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ZYTOVISION

ZytoLight
SPEC ERBB2/CEN 17 Dual Color Probe Kit
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7-2020-20 N/ 20

3a KayecTBeHO OTKPMBAHE Ha aMNAUGUKALMM, BK/IKOUYBALLM
yosewwkusa reH ERBB2 n anda-catenntute Ha xpomosoma
17, upes dnyopecueHTHa in situ xsubpuamsauma (FISH)

4250380N447S

Ce

0124

MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepsuaeHa uen

OsyuseTHaTa coHpa ZytoLlight SPEC ERBB2/CEN 17 Dual Color Probe Kit e
npegHasHayeHa 3a KayecTBEHO OTKPMBaHe Ha amnanbuKaumu, BKIIOYBALLM
yosewwkus reH ERBB2, kakTo 1 3a oTkpuBaHe Ha anda catesmTi Ha XpoMmo3oma
17 BbB dopmanuH-GUKCHMpaHU, BKAOYEHWU B NapaduH Npobu, KaTo paKk Ha
rbpAaata M pak  Ha  cTomaxa/ractpoesodareanHata  Bpb3Ka, upes
dnyopecueHTHa in situ xubpuamsauua (FISH). Congata e npegHasHaueHa ga ce
13non3sa B KOMbUHauma c ZytoLight FISH-Tissue Implementation Kit (Prod. No
Z-2028-5/-20).

MpoayKTbT e npeaHasHauyeH camo 3a npodecuoHanHa ynoTpeba. Bcuukm
TECcToBe, MPW KOWTO Ce W3MO0M3Ba MPOAYKTHT, TPsAbBa Aa Ce M3BbPLIBAT B
cepTMdMLMpPaHa, JIMULEH3MpPaHa nNaTo/sioroaHaToMMyHa JslabopaTtopus, nog
Hab/1l0ieHNEeTO Ha NaToNor/ reHeTUK KBaanduumMpaH 3a CboTBETHaTa AeMHOCT.

CoHgata e npefHasHayeHa A3 Ce M3MOA3Ba KaTO MOMOLLHO CPeACTBO Mpu
aundepeHumManHata  AMarHo3a Ha  pak  Ha  rbpgata M pak  Ha
ctomaxa/ractpoesodareasHata Bpb3ka M He Tpabsa Ja ce npeanpuemar
TepanesTUYHM MEPKM CamMO Bb3 OCHOBA Ha pesy/TaTta oT TecTa.

2. MpuHUMN Ha U3NUTBaHe

TexHuKaTa Ha dnyopecueHTHaTa in situ xubpuamsaums (FISH) nossonssa
OTKPUBAHETO W BU3yaZIM3MPAHETO Ha crneumdUYHU NoCcNeaoBaTENHOCTM Ha
HYKNIEMHOBU KUCEIMHU B KNETbYHM Npenapati. PayopecueHTHO MapKupaHuTe
OHK ¢parmeHTn, T.Hap. coHam 3a FISH, 1 TexHUTe KoMNNemMeHTapHWU Lenesu
[HK Bepuru B npenapatute ce Ko-AeHaTypmpaT U BNoC/eACTBME ce OCTaBAT Aa
ce HarpsasaT Mo Bpeme Ha xubpuausaumata. Cnen ToBa HecneunduyHuTe U
HecBbp3aHM GpparMeHTU Ha COHAATa Ce OTCTPAHABAT Ype3 CTPUKTHO M3MUBAHE.
Cnep, KoHTpaouBeTaBaHe Ha [HK c DAPI xubpuausnpaHute dparmeHTM Ha
coHAaTa ce BW3yanuM3upat C nomowTa Ha ¢ayopecueHTeH MUKPOCKoN,
obopysBaH ¢ BBb3GYKAAWM U EMUCUOHHU  GuaTpu, cneunduyHn 3a
$AyopoXpomuTe, C KOUTO Ca MapKUpaHU AUpeKkTHo dparmeHTuTe Ha FISH
coHaara.
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A
3. MNpepocraseHn peakTusm

CeetnmHata Zytolight SPEC ERBB2/CEN 17 Dual Color Probe Kit ce
npeanara B B ABa pasmepa 1 ce CbCTOM OT:

Konunuecrso
Kop, KomnoHeHT KoHrteiiHep
5 \/ 20

ByTunka ¢ BUHTOBa
Kanauka (ronama)

Heat Pretreatment
PTl Solution Citric 150 ml | 500 ml

bytunka c kankomep,

ES1 Pepsin Solution 1ml 4 ml
6ana Kanauka
WB1 | Wash Buffer SSC 210 ml | 560 mi | DYTKa ¢ ourosa

Kanauka (ronama)

ZytoLight SPEC
PL8 ERBB2/CEN 17 Dual 0,05ml | 0,2 ml
Color Probe

CbA, 33 peakuus,
YyepBeH Kanak

ByTunka ¢ BMHTOBA

WB2 25x Wash Buffer A 50 ml | 2x50 ml
Kanauka (cpeaHa)

DAPI/DuraTect- ,
MT7 DAPI' DuraTect 02ml | 0,8ml CobpA 3a peakuma
Solution CWH Kanak

UHCTPYKUmMM 3a
ynotpeba

Z-2020-5 (5 tests): Komnowentute ES1, PL8, n MT7 ca gocratbunun 3a 5
peakummn. KomnoHentst WB2 e poctatbueHn 3a 5 nbtm no 3 6ypkaHa 3a
ougetaBaHe oT no 70 ml scekn. KomnoHeHTsT PT1 e goctatbueH 3a 2 6ypkaHa
3a ougetasaHe oT no 70 ml. KomnoHeHT e moctaTbueH 3a 3 6ypkaHa 3a
ougetasaHe ot no 70 ml.

Z-2020-20 (20 tests): KomnoHenTute ES1, PL8, n MT7 ca gocratbynm 3a 20
peakummn. KOMNoHeHTLT e gocTatbueH 3a 11x 3 6ypkaHa 3a ousetasaHe ot 70
ml Bcekn. KomnoHenTsbT PT1 e goctatbueH 3a 7 6ypkaHa 3a ougeTasaHe OT No
70 ml. KomnoHenT WB1 e goctatbueH 3a 8 6ypkaHa 3a ougetasaHe ot no 70
ml.

CsetnuHata Zytolight SPEC ERBB2/CEN 17 Dual Color Probe (PL8) ce
CbCTOM OT:

. ZyGreen (Bb3byxpaHe 503 nm/uanvusaHe 528 nm) mapkupanu
nonaunykneotnan  (~10,0 ng/ul), Kouto ca HacoueHu Kbm
nocnepoBaTeNHOCTH, KapTorpadupaHu B 17912-g21.1*

(chr17:37,572,531-38,181,308), B kouto ce Hamupa obnactra Ha
reHa ERBB2 (. ¢ur. 1).

. ZyOrange (Bb36yaaHe 547 nm/usnbusaHe 572 nm) mapkupaHu
nonaunykneotman  (~1,5 ng/ul), Kouto ca  HacoueHu  Kbm
nocnefosatenHoctT, kaptorpadpupanu 8 17p11.1-q11.1, cneundununu
3a anda catenutHata ueHTpomepHa obnact D17Z1 Ha xpomosoma 17
(BK. dur. 1).

. XubpuamsaumoHeH bydep Ha 6asaTa Ha popmamug,

*cnopeg, cbbpaHneTo Ha yoseLwkus reHom GRCh37/hg1

HUMUT6E435 D1751179
5 3

o -~

ERBB2

~610 kb

Cen ¢4— 17g12-g21.1 —  » Tel
®urypa 1: SPEC ERBB2 Kapra Ha conpara (6e3 mawa6)

4. HeobxoguMmu matepuanu, KOUTO He ca OCUrypeHU

. ZytoLight FISH-Tissue Implementation Kit (Prod. No Z-2028-5/-20)

. TMONOKUTENHU U OTPULLATENHU KOHTPONHU 06pasLm

. MWKPOCKONCKM CTbKAA, MONOKUTENHO 3apeseHu

. BoaHa 6ans (37 °C, 98 °C)

. XnbpuamnsaTop MM ropela nioda

. XnbpuaM3aTop MM Kamepa 3a BAAXKHOCT B MeLyTa 3a Xubpuamnsaums
. Perynupyemu nunetun (10 ul, 25 ul)

. OugeTsABaHe Ha BypKaHU UK BaHK

. Talimep
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5.

KannbpupaH TepmomeTsbp

ETaHON WAKM peaKkTUBEH anKkoxon

Kevnon

[eVioHn3anpaHa wan gectuampaHa Boga

MokpumeHU cTbkAa (22 mm x 22 mm, 24 mm x 60 mm)

Kayuykos ummenT, Hanp. Fixogum Rubber Cement (Prod. No. E-4005-
50/-125) nau nogobex

Moaxoasawo nogabpikaH dpayopecueHteH mukpockon (400-1000x)
Macno 3a notansHe, 0og06peHo 3a GpyopecueHTHa MMKPOCKONMUA
MoaxoAAWwmM GUATBPHU KOMMNEKTY

CbxpaHeHue u 06paboTka

CbxpaHsBaliTe npu Temnepatypa 2-8 °C B U3NpaBeHO NONOKEHWE, 3aLLUTEHO OT
cBeTAuHa. M3non3BaiiTe Ha 3alMUTEHO OT CBET/IMHA MACTO. BbpHeTe B ycnosuaTa
Ha cbxpaHeHuwe BegHara cneg ynotpeba. He u3nonssaiite peareHTuTe cnep,
M3TUYaHe Ha CpPoKa Ha FOHOCT, MOCOYEH Ha eTuKeTa. [poAyKTLT e cTabuneH Ao
[aTaTa Ha M3TMYaHe Ha CPOKA Ha roAHOCT, MOCOYMEHa Ha eTMKeTa, KoraTto ce
TPEeTMpa Nno NOAXOAAL, HAUYMH.

6.

MpeaynpexaeHns u npegnasHn MepKu

MpoueTeTe MHCTPYKLUMKTE 3a ynoTpeba npeau Aa rv usnonssare!
He usnonsBgaiite peareHTUTe Cnea U3TMUaHe Ha Cpoka Ha rogHocT!

TO3M NPOAYKT CbAbPIKa BelecTBa (B HUCKM KOHLEHTpauuu u obemu),
KOWTO Ca BPeAHM 3a 34paBETO U NOTEHLUMANHO NHPEKLMO3HU. U3barsaiiTe
BCAKAKbB MPAK KOHTAKT C peakTuBuTe. BaemeTe Noaxolsalm Mepku 3a
3awWwmTa (M3non3BaiTe pbKaBMUM 33 eAHOKpaTHa ynoTpeba, 3alUTHM
oumnna u nabopatopHo ob6nekno)!

[loknapBaiiTe 3a BCEKM CEPUO3EH MHLMAEHT, Bb3HMKHAN BbB BPb3Ka C
NPOAYKTa, Ha NPOM3BOAUTENA U HA KOMMETEHTHWA OpraH CbrAacHo
MecTHuTe pasnopeabu!

AKO peareHTUTe NonajHaT BbPXy KoxaTa, He3abaBHO A M3NiaKHeTe C
ronamo Konmnyectso soga!l

Mpv noucksaHe 3a npodecuoHanHWA noTpebuten ce npenocTass
MHPOPMALMOHEH IUCT 3a 6e30NacHOCT Ha MaTepuana.

He “3nonssaiite NOBTOPHO peareHTUTE, OCBEH aKo NOBTOpHaTa ynotpeba
He e U3puYHo paspelueHa!

MN36AreaiiTe KPbCTOCAHO 3aMbpCABAHE Ha NPOBUTE, THil KAaTO TOBA MOXKe
[a foBefie [0 rpellHn pesynTaTy.

PL8 n MT7 He Tpabsa Aa ce m3nara Ha CBET/IMHA, OCOBEHO Ha CUAHA
CBET/IMHA, 3a NO-AbAbI Nepuos OT Bpeme, T.e. BCUYKM CTbMKM Tpsabsa
[la Cce M3BbPLUBAT, KOraTo € Bb3MOXHO, Ha TBMHO M/WM/K C MOMOLLTA Ha
CBETNIOYCTONYMBM CbAOBE.

MpeaynpexaeHUa 3a onacHOCT U NpeAnasHU Mepku 3a PL8:

KOMMOHEHTBT, onpegensiy, onacHocTTa, e Gopmamua,

é OnacHocr

H351 Mopo3upa ce, ye NPUYMHABA PaK.

H360FD Moske aa yspeay naogosutocTTa. Moske aa yspeam
HepoaeHoTo aeTe.

H373 MosKke fa NPUYUHM yBPEXAAHE HA OpraHuTe npu
NPOAB/IKUTENHA UAN MHOTOKPATHa eKCno3uuums.

P201 MonyuyeTe cneumanHn MHCTPYKLUMKU nNpeau ynotpeba.

P202 He 6opaBeTe ¢ Hero, f,OKAaToO He NpoyeTeTe U He pasbepeTte
BCMYKM NPeANasHU MepKu 3a 6€30MacHoCT.

P260 He BAMLIBaANTE
npax/oum/ra3/mbrna/vsnapeHuns/pasnpbCeKBaHe.

P280 HoceTe 3aWmMTHN pbKasmum/3awmTHO 061eKN0/3amTa Ha
ounTe/3aLmuTa Ha IMLETO.

P308+P313 Ako e u3noKeH Ha pUCK WAM e 3acerHat: [oTbpcete
MEeZLMLMHCKA NOMOLL/BHUMaHWe.

P405 MarasuHbT e 3aK/loYeH.
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CneumanHo etuketupaHe Ha ES1:

EUH208 Coabpka Pepsin A. Moxe fa npeaussuka anepruyHa
peakums.
EUH210 MHdpopmaumoHeH nuncT 3a 6esonacHocT we 6bae

npeacrtaBeH nNpu NnOUCKBaHe.

MpepynpexkaeHna 3a onacHOCT U NpeanasHU mepku 3a PT1, WB1 n WB2:

KOMMNOHEHTLT, onpeaensly, onacHoCTTa, e cMec oT: 5-xn10po-2-meTtun-4-
nsotnazonuH-3-oH [EC Ne 247-500-7] n 2-meTtun-2H-usornason-3-on [EC
Ne 220-239-6] (3:1).

NpepynpexaeHue

H317 Moske fa NPUUYMHM anepruyHa KoXKHa peakums.

P261 MN3bsAreaiiTe BAMWBaAHE Ha
npax/nywek/ras/aum/msnapexms/aeposonu

P272 [a He ce U3HacA 3amMbpceHO PaboTHO 061eKN0 U3BBH
paboTHOTO NomelLeHue.

P280 M3nonsgaite npeanasHu pbKasmum/npeanasHo
obnekno/npesanasHu ounna/npeanasHa macka 3a sumue.

P302+P352 MPUN KOHTAKT C KOXATA: U3muitte obunHo ¢ Boaa/...

P333+P313 Mpy NosBa Ha KOXHO Apa3HeHe uan obpuB Ha KoxKara:
MoTbpcere MEAULMHCKU CbBET/momoLL,.

P362+P364 CBanete 3amMmbpceHOTO 06/1EK/I0 U O u3neperte npeau

nosTopHa ynotpeba.

MpepynpexaeHna 3a ONAaCHOCT M NpeanasHU mepku 3a MT7:

Tasmn COHAOQa He e KﬂaCMd)MLl,MpaHa KaTo onacHa B CcboTBeTcTBUE C PernameHT
(EO) Ne 1272/2008.

7.

OrpaHuyeHusa

3a uH BUMPO AnarHocTMYHa ynotpe6a.
Camo 3a npodecvoHanHa ynotpeba.
Camo 3a HeaBTOMaTM3MpaHa ynotpeba.

KAMHWYHATa MHTEpMpeTaums Ha BCAKO MOJIOXKMTENIHO OLBETABAHE Uu
/UncaTa Ha TakoBa TpsAGBa Aa ce HanpasBW B KOHTEKCTA Ha KAMHWYHATa
aHamHe3a, mopdoorvaTa, APYrM XMCTONATONOMMUYHU KPUTEPUU, KAKTO U
APYrY AMArHOCTUYHM TecToBe. NaTtosor/ reHeTMK KBasnmduuupaH 3a
CbOTBETHATa AENHOCT € A/bXKeH Aa no3Haga FISH coHauTe, peareHTuTe,
[AMarHOCTUYHUTE NaHenu M MeTOAWTE, M3MOM3BaHM 3a MosiyyaBaHe Ha
ouseTeHus npenapat. OugeTtaABaHeTo TpAbBa 43 Ce W3BbpWBA B
cepTudULMpaHa, MLEeH3MpaHa nabopatopums nod Haa3opa Ha natonor/
reHeTMK KBaauduUMpaH 3a CboTBETHaTa AeWHOCT e, KOWTO OTroBaps 3a
npernesa Ha oLBETEHUTE NpenapaTu 1 3a OCUrypsiBaHe Ha ageKBaTHOCTTa
Ha NONOXKUTENHWUTE U OTPULLATESIHUTE KOHTPO/IU.

OupeTABaHeTO Ha obpaseld, 0COBEHO MHTEH3MBHOCTTA Ha CUrHana u
¢$oHOBOTO oLuBeTABaHe, 3aBUCU OT obpaboTkaTa Ha obpaseua npegu
ouBeTABaHeTO. HenpasuaHoTto duKcupaHe, 3ampassBaHe,
pa3mpassBaHe, UW3MMBaHe, CylleHe, HarpsaBaHe, pfA3aHe UK
3ambpcaABaHe C ApyrM Npobu uAM TeYHOCTM MOoXKe [Ja [oBefe A0
aptedak™m unu ¢anwmem pesynTaTu. HecboTseTcTBalLWUTE pe3yaTaTH
MOTaT Aa Ce Sb/IKAT Ha Pas/IMKM B MeTOAWTE Ha GUKCUPAHE U BrpaxaaHe,
KaKTO M Ha NpuCcbLuM Ha o6paseLia HepeaHOCTH.

CoHpaTta TpsabBea Aa ce M3Mo/138a CaMo 33 OTKPMBAHE Ha JIOKYCH, ONUCaHK
B rnaea 3. "MpepoctaBeHn peakTnsn'.

M3nbaHeHWeTo e BaAnAMpPaHO C NOMOLTA Ha NpoueaypuTe, oNncaHu B
Te3n WHCTPYKUMM 33 ynotpeba. MogudukaummTe Ha Tesu npoueaypu
MoraT Aa NPOMEHAT XapaKTepUCTUKUTE U Tpsabea Aa 6baaT NoTBbPAEHMU
oT notpebutensa. Tosm IVD e ceptuounumpaH kato CE camo KoraTo ce
M3M0/3Ba, KAaKTO € ONWCAHO B Ta3u MHCTPYKLUWMA 3a ynoTpeba B pamkuTe
Ha npeaBuAaeHaTa ynotpeba.
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8. Mpeuewwm Bewecrsa

MpucbeTBawmte B npoﬁaTa 4YyepBeHN KPbBHWU KNETKU MOrat fga npoAsBAT
aBTOCI)ﬂyOpch,eHLI,MH, KOATO Npeyun Ha pa3no3HaBaHETO Ha CUrHana.

CnepHute dpurcatopwm ca Hecbemectumm ¢ FISH:

. ®uKkcaTns Ha Bouin

. dukcatop B5

. KncenuHHu dprkcaTopu (Hanp. NMKPUHOBA KUCEMHA)
. ®uKkcaTns Ha Zenker

. ANKOXO0/M (KOraTo ce U3MoN3BaT CaMOCTOATENHO)

. KusaueH xnopug,

. dopmangexna/umHkoB GpukcaTop

. duKkcaTopbT Ha OnaHg,

. HebydepupaH popmanuH

9. NopgrotoBka Ha o6pasum

MpenopbKu:

. ®ukeupane 8 10% HeyTtpanHo 6ydepupaH dopmanuH 3a 24 vyaca npwu
craiiHa Temnepatypa (18-25°C).

. Pasmep Ha mussagkata < 0,5 cm® .

. M3non3Baiite BMCOKOKaYecTBeH napaduH.

. BrpaxgaHeTto TpsabBa Aa ce M3BbPLIBA NPM TemMnepaTypu, NO-HUCKK OT
65°C.

. Mogaroteete 2-4 UM MMKPOTOMHM pa3pesu.

. /3non3Baiite NONOKUTENHO 3apeAeHN MUKPOCKONCKM CTbKAA.

. dukempanTe 3a 2-16 vaca npu 50-60°C.

10. NoarorsutenHa o6paboTKa Ha YCTPOCTBOTO

25x Wash Buffer (WB2) tpsbsa aa ce 06paboTi npeaBapUTenHO CbrnacHo
MHCTPYKuMuTe B Touka 12. "Mpoueaypa 3a aHanus". BcMYKM ocTaHanm
peakTMBM OT KOMMAeKTa ca roToBM 3a ynoTpeba. He ce w3uckea
Bb3CTaHOBABaHE, CMecBaHe WAM paspexgaHe. lMpean ynotpeba noctasete
CoHAaTa Ha cTaitHa TemnepaTypa (18-25 °C), 3awmTeTe A OT cBeTAMHA. Mpean pa
oTBopuTe dnakoHa, pasbbpKaiiTe C BOPTEKC v 3aBbpTeTe 33 KPaTKo.

11. nNpoueaypa 3a aHanus
11.1  fen 1
nOArOTBMTeIIHVI CTbNKU

(1) Mpueomeeme dse cepuu emaron (70%, 920% u 100% pasmeopu Ha
emaHon): Paspedeme 100% emaHon ¢ OelioHusupaHa unu
decmunupaHa eoda. Te3u pasmeopu mo2am Oa ce CbxpaHaeam 8
nodxodawu cvoose U 0a ce u3noa38am rosMmopHo.

(2)  Heat Pretreatment Solution Citric (PT1): 3arpeiite go 98°C.

(8)  Wash Buffer SSC (WB1) Dosegnete no craiiva Temnepatypa (RT). WB1
MmosKe Aa obpasysa yTanku npu 2-8 °C, KOUTO He BMAAT Ha KayecTBoTO
1 TpA6Ba Aa ce pa3TBOPAT NPM HarpsAsaHe.

(4)  ZytoLight FISH Probe: NMpusepete no RT npeau ynotpeba, sawumrere ot
cBET/IMHA.

Mo u36bop, Ko2amo ce U3ebPWBA CMBIKA cAed puKcupaHe:

(cunHo npenopvYUMenHo, aKo huKCUPAHEMo Ha MbKAHUME He e ONMUMAsHo)
Mpuzomeeme 1% pasmeop Ha ¢opmandexud, Kamo u3nonssame
Formaldehyde Dilution Buffer Set (PT-0006-100

NpepaBaputenHa obpabotka (06e3napasutasaHe/npoteonusa)

(1) Wurybupaiite npegmetute 3a 10 muHytv npu 70°C (Hanp. Bbpxy
ropewa naoua).

(2)  Wury6upaiite npegmetute 3a 2 nbtv no 10 MuHYTH B Kennon.

(8)  WHry6upaiite 8 100 %, 100 %, 90 % u 70 % etaHon, Bcekn 3a 5 MuH.

(4) Npomwitte 2 NbT™M NO 2 MUHYTW B AEOHM3MPaHa MAM AeCTUAMPaHa
BOAA.

(5)  WHry6upaiite 3a 15 muHyTUM B NpeABapuTENHO 3aToNAeH
Heat Pretreatment Solution Citric (PT1) npu 98°C.

Mpenopvysame Oa He ce U3Mosa38am noseye om ocem npedmMemHU CMbvKAa 3d
eduH bypKaH 3a oysemssaHe.

(6) HesabasHo npexsbpnere NpeaMETHW CTbKAa B AeMOHM3MPaHa MM
[ecTunMpaHa Boaa, NPOMMIATE M 33 2 MbTU N0 2 MUHYTU U OTueaeTe
BOAaTa UM a 3abbpuiere.

(7) Hanecete (Ha kanku) Pepsin Solution (EST) ebpxy obpasumte u rm
nHKybupaiite 3a 15 munyt npm 37°C B Kamepa ¢ BUCOKA BNaXHOCT.
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A
EST moxce da 06pasysa ymaliku, KOUmo He 8AUSAM Ha Ka4yecmeomo.

B 3aBMCMMOCT OT  MHOXeCTBO  (aKTopu, Hanp.  ecTectBoTo W
NPOLB/MIKATENHOCTTA Ha dUKCcUpaHe, AebennHaTa Ha pa3pesnTe U ecTecTBoTo
Ha TbKaHTa/KNETKUTE, MOXE A3 Ce HANOXM Pa3/IMYHO Bpeme 3a WHKybupaHe.
KaTo pbKOBOACTBO 3a MHKybauma npenopbysame Bpeme 3a MHKybauma oT 2-
30 min 3a TokaHHM Npobu u 2-15 MuH 3a KneTbuHu Npobu. Kato ob6uwo
npaBsuo npenopbyBame a Ce YCTaHOBM ONTUMAIHOTO BPEME 3a NpoTeonnsa
B NpeaBapuTe/iHUTe TecToBe.

(8)  M3muiite 3a 5 munyt 8 Wash Buffer SSC (WBT).

Mo u36op, K02amo ce u3BbLPWEA CMBMKA cAed hUKCUpPaHe :

UHKybupalime npedmemHu cmvkaa 3a 15 munymu e 1% pasmeop Ha
hopmandexud u cned moea 2u npomulime 3a 5 munymu 6 Wash Buffer SSC
(WBI)

(9) NpomusaHe 3a 1 MUH. B AefOHU3MpPaHa MK AecTUAMPaHa BoAa
(10) Aexvapatauma: 8 70%, 90% u 100% etaHon, Beska 3a 1 muH
(11) WMscywere yuacTbumTe Ha Bb3AYX.

3abenexcka: Yeepeme ce, ye y4acmwvyume ca HAMBAHO U3CYWeHU mpedu
npungeaHemo Ha coHoama, muli KAMO ocMamvyHama esa2a Moxe 0a
HAMaAU UHMeH3Uumema Ha cueHana u/unu 0a noesause Ha Mopghono2uaAMa Ha
muvKaHUme.

[eHatypauusa u xubpuausauma

(1)  Hanecere c nuneta 10 ul or ZytoLight
SPEC ERBB2/CEN 17 Dual Color Probe _ (PL8)  sbpxy  Bceku
npeagaputenHo obpaboTeH obpasey,

U3b6sazealime dbs2omo u3nazaHe HA COHOAMA HA c8eMUHA.

(2) Nokpwuiite 0bpasumTe € NOKPUBHO CTHKO C pasmepy 22 mm x 22 mm
(n3bsarsaiiTe obpasyBaHeTo Ha mexypdeTa) W 3anedataiite NOKPUBHOTO
CTBKA.

Mpenopvyeame da usnonsgame 2ymeH yumeHm (Hanp. Fixogum Rubber
Cement) 30 ynnomrsagare.

(3) Mocraserte NpegmeTHM CTbKAA BbPXY ropelya nao4a wau xubpuansatop
n aeHatypupaiite o6pasumte 3a 10 munytv npu 75°C.
(4) Npemecrtete npegmeTuTe B Kamepa 3a BAAKHOCT U XxMbpuansmnpaiiTe 3a
eaHa How, npu 37°C (Hanp. B newy, 3a xubpuamnsaums).

OT CbLLECTBEHO 3HAYEHWE € TbKaHHUTE/KNETbYHUTE NPO6K Aa He U3CHbXBAT Mo
Bpeme Ha xmbpuamsaumaTta

11.2 fen?2

MoAroTBUTEeNHUN CTBNK

1)) MpuzomesHe Ha Ix Wash Buffer A:  Paspegete 1 udact ot
25x Wash Buffer A (WB2) ) ¢ 24 uactv peitonusupana wam
fecTunmpana Boga. HambaHete Tpu 6ypkaHa 3a oupeTABaHe C
1x Wash Buffer A v ro sarpeiite npeasaputento go 37°C.

Paspederusm Ix Wash Buffer A e cmabunen 3a edHa cedmuua, Kozamo ce
cvxpansasa npu 2-8°C.

(2) DAPl/DuraTect-Solution (MT7): [Joctasete Ha cTaiiHa TemnepaTypa
npeau ynoTpeba, 3almTeTe OT CBETAMHA.

MNocnepBawa xmbpuamnsauma n oTKpuBaHe

(1)  BHWMaTenHo oTcTpaHeTe ryMeHUsA LWMMEHT UAK NeNUOoTO.

(2) Ortcrpanete NoKpWBHOTO CTbKAO, KaTo ro notonute B 1x MpomuseH
6ydep A npu 37°C 3a 1-3 muH.

(3) Npomuiite ¢ 1x NpomuseH Bydep A 3a 2 nbTv no 5 muHytn npu 37°C.

Bygpepvm 3a npomueaHe 1x Wash Buffer A mpa6ea da e npedsapumenHo
3amonneH. lposepeme ¢ mepmomembvbp, aKo e Heobxo0uMo.

(4)  Wukybupaiite ctoknata 8 70%, 90% u 100% etaHon, Bcako 3a 1 MUH.

(5) WM3cywere npobute Ha BbL3AYX, KAaToO MM NpeanasuTe OT CBETAMHA.

(6) Hanecere ¢ nuneta 25 ul DAPI/DuraTect-Solution (MT7) sbpxy
NpeaMeTHU CTbKAa. M36ArBaliku yi0BEHWTE MexypueTa, MOKpuiiTe
npobute ¢ NOKPMBHO CTbKIO (24 mm x 60 mm). UHkybupaiite Ha
TbMHO B NPOAb/KEHME Ha 15 MUHYTU.

M3non3BaHeTo Ha OTPA3aH HaKPaMHWMK Ha NUMEeTa, 33 Aa Ce YBEAUYN PAa3MePLT
Ha OTBOpa, MOXe [a YNeCHW mpoueca Ha nunetupaHe. U3bareaiite AbAroTo
M3/1araHe Ha CBeT/IMHa.

(7) CoxpawsBaiite guanosuTvea Ha TbMHO. 33 MO-AbAbI NEpUos Ha
cbxpaHeHue ToBa Tpsabea Aa ctasa npu 2-8°C.
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(8) Ouenkata Ha maTepuana Ha npobata ce M3BbPLLIBA Ype3 GiyopecLeHTHa
MUKpOCcKonusa. Heobxoavmu ca KomMMiekTM OuATpu 3a cnegHute
[AManasoHW Ha Ab/KMHATA Ha BbAHATA:

®dnyopecueHTHO Bb36yxpaaHe Emucun
6arpuno

ZyGreen 503 nm 528 nm
ZyOrange 547 nm 572 nm

12. TobnkysaHe Ha pesynrtatute

Mpy “3nonsBaHe Ha NOAXOAAWM GUATBPHU KOMMAEKTU XMBPUAN3ALMOHHUTE
CUrHaNM Ha CoHAaTa M3rnexaat 3eneHun (obnact Ha reHa ERBB2) u opaHkesu
(CEN 17).

HopmanHa cutyaums: B uHtepdasute Ha HOPMaNHU KNETKM UAN KNeTKu 6e3
amnanduKauma, BKIoYBawa obnactta Ha reHa ERBB2, ce nossasat asa
3€/1eHN M ABa OpaHXXeBW curHana (Bx. dwur. 2).

HeobuuaitHa cutyauma: B kneTkute ¢ amnanduKauma Ha obnactta Ha reHa
ERBB2 ce Habniogasa ysenuueH 6GpOi 3e/1€HM CUTHAAM WAM KAbCTEPU OT
3e1eHu curHanu. (Bx. durypa 2).

ﬂpun0Kpusau4ume ce cueHanu mo2am 0a ce MoA8AM Kamo Hbamu CUeHaMU.

KomnneKT gBoIHM IeHTOBM GUATPY 3a 3e11eH/0paHKeB LBAT

Hucko HMBO Ha Bucoko HMBO Ha
amnandukauma Ha amnanduKauma Ha
ERBB2 ERBB2

®ur. 2: OuaKBaHU Pe3ynTaTU NPU HOPMaNHU n abepaHTHU agpa

HopmanHu knetku

B HAKOM HeobuyaliHM npobu moraT aa ce HabnogasaT Apyrv mModenu Ha
CUTHaNU, PA3NIMYHM OT ONKUCaHWTE No-rope. Tesn HeoYakBaHU CUTHANHM MOAEM
TpabBa Aa 6bAaT AOMBAHUTENHO U3CNEABAHM.

Mons, o6bpHeTe BHUMaHMe:

. Mopasu AeKOHAEH3VUPaHWA XPOMaTUH eanHuyHuTe FISH curHanm morat
[la Ce MOABAT KaToO MasKU CUrHaNHW KnbcTepu. CnefoBaTeNHO ABa UK
TPU CWrHanNa C efHaKbB pasmep, pasfeneHM Ha pascrosHue < 1
[AMaMeTbp Ha CUrHana, TpAbBa Aa ce CYMTaT 33 euH CUTHaAN.

. He oueHsABaliTe NpUNOKpMBaLLM ce agpa.

. He 6poiite npekaseHo pasrpageHuTe aapa (pasnosHasa ce no TbMHUTE
06.1acTu, KOMTO ce BUXKAAT BbTpe B AApaTa).

. He 6poiiTe AagpaTta cbC cuAHa aBTOGNYOPECLEHLMA, KOATO Mpedn Ha
pa3no3HaBaHETO Ha CUrHana.

. OTpuuateneH uaM HecneuuduyeH pesynTaT MOXe Aa ce Ab/IKU Ha
MHOXecTBo daKTopw (BX. rnasa 16 "OTcTpaHaBaHe Ha npobaemun").

L] 3a fa ce MHTepnpeTUpaT NPaBuAHO pesynTaTuTe, notpebuTtenart Tpabea
A3 BanMaMpa TO3M NPOAYKT Npeau M3non3BaHeTo My B AMArHOCTUYHM
npoueaypy B CbOTBETCTBME C HALMOHANHUTE U/UAN MeXAyHapoaHWUTe
HaCOKM.

13. MpenopbuMTeNHN Npoueaypu 3a KOHTPOA Ha KauyecTBOTO

3a Ja ce cneam 3a NpasuAHOTO GyHKUMOHMpPaHe Ha obpaboTeHuTe nNpobu K
TECTOBMTE PeaKkTUBM, BCEKM aHanM3 TpABBaA Aa ce NPUAPYKaBa OT BbTPELHN U
BbHIHM KOHTPO/IM. AKO BbTPEIHUTE W/UAN  BbHIIHWUTE KOHTPOAM He
[EeMOHCTPUPAT MOAXOAAWO OLBETABaHE, pe3ynTaTute ¢ Npobu OT maumeHTU
TpA6Ba 4a ce cYMTaT 3a HEBAAUAHM.

BbTpeweH KOHTPOA: HeHeonnacTMyHW KAeTKM B obpaseua, KOMTO wumar
HOpMasieH curHan, Hanp. dpubpobnactu.

BbHLIIHO ynpasneHue: BaanaypaHu NoNoKUTENHN M OTPULLATENTHU KOHTPOHM
o6pasuypm.

14. Pab0oTHU XapaKTEepPUCTUKM

14.1 AHanuTMuHO npeacrassaHe

AHanuTMuHa 100% (95% CI 98.5 — 100.0)
YYBCTBUTENHOCT:

AHaNUTUYHA 100% (95% CI 97.0 — 100.0)
cneunpuyHoCT:

14.2 KnununuHo npepcrassHe

[AunarHocTnuHa PaK Ha rbpparta:

UYYBCTBUTENHOCT: 93% (95% ClI 91.0 — 95.0) b3 ocHOBa Ha AByBapuaHTeH
mozen
PaK Ha cTomaxa 1 paK Ha ractpoe3sodareanHata Bpb3Ka:
88% (95% Cl 74.0 — 95.0) 8b3 ocHOBa Ha AByBapuaHTeH
mogen

[unarHoctnuHa PaK Ha rbppara:

cneumpuUHoCT: 98% (95% Cl 97.0 — 99.0) b3 ocHOBa Ha AByBapuaHTeH
mozen
Pak Ha cTomaxa 1 paK Ha ractpoe3sodareanHata Bpb3Ka:
95% (95% Cl 92.0 — 97.0) 8b3 ocHOBa Ha AByBapuaHTeH
mogen

15. W3xBbpnsaHe

M3XBbPAAHETO Ha peareHTUTe TpaAbBa fa ce M3BbPLIBA B CbOTBETCTBUE C
MecTHWTe pasnopesdun.
16. OtcTpaHaBaHe Ha HEU3NPaBHOCTH

BcAKO OTKNIOHEHMe OT MHCTPYKLMUTE 3a paboTa moxKe Aa foBeae A0 Mo-/0Wn
pes3yaTaTu Npu OUBETABAaHETO WMAW A0 ANNca Ha ougeTasBaHe. Mond, BUXKTe
Www.zytovision.com 3a noseye MHPOPMaLUA.

Cnabu cMrHanu unm annca Ha TakmBa

Bb3MOXHa nNpuumnHa [OeiicTeue

KneTbyHa WaM TbKaHHa OnTMMU3MpaiiTe BpemeTo 3a

npoba He e puKcMpaHa duKcnpaHe u dpukcatopa unm
npaswiHO NpUNOKeTe CTbNKa cnes duKcupaHe,
KaKTO e onucaHo B "nmpoueaypa 3a
aHanus" B pbKOBOACTBOTO 3a ZytoLight
FISH-Tissue Implementation Kit.

MNpoTeonntnyHata
npeagaputenHa obpabotka
He e U3BbpLUEHa NPaBUIHO

OnTUMM3npaiiTe BpemeTo 3a
MHKYBUpaHe Ha NemncuH, ako e
HeobxoAMMo, yBennyeTe UK Hamanete

M3napﬂBaHe Ha COHAaTa

KoraTo u3nonssate xmbpuamsatop,
M3MON3BAHETO Ha MOKpUTE
NeHTW/HanbAHeHUTe ¢ Boaa
pesepBoapu e 3aab/kuTesNHO. Mpu
M3NoN3BaHe Ha newy, 3a xubpuamsauma
€ 3a4b/IKMTE/THO M3M0/I3BaHETO Ha
Kamepa 3a eBnaxkHocT. OcBeH ToBa
NMOKPUBHOTO CTbKNO TpAbBa Aa ce
3anevyarta HanbaHO, Hanp. ¢ Fixogum,
3a [a ce NpefoTBPaTU U3CbXBAHETO Ha
npobata no Bpeme Ha xMbpuamsaumaTa

M3non3saHn HenoaxoaALLM
GUATbPHM KOMNAEKTH

M3non3saiiTe GUATBPHU KOMNIEKTH,
noaxoAawy 3a Gbayoxpomute Ha
coHAaTa.

Komnnekmume ¢uampu ¢ mpolHu
/IeHMU ocueypAasam ro-masko
c8emsuHa 8 cpasHeHuUe ¢
Kommnaekmume ¢uampu ¢ edHa unau
dee neHmu. CnedosamesnHo cueHanume
mozam 0a usenexcdam no-cnabu, ako
ce u3nosa38am me3u Komrnaekmu om
mpuneHmosu uampu
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CUrHanu 3a KpbCcrocaHa Xxmbpuausaums; 3awymeH ¢poH

Bb3moXKHa npuymHa

[Oeiicteune

HenbnHo 0693I‘|apa3MTﬂBaHe

M3non3Baiite NpecHn pasTeopwu;
nposepeTe NPOAbL/IKUTENHOCTTA Ha
AenapadpuHupaHeTo

Tebpae cunHa
NpPOTEONUTUYHA
npeggaputenHa obpabotka

HamansBaHe Ha BpemeTo 3a
MHKy6UpaHe Ha nencuH

Cnaiigose, oxnageHu 4o
CTallHa TemnepaTypa npeau
Xnbpuamsaumn

MpemecteTe npegmetute 6bp3o 8 37
°C

PaspyweHa mopdonorus

Bb3moXHa npuynHa

[Oeiicteune

KneTbyHaTta uaM TbKaHHaTa
npoba He e puKcMpaHa
npasw/HO

OnTvmu3npaiiTe BpemeTto 3a GUKcHpaHe
1 GUKcaTopa UK NPUIOKETE CTbMKa
cnep, GUKcUpaHe, KaKTo e OnucaHo B
"npoueaypa 3a aHanu3" B pbKOBOACTBOTO
3a ZytoLight FISH-Tissue Implementation
Kit.

MpoteonutuyHata
npeasapuTenHa obpabotka
He e M3BbpLUEeHa NPaBUIHO

OnTMMM3KpaiTe BpemeTo 3a
MHKYBMpaHe Ha NencuH, ako e
HeobXxoaMMmo, Hamanete ro

HepocTtatbuHO n3cywaBaHe
npegu HaHacAHe Ha COHAaTa

YabnkaBaHe Ha CylWeHeTO Ha Bb3ayX

MpunokpuBalm ce agpa

Bb3mMOXHa npuymHa

[Oevicteue

Henoaxopawa aebennHa Ha
TbKaHHWUTE paspesu

MoaroTesHe Ha 2-4 /M MWUKPOTOMHM
paspesu

OGPBSIJ,VITE ce nusguraTt nu3BbH NpegmeTHO CTbK/10

Bb3mMoOXHa npuymHa

[Oevicteue

Tebpae cunHa
NpOTEONUTUYHA
npeggaputenHa obpabotka

HamanssaHe Ha BpemeTo 3a
MHKYBWpaHe Ha nencuH

Cnabo KOHTPACTHO ouBeTABaHe

Bb3mMoXHa npuymHa

[Oeiictene

HUWCKOKOHUEeHTpMpaH
pa3stsop Ha DAPI

BmecTo ToBa usnonssante
DAPI/DuraTect-Solution (ultra)
(Prod. No. MT-0008-0.8)

TebpAe KpaTKo Bpeme 3a
MHKy6MpaHe Ha DAPI

Perynupaxe Ha BpemeTo 3a
MHKy6MpaHe Ha DAPI
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18. Pesususa

I:III www.zytovision.com

Mons, BWXKTe www.zytovision.com 3a Hal-HOBUTE WHCTPYKUUM 33
ynotpeb6a, KaKTo 1 33 MHCTPYKLMK 3a ynoTpeba Ha pas/IMuHmM e3nLm.

HawwTe ekcnepTyv ca Ha pa3no/ioXKeHue, 3a Aa OTFOBOPAT Ha BbMPOCUTE BU.
Mons, cebpkeTe ce ¢ helptech@zytovision.com
3a ob6o6ueHne Ha 6e3omacHocTTa M edeKTUBHOCTTA, MOJA, BUNKTE

www.zytovision.com..

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven/ lepmaHus
TenedoH: +49 471 4832-300
dakc: +49 471 4832-509
www.zytovision.com

Umeiin: info@zytovision.com

TbproBCcKU MapKu:
ZytoVision® n ZytoLight® ca Tbproscku mapku Ha ZytoVision GmbH.
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