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Mpoopig6uevn xprion

To CytoCell® CKS1B/CDKN2C (P18) Amplification/Deletion Probe civai pia
TIOIOTIKN, MN auTopaToTroinuévn €gétaon @Bopifovtog in situ uBpidiopou (FISH)
TTOU XPNOIUOTIOIEITAI VIO TNV AVIXVEUGT XPWHOOWUIKWY EVIOXUCEWYV Kal EAAEIPEWV
oTig Teploxég 1p32.3 kai 1921 TOoU XpWHOOWWHATOG 1 OE pOVIPOTTOINUEVA OF
d1dAupa Carnoy (ueBavoAn/ogiké ogu 3:1) KUTTAPIKG EVOIWPAMATA AINOTOAOYIKAG
TpoéAeuong amd acbeveic pe emPBefaiwpévo 1 TOavoloyoUpevo TTOAAATTAG
puéAwpa (MM).

Ev&eigeig xpiong

To 1poidv auTod eival oXeBIGOUEVO WG CUPTTANPWHATIKO O€ AAAEG KAIVIKEG Kal
10TOTTOB0AOYIKEG EEETAOEIG O€ AVAYVWPIOUEVA JOVOTTATIa SIdyvwang Kal KAIVIKAG
@povTidag, 6TTou N yvwan Tng Utrapéng Tou CKS1B 1 Tou CDKN2C (P18) 8a tav
ONUOVTIKN Y10 TNV KAIVIKF) QVTIETWTTION.

MNepropiopoi

To Tpoidv auTod €xel OXEDIATTEN YIa va avixveUel YOVISIWHATIKEG EVIOXUOEIG 1
ATTWAEIEG PEYOAUTEPNG €KTAONG ATTG AUTH TTOU KOAUTITETAI ATTO TOUG KOKKIVOUG Kal
TIPACIVOUG KAWVOUG O€ auTd TO OET IXVNOETWY, 01 0TToieg TTEPIAapBAavouy Tig
Teploxég CKS1B ka1t CDKN2C (P18). O1 yoviSiwpaTIKEG EVIOXUTEIG ) OTTWAEIEG
€KTOG TWV TTEPIOXWV QUTWV 1 Ol HEPIKEG ATTWAEIEG OTNV TIEPIOXN AUTA PTTOPET va
pnv gival avixveUoIPEG JE AUTO TO TIPOIGV.

AuTS TO TTPOIGV BEV TTPOOPICETAl YIa: XPAON WG HEPOVWHEVN dlayvVwOTIKA e¢éTaan,
OUVOJEUTIKI  BIaYyVWOTIKA €EETACN, TTPOYEVVNTIKO EAEYXO, TTPOCUMTITWHATIKO
€Aeyxo Baaoel TANBucpoU, e¢€TaON KOVTG OTOV a0BEVN i} auToegETaan.

To Tpoidv autd dev éxel £TTIKUPWOEI yia TUTTOUG SelypdTwy, TUTTOUG aoBevEILY A
yla OKOTTOUG TTEPAV QUTWY TTou KaBopifovTal GTnVv TTPoopIfOpEVn Xpraon.
MpoopideTal yia XPAoON WG CUPTTANPWHO 0€ GAAEG BIayVWOTIKEG EPYAOTNPIOKES
egeTdoelg kal Oev Ba TTPETTEI va EKIVAEI Kapia BEPATTEUTIKN EvEPyEIa pOVO BATEI TOU
arroteAéoparog FISH.

H oavagopd kai n epunveia Twv omoteAeopdtwy  FISH mpémer  va
TIPAYMATOTTOIOUVTAl aTTO KATAAANAQ €EEIDIKEUPEVO TTPOCWTTIKG, CUUQWVA WE Ta
ETTAYYEAMATIKA TTPOTUTTA TIPAKTIKAG, Kal TTPETTEl va AapBdavovTal utréywn 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 ATIGd00N 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€ HETAPAOIKE XPWHOOWHATA ) O HECOPAOCIKOUG TTUPAVES ATTO
HOVIPOTTOINUEVA KUTTOPOYEVETIKG deiypaTa. H Texvikr xpnoipotroiei ixvnoéteg DNA
Tou uPBpidoTrololvTal 0g OAGKANPA XPWHOCWHATA 1) MEUOVWHEVEG HOVODIKESG
aAAnAouxieg kal XpnoIPeUEl wg €va ONUAVTIKO GUUTTARPWUA OTNV KUTTOPOYEVETIKN
avaAuon pe G-Cwvwaon. AUTA n TEXVIKA WTTOPEl TTAOV va €QAPUOOTE WG éva
onMavTikG epeuvnTIKG €PyaAEio aTa TTAQICIA TTPOYEVVNTIKWY KAl QIPMATOAOYIKWV
avaAloewy, KaBWG Kal XPWHOCWHIKWY avoAloEwy Guutraywy oykwv. Metd
govipotroinon kai Tn petouciwaon, 1o DNA-a1éxog eival diabéoiyo yia avadidragn
ae évav TTapopola HeETousIwPévo, eBopidovta anpacpévo 1xvneétn DNA, o otroiog
€xel oUNTTANPWHATIKA aAAnAouxia. Metd Tov UBPIBIOWOS, YivETAl aQAipEDN TOU WN
deapeupévou Kal hn €1BIKG deapeupévou IxvnBETn 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 CKS1B (CDC28 protein kinase regulatory subunit 1B) BpiokeTal aTnv
mepioxr) 1921 kai 10 yovidio CDKN2C (cyclin dependent kinase inhibitor 2C)
BpiokeTan otnV Teploxn 1p32.3.

H evioxuon Tng mepioxng 1921 mrou mepiAapavel o CKS 1B gival pia atré Tig TTAéov
OUXVA EPQAVICOUEVEG XPWHOOWHIKEG AVWHAAIEG TTOU ATTAVTWVTAI GTO TTOAAATTAG
puéhwpa’. H utrepékppacn Tou yovidiou CKS1B augavel Tn puBuion g £EENIENS
TOU KUTTApPIKOU KUKAOU, ETTIQEPOVTAG TTIO UTTEPTTAACTIKF VOO 02, AUTG OXETIZETAI HE
TOV TTPOXWPNHEVO PAIVOTUTTO TOU TTOAAXTTAOU HUEAWMOTOG KO WG EK TOUTOU UTTOPET
Va OUOXETIOTEN pe BUTPEVH TTPOYVwaon Kal e€6MIEN Tng vooou™23. H evioxuon Tng
TepIoXNG 1921 €xel ouvdeBei Pe TNV KATWTEPN £MRIWON KAl TIEPAITEPW EVIOXUTN
TTAPATNPEITAl KATA TNV UTTOTPOTTA ThG vOoou. Evioxuoeig oAGKANpou Tou peydAou
Bpayiova Tou xpwpoowyaTog 1 gival eTioNg ouxvég aTo TTOAATIAG PUEAWUA Kal
UTTOpPOUV VA €UPAVIOTOUV WG ICOXPWHUOOWHATA, OITTAOTTOINCEIS | HETABETEIG
UETATTASNONG (jumping) Kol CUOXETICOVTAI GUXVA pE TV €EEAIEN TNG vOoou™.

To CDKN2C eival éva OyKOKATAOTOATIKO yovidlo uTrelBuvo yia Tnv €Tmaywyn
QTTOTITWTIKOU KUTTAPIKOU Bavatou Kal Katdtunong tou DNAS. H puBuior Tou
augavetal atméd TNV ékPpacn TnG KUTTapokivng IL-6 oTo TTOAAATTAG puéAwpa kai n
ou6quyn EAAEIPN TOU YOVIBIOU CUOKETIZETAI PE TTIO UTTEPTTAAOTIKE vooo®. Mapoho
TTou oI eAAgiwelg Tou CDKN2C éxel avagepBei 0TI €ival OTTAVIEG O€ KAKOABEIEG OTOV
AvOpwWTTO, OI KUTTAPOYEVETIKEG AVAAUCEIG €XOuv Otifel OTI 01 avVWHAAIEG oTnV
Treploxn) 1p32-36 epgavifovral 6To 16% TTEPITTOU TOU TTOAATTAOU HUEAWHATOG OTOV
AvVOPWTTO KAl CUCYXETIOVTAI PE MIKPATEPN GUVOAIKY £TTIRIWwoN?3%8,

O!  KUTTAPOYEVETIKEG OVWMOAIEG aVIXVEUOVTOI ME OCUMPBATIKA KUTTAPOYEVETIKN
TTEPITTOU OTO VA TPITO TWV TTEPITITWOEWY TTOAAATTAOU HUEAWPATOG, OAAG N uEBOBOG
FISH augdvel To TT0000TO TWV QAVIXVEUOPEVWY XPWHOOWUIKWY OVWHOANIWY OF
>90%.

MpodiaypaPég 1XvnOeTWV

CKS1B, 1g21-G22, K6KKIVOG
CDKN2C (P18), 1p32.3, Mp&oivog

TTHINTE7/ATE e

CKS1B
DKN2C PYGO2 7«["_—)17) ZBTB7B

FAFT Do
! A ﬂ
D151661
170kb 182kb

100kb

To mpoiév CKS1B/CDKN2C atroteAeital amé évav 1xvnbétn 182kb, onuaouévo
KOKKIVO, TTOU KaAUTTTEl OAOKANPO TO yovidlo CKS71B Kai TTEPIOXEG EKATEPWOEV
autou, oupTepiAapBavouévwv Twv yovidiwv PYGO2 kai ZBTB7B, kai évav
TPACIVO IXVNOETN TToU KaAUTITEl pia mreploxry 170kb, tou cuptrepidauBdvel
0AOkAnpo T0 yovidlo CDKN2C, Tov deiktn D1S1661 Kal TO KEVTPOUEPIKO GKPO TOU
yovidiou FAF1.

Mapexopeva UAIKA

Ixvn6érng: 50 pl avd @iaAidio (5 egetaoeig) ) 100 pl avd @iaAidio (10 egeTdoeig)

O1 1xvnBéteg Tapéxovral Trpoavapepiyyévolr o€ didAupa uppidicpol (<65%
@oppapidio, <20 mg Benkn de¢Tpdvn, <10% aAlatouxo SiGAupa-KITPIKG vaTpio 20X
(SSC)) kai ival £Toipol TTPOG Xpron.

Avrixpwon: 150 yl avd @iaidio (15 geTdoeig)
H avrixpwon eivar DAPI Antifade ES (0,125 pg/ml DAPI (4,6-81apidivo-2-
@aivuhivdoAn) oe Baciouévo o€ YAukepOAn péoo oTeEPEWONG).

MNpogiSotroInoeig Kal TTIPOPUAGSEIg

1. Tain vitro dlayvwoTikr Xpron. Mévo yia epyaoTnpiakr eTTayyeAPaTIKA Xpron.

2. Ta piypota Twv IXVNOETWY TTEPIEXOUV POopUapidIo, TO OTToiO gival TEPATOYSOVO.
Mnv avarmvéete avaBupidoeig Kal aTmroQUYETE TNV €TTOQR HE TO JEPuA.
ATTQITEITAI TIPOOEKTIKOG XEIPIONOG. Na QOPATE YAVTIA KA EPYOOTNPIAKE TTOBIA.

3. ATTQITEITAI TTPOOEKTIKOG  XeIPIOPOG Tou DAPI. Na @opdte ydvria  Kai
gpyaoTnpiakn TodId.

4. Mnv 10 Xpnolgotroigital €4v Ta @iaAidia €xouv utrooTei ¢nuid 1 €dv n
aKEPAIOTNTA  TOU TIEPIEXOMEVOU TwV  @IONISiWY  €XEl  ETTNPEACTEl  PE
OTTOIOVONTTIOTE TPOTTO.

5. Tnpeite Toug TOTTKOUG KAVOVIOUOUG QTTOPPIYNG Yyia TNV TIEPIOXH OO0G O€
ouvduaoud pe TIG ouoTAoelg Tou AgAtiou dedopévwyv ao@AAEiag yia va
KaBopioeTe TNV A0@OAr aTréppIYn auTol Tou TTPOIOGVTOG. AUTO I0XUEl ETTIONG
YO TO TTEPIEXOHUEVO KIT EGETATEWY TTOU €XOUV UTTOOTET {NUId.

6. H améppiyn 6AwV TWV XPNOIMOTTOINPEVWY aVTIOPACTNPIWY Kal TUXOV GAAwvY
HOAUOPEVWY aVAAWOIHWY UANIKWV TTPETTEI VA YIVETAI CUUQWVA HE TIG TTOPAKATW
diadikaagieg yia poAuopatikd R ev duvduel poAuopaTikG atéBAnTa. Kdabe
epyaoTApio givalr UTTEUBUVO yia TOV XEIPIOMO TwV OTEPEWV KOl UYPWV
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ammoBAATWY cUu@wva pe TN eUON Kail Tov Badud emMKIvVOUVOTNTAG TOUG, KaBWwg
Kal yia Tnv emegepyacia Kal TV amoppipn Toug (f Tnv avdbeon Tng
eTTECEPYATiOg KAl TNG OTOPPIYAG TOUG OE TPITOUG) OUMPWVA HE TUXOV
10X00VTEG KAVOVIOUOUG.

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

8. H pn tAPNON TOU TTEPIYPAPOUEVOU TTPWTOKOAAOU Kal Twv avTIdpacTnpiwv
eVOEXETONI VO ETTNPEAOEl TNV aATTOd00N KOl VO OBNYAOEl O WEUBWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

9. O Ixvneétng dev Ba TIPETTEl va apalwveTal i va avaplyvuetal ye GAAoug
IXVNOETEG.

10. H pn xprion 10 pl 1xvnBéTn oTO OTASIO TOU TIPWTOKOAAOU TIpIV OTTO TN
METOUCTWON EVOEXETAI VA ETTNPEATEI TNV ATTOBOCN Kal vV 08NYATEl O WYEUDWG
BeTIKG/apVNTIKG aTroTeAéouaTa.

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

12. O1 e0WTEPIKOI EAEYXOI TTPETTEI VA TTPAYHATOTTOIOUVTAI E TN XPACN KUTTAPIKWY
TANBUO WY TTou dev £X0OUV ETTNPEAOTE O€ deiypaTa e¢éTaang.

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

e 37°C: +37°C+1°C
e 72°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 TTpéTrel va atrobnkeveTal o Bepuokpaacia atd -25 °C
J/ £€wg Kal -15 °C o€ Katayuktn péXP! TNV nuepopnvia ARgng Tmou
-25°C avaypd@eTal TNV ETIKETA TOU KIT. Ta @IaAidia 1xvnBeTWV Kal
avTiXpwong TTPETTEN VO aTToBnKeUoVTal O€ GKOTEIVO XWPO.

\ |/ O 1xvnBétng FISH, n avrixpwon DAPI Antifade ES ka1 10
~Na SiGAupa uBpIdiopol Wugng/atdéyugng TTou TTpayuaToTToloUvVTal
7 . aTo TTAQICIO TNG PUGIOAOYIKAG XPoNG (évag KUKAOG avTIOTOIXE
AI aTnNV apaipecn Tou GIaAIBioU aTTO TOV KATAWUKTN KAl TNV €K VEOU
. TOTTOBETNON TOU O€ auTov) — 5 KUKAOI yia To @iaAidio 50 pl (5
egeTdoeig) Tou 1xvnBETn FISH, 10 KUKAOI yia To @iaAidio 100 pl
(10 egetaoeig) Tou 1xvnBETN FISH kai 15 kUkAol yia 1o @iaAidio 150 pl (15 egeTdoeig)
NG avTixpwaong. H ékBeon 0To pwg TIPETTEI VO EAAXICTOTTOIEITAI KOI VO OTTOQEUYETAI
otou eival duvatdv. PUAGOOETE TA OUCTATIKG OTOV TIAPEXOHUEVO TIEPIEKTN HE
TTpoOTACia aTTd TO PWG. Ta CUCTATIKA TTOU XPNOIJOTToIoUVTal KAl atrofnkedovTal
uTTé OUVONKEG SIOPOPETIKEG ATTO AUTEG TTOU KaBopifovTal TNV €TMIOAPAVON UTTOPET
va hnv €X0ouvV TNV avauevouevn atrddoon Kal YTTOPEi va ETTNPEACOUV ApvNTIKG Ta
arroteAéopata TnG avaAuong. Mpétmel va kataBaAAeTal KGOe duvarr TTPOoTTEBeIa
woTe n €ékBeon oe PeTABAAAOUEVEG OUVONKEG QWTIOMOU KOl Beppokpaaiag va
TrEPIOPICETal OTO EAAXIOTO.

E€omAiopog kai UAIKG TTou atraiToUvTal aAAd Sev Trapéxovral

Mpétel va xpnaoiyoTtroigital BaBpovounuévog eEotrAIoudG:

1.  Ocgppn TAdka (ue oTePEN TTAGKa Kal didTagn akpiBoug eAéyxou Bepuokpaaiag
£€wg ka1 80 °C)

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

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

4. TwAveg pikpoguyokévtpiang (0,5 ml)

5. Mikpookdtio @BopiopoU (avaTpééTe oTnV  €vOTNTO «ZUOTOON Yid TO

MIKPOOKOTTIO @BopIoOU»)

MikpookoTtTio avtiBeong @aoewv

KaBapd mAaoTikd, kepapika fi BeppoavBekTikd yudAiva doxeia Coplin

Napida

BaBuovopunuévo TexaueTpo (1 TIEXAUETPIKEG TAIVIEG PE duvaTATNTA PETPNONG

Tiywv pH 6,5 — 8,0)

10. MepiékTng uypaoiag

11. Pakdg PIKPOOoKoTTiou PBopIoHOU KATadUTIKOG a€ AGdI

12. PuyodKevTPOG TTAYKOU Epyaaiag

13. AVTIKEINEVOPOPOI PIKPOOKOTTIOU

14. Kahuttpideg 24 x 24 mm

15. Xpovéuetpo

16. Emmwaotipag 37 °C

17. K6Ma pe didAupa ehaoTikoU

18. MikTng mepidivnong

19. AiaBaBuiguévol KUAIvEpol

20. MayvnTikég avadeutipag

21. BaBuovounuévo BepudueTpo

MpoaipeTIKOG EEOTTAIOHOG TTOU BEV TTAPEXETAI
1.  KutrapoyeveTikdg BaAapog EApavang

AvTIdpaoTAPIN TTOU aTraiToUVTaAl AdAAG Sev TTapéxovTal

AiGAupa ahatoUyou diaAUpaTog-kITpikoU varpiou (SSC) 20x

AiBavoin 100%

Tween-20

Ydpogeidio Tou vatpiou 1M (NaOH)

YdpoxAwpiké o&u 1M (HCI)

ATTioviopévo vepo

ZUoTOON YIO TO HIKPOOKOTTIO pBopiouoU

Xpnaoiyotroieite  Adutra  udpapyupou 100 watt i 10080vaun kol eTmiTedOUG,
QATTOXPWHATIKOUG QVTIKEIPEVIKOUG QPAKOUG KATAJUTIKOUG ot AGSI pe peyéBuvon
60/63x 1 100x vyia BéATIoTn aTeikévion. Or  @Bopifouceg ouoieg  TTou
XPNoIpoTToIoUVTal O€ auTd TO OET IXVNOeTWY Ba dieyepBoUv Kal Ba eEKTTEPYWOUV OTa
akéAouba prkn KUPATog:

oA WN =

Mpdoivn 495 521

| Kokkivn | 596 | 615 |

BeBaiwBeite 6Tl 0TO PIKPOOKOTTIO €Xouv TOTTOBeTNOei Ta KATAAANAQ  @iATpa
OI€yEPONG KAl EKTTOPTIAG, T OTToia KAAUTITOUV TO UAKN KUPOTOG TTOU avag@épovTal
Tapatrdvw. Xpnoigotoiate @iAtpo diEAeuong TpITTARG {wvng DAPI/mpdaoivou
@AaopaTog/KOKKIvou @daopatog A @iATpo diéAeuang dITTAAG Jwvng TTpAoivou
PAOoPATOG/KOKKIVOU GATHATOG YIa BEATIOTN TAUTOXPOVN ATTEIKOVION TWV TTPACIVWYV
KaI KOKKIVWY (pBOPICOVTWY OUGIWV.

EAéyETe TO PIKPOOKOTTIO @BOPIoHOU TIpIV aTTd TN XPAoN Yia va dlac@alioeTe OTI
Aeitoupyei  owaoTd. XpnolgoToiRoTe AAdI  €YBATITIONG TTOU  evOEikvuTal  YId
MIKpooKoTTia @BopIoPoU Kal €xel OxedlAoTel yia XaunAd autéuato @BopIoud.
Amo@uyete TNV avauign Tou DAPI antifade pe Aadi katdduong pikpookoTriou, SIOTI
KATI T€TOI0 B0 KaAUWEI Ta ofpata. TnpeiTe TIG CUOTACEIG TOU KOTAOKEUAOTH 6gov
agopd tn didpkKela (WG TNG AGUTTOG Kal TNV NAIKIA Twv GIATPWV.

MpogTolpacia deIypdTwy

To kit €xel oxedlOOTEI yia XPACN OE KUTTAPIKG EVAIWPNAPOTA QINATOAOYIKAG
TTpoéAeuang povipotroinuéva o€ didAupa Carnoy (ueBavoAn/ogiké ofu 3:1), Ta
oTroia  €XOUV TTPOETOIPOOTEl OUMPWVO PE TIG KOTEUBUVTAPIEG 0dnyieg Tou
gpyaaTnpiou i Tou 18pUPATog. MNMpoeToindaTe deiypaTa TTou €XOUV UTTOOTEI Efpavon
ME OEpa  OE QVTIKEIMEVOPOPOUG HIKPOOKOTTIOU OCUPQWVA  HE TIG TUTTIKEG
KUTTapOYeVETIKEG dladikaaoies. To eyxelpidio AGT Cytogenetics Laboratory Manual
TTEPIEXEI CUOTATEIG YIa TN GUAAOYH, KaAAIEpyEIa Kal peTagopd delyudTwy, Kabwg
KQl YIO TNV TTPOETOIUATIA TWV AVTIKEINEVOPOPWY TTAAKWVE,

MposgToipacia SiaAupdTwyY

AiaAvpara ail@avoing

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

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

e AiBavoAn 85% - 8,5 pépn aiBavoAng 100% oe 1,5 pépog atmoviopévou vepou
AmoBnkevoTe Ta dlaAvpata yia £wg kol 6 prveg ot Bepuokpacia dwuaTiou o€
QEPOOTEYR 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,
KaTd TrEpiTTwon. Amobnkeuote 1o dIdAuha yia éwg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou 0 AEPOTTEYN TTEPIEKTN.

AigAvpa 0,4xSSC

ApaiwoTe 1 pépog diaAlpartog 20xSSC pe 49 pépn atmoviouévou vepoU Kal AVOUigTE
KoAd. EAéyETe TNV Tiun pH kai puBuioTe o€ pH 7,0 xpnoipotroiwvtag NaOH ry HCI,
KaTd TrepiTITwon. Amobnkeuote 1o dIdAuha yia €wg kol 4 eBdouddeg o€
Bepuokpacia dwuaTiou O AEPOTTEYN TTEPIEKTN.

2xSSC, AigAupa Tween-20 0,05%

ApaiwoTe 1 pépog diaAuparog 20xSSC pe 9 pépn amoviopévou vepou. MNpooBéaTe
5 pl Tween-20 ava 10 ml ko avapigre kaAd. EAEyETe Tnv Tipn pH kai puBpioTe o€
pH 7,0 xpnoipotroiwvtag NaOH A HCI, katd mepimtwon. AmofnkedaTe 1o didAupa
yia €éwg Kal 4 €BOouadeg o BEpUOKPATia SWHATIOU OE OEPOTTEYN TTEPIEKTN.

MpwTtékoAAo FISH
(Znueiwon: BeBaiwBeite 0TI N €kBeon Tou IXvNOETN Kal TNG AVTiXpWANG OTA QWTA
TOU €pyaaTnpiou gival TTAvVTa TTEPIOPIOUEVN).

lMpocroipyacia avriKEINEVOPOpouU

1. Tomobetote pia KNAIda amd TO KUTTOPIKO Oeiyda O pia yudAivn
QAVTIKEIUEVOPOPO HIKPOOKOTTiOU. AQAGTE TN va oTeyvwoel. (MpoaipeTIKd, £av
XPNOIUOTTOIEITOI KUTTOPOYEVETIKOG BdAapog Enpavang: O BaAapog TTpéTel
va Aeiroupyei og Bepuokpaacia Trepitrou 25 °C kai uypacia 50% yia Tn BEATIOTN
Muwn kuttapikoU deiypatog. Edv Sev umrdpxel dI0BECINOG KUTTOPOYEVETIKOG
BdAapog EApavong, xpNoIPOTIOINCTE évav atraywyd wg VAAAOKTIKA).

2. BubioTe TV avTikeipevo@opo ae didhupa 2xSSC yia 2 AeTTTé o€ Bgppokpaaia
dwpaTiou Xwpig avakivnon.

3. A@udatwaoTe ot dlaPopeTIKG TToooaTd aibavoAng (70%, 85% kai 100%),
S10d0XIKd, TO KaBéva yia 2 AeTITé o€ Beppokpaaia dwuaTiou.

4.  AQNOTE TN VO OTEYVWOEL.

Ipiv amé tn perouvoiwon
A@aipéaTe TOV IXVNBETN aTTd TOV KATAWUKTN KAl apAOTE Tov va BepuavOei oe
Bepuokpacia dwuatiou. EkTeAéoTE GUVTOUN QUYOKEVTPION TTPIV OTTO TN XPRON.

6. BeBaiwBeite 611 TO diGAUpa 1XVNOETN €x€l avapixBei opoiduop@a pe TN Xprion
TITTETOG.

7.  Agaipéate 10 pl IxvnOETN yia KGBE €CETAON KAl JETAPEPETE Ta OE Evav CWARvVa
HIKpOQUYOKEVTPIONG. TOTTOBETAOTE ypriyopa Tov UTTOAOITTO IXVNOETN GTOV
KOTAWUKTN.

8. TomoBetAaTE TOV IXVNOETN KOI TNV AVTIKEINEVOPOPO OeiyuaTog o€ pia Bepun
TAdKa pe Beppokpaaia 37 °C (+/- 1 °C) yia 5 Aetrtd yia TpoBépuavan.

9. TomoBetrioTe 10 pl PiypaTog IXvnOETN OTO KUTTAPIKG Piyua KOl EQAPUOOTE Hia
KOAUTTTPIOO TTPOCEKTIKA. ZPPayioTe Pe KOAQ pe SIGAUPA EAAOTIKOU KOl AQAOTE
TN va OTEYVWOEI EVTEAWG.

Merouoiwon
10. MeTtouoiwoTte 1o Oeiypa Kal Tov IXvnOETn Tautdxpova Oepuaivoviag Tnv
QAVTIKEINEVOPOPO € pia Bepun TTAGKa oToug 75 °C (+/- 1 °C) yia 2 AeTrTd.
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YBpi1diouég
11. ToTTOBETAOTE TNV QVTIKEIUEVOPOPO OE €vav UYPO, PWTOOKIEPO TTEPIEKTN OE
Beppokpaaia 37 °C (+/- 1 °C) yia pia oAdkAnpn vixTa.

TAUosig perd Tov uBpISIOUS

12. Agaipéote 10 DAPI a1mé Tov KatawUKTn Kol a@ioTe To va Bepuavbei ot
Beppokpaaia dwuaTiou.

13. A@aipéoTe TNV KOAUTITPISA Kal OAQ Ta UTTOAEIPPATAO KOAAAG TTPOCEKTIKG.

14. BubioTte Tnv avTikeiyevopodpo ae didhupa 0,4xSSC (pH 7,0) oe Beppokpaaia
72 °C (+/- 1 °C) yia 2 AeTrTd&l Xwpig avakivnon.

15. AtrooTpayyioTe TNV avTikeiyevo@dpo Kai BubioTe Tn o€ didhupa 2xSSC, 0,05%
Tween-20 ot Beppokpaaia dwyatiou (pH 7,0) yia 30 deutepdAeTTTa XWPIG
avakivnon.

16. AtmrooTpayyioTe Tnv avTikeipevo@odpo kai TomoBetoTe 10 pl DAPI antifade o€
KABe deiypa.

17. KaAOyTe Tn pE pia KAOAUTTTPIOA, a@aipéaTe TUXOV QUOAAISEG Kal TEpIPEVETE 10
AETITG péXPI Va avaTITUXBEi TO XpWHO OTO OKOTADI.

18. MapartnprioTe o€ PIKPOOoKOTIO GBoPITPOU (avaTpéfTe oTnV evoTnTa ZUOTACN
YIO TO HIKPOOKOTTIO @BOpIoHOU).

ZuoTdoelg yia Tn Siadikaoia

1. H ©épuavon n wpigavon Twv QVTIKEINEVOPOPWVY UTTOPE va UEIWOEI TOV
@BoPIoCUO TWV ONUATWY.

2. O1 ouvBrikeg UBPISICUOU WTTOPET VO €TTNPEACTOUV DUOPEVWG AT TN XPRon
avTidpacTNPiwY TTEPAV EKEIVWV TTOU TTOPEXOVTAl fj CUGTAvVOVTAl OTTO Tn
Cytocell Ltd.

3. Xpnolgotroiote  éva  Babuovounuévo BepuOPETPO  yio TR PETPNON
Beppokpaciwyv dIaAUPATWY, UDATOAOUTPWY KAl ETTWACTAPWY, KABWG oI gV
AOyw Beppokpaoieg eival Kpiolung anuaciog yia Tn BEATIOTN ammédocn Tou
TTPOIOVTOG.

4. O1 OUYKEVTPWOEIG, ol TINEG pH Kal o1 Bepuokpaacieg TTAUONG gival GNUAVTIKEG,
KaBwWG oI oUVONKeG XaUNAARG auaTnPATNTAG PTTOPEI VA £XOUV WG ATTOTEAECUA
un €01k déopeuon Tou IxvnOETN Kal ol OuvOnkeg UTTEPPBOAIKG UWNAAG
auUOTNPOTNTOG PTTOPEI VA £XOUV WG OTTOTEAEGUA TNV ATTWAEIO OAPATOG.

5. HaTteAAg peTouoiwan PTTOPET va €XEl WG ATTOTEAEGUA TNV OTTWAEIQ GAPATOG KAl
n uTTeEPBOAIKA PETOUGIWAON UTTOPET ETTIONG Va £XEl WG aTTOTEAETUA TN YN €IDIKN
déopeuan.

6. O umepPoAikdg uBpIdioydg ptopei va odnyAoel o€ TIPOCBETA 1 pn
QAVOAPEVOUEVA OHjuaTa.

7. O1xproTeg Ba TPETTel va BeATIOTOTTOIOUV TO TIPWTOKOAAO Yia Ta deiydaTd TOoug
TIPIV a1Té TN XPAON TNG €€£TAONG Yia diayvwaTIKOUG OKOTToUG.

8. Tuxov UTTOBEATIOTEG OUVONKEG PTTOPEI va £XOUV WG OTTOTEAEOUA Wn EIOIKM
O€0EUON, N OTTOIO UTTOPET VO TTAPEPUNVEUTEI WG GAPA IXVNOETN.

Epunveia Twv armroteAeopdTwv

EKTipunon moIoTnTag avrikEIuEVoQopwyv TAaKwWY

H avTikeipevo@odpog dev Ba TTpETTel va avaAleTal eqv:

e Ta onuata eival TTOAU aoBevr) yia va Tpaypatorroindei avdAuon oe
pegovwpéva @iATpa. Ma va TTpoxwpnoeTe pe TNV av@Auon, Ta oriupata Ba
TIPETTEN Va €ival QTEIVA, BIOKPITA Kal EUKOAA agloAoyAoipa

e YTapxel peyaAog aplOudg  ouoTadOTTOINUEVWV/OAANAOETTIKAAUTITOEVWV
KUTTAPWV TToU UTTOdigouv TNV avaAuon

e >50% TwvV KUTTApWV dev €Xouv UBPISOTIOINBEI

e YTapxel Tepiooeid QOOPIZOVTWY CWHATIDIWY PETAEU TWV KUTTAPWY A/Kal
@Bopifouca axAfi Tou TIpokaAei TrapepBoAég oTa onpara. Idavikd, TO
uTTéRaBPO TWV AVTIKEIUEVOPOPWY Ba TTPETTEI VA PaivETAI OKOTEIVO R HaUPO Kal
kaBapod

e Ta 6pia Tou KUTTaPIKOU TTupfiva dev gival dlakpiTd Kail dev gival dBIKTa

KareuBuvrripieg odnyieg yia tnv avaAvon

o Kdbe deiyya Ba TpéTrel va avaAueTal Kal va eppnvedeTal atrd dUo avaAuTég.
Tuxdév acupwvieg Ba TPETTeEl va emmAUOVTOI PECW EKTIUNONG atd TPITO
avaAuTth

e KdaBe avaAutig Ba Tpétel va gival KATAGAANAQ eCEIBIKEUPEVOG TUPPWVA UE TA
avayvwplouéva e0viKa TTpoTuTIa

e Kdbe avaAutrig Ba Trpéel va BabuoAoyei pepovwpéva 100 TTUprVES yia KGBe
deiypa. O TpwTog avaAutig Ba TpéTrel va gekivd tnv avdAuon otmd Tnv
apioTepn TTAEUPE TNG AVTIKEIMEVOPOPOU Kal 0 BeUTEPOG AVAAUTAG aTTd Tn JegIA
TTAEUPG

o KdBe avaAutig Ba TTPETTEl va TEKUNPIWVEI TA ATTOTEAEOUATA TOU O€ XWPIOTA
EVTUTTO

e AvoAUete pbévo  AOIKTOUG  TTUPAVEG KOl OXI  ETTIKAAUTITOUEVOUG N
OUOOWPEUPEVOUG  TTUPAVEG 1R TIUPAVEG  TIOU  KAAUTITOVTQlI — OTTO
KUTTAPOTTAQGUOTIKG UTTOAEippaTa 1 uwnAd emriredo auto®Bopiopyou

o Amo@elyeTe TIEPIOXEG PE TTEPIOOEIN KUTTAPOTTAACGUATIKWV UTTOAEIUMAETWY 1 Un
€101k UBPIdIoUS

e H évraon Twv onudTwy PTTOPEi va TTOIKIAAEL, OKOPA KAl TNV TTEPITITWON EVOG
MOVO TTUPAVA. Z€ TETOIEG TTEPITITWOEIG, VA XPNOIUOTIOIEITE Jova QiATpa f/kal va
puBuieTe TO £0TIOKO £TTITTEDO

e Y& UTTOREATIOTEG OUVONKEG, Ta OAPOTA PTTOPET va @aivovTal didyuta. Edv duo
oAPaTa Tou idlou XpwHaTog BpickovTtal o€ eTTagr PeTAgy Toug, ) n amdéoTacn
JETAgU TOug dev gival peyaAudTepn atmd dUO TTAATN OAPATOG, I cUVOEoVTal PE
€va axvo VAUa, JETPAOTE TA WG £va ONa

e  Katd Tnv avaAuon dixpwHwy IXvnBeTwy SiIdoTraong, av utdpxel didoTnua
METAEU TOU KOKKIVOU KOl TOU TTPACIVOU OrHaTog TTou dev uttepRaivel Ta TTAGTN
2 onudtwv, TIPOOUETPAOCATE WG OAPA  TIOU Oev  QVTIOTOIXEl  OF
avadiaragn/ouvingn

e Katd tnv avdAuon ixvnBeTwyv BIGOTTOONG TPIWV XPWHATWY, €AV UTTAPXEI
SidoTnua peTagu Tou 3 onudtwv (KOKKIVOU, TTPACIVOU, WTTAE) TTou Oev

uTTEPRaiVEl TO TTAGTN 2 ONPATWY, TIPOCUETPIOATE WG GAHA TTOU JEV AVTIOTOIXEN
oe avadiaragn/ouvtnén

o Edv éxeTe ap@IBoAieg yia To €Gv €va KUTTApO PTTOPE va avaAubei i OxI, unv
TIPOXWPAOTETE OTNV AVAAUGH TOU

Mnv TTpoopeTpaTE - 01
TTUPAVEG givar uTTEPBOAIKG
KovTd 0 €vag aTov dAAov yia
TOV KaBopIouoS opiwv

Mn TTpoopueTpdre
aAAnAokaAuTITépEVOUG
TTUpVEG - Oev gival opaTh
oAOKANPN N €KTOCON KAl TWV
800 TTuprvwy

MpooueTprioarte wg dUo
ONUaTa-UAPTUPEG - €va aTTO Ta
dUo Trpdaiva oripara ivai
S1GxuTO

MpoapeTproate wg duo
ONMATA-UAPTUPEG - TO
didoTnua oTo éva TTpdcivo
gAua gival HIkpdTEPO aTIO TA
TAGTN 800 oNuaTWV

38
o
o
0

Avapevopeva atroteAéopara
AvapevouEVO QUAIOAOYIKO TIPOTUTIO GNUATWY

2¢e £va PualohoyIKO KUTTapo, avapévovTal 800 KOKKIVa Kal dUo TTpdaiva oiuarta
(2K2Mpdo).

Avapevoueva un QuoloAoyIKd TTPOTUTIA ONUATWY

Ze éva KUTTOpO pe ENAeIyn 1p32.3, To avauevouevo TTPATUTTO onudTwy Ba gival dUo
KOKKIVa Kal éva TTpdoivo ofua (2K1Mpdo).

Ze éva KUTTApO pE gvioxuon Tng Béong 1921, avapévovtal dUo TTpdaiva Kai Tpia f
TEPIOTOTEPA KOKKIVA orjpaTa (3+K2MMpdo).
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Xe éva KUTTApO e evioxuon Tng Béong 1921, rapatnpeital uEyGAog apiBudg HIKpWY
KOKKIVWV OnUAaTwy SIaxuTwyv o€ Ao To KUTTOPOTTAaCUa padi pe dUo Trpdoiva
oApaTa-pdpTUpeS (ampK2Mpdo).

Ze €va KUTTApO pE evioxuon TnG Béang 121 TTou TTPOKAAEi OPOIOYEVH XPWON HIag
TEPIOXNG, TTAPATNPEITAI £vag HEYAAOG apIBUOG KOKKIVWY ONUATWY KATA PAKOG TOU
XPWHOCWHIKOU THANATOG TTOU €XEI UTTOOTEI ETTIUAKUVON Kal ETTEKTACN padi pe duo
TPACIVa OAPATA-PAPTUPEG (ampK2Mpdo).

Mmropolv va TmpokUyouv Kkal GAAa TTPOTUTTA ONUATWVY O€  aveuTTAOEISH/Un
100ppOTINEEVA deiypaTa.

FvwoTég oxeTikég aAAnAemdpdoeig / MapepBarAopeveg ouaieg
Aev UTTAPXOUV YVWOTEG OXETIKEG AAANAeTIDPATEIG / TTapeUBAANOUEVEG OUTTEG.

MvwoTh 3100TAUPOUMEVN AVTIBPACTIKOTNTA
Agv uTtdpyel yvwaoTr dlaoTaupoUPevn avTidpaaTIKOTNTA

Avag@opd ocoBapwVv GUPBAVTWY

MNa aoBeveig/xpnoteg/tpita pépn otnv Eupwtaiki ‘Evwon kol og XWpeg He
TIOVOUOIOTUTTO  pUBUIOTIKG  KaBeoTwg (Kavovioudg (EE) 2017/746 yia Ta
1aTPOTEXVOAOYIKA TTPOIGVTA TTOU XPNaIpoTTolouvTal yia SiIdyvwaon In vitro). Edv katd
N XPAOoNn autoU Tou TIPOIOGVTOG 1 WG ATTOTEAEOUA TNG XPNONG Tou TTPOKANBOEi
ooBapd cupBdv, avaQEPETE TO OTOV KOTAGKEUATTH KAl OTIG EBVIKEG ApUODIEG APXEG.
MNa coBapd cupPBavTa o€ GANEG XWPES, AVAPEPETE TA CUPBAVTA OTOV KATOOKEUOOTH
Kal, eav I0XUEl, OTIG €BVIKEG apUODIEG APXEG.

ZTOIKEiO  ETMKOIVWVIAG — KATOOKEUAOT  yia  Bépata  emayputrvnong:
vigilance@ogt.com

MNa Tig €BviKéG apuddieg apxég otnv EE, umopeite va Bpeite Tov katdhoyo e Ta
aToIxXEID ETTIKOIVWVIAG yia BEPaTa eTTaypUTIVNONG OTO:
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en

EI181kd XapakTnpIoTIKA atrédoong

AvaAuriknj ei8ikérnra

H avaAuTik €18IKOTNTA OPIdETAI WG TO TTOCOCTO TWV GNUATWY TTOU URPISOTTOIOUVTAI
pévo otn owoTth Béon kai og Kapia GAAn Béon. AvaAlBnkav TéOOEPIG
XPWHOOWHIKEG BEaelg o kABe éva atd Ta 20 pETAPACIKA KUTTAPA OTTO TTEVTE
Seiypara, divovrag 400 onueia dedopévwy. Xaptoypadrdnke n totmobeaia KGO
uBpidoTroinuévou IxvnBETN Kal KaTaypdenke o aplOudég Twv onudtwv FISH
UETAQATIKWY XPWHOOWUATWY TToU UBPIdoTToINONKAYV 0T CWOTH BEon.

H avaAuTikr) €181IkETNTa KABE 1XVvNOETN OTO KIT UTTOAOYIOTNKE WG O APIBPOG Twv
onuaTwy FISH peETaQaoikwy XpwuoowuaTwyY TTou uRpIdoTToIRenkav aTn owoTh
Béon diaipepévog Pe Tov OUVOAIKG apIBud uBpidotroinuévwy onudtwy FISH
METAPATIKWY XPWHOOWUAETWY. To atmoTéAeopa auté TToAAaTTAaCIGoTNKE PE TO 100
Kal EKPPACTNKE WG TTOTOOTO HE SIACTNHA EUTTIOTOOUVNG 95%.

Nivakag 1. Avahutikn €181k6TnTa Tou CKS1B/CDKN2C (P18) Amplification/Deletion
Probe

1921 200 200 100% 98,12% - 100%

1p32.3 200 200 100% 98,12% - 100%

AvaAuriki evaiofnoia

H avoAutikiy euaioBnoia eivalr 1o TT0000TO TWV OEIOAOYACINWY PECOPATIKWV
KUTTAPWV HE TO OVOPEVOUEVO TTIPOTUTTO QUCIOAOYIKWY ONuaTwy. AvoAlBnkav kar’
eAdyiotov 100 pyecopaoikd KUTTOpa yia KGBe éva amd Ta 25 povidotroinuéva
KUTTAPIKG EVAIWPARMATA ATTO HUEAS TWV 00TWV KAl Ta 25 POVIMOTTOINUEVA KUTTOPIKA
evaiwpnuarta amdé CD138+ kitTapa TAGopaTog TToU Bewpouvtav apvnTikd yia
evioxuon CKS1B ) éMeiwyn CDKN2C. Zuvemtwg, BaduoAloyribnkav kat eAdyioTov
2.500 Tupriveg yia kaBe €idog Oeiypatog. Ta Oedopéva yia Tnv euaiobnoia
avaAubnkav Baoel Tou TTOCOaTOU KUTTAPWY TTOU £B€EIEAV PUOIOAOYIKO OVAUEVOUEVO
TIPOTUTTO ONUATWY Kal EKPPACTNKAV WG TTOCOOTO PE BIACTNHA EPTTIOTOOUVNG 95%.

Mivakag 2. Avahutikr) euaigBnoia tou CKS1B/CDKN2C (P18) Amplification/
Deletion Probe

. ) 98,68%
. ,
MugAdg Twv 00TWV >95% (97,87% - 99,49%)
95,95%
. :
CD138+ >95% (94,96% - 96,94%)

XapakTnpiouog Twv QUGIOAOYIKWYV TIJWV ATTOKOTTHS

H @uoioloyikry aTrokoTrr) opieTal wg TO TTOCOCTO KUTTAPWY TIoU gp@avifouv
Weudwg BeTIKG TTPOTUTTO ONPATWY BAocEl Tou oTToiou éva GTopo Ba BewpouTav
@ualoloyiké ag avTiBean pe TNV KAvKR Sidyvwon. AvaAiBnkav kat’ eAdxiotov 100
HECOPAOIKA KUTTOPA yia KABe éva amd Ta 25 poviMOTIOINUEVO  KUTTOPIKG
EVAIWPAHATA OTTO HUEAS TWV OCTWV KAl 25 HOVIPOTTOINUEVA KUTTAPIKA EVAIWPROTA
atré CD 138+ 1mou BswpouvTav apvnTikd yia evioxuon CKS1B A éAeiyn CDKN2C.
Zuverwg, PBabupoloyRbnkav kar eAdxiotov 2.500 Trupriveg yia kaBe €idog
deiypaTog.

H TIuA atmokoTrAg TTPoadIopioTNKE XPNOINOTIOIWVTAG TN B avaoTpogn (BETAINV)
guvapTtnon oto MS Excel. YTToAoyioTnke wg To TT0000TO HEGOPATIKWY KUTTAPWY
TToU £€J€IEaV WEUDWG BETIKO TTPATUTTO ONUATWY XPNOIMOTIOIWVTAG TO AVWTEPO OpIo
evOG UOVOTTAEUPOU BlaoTANATOG EPTTIOTOOUVNG 95% TNG SIWVUMIKAG KATAVOUAG
@ualoloyikoU deiyyatog aoBevn.

MNivakag 3. XapakTnpioydg TwV @QUOIOAOYIKWY TIUWY atrokoTiig Tou CKS1B/
CDKN2C (P18) Amplification/Deletion Probe

MugAdg Twv 00TWV 5,93% 5,71%
CD138+ 9,24% 10,21%

Ta epyacTrpia TTPETTEN va ETTIRERAIIVOUV TIG TINEG ATTOKOTTAG XPNOIPOTTOIWVTAG TO
SIkd Toug dedopéva®0.

AkpiBeia

H akpiBeia autol Tou TTPoIdVTOG €xel YETPNOE o€ Oxéon Pe TNV OKpiBela eviog
nuépag (amo deiypa o€ deiypa), TNV akpiBela HETAEU NUEPWV (aTTO NUEPA OE NUEPQ)
KaI TNV akpifeia petagl opTidwyv o€ £va KEVTPO (aTTd TTapTida oE TTapTida).

Tpia (3) deiypata xpnaoiygotroienkav yia Tnv agloAdynon Tng akpifeiag autod Tou
TTPOi6vToG: 1 Quaoioloyikd CD 138+ deiypa, 1 xaunAig BetikdtnTag CD 138+ deiypa
yia 2K1Mpdao (-CDKN2C) kai 1 xapnAfg BeTikétnTag CD138+d¢iypa yia 3K2Mpdo
(+CKS1B). Ta xaunAng Betikdtntag CD138+ deiypyara dnuioupynonkav TexvnTté pe
N XPron pépoug Twv apvnTikwv CD138+ delypdTwy Kal Je TNV TTPOOBIKN O€ auTtd
yvwaToU BeTikol CD138+ deiypatog, pe GkoTro T dnuioupyia XaunAng BeTikdTNTAG
SelyddTwy OTO €UPOG ATTOKOTIAG 2-4x Kal Tn SoKiyagia Tng TTPOocdIopIouEVNG
QATTOKOTTAG.

MNa Tov Tpoadiopioud TNG HETAEU NUEPWV Kal evTOG NUEPAG akpiBelag, Ta deiypaTta
a&loloyriBnkav otn didpkeia 10 pn SIASOXIKWY NUEPWV Kal yid TOV TTPOCdIoPIoUO
NG HeTagU TapTidwv akpifeiag, 3 TapTideg Tou TTPOIGVTOG agloAoyrnenkav og 3
eTTavVaARYEIG Twv iBlwv delyudTwy. Ta aToTEAEOPATA  TTAPOUCIACTNKAV WG
OUVOAIKA) CUpQWVia Pe TNV TTPOBAETTOPEVN ApvNTIKA KATNyopia (Yia Ta apvnTikd
Seiyyarta).

MNivakag 4. AvamrapaywyiydtnTa kai akpiBeia Tou CKS1B/CDKN2C (P18)
Amplification/Deletion Probe

duaioloyikd CD138+ (apvnTikd) 100%
XaunAig BeTikétnTag CD138+
AkpiBela eviég nuépag 2K1Mpao 100%
Kal HETAgU NUEPWV (-CDKN2C)
XapnAng BetikétnTag CD138+ 100%
3K2Mpdao (+CKS1B)
duoioloyikd CD138+ (apvnTiko) 100%
XapnAng BetikétnTag CD138+
AxpiBeia peTagu 2K1Mpao 100%
TTapTidwV (-CDKN2C)
XaunAig BetikétnTag CD138+ 100%
3K2Mpdo (+CKS1B)

KAviki amrédoon

MNa va diao@alioTei 6T TO TTPOIGV aviXveUel TIG TTPOBAETTOPEVEG avadlaTagelg, n
KAIVIKA a1réd00n TTpoadIopioTNKE PE 1 PEAETN AVTITIPOOWTTEUTIKWY OEIYHATWY TOU
TPORAETTOPEVOU TTANBUGHOU TOU TTPOIOVTOG: UTTOAEITTOPEVO UAIKO JOVIPOTTOINUEVO
oe pebavoAn/ogikd ogu atmd deiypata aipatoloyikrg TpoéAeuong. To péyeBog
deiyyatog yia Tn peAétn Atav 23 deiypata, pe TANBuopsd-atéxo 10 BeTIKWv
SelyudTwy eite yia evioxuon CKS1B eite yia éAeiyn CDKN2C eite kai yia Ta dUo,
Kal 13 apvnTikd deiypata yia evioxuon CKS1B i éAeiwn CDKN2C. A@aipédnke n
TAUTOTNTA GAWYV TwV delyUATWY Kal TUXAIOTTOIRBNKAV yia TNV atro@uyn EpoAnwiag
otnv avdiuon. Ta atoteAéouata ouykpiOnkav Pe Tn yvwoTh KATAOTOON TOU
deiypatog. O 1xvnBETNG avayvwpioe CWATA TNV KATAOTAoN TwV delyUaTwy o€ OAEG
TIG TIEPITITWOEIG.

Ta amoTeAéopaTa TwV SOKIMWY aUTWY avaAlBnKav TTPOKEINEVOU va UTTOAOYIOTE N
KAIVIKA euaioBnaia, n kKAIVIKA €I8IKOTNTA Kal TO TToG00TO weudwg BeTikwv (FPR)
TIMWV YIO Ta BETIKG OAPATA, XPNOIUOTIOIWVTAG HIa TTPOaEyyion iag dIdoTaong.
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Nivakag 5. KAivik amédoon 1ou CKS1B/CDKN2C (P18) Amplification/Deletion
Probe, CKS1B, AmroteAéouarta evioxuong CKS1B

KAIvik euaioBnaia (Trooooté aAnbwg BeTikwy, TPR) 98,71%
KAIVIKA €181k6TNTa (TTo000Td aAnBWG apvnTikwy, TNR) 99,75%
MooooTd weudwg BeTikwv (FPR) = 1 — EIBIKOTNTO 0,25%

Nivakag 6. KAiviki ammédoon tou CKS1B/CDKN2C (P18) Amplification/Deletion
Probe, CDKN2C, AmroteAéopata éMeiyng CDKN2C.

KAIvik euaioBnaia (Trooooté aAnbwg BeTikwy, TPR) 100%
KAIVIKA €181k6TNTa (TTo000Td aAnBWg apvnTikwy, TNR) 100%
MooooTd weudwg BeTikwv (FPR) = 1 — EIBIKOTNTO 0%

NepiAnyn ao@daAeiag kai KAIVIKAG arédoong (SSP)

H mrepiAnyn SSP Ba cival diaBéaiun oTo KoIve péow TG EUPWTTATKAG BAoNng
Oedopévwy yia 10TPIKEG oUakeuég (Eudamed) dtrou ouvdéetal pe To Baciké UDI-
DI.

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

Baoiké UDI-DI: 50558449LPH039JS

Edv n Baon dedopévwyv Eudamed dev gival TARpwg AeiToupyikn, n epiAnwn SSP
Ba d1aTiBeTaI OTO KOIVO KATOTTIV AITAPATOG péCw email otn dievbuvon

SSP@ogt.com.

Mp6o0BeTeg TTANPOPOPIES

MNa mpdaBeTeg TTANpPoYopieg, €MKOIVWVACTE pe To TuApa TexvikAg YTToaTApIgng
Tng CytoCell.

TnA.: +44 (0)1223 294048

Email: techsupport@cytocell.com

loTéToTrog: www.ogt.com
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AITAWpPATO EUPECITEXVIOG KOI EUTTOPIKA CAMATA
H ovopaaia CytoCell gival ofjpa katarteBév 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
E Bornbarch 1

22848 Norderstedt
FEPMANIA

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

loTopiko ekd6oewv O8nyiwv xprong (IFU)
V001.00 2023-01-11: Néeg Odnyieg xpriong (IFU) yia Kavovioué (EE) 2017/746
V002 2025-08-29: Agaipeon Tou orjpatog UKCA.
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