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ZYTOVISION

ZytoMation
ERBB2/CEN 17 Dual Color FISH Probe

7-2292-5.1ML  \&/ MéxpL 20 (5,1 ml)

o TNV TOLOTLKA aviXxveuon Twv avepwvwy eVIoXUCEWV TOU
yovidiou ERBB2 kal twv dAda Sopuddpwy tou
XpwHoowpotog 17 pe uBpLdiopd dBoplopol in situ (FISH) oe
ouTopatomnolnuéva cuotruota Bond

4250380P373RF

Ce

0124

In vitro SLayvVWoTIKO LaTPOTEXVOAOYLKO TTPOLOV

oUpdwva pe tov Kavoviopd IVDR (kavoviopd yua ta in vitro Stayvwotikd
Latpotexvoloyikd Ttpoidvta) (EE) 2017/746

1. EMSUWKOUEVOG OKOTTOG

O ZytoMation ERBB2/CEN 17 Dual Color FISH Probe (PL246) mpoopiZetat
VoL XPNOLOTTONOEL yLa TNV TTOLOTIKN QVIXVEUCT TWV EVIOXVUCEWV TTou adopolv
10 avBpwmvo yovidlo ERBB2 kabwg kat ywa tnv avixveuon twv dida
Sopudopwv Tou Xpwpoowpatog 17 oe deiypata mou €xouv otabepomoinBel
ue dpopudAn, evowpatwueva os Tapadivn, OTWG 0 KAPKIVOG TOU HaoTou Kot
0 Kapkivog TOu yaotpkol/yaotpoolcodaylkol owArfva, He UBPLSLOUO
dBoplopoy in situ (FISH). O aviyveutrig mpoopiletal yia xprion o ouvbuaoud
ue to Bond FISH Kit (DS9636) oto autopatomowinpévo cvotnua Bond-MAX
11 Bond Ill tng Leica Biosystems.

To Tpoidv TTpoopileTal HOvo yla emtayyeApatikr xprion. OAeg oL SoKLUEG TTOU
XPNOLWLOTIOOUV TO TIPOIOV TIPETIEL VO €KTEAOUVTOL OF TILOTOTIOLNMEVO,
abelodotnuévo epyactriplo TTOBOAOYLKNAG OVOTOUIKAG artd  €EELSIKEUIEVO
TTPOOWTTIKS, UTTO TNV €TiBAeYn TaBoAOyoavaTOUOL/YEVETIOTH.

O avixveuTtng Tpoopiletal va xpnowomonBel wg Borbnua yia t Stadopikn
Sldyvwon  TOU  KApKivou TOU  MOOTOU  KOL  TOU  Kapkivou — Tng
YOOTPLKAC/YaoTpooloodaykic oUUBOAAG Kat Sev TPEMel va AauBdavovtat
BepaTEVTIKA HETPA UE BACH LOVO TO ATTOTEAECHA TNG £§€TOONG.

2. Apxn g Sokuig

H texvikr /n situ uBpSlopol dBoplopoy (FISH) emutpémel tnv avixveuon kat
TNV OTTTIKOTTOINGN CUYKEKPLUEVWY OAANAOUXLWV VOUKAEIKWYV 0&wv o€
KUTTOPLKA TTapaokeudopata. Ta emonuacpéva pe ¢boplopd Bpalopata
DNA, ot Aeyopevor avixveuteg FISH (/n sifu uBpiSiopol ¢pBoplopod), kat ot
oupTTAnpwpatikoi toug kAwvol DNA otoxou ota MApPOOKEUAOUATA OUV-
UETOUCLWVOVTAL KL OTN CUVEXELD adrvovTaL Vo avOTTTOVTOL KOTd Tt SLapKeLa
tou uBpdlopol. Katdmv, ta pn €8kd kot pun Ssopeupéva Bpavopata
avixveutn adatpolvtal pe auotnpd Bripata TAVong. META TNV avTpwon Tou
DNA pe ¢pBopitovoa xpwotikry DAPI, ta uBpiSiopéva Bpadiopata avixveutr
OTITIKOTIOLOUVTAL, XPNOLLOTIOLWVTASG ULKPOOKOTILO $BopLopol €OTTALOUEVO UE
diktpa Sléyepong Kal EKTTOUTIAG EOIKA yia Ta $OOPOXPWHATIKA, HE Ta OTTola
£xouv emonpuavlei ameuBeiog ta Bpavopata avyveuty FISH.

[A[=]
3.  Napexdépeva avridpaoctiplo

To ZytoMation ERBB2/CEN 17 Dual Color FISH Probe amoteAeitat amé:

. NMoluvoukAeotidia  onuaopéva pe ZyGreen  (Siéyepon 503
nm/ekmoprn 528 nm) (~5,0 ng/ul), ta omoia otoxelouv alknhouyieg
mou  xaptoypadouvtar oto 17912-921.1* (chr17:37,572,531-
38,181,308) kat dplofevouv tnv meploxr tou yovidiou ERBB2 (BA.
Ew. 1).

. MoluvoukAeotibla onupaouéva pe ZyOrange (Siéyepon 547
nm/ekmtoprty 572 nm) (~0,2 ng/pl), ta omoia otoxevouv o€
oMnlouxieg mou xaptoypadolvtat oto 17p11.1-q11.1 kar eivar
ebKEG yla tnv aAda Sopudopikny kevtpouepikr) Tepoxy D17Z1 tou
xpwpoowpatog 17 (BA. Ew. 1).

. PuBuiotikd uBpLdlopol pe Baon to dopuapiblo

*oUpdwva pe tv EBvikr Tuvélevon AvBpwrtvou Novidtwpatog GRCh37/hg19

HUMUT6E435 D1751179
5 3

o -~

ERBB2

~610 kb

Cen ¢4— 17g12-g21.1 —  » Tel
Ew. 1: SPEC ERBB2 xdptng avixveuth (6xt o€ kAipaka)

To ZytoMation ERBB2/CEN 17 Dual Color FISH Probe &iatifstat os éva
péyebog:

. Z-2292-5.1ML: 5,1 ml (¢wg 20 avtdpdoeilg twv 240 pl n kabepia)

4, YMkd mou amattoUvtat aAAd Sev Tapéxovral

. ‘Eva MAApwg autopotoronpévo ovotnua Bond-MAX /i Bond-lIl (Leica
Biosystems)

Bond FISH Kit (DS9636)

Bond Epitope Retrieval Solution 2 (AR9640)

Bond Enzyme Pretreatment Kit (AR9551)

DAPI/DuraTect-Solution (MT-0007-0.8)

Agiypata BeTKWY Kal apvnTIKWY HopTUpwy

MAakidla pkpookoTiou, Betikd dpopTiopéva

PuBOpeveg TTuTétteg (20 ul, 1000 pli)

. Aoxela f Aoutpd xpwong

. Xpovouetpo
. ABavohn i aAkoOAn avtidpaotnpiou
. ATTLOVIOpEVO ) QTTECTAYHUEVO VEPO

. KaAumttpideg (24 mm x 50 mm)

. EMTapkwg ouvtnpnpévo pikpookorio ¢Bopiopot (400-1000x)
. ‘EAQLo UPBATTTIONG EYKEKPLUEVO YLaL HIKpOoKoTIio pBopLopol

. KatdA\nAa ot didtpwy

MNa Teplocotepeg TANPOPOPIEG OXETIKA ME TA UAIKA TTOU artautolvtol aAAd
Sev Tapéxovral, avatpéfte ot odnyieg Xpriong Tou avtioToou TARPWE
OQUTOMOTOTTONUEVOU CUOTHILOTOG XPWONG.

5.  AmoBrkeuon Kat XEPLONOG

Duldooetal otoug 2-8 °C oe dpbia Béon Tpootateupévo amo to Gwg.
XpNOLWOTTIOLOTE TO TTPOOTATEUUEVO aTTo To dwe. Mpv avoifete to dLoAidio,
QVAKLVAOTE TO LYPO. EMavadépete oTIg CUVORKES OTTOBAKELONG OUECWE UETA
™ xpAon. Mn xpnolpoToteite avudpaotrpla LeTd Thv nuepopnvia Angng mou
avaypadetal otnv €TkETa. To TPOlov eival otabepd pEXPL TNV NUEPOUNVIA
AAENG TTou avaypddetal otnv eTkETA, EPOOOV yiveTal avAAOyog XELPLOMAG.

6. Npoeidomouioelg kot TPoduldeLg

. AwaBdote TG 08nyieg xpriong Tpw amoé tn xpron!

. Mn XpNnoWOTIOLELTE T avTLSpaoTHpLa HETA TV nuepounvia ARéng!

. O aviyveutg Oev TIPEMTEL Vo XPNOLWIOTIOLE(TAL OE XELPOKIVNTEG
Swadwkaoieg FISH (/n situ Boplopol uBpidiopou)!

. AUTO TO TIPOIOV TTEPLEXEL OUOLEG (0€ XAUNAEG CUYKEVTPWOELS KOl OYKOUG)
Tou elval emPAaBeic yla tv uyeio Kat SUVNTIKA HOAUGUATLKEG.
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ArtodUyeTe omToladNToTE Auecn emadn pe Ta avidpaotripla. Adfete
KatdAANAQ TTPOOTATEVTIKA HETPAL (XPNOLULOTIOOTE yavTia piag xpriong,
TTPOOTATEUTIKA YU Kat pouxa epyaotnpiou)!

Avadépete kGBe coBapo TePLOTATIKO TTOU €XeL CUMPBEL OXETIKA HE TO
TPOIOV OTOV KATAOKEUQOT KAl TNV appodia apxr cUpdwva Pe Toug
TOTTKOUG KOVOVIoUOUG!

Eav ta avtidpaoctipla €pBouv oe emadn pe To Sfppa, EeMAUveTe
apéowg to Séppa pe adpBovn oodTnTA VEPOU!

Katom attrjpatog StatiBetal yia tov emayyeApatia xprotn éva deAtio
Sedopévwy aodaleiog uALkoU.

Mnv  €MaVOXPNOLUOTIOLEITE  avTldpaoTApla,  €KTOC €AV n
ETTAVAXPNOLUOTTOINON ETTPEMETOL pNTd!

Artoduyete Tn SlaotaupoUpevn LOAUVON Twv Selypdtwy, Kabwg autd
UTTopel va 0dnynoeL o AavBacpéva amoteAéopata.

O avixveutig dev TIpémel va ektiBetal oto dwg, Wlaitepa oe Suvato
dwg, yla peyaAltepo xpovikd Siaotnua, dnAadni oha ta Pruata Ba
TPEMeL va ekteholvtal, OMou eival Suvatdv, oto okotadt hA/kat
Xpnowlomolwvrag ¢wrtooteyn Soxeia.

AnAwoelg emkivduvotntag Kat TpodpvAagng:

To ouotatiko Tou kaBopilel Tov kivduvo eivat to doppapidio.

é Kivéuvog

H351 ‘YTorto yla TpokAnon kapkivou.

H360FD Mrmopei va BAaeL tn yoviudtnta. Mmopei va BAayet to
€uBpuo.

H373 Mropei va tpokaléoetl BAaBn ota dpyava Adyw
TapaTteTapévng fi emavelnupévng €kBeonc.

P201 Edoblaoteite pe TIG EW8IKEG 08nyieg TPV amd tn xprion.

P202 Mnv 10 Xelpileote, €wG OTOU SLAPBACETE KOL KOTOVONOETE
OAeg TG TpoduAaels aodaieiag.

P260 Mnv QVATTVEETE
okovn/avabupidosic/aépla/a@dAn/atuolc/ompéu.

P280 Dopdrte TIPOCTATEVUTIKA YAVTLO/TTPOOTATEUTIKA
gvéupata/péoca mPooTaAciag HaTWV/TPOoWTToU.

P308+P313 e mepimtwon £xkBeong 1 avnouyiag: AdBete Latpikn
cupBoulr/mpocoyxn.

P405 Quldoostal KAEWSwWUEVO.

7. Nepopiopoi

2/4

Ma /n vitro Slayvwotikr xprion.
MoOvo yla eTTayyeAUATIKY XPon.

Mo xpron Kovo oto MANPWE autopatonolnpévo clotnua Bond-MAX 1)
Bond-Ill (Leica).

H kAwiwkn epunveia ommolacdnmote Betikng xpwong 1 amouciog tng
TpéMeL va yivetal oto mAaiolo Ttou KAWWKoU LoTtoplkol, TNG
nopdoloyiag, GAAwv otomaboloyikwy Kputnpiwv kabwg kat AAAwv
Slayvwotikwv  efetdoswv.  Eivar  euBlivn  evog  €lSIKELMEVOU
maboloyoavatduou/yevetlot) va  eival  £€OIKEWWMEVOG HE  TOUG
avixveuteg FISH (/n sifu uBpidlopol dBopiopov), ta avidpaotripla, ta
SlayvwoTika TTAaveh kal TG peBOSoug Tou XpNOLULOTIOLOUVTAL Yla TV
TAPOYWYr TOU XPWHOTIOMEVOU TTAPACKEVACUATOS. H Xpwon TTPETTEL va
TIPOYUATOTIOLELTAL O€ TILOTOTONUEVO, aBEL080TNUEVO EPYATTHPLO UTTO
v emiBAePn TaBoloyoavatdpou/yeVETLOTH TTou eival UTTELBUVOG yLa
TNV EMOKOTTNON TWV XPWHATIOMEVWY TTAAKISiwV Kat th Stacddiion tng
EMAPKELOG TWV BETIKWY KAL APVNTIKWY HOpTUPWV.

H xpwon tou Selypatog, el8IKOTEPA N £VTAOH TOU GHLOTOG KAL N XpWwon
Tou UTToBABpoU, e€APTWVTOL ATTO TOV XELPLOWO Kol TNV eMeéepyacia Tou
Selynatog Tpwv amod tn xpwon. H akatdnAn otepéwon, Gogn,
aréPuén, to MAUowo, otéyvwua, n Béppavon, tuAon [ HoOAuvon Ue
GMa Seiypota | uypd UTTopel va TTpokaAécouv Texvoupyhnuata f
Peudn amotedéopata. AGUVETH AITOTEAECUOTA UTTOPEL va TTPOKU oLV
ard SLoKUUAVOELS OTIG HeBOSOUC OTEPEWONG KL EVOWUATWONG, KoBWG
KOl oTTO €yYeVelG avwpaAieg evtog Tou deiypatog.
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A1

. O avixveutng Ba TTPETTEL va XpNOLUOTIOLETAL HOVOV Yla TV avixveuon

wWnwv Tou  Tepypddovtar  oto  kepdhawo 3. «lMopexopeva
avtidpaotrplay.
. H oamdédoon  eMkupwBnKe,  XpNOWOTTOLWVTAG TO  TARPWG

autopatonownpévo ovotnpa Bond-MAX (Leica) kat tig Stadikaoieg mou
Teplypadovral o autriv tnv odnyia xpnong. Tuxdv TPOTTOTOOELG OF
aUTEG TG Stadikaoieg evdéxeTal va aAdfouv Ty amodoon Tou in vitro
Stayvwotikot mpoiovrog (IVD) wg CE kai mpémet va emikupwBolv amod
tov xprotn. Autdé to IVD (in vitro Slayvwotikd) mpoidv eival
motornownpévo wg CE, pdvov 6tav xpnoporoleitat Omwg meplypddetat
og QUTEG TIG o8nyieg xpriong evtdg tou Tediou TNG TTPOPRAETTOUEVNC
Xprong.

8. MNapeppdlovoeg ovoieg

Ta epuBpd awpoodaipta mou uTTdpxouv oto Seiypa evdéxetal va epdaviiouv
autodpBopLopod TTou epTTodilel TNV avayvwpLon OHOTOG.

Ta akolouBa otabepomowntikd Sev eivar oupPatd pe to FISH (in situ
dBoplopd uppLdlopol):

. StaBeporointikd Bouin

. B5 otaBepormointikd

. 'Ofwoa otabepormolnTikd (TT.X. KPS o€L)

. ItaBepomowntikd Zenker

. ANKOOMAEG (OTav XpNOLUOTTOLOUVTAL LOVEG TOUG)

. XAwplouxog udpdapyupog

. Stabepomointikd dopuadelidng/Peudapyvpou
. StaBepomointikd Hollande

. Mn puBuiopévn dpoppadivn

9. Mpostowpaocia Seypdtwy

JSUOTAOELG:

. Stepéwon oe 10% oudétepa pubuiopévn dopualivn yla 24 wpeg ot
Beppokpaoio Swpatiou (18-25 °C).
. MéyeBog Seiypatog < 0,5 cm®.

. XpnowuoTowote Tapadivn eEALPETIKAG TOLOTNTAC.

. H evowpdtwon TpéEMel va TIpaypotoroleital oe Beppokpacieg
xaunAodtepeg amd 65 °C.

. MPOETOLUAOTE TOUEG UIKPOTOUOU 2-4 pm.

. XpnotpoTotote BeTikd popTiopéva TAAKISLO LKPOOKOTT{OU.

. Jtepewote ya 2-16 wpeg otoug 50-60 °C.

10. NpoTapacKeUaOTIKY EMEEEPYATIO TG CUOKEUNG

Agv amotteital avoovotacn, avapelEn n apaiwon. QEPTe TOV AVIXVEUTH OE
Bepuokpaoia Swuatiou (18-25 °C) mpw améd tn xprion, TpootatéPte Tov amod
0 dwg. Mpwv avoifete 1o PLaAidio, avapeifte To pe oTPOBAOUO Kal TWWAETE
70 yla Alyo TTpog ta K&tw.

11. Awdwkaocia avdluong

To ZytoMation ERBB2/CEN 17 Dual Color FISH Probe mpoopiletat yia
xprion oto TMApw¢ autopatomloinuévo cuotnua Bond-MAX i Bond-Ill oe
ouvbuaoud pe ta avtiotoya kit FISH kat mpwtékoMa FISH (in situ
dBoplopol uBpLSlopol). T TeploodTepeg TAnpodopieg, avatpedte ot
avtioTtolxeg 08nyieg xprong Tou CUCTHKATOG TTOU XPNOLUOTIOLELTAL.

11.1 PUBMon avtikelpevodpopou TTAAKAG OTO TTANPWE AUTOUATOTTOLNHEVO
ovotnpa Bond-MAX i Bond-llI

Oplote ta akéAouvba BApata mpwtokdAAou oto pevou Slide Setup (PUBuLon
Sadavelv):

Xpwon: *FISH Protocol D

Mpoetopacia: *Dewax

HIER: set up as described in step 1 below
‘Evlupo: set up as described in step 2 below
Metouoiwon: *Denaturation (10min)

YBpiSiopos: *ISH Hybridization (12Hr)

Npoemneéepyacia deiyparog

Ektedéote v Tpoemegepyacia tou Seiypatog (amokrfpwon, Tpwitediuon)
olubwWVA UE TLG 08NYLEC XPrONG TOU TTAPWG QUTOATOTTOLNLEVOU CUOTHLOTOG
XpPWwong.
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Avddoya pe To Oeiyua, eVOEXETAL VA XPELAOTOUV 7IPOCAPUOYEG OTO
7pwtokoAdo. O xprnotng T7pErEL va  TIPAYUATOTIOOEL E7AKUPWON TWV
TIPWTOKOAAWV 770U A7TOKAIVOUV 0770 T CUVIOTWUEVA 7IPWTOKOAAXL.

1. nNpoemneepyaoteite ta Ssiypata pe to Bond Epitope Retrieval Solution
2 yua 25 Aemrtd otoug 100°C.

Mo to 7pwrtokoAro HIER, Snuioupyriote éva véo 7pwtokoAdo O7tws
TEEPLYPAPETAL OTIC QVTIOTOLEG 08NYIEC XPrioNG TOU QUTOUATOTIOLNUEVOU
ovotiuato¢ Bond-MAX/Bond-lll. EmAééte to mpwtékoAo yia to Bhua
7pwtokoAou «HIER» oto Slide Setup.

2. Npoemegepyaoteite ta Seiypata pe BOND Enzyme Dilution otoug
37°C.

Mo v eviuukn 77€gn, emAEETe éva 7IpwWTOKOAAO OUUQPWVA UE TIG TUVONKES

70U €Xouv 7Ipo-eyKpLIel a7to Tov xprotn avddoya pe to Selyua kot TS

ouvdrkes HIER, uetouoiwong kat uBpldoroinong. ErmAééte to mpwtokoAdo yia

10 Bripa 7pwtokdArou «Enzymen oto Slide Setup.

Metouciwon Kot uBPLSIoHAG
1. PuBuiote ™ petovoiwon twv detypdtwy oe 10 Aemtd otoug 95°C.

EmAé€te to 7pokadopiouévo mpwtokoro «*Denaturation (10min)» yia to
Brua mpwtokoAou «Denaturations ato Slide Setup.

2. PuBuiote tov UBpLSLOUS TwV Seypdtwy o 12 wpeg otoug 37°C.

EmAééte to mpokaopiouévo mpwtokoMo «*ISH Hybridization (12Hr)» yia to
Briua mpwtokoAou «Hybridization» oto Slide Setup.

11.2 ExtéAeon xpwong

1. TomobBethote mAakibia, aviyveut FISH, apaiwon evivpou kat to BOND
FISH Kit oto oUotnua cuudpwva pe Tig odnyisg xprong.

2. Otav ohokAnpwBei n dtadikacia xpwong, adatpgote Ta TAaKiSIA ATTO TO
opyavo. MpootatéPte ta TAakiSLa oo to Gpwg.

11.3 Meta-uBpidiopndg kat avixveuon

1. Aduvbdatwote ta mhakidia pe 70%, 90% kat 100% a®avohn to kabéva
vy 1 Aemtd.

2. Zteyvworte Ta Selypota otov aépa oto oKotdsL.

3. Metadépete pe murétta 20 pl dBopifoucag xpwotikrig DAPI/DuraTect-
Solution (MT7) ota mAakiSia. Amodpelyoviag TG TAyIOEUpEVEG
buoalideg, kahvyte ta Seiypata pe koAumrpiba (24 mm x 50 mm).
ETwdote oto okotdsL yia 15 Aemra.

Me ™0 xprion evog OTOULOU TATEETTAG 70U EXEL KOTTEL yLa va auéndel o uéyedog
ToU avoliyuatog uwopei va OSieukoAuvdel n Swabikaocia TG ATETTAG.
ATI0QUYETE TNV TTOPATETAUEVN EKTEDN OTO PWG.

4, Amobnkevote to TAakidlo oto okotdbi. Na peyaAltepeg TepldSoug
amoBrKeuong, autod TIPETEL va yivetal otoug 2-8 °C.

5. H afohdynon TOU UAWKOU TOu Gelypatog TpaypaToTolEiTAL e
UikpookoTtia dBoplopou.

12. Epunveia amoteAeopdtwy

Me ™ xprion KatdANAwv ot Gidtpwy, Ta ot UBPLSLCUOU TOU AVLXVEUTH
epdavifovratr mpdowa (meploxr) tou yovidiou ERBB2) kai moptokaii (CEN
17).

Kavovikry katdotaon: TG evoldueosg GpAoel; GpUOLOAOYIKWY KUTTAPWY 1
KUTTAPpWV Xwpig evioxuon mou ep\apBavel thv eptoxr tou yovidiou ERBB2,
epdavifovrat Svo mpdowa kat SVo optokai orjpata (BA. Ew. 2).

Mn KQVOVIKN Katdotaon: & KUTTopa e EVIOXUoN TG TTEPLOXNG Tou yovidiou
ERBB2 6a mapatnpnbei auénpévog aplBuog mpdovwy onUatwy rf cuctadwv
mpdowwv onudtwv. (BA. Ewk. 2).

A1

Ta emmkaAVTTTOUEVA OruaTa UTTOPEL Vo EUPaVI{oVTaL we KITpVA oruata.

MNpdowo/moptokai SUTAS oet LwvoTepatwv dIATpwY

Evioxuon tou ERBB2 oe
XaunAo eminedo

YUnAo emiedo

®Duaotohoytkd kuTTApQ evioxuonc ERBB2

Ewk. 2: AVOUEVOHEVOL QTTOTEAEGPOTO OE KOVOVIKOUG KOl alTOKAIVOVTEG TTUPHVEG

AMa potiBa ofpatog amd autd Tou Teplypadovial Taparmavw UITopel va
TapatnpnBoulv og oplopéva un Guactoloyikd Seilypata. Autd ta ampocdoknTa
potiBa orjpatog Ba pémeL va StepeuvnBolv TTepaltépw.

MNapakaA®w CNUELWOTE:

. AOYW TNG QTOCUUTTUKVWHEVNG XPWHATIVAG, TO UEUOVWHEVA OrHOTO
FISH (/n situ uBpSiopol dBoplopol) pmopolv va epdaviotodv wg
UIKPEG opddeg onuatwy. Etal, 6Vo 1 tpia opata iStou peyédoug, Tou
xwpilovtal pe amoéotaon < 1 Swapétpou orpatog, Oa TPEMEL va
uTtoAoyilovtal wg €va onua.

. Mnv a&loloyeite aAANAOETTIKOAUTITOEVOUG TTUPKVEG.

. Mn UETPATE TIUPHAVEG TIOU €XOUV UTTOOTEL UTTEPPOAKN  TTEYN
(avayvwpifovtar amd oKkotewEg TEePLOXEG TIOU  eival opatéG oTo
E0WTEPLKO TWV TTUPHVWVY).

. Mn UETPATE TTUPAVEG HE LOXUPO auTo-$BopLopd, Tou eumodilel tnv
QvayvwpLon orfpatog.

. ‘Eva apvnTIKO 1) i CUYKEKPLUEVO QTTOTEAEC A UTTOPEL VO TTPOKANBEL alTd
ToA\oUG TTapayovteg (BA. keddhalo 16 «AVILLETWTILON TTPOBANUATWV).

. Mo TN owotn gpunveia TWV ATTOTEAECUATWY, O XPNOTNG TIPETIEL VA
EMKUPWOEL TO TIPOIOV QUTO TIPWV QTO T XPAoN HE SLAyVWOTLKEG
Sladikaoieg cuppwva pe TG eBVIKEG 1/ kat Siebveic odnyiec.

13. Zuviotwpeveg Stadikacieg Tolotikol Aéyyxou

Mpokewévou va TapakoAouBeital n ocwoth amddoon Twv EMEEEPYACUEVWV
SelypdATwY Kol Twv avildpaotnpiwv Soklung, kabe avalucn Bo TIpEmeL va
OUVOSEVETAL QTTO ECWTEPLKOUE Kot EEWTEPLKOUG HAPTUPES. EAv oL ecwtepikol
A/kal e€wtepkol pdptupeg Sev katadépouv va emibei€ouv TNV katdAnAn
Xpwon, Ta aroteAéopata pe ta Seiypata acBevwv TpEmel va Bewpolvrat
akupa.

Eowtepikoi naptupeg: Mn VEOTTAAGHOTIKA KUTTAPA EVIOG TOU Seiypatog TTou
epdavifouv pucloloyikd potifo oRuatog, .X. WoBAAOTEG.

E§wteplkoi paptupeg: EmMkupwpéva Seiypata OeTKWV KAl  opVNTIKWV
paptUpwv.

14. Xapaktnplotikd amédoong

14.1 AvaAutikég emMSGoELg

H amodoon tou avixveut koabopilotnke pe oUykplon He Tov avtiotolyo
aviyveuty FISH eykekpiuévo amo to IVD.

AvaAuTiki 100% (95% CI 98.5 — 100.0)
gvawoOnoia:
AvOAUTIKA 100% (95% Cl 97.0 — 100.0)
egeLdikevon:
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‘Exk6. 3.1.1 EL
14.2 Khwvikr) artédoon

AlayvwoTiki Kapkivog tou pactoi:
gvailoOnoia: 93% (95% Cl 91.0 — 95.0 pe Bdon éva SuetapAntd
povtélo

Kapkivog  tou OTOpHAYOU Ko KapKivog NG
yaotpoolcodayiki cUnBOARG:
88% (95% Cl 74.0 — 95.0) pe Bdon éva SuetapAntod

povtélo
ALyVWOTIKA Kapkivog tou pactol:
e€eldikeuon: 98% (95% Cl 97.0 — 99.0) based on a bivariate model

Kapkivog  tou OTOMAYOU Kol KOpKivog NG
yaotpoolcodayikiG cUpBoAfG:

95% (95% Cl 92.0 — 97.0) pe Bdon éva SuetapAntod
povtédo

15. Améppuwpn

H amdppupn twy aviidpaotnpiwv TPEMEL va TTPOyUATOTIOlETaL oUpbwvaA Ue
TOUG TOTTLKOUG KOWVOVIOMOUG.

16. Avtpet@ion TTPoPANUATWY

Omoladnmote amokAlon armd TG odnyieg Aettoupyiag umopei va odnynoet oe
KATWTEPQ ATTOTEAEéOMOTA XpWong 1 o kaBolou xpwon. MNa TepLooOTEPES

TAnpodopieg, avatpéfte otn SievBuvon www.zytovision.com.

AdUvapa ofjpata f kKaOoAou orpata

MBavr) awtia Evépyela

To Selypa Kuttdpou i LoTou BEATLOTOTTOLAOTE TOV XPOVO OTEPEWONG KA
Sev €xel otepewBel owotd TO 0TOOEPOTTONTIKO

BEATLOTOTTOLNOTE TN CUYKEVTPWON TOU
€v{UHOU Kot Tov XpOVo ETTWAONG,
aUENOTE N LEWOTE €AV elval
amopaitnto

H TTpwteoAUTIKN
TipoeTeéepyaoia Sev
TIPOLYLATOTTOLONKE CWOTA

Xpnotuomolotvtal akatdAAnAa | Xpnouomolote oeT Gpidtpwy

o€t didtpwy KatdAAnAa yla ta $BopoxpwuaTKd Tou
QVIXVEUTH.

Ta o€t @iAtpwv TPL7ZANS {Wvng
TIPEXOUV ALYOTEPO PWG O TUYKPLON UE
T 0T QiATPWV poviig 1 SL7ANG {wvng.
Kata ouvérELa, Ta onuata uzopel va
paivovtal 7o auvdpd, eav
XPNOLUOTTOLEITE QUTA Ta OET PIATPWV
TPL7TANG QWwvng.

AwactaupoUpeva orpata uBpdlopov: BopuBwdeg uTTOBaBpO

MBavr) awtia Evépyela

H TTpwteoAuTIKn MELWWOTE TN CUYKEVTPWON TOU eVIUHOU
Tpoemeéepyacia elvat TOAU 1) TOV XPOVO EMWAONG
Loxupn

YrtoBa®uiopévn popdoloyia

MiBavn attia Evépyela

To Selypa Kuttdpou i Lotou BeATLOTOTTOOTE TOV XPOVO OTEPEWONG
Sev €xeL otepewbel owotd KOl TO OTOBEPOTTOLNTIKO

BeATLOTOMOLOTE TN OUYKEVTPWON TOU
evlUpoU 1 Tov XpOVo EMWAOCNG, LELWOTE
€Qv elval amapaitnto

H TTpwteoAuTIKn
Tpoemeéepyaocia Sev
TIPOLYLATOTTOLONKE CWOTA

H Bepuikr) Tpoemeepyacia Behtiotomolfote tn Bepuikn
Sev TTpaypatomolifnke Tpoemefepyaoia
owoTa

AMNAETTIKAAUTTTOLEVOL TTUPAVES

Mavn attia Evépyela

AKATAAANAO TTAXOG TOPWV MPOETOUAOTE TOUEG UIKPOTOUOU 2-4
Lotou um
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To Seiypa emurAéel oto TAakiSLo

MBavn attia Evépyela

Mpooappoote Tov xpdvo yla va
OTEYVWOOUV ETTOPKWGE OL LoTOL TPV ard
™ Xpwon

AVETTOPKEG OTEYVWHA TOU
TUAKOTOG LoTOU

Stepéwon og poppalivn Xpnotuormotote KatdAAnAn oudétepa
TTou 6ev ATOV OWOTA puBpopévn doppaiivn uPnAng
oubétepa pubpopévn ToLOTNTAG

ASUvapn avtixpwon

MiBavn attia Evépyela

AvTi autoU, XpNOLOTIOLAOTE
DAPI/DuraTect-Solution (ultra) (Ap.
Npoidvtog MT-0008-0.8)

XaunAng cuykévtpwaong
Sudhupa dBopiloucag
xpwotikrig DAPI

MpoocapudoTe Tov XpOVo EMWACNG TNG
dBopilouoag xpwaotikng DAPI

O XpOvog EMWACNG TNG
dBopilovoag XpWOTIKAG
DAPI givat ToAU pikpog
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18. AvaBewpnon

DII www.zytovision.com

Avatpé€te otn SlevBuvon www.zytovision.com yla TG MO TPOCoHATES
odnyieg xpnong kabwg kat ylo odnyieg xprong oe dtddpopeg YAWOOES.

OL €181kol pag eivat TPoBupOoL va AITavtiicouV OTLS EPWTHOELG OAG.
Emkowwvriote otn StevBuvon helptech@zytovision.com
Ma t olvoPn tng aoddAelag kat tng amodoong, avatpéfte otn

StevBuvon www.zytovision.com.

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven / Teppavia
TnAédpwvo: +49 471 4832-300
Qat: +49 471 4832-509
www.zytovision.com

E-Mail: info@zytovision.com

Eumopwkd ofnpara:
Ta ZytoVision® kat ZytoMation® eivat epmropikd ofpata tng ZytoVision
GmbH.
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