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ZYTOVISION

ZytoLight
SPEC IGH Dual Color Break Apart Probe

N/ 50,05 ml)
\/ 20(0,2 mi)

Z-2110-50
Z-2110-200

3a KauyecTBEHO OTKPMBAHE HA TPAHCAOKaLMK, BK/IKOYBALLM
yosewkun IGH nokyc 8 14932.33, upes dnyopecueHTHa /in
situ xubpupusaums (FISH)

4250380P157R7

C€

0124

VD]

MNH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO
8 cvoteetctaue c VDR (EC) 2017/746

1. nMpeasuaeHa uen

ZytoLight SPEC IGH Dual Color Break Apart Probe (PL67) e npeaHasHaueHa
3a KayecTBEHO OTKpMBaHe Ha TPaHCAOKauuW, BKAlouBawm dosewkua IGH
nokyc B 14g32.33 B uMTONOrMYHM MU GUKCUMPAHU BbB GOPMaNUH, BKAKOYEHU
8 napaduH npobu upes dpayopecueHTHa in situ xubpugmsaumsa (FISH). Congata
e npesHasHayeHa Aa ce u3nonssa B KombuHauma ¢ komnnektu Zytolight FISH
Implementation Kits (Prod. No Z-2028-5/-20, uan Z-2099-20).

MpoayKTbT e npefHasHauyeH camo 3a npodecnoHanHa ynotpeba. Bcuuku
TectoBe, MpWU KOUTO Ce W3MON3Ba NPOAYKTHbT, TpaGBa Aa ce M3BbpLIBAT B
cepTuduuMpaHa, AMUEH3MpaHa naTonoroaHaToMuWYHa nabopaTopus, nog,
HabnloAeHNeTo Ha NaToor/ reHeTUK KBaamduumMpaH 3a CboTBeTHaTa AeNHOCT.

CoHgata e npefHasHayeHa A3 Ce M3MOA3Ba KaTO MOMOLLHO CPeACTBO Mpu
andepeHuManHaTta AMarHo3a Ha pas/ivMyHM BWAOBE paKk M He Tpabsa Aa ce
npegnpuemar TepanesTUYHW MEPKM CamMo Bb3 OCHOBA Ha pesysiTaTa OT TecTa.

2. MpuHUMN Ha U3NUTBaHe

TexHuKaTa Ha dnyopecueHTHaTta in situ xubpuamsaums (FISH) nossonssa
OTKPMBAHETO W BW3YanM3MpaHeTo Ha cneunmdpuyHM nocnefoBaTENHOCTU Ha
HYK/IEMHOBUW KUCEIMHWU B KNETbYHM Npenapati. PayopecueHTHO MapKupaHuTe
OHK dparmeHTyn, T.Hap. coHam 3a FISH, 1 TexHUTe KomMnaemMeHTapHu Lienesu
[HK Bepurun B npenapatute ce Ko-AeHaTypmpaT U BNOCNeACTBME Ce OCTaBAT Aa
ce HarpsaBaT Mo Bpeme Ha xubpugusaumata. Cnes ToBa HecneuUPUUHUTE U
HecBbp3aHU GparmMeHTM Ha CoHAATa Ce OTCTPAHABAT Ypes3 CTPMKTHO M3MUBAHE.
Cnep, KoHTpaouBeTaBaHe Ha [HK c DAPI xubpuausmpaHute dparmeHTM Ha
coHAaTa Ce BM3yanu3MpaT C NomowTa Ha ¢AyopecueHTEH MUKPOCKOM,
obopyaBaH C Bb3OYKAAWM U  eMUCUOHHWM GUATPK, cheunduyuHn  3a
bNyopoxpommTe, C KOUTO Ca MapKUpaHU AUPeKTHO ¢parmeHtute Ha FISH
coHpara.

1/4 ZytoLight SPEC IGH Dual Color Break Apart Probe

A=
3. MNpepocraseHn peakTusm

CeeTtnmnata ZytoLight SPEC IGH Dual Color Break Apart Probe ce cberom
oT:

. ZyGreen (b3byxpaHe 503 nm/usnvusaHe 528 nm) mapkupanu
nonaunykneotnan (~10,0 ng/ul), Kouto ca HacoueHun Kbm
nocneaoBaTesIHoOCTH, KapTorpadupaHm B 14932.33*

(chr14:106,690,778-107,268,412) pucranHo oT obnactta Ha
npekbcsaHe Ha IGH (Bx. ¢ur. 1).

. ZyOrange (Bb3bykpaHe 547 nm/usnbusaHe 572 nm) mapkupaHu
nonuHykneotnan  (~4,5 ng/ul), KoutTo ca  HacoueHu  Kbm
nocaef0BaTeNHOCTH, KapTorpadupaHm B 14932.33*

(chr14:105,296,741-105,909,611), 6au30 po obnactta Ha
npekbcsaHe Ha IGH (k. ¢ur. 1).

. XubpuamsaumoHeH bydep Ha 6asaTa Ha popmamug,

*cnopea, cbbpaHMeTo Ha YoselwKna reHom GRCh37/hg19

H14A434 RHG9050
H14A1911 RH70844
| 35 3 5
«~—
Ty
JAG2 IGH locus
——
~615 kb ~ 580 kb
Cen « 14032.33 » Tel

®urypa 1: SPEC IGH Kapra Ha conpata (6e3 mawab)

Ceetnunata ZytoLight SPEC IGH Dual Color Break Apart Probe ce npeanara
B ABa pa3mepa:

Z-2110-50: 0,05 ml (5 peakumu ot no 10 ul scaka)
. Z-2110-200: 0,2 ml (20 peakumm ot no 10 ul scaka)

4, Heobxoanmu matepuanu, KOMTO He Ca OCUrypPeHU

. MoNOXKUTENHN M OTPULLATENHWU KOHTPOHM 0bpasLu

. XubpuamsaTtop uau ropella naova

. Xnbpuamsatop uam Kamepa 3a BNaXKHOCT B NewuTa 3a xubpuamsaums
. Tavimep

. OuBeTtsiBaHe Ha BypKaHW UAN BaHU

. KannbpupaH TepmomeTbp

. Peryavpyemu nunetu (10 ul, 25 ul)

. ETaHON MK peaKkTUBEH anKkoxon

. [elioHn3unpaHa uamn aectunavpaHa Boaa

. MokpueHK cTbka (22 mm x 22 mm, 24 mm x 60 mm)

. Kayuykos ummeHT, Hanp. Fixogum Rubber Cement (Prod. No.E-4005-
50/-125) wnun nopober

. Moaxoaawo noaabpskar payopecueHteH mukpockon (400-1000x)

. Macno 3a notansHe, 0ogo6peHo 3a GpyopecueHTHa MUKPOCKONUA

. MNoaxopalwm GUATLPHU KOMMNAEKTH

LiuTonornuHm obpasum
. ZytoLight FISH-Cytology Implementation Kit (Prod. No. Z-2099-20)

. MWKPOCKONCKM CTbKNa, 6e3 noKpuTne

. BogHa 6aHsa (70 °C)

. 37% dopmanagexua, 6e3 kucenuHu, uam 10% dopmanuH, HeyTpanHo
bydepupar

. 2 NbTU GU3MONOTUYEH Pa3TBOP C HaTpues umTpaT (SSC), Hanp. ot 20x SSC

Solution (Prod. No. WB-0003-50)

O6pasum FFPE
. ZytoLight FISH-Tissue Implementation Kit (Prod. No. Z-2028-5/-20)

. MWKPOCKOMNCKM CTBK/A, NONIOKUTENHO 3apeseHun
. BogHa 6aHa (37 °C, 98 °C)
o Kewnnon
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5. CoxpaHeHue u ob6paboTka

CbxpaHsaBaiiTe npu Temnepatypa 2-8 °C B U3NpaBeHO NONOKEHME, 3aLUMUTEHO OT
cBeT/MHa. M3non3Baiite Ha 3aLLMTEHO OT CBET/IMHA MACTO. BbpHeTe B ycioBuATa
Ha CbxpaHeHue BegHara cneg ynotpeba. He u3nonssaiite peareHtute cneg
M3TMYaHEe Ha CPOKa Ha ro4HOCT, NOCOYeH Ha eTuKeTa. [poAyKTbT e cTabuneH go
[AaTtaTa Ha M3TMYaHe Ha CPOKa Ha roAHOCT, MOCOYEHa Ha eTUMKeTa, Korato ce
TpeTvpa No NoAXoAsALL HaUYMH.

6. NpeaynpexpaeHus U npeanasHN MepKU

. MpoueTeTe MHCTPYKLUMKTE 3a ynoTpeba npeau aa rv usnonssare!
. He usnonsgaiite peareHTUTe cnea U3TMUaHe Ha Cpoka Ha rogHocT!
. TO3M MPOAYKT CbAbprKa BelLecTsa (B HUCKM KOHLEHTpauuu u obemu),

KOMTO ca BpeAHM 3a 34paBeTo M NOTEHLMANHO MHEKLMO3HW. U3bArBaiiTe
BCAKAKbB MPAK KOHTAKT C peakTuBuTe. BaemeTe NoaxoAsliy Mepku 3a
3awmTa (M3non3BaiTe pbKaBMUM 33 eAHOKpaTHa ynotpeba, 3aliuTHM
oumnna u nabopatopHo ob6nekno)!

. [loknasBaiiTe 3a BCEKWU CEPUO3EH MHUMAEHT, Bb3HUKHAA BbB BPb3Ka C
NPOAYKTa, Ha NPOV3BOAUTENA U HA KOMMETEHTHWS OpraH CbrAacHO
MecTHuTe pasnopeabu!

o Ako peareHTUTe NonagHaT BbpPXYy KOXaTa, He3abaBHO i U3MNiaKHeTe C
ronAMo Kosam4yectso soaa!

. Mpu nouckeaHe 3a npodecuoHanHUA noTpebuTten ce npenocTasa
MHbOPMALMOHEH IUCT 3a 6e30MacHOCT Ha maTepuana.

. He n3nonsgaiiTe NOBTOPHO peareHTUTE, OCBEH aKo NOBTOPHATa ynoTpeba
He e U3PUYHO pa3peLleHa!

. N36AreaiiTe KPbCTOCAHO 3aMbPCABAHE Ha NPOBUTE, Tbii KAaTO TOBa MOXKE
[a foBefe [0 rpelHmn pesyaTaTy.

. CoHpaTta He TpsabBa Ja ce M3nara Ha CBETAMHA, OCOBEHO Ha CWiHa
CBET/IMHA, 33 NO-AbAbI NepUoA, OT Bpeme, T.e. BCUYKM CTbMKM TpAabBea Aa
Ce M3BbPLUBAT, KOraTo € Bb3MOMHO, Ha TbMHO M/WM/IM C MOMOLTa Ha
CBET/I0YCTONYMBM CbAO0BE.

MpeaynpeskaeHUa 3a ONACHOCT U NpeanNasHU MepKU:

KOMNOHEHTHT, onpeaensiy, onacHocTTa, e bopmamua,

é OnacHoct

H351 Mopo3npa ce, ye NPUYMHABA PaK.

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

H373 Moske fa NPUYUHK yBpEeXKAAHE Ha opraHuTe npu
NPOABMKUTENHA UAM MHOTOKPATHa eKCno3uuums.

P201 MonyyeTe cneumanHn MHCTPYKLUUKU Npeau ynotpeba.

P202 He 6opaBeTe ¢ Hero, OKaTo He NpoyeTeTe U He pasbepeTte

BCUYKM NpeanasHU MepPKU 3a 6e3onacHocT.

P260 He BAMLLBaNTE
npax/aum/ras/mbraa/vmsnapeHuns/pasnpbCcKBaHe.

P280 HoceTe 3aWmMTHN pbKaBMum/3aWmMTHO 061eKN0/3aWmTa Ha
ounTe/3alWwmTa Ha IMLETO.

P308+P313 Ako e u3noeH Ha pUCK wMaM e 3acerHaT: [oTbpcerte
MeAMUMHCKa NOMOLL/BHUMaHWe.

P405 MarasuHbT e 3aK/lo4eH.

7. OrpaHuuyeHus

. 3a uH 8UMPO AMarHoCTMYHa ynotpeba.

. Camo 3a npodecnoHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynoTtpeba.

. AHa/ZIMTUYHaTa HOPMaJIHa FPaHMLA 33 MHTEpecyBaliMa BM aHOPManeH

MOAen Ha curHana Tpabsa ga 6bae onpesesneHa OT KBanuduumpad
naTonor/reHeTK Ha YoBeKa.

. KNAvHWYHaTa uHTepnpeTauma Ha BCAKO MONIOMKMUTENHO OLBETABaHe UAu
MncaTta Ha TakoBsa TpA6Ba Aa ce HanpaBW B KOHTEKCTA Ha KAWHWYHATA
aHamHesa, mopdonoruaTa, APYr1n XMCTONaToNOrMYHN KPUTEPUM, KAaKTO U
APYrM AMArHOCTUYHKM TecToBe. MaTtosor/ reHeTuk Keaauduumpad 3a
CbOTBETHATA AEMHOCT e ANbXKeH Aa no3HaBa FISH coHauTe, peareHTuTe,
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[AVarHOCTUYHUTE NaHenu M MeToAWTE, U3MON3BaHM 3a NojyyasBaHe Ha
ouBeTeHus npenapat. OueTaABaHeTo TpAbBa A3 Ce W3BbLPWBA B
cepTuduLMpaHa, nLeH3upaHa nabopatopums noj Haa3opa Ha natonor/
reHeTMK KBanuduLmMpaH 3a CboTBeTHaTa AEMHOCT e, KOMTO oTroBapsa 3a
npernesa Ha oLBETEHUTE NPENapaTH 1 3a OCUTypABaHe Ha aAeKBaTHOCTTA
Ha NONOXKUTENHWUTE U OTPULLATESIHUTE KOHTPO/IM.

. OupeTABaHeTO Ha obpaseld, 0COBEHO MHTEH3MBHOCTTA Ha CUrHana u
¢$oHOBOTO ouBeTABaHe, 3aBUCK OT obpaboTkaTa Ha obpaseua npegu
ouBeTABAHETO. HenpasunHoTto duKcupaHe, 3ampassiBaHe,
pasmpassiBaHe, UW3MMBaHe, CylEHe, HarpsaBaHe, pfA3aHe WU
3ambpcaBaHe C ApyrM nNpobu uAM TeYHOCTM MOKe fa [oBefe A0
aptedak™ unu ¢anwmsm pesynTat. HecboTBeTCTBaLWTE pPe3yaTaTH
MOraT Aa Ce Ab/KaT Ha Pas/IMKK B MeToAWTE Ha GUKCUMPaHe U BrpaxaaHe,
KaKTO M Ha NpuCcbLum Ha o6paseLia HepeaHOCTH.

. CoHpata TpabBa Aa ce M3no/38a Camo 3a OTKPMBAHE Ha JIOKYCH, ONUCaHK
B rnaBa 3. "MpegocraBeHn peaktmnsn'.

. M3nbAHEHMETO € BaMAMPaHO C NOMOLLTA Ha NPOLEeAypPUTE, ONUCAHU B
Te3n WHCTPYKUMM 3a ynotpeba. Moandukaumute Ha Tesu npoueaypu
MOraT Aa NPOMEHAT XapaKTEPUCTUKMTE M TpAabBa Aa 6bAAT NOTBbPAEHM
oT notpebutensa. Tosm IVD e ceptudbuumpar kato CE camo korato ce
M3M0A3Ba, KAaKTO € ONUCaHO B Tasn MHCTPYKLUMA 3a ynoTpeba B pamkuTe
Ha npeaBuaeHata ynotpeba.

8. Mpeuyewwm Bewecrsa

MpucbcTawmTe B npobata 4YepBEHW KPbBHM KAETKM MoraT Aa nposAsaAT
aBTOGNyOpecUeHLMaA, KOATO NPeyYmn Ha Pas3no3HaBaHETO Ha CUrHana.

CnepHute puKcaTopm ca HecbBmecTUMM ¢ FISH:

. ®ukcatms Ha Bouin

. ®ukcatop BS

. KucenmHum dukcatopm (Hanp. NMMKPUHOBA KUCENMHA)
. ®uKkcatus Ha Zenker

. ANKOXONM (KOraTo ce M3MN0A3BaT CaMOCTOATENHO)

. *KunsaueH xnopug,

. dopmangexna/umHkos dukcaTop

. PukcatopbT Ha OnaHg,

. HebydepupaH dopmanuH

9. MNopgrotoska Ha o06pa3sum

MoproTeete 0bpasunTe, KaKTO € OMNUCAHO B WMHCTPyKUMUTE 33 ynoTpeba Ha
CbOTBETHMA KOMMEKT 33 NpunaraHe Ha ZytoVision.

10. NoaroTreutenHa o6paboTKa Ha yCTPOMCTBOTO

MpoayKTbT e roTos 3a ynotpeba. He ce M3KCKBa Bb3CTaHOBABaHe, CMECBaHe UK
paspexaaHe. Npegu ynotpeba nocraseTte coHAaTa Ha CTaliHa Temnepatypa (18-
25 °C), 3awumTeTte A oT cBeTAnHa. Mpeau aa oteBopuTte GpaakoHa, pasbbpKaiTte C
BOPTEKC M 3aBbpTETE 3a KPATKO.

11. Npoueaypa 3a aHanu3

LiutonornuHun obpasuym

MNpeasapuTenHa 06paboTtka Ha npobute
M3BbplieTe npeasaputenHa obpaboTka Ha npobuTe B CLOTBETCTBUE C
MHCTPYKUMKTE 3a ynoTpeba Ha ZytoLight FISH-Cytology Implementation Kit.

[OeHatypauums n xubpuausaums
1. HaHecete ¢ nuneta 10 ul ot coHpata BbpXy BCeKkW NpeaBapuTEsHO
obpaboTeH obpaseu,

2. MokpwuiiTe 06pasumTe C NOKPUBHO CTHKAO C pasmepun 22 mm x 22 mm
(u3bsrsaiiTe 3agbpaHeTo Ha MexypyeTa) M 3anedaTtaiTe MOKPUBHOTO
CTbKJIO.

Npenopvyeame 8u da usnonzeame 2ymeH yumeHm (Hanp. Fixogum) 3a
YNAbMHABAHE.

3. MocTaBeTe NpeaMeTHM CTbKAa BbPXy ropeLa niova uam xubpuamusatop
1 aeHatypupaite obpasumte 3a 5 muHytn npu 72 °C.

4, MpemecTeTe nNpeaMeTHO CTbKAO B Kamepa 3a B/AXHOCT MU
xubpuausmpaiite 3a egHa How, npu 37 °C (Hanp. B new 3a
xnbpuausaums).

BaxtHo e 0bpasyume 0a He U3CbXx8am o epeme HaA xubpuduszayusma.
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Cnep, xubpuausaumata

M3BbpleTe obpaboTkaTa cneq xubpuamsaumaTa (3muBaHe,
KOHTpaougeTaBaHe, GAyopecUeHTHa MUKPOCKONMA) CbIAAaCHO MHCTPYKLMUTE 3a
ynotpeba Ha ZytoLight FISH-Cytology Implementation Kit.

O6pasum FFPE

MNpeaBaputenHa o6paboTka Ha npobute

U3BbplweTte npeaaputenHa obpaboTka Ha npobute (obesnapasuTasaHe,
NpOTe0AN3a) CbINAaCHO MHCTPYKUMUTE 3a ynoTtpeba Ha Zytolight FISH-Tissue
Implementation Kit.

[OeHatypauuma u xubpuausauua
1. Hanecete ¢ nuneta 10 ul oT coHpaTa BbpxXy BCEKM NpensapuTesHO
obpaboTeH obpase,

2. MokpuiiTe 06pasumTe C MOKPUBHO CTHKIO € pasmepn 22 mm x 22 mm
(n3barBaiiTe 3agbpaHeTo Ha MexypdeTa) W 3anedaTaiiTe MOKPUBHOTO
CTBK/IO.

Mpenopvygame eu Oa u3nonsgame 2ymeH uyumeHm (Hanp. Fixogum) 3a
YNAbMHABAHE.

3.  TlocraseTe nNpeAMeTHU CTbKAA BbPXY ropelya njoya uam xubpuausatop
1 AeHatypupaiite obpasumte 3a 10 munyti npu 75 °C

4. T[pemecreTe npeamMeTHM CTbKAa B Kamepa 3a BAXKHOCT U
xvbpuamsmpaiite 3a egHa How, npu 37 °C (Hanp. B new 3a
xnbpuamsaums).

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

Cnep xubpuausaumata

MN3BbpLIeTe obpaboTtkaTta cnep, xubpuamsaumata (u3muBaHe,
KOHTpaougeTABaHe, GNyopecUeHTHa MUKPOCKONMA) CbIacHO UHCTPYKLMUTE 3a
ynotpeba Ha ZytoLight FISH-Tissue Implementation Kit.

12. TobnkyBaHe Ha pesyntatute

Mpu M3NON3BaHE Ha MOAXOAAM GUATBPHU KOMMNEKTU XMBPUAN3ALMOHHUTE
CMrHa/IM Ha COHAATa U3MNEXAAT 3e/1eHU (AMNCTanHO OT 061aCTTa Ha NpeKkbeBaHe
Ha IGH) u opaH:kesu (npokcumanHo ot obnactta Ha npekbesaHe Ha IGH).

HopmanHa cutyaums: B nHTepdasnTe Ha HOPMasHU KNETKM MAU KNeTKn Ges
TpaHcnoKauua, srkatousalwa sokyca IGH, ce nossasar gsa 3eneHn/opaHkesu
CUrHana 3a cameate (BX. dur. 2).

HeobuuaitHa cutyauma: Egun IGH nokyc, 3acerHat oT TpaHcnokauusa, ce
0603HayaBa C eauH OTAE/NEH 3€/1eH CUTHAN U e4WH OTAENEH OPaHXKeB CUrHan
(8. durypa 2).

lpunoKpusawume ce cusHaau mo2am da ce MoABAM KAMO X bAMmu cu2Hanu.

KOMM/IEKT ABOMHM IEHTOBM GUATPM 3a 3e/1eH/OpaHIKeB LBAT

HopmasnHa cutyauus AbepaHTHa cuTyaumn

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

FeHOMHUTe abepauumn, AbXKalWM ce Ha ManKu Aeneuun, Aynankaumum wuam
MHBEPCUM, MOraT Aa AoBeaT 40 He3abeNeXMMU CUrHaHU MOZENM.

Mopaau xomonoxHute nocnegosartenHoctn Ha IGH 8 16p11.2 n 15q11.2
moraT aa ce HabnogasaT cnabu KpbCTocaHn xnbpuamsaumm.

Opyrv abepaHTHU CUrHaNHWM Mogenn moraT Aa 6baaT NPUUMHEHM OT MbAHa
unm vactmuHa 3aryba Ha IGHC wan IGHV reHun, Kakto u oT KpunTuuHK
MHCEPUMM B ApYyrM NoKycu. OCBEH TOBa OTCHbCTBAWMTE WM HamaneHute
3e/1eHN CUTHaNM Ha eAMHMA WM Ha ABaTa afena moraT Aa npeacrasnssaT
peneumn Ha IGHV rewu B pesyntat Ha HopmanHa comatuuHa V-D-J
pekombuHaums.

B HAKOM HeobwuaiHM npobu morat ga ce HabogaBaT APYrM MOAENM Ha
CWUTHA/IW, Pa3/IMYHM OT ONUCAHUTE NO-rope. Te3n HEOYAKBAHW CUTHAJTHU MOLEN
Tpab6Ba Aa 6baaT AOMBAHUTENHO U3CNeABaHMU.
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Az
Mons, 06bpHeTe BHUMaHMe:
. MNopaayn AeKOHAEH3NPaHUA XPOMaTUH eamHuyHuTe FISH curHanm morar
Aa ce NoABAT KaTo MasikM CUTHanHU KabcTepu. CnegosatenHo Asa uam
TPU CUrHaNa C efHaKbB pasmep, pasfeneHn Ha pascTosHue < 1
AVameTbp Ha cuUrHana, Tpabea Aa ce cYMTaT 3a e4AWH CUTHA.

. He oueHsABaiTe NpUNOKpPUBALLM Ce AApa.

. He 6poiite npekaneHo pasrpageHuTe aapa (pasnosHasa ce no TbMHUTE
061aCcTH, KOUTO ce BUXKAAT BbTpe B AApaTa).

. He 6poiiTe AgpaTta CbC cUAHA aBTOPNYOPECLEHLMA, KOATO Mpeyn Ha
pa3no3HaBaHeTo Ha curHana.

. OTpuuateneH uau HecneuuduyeH pesyntaT MOXe Aa Ce Ab/MKU Ha
MHOKecTBO daKTopm (B:K. rnasa 16 "OTcTpaHaBaHe Ha Nnpobaemun").

. 3a fa ce MHTEpNpeTMpaT NPaBUAHO pe3yaTaTuTe, notTpebuTenaT Tpabea
[a Ba/uAMpa TO3U NPOAYKT Mpeau M3MO0N3BAHETO My B AMArHOCTUYHM
npoueaypy B CbOTBETCTBME C HALMOHANHWUTE U/WAWM MEKAYHAPOAHUTE
HaCoKMN.

13. NpenopbuuTenHu npoueaypyu 3a KOHTPOA Ha KauecTBOTO

3a fa ce cneay 3a NPaBUMAHOTO GYHKLUMOHWMpPaHe Ha obpaboTeHuTe npobu u
TECTOBWTE PeaKTUBM, BCEKU aHaNu3 TpabBa Aa ce NPUApPY¥KaBa OT BbTPELLHU 1
BbHLWHKW KOHTPO/IUM. AKO BbTPELIHUTE W/UAU  BBHIUHWUTE KOHTPOAU He
[EeMOHCTPUPAT NOAXOAALLO OLBeTABaHe, pesyatatute ¢ Npobu OT MauueHTU
TpAbBa Aa ce cYMTaT 3a HEBANUAHM.

BbTpeweH KOHTpon: HeHeonnacTMuHWM KAeTKM B obpaseua, KOUTO wmaT
HOpMasneH curHan, Hanp. dpubpobnactu.

BbHIWHO ynpaBaeHue: BannampaHu NoNOKUTENHU U OTPULLATENHU KOHTPOTHU
obpasum.
14. PaboTHM XapaKTepuCTUKK

14.1 Uutonormunm obpasum

M3nbaHeHneTo bGellle OLEHEHO CblNacHO MHCTPYKUMWTe 3a ynoTpeba Ha
komnnekta ZytoLight FISH-Cytology Implementation Kit.

AHanUTMYHa 100% (95% Cl 98.5 - 100.0)
4YBCTBUTENHOCT:

AHaNUTUYHA 100% (95% CI 97.0 - 100.0)
cneyupuyHoCT:

14.2 O6pasumu FFPE

M3nbaHeHneTo bGellle OLEHEHO CblNacHO WMHCTPYKUMWTe 3a ynoTpeba Ha
komnnekta ZytoLight FISH-Tissue Implementation Kit.

AHanUTMYHa 100% (95% Cl 98.5 - 100.0)
4YBCTBUTENHOCT:

AHaNUTUYHA 100% (95% CI 97.0 - 100.0)
cneyupuUHOCT:

15. W3xebpnsaHe

M3xBbpaAHETO Ha peareHTUTe TpsbBa fa Ce M3BbPLIBA B CbOTBETCTBME C
MecTHWUTe pasnopesbun.

16. OrtcTpaHsBaHe Ha HEM3NPaBHOCTU

BcAKO OTKIOHEHME OT MHCTPYKLMUTE 3a paboTa MmorKe Aa AoBeae A0 MO-HUCKK
pe3ynTaTv Npu ouBeTABaHETO UM A0 UNca Ha ouBeTaBaHe. HAKoM OT cbBeTUTe
B TO3M pa3gen ce npwaaraT camo Npu usnonssaHe Ha ZytoLight FISH-Tissue

Implementation Kit. Mons, BuXTe www.zytovision.com 3a noseuye
MHdopmaLms.

Cnabu curHanu mam avnca Ha TakMBa

Bb3moXKHa npuymHa [Oelicteue

KneTbuHa Mam TbKaHHa OnNTMMKU3NpPaTe BpEMETO 3a

npoba He e puKcMpaHa duKcmpaHe u pukcatopa nnm
NpaBuIHO NpUIOXKeTe CTbMNKa cnes GUKcupaHe,
KaKToO e onucaHo B "npoueaypa 3a
aHanu3" B pbKOBOACTBOTO 3a ZytoLight
FISH-Tissue Implementation Kit.
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MpoTeonutnyHata
npeagaputenHa obpabotka
He e M3BbpLUeHa NPaBUAHO

OnTMMU3KpaiiTe BpemeTo 33
MHKy6UpaHe Ha NencuH, ako e
HeobxoAMMo, yBenuyeTe UM HamasneTe

M3napaBaHe Ha coHAaaTa

KoraTto usnonssate xubpuamsatop,
M3MON3BAHETO Ha MOKpUTE
NeHTW/HanbAHeHUTe ¢ BO4a
pesepBoapu e 3adb/KuTenHo. Mpu
M3MoN3BaHe Ha newy 3a xubpuamnsaumns
€ 33 b/IKMTEIHO M3M03BaHETO Ha
Kamepa 3a BnakHocT. OcBeH ToBa
MOKPUBHOTO CTbKAO TpAbBa Aa ce
3anevarta Hanb/HO, Hanp. ¢ Fixogum,
3a [a ce NpPesoTBPaTM U3CbXBAHETO Ha
npobata no Bpeme Ha xnbpuansaumaTa

M3non3saHn HenoaxoAaLLm
GUNTBPHU KOMNEKTH

M3non3galite GUNTBPHU KOMMNEKTH,
noaxoAAwy 3a bayoxpomute Ha
coHAara.

Komnaekmume ¢unmpu ¢ mpoliHu
s1eHmu ocu2ypasam o -mMasKko
ceemsuHa 8 cpasHeHue ¢
Komnaekmume ¢uampu ¢ eoHa uau
dse neHmu. CnedogamesHo cueHanume
mozam 0a usanexoam rno-ca1abu, ako
ce U3r0s38am me3u KOMaekmu om
mpuneHmosu uampu

CUrHasim 3a KpbcTocaHa Xxmbpuausauums; 3awymeH ¢oH

Bb3moxkHa npu4nHa

[Oevicteune

HenbnHo 0693I‘Iapa3MTﬂBaHe

M3non3BaiiTe NpecHn pasTeopwu;
npoBepeTe NPOABLAKUTENHOCTTA Ha
AenapadpuHupaHeTo

Tebpae cunHa
NPOTEONUTUYHA
npeaBapuTenHa obpabotka

HamanssaHe Ha BpemeTo 3a
MHKYBWpaHe Ha nencuH

CnaiigoBe, oxnafeHu 4o
cTaliHa TemnepaTypa npeau
xubpuamsaumn

MpemecteTe npeametute 6bp3o B 37
°C

PaspyweHa mopdonorus

Bb3moXKHa npuymHa

[Oevicteune

KneTbyHaTta MM TbKaHHaTa
npoba He e puKcMpaHa
npaBwHO

OnTuMu3MpaiTe BpemeTo 3a duKcupaHe
1 puKcaTopa UAKU NPUOXKeTe CTbMKA
cnep, GUKCMpaHe, KaKTo e OnucaHo B
"npoueaypa 3a aHanu3" B pbKOBOACTBOTO
3a ZytoLight FISH-Tissue Implementation

Kit.

MpoTteonutuyHata
npeagaputenHa obpabotka
He e U3BbpLUEeHa NPaBUIHO

OnTMMM3mMpaliTe BpeMeTo 3a
MHKYBMpPaHe Ha NencuH, ako e
HeobxoaMMmo, Hamanete ro

HepocTtaTbyHO M3cylwaBaHe
npeau HaHacAHe Ha coHAaTa

YabKaBaHe Ha CyLIEHETO Ha Bb3AyX

MpunoKpusawm ce aapa

Bb3moXHa npuumHa

[Oeiictene

Henoaxoaawa gebenmuHa Ha
TbKaHHWUTE pa3pesn

MoaroTteaHe Ha 2-4 UM MUKPOTOMHM
paspesu

O6pasuyuTe ce U3ZUraT oT NPeAMETHO CTbK/IO

Bb3moXKHaA npuynHa

[Oevicteune

TeBbpae cuaHa
NpPOTEONUTUYHA
npeagaputenHa obpabotka

HamanssaHe Ha BpemeTo 3a
MHKYBUpaHe Ha nencuH

4/4

Cnabo KOHTPACTHO ouBeTABaHe

(A1

Bb3moXKHa npuymHa

[Oelicteue

HUCKOKOHLLEHTPUPaH
pasteop Ha DAPI

BmecTo ToBa M3nonsaire

DAPI/DuraTect-Solution (ultra) (Prod.

No. MT-0008-0.8)

Tebpae KpaTKo Bpeme 3a
nHKy6upare Ha DAPI

PerynupaHe Ha BpemeTo 3a
nHKy6bupaHe Ha DAPI
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18. Pesusua

I:III www.zytovision.com
Mons, BwKTe www.zytovision.com

33 Hal-HoBuTe WUHCTPYKUMKN  3a

ynoTpeba, KakTo 1 3a MHCTPYKLUMM 3a ynoTpeba Ha pas/iniHu e3num.

HawwTe ekcnepTtv ca Ha pa3no/ioKeHue, 3a Aa OTFOBOPAT Ha BbMPOCUTE BU.
Mons, cebprkeTe ce ¢ helptech@zytovision.com

3a ob6o6ueHne Ha 6e3omacHocTTa M edeKTUBHOCTTA, MOJA, BUNKTE

www.zytovision.com.

ZytoVision GmbH
Fischkai 1

27572 Bremerhaven/ lrepmaHus

TenedoH: +49 471 4832-300
dakc: +49 471 4832-509

www.zytovision.com
Umeiin: info@zytovision.com

TbproBCcKU MapKu:

ZytoVision® n ZytoLight * ca TbproBckm mapku Ha ZytoVision GmbH.

ZytoLight SPEC IGH Dual Color Break Apart Probe
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