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ZYTOVISION

ZytoDot 2C
SPEC ERBB2/CEN 17 Probe

N/ 10 (0,1 ml)
N/ 40 (0,4 ml)

C-3032-100
C-3032-400

3a KaYecTBEHO OTKPMBaHE Ha aMnIMPUKaALLMM HA YOBELLKMA
reH ERBB2 1 anda catenunt Ha xpomo3oma 17 upes
XpomoreHHa in situ xsnbpuamsaums (CISH)

4250380P078RA

Ce

0124

MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

KomnnekTbT ZytoDot2C SPEC ERBB2/CEN 17 Probe (PD12) e
npefHasHayeH fAa ce W3MoA3Ba 3a Ka4eCTBEHO OTKPMBaHe Ha amnanduKaumu,
BKAtouBawy Yosewwkun red ERBB2, kakto u 3a oTkpusaHe Ha anda catenuntu
Ha xpomo3oma 17 BbB PpopmanuH-OUKCUPaHK, BKAOYEHWU B NapaduH npobu,
KaTo Hanpumep paKk Ha rbpaarta, 4pe3 XpomoreHHa in situ xubpuamsauus
(CISH). Conpata e npegHasHadeHa Aa ce M3non3sa B kKombuHaums ¢ Zyto Dot
2C CISH Implementation Kit (Mpoa. Ne C-3044-10/-40).

MpoayKTbT e npefHasHauyeH camo 3a npodecnoHanHa ynortpeba. Bcuuku
TecToBe, MPWU KOUTO Ce W3MO0/3Ba MPOAYKTHbT, TpabBa Aa ce M3BbpLBaT B
cepTuduuMpaHa, AMLEH3MpaHa a naTonoroaHaToMMuHa nabopaTopua nog,
HabnloAeHNeTo Ha NaToor/ reHeTUK KBaamduumMpaH 3a CboTBeTHaTa AeNHOCT.

CoHpaTa e npegHasHa4yeHa Aa Ce M3N0A3Ba KAaTo NOMOLWHO cpeacTtsO npu
p,md)epeHumanHaTa ANarHo3a Ha pakKa Ha rbpgata U He Tpﬂ6Ba Aa ce
npegnpuemart TepaneBTUYHU MEPKU CaMO Bb3 OCHOBA Ha pe3ynTaTa OT TecTa.

2. MpuHUMN Ha M3NUTBaHe

TexHukata Ha xpomoreHHata /n sifu xwbpugmsaums (CISH) nossonssa
OTKPMBAHETO U BM3Ya/IM3MPAHETO Ha CreuMdUUHU MOCNEe0BATENHOCTU OT
HYKNEUHOBM KUCEIMHM B KAETbYHW npenapatv. MapKkupaHute C xanTeH
HykneotaHn ¢parmentn, T.Hap. coHan CISH, u texHute KomnnemeHTapHu
LUeNeBM NOCNESOBaTeNHOCTM B MNpenapatute ce  Ko-AeHaTypupar U
BMOC/EACTBME CE OCTABAT A3 Ce OTrpsABaT No Bpeme Ha xubpuamnsaumuaTta. Cneg
TOBa HeCneundUUHUTE U HECBBP3aHM GParMeHTV Ha COHAATA Ce OTCTpaHABaT
Ypes CTPUKTHO WM3MMBaHe. [lynnekcHoTo obpasyBaHe Ha MapKupaHaTa coHAa
MOXe [la Ce BM3ya/u3upa ¢ MOMOLLTA Ha MbPBUYHM (HEMapKUpaHu) aHTuTena,
KOUTO Ce OTKPUBAT C BTOPUYHM MOJNMMEPU3UPAHM EH3UMHO KOHIOTUPaHU
aHTWTesa. EH3MMHaTa peakums C XpOMOreHHW cybeTpaT Boam 4o obpasysaHe
Ha UBETHM yTalku. Cref KOHTPAoLBETsBaHe Ha AAPOTO C AApeHo barpusio
XxvbpuananpaHuTe GparmMmeHTU Ha coHAaTa ce BM3yanusMpaT upes CBETNMHHA
MWKPOCKOMWS.
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3. MNpepocraseHn peakTusm

Zyto Dot 2C SPEC ERBB2/CEN 17 Probe ce cbctom ot:

. MapK1paHu ¢ AUrokcureHuH nonunykneotuam (~1,1 ng/ul), kouto ca
HacoyeHM KbM MOCNAEA0BaTENHOCTM, KapTorpadmpann B 17qg12*
(chr17:37,725,661-37,973,541), kbgeto ce Hamupa obnactra Ha
reHa ERBB2 (Bx. dur. 1).

. MapKkupanu ¢ guHutpodeHun nonuHykneotnam (~1,1 ng/ul), komto ca
HacouyeHW Kbm nocnegosaTesHocTM, Kaprtorpadupanm B8 17pl11.1-
ql1.1, cneumduunu 3a anda catenmtHata LueHTpomepHa obnact D17Z1
Ha xpomosoma 17 (8x. dur. 1).

. XubpuamsaumoHeH bydep Ha 6asaTa Ha popmamug,

*cnopepg, cbbpaHneTo Ha Yoselwkua reHom GRCh37/hg19

RH112805 RH104281
| 5 3
, . -
Ty -
ERBB2
~ 250 kb

Cen « 17912 >» Tel
®urypa 1: SPEC ERBB2 Kapta Ha coHpaata (6e3 mawab)
Zyto Dot 2C SPEC ERBB2/CEN 17 Probe ce npeanara 8 asa pasmepa:
. C-3032-100: 0,1 ml (10 peakuuu ot no 10 ul seska)
. C-3032-400: 0,4 ml (40 peakuuu ot no 10 ul seska)
4, Heobxoanmu matepuanu, KOMTO He Ca OCUTypPeHU
. Zyto Dot 2C CISH Implementation Kit (Mpog. Ne C-3044-10/-40)
. MONOKUTENHU 1 OTPULLATETHW KOHTPOHW 06pa3um
. MMUKPOCKONCKM CTbKAA, MOIOKUTEHO 3apeAeHm
. BoaHa 6aHs (80 °C, 98 °C)
. XnbpuamsaTop uam ropewa nioda
. Xnbpuamsatop unm Kamepa 3a BAAKHOCT B NeLTa 3a Xubpuamsauma
. Perynupyemu nunetu (10 ul, 1000 ul)
. OuBeTaBaHe Ha BypKaHW UK BaHU
. Talimep

KannbpupaH TepmomeTsbp
ETaHOM MM peaKkTUBEH aKoXon
. Kennon
. Metanon 100%
. BogopoaeH nepokeng (H20,) 30%
. [JelioHn3npaHa unm gectuampaHa soga
. MokpweHK cTbkAa (22 mm x 22 mm, 24 mm x 32 mm)
. Kayuykos ummenT, Hanp. Fixogum Rubber Cement
(Prod. No. E-4005-50/-125) nan nopoben
. MoaxoaAwo noaabpskaH ceeTanHeH mukpockon (400-630x)

5. CubxpaHeHue u obpaboTka

CbxpaHsaBaiTe npu Temnepatypa 2-8 °C B usnpaseHo nosoxeHue. BbpHeTe
NpW ycnoBusATa Ha CbXpaHeHuWe BegHara ciep ynotpeba. He usnonssaiite
peareHTWTE cnef, M3TMYaHE Ha CPOKa Ha FOAHOCT, MOCOYEH Ha eTuKeTa.
MpoAyKTbT e cTabuieH [0 AaTaTa Ha M3TUYaHe Ha CPOKa Ha FOAHOCT, NOCoYeHa
Ha eTUKeTa, KOraTo ce TPeTupa no NoaxoAALl HaumH.

6. NpeaynpexaeHus u npeanasHU MepKu

. MpoueTeTe UHCTPYKUMUTE 3a ynoTpeba npeaw aa rv usnonssare!
. He u3nonsBaiite peareHTUTE Cnef U3TUYaHe Ha CPOKa Ha rogHocr!
. TO31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOUTO Ca BpeAaHM 3a 34paBeTo W MNOTEHUMANHO WHOEKLMO3HM.
M36arsaiiTe BCAKaKbB NPAK KOHTAKT C peakTusuTte. BaemeTe nogxoasium
MepKU 3a 3awmTa (M3non3saiiTe pbKaBMLM 3a eAHOKpaTHa ynoTpeba,
3aWMTHM oumnna u nabopatopHo obnekno)!
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. [loknasaBaiiTe 3a BCEKM CEPUO3eH MHUMAEHT, Bb3HWKHAN BbB BPb3Ka C
NpoAyKTa, Ha MPOU3BOAUTENA M HA KOMMETEHTHUA OpraH CbrNacHo
MecTHuTe pasnopenbm!

° AKO peareHTUTEe nonagHaT BbpXy KOXaTa, He3abaBHO A M3NAaKHeTe C
ronAmo Konm4yecrtso BOAa!

. Mpu nouckeaHe 3a npodecroHanHUa noTpebuTen ce npefocTass
nHbopmaLmoHeH aucT 3a 6esonacHoCT Ha maTepuana.

. He wv3nonssaiiTe NOBTOPHO peareHTUTE, OCBEH aKo MOBTOpPHaTa
ynotpeba He e u3puyHo paspelueHal

. M3bsareaiite KPbCTOCAHO 3aMbpCcABaHE Ha NPobuTe, Tbil KAaTo TOBA MOXKe
a3 foBefie [0 MPeLHW pesynTaTu.

. He Tpﬂ6Ba Aa Ce AOoNnyCKa U3CbXBaHe Ha oGpaau,wTe no Bpeme Ha
xw6pwp,w3au,wma U NpOMUBaAHETO.

MpeaynpexaeHUA 3a ONACHOCT U NpeanasHU MepPKHU:

KomMnoHeHTbT, onpeaensiy onacHoctTa, e Gopmamua,

é OnacHo

H351 Mpeanonara ce, Ye NPUYMHABA PaK..

H360FD Mose fa yBpean onnoautenHaTa cnocobHoct. Moxe aa
yBpeau naoaa.

H373 MosKe fa NpUYMHU yBPEXKAAHE Ha opraHuTe npu
NPOABKNUTENHA UM MOBTAPALLA Ce EKCNO3ULMA.

P201 Mpeayn ynotpeba ce cHabaeTe cbe cneumanHu
MHCTPYKLMK.

P202 He wu3nonssaitte npegu ga cre npoyenu u pasbpanu
BCMYKM NpeanasHu MepKu 3a 6e3onacHocCT.

P260 He Bauwsaite npax/nywek/ras/aum/  wnsnapeHus/
aepo3onu.

P280 M3nonseaite npeanasHu pbKasuuym/npeanasHo

OﬁﬂeKﬂO/ﬂpeAHGSHM oqmna/npe,qnawa MacKa 3a
ﬂMLl,e/I'Ipe,CI,I'Ia3Hl4 cpeacTBa 3a 3aWmMTa Ha cayxa.

P308+P313 MPW sABHa wnu npegnonaraema ekcnosuumsa: lMoTbpcete
MEAMLMHCKM CbBET/MOMOLL,.

P405 [a ce cbxpaHABa Mo KoY.

7. OrpaHuueHus

. 3a uH 8UMPO AMArHOCTUYHa ynoTpeba.

. Camo 3a npodecuoHanHa ynotpeba.

. Camo 3a HeaBTOMaTU3UpaHa ynoTtpeba.

. KAMHWYHATa MHTepnpeTaums Ha BCAKO MOJIOMKWUTENHO OLBeTABaHE WU

NuncaTta Ha Takosa TpAGBa Aa ce HanpaBW B KOHTEKCTa Ha KAMHUYHaTa
aHamHe3a, Mop$0oa0oruaATa, Apyrv XMCTONATONOTUYHN KPUTEPUU, KAKTO U
OPpYrM AMarHOCTMYHM TecToBe. naTonor/ reHeTUK KeBannduumpaH 3a
cboTBETHaTa [AelHocT e anbweH ga nosHasa CISH congure,
peareHTUTe, AMArHOCTUYHUTE MaHeAn W MeToAauTe, WM3NO/J3BaHM 3a
nonyyasaHe Ha ouBeTeHMa npenapaT. OugeTABaHeTo TpsAbsa Aa ce
13BbPLLIBA B cepTuduLMpaHa, AmueH3MpaHa nabopatopua nog Haasopa
Ha naTonor/ reHeTUK KeanuduuMpaH 3a CbOTBeTHaTa AENHOCT, KOWTO
oTroBaps 3a npernega Ha ouBETeHUTE NpenapaT U 3a OcUrypsaBaHe Ha
afeKBaTHOCTTa Ha MOIOXKUTENHUTE U OTPULATETHATE KOHTPOAU.

. OuBeTsaBaHeTo Ha obpaseua, 0cO6EHO MHTEH3UBHOCTTA Ha CUrHanNa u
$OHOBOTO oOLBeTABaHe, 3aBUcK OT obpaboTkaTa Ha obpaseua npeau
oLBETABAHETO. HenpasunHoTto duKeupaHe, 3ampasnBaHe,
pasmpasfBaHe, W3MMBaHe, CylleHe, HarpsBaHe, psA3aHe WK
3amMbpcsABaHe C APYrM Mpobu WM TEYHOCTM MOKe fa [0oBede [0
aptedaktM uam danwmsm pesyntat. HecboTBeTcTBalmTE pe3ynTaTu
MOraT Aa ce [Ab/KaT Ha Pas/iMKM B MeToauTe Ha OUKcupaHe w
Brpa)4aHe, KakTo M Ha NPUCbLUM Ha obpaseua HepeaHOCTH.

. CoHpata TpsbBa fJa Ce M3Mo/i3Ba CaMO 33 OTKPUBAHE Ha JIOKyCH,
onucaHu B rasa 3. "MpegocTaBeHn peakTusu'.

. M3nbaHeHMeTo e BaNUAMPaAHO C NOMOLLTA Ha NpoLeaypuTe, ONuUcaHu B
Te3sn MHCTPYKUuMM 3a ynotpeba. MoguduKkaumute Ha Tesu npouesypu
MOraT Aa MPOMEHAT XapaKTepuUCTKUTe U TpabBa Aa 6bAaT NOTBbPAEHM
ot notpebutensn. Tosu IVD e ceptuduumpan kato CE camo KoraTo ce
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M3MNON3Ba, KAKTO € ONWUCAaHOo B Ta3W MHCTPYKLMA 33 ynoTpeba B pamkute
Ha npeaBuaeHata ynotpeba.

8. Mpeuewwm Bewecrsa

CnegHwte dukcatopwm ca HecbBmectumm ¢ ISH:

. ®ukcaTtus Ha Bouin

. dukcatop B5

. KucenuHHumn dukcatopm (Hanp. MMKpUHOBA KMCEIMHA)
. ®ukcatve Ha Zenker

. ANKOXo/n (Korato ce u3nosi3BaT CamOCTOATENHO)

. usaueH xnopug,

. dopmangexua/umMHKOB prKcaTop

. dukcaTopsbT Ha OnaHg

. HebydepupaH dopmanuH

9. MogrotoBka Ha o6pasum

MoaroTeeTe NpobuTe, KaKTO e OMMCaHO B MHCTPyKUMMTE 3a ynoTpeba Ha
Zyto Dot 2C CISH Implementation Kit.

10. NoaroreutenHa o6paboTKa Ha yCTPOMCTBOTO

MpoayKTbT e roTos 3a ynoTtpeba. He ce WM3ncKBa Bb3CTaHOBABaHe, CMeCBaHe
wnn  paspexkgaHe. Mpegn ynoTpeba nocTaBeTe coHAaTa Ha CTaiiHa
Temnepatypa (18-25 °C), sawutete A oT csetamHa. MNpegn Aa oTsopute
bnakoHa, pasbbpKaiTe C BOPTEKC U 3aBbpTeTe 3a KPaTKo.

11. Npoueaypa 3a aHanu3

MNpeaBapuTtenHa o6paboTtka Ha npobute

M3BbpLieTe npeasapuTenHa obpaboTka Ha npobure (Hanp.
obesnapasuTABaHe, NpOTEO/M3a) CbIIACHO MHCTPYKuMWUTE 3a ynotpeba Ha
Zyto Dot 2C CISH Implementation Kit.

[eHaTtypauusa u xubpnausauusa
Hanecete ¢ nuneta 10 ul oT coHpgaTa Bbpxy BCEKM NpensapuTesHo
obpaboTeH obpaseu,.

2. Mokpwitte 06pasumTe C NOKPUBHO CTHKAO C pasmepu 22 mm x 22 mm
(n3bsarsaiiTe obpasyBaHeTo Ha mexypdeTa) W 3anedataiite NOKPUBHOTO
CTBK/O.

Mpenopvyeame eu Oa usnonseame eymeH yumenm (Hanp. Fixogum) 3a
yNAbmMHABAHE.

3. TMocraBeTe NpeAMETHM CTbKNA BbPXY ropeLLa nao4a uam xmbpuamsatop
1 aeHaTypupaite obpasuumte 3a 5 min npu 79 °C.

4. TpemecteTe npegmMeTHM CTbKAA B Kamepa 33 B/IAXHOCT WU
xubpuausmpaiite 3a egHa How, npu 37 °C (Hanp. B new 3a
xubpuausaums).

BaxcHo e obpasyume 0a He u3cbxeam o epeme Ha xubpuousauyuama.

Cnep, xubpugusauuata

M3ebpweTe o6paboTka cnen xubpuausaumATa (M3muBaHe, OTKpUBaHe,
KOHTPaoLBeTABaHE, MOHTMPaHE, MMKPOCKOMMUA) CbINAcHO WMHCTPYKUMUTE 3a
ynotpeba Ha Zyto Dot 2C CISH Implementation Kit.

12. TobnkysaHe Ha pesyntatute

Mpn wusnonssaHe Ha ZtoDot 2C  CISH Implementation  Kit
XM6PUAN3ALMOHHUTE  CUFHAaAM  Ha  MapKUMpaHUTe C  [AMFOKCUMreHMH
NOJIMHYKNEOTUAN Ce NOABABAT KaTo TbMHO3ENEHM OTAENHM TOYKM (obnacT Ha
reHa ERBB2), a mapkupaHute ¢ AMHUTPOGEHUA MOMHYKNEOTUAM Ce NOoABABaT
KaTo AapKkouepseHn otaesnHu Toukn (CEN 17).

HopmanHa cutyauma: B nHTepdasuTe Ha HOPMasHW KNETKU AW KNeTku 6e3
amninduKauma, BKouBalwa obnactta Ha reHa ERBB2, ce nosssasar gga
OTAENHM 3eNeHn curHana ¢ Gopma Ha ToUKa U [4Ba OTAEe/HM YepBeHU CUrHana
¢ dopma Ha Touka (BXK. dur. 2).

HeobuuaiiHa cutyauma: B knetkute ¢ amnavoukauma Ha obnactra Ha reHa
ERBB2 ce Habntogasa ysesnnyeH 6poit 3eN€HU CUMHANM MAM CTPyNBaHWA Ha
3eneHun curHanu (Bx. dur. 2).
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lpunoKpusawume ce cuzsHaau mo2am da ce nosasam Kamo KCId)ﬂBU CuzHanu.

Hucko HMBO Ha Bucoko HMBO Ha

HopmasiHu KneTtku amnandukaumsa Ha amnanduKaumsa Ha

ERBB2 ERBB2

®ur. 2: OyakBaHW pe3ynTaTm Npu HOpManHu u abepaHTHM aapa

B HAKOM Heobu4aliHM nNpobwu moraT ga ce HabnogasaT ApyrM MOAEeAM Ha
CUrHaNM, pas/MYHU OT OMMCaHUTE no-rope. Te3nm HeouyaKBaHW CUrHajHM
mopenv Tpabea ga 6bAaT LONBAHUTENHO M3CNEABaHMU.

Mons, o6bpHeTe BHUMaHME:

. Mopaau AekoHAeH3npaHua xpomaTtu eguHmuHmnTe CISH curHanm morat
[a ce NoABAT KaTo MasIku CUTHaNHW KabcTepu. CnefoBaTenHo Aga Mau
TPM CUTHana C efHaKbB pasmep, pasgesneHn Ha pascrosHve < |1
OMameTbp Ha curHana, Tpsabsa Aa ce cuMTaT 3a eAMH CUrHan.

. Mpean n3bposBaHeTo Ha curHanute obpaseubT TpAbGBa Aa ce cKaHMpa
3a eBeHTyasiHa UHTpaTymopHa xeteporeHHocT npu 100- go 200-kpaTHo
yBenuueHwue.

. BusyanusaumaATa Ha curHaauTe TpAabsa Aa ce ussbplusa npu noHe 400-

KpaTHO YBE/MYEHME, KOeTO BOAM [0 /IeCHO BMAMMM CUrHaau. 3a
COHAMTE, OTKPUBALLM XPOMO3OMHM NpeKbeBaHusa, ce npenopbusa 630-
KpaTHO yBenuueHue. He usnonseaite newm ¢ GuUATHP 3a NOBMLIABAHE
Ha KOHTPacTa, Tbil KaTo TOBa MOMe Aa M3KPMBM LBETa Ha cMrHana. 3a
Oa MOJyYuTe CUrHa/IM C APKM LBETOBe, oTBOpeTe Amadparmarta Ha
oTBopa. He 3abpassaitTe ga dokycupaTe Harope M Hagony, Korato
oueHABaTe AAPO, Tbil KaTO YePBEHUTE U 3eeHNUTE CUrHAIM MOXKe 4a ca
Pa3nNoONOKEHWN eMH BbPXY APYr.

° He OLl,eHﬂBaVITe 30HU Ha HEeKpo3a, NpunoKkpuealin ce Aapa, NnpekaneHo
pasrpadeHn aapa n agpa cbeC cnab MHTEH3UTET Ha CUrHana.

. Mopaan MMTO3aTa AOMBAHUTENHM CUFHAAM MOraT Aa Ce BUAAT AOpU B
ManbK NPOLEHT OT HEHEONIAaCTUYHUTE KNeTKK. MoHAKora B napadmHOBM
obpasum moraTt fa ce Hab/lo4aBaT Aapa C AUNCBALLM CUrHaAW nopaau
apTedakTv nNpu pasaHe.

. OTpULATENHUAT UAN HecneunduUueH pesynTaT MOXKe Aa Ce Ab/KU Ha
MHOXecTBO dpaKTopm (Bx. rnasa 16 "OTcTpaHsaBaHe Ha HensnpasBHOCTK").

. 3a fa ce MHTepnpeTupar NpaBuaHO pesynTaTuTte, NoTpebutenst Tpabsa
Oa BaAuAMpa TO3W NPOAYKT Npeay WM3no/i3BaHETO My B AMArHOCTUYHM
npoueaypy B CbOTBETCTBME C HALMOHANHUTE M/UNN MEXAyHapoaHUTE
HaCoKM.

13. MpenopbunTenHn npoueaypu 3a KOHTPOJI Ha KauecTBoTo

3a fa ce cneau 3a NPaBUAHOTO GYHKUMOHMpaHe Ha ob6paboTeHuTe Npobu u
TeCcTOBUTE PeaKTUBM, BCEKM aHaNM3 TpAGBa Aa ce NpUApPYKasa OT BbTPELIHU U
BbHLIHU KOHTPO/IM. AKO BbTPEWHUTE W/WAM  BBHWHWUTE KOHTPOIN He
[EeMOHCTPUPAT NOAXOAALL0 OLBeTABaHe, pesynTatute ¢ Npobu OT NauueHTU
TpabBa fa Ce CYUTAT 33 HeBaAIMAHM.

BbTpeweH KOHTpon: HeHeonnacTMuHuM KieTku B obpaseua, KoWTo wmat

HOpMasieH curHan, Hanp. ¢pubpobaactu.

BbHWHO ynpasneHue: BaﬂMAMpaHM MNONOXKNUTENHN N OTPULATENHU KOHTPO/THN
0b6pasupm.

14. PaboTHU XapaKTepPUCTMKM

14.1 AHanuTuuHO nNpegcrassHe

EdeKTMBHOCTTa Ha coHAaTa e onpejefieHa ype3 cpaBHEHME CbC CbOTBETHaTa
opnobpera ot IVD FISH coHaa.

AHanuTHYHa 100% (95% Cl 98.5 — 100.0)
4yBCTBUTE/NIHOCT:

AHanuTHYHa 100% (95% CI 97.0 — 100.0)
cneumeuUYHOCT:

(A1

14.2 KnunnuHo npepacrassHe

[unarHocTuuHa 91% (95% Cl 86.0 — 95.0) Bb3 ocHOBa Ha AByBapuaHTeH
YYBCTBUTENHOCT: mogen
AuarHoctuyHa 97% (95% Cl 93.0 — 99.0 Bb3 ocHOBa Ha AByBapuaHTeH
cneuuduUyHoOCT: mogen

15. W3xBbpnsaHe

M3xBbpAAHETO Ha peareHTUTe TpabBa fa Ce M3BbPLIBA B CbOTBETCTBUE C
MECTHUTe pasnopesbu.

16. OrtcTpaHsBaHe Ha HeM3NPaBHOCTU

BcAako oTkNoOHEeHMe oT WUHCTPYKUMUTE 3a pa60Ta MOXe fa gosege 40 no-aowum
pe3yntatm npu ouBetTABaHETO MM 00 NUNCa Ha oOuBeTABaHe. Monsa, BuxTe

www.zytovision.com 3a noseye MHGopmaLma.

Cnabu curHanu mam avnca Ha TakuBa

Bb3moOXHa npuumHa [Oeticteue

MpoTteonutnyHata OnNTMMKU3NpPaTe BPEMETO 3a MHKYBUpaHe
npeasapuTenHa o6paboTka He | Ha NencuH, ako e Heobxoaumo,
€ VM3BbpLUEHa NPaBUAHO yBefnmyeTe UM Hamanerte

M3anapABaHe Ha coHAaTa KoraTto usnonssate xubpugusarop,
M3MN0N3BaHETO Ha MOKpUTE
NeHTU/HambAHeHUTe ¢ BoJa pe3epsoapu
e 3agvaxuTenHo. Mpu nsnonssaHe Ha
neuy 3a xMbpuan3aLMA e 3a4b/KUTENHO
M3MN0N3BaHETO Ha KaMepa 3a BNaXKHOCT.
OcBeH TOBa NOKPUBHOTO CTbK/O TpaAbBa
[la ce 3aneyaTta HambJ/IHO, Hanp. ¢
Fixogum, 3a aa ce npegotepatu
n3cbxsaHeTo Ha npobaTta No Bpeme Ha
xnbpuamsaumata

TBbpae AbAro Bpeme 3a
ouBeTABaHe

MN3bsreaiiTe TbMHO KOHTPAOL,BETABAHE,
Tbi KaTo TO MOXKe Aa 3aTbMHMU
NONOXKUTENHUTE CUTHANM OT
OLBETABAHETO.

CMHbOTO NOKPUTUE Ha
KOHTpacTa He e U3BbPLUEHO
npasuIHO

M3nonsgaiite cTygeHa Tevalla Boaa ot
yewmara 3a NOCUHABAHE; He U3M0/3BaiiTe
TOMAA WM TOPeLLa BOAA, HATO PEaKTUBU
3a NocuHABaHe.

TebpAe CUNHU CUTHANU

Bb3moOXHa npuumHa

[Oevicteune

MpoTeonutnyHa
npeagapuTtenHa obpaboTka,
npoBexAaHa Tebpae Abaro

OnTUMU3MpPaiiTe BPEMETO 3a MHKyBMpaHe
Ha NencuH, ako e HeobxoamMmo,
yBe/siMyeTe UM Hamanere

HenpasunHo Bpeme 3a
MHKyBMpaHe Ha pastsopa AP-
Red

AKO e HeobxoaMmo, BpEMETO 3a
MHKyBMpaHe MoXe Aa ce CbKpatv Ao 5
MUHYTW. He 3arpsBaiite pa3TBopa Ha
cybcTpata Hag, 25 °C; uHkybupaiite camo
npu cTaiHa Temnepartypa

HenpasunHo Bpeme 3a
WHKyBMpaHe Ha pasTBopa
HRP-Green

AKO e HeobxoaMmo, BpEMETO 3a
MHKyBMpaHe mosKe Aa ce CbKpatu Ao 7
MUHYTU. He 3arpsaBaliTe pasTBopa Ha
cyberpata Hag 25 °C; nHkybupaiite camo
npu craitHa Temneparypa

Tebpae cnabu yepBeHU CUrHanm

Bb3moXKHa npuymHa

[Oelicteue

AP-Red Solution e nsnoxen

Ha CUNHA AUPEKTHA CBET/IMHA

MpwuroTeaiiTe 1 M3NoN3BaiTe pasTeopa
AP-Red Ha macTo, 3awWwmTeHo oT cunHa
npsKa cBeT/IMHa

AP-Red Solution e npurotsen
TBbpAE paHo

MoaroTeeTe npeay HenmocpeacTeeHa
ynotpeba
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Henpasun+o Bpeme 3a
MHKyBMpaHe Ha pasteopa AP-
Red

AKO e Heobxo4MMo, BPeMeTo 3a
MHKYBMpaHe MoKe Aa ce yabmku o 15
MUH.

HepocTaTb4Ha NOAroToBKa Ha
XPOMOreHHuWs cybcTpaT

He yBennuaBaiite obema Ha pastsop A

Tebpae cnabu 3eneHn curHanu

Bb3moxkHa npuynHa

[Oevicteune

Tebpae AbATO Bpeme 3a
MHKY6UpaHe Ha BCUMYKM eTanm
Ha M3MMBaHe cneg,
ougetasaHe ¢ HRP-Green

He npesuwagaiite AafeHOTO Bpeme 3a
MHKybauusa

HenpasunHo Bpeme 3a
MHKy6MpaHe Ha pa3TBopa
HRP-Green

AKO e HeobxoAMMO, BpeMeTo 3a
MHKy6UpaHe moxe Aa ce yabaxu go 15
MUH.

HepocTaTbyHa NoAroToBKa Ha
XpomoreHHus cybcrpat

He yBennuaBaiite obema Ha pastsop A

CurHanute u3bnegHABaT uam ce

cauneart

Bb3moxkHa npu4nHa

[OevictBune

M3non3BaHo e Henoaxo4ALL0
pelueHne 3a MOHTaX

M3non3Bsaiite caMo MOHTaXHWA pasTeop,
NpesoCcTaBeH B KOMMJIEKTA, UK
MOHTa¥HW Pa3TBOPM Ha OCHOBaTa Ha
KCUNOM, KOUTO He CbAbpXKaT HUKAKBU
NPUMECH; He U3NoN3BaiTe TUKCO 3a
NOKPUTKA.

CeueHunATa He ca
LeXVApaTMpaHu NpaBuaHoO

M3non3BaiTe npecHy pasTBOpM Ha eTaHoN
M KCWION; M3NO0/3BalTe CaMo KCUOA C
"yncro" Kauectso.

HepasBHOMepHU AN camo Ha HA

KOU mecTa MHOro JIeKu neTHa

Bb3moxkHa npu4nHa

[Oevicteune

HenbnHo obesnapasuTaBaHe

M3non3saiTe npecHy pasTeopw;
npoBepeTe NPOAbL/IKUTENHOCTTA Ha
obe3napasnTaBaHeTo

TBbpae manbk obem Ha
peareHTa

YBeperte ce, ye 06eMbT Ha peakTuea e
[LOCTaTbYHO rONAM, 33 4a NoKpue
TbKaHHaTa obnact

(A1

PaspywieHa mopdonorus

Bb3mMOXHa npuumHa [Oelicteue

KnetbyHaTta WM TbKaHHaTa
npoba He e 6una nNpaBuUIHO
buKempaHa

OnNTMMKU3NpPaHe Ha BPemeTo 3a
duKcnpaHe u dukcatopa

MpoTeonntnyHa
npeagaputenHa obpaboTka,
KOATO He ce M3BBbPLUBA TBbPAE
Abaro

HamansBaHe Ha BpemeTo 33 UHKybupaHe
Ha nencuH

CurHanu 3a KpbctocaHa xubpuamusaums; sawymeH GoH

Bb3moOXKHa npuumHa [Oeticteue

M3cbxBaHe Ha cekuuuTe no
BCAKO Bpeme no Bpeme Ha
AN cnep xmbpupmsaumaTa

M3bsareaiiTe M3cyllaBaHeToO Ha
ceKkuuWTe; M3N0A3BaliTe Kamepa 3a
B/IQYKHOCT; 3ameyaTaiTte npaBuIHO
MOKPUBHOTO CTHKAO

YabnxeHo Bpeme 3a
MHKybuMpaHe Ha cybcTpaTa

CbKpallaBaHe Ha BPeMeTo 3a
MHKyBUpaHe Ha cybcTpaTa

HenbnHo obe3snapasuTsaBaHe M3nonsgaiite npecHn pasTBopu;
npoBepeTe NPOABLAKUTENHOCTTA HA

AenapaduHupaHeTo

Tebpae cuaHa
NpoTeoNUTUYHA
npeagaputenHa obpaboTtka

OnTummsmpaHe Ha BpemeTo 3a
MHKYbUpaHe Ha nencuH

CnaiipoBe, oxnageHu oo
cTaliHa TemnepaTypa npeau
xMbpuamsauusn

Mpexsbpaete 6bP30 NpegmeTuTe 3a
xnbpuansauma Ha Temnepatyparta.

MpunoKkpuBawm ce curHanu

Bb3MOXHa nNpuumnHa [OeiicTeue

HenogxoasAwa gebennHa Ha
TbKaHHUTE paspesu

MoaroTesaHe Ha 3-5 UM MUKPOTOMHM
paspesu

O6pasumTe ce M3gUraT U3BbH NPEAMETHO CTHKIO

Bb3moOXKHa npuumHa [Oelicteue

Tebpae cunHa npoteonntuyHa | CbKpallaBaHe Ha BpemeTo 3a
npeagaputenHa obpabotka MHKyBMpaHe Ha nencuH

HenocnepgoBatenHu pesyntatu

Bb3moXKHa npuynHa

[Oevicteune

HepocTtaTbyHO M3cylwaBaHe
npeam HaHacAHe Ha coHaaTa

YabKaBaHe Ha CyLIEHETO Ha Bb3ayX

Tebpae mHoro Boaa/6ydep 3a
NPOMMBAHE BbPXY TbKaHTa
npeau HaHacAHeTo Ha MencuH,
aHTUTEeNa M/Unn UBETHM
cybcTpaTtu

YBepeTe ce, Ye M3/IULWIHATa TEYHOCT e
OTCTPaHEeHa OT TbKaHHWUA y4acTbK, KaTo A
3abbplueTe UM M3TpbCKate oT
npeameTHO CTbKAO. Manku KonnyecTsa
octaTbyHa Boga/6ydep 3a npommnBaHe He
npevar Ha TecTa.

Bapuauuum B metoaute 3a
dbuKempaHe u BrpaxaaHe Ha
TbKaHU

OnTMMU3MpaHe Ha MeToauTe 3a
buKcmpaHe U BrpaxaaHe

Bapuauuu B gebennHata Ha
TbKaHHWUA Y4aCTbK

OI'ITMMM3MpaHe Ha pasgenAaHeTo
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18. Pesususa

EE WWW.Zy ovision.com

Mons, BWKTe www.zytovision.com 3a HaW-HOBWUTE WMHCTPYKUMM 3a
ynotpe6a, KaKkTo ¥ 3a MHCTPYKLMK 33 ynoTpeba Ha Pas/iMyHu e3uLm.

HawwTe ekcnepTy ca Ha Pas3no/ioKeHWe, 33 A3 OTTOBOPAT Ha BbMpoOCUTE
BU.

Mons, cebpxeTe ce ¢ helptech@zytovision.com

3a obobuweHrve Ha 6e3onacHoCTTa WM epeKTUBHOCTTA, MOJA, BUXKTE

www.zytovision.com.

ZytoVision GmbH

Fischkai 1

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

Umeiin: info@zytovision.com

TbproBcKU MapKu:
ZytoVision® u Zyto Dot® ca Toproscku mapkm Ha ZytoVision GmbH.

5/5 ZytoDot 2C SPEC ERBB2/CEN 17 Probe 2023-11-06



http://www.zytovision.com/
http://www.zytovision.com/
file://///hyperv/Team-ZV/Technische%20Dokumentation/GAs/FlexISH/helptech@zytovision.com
http://www.zytovision.com/
http://www.zytovision.com/
mailto:info@zytovision.com

