A Sysmex Group Company

ogt

CytoCell

OBnyieg xpriong (IFU)
KQA. ANA®.: CE-LPH 064-S / CE-LPH 064

FAST PML/RARa (RARA) Translocation, Dual Fusion
Probe

C€ [IvD

2797

AMOKAEIZTIKA FlA ENAITEAMATIKH XPHZH

ogt.com/IFU
Mrropeite va Bpeite TEpaITEPW TTANPOPOpPiEg KAl AAAEG YAWOTEG OTOV
1oTéTOTTO Ogt.com/IFU

Mpoopifouevn xprion

To CytoCell® FAST PML/RARa (RARA) Translocation, Dual Fusion Probe givai pia
TIOIOTIKN, MN auTopaToTroinuévn egétaon @Bopifovtog in situ uBpidiopou (FISH)
TTOU XPNOIMOTIOIEITAI YIO TNV AVIXVEUCTN XPWHOOWUIKWY avadiaTagewy YETagU TNG
meploxng 15924 Tou xpwpoowpatog 15 kai Tng mepioxng 17921.1-g21.2 Tou
Xpwpoowpatog 17 oe yovipotroinuéva ae didAupa Carnoy (MeBavoAn/ogiké ogu
3:1) KUTTaPIKG evaIwPAUATA  QIYATOAOYIKAG TTPOéAeuong amd aoBevei pe
emBeRaiwpévn 1 mOavoAloyouuevn ogeia puehoyevi Aeuxaipio (OMA).

‘Evdeign xpnong

To mpoidv autd eival oxedIAOPEVO WG CUUTTANPWHATIKO O GAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG EEETACEIG OE avayVWPIOPEVA POVOTTATIO SIAYVWONG Kal KAIVIKAG
@povTidag, O6TToU n yvwon Tng Utmapgng Tng petdBeong PML:RARA 6a Artav
ONUOVTIKNA Y10 TNV KAIVIKF) QVTIETWTTION.

MNepropiopoi

To Tpoidv auTod £xel OXEDIAOTET yIa va avixveuel avadiatdgelg pe onueia didotracng
TNV TTEPIOXT) TTOU KAAUTITETAI OTTO TOUG KOKKIVOUG Kal TIPGOIVOUG KAWVOUG OE auTO
TO O€T IXVNOETWY, n oTroia TTepIAauPBaver TIG TrepIoxEG Twv PML kai RARA. Znueia
didoTraong Tou  Bpiokovtal €KTOG TG €v Adyw TrepIoXAG 1 TTapaAAayég
avadiaTagewy TTou TTEPIEXOVTAI £ OAOKARPOU G€ QUTAV TNV TIEPIOXT MTTOPEI va pnv
€ival aviXveUoIua PE autd TO TIPOIdV.

AuTé TO TTPOIGV BEV TTPOOPICETAl YIa: XPAON WG HEPOVWHEVN dlayvVwOTIKA e¢éTaan,
OUVOJEUTIKI BIaYVWOTIKA €EETACN, TTPOYEVVNTIKO EAEYXO, TTPOCUMTITWHATIKO
€Aeyxo Baaoel TANBucpOU, e¢€TaON KOVTA OTOV 00BEVN i} auToegETaan.

To Tpoidv autd dev €xel TTIKUPWOEI yia TUTTOUG BEIYUATWY, TUTTOUG AOBEVEIWVY 1
yla oKOTTOUG TTEPaV aUTWVY TTou KaBopiovTal aTnV TTPoopIfOuEVn XPran.
MpoopileTal yia Xpon wg GUUTTARPWHO Ot GAAEG dIaYVWOTIKEG EPYAOTNPIOKES
€CETAOEIG KaI OeV Ba TIPETTEI VA EEKIVAEI Kaia BepaTTEUTIKN evépyeia pévo BAoel Tou
amotreAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémel  va
TIpayHaToTroloUvTal atmd KATGAANAQ €CEIDIKEUPEVO TTPOCWTTIKG, GUUQWVA PE Ta
ETTOYYEAPOTIKA TTPOTUTTA TTPOKTIKAG, Kal TIPETTEl va AapBdvovTal utodywn dAAa
OXETIKA atToTEAéT AT EEETATEWY, KAIVIKEG Kal DIayVWOTIKEG TTANPOPOPIES.

To Tpoiév auTd TTPOOPICETAI HOVO YIa EPYATTNPIOKN ETTAYYEAUATIKA XPAON.

H pn mpnon tou TTPwTOKOAAOU €VIEXETAI va ETTNPEACEl TNV ATTGd00N Kal va
odnyAoel o€ Peudwg BeTIKA/apvNnTIKG aTToTEAETUATA.

ApxEg Tng e§éTaong

O @BopiCwyv in situ uBpPIdIoPSG (FISH) gival pia TEXVIKA TTOU ETTITPETTEI TNV AViXVEUON
aAAnAouxiwwv DNA o€ HETAQAOIKG XPWHOTWHATA ) O€ HECOPATIKOUG TTUPAVEG ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoiyotroiei ixvnoéteg DNA
Tou  uBpiIdoTToloUvTal 0 OAOKANPA XPWHOOWHATA 1 WEMOVWHEVEG HOVADIKEG
aAAnAouxieg Kal XPNOIPEUEl WG EVa ONUAVTIKO CUPTTARPWHA OTNV KUTTOPOYEVETIKN
av@iluon pe G-Cwvwaon. AuTh n TEXVIKA UTTOPEi TTAEOV va €QAPUOOTEI WG €va
onuavTIKG €peuvnTIKG €PYOAEio OTa TTAQICIO TTPOYEVVNTIKWY Kal GIUATOAOYIKWY
avaAloewy, KaBWG Kal XPWHOCWHIKWY avoAloEwy Guutraywy oykwv. Metd
poviyotroinan kai Tn petouaiwon, 1o DNA-0T16x0G eival SiaBéaipo yia avadidragn
ae évav TTapopola HeTousIwpévo, eBopifovta anpacpévo 1xvneétn DNA, o otroiog
€xel oupTTAnpwHaTikh aAAnAouxia. Metd Tov uBPIBIOUO, YivETal aQaipeon TOU un
deapeupévou Kal hn €1dIKG deapeupévou 1xvnBETn DNA kai To DNA utroBdAAeTal o€

avTiXpwaon yia aTreikovion. XTn CGUVEXEIQ, N MIKPOOKOTTia @Bopiopol KabioTd
duvaTh TNV ATTEIKOVION Tou URPISOTTOINUEVOU IXVNBETN OTO UAIKO-OTOXO.

MAnpo@opieg yia Tov IXvnBETn

To yovidio PML (promyelocytic leukaemia) Bpioketal atnv mepioxr 15924.1 kai 1o
yovidio RARA (retinoic acid receptor alpha) Bpioketal otnv Tepioxn 17g21.2. H
yeTdBeon t(15;17)(q24;921) dnpioupyei 10 Yyovidlo olvingng PML:RARA kai
atroTeAei dIAyVWOTIKG PBACIKS XAPAKTNPIOTIKG TNG O&giag TTPOUUEAOKUTTOPIKAG
Aeuxaipiag (OMA).

O 1ixvnBétng FAST PML/RARa FISH yia FISH emitpémel Tnv Taxeia avixveuan tng
avadidtagng, pe atraitnon yévo piag wpag uBpidiouou.

To yovidio ouvtngng PML::RARA dnuioupyeital ammé Tn petdBeon t(15;17)(q24;921)
TTOU OTTAVTATAI O€ TTEPITTOTEPO atré 90% TrepImTwoewy pe ONMA, pia Asuxaiyia TTou
atoteAei T0 5-8% Twv TEPITITWOEWY 0&giag HueAoyevoug Asuxaidiag (OMA)'2. Ze
€éva  UTTOOUVOAO  TTEPITITWOEWY, PTTopoUv va TrapatnenBolv  Trapaliayég
ueTabéoewv RARA. TvwoTd yovidia TTou CUppeETEXOUV OTo {eUyog ouvTngng
ouptrepidapBavouv Ta NPM1 otnv mrepioxr) 5935, NUMAT oty mepioxry 11q13,
ZBTB16 (PLZF) otV mepioxr) 11923, STAT5B otnv mepioxr) 17921, PRKAR1A
otnv Tepiox) 17924, FIP1L1 otnv TrepioxA 4912 kai BCOR oTnv TrepioxA Xp11345,

Toéoo 10 PML 600 kai To RARA ouppeTéXouv aTn @ualohoyikr aigoTroinan. To PML
Opa OYKOKATACTAATIKA Kal TIPOATTOTITWTIKA, EVW TO RARA gival évag PETAYPAPIKOG
TTAPAYOVTOG TTOU MECOAABET OTNV ETTIOPACT) TOU PETIVOIKOU 0EE£0G OE OUYKEKPIMEVT
oToixeia amékpiong®. H mpwreivn olvingng PML::RARA OupTTEPIQEPETAl WG
TPOTTOTTOINUEVOG  UTTOBOXEQG  PETIVOIKOU  0§€0og ME IKavoTnTa  peTaBifaong
OYKOYOVWY ONuATWV’.

H dueon Beparreia Twv acBevwv pe ONA eival Kpioiung onupaciag, Adyw Twv
Bavatngdépwy dlatapaywy TG TTAENG TOU aiJaTog Kal TG ATTEIANTIKAG Yia TN Jwr)
aigoppayiag kard T didyvwon. Mpiv amd v siocaywyr| Tou all-trans peTivoikou
o&éog (ATRA) kai Tou Tpiogeidiou Tou apoevikol (ATO) oe TTpwTOKoAa Bepartreiag
OlA, n véoog gixe duapevi TTpdyvwaon. QoTd00, PE TNV Eloaywynh TwV BEPATTEIWV
auTWV, N ouvoNiKn emBiwan éxel BeATIwOEi Beauartikd, pe oxedov 10 90%° Twv
aoBeviv va onueivouyv jaon. Or acBeveig pe TTapaliayég petabéocwv RARA
emdeikviouv PeTaBANTH euaigBbnoia oTn BepaTreia, Ye oplouévoug aoBeveig va
€mMBEIKVUOUV QVOEKTIKOTNTA OTO BePATTEUTIKG TIPWTOKOMG®®. Tuvemg, eival
onuavrtikn n didkpion peTagu acBevwyv pe ONMA TTou €xouv Tn olvtnén PML::RARA
KOl EKEIVWV TTOU EXOUV TTapaAAayég peTaBéoewv RARA.

Mpodiaypa@ég 1XvnOeTWV
PML, 15924, Kékkivog
RARGq, 17921.1-q21.2, MNpd&oivog
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To peiypa 1ixvnBeTwyv PML, onuaopévwy KOKKIVwy, atroTeAeital atrd évav Ixvnoétn
153kb kevipopepikd Tou yovidiou PML trou kaAuTrTel Tov deiktn D15S169 kai évav
IXVNOETN 176kb TeAopepikd Tou yovidiou PML trou kaAUTrTel Tov Ogiktn D15S965.
To peiypa ixvnBetwv RARa (RARA), onuaogpévwy TTpAcIvwy, aTTOTEAEITOI aTTO évav
IXvnOETn 195kb Kevipouepikd Tou yovidiou RARa (RARA), Trou TreplAapBavel 1o
yovidio CASCS3, kai évav 1xvneétn 166kb, TTou KaAUTITEl TO TEAOUEPIKO AKPO TOU
yovidiou RARa (RARA) kabwg kai Ta yovidia TOP2A, IGFBP4 kai TNS4.

Mapexopeva UAIKA
IxvnOérng: 50 pl avd @iahidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 egeTdoeig))
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O1 1xvnBéteg Trapéxovral Trpoavapepiyyévol o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg Benkn de€Tpdvn, <10% alatolxo dIGAUPA-KITPIKO VATPIO 20X
(SSC)) kai gival £ToIPOI TTPOG XPHON.

Avrixpwaon: 150 pl ava @iaAidio (15 egeTdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-8iapidivo-2-
@aIvuAivdoAn) o Baciopévo og YAUKEPOAN PECO OTEPEWONG).

MNpo&IBoTroINoEIg Kal TTIPOPUAASEIS

1. Tain vitro dlayvwoTikn xprion. Moévo yia epyaoTnpiakn eTTayyeAUaTiki xpAon.

2. Ta piypaTta Twv IXVNBETWY TTEPIEXOUV QOPUANIdIO, TO OTIOIO Eival TEPATOYOVO.
Mnv avarvéete avaBupidoelg Kal oTToQUYETE TNV €TTAPR PE To déppa.
ATTQITEITAI TTPOCEKTIKOG XEIPIOPAG. Na QOPATE YAVTIA KOI EPYOOTNPIAKA TTOdIA.

3. AmaiTeitar  TTPOOoeKTIKOG  xelpiopdg Tou DAPL. Na @opdte ydvria kai
£PYQOTNPIaKA TTOdIA.

4. Mnv 10 XpnolyoTroigiTal €4v Ta @IaAidia €xouv uTtrooTel {nuid ) €av n
AKEPAIOTNTO  TOU  TTEPIEXOMEVOU  TWV  QIAAIDIWY  €XEl ETTNPEACTEI  HE
OTTOIOVONTTOTE TPOTTO.

5. Tnpeite Toug TOTKOUG KAVOVIOUOUG QTOPPIYNG yia Tnv TIEPIOXH OOG O€
ouvlUaoud ME TIG OUCTAOEIG Tou AegATiou Jedopévwyv ag@aAeiag yia va
KaBopioeTe TNV ac@air améppiyn autol Tou TTPoidvTog. AuTd IoXUel €TTioNg
Y10 TO TTEPIEXOMEVO KIT EEETACEWY TTOU €XOUV UTTOOTEI {NUIdL.

6. H améppiyn SAwv TwV XPNOIMOTTOINPEVWY avTIOPACTNPIWY Kal TUXOV GAAWV
HOAUCPEVWVY aVAAWGIHWY UNIKWV TTPETTEN VA YIVETAI CUN@QWVA UE TIG TIOPAKATW
dladikaoieg yia poAuopaTikG f ev duvdpel JoAuouatik@ ammopAnTa. Kdabe
EPYOOTAPIO €ival UTTEUBUVO YyIa TOV XEIPIOPO TwV OTEPEWV KAl UYPWV
atmroBARTWY cUPPWVa PE TN GUON Kal Tov BaBuo eTMIKIVOUVOTNTAS TOUG, KABWG
Kal yia Tnv emegepyaaia Kalr TNV amoppipn Toug (f Tnv avdbeon Tng
eTMEgEPYATiag Kal TNG OTMOPPIYAG TOUG O€ TPITOUG) OUUPWVA PE TUXOV
10XUOVTEG KAVOVIGHOUG.

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

8. H pn mpnon Tou TEPIyPa@OPEVOU TTPWTOKOAAOU Kal TWV avTidpaoTnpiwv
evdéxeTal va  emnpedoel TNV amodoon kol va  odnynoel o€ WeUdWG
BeTIKG/aPVNTIKG aTToTEAEOUATA.

9. O Ixvnbétng dev Ba TIPETTEI va ApPAIWVETOI i va avaplyvueTal ye GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn oTo OTASIO TOU TIPWTOKOAAOU TIpIV QTTO TN
JETOUTTWGON EVOEXETAI VO ETTNPEATEI TNV ATTOS0CN Kal va 0dnNyACEl 0 WPeUdWG
BeTIKG/aPVNTIKG aTroTEAEoUATA.

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

12. O1 e0wTEPIKOI EAEYXOI TTIPETTEI VO TTPAYUATOTTOIOUVTAI UE TN XPACN KUTTOPIKWYV
TIANBUOUWYV TTOU BEV €XOUV ETTNPEATTEI 0€ OEiypaTa £EETAONG.

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

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

e Oegppokpaaia dwpaTiou (RT): +15 °C éwg +25 °C
ATro0Keuon Kal XEIPIOPOG
-15°C  To kit Ba TpéTrel va atrobnkeveTal o Bepuokpaacia atd -25 °C
Jf £€wg kal -15 °C o€ Katayuktn péxpl TNV nuepopnvia AEng Tmou
-25°C avaypa@eTal 0TV ETIKETA TOU KIT. Ta QIOAIBIO IXVNBETWY Kal
avTixpwong TTPETTEI va aTToBnNKeUOVTAI € OKOTEIVO XWPO.

\ I/ O 1xvnéétng FISH, n avrixpwon DAPI Antifade ES kai 1o
~ [} - S1dAupa uBpIdiopol Wugng/atréyugng TTou TTpayuaToTToloUvVTal
//— e 0TO TTAQICI0 TNG PUAIOAOYIKAG XPAONG (Evag KUKAOG QvTIOTOIXET
AI TNV apaipeon Tou QIaAISiou aTré Tov KATaWUKTN Kal TNV €K VEOU
. TOTT0B£TNOT TOU O€ autdv) - 5 KUKAoI yia To @IaAidio 50 pl (5
egeTaoeIg) Tou 1XvnBEéTn FISH, 10 kUKAoI yia To @iaAidio 100 pl
(10 egerdoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwong. H €kBean 010 @wg TTPETTEI va EAAXICTOTTOIEITAI KaI VO ATTOQEUYETAI
6tou gival Suvatév. PUAACOETE TA CUOTATIKA OTOV TTOPEXOMEVO TIEPIEKTN UE
TIpooTaagia amod 70 ws. Ta CUCSTATIKA TTOU XPNOIKOTTOIoUVTAI KAl atrofnkeyovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal GTNV £TMIOANAVON UTTOPET
va pnv €X0ouv TNV avauevouevn atrddoon Kal YTTOPET va ETTNPEACOUV apvNTIKG Ta
amoteAéopata TnG avdAuong. Mpémel va kataBaAAeTal kGBe duvath TTpooTTabEI
woTe n ékBeon ot peTafaAAdpeveg ouvlrkeg QwTICPOU Kal Beppokpaciog va
TrEPIOPICETAI OTO EAAXIOTO.

EgomrAiop66 kal UAIKG TTou atraiTouvTal aAAd dev Trapéxovral

Mpétel va xpnoiyotroigital Badpovounuévog e€0TTAICOG:

1.  Oceppn TAGKa (Me oTepen TTAGKa Kal didTagn akpiBoug eAéyxou Beppokpaciog
£wg kal 80 °C)

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

3. Ydaréhoutpo pe didTagn akpiBoug eAéyxou Beppokpaaoiag atoug 37 °C kal

atoug 72 °C

ZwAnveg pikpoguyokévtpiong (0,5 ml)

Mikpookotrio  @Bopiopol  (avartpéfte oTtnv  evéTnTa  «XUOTACN YIO TO

MIKPOOKOTTIO BOpPIoHOU»)

MikpookdTrio avtiBeong pdoewy

KaBapd AaoTIKd, Kepapikda fi BeppoavOekTikd yudAiva doxeia Coplin

AaBida

BaBuovounuévo TeXAUETPO (1 TTEXAPETPIKEG TAIVIEG PE dUVATOTNTA PETPNONG

Tipwv pH 6,5 — 8,0)

10. Mepi€kTng uypaoiog

11. Pakdg PIKpookoTTiou PBopIopoU KATadUTIKEG a€ AGdI

12. PuyodkevTpog TTAYKOU Epyaaiag

13. AVTIKEINEVOPOPOI PIKPOTKOTTIOU
14. KaAutrTpideg 24 x 24 mm

15. XpovoueTpo

16. Emmwaotipag 37 °C

17. KéM\a pe didAupa eAaoTikoU
18. Miktng repidivnong

19. AilaBaduiouévol KUAIVEpoI

20. MayvnTik6g avadeuTApag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG ESOTTAIOCNOG TTOU SEV TTAPEXETAI
1. KuTttapoyeveTikdg BdAapog ERpavong

AvTidpaoTiApia TTou atraiTouvTal aAAd dev Trapéxovral
AidAupa alatouyou diaAUpaTog-kiTpikoU vaTtpiou (SSC) 20x
A1Bavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpikd ogu 1M (HCI)

Atioviopévo vepo

OO AON =

ZUoTAON YIA TO HIKPOOKOTTIO pBOopITOoU

Xpnoiyotroieite  Adutra udpapyupou 100 watt A 10080vaun kai eTmiTTeEdOUG,
QATTOXPWHATIKOUG QVTIKEIEVIKOUG (PaKOUG KATAdUTIKOUG Ot AAGdI pe peyéBuvon
60/63x 1 100x yia RéATioTn armeikoévion. O @Bopifouceg ouoieg TTOU
XPNoIpoTroIoUVTal O€ QUTO TO OET IXVNOETWY Ba dieyepBoUv Kal Ba eKTTEPYWOUV GTA
akO6AouBa pAKn KUPATOG:

Mpdoivn 495 521
Kékkivn 596 615

BeBaiwBeite 0TI OTO WIKPOOKOTTIO €XOUV TOTTOBETNOEl Ta KATAAANAQ  @iATpa
SIEyEPONG Kal EKTTOUTTAG, Ta OTToia KAAUTITOUV TG WAKN KUPATOG TTOU avagépovTal
Tapatrdvw. XpnaoipotroiaTe @iATpo diéAeuong TPITARG {wvng DAPI/TTpdoivou
@ACPATOG/KOKKIVOU @Aouatog A @iATpo OiéAeuong dITTARG dwvng TTpAaivou
PACHATOG/KOKKIVOU QATHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
Kal KOKKIVWYV (pBOPICOVTWY OUCIWV.

EAéyETe TO HIKPOOKOTTIO @BOpIoHOU TIpIv aTrd TN XPAoN Yia va dlac@alioeTe OTI
Aeitoupyei  owoTd. Xpnolpotroinote AGdl  eUBATITIONG TTOU  €vOEikvuTal  YIa
HIKpooKoTTia @BopIoPoU Kal €XEl OXEDIAOTEI yia XaunAd autéuato @BopIopo.
Amo@uyete TNV avauign Tou DAPI antifade pe Aad1 kataduong pikpookoTriou, SIOTI
KaTI TETOI0 Ba KaAUWEI Ta oApaTa. TnPEiTe TIG CUCTACEIG TOU KATAOKEUAOTH 6gov
apopa Tn didpkeia (wAg TNG AGuTTag Kail TNV NAIKia Twv @IATpwv.

MpogTolpacia delypdTwv

To kit €xel OXeBIOOTEI yia XPAON OE KUTTAPIKG EVAIWPNAPOTA QAINATOAOYIKAG
TpoéAeuong povipotroinuéva ae didAupa Carnoy (ueBavoAn/ogikd ofu 3:1), Ta
oTToia  €XOUV  TIPOETOIPOOTEI OUUQWVO PE TIG KATEUBUVTAPIEG 0dnyieg Tou
gpyaaoTnpiou i Tou 1I3pUPatog. MpoeToipudaTe deiypaTa TTou €KOUV UTTOOTE ERpavon
ME OEpa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OUPQWVA HE TIG TUTTIKEG
KUTTOPOYEVETIKEG Bladikaoieg. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI OUOTATEIG VIO TN CUAAOYH, KOAAIEPYEIQ Kal peETa@opd delydTwy, Kabwg
KQl YO TNV TTPOETOINACIA TWV QVTIKEIJEVOPOPWY TTAAKWVE.

MpogToipacia diaAupdTWY

AiaAvuara ai@avéAng

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

e AIBavoAn 70% - 7 pépn aiBavoAng 100% o€ 3 pépog aTTioviopévou vepou

e AiBavoAn 85% - 8,5 pépn aibavoAng 100% oe 1,5 pépog atmoviGuévou vepou
AmobnkeuoTe Ta dlaAUpata yia £wg kal 6 priveg o€ Beppokpaaia dwuaTiou o€
QEPOOTEYN TTEPIEKTN.

AidAupa 2xSSC

ApaiwoTe 1 pépog diaAlpaTog 20xSSC pe 9 pépn atmoviopévou vePoU Kal avapigTe
KaAd. EAEyETe TNV TIpn pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
Katé TrepimTwon. AtobnkeloTe TO OdiIdAupa yia €wg Kal 4 eBdopddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpaTtog 20xSSC pe 49 pépn atmioviouévou vepoU Kal AVOUigTe
KaAd. EAéyére Tnv TipR pH kai pubpiote o pH 7,0 xpnoipotroiwvtag NaOH A HCI,
Katé TrepimTwon. AtobnkeloTe TO diIdAupa yia €wg Kal 4 eBdopddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pépog dilaAUpaTog 20xSSC pe 9 pépn atmioviopévou vepou. MNMpoobéoTe
5 pl Tween-20 avda 10 ml ki avapi§re kaAd. EAEyETe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoiyotroiwvtag NaOH A HCI, katd mepimtwon. AmofnkedaoTe 10 didAupa
yia €éwg kal 4 €BOouadeg o BepUOKPATia dWPATIOU OE OEPOTTEYN TTEPIEKTN.

NpwTokoAAo FAST FISH - YBp1diopog piag (1) wpag
(Znpeiwon: BeBaiwBeite 6T n €kBean TOu IXVNOETN KaI TNG AVTiXPWONG OTA GWTA
TOU €pyaaTnpiou gival TTAvVTa TIEPIOPIOUEVN).
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lpoeroiyacia avriKEINEVOPOpouU

1. TomoBetiote pIa KNAIda amd TO KUTTOPIKG Oeiyya O pia yudAivn
QAVTIKEINEVOPOPO WIKPOOKOTTioU. AQAOTE Tn va oTeyvwoel. (MpoailpeTikd, edv
XPNOIYOTTOIEITAI KUTTAPOYEVETIKOG BAAapog §npavong: O BAAapog TTPETTEl
va Aerroupyei og Bepuokpaacia Tepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muwn kuttapikoU deiypatog. Edv dev utrdpyel d1aBéCIUog KUTTOPOYEVETIKOG
B8daAapog ERpavong, xpNoIPOTIOINOTE évav aTTaywyd wG EVAANOKTIKA).

2. BubioTe TNV avtikeipevo@dpo ae didAupa 2xSSC yia 2 AeTrtd o€ Beppokpaaia
dwuariou xwpig avakivnaon.

3. A¢@udatwoTe ot dIaQopPETIKA TTooooTd aifavoAng (70%, 85% kai 100%),
d1ad0oxIkd, To kaBéva yia 2 AeTTTa o€ Beppokpaagia dwuaTiou.

4. AQ@NOTE TN VO OTEYVWOEL.

lpiv amé tn perouvoiwon

5.  Ag@aipéoTe Tov IXvNBETN a1 TOV KATAWUKTN KAl a@roTe Tov va Beppavbei oe
Bepuokpacia dwuatiou. EKTEAEOTE CUVTOUN QUYOKEVTPION TTPIV ATTé TN XPRON.

6. BeBaiwbeite 0TI TO dIGAUM IXVNOETN €xeEl avapixOei opoIdOUop@a PE TN XPAon
TTTETAG.

7.  AgaipéoTte 10 pl 1xvnBETN yia KEBE eEETAON Kal HETAPEPETE T O€ £vav CWARva
HIKpOQUYOKEVTPIONG. ToTToBeTACTE ypriyopa Tov UTTOAOITTO IXvNBETN OTOV
KatayuokTn.

8. TomoBeTAOTE TOV IXVNBETN KAl TNV AVTIKEINEVOPOPO OEIYUATOG O I Beppr
TAdka pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 AeTrTd yia TpoBéppavaon.

9. TomoBetAoTe 10 pl piypgaTtog 1xvnOETN GTO KUTTAPIKG PiyHO KOI EQAPUOOTE pIa
KOAUTTTPIOA TTPOCEKTIKA. ZPpayioTe ue KOAAQ pe dIGAuPa EAACTIKOU Kal a@rioTe
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTe TO Oeiypa Kai Tov IXvnOETn Tautdxpova Oepuaivoviag Tnv
QAVTIKEINEVOPOPO O€ pia Beppn TTAdka aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpi1diouds
11. ToTrOBETACTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpacia 37 °C (+/- 1 °C) yia pia (1) wpa.

TAUoeig perd Tov uBpISIOUS

12. Agaipéote 10 DAPI amd TOV KOTOWUKTN Kal a@ACTE TO va BeppavOei o€
Beppokpacia dwuariou.

13. A@aipéaTe TNV KAAUTITPida Kal OAa Ta UTTOAEIMpOTA KOAAOG TTPOTEKTIKG.

14. BubioTte Tnv avTikeinevopopo o€ didhupa 0,4xSSC (pH 7,0) oe Beppokpaaia
72 °C (+/- 1 °C) yia 2 AeTTT@ XWpIg avakivnon.

15. AmooTpayyioTe Tnv avTikeipevo@dpo Kai BubiaTe Tn oe didAupa 2xSSC, 0,05%
Tween-20 oe Bepuokpacia dwuatiou (pH 7,0) yia 30 deutepdAeTTa XWPig
avakivnon.

16. AmooTpayyioTe TNV avTiKEINEVOPOPO kal ToTToBeTAoTe 10 pl DAPI antifade o€
KGOe deiyya.

17. KaAOyrte Tn pe pia KaAuTITpida, a@aipéaTe TUXOV UOaAideg kal TrepipéveTe 10
AETITG péXPI va avaTrTuxBei To XpWwua 0T OKOTADI.

18. MapartnproTe o€ HIKPOOKOTIO GOOoPITHOU (avaTpégTe oTnv evoTnTa ZUOTACN
YiO TO HIKPOOKOTTIO @BOpIoHOU).

KaBigepwpévo mpwtokoAAo FISH — OAovukTiog uBpISIouog
(Znueiwon: BeBaiwBeite 0TI N €KkBeaN TOU IXVNOETN Kal TNG QVTiXPWONG OTA QWTA
TOU EPYaaTnPiou €ival TTAVTA TTEPIOPICHEVN).

lMpoeroiuyacia avriKEIUEVOPOpou

1. TomoBetiote pia KNAida amd TO KUTTOPIKG Oeiyya o€ pia yudAivn
QAVTIKEINEVOPOPO PIKPOOKOTTiOU. AQAOTE TN va oTeyvwael. (MpoalpeTikd, av
XPNOIYOTTOIEITAI KUTTAPOYEVETIKOG BdAapog §npavong: O BGAapog TTpETTel
va Aeitoupyei o€ Beppokpaaia epitou 25 °C kal uypacia 50% yia Tn BEATIOTN
Muyn kuttapikoU deiypatog. Edv 8ev uttdipxel dIaBECINOG KUTTAPOYEVETIKOG
BdAapog gnpavong, XPNOIMOTIOINGTE Evav aTTaywyod WG EVOAAAKTIKN).

2. BubioTe TV avtikeipevopdpo o€ didAupa 2xSSC yia 2 AeTrtd o€ Beppokpaaia
dwpariou xwpig avakivnaon.

3. A¢@udatwoTe ot dIaPOPETIKA TTooooTd aibavoAng (70%, 85% kai 100%),
SladoxIkd, To kaBéva yia 2 AeTTTd o€ Beppokpaagia SwaTiou.

4.  A@NOTE TN VO OTEYVWOEL.

Mpiv amé n peroudiwon

5.  A@aipéoTe Tov IXvNBETN a1 TOV KATOWUKTN KOl A@roTe Tov va Beppavbei o€
Beppokpaaia SwyaTiou. EKTEAEOTE GUVTOUN QUYOKEVTPION TIPIV OTTO TN XPRON.

6. BeaiwBeite 0TI TO diGAUpa 1IXVNOETN €xEl avapixBei opoiduop@a Pe TN Xpron
TTTETAG.

7. A¢aipéoate 10 pl xvnOETN yia KGBE €CETAON KAl HETAPEPETE Ta OE Evav CWARva
HIKpO@UYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITIO IXVNOETN OTOV
KOTaWUKTN.

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

9. TomoBetrioTe 10 pl piypaTog IXvNOETN OTO KUTTOPIKG HiyHa KOl EQAPUOOTE Hia
KAAUTITPIOO TTPOOEKTIKA. ZPpayioTe ue KOAQ pe SiIGAupa EAQOTIKOU KAl apAOTE
TN VA OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTe 1O Oeiypa Kai Tov IXvnOETn Tautdxpova Bepuaivoviag tnv
QAVTIKEINEVOPOPO O€ pia Beppry TTAGKa aToug 75 °C (+/- 1 °C) yia 2 AeTTTd.

YBpidiouég
11. ToTTOBETAOTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/- 1 °C) yia pia oAdkAnpn vixTa.

IMAvoeig perd rov uBpIdIOUO

12. Agaipéote T0 DAPI amé Tov KaTawUKTn Kal a@ioTe To va BepuavOei o€
Bepuokpacia dwuariou.

13. A@aipéoTe TNV KAAUTITPIdA Kal GAQ Tat UTTOAEIMpATA KOANOG TTPOOEKTIKA.

14. BubioTte Tnv avTikeinevoopo ae didhupa 0,4xSSC (pH 7,0) og Bepuokpaaia
72 °C (+/- 1 °C) yia 2 AeTrT@ Xwpig avakivnon.

15. ATmrooTpayyioTe TNV avTIKEINEVOPOPO Kal BubioTe Tn o€ didAupa 2xSSC, 0,05%
Tween-20 ot Beppokpacia dwyatiou (pH 7,0) yia 30 deutepdAeTTTa XWPIG
avakivnon.

16. AmooTpayyioTe Tnv avTikelyevo@opo kal TotmoBetioTe 10 ul DAPI antifade o€
KGBe Seiypa.

17. KaAOWTe T pE pIa KOAUTITPIOA, aaIpéaTe TUXOV QUOAAIDEG Kal TrepipéveTe 10
AETITA PEXPI VA QVATITUXOET TO XPWHA OTO OKOTADI.

18. MaparnpAoTe o€ YIKPOOKOTIO PBoPITUOU (avaTpéfTe oTnv evoTnTa Z0OTAON
YIO TO MIKPOOKOTTIO pBOopIoHOU).

TuoTdoelg yia Tn Siadikacia

1. H Bépuavon f wpigavon Twv QVTIKEIMEVOPOPWY UTTOPE va UEIWOEI TOV
®BoPIoUS TWV ONUATWV.

2. O1 ouvBnkeg UBPIBICPOU PTTOPEI VO ETTNPEACTOUV OUOHPEVWG atrd Tn XpPron
avTIdpacTNPiwy TTEPAV EKEIVWV TTOU TTapEXOVTal 1 OUCTAvVOVTal OTTO Tn
Cytocell Ltd.

3. Xpnowygotroinote  éva  BaBuovounuévo BepuOPETPO  yIa T PETPNON
BepuokpaciwyV JIOAUPATWY, UDATOAOUTPWY Kal ETTWACTAPWY, KABWG oI gV
Aoyw Beppokpaaieg ival Kpiolung onuaaciag yia tn BEATIOTH amddoon Tou
TTPOIGVTOG.

4. O1 OUuyKeVTPWOEIG, ol TIUEG pH Kal o1 Beppokpaaieg TTAUONG gival GNUAVTIKEG,
KOBWG oI UVOAKEG XaPNAAG auoTNPOTNTAG UTTOPEI VO £XOUV WG TTOTEAET A
un €dIkR 8éopeuon Tou IXvnOETN Kal oI ouverkeg UTTEPBOAIKA UWNARG
auUOTNPOTNTAG PTTOPET VA £XOUV WG TTOTEAETHA TNV OTTWAEIQ OAPATOG.

5. HateAig peTouoiwan PTTOPE va €XEl WG ATTOTEAEC A TNV ATTWAEIQ GAPATOG KAl
n uTTEPBOAIKA JETOUTTWGON UTTOPET ETTIONG VA €XEI WG ATTOTEAEOUA TN UN €10IKA
Oéopeuan.

6. O utepBoAikdg uBpIdIoPOG uTTopei va odnyroel o TPOOBETa 1 Un
QAVOUEVOEVA OAUATA.

7. O1xpnoteg Ba TTPETTEl va BEATIOTOTTOIOUV TO TIPWTOKOAAO yia Ta SeiyHaTA TOUG
TIPIV aTTé TN XPAON TNG £££TAONG Yia SiayVwOoTIKOUG OKOTTOUG.

8. Tuxov UTTOREATIOTEG OUVONAKEG UTTOPEI va £€XOUV WG ATTOTEAECHO Un €IDIKN
OETEUAT, N OTTOIO PTTOPET VO TTAPEPUNVEUTEI WG OAMA IXVNOETN.

Epunveia Twv amoteAecudTwy

EKTipnon moioTnTag avriKeINEVOQOpwY TAQKWV

H avTikelnevoopog dev Ba TTPETTEl va avaAUeTal €Av:

e Ta onuata eivalr TOAO 0oBevr) yia va TpaypaTtotroindei avdAuon o€
pepovwpéva @iATpa. MNa va TTpoxwpnaoeTe pe TNV avdaiuon, Ta ornuata Ba
TIPETTEI VA €ival QWTEIVA, BIOKPITE Kal EUKOAa agloAoyAoipa

e YTapxel MeYGAog apiBudg  ouoTAdOTIOINUEVWV/AAANAOETTIKAAUTITOUEVWY
KUTTApWV TTou euTrodifouv Tnv avdAuon

e >50% Twv KUTTapwV dev £xouv uPpidoTToinBei

e Ymapxel mepiooeia @OOPICOVTWY CWHATIdIWY HETAEU Twv KUTTApwv r/Kal
@Bopifouca axAry Tou TrpokaAei TrapepBoAég oTa oruata. Idavikd, TO
UTTORABPO TWV AVTIKEINEVOPOPWY Ba TTPETTEI va QAiVETAI OKOTEIVO i} HaUPO Kal
Kabapd

e Ta dpia Tou KUTTOPIKOU TTuprva dev gival BIakPITA Kal dev gival ABIKTa

KaresuBuvrripieg odnyieg yia tnv avaAuon

e KdBe deiypa Ba mpéTTel va avaAUeTal Kal va epunvedeTal amd dU0 avaAuTéG.
Tuxdév aoup@wvieg Ba Tpémel va emmAUOVTOl PEOW €KTiUNONG atd TPITO
avoAuTh

e KaBe avaAutig Ba rpétel va gival KATAAANAQ eCeIBIKEUPEVOG TUPPWVA PE TA
avayvwpiopéva eBvika TTpdTuTIa

o Kd6e avalutrg Ba TrpéTrel va BabuoAoyei pepovwpéva 100 TTUPrVEG yia KaBe
deiyya. O TPWTOG avaAutiAg Ba TPETTEl va §ekivd Tnv avdAuon atd Tnv
apIoTEPH TTAEUPA TNG AVTIKEIUEVOPOPOU Kal 0 BEUTEPOG avaAuTrg atrd Tn degid
TTAEUPa

o KdBe avaAutig Ba TTPETTEl VO TEKUNPIWVEI TA OTTOTEAEOUATA TOU O€ XWPIOTA
£VTUTTa

e AvoAlete poévo  ABIKTOUG  TTUPAVEG KAl OXI  ETTIKAAUTITOJEVOUG N
OUCCWPEUPEVOUG  TTUPAVEG 1 TTIUPAVEG  TTOU  KOAUTITOVTAl  OTTO
KUTTAPOTTAQOUATIKG UTTOAEIMPATA 1) uWnAd eTTiTredo autopBopiouol

o ATTOQeUYETE TIEPIOXEG PE TTEPIOTEIN KUTTAPOTTAACUATIKWV UTTOAEIMUAETWY 1 N
€101k UBPIBIoNO

e H évraon Twv onuaTwy PTTOPEI va TTOIKIAAEL, AKOPO KAl GTNV TTEPITITWON £VOG
uévo TTUpAva. e TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE pOoVa QIATPa fi/Kal va
puBpiCeTe TO €OTIAKG ETTITTEDO

e Y& UTTOREATIOTEG GUVONKEG, Ta GAOTA PTTOPET va @aivovTtal SidxuTa. Edv duo
oRApaTa Tou idI0U XPWHATOG BpiokovTal og TP PETAgU TOoug, i N aTTéoTaCN
UETAEU TOug dev gival peyaAdTepn atmd dUO TTAGTN OAPATOG, 1) CUVOEOVTal PE
€va axvo vAua, YETPAOTE TA WG €va ORA

e Kard Tnv av@Auon Sixpwpwyv 1xvnBeTwy didoTTacng, eav utrdpyel didaTnua
METAEU TOU KOKKIVOU Kal TOU TTPACIVOU OrpaTog TTou dev utrepBaivel Ta TTAGTN
2 onudrwyv, TIPOOHETPROATE WG OAMA  ToU  Oev  QVTIOTOIXEl O€
avadidragn/ouvingn

e Kard tnv avdAuon ixvnOeTwyv SIAOTTAONG TPIWV XPWHATWY, €AV UTTAPXEI
diGoTnua PETAEU Tou 3 onudATwv (KOKKIVOU, TIPACIVOU, UTTAE) TTou Oev
uTrepPaivel Ta TTAATN 2 onudTwY, TTPOCUETPACATE WG OHUA TTOU DEV AVTIOTOIXE
oe avadiaragn/ouvtnén

e Edv éxete ap@iBoAieg yia 1o €dv éva KUTTapO PTTOpPEi va avaAuBei i 6x1, unv
TIPOXWPAOTETE OTNV avAAUGH TOou
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Mnv TTPOOUETPATE - Ol TTUPAVEG

eivar uTrepBOAIKG KOVTA O évag

aTov dAAov yia Tov KaBopioud
opiwv

Mn TTpocueTpdTe
AAANAOKOAUTITOUEVOUG TTUPAVEG -
Oev gival opaTr) 0AOKANPN n éKTAON
Kal Twv dU0 TTUPHVWY

Mpoapetprioate wg U0 KOKKIVA
orfjuaTa Kal dUo TTPACIVa CAPATA -
£va atro Ta dUO KOKKIVA OrjpaTa
gival didixuto

Mpoapetprioate wg U0 KOKKIVA
Kal dUo TTpdaoiva oApaTa - To
BIG0TNPA OTO £va KOKKIVO OApa
€ival HIKPATEPO ATTO Ta TTAGTN dUO
onuUAaTWV

38
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0
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Avapevopeva amroteAéopara
AvauEVOUEVO QUOIOAOYIKO TTPOTUTIO ONUATWY

¢ éva QUOIOAOYIKO KUTTAPO, avauévovtal dUo KOKKIVa Kal dUo TTpdaiva orjuata
(2K2Mpao).

Avauevopeva pn @UOIoAoYIKG TTPOTUTTO ONPATWY

e €va KUTTapO pe peTdBeon t(15;17)(q24.1;921), avapévovtal éva KOKKIVO, €va
Tpdaoivo kal dUo uBpidikd (1K1Mpao2Y).

MTtropoUv va TTpokUWouv kal GAAa TTPOTUTTA ONUATWY O€ AVEUTTAOEIBH/UN
100ppoTTNEéva deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig / NapepBarAoueveg ouoieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAeTIOPATEIG / TTapeUBAANOUEVEG OUTTEG.

MN'vwoTn S1aoTaupoUpEVN AVTIOPACTIKOTNTA
Agv uTTdpyel yvwoTn dlacTaupoUdevn avTidpaaTIKOTNTA.

Avagopd coBapwV CUPBAVTWYV

MNa aoBeveig/xpoTeg/tpita pépn otnv EupwTraik ‘Evwon Kol 0g XWPEG ME
TTAVOUOIOTUTTO  puBUIoTIKG  KaBeoTwg (Kavoviouds (EE) 2017/746 yia 1a
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XpnalpoTTolouvTal yia didyvwaon In vitro). Eav katd
TN XPAON autoU Tou TIPOIOVTOG 1 WG aToTEAEOPA TNG XPAONG TOU TTPOKANOE(
gofapd oupBdv, avapEPETE TO OTOV KATAGKEUATTH KOl OTIG EBVIKEG ApUODIEG APXES.
MNa coBapd cupavTa oe GANEG XWPES, AVaPEPETE T CUUBAVTA GTOV KOTAOKEUAOTH
Kal, eav I0XUEl, OTIG €BVIKEG apuODIEG APXEG.

ZToIXEia ETTIKOIVWViOG KOTOOKEUQOTH yia Béuata €TTaYPUTIVNONG:
vigilance@ogt.com

MNa 11 eBvikég apuoddieg apxég otnv EE, pmopeite va Bpeite Tov katdAoyo pe Ta
oToIxXEia ETMKOIVWVIAG yia BépaTa eTTaypuTIVvnOongG OTo:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts _en

EiSikd XapakTnpioTikd amédoong

AvaAurikn e1dikérnra

H avaAuTikn €18IKOTNTA OPIZETAl WG TO TTOCOCTO TWV GNUATWY TToU URPIdOTTOIOUVTAI
yévo otn owoTth Béon kal o Kapia GAAn Béon. AvaAuBnkav TéOOEPIG
XPWHOOWHIKEG BETEIG O KGBE £va aTTd Ta €iKOOI UETAPATIKAE KUTTApa aTré KGBE
€va atmo Ta mévie deiyparta, divovrag 400 onpeia dedopévwy. XapTtoypapnbnke n
ToTroBeoia KABe uPpIdoTToINUEVOU IXVNBETN Kal KATAYPAPNKE O aApIBPOG Twv
onpaTwv FISH PETAQATIKWY XPWHOOWHATWY TTou UBPIdoTToINeNKAV GTN CWOTH
Béon.

H avaAuTikf €18Ik6TNTa KABE 1XvNOETN OTO KIT UTTOAOYIOTNKE WG O aPIBPOG Twv
onpaTwv FISH PETAQATIKWY XPWHOOWHATWY TTou UBPIdoTToINeNKaV GTn CWOTH
B0éon dlaipepévog Pe Tov OUVOAIKO apiBud uBpidotroinuévwy onuatwy FISH
HETAPACIKWVY XPWHOOWHATWY. To atroTéAeopa auté TTOAAATTAaCIGoTNKE e To 100
KQI EKPPACTNKE WG TTO00CTS PE dIdoTNA EYTTIOTOOUVNG 95%.

Mivakag 1. AvaAutikn e181k6TnTa ToU FAST PML/RARA (RARA) Translocation, Dual
Fusion Probe

15024.1 200 200 100% 98,12% -100%
17q21.1- . o 1000
17q21.2 200 200 100%  |98,12% -100%

AvaAurikn suaiobnoia

H avaAuTiki euaiobnaia eival To TT0000TO Twv agIOAOYACINWY HECOPATIKWY
KUTTAPWV HE TO aVAPEVOUEVO TIPOTUTIO QUOIOAOYIKWY onudTtwy. AvaAubnkav kat’
eAayiotov 100 pecogadikd KUTTapa yia KGBe é€va atmd Ta 25 poviyotroinuéva
KUTTOPIKA EVAIWPRAMATA ATTO HUEAS TWV OCTWV Kal Ta 25 JOVIPOTTOINUEVA KUTTAPIKA
EVAIWPAMATA AT TTEPIPEPIKO aipa Pe TN Xpron Tng peBddou Taxéog uRpIdiguoy,
KaBWG Kal Ta 25 HOVIUOTTOINPEVA KUTTOPIKG EVAIWPAHATA OTTO HUEAS TWV OCTWV HE
™ XpHRon Tng peBodou oAovukTiou uBpidiopol. ZuveTrwg, BabuoAoyrnBnkav kat
eAayioTov 2.500 TTUprjveg yia deiypaTa TTEPIQPEPIKOU aipaTog kal 5.000 TTuprveg yia
Seiyyata puehol Twv ooTwv. Ta dedopéva yia Tnv euaiodnaia avaAidnkav BAoel
TOU TT0G00TOU KUTTAPWY TTOU £B€IEAV PUTIOAOYIKO OVAUEVOPEVO TIPOTUTTIO ONUATWY
KaI EKPPACTNKAY WG TTOO0O0TO PE SIGOTNHA PTTIoTOOUVNG 95%.

Mivakag 2. AvaAutiki euaioBnoia Tou FAST PML/RARa (RARA) Translocation
Dual Fusion Probe

MueAdG TwV 00TWV- >95% 98,80%
Taxug uBpidiopdg (97,96 — 99,63%)
MueAdg Twv 00TWV- >95% 98,52%
OAovUkTIog UBPISIoPSS (97,76-99,28%)
Mepipepiko aipa- Taxug >95% 99,31%
uBpIdiopdg (98,66 — 100,00%)

Xapakrnpiouog Twv QUGIOAOYIKWYV TIWV ATTOKOTTHS

H @uoioloyikry aTrokoTrr) opieTal wg TO TTOCOCTO KUTTAPWY TTOU gp@avifouv
WEUBWG BETIKO TTPOTUTTO ONUATWY Bdoel Tou oTToiou €va dropo Ba Bewpouvtav
@ualoloyiké o€ avTiBean pe TNV KAviKn didyvwon. AvaAiBnkav kat eAdaxiotov 100
UECOQAOIKA KUTTApO yia kKABe éva amd Ta 25 povigoToinuéva KUTTapIKG
evalwpnpaTa amd PUEAd TwV OCTWV Kal Ta 25 povipotroinuéva KUuTTapiKa
EVAIWPAMATA AT TTEPIPEPIKS aipa pE TN Xprion Tng peBddou Tax£og uppidiopou,
KOBWG Kal Ta 25 JOVIPOTTOINUEVA KUTTAPIKG EVAIWPRAMATA OTTO HUEAS TWV OCTWV UE
™ XpAon Tng peBddou oAovUikTiou URPIBICHOU. ZUVETTWG, BabuoAoyribnkav kot
eAdxioTov 2.500 TTUprvEG yia deiypaTa TTepIPePIKOU aipaTog Kail 5.000 TTupriveg yia
OeiypaTa HUEAOU TWV OCTWV.

H miyA ammokoTAg TTpoadIiopioTNKE XpnoluoTToIvTag Tn B avaoTtpoen (BETAINV)
ouvdptnon oto MS Excel. YTTOAOYiOTNKE WG TO TTOGOOTO PHECOPATIKWV KUTTAPWYV
TToU €J€IEaV WEUBWG BETIKG TIPATUTTO ONUATWY XPNOIMOTIOIWVTOG TO AVWTEPO OPIo
€vOg povoTTAeupou dIa0TANATOG EUTTIOTOOUVNG 95% TNG SIWVUMIKAG KaTavoung
pualoloyikoU deiypatog aoBev.

Mivakag 3. XapoKTNPIOPOG TWwV_QUOIOAOYIKWY TIUWY OTIOKOTIAG Tou FAST
PML/RARa (RARA) Translocation, Dual Fusion Probe

MugA6g Twv ooTwV - Taxug
uBpIBIoPOG 271%
MueAdg Twv 00TWY - ONOVUKTIOq 3449
uBpIdIoGS ’
Mepipepikd aipa - Taxug uBpIdIoPGS 4,36%

Ta epyacTipIa TTPETTEN VA ETTIRERAILVOUV TIG TIHEG OTTOKOTTAG XPNOIMOTIOIWVTAG TO
SIka Toug dedouéva® 0.

AkpiBeia

H akpiBeia autou Tou TTPOIGVTOG €XEl PETPNOE O OXEon PE TNV akpiBeia eviog
nuépag (amé deiypa o deiyua), TNV akpiBeia JETAEU NUEPWYV (aTTO NUEPQ OE NUEPQA)
Kal TNV akpiBeia peTagy TapTidwy o€ éva KEVTPO (aTTé TTapTida g TTapTida).
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Avo deiyparta avd pébodo uBpidiouol xpnaoipotroidnkav yia Tnv agloAdynon tng
akpiBelag autol Tou TIPOIGVTOG: éva apvnTIKG deiyda PJUEAOU TwV OOTWV Kal éva
XapnAng BeTikdTNTaG deiypa pueAol Twv 0oTWv. To xapnAng BeTikdTnTag deiypa
pUEAOU Twv 0OTWV (2-4X N OTTOKOTIA TOU TIPOIGVTOG) OnUIoUPYNONKE HE TNV
TIPOOBAKN YVWaTOoU BETIKOU OEiyuaTOg HUEAOU TWV OCTWYV GTO GUOIOAOYIKG deiyua
pueAoU Twv OCTWV Kal XPNoIJoTToIBnke yia Tn Sokiyagia Tou TTPoidvTog KovTa
oTnV TTPOCdIoPICUEVN ATTOKOTTH.

Na Tov Tpoodiopiopd TNG PETAgU NUEPWY Kal EVTOG NUEPAG akpiBelag, Ta deiyuaTta
aglohoynBnkav oTn Sidpkeia SéKa PN SIAdOXIKWY NUEPWV Kal yia TOV TTPOCDIOPIoHO
NG HETAgU TTapTidWV aKpPiBEIOG, TPEIG TTAPTIOEG TOU TTPOIGVTOG agloAoynBnkav o€
TPEIG ETTAVOAAWEIG TWV iBIwV delypaTwy. Ta atmmoTeAéopaTa Trapouoldommvlwg
OUVOAIK) oup@wvia Pe TNV TTPOBAETTOPEVN apvnTIKA KaTtnyopia (yia Ta apvnTiKa
Seiypara).

Mivakag 4. Avatmrapaywyiyétnta kai akpiBeia tou FAST PML/RARa (RARA)
Translocation, Dual Fusion Probe

AvaTtrapaywyiuotnta MUEAGG TWV 0GTWY, APVNTIKO 100%
evToG NUéPag (atTd
deiypa oe deiypa) Ka MUEAGG TwV 00TWY, XAUNARS 100%

p51a§0 npapu’o\{ (a6 BeTIKOTNTOG
npépa o€ NEPA)

MugAdg Twv 00TWYV, aPVNTIKO 100%
Mu€eAGG Twy 00TWYV, XaUNAARG 100%
BeTIKOTNTOG °

Avatapaywyiuotnta
HETAGU TTaPTIdWY

KAviki amrédoon

MNa va dilac@alioTei 6TI TO TTPOIGV avixveUel TIG TTPORAETTOPEVEG avadlaTAagelg, n
KAIVIKA aTT6800N TTPOCdIOPIOTNKE PE Mitt PEAETN AVTITTPOOWTTEUTIKWY SEIYUATWY TOU
TIPORAETTOPEVOU TTANBUOWOU TOU TTPOIOVTOG: UTTOAEITTOUEVO UAIKO QIPOTOAOYIKAG
TpoéAeuong povipotroinuévo og peBavoAn/ogikd ogu. To péyebog deiypatog ATAV
136 deiypara, pe TANBUCUS 43 BeTIKWY delyudATWY Kal 93 apvnTIKWV delypdTwy. Ta
amoTeAéOPATO OUYKPIONKav PE TN yvwoTh Katdotaon Tou deiyyatog, OTwg
TIPOOdIOPIOTNKE  HPE  OUYKPITIKA  péEBodo. H  oupgwvio/acupuwvia  Twv
ATTOTEAEOUATWY BIATTIOTWONKE OTI TTANPOI T KPITAPIA aTTod0XAG YIa TNV TTapouca
MEAETN.

Ta atroTeAéopaTa Twv SOKIPWY QUTWY avaAUBNKav TTPOKEINEVOU va UTTOAOYIOTE N
KAIVIKA euaigBnaia, n KAIVIKR €18IKOTNTA KAl TO TTO000TO Weudwg BeTikwv (FPR)
TIMWV VIO Ta BETIKE OAPATA, XPNOIPOTTOILVTAG MIa TTPOCEYYIOT piag didaTaong.

MNivakag 5. KAivikA amédoon 1ou FAST PML/RARa (RARA) Translocation, Dual
Fusion Probe

KAIvVIKR euaioBnaia (Trooootd aAnBwg BeTikwy, TPR) 98,93%
KAIvikR €181k6TNTa (TT0000TO aAnBWg apvnTikwy, TNR) 99,58%
MoooaoTd weudwg BeTikwv (FPR) = 1 — EiBIkOThTO 0,42%

NepiAnyn ao@daAeiag kai KAIVIKAG arédoong (SSP)

H repiAnwn SSP Ba gival SiaBéaiun oTo Kovo péow TNG eupwTTAikAG BAong
Sedopévwy yia 1aTpikéG ouokeuég (Eudamed) 6trou cuvdéetal pe 1o Baoikd UDI-
DI.

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

Baoiké UDI-DI: 50558449LPH064JR

Edv n Baon dedopévwyv Eudamed dev eival TARpwg AeiToupyikn, n epiAnwn SSP
Ba diaTiBeTal 0TO KOIVO KATOTTIV AITAUATOG péow email atn dielBuvon

SSP@ogt.com.

Np60BeTeG TANPOPOPIES

MNa mpoaBeTeg TTANpPoYopieg, €mMKOIVWVACTE pe To TuApa TexvikAg YTToaThpIgng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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