A Sysmex Group Company

DATTES
CytoCell

Obdnyieg xprong
KQA. ANA®.: LPH 066-S / LPH 066

D13S319/13qter/12cen Deletion, Enumeration Probe

c € IVD

AMOKAEIZTIKA FlA ENATTEAMATIKH XPHZH

|

www.cytocell.com

Mrtropeite va Bpeite repaITEPW TTANPOPOPiEG KAl AAAEG YAWOOEG OTOV
16T6TOTTO WWW.0gt.com

MNepropiopoi

To mpoidv auTd eival oxedIaGPEVO YIa TNV QViXVEUOT YOVISIWUATIKWY ATTWAEIWV
MEYaAUTEPNG €KTAONG OTTO QUTHA TTOoU KAAUTITETAI aTTd Tov KAWvo D13S319 og autd
TO OET IXVNOETWV A EVIOXUOEIG HEYOAUTEPNG €KTAONG ATTO QUTH TTOU KAAUTITETOI ATTO
Tov KAwvo D12Z3 o€ auTtd To O€T IXVNOETWY, N oTT0ia TTEPIAAUBAVEI TO KEVTPOUEPES
Tou Xpwpoowpatog 12. O1 yovISIWUATIKEG EVIOXUOEIG/OTTWAEIEG EKTOG TWV
TTEPIOXWV AUTWV 1| Ol HEPIKEG EVIOKUOEIG/ATTWAEIEG OTIG TTEPIOXEG QUTEG UTTOPET VO
unv gival avixveUoIJEG JE AUTO TO TTPOIOV.

H e&étaon Oev TmpoopileTal yia: XPAON WG HEPOVWHEVOG  BlayVwaTIKOG,
TIPOYEVVNTIKOG EAEYXOG, TTPOCUPTITWUATIKO €Aeyxo Bdoel AnBuopoul, egétaon
Kovtd oTtov aoBevr) i autoegétaon. To Tpoidv autd TrpoopideTal pévo yia
ETTAYYEAMATIKA Xpron eviég Tou epyaatnpiou. OAa Ta atroteAéoparta TTPETTEl va
eppnvevovTal atmd KATAANAG €CEIBIKEUPEVO TTPOCWTTIKG AaUBAVOPEVWY UTTOWN
GANWV OXETIKWV ATTOTEAEOUATWY ECETATEWV.

To mpoidv autd Oev €xel eTMIKUPWOE yia xpAon o€ TUTTOUG JEIYPATWY 1 TUTTOUG
aoBevelwV TTépav ekeivwy TTou KabopidovTal aTnv TTpoBAeTTéPEVN XPARON.

Katd tnv avagopd kai eppnveia Twv amoteAeopdtwy FISH, Ba mpétrel va TnpouvTal
T ETTAYYEAPATIKG TTPOTUTTA TTPOKTIKAG Kal va AapBdavovTal utrown GAAEG KAIVIKEG
Kal S1ayVWOoTIKEG TTANPO@OpieG. AUTS TO KIT TTPOOPIZETAI VIO XPAON WG CUUTTIARpWUA
o€ GANEG DIayVWOTIKEG EPYAOTNPIOKEG EEETAOEIG Kal Oev Ba TTPETTEN VA EEKIVAEN Kayia
BepaTreuTiki evépyeia pévo Baoel Tou atroteAéopatog FISH.

H pn mpnon tou TTpwTOKOANOU €VOEXETAI va ETTNPEGOEI TNV ATTd0O0N Kal Vo
odnynoel o€ Yeudwg BeTIKA/apvnTIKE OTTOTEAETATA.

AuTO TO KIT dev €xel £MKUPWOED yia dANouUg oKoTToUG TTépav TNG Kabopiopévng
TPOBAETIOHEVNG XPAONG.

MpoBAeropevn xpnon

To CytoCell D13S319/13qter/12cen Deletion, Enumeration Probe eival pia
TIOIOTIKN, KN auTopaTOTIOINKEVN, £€€TaON @BOPIfovTog in situ uBpIdiopol (FISH)
TTIOU XPNOIUOTIOIEITAI YIA TNV AVIXVEUCTN XPWHOOWHIKWY EAAEIWEWV OTNV TTEPIOXN
13914.2-g14.3 TOU XpwpOOoWHaTOG 13 r/KaI EVIOXUOEIG TOU KEVTPOUEPIKOU
TUAMATOG TOU Xpwpoowuarog 12 o€ povipotroinuéva ot didhupa Carnoy
(MEBavOAN/oEik6 ogu 3:1) KUTTAPIKG EVAIWPAMATA QIMATOAOYIKAG TTPOEAEUCNG ATTO
aoBeveig pe empBeBaiwpévn i TOavoloyouuevn XpOvia AEUPOKUTTAPIKE Aeuxaipia
(XAN).

Ev&eigeig

To Tpoidv autd eival oXeSIOOPEVO WG CUPTTANPWHATIKG O€ GANEG KAIVIKEG Kal
10TOTTOBOAOYIKEG EEETAOEIG OE avAYVWPITPEVA POVOTTATIA dIdlyvwang Kal KAIVIKAG
@povTidag, 6ou n yvwon Tng Umapgng Tng éAAeiwng tou D13S319 r/kar NG
EVIOXUONG OTO KEVTPOUEPEG TOU XPWHOOWHATOG 12 Ba ATAV ONUAVTIKA yia TNV
KAIVIKF) QVTIPETWTTION.

Apxég Tng g&ETaong

O @Bopiwv in situ uBpIdiouds (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAPAOIKG XPWHOTWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HovihoTToINuéVa KUTTAPOYEVETIKG deiypaTta. H TexvikA xpnoiyoTrolei 1xvnBéteg DNA
Tou uBpidoTToloUvTal 0g OAOKANPA XPWHOOWHATA I PEUOVWHEVEG HOVODIKEG
aAAnAouxieg Kal XpnoIPEUEl WG €va GNUAVTIKO GUUTTARPWHA OTNV KUTTOPOYEVETIKA
av@iuon pe G-Cwvwon. AuTh n TEXVIKA UTTOPEi TTAEOV va €QOPHPOOTEI WG Eva
ONMAVTIKG €PEUVNTIKO EPYOAEIO OTA TTAQICIO TTPOYEVVNTIKWY KOl QIJATOAOYIKWY

avoAUOEWY, KaBWG KAl XPWHOOWHIKWY avaAUCEWY CUPTIOYWY OyKwv. MeTd Tn
govigotroinan kai Tn petouaiwon, 1o DNA-016x0g €ival diaBéoipo yia avadiaragn
o¢ évav TTapoyola peTousiwpévo, eBopiovta onuaapévo ixvndétn DNA, o otroiog
€xel oUUTTANPWHATIKA aAAnAouxia. MeTd Tov uBpPISIOUG, YivETal aQaipecn Tou Wn
deopeupévou Kai pn e1d1kd deopeupévou 1xvnBETn DNA kai To DNA uttoBaAAeTal o€
avTiXpwaon yia aTreikovion. XTn CUVEXEIQ, N MIKPOOKOTTia @®Bopiopol KabioTd
duvaTH TNV ATTEIKOVION Tou URPISOTTOINHEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvneérn
O1 eMeiyeig Tou emrnpeddouv T ¢wvn 13914 Kal n TPICWHIA TOU XPWHUOCWHPATOG
12 gival ouxvda gupBavTa otn Xpovia Au@oKUTTaPIKr) Aeuxaipia (XAA).

O1 eAAeigeig TTou eTTnpedgouv Tnv Trepioxr 13914 ival TioNng ol o GUXVEG DOMIKEG
VEVETIKEG QVWHANIEG OTN XPOVIA AEUQOKUTTAPIKA Asuxaipia (XAA)Y23. H mrepioxn
auTr €xel dIatmoTwOE OTI eivarl eTepduya eANITTAG 0To 30-60% Kai opdguya eANITTAG
070 10-20% Twv acBeviv pe XAA* To TooooTd emBiwong €xel KATadeIXTel OTI
eival TTapopoIo oTig dUo opadeg®. O aoBeveig pe eMeiwelg 13914 evidooovTal otV
Katnyopia TTOAU XapunAou KIvBUVOU, aTroudia GAAWY YEVETIKWY BAABWVE.

Auo pn kwdikevovta yovidia RNA, to DLEU1 (deleted in lymphocytic leukemia 1)
kai To DLEU2 (deleted in lymphocytic leukemia 2), ouv o yeveTikdg OeikTng
D13S319, kaAUTITOUV TNV TTABoY6VO Kpiolun Treploxn 13q147. To DLEU1 Bewpeital
TO Mo MBavE OXETICOPEVO PE TN XAA UTTOWAPIO OYKOKATAGTAATIKO YOVidlo evTog
™G Teploxng 13q148.

H Tpiowpia 12 atroteAei emavep@avi¢épevn avwpaiia otn XAA, n otroia atmravtdral
070 20% TWV TTEPITITWOEWV® KAl GUXVA EUQAVICETAI WG N OVABIKI| KUTTOPOYEVETIKN
avwpahia (40-60% Twv TEPIMTWOEWV Pe TpIowpia 12)2. O1 aoBeveig pe TpIcwyia
12 evidooovtal oTnV KaTnyopia XaunAoU kivduvou, atroudia GAAWV YEVETIKWV
BAABWVE.

Mpodiaypa@ég 1XvnOeTWV
D13S319, 13q14.2 — q14.3, Kokkivog
13qter, 13934, M1TAe

D1273, 12p11.1-q11.1, Npdoivog
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To Chromosome 12 Alpha Satellite Probe eivai onuacuévo mpdaoivo Kai
avayvwpigel TNV KEVTPOMEPIKN eTTavaiapBavopevn aAAndouxia D12Z3. To peiypa
IxvnOeTwv D13S319 amoteAeital ammd €vav ixvnbétn 156kb, onuaouévo KOkkivo,
TTOU KAAUTTTEI TO KEVTPOUEPIKO Akpo Tou DLEU1 kai mrepiéxel To peyaAliTepo pépog
Tou yovidiou DLEUZ2, kai emmiong kaAUTITel Toug deikteg D13S319 kai D13S272. O
IXVNOETNG TTOoU €ival €I1BIKOG yia TNV uttoTeAOUEPIKR TTEPIoX 13qter, onuacuévog
UTTAE, ETTITPETTEI TOV EVTOTTIOUO TOU XPWHOOWHATOG 13 Kal AEITOUpYEi wg IXvnBETNG-
yépTUpaG.

Mapexoépeva UAIKA

Ixvn@érng: 50 pl ava @iahidio (5 egetdaeig) A 100 pl avd @iaAidio (10 egeTdoeig)

O1 1xvnBETEG TTapPEXOVTAIl TTPOoavVAUEMIYPEVOl aE DIGAUNa UBPIBIoCUOU (Ppopuapidio,
Benkn degTpdvn, alatouxo didAupa-kITpIKG vaTtplo (SSC)) kal €ival £€ToIhOI TTPOG
Xenon.

Avrixpwon: 150 pl ava @iaAidio (15 egeTdoeig)
H avrixpwon eivar DAPI antifade (ES: 0,125 pg/ml DAPI (4,6-8iapidivo-2-
@aIvUAIVOOAN)).

Mpo€15oTToINCEIg KAl TIPOPUAGEEIS

1. Tiain vitro dlayvwoTiKA XPAon. ATTOKAEIOTIKA yia ETTAYYEAPOTIKA XPAON.

2. Na @opdre yavTia katd Tov Xelpiopo 1xvnoeTwv DNA kai avtixpwang DAPI.

3. Ta piypata Twv IXVNOETWY TTEPIEXOUV POPUAidIo, TO OTIoIO Eival TEPATOYOVO.
Mnv avarmvéete avaBupidoeig Kal aTroQUYETE TNV €TTO@R HE TO OEpua.
ATTaiTeiTal TTPOOEKTIKOG XEIPIOPOG. Na popdTe yAvTIa KAl EpYOoTNPIaKR TTOdIA.

4. To DAPI gival duvnTik@ Kapkivoyovo. ATTQITEITOI TIPOTEKTIKOG XeIPIop6G. Na
POPATE YAVTIO KOI EPYACTNPIOKH TTOdIE.

5. Amoppitrtete OAa Ta €TIKIVOUVA UAIKG GUPQWVA PE TIG KATEUBUVTAPIEG 0OnYieg
Tou 19pUPATOG OAG YIa TNV ATTOPPIYN ETTIKIVOUVWY OTTOBAATWV.

6. O1 XeIpIOTEG TTPETTEI VA EXOUV TNV IKAVOTNTA VA SIAKPIVOUV TO KOKKIVO, TO PTTAE
Kal To TTPACIVo Xpwua.

7. H pn TtApnon Tou TTEPIYPAPOUEVOU TTPWTOKOANOU TWwV avTISPaoTnPiwv
evOEXETal va €TNPedoouV TNV ammédoon Kal va odnyfoouv Ot WEUdWS
BeTik@/apvnTIKG aTroTeAéopaTa.

8. O Ixvnbétng dev Ba TTPETTEI va ApaIWVETAI i va avaplyvueTal ye GAAoug
IXVNOETEG.

9. H un xprAon 10ul 1xvnBétn oto OTAdI0 TOU TIPWTOKOAAOU TIpIV ATIO TN
UETOUTTWAON EVOEXETAI VA ETTNPEACEI TNV ATTOS00N Kal va 08nNyATEl O WPEUBWG
BeTik@/apvnTIKG aTroTeAéopaTa.

DS213/CE-el v009.00/2021-08-10 (H073 v3 / HO74 v1)
ZeAida 1 ammé 5



ATtro0Rikeuon Kal XEIPIOPOG
To kit Ba TrpéTrel va amobnkeleTal o€ Bepuokpaaia atd -25 °C
-15°C  €wg Kal -15 °C ge katayukTn PEXPI TNV NuEPoPNVia ARgng TTou
J/ avaypAa@ETal OTNV ETIKETA TOU KIT. Ta QIOAIDIA IXVNOETWY Kal
-25°C avTiXpwaong TIPETTEI VA aTTOBNKEUOVTAl OE OKOTEIVO XWPO.

O IxvnBETNG Trapapével oTaBepdg kad OAn Tn didpkela Twv
KUKAWV Yigng/amméyugng Trou TTpayuaToTTolouvTal 0TO TTAQICIO
\\lf/ ™G QUOIOAOYIKAG XProng (évag KUKAOG QVTIOTOIXEI OTnV
/.\ a@aipeon Tou IxvnOETN amd Tov KAaTaWUKTN Kal TNV €K VEOu
/ I \ TOTTOBETNOTN TOU O€ auTdV) Kal €ival puTooTABEPOS YIa £wg Kal
A 48 wpeg PETA TNV £€KBECT) TOU OE TUVBNKEG OUVEXOUG PWTIOUOU.
. Mpémel va kataBdAAeTal kGBe duvath TTPOCTIABEIN WOTE N
ékBeon oe  petaBaAAdpeveg  OUVONKEG  QWTICPOU  Kal

Bepuokpaciag va TepIopifeTal GTo EAAXIOTO.

EgotrAIopog kal UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpétel va xpnoiyotroigital BaBpovopunuévog eEoTrAIoudG:
Ogppn TTAGKa (Me oTeper TTAdKa Kail SIGTagn akpiBoug eAéyxou Bepuokpaaiog
£€wg kai 80 °C)

2. BaBuovopunuéveg PIKPOTTITIETEG PETABANTOU Gykou Kal puyxn, até 1 ul £wg
200 pl

3. Ydaréloutpo pe didtagn akpiBoulg eAéyxou Bepuokpaaiag atoug 37 °C kal
oToug 72 °C

4,  ZwAAjveg pikpopuyokévTpiang (0,5 ml)

5. Mikpookdtio @Bopiopyol (avatpééte oTnv €voTNTa «XUOTACNH Yid TO
HIKPOGKOTTIO PBOPIGHOU»)

6. MikpookdTmio avTiBeang @Aacewv

7. KaBapd AaoTIKE, KEpapIikd f BeppoavBekTIka yudAiva doxeia Coplin

8. Aapida

9. BaBpovounuévo TTeEXANETPO (i TTEXAUETPIKEG TaIVIEG ME duUVATATNTA PETPNONG
Tiwv pH 6,5 - 8,0)

10. MepiékTng vypaciag

11. Pakdg YIKPOOKOTTIOU GOOPIGHOU KATASUTIKOG O AGdI

12. ®uyokevTpOg TTAYKOU EPyaaiag

13. AVTIKEINEVOPOPOI PIKPOOKOTTIOU

14. KoAutrTpideg 24 x 24 mm

15. Xpovouetpo

16. Emmwaotipag 37 °C

17. KoOAAa pe didAupa eAaaTiKoU

18. Miktng TepIdivnong

19. AiaBabBuiopévol KUAIVOpoI

20. MayvnTikég avadeuTipag

21. BaBpovounuévo BepudueTpo

MpoaipeTIKOG £OTTAIONOG TTOU BeV TTAPEXETAI
1. KuttapoyeveTikdg BaAapog Enpavong

AvTiISpaoTipia TTou atraiTolvral aAAd Sev TTapéxovTal
AidAupa alatouyou diaAlpaTog-KITpIKoU vaTpiou (SSC) 20x
AiIBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd o&u 1M (HCI)

ATTIOVIGPEVO VEPD

o, wWNE

ZUoTOON YIO TO MIKPOOKOTTIO pBopIouoU

Xpnaoiyotroieite  Adutra udpapyupou 100 watt i 10080vaun Kai €TiTTEdOUG,
QATTOXPWHOTIKOUG QAVTIKEIMEVIKOUG (POKOUG KataduTikoUug o€ AGdI pe peyéBuvon
60/63x 1 100x vyia BéATIoTn ameikévion. Or  @Bopifouceg ouoieg  TTou
XPNOIPOTTOIUVTaI O€ auTO TO OET IXVNOeTWY Ba dieyepBoUv Kal Ba eKTTEUYWOUV GTa
akéAouBa prkn KUPATOG:

MrrAe 418 467
Mpdaoivo 495 521
KokkIvo 596 615

BeBaiwBeite 611 0TO MIKPOOKOTIO €X0oUuv TOTTOBETNOEl Ta KATAAANAQ  @iATpa
SOIEyEPONG KAl EKTTOPTIAG, TA OTTOI KOAUTITOUV TG PAKN KUPOTOG TTOU avagépovTal
Tapatdvw. Xpnaoigotroinate @iATpo diéAeuang TpImAiRg Cwvng DAPI/mpdaivou
PACPOTOG/KOKKIVOU  @aopaTtog i @iATpo diéAeuong OITTARG {wvng TTPACIVOU
PACPATOG/KOKKIVOU PACHATOG Yia BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWV
KOl KOKKIVWYV (BOPICOVTWY OUCIWV. XPpNOIMOTIOINOTE £va GiATpO BIEAEUGNG POVAG
Quwvng yaAadiou @AopaTog yia BEATIOTN aTTeEIKOVION Tou YaAGdiou @aouaTtog i éva
@iATpo diEAeuong TPITTARG {WVNG KOKKIVOU @ACUATOG/TTPACIVOU ACHATOG/YaAddIou
@PACPATOG YIO TAUTOXPOVN OTTEIKOVION TwV TIPACIVWY, KOKKIVWY Kol YaAAGGiwv
®BopoPOPWV.

EAéyETe TO pIKPOOKOTTIO @BOpIoUOU TTpIV aTrd Tn XPAON YIa va dIac@aAiCETE OTI
AeiToupyei  owaTd. XpnoigotroiRote AGdI  euBATITIoONG  TTOU  evdeikvuTal IO
JiIkpookoTTia @BopIopoU Kol €xel oxedlaaTei yia xaunAd autéuato @Bopiopd.
Amo@uyeTte TNV avauign Tou DAPI antifade pe Add1 katdduong pikpoakoTriou, dIOTI
KGTI TETOI0 B KOAUWEI Ta oApaTa. TnPAGTE TIG CUCTACEIG TOU KOTAOKEUAOTH 600V
agopd Tn didpkela wAG TNG AGuTTag Kal TNV NAIKia Twv QIATPpWYV.

MNpogToipagia deryudTwyv

To KIT €xel OXEDIOOTEI yla XPAON OE KUTTAPIKA EVAIWPAUATA QIHOTOAOYIKAG
TIPOoEAEUONG TTOU £X0UV PovipoTroinBei o€ didAupa Carnoy (ueBavoAn/ogiké ogu 3:1)
Kal €XOUV TIPOETOINOOTE CUPPWVA PE TIG KATEUBUVTHPIEG OBNYiEG TOU EpyaaTnpiou
1 Tou 19pUaTOG. MPOoETOIPNAOTE deiypaTa TTOU £X0UV UTTOOTE! §ipavon pe aépa o€
QAVTIKEIUEVOPOPOUG  MIKPOOKOTTIOU OUM@WVA PE TIG TUTTIKEG KUTTOPOYEVETIKEG

diadikagieg. To eyxepidio AGT Cytogenetics Laboratory Manual — Tepiéxel
OUOTAOEIG yia TN oUAAOYT, KAANIEPYEID KOl HETAPOPEG SEIYUATWY, KaBWg Kal yia TNV
TIPOETOINATIA TWV AVTIKEIMEVOPOPWY TTAaKWV,

MpogTolpacia SiIaAUpPATWY

AiaAvuara ai@avéAng

ApaioTte aiBavoin 100% pe atmoviopévo vepd pe Baon Tig akdAouBeg avahoyieg
Kal avapi§Te KoAd:

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

e AiBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog atmoviouévou vepou
AmobnkeuoTe Ta dlaAvpata yia €wg kol 6 priveg o€ Bepuokpacia dwHaATIoU O€
aAEPOOTEYN TTEPIEKTN.

AigAvpa 2xSSC

ApaiwoTe 1 pépog diaAUpatog 20xSSC pe 9 pépn aTmoviopévou vePoU Kal avauigTe
KaAd. EAéyEte Tnv TipnR pH kai puBpioTte o€ pH 7,0 xpnoipotroiwvTtag NaOH i HCI,
Katd TrePITTwon. ATobnkeloTe TOo didAupa yia €wg kal 4 eBdopddeg o€
BepUoKpacia dwUaTiOU O AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 uépog dlahlpaTog 20xSSC pe 49 pépn aTTovIGUEVOU VEPOU KOl OVAMIETE
KaAd. EAéyEre Tnv TipnR pH kai puBpioTte o€ pH 7,0 xpnoipotroiwvTtag NaOH i HCI,
KaTd TrepimTwon. Amobnkeuote To didAupa yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaioTe 1 pépog dlaAUpaTog 20xSSC pe 9 pépn atmioviopévou vepou. MNMpoobéaTe
5 pl Tween-20 avda 10 ml ki avapigre kaAd. EAEyEre TNV Tiun pH kai puBuioTte og
pH 7,0 xpnoipotroiwvtag NaOH r HCI, kata trepitwon. AroBnkedoTe To diGAupa
yia €éwg Kol 4 eBOouadeS o€ BepUoKpaTia dwUATIOU € AEPOTTEYT| TIEPIEKTN.

NpwTékoAAo FISH
(Znpeiwon: BeBaiwBeite 6T n €kBeaN TOU IXVNOETN KaI TNG QVTiXPWONG OTA GWTA
TOU EPYOCTNPIOU €ival TIAVTA TTEPIOPITHEVN).

TNpocsroiyaaoia avriKeiuevopopou

1. TomoBetRoTe pia knAida atmmd TO KUTTAPIKO Jeiyua o0 pia  yudAivn
QAVTIKEIUEVOPOPO HUIKPOOKOTTiOU. AQACTE TN va oTeyvwoel. (MpoaipeTIKd, eav
XPNOIUOTIOIEITE KUTTAPOYEVETIKO BAAapo §Rpavong: n TomoBéTnon Tou
OEiypaTOG OTIG QVTIKEINEVOPOPOUG Ba TPETTEl va yiveTal PE Tn Xpron
KUTTapOYeVETIKOU BaAduou {Apavong. O BdAapog TTPETTEl va AsIToupyei o€
Beppokpaaia Tepitrou 25 °C kal uypacia 50% yia Tn BEATIOTN AWn KUTTAPIKOU
Oeiypatog. Edv dev uttdpxel d1aBECINOG KUTTOPOYEVETIKOG BAAapog Enpavang,
XPNOIYOTTOINOTE VAV aTTAYWYO WG EVAAAAKTIKA).

2. BubioTe TV avTikeipevo@dpo ot didhupa 2xSSC yia 2 AeTTTa o€ Beppokpacia
dwpaTtiou Xwpig avakivnon.

3. Aogudatwote oe dlagopeTikd ToooaTd aiBavoAng (70%, 85% kai 100%),
S10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  AQNOTE TN VO OTEYVWOEL.

Ipiv amé tn perouciwon
. AgaipéaTe TOV IXVNBETN aTTd TOV KATAWUKTN KAl a@AOoTE Tov va BepuavOei oe
Beppokpacia dwuartiou (RT). EkTeEAéDTE GUVTOUN QUYOKEVTPION TTIPIV OTTO TN
xenon.

6. BeaiwBeite 611 TO diGAUpQ 1IXVNOETN €xeEl avapixBei opoiduop@a pe TN XpRon
TTTETOG.

7.  Agaipéote 10 yl 1xvnBETN yia KABE €¢ETAON Kal HETAPEPETE TA O€ £vav CWARva
HIKPOQUYOKEVTPIONG. TOTTOBETAGTE Ypriyopa Eava Tov UTTAAOITTO IXVNBETN aTOV
KOTaWuKTn.

8. TomoBetACTE TOV IXVNOETN KOI TNV AVTIKEINEVOPOPO OeiydaTog o€ pia Bepun
TAdKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTrtd yia TTpoBéppavan.

9. TomoBetcoTe 10 Yl iyyaTog ixvnBETN GTO KUTTAPIKO PiYHO KOl EQAPUOOTE HId
KOAUTITPIdO TTPOCEKTIKA. ZPpayioTe pe KOAAQ pe SidAupa EAaOTIKOU KAl AProTE
TN Va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MetouoiwoTe TO Ogiyya kai Tov IXvnOETN Tautdxpova Bepuaivoviag Tnv
QAVTIKEIYEVOPOPO O pia Beppn TTAGKa oToug 75 °C (+/- 1 °C) yia 2 AeTrTd.

YBpidioués
11. TomOBETAOTE TNV QAVTIKEINEVOPOPO OF Evav UYPO, PWTOOKIEPS TIEPIEKTN OF
Beppokpaacia 37 °C (+/- 1 °C) yia pia oAdkAnpn vuxTa.

TAUoeIg perd Tov uBpIdiIoud

12. Agaipéote 1o DAPI amd Tov KatayukTn kal agnoTe To va BepuavOei ot
Beppokpaaia dwuatiou (RT).

13. AgaipéoTe TNV KOAUTITPISA kal OAa Ta UTTOAEipaTa KOAAQG TTPOCEKTIKA.

14. BuBioTe TnV avtikeiyevo@opo oe didAupa 0,4xSSC (pH 7,0) og Beppokpaaoia
72 °C (+/- 1 °C) yia 2 AeTrT& Xwpig avakivnan.

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

16. AmooTpayyioTe TNV avTikeipevopodpo kai Torrodetriote 10 pl DAPI antifade o€
KGBe Seiyua.

17. KoAOwte Tn pe pia KOAUTITPIOA, agaipéaTe TUXOV QUOOAIdES Kal TrepipéveTe 10
AETITA pEXPI VA QVATITUXBET TO XPWHA OTO GKOTADI.

18. MapatnpnaoTe o€ PIKPOOKATTIO PBOPICHOU (avaTpégTe OTNV EvoTNTa ZUOTAON
YIO TO HIKPOOKOTTIO pBOopIoHOU).
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ZTaBePOTNTA ETOIWV AVTIKEIHEVOPOPWYV TTAAKWV
O1 éTOIMEG QVTIKEIEVOPOPOI PTTOpOoUV va avaAuBoUv éwg kal 1 pAva petd edv
ammoBnKeUTOUV O€ OKOTEIVO XWPO O€ BepUoKpacia dwaTiou 1 XapnAdTepn.

ZuoTdoElg yia Tn diadikagioa

1. H6éppavon n wpipavon Twv avTIKEIHEVOPOPWY UTTOPEI Va PEIWOEI TOV POOPITUO
TWV ONUATWV

2. O1 ouvbrikeg UBPIBICUOU UTTOPET VO ETTNPENCTOUV SUCHEVWG OTTO TN XPron
avTIdpacTnpiwy TTépav ekeivwy TTou Trapéxovtal i cuaTrivovTal atrd Tn Cytocell
Ltd

3. XpnoiyotroinoTe éva Babuovounuévo BepUAUETPO yia T HETPNON BEPUOKPACIWV
SlaAUPAaTWY, UBATOAOUTPWY Kal ETTWACTAPWY, KABWG ol ev Adyw Beppokpaacieg
eival KpioIung onuaciag yia Tn BEATIOTN aTTdd00N TOU TTPOIGVTOG.

4. O OuyKEVTPWOEIG, ol TINEG pH Kal oI Beppokpacieg TTAUONG €ival ONUAVTIKEG,
KOBWG O GUVBNKEG XOUNANG auaTNPATNTAG UTTOPET VO £XOUV WG OTTOTEAETHA [N
€I0Iky OéopEUON TOU IXVNOETN €vW O OUVONAKEG UTTEPBOAIKG  UWNAAG
aAUOTNPOTNTAG PTTOPET VO £XOUV WG ATTOTEAETHA TNV EAAEIYN OUOTOG

5. H areAig peTouciwon PTTopei va €€l WG atToTEAECHA TNV OTTWAEIN TAPATOG KAl
n utrePPOAIKN PETOUCIWAN PTTOPEI ETTIONG VA EXEl WG ATTOTEAECUA TN N €10IKN
Séopeuon

6. O utrepPoAIKAG UBPIBIOUAG PTTOPET va 0dNyACEl € TIPOOOETA 1) PN avapevopeva
ofuara

7. O1 xpnoTeg Ba TTPETTEl va BeATIOTOTTOIO0V TO TIPWTOKOAAO yia Ta deiypard Toug
TIPIV atrd TN XpAon Tng e€Taong yia SiayvwoTIKoUg OKOTToUG

8. Tuxdv UTTOBEATIOTEG GUVONKEG WTTOPE VO €XOUV WG ATTOTEAEOUO Hn €IDIKA
OSéoeuan, n OTToia UTTOPET VO TIAPEPUNVEUTET WG OrHA IXVNBETN

Eppnveia Twv amoreAeopdTwyv

EKTinon moiérnrag avrikeIevopopwy mAaKwv

H avTikelpevopopog dev Ba TTPETTEl va avaAUeTal EAv:

e  Ta ofuata gival TTOAU aoBevr yia va TTpaypaToTroinBei avaAuon o€ pepovwpéva
@iATpa. Ma va TTPOXWPNOETE PE TNV avaAuon, Ta ofuata Ba TTPETTEl va eival
QWTEIVA, SIaKPITA Kal EUKOAO agloAoyraipa

e Ymdapxel Hey@Aog  apiBudg  ouoTadOTIOINUEVWV/OAANAOETTIKOAUTITOEVWV
KUTTApWV TToU uTTodidouv Tnv avaAuan

e >50% Twv KUTTAPWV Bev £xouv uBpIdoTTOINOET

e Ymdpxel Tepiooeia @OOPICOVIWY CWHATIdIWY HETAEU Twv KUTTEpwWV r/Kal
@Bopiouca axAr TTou TTpokaAei TTapeUBoAEG oTa oruarta. 1davikd, To uTTéRabpo
TWV AVTIKEIUEVOPOPWY Ba TTPETTEI va QAiVETAI OKOTEIVO ) HAUPO Kal KaBapd

e  Ta dpia Tou KUTTAPIKOU TTUpPrva Bev gival DIOKPITE Kal Oev eival ABIKTa

KarguBuvrripieg odnyieg yia tnv avdAuon

e KdbBe deiypa Ba TpéTel va avaoAUeTal Kal va epunveUETal atrd dUO avOAUTEG.
Tuxdv acupwvieg Ba TTPETTel va emAUOVTAI PECW EKTIMNONG ATTO TPITO AVOAUTA

e KdBe avoAutig Ba TTpéTrel va eival KaTAMNAa e§eIdIkeugévog oUppwva Pe Ta
avayvwpiopéva eBVIKE TTpOTUTIa

e Kd&Be avaAutig Ba mpémel va Babuoloyei pepovwpuéva 100 TTUPAVES yia KABe
Seiypa. O TpwTog avaAuTrg Ba TTPETTEN va EeKIVE TNV avaAuan aTtd T apioTepr
TIAEUPA TNG AVTIKEINEVOPOPOU Kal 0 deUTEPOG AVaAUTAG atTd TN degId TTAeupd

e Kd&Be avaAutrig Ba TIPETTEI VO TEKUNPIWVEI TA OTTOTEAECUATA TOU OE XWPIOTA
EviuTTa

e AvaAUete p6vo ABIKTOUG TTUPAVEG Kal OXI ETTIKAAUTITOPEVOUG I} CUCCWPEUHEVOUG
TIUPAVEG 1| TTUPAVEG TTOU KAAUTITOVTOI OTTO KUTTAPOTTAQOUATIKG UTTOAgippaTa fy
uynAo eTTiTredo autoPBopiTuoU

o ATTOQeUYETE TTEPIOXEG ME TTEPIOTEI KUTTAPOTTAACHATIKWV UTTOAEIMPATWY 1) pn
€101K6 UBPISIoUO

e H évraon Twv onuATWY PTTOPET va TTOIKIAAEL, OKOUO Kal TNV TTEPITITWON VoG
HOVO TTUprva. € TETOIEG TIEPITITWOEIG, VA XPNOIMOTIOIEITE HOova QiATpa fi/kal va
puBpiCeTe TO €0TIAKS ETTITTESO

e Xe UTTOBEATIOTEG OUVONKEG, T orjpaTta PTTopEi va @aivovtal didxuta. Edv d0o
OAPOTA TOU iBIOU XPWHATOG BpiokovTal a€ eTa@n PETAEU Toug, N n amdoTaon
MeTagU Toug dev gival peyaAuTepn ammd dUo TTAGTN orjaTog, i ouvdéovTal pe éva
axvo vApa, HETPAOTE Ta WG éva Orua

e Edv éxete ap@ifoAieg yia To €dv éva KUTTOPO UTTOPEi va avaAuBei i oxl, punv
TIPOXWPNOETE GTNV AVAAUGT TOU

Mnv TTpOCHETPATE - Ol
TTUPNVEG gival uTTEPBOAIKG
KOVTA 0 £vag aTov GAAoV yia
Tov KaBopioud opiwv

Mn TrpoopueTpdTe
AAANAOKOQAUTITOPEVOUG
TTUPrVEG - &gV gival opatn
O0AGKANPN N éKTAON KAl TWV
U0 TTUpAVWY

MpooueTprioate wg dUo
KOKKIVQ orjuaTta, 800 PTTAE
ofuara kai 6Uo TTPacIiva
onuara - éva atoé Ta dUo
KOKKIva ofjpata givail didxuto

MpoapeTpnoate wg duo
KOKKIVQ, U0 PTTAE orjpaTa Kal
duo Trpdoiva oruaTta - To
S1doTnua oT1o éva KOKKIVO
ofua gival JIKPOTEPO aTTO TA
TTAGTN 800 ONUATWY

Avapevopeva ammoteAéopara
AvauEVOUEVO QUOIOAOYIKO TIPOTUTIO ONUATWY

Y& éva pualohoyIKd KUTTapo, avauévovTtal dUo KOKKIva, dUo TTpdaiva Kal dUo PTTAE
onfpata (2K, 211, 2M).

Avapevoueva un @uUoIoAoyIKd TTPOTUTIA ONUATWY

‘Eva kUTTapOo pe nuiguyn éAAeipn tng 6éong D13S319 Ba TrpéTrel va £xel Eva KOKKIVO,
dUo TTpaoiva ofpata Kai 0o ptrAe (1K, 21, 2M).

‘Eva kUTTapo pe opdduyn éAAewn tng Béong D13S319 Ba mpéTel va éxel Kavéva
KOKKIVO, dUo TTpdaiva kai 0o ptrhe afjpata (0K, 2, 2M).

Ta kUTTOPa pe TplIowpia 12 kal @uaololoyikr katdoTtacn Tou D13S319 6a
epgavidouv dUo KOKKIVa, Tpia TTPdaiva kal dUo pTTAe onpata (2K, 3r1, 2M).

Ta kUTTOPa PE TPIoWIa 12 kai nuiguyn éAAeiwn Tou D13S319 Ba epgavifouv éva
KOKKIVO, Tpia TTpaciva kai dUo utrAe onpata (1K, 31, 2M).

Ta kUTTapa pe TpIowpia 12 kal opdguyn éAAsiwn Ttou D13S319 Ba eugavifouv
Kavéva KOKKIVO, Tpia TTpdaiva Kail dUo utrAe onpata (0K, 3M, 2M).
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MmropoUv va TmpokUyouv kai GAAa TTPOTUTTA ONUATWY OE  aveuTrAoEIdr/un
I00ppoTTNEéVa deiypaTa.

MvwoTh 3100TAUPOUMEVN AVTIBPACTIKOTNTA
O mpdoivog 1xvnoétng D12Z3 utropei va eppavicer SilacTaupoUuevo uBPIBIoUS HE
Ta 3c, 6¢, 7c kai 10c.

Ava@opd avemmluunTwy cupBavTwyY

Edv moTedeTe 6T TO TIpoidv auTd TTapouciace duaAeiToupyia i uTToRAGBION OTa
XOPOKTNPIOTIKA atmrédoong, n otoia evOEXeTal va ouvéBaAe o éva avemmBuunTo
oupBav (1r.x. kaBuoTepnuévn | eo@aipévn didyvwan r akaTdAAnAn Bepatreia), Ba
TIPETTEI VA TO OVAPEPETE APECWG OTOV KATAOKEUAOTH (email: vigilance@ogt.com).

To oupBav Ba Tpémel va avagepBei kalr aTnv apuddia apxn TNG XWPag 6ag, £av
uttdpxel. Mmopeite va Bpeite Tov KATGAOYO PE Ta onpeia eTKOIVWVIag yia Béuara
emmaypuTrvnong oTo: http://ec.europa.eu/growth/sectors/medical-devices/contacts/.

EI181kG XapakTnpIoTIKG amrédoong

AvaAurikn eiikoérnra

H avaAuTikr €1I81KOTNTA €ival TO TTOOOOTO TWV CNUATWY TTou UBpPIdoTToIoUVTal HOVO
aTn owaTh Béon kal o€ Kapia GAAN B€éon. H avaAuTikr €101IkETNTA KaBopioTnke pe
TNV avdAuan ouvoAika 200 Béoewv-0TOXwV. H avaAuTikA £181KOTNTA UTTOAOYIOTNKE
w¢G 0 apiBudég Twv onudtwv FISH tou uBpidotroiBnkav oTn ocwoTh Béon
dlaipepévog Pe Tov GUVOAIKS apiBud Twy uBpidotroinuévwy onudrtwy FISH.

Nivakag 1. AvaAuTikn €1d1kéTnTa Tou D13S319/13qter/12cen Deletion, Enumeration

Probe

Kokkivog
D13S319 13q14.2 200 200 100
MrrAe
13qter 1334 200 200 100
Mpdoivog | 12p11.1-
D1273 ql1.1- 200 200 100

AvaAurikn evaioénaoia

H avoAutiky euaioBnaia eival 10 TT0000TS TWV OEIOAOYACINWY HECOPATIKWV
KUTTAPWVY ME TO OVAPEVOUEVO TTIPOTUTIO QUOIOAOYIKWYV ONUATWY. H avaAuTikr
gualoBnaoia KaBopioTNKE PE TNV AVAAUCT HECOPATIKWY KUTTAPWY aTré JIA@OPETIKA
@uololoyikd deiypata. H euaioBnoia uTToAoyioTnKE WG TO TIO0OCTO TWV
agIOAOYNOIUWY KUTTAPWY HPE TO AVOUEVOUEVO TTPOTUTIO ONUATwv (Pe didaTnua
gummaToouvng 95%).

Nivakag 2. Avahutiki euaioBnoia  tou D13S319/13qgter/12cen Deletion,
Enumeration Probe

467 500 93,4 2,6

XapakTnpiouog Twv QUAIOAOYIKWY TIWV ATTOKOTTHS

H @ualoAoyikn TIur aTToKoTIAG, 0 ax£on e Toug IxvnBETeg FISH, eival To péyioto
TT0000TO  O&IOAOYACIUWY PECOPACIKWY KUTTAPWY pE €DK PN @QUTIOAOYIKO
TPOTUTTO  ONUATWY, OTO OToi0 éva deiyya Bewpeital QuUOIOAOYIKO yia TO
OUYKEKPIPEVO TTPATUTTO ONPGTWV.

H ¢uaoioloyikr TR atrokoTrg KabBopioTnke pe Tn Xpron Selypdtwy amoé acBeveig
ME QUOIOAOYIKEG Kal BeTIKEG TINEG. TMa KABe Oeiypa, kataypdenkav Ta TPOTUTTA
onudTwy 100 kuttdpwv. O deikTng Youden uTToAoyioTNKE WOTE VO TIPOKUWEI N TIA
KaTw@Aiou yia Tnv oTroia yivetal peyiototroinon Evaiobnaoiag + EidikétnTag-1.

Mivakag 3.  XopakTnpiopydg  TwV — QUOIOAOVIKWY — TIUWV  ATTOKOTIAG  TOU
D13S319/13qter/12cen Deletion, Enumeration Probe

D13S319
Deletion Probe 1K, 2r, 2M 0,96 6
Trisomy 12 2K, 3M, 2M 0,99 4
Probe

Ta epyacTipia TTPETTEI VA ETTIRERAIWVOUV TIG TIUEG OTTOKOTTAG XPNCIPOTIOIWVTAG TA
SIKG Toug dedopévatti2,

AkpiBeia kai avamrapaywyiuornra

H akpiBeia atroTeAei p€Tpo TNG YUGIOAOYIKAG METARANTOTNTAG MG €EETaong OTav
eTTavaAauBAveTal apKETEG POPEG UTTO TIG idiEG ouvOnkeg. AgloAoyRbnke péow Tng
avaAuong eTTavaAnTITIKWYV eEETAGEWY Tou idlou apiBuou TTapTidag IxvneETn aTo idio
Seiypa, utrd TIg idIEG CUVBNKEG Kal TV idIa NUéPa.

H avamapaywyipétnta atmoteAei pETPO TNG METABANTOTNTAG MIaG €§€TAONG Kal
kaBopideTal  peTagy  delypdTwy, METAU nUEPWV Kal PETAEU TTapTidwv. H
AVOTTOPAYWYIPOTNTA PETAEU NuEPWV agiohoynbnke pe TNV avaAuon Twv idlwv
SelypdTwy o€ TPEIG SIAPOPETIKEG NUEPES. H avaTrapaywyiuotnTa YETagy TapTidwy
aglohoynOnke pe TNV avaAuon Twv idiwv delyUdTwy aTa oTToia XpnaluoTToifenkav
TPEIG BIaPOpPETIKOi apIBuoi IXvnOETN o€ pia nuépa. H avammapaywyiydtnta peTagl

BelypaTWV agloAoyRbnke pe TNV avaAUCn TPIWV TTAVOUOIOTUTTWY SEIYPATWY O€ pia
nuépa. MNa kaBe deiyua, kataypd@nkav TEOTUTIA onudTwy 100 PECOPATIKWV
KUTTAPWVY KOl UTTOAOYIOTNKE TO TTO00O0TO TWV KUTTAPWY HE TO OVOUEVOUEVO
TIPOTUTTO GNUATWY.

H avammapaywyipdétnta Kol n akpieia utmoAoyiotnkav wg n Tumkr AmékAion
(STDEV) petagl Twv TTAvOpOoIOTUTIWY OelyUATWY yia KABe PETABANTA Kal n
ouvoAikA yéon STDEV.

Mivakag 4. Avatrapaywyiyétnta kai akpieia Tou D13S319/13qgter/12cen Deletion
Enumeration Probe

AkpiBeia 1,28
MeTagu delypdTwyv 1,30
MeTagu nuepwv 4,12
Metagu TapTidwy 2,04
2UVOAIKA atTéKAIon 3,30

KAviki amrédoon

H kAivikp omédoon kobBopioTnke Bdaoel avTITTPOOWTTEUTIKOU OeiypaTog Tou
TANBucpoU yia Tov oTToio TTpoopideTal To TTPoidv. MNa KEBe deiyua, KaTaypd@nkav
Ta TPOTUTTA  onudtwyv 2100 PECOQACIKWY  KUTTApwv. [payuaToTToiRénke
TTPOCdIOPITHOG PUCIOAOYIKWV/UN @UOIOAOYIKWY dedouévwy péow oUyKpiong Tou
TT0000TOU TWV KUTTAPWYV HE TO OUYKEKPIUEVO WM QUOIOAOYIKO TTPOTUTTO ONPATWY
KOl TNG QUOIOAOYIKAG TINAG OQTTOKOTIAG. ZTn OUVEXEID, TA aTTOTEAEOUOTA
OUYKPIBNKaV PE TN YVWOTA KATAOTAON TOU SEiyUaToG.

Ta ammoteAéopaTa TwV KAIVIKWY Jed0UEVWY avaAlbnkayv yia va TTpokUYouV ol TIEG
eualoBbnaiag, €1I8IKOTNTAG KOl OTTOKOTIAG, ME Tn XPAON MIAG povodidoTatng
TIPOCEYYIONG.

Mivakag 5. KAivik) ammédoon tou D13S319/13gter/12cen Deletion, Enumeration
Probe

D13S319 Deletion Probe

KAIvikA euaiobnaia (Trooootd aAnbwg BeTikwy, TPR) 99,6%
KAvikr) euaigBnaia (TogooTé aAnbwg apvntikwv, TNR) 99,5%
MooooTd weudwg Betikwv (FPR) = 1 — EIBIKOTNTA 0,5%
Trisomy 12 Probe
KAIviki euaigBnoia (TrTooooTté aAnbwg BeTikwyv, TPR) 100%
KAIVIKR euaioBnaia (Trogooté aAnbwg apvnTikwv, TNR) 100%
MooooTd weudwg Betikwv (FPR) = 1 — EIBIKOTNTA 0%
Np6oBeTeg TTANPOPOPiES
MNa TpoaBeTeG TTANPOPOPIES, ETTIKOIVWVACTE pe To Tupa Texvikng YTTooTAPIENG
g CytoCell.

TnA.: +44 (0)1223 294048
Email: techsupport@cytocell.com
loTéToog: www.ogt.com
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