwOoTIKO €AEyXO QOBEVELWV 1 WG OCUVOSEUTIKO
SLAYVWOTLKO. TUVETIWG, PLa SLAYVWOTLKN £€pEUVA TIOU AU BAVETAL HE TO
Tpoildv autd yivetal TAvta o CUVEUACHO HE GAAEG SLAYVWOTLKEG
pEBOSOUG. ATIOKALOELG QMO TA TIPWTOKOMA TOU KATACKEUAOTH
EVSEXETAL VA ETINPEACOLV TNV AVBEKTLKOTNTA Kal TNV anddoon tng
e&étaong kat va 08nyrjoouV o€ TapamAavNTIKa eupripata. Ol XApTeg
QAVLXVEUTWVY SnUloupyolvTal cUPPWVA PE TOV TIPOBAETIOPEVO OKOTIO
TOU TIPOLOVTOG. Ol HovoxpwpEG pdPSol Sev anuaivouv amapaitnta
OTL O QVIXVEUTNG KOAUTITEL TIANPWG TNV UTTOSELKVUOHEVN
YOVLSLWHATLKN TtepLoxr). Mapouotddovtal pévo kevd peyahUtepa anod
10 kb. Qg €k toUTtov, cuvloTdtal TPOoOoXN KATA TNV €pHUNVELd TWV
QTTOTEAECHATWY TIOU TIAPAYOVTAL PEOW TNG XPHONG EKTOG ETIKETAG.
MNepattépw mAnpoyopieg StatiBevtal katdrmv artripatog,.

Q¢ Kkataokeuaotrg kat Stavopéag IVD pe €8pa tn leppavia, n
MetaSystems Probes akoAouBel Toug LoxUovTeG eupwrtalkols Kat
YEPHAVIKOUG KAVOVLOPOUG, OL OTIoloL amayopeUouv OToLadnToTeE
SAAWON OXETIKA PE TNV epunveld SeSopEVWY TIOU AYOPOUV TOV
acBevr), KaBwg Kat SLayVWOTIKEG KAl BEPATIEUTIKEG OUOTAOCELG,
avtiotola.

AToBrKEUON KAl XELPLOHOG

OL QVLYVEUTEG TIPETIEL Va artoBnkeUovVTaL 0TO OKOTASL 0Toug -20 °C (5
°C). ExeL amoSeLxBel 6TL N amdSoon Twv aviXVeUTWY Sev emnpeddletat
yla €wg kat 20 KUkAoug YUEnc-amoPuing. OL aviyVeutég elval
pwtoevaioBntol, emopévwg, n  €kBeon OTO  Yw( TIPEMEL va
TEPLOPLETAL OTO EAAXLOTO KATA TO XELPLOYO.

ATtoctoAn

Ta mpoidvta Tou Tmapdyovtat amd tnv MetaSystems Probes
amootéAovtal o€ Beppokpaocia Swuatiou.
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EE0TALOPOG KaL UALKA Ttou amattolvtal aAAd Sev
mapgxovrat
* YSATOAOUTPO E OKPLPN ENEYXO TNG  » OEPUOPETPO

Beppokpaociag « DAPI/antifade
o OepPLKNA TIAAKQ, PE cupTIayn » KO6A\a amod kaoutoouk
TIAGKQ KAl akpLBr éAeyxo tng o AVTLKELPEVOPOPEG

Beppokpaociag TIAGKEG

Mukporiuriéteg pe dyko amd 1 pl éwg KaAutttpiSeg (YUAALVEQ):
1 ml, BaBpovopnpéveg 22 mm x 22 mm Kat
Metpntrig pH, BaBuovounuévog 24 mm x 32 mm

o Kataugn -20 °C (z5 °C) o Favtia
* OdAapog vypaoiag 37 °C(x 1 °C) » Aoyela Coplin
* MKpOGOKOTILO PBOpLOPOU PE » Aapideg

KataMnAa @iAtpa (BA. Tapakdtw) » 20x SSC

o AGSL PBATTLONG, TIPOTELVOPEVO * Tween-20
amd ToV KATACKEUAOTH TOU « Amtootaypévo vepd
HikpookoTtiou (Babuou * MIKpOQUYOKEVTPO
@BopLopov) * XpovoSLaKomIngG

MpodLaypawég pbopLoxpwpatog
Znpavon \ Aléyepon max. EkmopTmn max. ‘

MrmiAe (aqua) 426 nm 480 nm
Mpdaowo 505 nm 530 nm
MopToKaAL 552 nm 576 nm

ZUotaon PLKPooKoTiiou pBopLopou

o PWTLOPOG PBopLopoU: 1 LED @Boplopol 1 cUPPBATIKAE PWTLOTKA
owpata Aaumtipwy uspapyupou 100 Watt.

o AvTike{peva KATAAANAQ yLa QWTLOPS pE ETLPOBOPLOPO.

e ®{Atpa @Boplopol:  Ta v TpoBoAn/katapétpnon
XPNOLHOTIOLNOTE €va KATAANAO 0T QGIATPWY TTOMATIAWY {wVWV.
Ma ™ AQYn €wOVwv 1 TNV TApaATAPNon HEHOVWHEVWY
XPWHATIKWY  KAVOALWY  OTO  PLKPOOKOTILO,  XPNOLHOTIOLOTE
KataMnAa o€t @iAtpwv povng {wvng StéAeuong yla ta avtiotolya
pBoploxpwpata (m.x. anoé tnv MetaSystems).

Apx1i Sokipng

O UBpPLSLOPOG e PBopLopo in situ (FISH) xpnotpomotel Bpavopata
DNA ota omola evowpatwvovtal VOUKAeotiSla ouvsedspéva pe
@BoplopdpayLa TNV avixveuon CUPTIANPWHATIKWY aAAnAouxLwy DNA
o€ otaBepoTolnPéva KUTTapa KATW amd PLkpookdTio pBoptlapol. To
DNA Ttwv emAeypéVWY aVIXVEUTWYV Kat to DNA tou aoBevolg
HeTouoLwvovTal, Tpdypa Tou onpatlvel tL ot Vo aAucideg DNA tng
SUTAN G €Akag Slaxwpifovtal. Katd tnv emakdAoudbn avadidragn, ot
avixveutég DNA uBpLSomolovtal Je CUPTIANPWHATLKEG aAANAOUX(EG
tou DNA tou acBevoug.

MposgtoLpacia Seiypatog

Fevika oxoALa

To Tmpoldv é€xeL oxediaotel ylwa xprion Omwg opiletat otov
TipoBAEMOPEVO GKOTIO.

A6 TO apviakd Uuypd Tapackeuadovtal  ApvLoKUTTApPA  HE
HEBAVOAN/0ELKO 0EU. AETITOPEPELEG OXETIKA HE TLG TUTIOTIOLNHEVEG
Sladikaoteg pmopolv va PBpeBolv oe epyactnplakd eyxelpidia kat
Snuootevoelg (m.X. The AGT Cytogenetics Laboratory Manual, 4th
Edition kat Schwartz (2015) Curr Protoc Hum Genet 85:8.9.1-8.9.16).

TaBepdTNTa TWV  UPPLSOTIOLNHEVWY  AVTLKELUEVOPOPWY
TIAGKWV
» OL UBPLEOTIOLNPEVEG QVTLKELPEVOPOPOL TIAAKEG FISH pmopolv va
avaAuBoUv yla TOUAGXLOTOV €EL Prveg GV amoBnkeutolv oTo
okotadL otoug -20 °C (£5 °C).

Emunpoobeteg ouotaocelg Stadikaciag

e Suviotdtat n xprion Pabpovounuévou BeppopETpoU yld TN
pétpnon  Twv  BeppoKpaclWV  TwV  SLaAupdTwy, WV
LVEATOAOUTPWY KAL TWV EMWACTAPWY, KABwG oL Beppokpactieg
auTEG elvat kploldeg yLa T BEATLOTN andS00n Tou TPoloVToG.
EAéyEte TpooekTKA TN Beppokpacia Twv TPoBeppacUEVWY
Stahupdtwv.
EAéyETe TIPOOEKTIKA TNV TLUR TOu pH OAWV TwV SLOAUPATWV.
Mpémet va kupaivetar peta&y 7,0 kau 7,5 oe Beppokpacia
Swpatiou.
OL GUYKEVTPWOELG TWV PpUBULOTIKWY SLAAUPATWY (auotnpotnta),
o pH Kat n Beppokpacia elvat onuavtikég, SLOTL N xapnAn
auotnpdtnTa propel va odnyfioeL o€ Un €L8LKN TIPOCOSEDn TOU
QVLXVEUTN Kat N TIOAU UPNAr auotnpotnta propel va odnyrnoet
o€ PHELWWEVN évtaon orpatog i e§agpavion onpdtwy.
Mpuv amd to dvolypa: TepLoTPEYPTE yia Alyo yia va cUMEEETE Tov
QVLYVEUTH aTtd Tov TUBpéva Tou owAnvapiou.

MpwTtékoAAo FISH yLa toug aviyveutég DNA tng
MetaSystems

MposTolpacia avtikelPHeEVoOpouU TIAAKAG

1.Pl&te 1O Selypa TWV KUTTAPWY OE QVTLKELUEVOWOPO TIAAKA
HIKpOooKoTIloU. AQrOTE TO VA OTEYVWOEL OTov aépa. Edv o
QVTLKELUEVOWOPEG TIAAKEG Sev  XpnolporotnBolv  evtog Twv
EMOPEVWY NUEPWY, amoBnkeVoTe TG otoug -20 °C (5 °C).

2.Epapudote 10 pl aviyveutn).

3.Kahun pe kaAumtpida 22 mm x 22 mm.

4.KoMrnote pe kOMa amd KaouTooUK.

Metouaoiwon
1.METOUOLWOTE TO SElypa Kal TOV QVIXVEUTH Tautdyxpova,
Beppatlvovtag TNV AVTLKELUEVOPO PO TIAGKA O€ BEPLKI TAGKA
otoug 75 °C (£1 °C) yLa 2 Aemta.

YBpL&Lopog
1.Enwaon oeg 8dAapo pe uypacia otoug 37 °C (x1 °C) katd tn
SLapkeLa TG vuxTag.

MAUoELG peTd tov UBPLELOPO
AnaitoUpeveg AUOELG
¢ 0,4x SSC (pH 7,0 - 7,5) otoug 72 °C (+1 °C)
« 2x SSC, 0,05 % Tween-20 (pH 7,0) o€ Beppokpaocia Swyatiou

Awadikaoia

1. AQaLpEDTE TIPOCEKTLKA TNV KAAUTITPLSa kat 6Aa Ta {xvn KOANAG.

2.MAUVETE TNV QVTIKELPEVOWOPO TIAAKa o€ 0,4x SSC (pH 7,0) otoug
72 °C (£1 °C) yLa 2 Aemta.

3.ATIOOTpayyLoTE TNV AVTKELPEVOPOPO TIAAKA Kal TIAUVETE Of 2X
SSC, 0,05 % Tween-20 (pH 7,0) o€ Beppokpacia Swyatiou yia 30
Seutepolemta.

4.ZemA\Uvete yla Alyo pe ameotaypévo vepd yla va amo@uyete To
OXNHATLOHO KPUOTAAMWVY KaL APr)OTE TO VA OTEYVWOEL OTOV aépa.

Xpwon
AnattoVpeva Slohvpata:
« DAPl/antifade (1.x. MetaSystems Probes DAPI/antifade, D-0902-
500-DA)

Awadikaota:
1.Epappoote 10 pl tou DAPI/antifade kai emikaAUYPTe pe pia
KaAuTTpi&a 24 mm x 32 mm.
2.Apnote tn Sleloduon tou DAPI/antifade yia 10 Aemtd.
3.TpOoYXWPNAOTE OTN PIKPOOKOTINON KAl TNV avaAuon.
4. ATT0BNKEVOTE TLG AVTIKELPHEVOPOPOUG TIAAKEG 0TOUG -20 °C (£5 °C).

YeAiba 2 tou 7



Avapevopeva anoteAécpata
XA X/Y/18 (D-5606-100-TC)

Mapouctddovtal POVO OL GUXVOTEPEG KATAVOUEG ONUATWY, €VW
pmopel va mapatnpnBoulv kat dAa oxXeTIKA potifa orjpatog,.

®UCLOAOYLKO KUTTAPO (APCEVLKO):
‘Eva mpdowvo (1G), éva optokaAl (10) kat Vo pPTAe
(2B) onpata.

®UCLOAOYLKO KUTTAPO (BnAuKO):
Ao Tipdotva (2G) kat Vo PTTAE (2B) orjpata.

AMOLWPEVO KUTTAPO (APTEVLKO):
‘Eva mtpdotvo (1G), éva opTtokaAl (10) kat Tpla PTAE
(3B) onuata.

AMOLWPEVO KUTTAPO (BNAUKO):
AUo Tpaoctva (2G) kat tpia PTiAe (3B) orfjpata.

AMOLWPEVO KUTTAPO (ApOEVLKO):
Ao mipdowva (2G), éva TopTtokaAl (10) kat SUo PTIAE
(2B) onpata.

AMoLwpPEVo KUTTapo (BnAukd):
‘Eva mpaowvo (1G) kat SUo pTAe (2B) orjpata.

AVAAUTLKEG ETILEOOELG
XA X/Y/18 (D-5606-100-TC)

Ta Sedopéva avaluTikig amdsoong cUMEXBNKaV XpNoLUOTIOLWVTAG
TUpAveEG  PETAEY  @ACEwV amod  KAALEPYELEG  AEPPOKUTTAPWY
Sleyeppevwy Pe PHA. H oUYKOPLSN TWV KUTTAPWY TIpaypatotoLrifnke
oUPPWvVa PE TA KUTTAPOYEVETIKA Tpodtuma. H Looduvapia twv
ATOTEAEOPATWY PETAEU pN KOAALEPYNHEVWY QUVLOKUTTAPWY Kal
AEPPOKUTTAPWY TIOU SleyépBnkav pe PHA SlaopoAiotnke péow
OUYKPLTLKAG HEAETNG.

AvaAutikn e&elSikeuaon

H €8kdTnTa UTIoAOYL{ETAL WG TO TTOCOOTO TWV CWOTWY CTOXWV TIOU
aviyvevovtal eml TOU OUVOALKOU aplBpol Twv oTdXWV ToU
aviyvevovtal.

H umohoyt{opevn avaAuTikr elsikotnta elvat 100 % peta amd 40
afloAoynpéveg HeTapdoelg amod 5 SLapopeTkoU; KApUOTUTILKA
(PUOLOAOYLKOUG AVEPEG.

Avalutikn evatcBnota

H avaAutik evawobnola umoAoyi{etal WG TO TIOOOOTO TWV
HECOPAOLKWY TIUPAVWY TIOU €XOUV TO QVAHEVOHEVO (QUOLOAOYLKO
TIPOTUTIO ONPATOG ETL TOU GUVOALKOU aplBuol TWV PECOPACLKWV
TUpAvVWY Tou avallovtat. AvaAlBnke to mpdtumo orpatog 400
TIUPNVWVY amo KABe éva amod 20 KAPUOTUTILKA (PUCLOAOYLKA ATOUA.

O Babpodg amdkAlong amd Tov YECo Opo aVILTPOCWTEVETAL amod TN
OXETLKN TUTTLKN amokALon (% RSD).

Motipo Evawobnoia

1G102B R 2G 2B

. 97.3% 21 %
(KavovLko)

ATTIOKOTIN

To 6pLo yLa PLa TTOLOTLKY) SOoKLuN €lval To 0plo dvw amd to otolo to
amotéAeopa Bewpeltat BeTiko Kal KATW arod To oTolo To amoTéNETHA
Bewpeltal apvnukd.

H TLpn arokorttrg uttoAoylotnke pe Bdon uBPLELOHOUE aVLXVEUTWY OF
TIUPAVEG PETAEL paoewv amd 10 KAPUOTUTILKA YUOLOAOYLKA dTopa yLa
KaBe @UAo. Ot TLHEG amokotrig Bacilovtal og 400 Babuoloynuévoug
TIUPIVEG €KAOTOG.

Mortipo (apoevika kuTTapa) ATttokottr

1G103B 39%
2G1028B 6.6 %
1G 2B 26 %
Motifo (BnAuvkad kUtTapa) ATtoKoTtn ‘
2G 3B 1.6 %
1G 2B 5.1%

H T amokottig elval TAnpoopLakr kat e§aptdtal amnd SLaPopeg
TIapapéTpoug Tou oxetilovtal pe to epyactriplo. Emopévwg, yla
SLayVWwoTLKr) XPAon, oL TWHEG aToKOTNG TIPETEL va kaBopilovtal
Eexwplotd amnd kabe epyaotrplo.

AkpiBeLa (avamapaywylpotnTa/ enavanPluotna)

H avamapaywylpétnta eivar o Babuodg ouppwviag PETagy twv
ATMOTEAEOUATWY  TWV  HEAETWV  QVAAUTLIKAG  euaioBnolag  Tou
Sle€ayovtal uttd SLaWopPETIKEG GUVONKEG (NUEPQ, TtapTida Kat Selypa).
la kd&Be ouvbnkn Tmpaypatomolidnkav Tpelg avaAuoelg pe 100
TIUPAVEG N Kabepia.

H avanapaywylpdtnta divetat wg o Babudg andkAtong amd tov YEco
OPO PE TN OXETLKI TUTILKN amdkALon (% RSD).

. AvarmapaywyLpotnta

Zuvonkeg % RSD
ATIO pépa o€ Pépa
(8la taptida kat (5Lo Atopo o€ TPELS 43 %
NHEPES
Lot-to-Lot
(510 Atopo Kal Npépa P TPELG 42%
TapTLSEG
Aelypa mpog Setypa
, , . ;o 22%
(5La maptida kat nuépa pe Tpia atopa

H enmavaAnypotnta elvat o Babpog cuppwviag HETagy HEAETWY TIOU
Slefayovtal umd TG (Sleg ouvlrkeg. Aev Tipaypatomolrifnkav
XWPLOTEG HEAETEG ETMTAVAANPLUOTNTAG, KABWG 0 Babpdg amdkAlong amnd
TOV PECO OpO Of PEAETEG QvaTIAPAYWYLHOTNTAG UTIO SLAPOPETLKEG
OUVONKEG TIPOCSLOPLOTNKE PE OXETLKI TUTILKY amtokALon <5 % (% RSD).
Qg ek ToUTOU, OLVAXBN TO CUPTEPAcHA OTL 0 Babudg amdkALong amnd
TOV JECO OPO UTIO L0EG CUVBNKEG HE <5 % OXETLKI) TUTILKI amtokALon (%
RSD).

KAwwkn anédoon

XA X/Y/18 (D-5606-100-TC)

Anpootevpevn epTieLpia TTOU AMOKTABNKE ATO SLAYVWOTLKEG
SoKLpEg poutivag

AeSopéva amd  SLayVWOTLIKEG SOKLPEG poutivag eAn@bnoav amod
€UPWTIALKA  SLayVWOTIKA €pyaotripla Kat SnpootelBnkav otov
Slktuakd Tomo MetaSystems Probes (BA. avtiotoxo Seitio
Sedopévwy emdo0EwY otV avtiotolyn evétnta ARYng ywa to
OUYKEKPLPEVO TIpoidv). H mapoucia tou Selktn-oTtoXoU O BETIKEG
TIEPUTTWOELG KAl N armoucla Of OpVNTIKEG TIEPUTTWOELG TIOU
aviyveubnkav pe FISH emBeBawwbnke pe texvoloyleg avagopag
(avéAuon Cwvwv Ypwpoowpdtwv). H kodptn TG egétaong
mieplAapBdvel aoBevelg Pe eyKUPOOUVEG PE KIVSLVO yLa TTaparAayEg
TOU aplBpoy avtlypapwy TwV XPWHOOWHATwv X , Y kat 18. Ta
Selypata eA@bnoav and apviokUTTapa mou Sev eixav KaltepynOet

ApLBuog

ALayvwoTtik | ALayvwoTiLKn

Avadidtagn  mepLTTW- gvaiodneia gEeLdikeuon

OEWV

Mapahayegg
Tou aptbpou
avtlypapwv
Tou
XPWHOOWHATOG
X Kat tou
XPWHOOWHATOG
Y
Mapahayeg
Tou aptBpoul
avtlypapwv
Tou
XPWHOOWHATOG
18

933 100 % 100 %

716 100 % 100 %
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AMEG TINYEG SESO0UEVWV KALVIKWVY ETILEOOEWV

H a&oAdynon twv SeSopévwy  SLayVwoTIKAG €MKUPWONG TOU
OUMEXBNKav oto TAaiolo tou IVDD kat ta§vopndnkav wg GAAEG
TINYEG S€S0PEVWV KAWVIKWY €TiLSO0swY Selyvel O0TL To XA X/Y/18
aVayvwpLoe Owotd Kal TG 5 TEPUTTWOEL TIAPEKKALOEWY TIoU
avaAuénkav.

AvapeVOPEVA ATIOTEAEGHATA
XA 13/18/21 (D-5607-100-TC)

Mapouctddovtal POVO OL GUXVOTEPEG KATAVOUEG ONUATWY, €VW
pmopet va mapatnpnBoulv Kat GAa OXETIKA poTiBa orpatog.

ducLohoykd KUTTapo:
AUo Tipdotva (2G), SUo TTopTOKaAL (20) kat U0 PTIAE
(2B) onuata.

AMOLWPEVO KUTTAPO:
Tplapaowva (3G), SUo optokahi (20) kat SVo UTIAE
(2B) onpata.

AMOLWPEVO KUTTAPO:
Ao Ttpactva (2G), tpia optokaAi (30) kat U0 PTIAE
(2B) onuata.

AMOLWPEVO KUTTAPO:
AUo Tipaotva (2G), SUo TTopToKaAL (20) kat Tpia PTAE
(3B) onuata.

AVAAUTLKEG ETILEOOELG
XA 13/18/21 (D-5607-100-TC)

Ta Sedopéva avaluTikig amdsoong cUMEXBNKaV XPpnoLUOTIOLWVTAG
TUpAveG  PETAEU  @AcEwvV amod  KAALEPYELEG  AEPPOKUTTAPWY
Sleyeppévwy pe PHA. H GUYKOPLSH TWV KUTTAPWY TIPAYyHATOTIOWONKE
oUPPWvVa PE TA KUTTAPOYEVETIKA Tpodtuma. H Looduvapia twv
OTTOTEAECUATWY HETAEY pn KOAALEPYNHEVWY OMVLIOKUTTAPWY  Kal
AEPPOKUTTAPWY TIOU SleyépBnkav pe PHA SlaopoAiotnke péow
OUYKPLTLKAG HEAETNG.

AVOAUTLKA €&eLSikeuon

H el8kdtnTa utoAoyiletal we To T0C00Td TWV CWOTWY OTOXWV TIOU
aviyvevovtal €ml Tou OUVOAKOU aplBpoly TwV OTOXWV TIoU
aviyveuovtal.

H umoAoyl{opevn avaAuTikn €8lkotnta eivat 100 % petd amd 20
afloAoynpéveg HeTapdoelg amod 5 SLapopeTkoU; KApUOTUTILKA
(PUOLOAOYLKOUG AVSPEG.

AvaAuTLKn evatoBnota

H avoAutikr evawobnota urmoloyiletat wG TO TIOCOOTO TWV
HECOPAOLKWY TIUPAVWY TIOU €XOUV TO OVAHEVOHEVO (QUOLOAOYLKO
TPOTUTIO GAHATOG ETIL TOU GUVOALKOU aplBUOoU TWV HPECOPACLKWY
TUprVWV Tou avaAvovtat. AvallBnke To TPOTuTo onjpatog 400
TUpAVWY ard KABe éva amod 10 KAPUOTUTILKA QUOLOAOYLKA dtopa.

O Babpodg amdkAlong amd Tov YECo Opo aVILTPOCWTEVETAL amod TN
OXETLKN TUTILKF amtokALon (% RSD).

Mortipo Evawabnoia

2G202B

. 99.1 % 0.7 %
(Kavoviko)

ATtokoTr

To 6pLO yLa pLa TIOLOTLKN SoKLYr lval To dpLo Ttdvw armd To otoio To
anotéAeopa Bswpeltal BeTIkO Kat KATW arod To oTolo To amoTeAeopa
Bewpeltal apvnTko.

H TLun arokorttrg uttoAoylotnke pe Bdon uBPLELOHOUE aVLXVEUTWY O
Tupnveg Petafl paocewv 10 KAPUOTUTILKA QUOLOAOYLKWY aTOHwV. Ol
TWWEG amokotr)g PBaocifovtat oe 400 PBabpoloynpévoug TUPHAVEG
€KaoTOoC,.

Mortipo ‘ ATttokomn ‘
3G202B 1.9%
2G3028B 23%
2G203B 26 %

H T amokomrg elvatl TAnpopopLakn Kat eEaptdtal amod SLaPopes
TIapapéTpoug Tou oxetilovtal pe to epyactriplo. Emopévwg, yla
SLAYVWOTLKY XPron, oL TLPEG amokomng TIpEMeL va kabopilovtat
EexwpLotd amnd kabe epyaotrplo.

AkpiBeLa (avamapaywylpotnTa/ enavanPluotna)

H avamapaywylpétnta eivar o Babuodg ouppwviag PETagy twv
OTMOTEAECUATWY TWV HEAETWV  AVAAUTIKAG  euatobnolag  Tou
Sle€ayovtal uttd SLaWopETIKEG GUVONKEG (NUEPQ, Ttaptida Kal Selypa).
la kd&Be ouvbnkn mpaypatomolibnkav Tpelg avaAuoelg pe 100
TIUPAVEG N Kabepia.

H avanapaywytpdtnta divetat wg o Babudg andkAtong amnd tov Yéco
OPO PE TN OXETLKN TUTILKN amdkALon (% RSD).

Avamnapaywytpotnta

% RSD

ATIO pépa o€ Pépa
(8la maptida kat (5Lo Atopo o€ TPELS 0.6 %
NHEPES
Lot-to-Lot
(510 Atopo Kal Npépa P TPELG 0.0 %
TaPTLSEG

Aelypa mpog Setypa

(8la maptida kal nuépa pe tpla dropa

0.6 %

H enmavaAnypotnta elvat o Babpog cuppwviag HETay HEAETWY TIOU
Slefayovtal umd TG (Sle¢ ouvlrkeg. Aev Tpaypatomolrifnkav
XWPLOTEG HEAETEG ETMTAVAANPLUOTNTAG, KABWG 0 Babpdg amdkAlong amnd
TOV PECO OpO Of PEAETEG QvaTIAPAYWYLHOTNTAG UTIO SLAPOPETLKEC
OUVBNKEG TIPOOSLOPLOTNKE PE OXETLKI TUTILKY amtokALon <5 % (% RSD).
Qg ek ToUTOU, OLVXBN TO CUPTEPAcHA OTL 0 Babudg amodkALong amnd
TOV PECO OpO UTLO (OEG OUVBNKEG PE <5 % OXETLKN TUTILKN artdkALon (%
RSD).

KAwikn anodoon
XA 13/18/21 (D-5607-100-TC)

Anpootevpevn epTieLpia TTOU AMOKTABNKE ATO SLAYVWOTLKEG
SoKLpég pouTtivag

AeSopéva amd  SLayVWOTIKEG SOKLPEG poutivag eAn@bnoav amod
eUpWTAiKA SLayvwoTIKA €pyactripla Kat Snpoclelbnkav  otov
Slktuakd Tomo MetaSystems Probes (BA. avtiotoxo Seitio
SeSopévwy €MLSO0EWV OTNV avtiotolyn evotnta ARYng ywa To
OUYKEKPLPEVO TIpoidv). H mapoucia tou Selktn-0TtoOXOU Of BETIKEG
TIEQUTTWOELG KAl N armoucia Of OpVNTIKEG TIEPUTTWOELG TIOU
aviyveubnkav pe FISH emBeBawwbnke pe texvoloyleg avagopag
(avdAuon Cwvwv  Ypwpoowpdtwv). H kodptn TG egétaong
mieplAapBdvel aoBevelg pe eykupooLveg pe Kivduvo yla tplowpia 13,
Tplowpia 18 kat Tplowpia 21. Ta Selypara eAfgbnoav amod
ApVLOKUTTAPa ToU Sev €lxav KaALEPYNOEL.

ApLBuog
Avadiatagn TEPLITTW-
CEWV

AlayvwoTik) | ALayvwoTiKi

gvatodnoia eEeLldikeuon

Mapahayeég
Tou aptBpou
avtlypapwv
Tou
XPWHOOWHATOG
13
Mapalayég
Tou aptBpou
avTlypapwv
Tou
XPWHOOWHATOG
18
Mapahayég
Tou aptbpou
avtlypapwv
Tou
XPWHOOWHATOG
21

933 100 % 100 %

876 100 % 100 %

933 100 % 100 %
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AMEG TINYEG SESO0UEVWV KALVIKWVY ETILEOOEWV

H a&oAdynon twv SeSopévwy  SLayVwoTIKAG €MKUPWONG TOU
OUMEXBNKav oto TAaiolo tou IVDD kat ta§vopndnkav wg GAAEG
TINYEG SESOPEVWV KALVIKWVY €TILEO0EWY Selxvel OTL To XA 13/18/21
aVayvWwpLoE OWOoTA Kal TLG 18 TEPUTTWOELG TIAPEKKALOEWY TIOU
avaAuénkav.

Awadikacia eAEyXou TTOLOTNTAG

MpLv amo TNV apyLkn xprion autol Tou Tpolovtog otn Stayvwon, Ba
TIpEMEL va enalnBeutel OTL amodidel OTwG avapevetat. MMpémetl va
AapBdvovtal urtogn oL 08nyleg Kal oL CUCTACELG yLd TNV £Qappoyn
VEWV SoKLpWwV FISH otn Slayvwotikn (r.x. CLSI Fluorescence In Situ
Hybridization Methods for Clinical Laboratories- Approved Guideline -
Second Edition).

08nyieg acpaleiag

‘OMNoL oL QVLXVEUTEG TTou Ttapayovtat and tnv MetaSystems Probes
mpoopidovtal pPOVO yla EMAYYEAUATIKY XPron Kat TIPEMEL va
Xpnotyoroovvtatl amd EELSIKEUPEVO KAl EKTIALSEUPEVO TIPOCWTILKO.
MNa va efaopalioste acpalr) Asltoupyla Kal avamapaywylpa
aTmoTEAéOUATA, TTIAPAKAAOUPE VA TNPELTE TIG TTapaKkdtw UTTOSELEELG
ACPAAELAG KAL TIPOELSOTIOLNTLKEG TILVAKISEG.

KINAYNOZ

MepLéxel: doppapidlo

AnAwoeLg H360FD Mmopei va BAdYeL tn yovipotnta.
emKVSLVOTNTAG:  MTopel va BAAPEL To ayévvnto Ttalsi.
H351 "Yrottto yia pokAnon Kapkivou.
H373 Mmopet va tpokaiéoel BAGPN ota
opyava o€ TEPITTWOon TTApATETAPEVNG I
EMAVELANHHEVNG €KBEONG.
ANAWOELG P201 AdBete L8LKEG 08nyleg TpLv amo tn
TpOPUAAENG: Xpran.
P260 Mnv avarvéete
okévn/kanvéd/aéplo/veé/atdoug/Pekaopo.
P280 ®opdrte MPOCTATEVTIKA
YAVTLQ/TIPOCTATEUTIKO POUXLOUO.
P308+ P313 AN &lval ekteBeLpévol
avnouxoULV: ZNnTroTe LaTpLKN
oupBoUAR/TpocoXH.
P501 Amtopp{Te TO TIEPLEXOPEVO/TIEPLEKTN
olpPWVA PE TOUG
TOTILKO UG/ TIEPLPEPELAKOUG/EBVIKOUG/ ELeBVELC
KAVOVLOHOUG.
EwSwkr onpavon:  Meplopiletal oe emayyeApatieg XprioTeg.
MPOZOXH: Oeppo6 usatoAoutpo Kat Bepuég
TIAGKEG!
I Tn peTouciwaon Kat tov uBpLsLopd
Xpnotgototouvtal Bepud uSatdAoutpa Kat
Beppéq TAGKeG Pe Beppokpaotieg >37°C.
Mpooéte va unv €pxXeoTe O€ AUeON €AY PE
KQUTEG ETILPAVELEG I} LYPAL.
dopETTE YAVTLA KAL EPYACTNPLAKN TTIOSLA. T€
miepimtwon emagng pe to &éppa, Pugte
apéowg pe KpLo vepo.
A MPOZOXH: OpOr| EpyacTNPLAKK] TLPAKTLKI}!
: Xprion olppwva pe TG apxEs T opdrg
£PYAOTNPLAKNG TIPAKTLKAG,.
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Avapopd avemLtBUPNTWV GUPBAVTIWVY
Kd&Be ooBapd mepLotatikd Tou CUVERN O€ OXEON PE TO TIPOLOV AVaPEPETAL OTOV KATAOKEUAOTH) KaL 0TNV apudsia apxr Tou Kpdtoug pEAoUG oTo ototo eival
EYKATEOTNHEVOG O XPrOTNG /KAl 0 aoBEVNG.

AvTLHETWTILON TEPOBANHATWY
MBavn actia(eg)

MpoBAnpa

ZuvicTtwpevn Abon

aviyvevovtal orpata
FISH.

2TO PLKPOOKOTILO SEV

KAELOTO KAELOTPO AVAKAWHEVOU PWTOG / PUBULOTLKO OTOTI 0T

Sladpopn Tou PWTAG.

» AvoLETe TO KAELOTPO / PETAKLVIOTE TO PUBULOTLKO OTOTT £EW

amo tn SLadpopr| Tou Pwtog.

O Aapttrpag @BopLopoy lval amevepyoTtoLpéVoG.

Evepyototrjote tn Aduma pBoplopou.

NdaBog @iAtpo pBoplopol Bploketat otn Stadpopr) Tou
PWTOG.

METAKLVIOTE To OWOTO PIATPO 0T SLASpPopr| PWTOG.

O otdxog elvat ektdg Beonc,.

MeplotpéPte Tov 0TOX0 OTNV TTOPELA TOU PWTOG,.

O pwtoowArvag Bpioketat otn BEon TNG KAPEPAG.

ApEan SLadpopr] WTOG 0ToUG TPOocoPBAAuLOUG.

Ta ofpata
UBPLSLOPOU yivovtat
adlvapa peta amno
Atyo.

To A&SL epBamrtiong €xel SlelodUoeL HeTaEL TG yudALvng
QVTIKELPEVOPOPOU TIAAKAG KAl TOU KAAUPHATOG,.

Avtikataotrote to coverlip kat to DAPI/antifade.
XpNOLUOTIOLOTE KAAUPHA 24 mm X 32 mm akopn Kat av
UBpLSoTIOLELTAL HOVO PLA PLKPT) TIEPLOXT).

Aldyuta oripata.

H mpostolpacia Sev elval EMAPKWG QWTLOPEVN.

EAéyETe TV omtikn Stadpopr) Tou pLkpookotiiov. PuBuiote
owoTd To Pwg UV. EAgyEte tn Stapkela wng TnG Aaumag
uTEPLWS0UG aKTLVOBOALAG.

To eninedo gotiaong ev pmopel va pubuLotel owotd.

XpnotyoroLnote napkeg AdsL BuUBLONG. Mnv avapLyvUste
SlapopeTika AddLa BubLong. XpnotpotoLrote Aast
gPBAmTIONG KATAAANAO yLa pBoplopd.

To avttBapBwtikd otpwpa elval oAU may L yla eotiaon.
Mnv xpnotyoroteite uttepPoALkr TToodTNTA
DAPI/avtiypwpatiopol. ApkoUv 10 pl avd avtlkelpyevopdpo
TIAGKA (24 mm x 32 mm).

XpNGOLUOTIOLAOTE KATAANAEG KAAUTTTPISEG.

AdUvapa ofpata.

H mpostolpacia Twv Stapavelwy givat oAU TaALd.

Ot SLapaveleg Sev TpEMeL va elvat TTOAALOTEPEG Twv SU0
€BSopadwy. EQv oL avTlKeLPEVOWOpOL SevV XpnotuoTiotnBolv
€VTOG auTrG TNG EPLOSOU, YUAGETE TLG atoug -20 °C (25 °C).

H petouoiwon Sev elval emapkng.

H yrpavon, to Yriolyo fj n mepattépw otabepotoinon
pmopel va avaoteihel Tov uBpLELOPO Kat Sgv ouviotdtal.
Augnote tn Beppokpaocia petovoiwong otoug 80 °C
au&roTe To XpOVo PETOUGLWONG oTa 3 Aemtd.

I'ia tnv tpoPoAr xpnotporoLeitat QiAtpo StEAeUoNG
TIOAATAWY {WVWV.

XpNOLUOTIOLAOTE €va ELSLKO PoVO {wVOoTEPATO PIATPO.

ASUvapa aqua
Tpdolva onpata f
uPnAo SLdyuto Povto
0TO TIPAGLVO KAVAAL

H évtaon tou DAPI glvat oAU uPnAr| Je amotéAeopa va
uttapxeL Stactavpworn oto PiAtpo AQUA ) oto piitpo
MPAXINO.

Xpnotyototriote DAPI/avtixpwpa XapnArg CUYKEVTPWONG.

H Tt tou pH twv StoAupdtwy mAbong ivat TToAU xapnAn.

BePBatwbeite OtL N TLpn Tou pH Twv StoAupatwy givat HETagy

XPWHATOG,. 7,0 kaL 7,5. Oplopéva mpdoiva Boplopdpa elvat oAU
evaiobnta og pH katw tou 7.

YYnAS pn €L8ko o OL UTTOAOLTTEG KUTTAPOTIAQGHATLKEG TIPWTELIVEG TWV KUTTAPWY | » MpOEMeEEpYAOTELTE TLG AVTLKELUEVOPOPOUG TIAAKEG HE

uttopabpo. €VSEXETAL VA ETINPEACOLV TOV UPBPLELOPO. meivn.

Edv ta cuviotwpeva pétpa Sev emAUOOUV To TTPORANUA ) To TIPOPRANPA 0ag Sev avaepetal otn AloTa, EMLKOWVWVRGOTE Pe TNV MetaSystems Probes.

Ymootrptin meAatwv

MapakaAoUpE EMKOLVWVAOTE Pe TNV MetaSystems Probes GmbH (otolyeia emikowvwviag BAETE TTapakdtw) r) Ye Tov eEouctlodotnpévo Slavopéa pag otn

Xwpa oag.

ul

MetaSystems Probes GmbH
1. Industriestrasse 7

68804 Altlussheim

Feppavia

TnA: +49 (0)6205 292760
dag: +49 (0)6205 2927629
email: info@metasystems-probes.com

SIKTUAKAC TOTIOC: www.metasystems-probes.com

H MetaSystems Probes amottote{tal KaBe LELOKTNOLAKO Stkatwpa €T TWV GNPATWY KAl TWV OVOUATWY AAWV.

ra MepiAnyn g Aopdetag kat Twv Emééocwy eTLoKePBEeiTe ToV LoTOTOTO https://ec.europa.eu/tools/eudamed/#/screen/home ry pwTrioTe 0TO
info@metasystems-probes.com.
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Xpnotpomolovpeva cUPBoAa

YTIOSELKVUEL €va LaTpoTEYVOAOYIKO TTPOIdV TIoU TIpoopideTal va XpnoLUoTotnBel we in vitro SLayVwoTLKO tatpoTexVoAoyLKS Tpolov.

C€

d YTIOSELKVUEL TOV KQTAOKEUATTI) TOU LATPOTEYVOAOYLKOU TIPOIGVTOG.

ZApa CUPHOPPWEONG TIOU SNAWVEL OTL PLO GUOKEUT CUPHOPPWVETAL PE TLG LOXUOUOEG KAVOVLOTIKEG amaLTioeLg otnv Eupwraikn Evwon.

é YTo8eLlkVUEL OTL aTtaLTELTAL TIPOCOXT KATA TO XELPLOKS TNG GUOKEUNG ) TOU XELPLOTNPLOU KOVTA 0TO onpeio dtou éxet TomtoBetnBel to oUpBoro
1) OTL N TPEXOUOA KATACTAON ATIALTEL TNV EVALCONTOTIOINCN TOU XELPLOTH 1) TNV avaAnyn SpAcng amod Tov XELPLOTH yLd TV aropuyn
QVETILOUPNTWY CUVETIELWV.

EE YTIoSELKVUEL OTL O XPrOTNG TIPETIEL VA CUMPBOUAEUTEL TLG 08nYyies xprions.

Avafswpnaon gyypdawpou

AvaBswpnon Hpepopnvia ‘Evelén yia aAAayn
ékSoong

GR-CE-IVD-RevA250429- 29.04.2025

Evnpepwpévo IFU ouppwva pe tov KANONIEMO (EE) 2017/746 yia ta in vitro SLayvwoTtika
250429v10.2

LaTPOTEXVOAOYLKA TIpoidvTa. H emikatpotoinon Sev emnpeddel GUECA Ta XAPAKTNPLOTLKA TNG OUOKEUNG
KaL Sev €L AQVTIKTUTIO 0TN oUVBEON 1| TA CUCTATLKA TWV TIPOLOVTWY pag. Emtiong, ev emnpeddel tov
TPOTIO EPAPHOYNG TWV TIPOLOVTWY Pag, AAAG TIPOKAAEL OAAQYEG OTLG TIANPOYOPLEG TIOU TIAPEXOVTAL PE
TO TIPOLOV WG ETIKETEG, TIPOPAETIOPEVOG OKOTIOG KaL 08NyLEG XPrONG.
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