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ZYTOVISION

ZyBlack Quenching Solution

BS-0002-8 N/ 20 (8 ml)

3a u3non3eaHe Npu npoueaypu 3a ¢ayopecueHTHa /1 sifu
xnbpnausaumsn

4250380S718N

q3

MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

K_ZyBlack Quenching Solution (BS2) e npeaHasHaueH aa ce u3nonssa npu
npoueaypv 3a dayopecueHtHa /n sifu xnbpugmsauma (FISH) 3a HamanssaHe
Ha aBTOdNyOpecueHUMsTa Ha QUKCUMpPaHU BbB GOPManMH W BrpajeHu B
napadpuH obpasum. ZyBlack Quenching Solution e npeaHasHadeH ga ce
u3rnonssa B KOMBUHauuA cbe coHan Zytolight w Zytolight FISH-Tissue

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

MpoayKTbT e npefHa3HauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TecToBe, MpPW KOUTO ce M3MoA3Ba MPOAYKTHT, TpabBa Aa ce M3BbpLIBAT B
cepTuduLMpaHa, AuWUeH3MpaHa naTosoroaHaToMuyHa nabopatopusa, noA
HabloAeHNEeTO Ha NaTonor/ reHeTUK KBaMduLMpaH 3a CboTBETHaTa AeNHOCT.

2. MpuHUMN Ha M3NUTBaHe

TexHukaTa Ha dnyopecueHTHaTta in situ xubpuamsaums (FISH) nossonssa
OTKPUBAHETO W BU3yaZIM3MPAHETO Ha CrneundUYHU MNoCNeAoBaTENHOCTU Ha
HYKNIEMHOBU KUCE/IMHW B KNEeTbYHM Npenapatu. ayopecueHTHO MapKupaHuTe
[OHK dparmeHTyn, T.Hap. coHam 3a FISH, 1 TexHUTe KoMNaemMeHTapHu Lenesu
[OHK Bepuru B npenapatuTe ce KO-4eHaTypupaT 1 BNocieACcTBME ce OCTaBAT A3
ce HarpsBaT no Bpeme Ha xubpuausaumata. Cnen ToBa HecneunduyHuTe U
HecBbp3aHM GpparmMeHTU Ha COHAATA Ce OTCTPAHABAT Ypes3 CTPUKTHO M3MUBAHE.
Cnes KoHTpaoupetaBaHe Ha [HK c DAPI xubpuausmpaHute dparmeHTU Ha
coHAaTa ce BW3yanuM3upat C nomowTa Ha ¢ayopecueHTeH MUKPOCKoN,
obopyaBaH C Bb3OYKAAWM W €MUCUOHHM  GUNTPKU, cneundUyHn 3a
dNyopoxpomuTe, C KOMTO Ca MapKMpaHuU AWPEKTHO ¢parmeHTuTe Ha FISH
coHaara.

3. MpepocraBeHun peakTusm

ZyBlack Quenching Solution ce npeanara s eanH pasmep:

. BS-0002-8: 8 ml (goctatbueH 3a 20 Tecta ot 400 ul Bcekw)
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4. HeobxoaMmu matepuanu, KOUTO He Ca OCUFYPEHU
. ZytoLight probe
. ZytoLight FISH-Tissue Implementation Kit (Prod. No. Z-2028-5/-20)
. 25x Wash Buffer A (Prod. No.: WB-0002-50) nan

. 5x F/exiSH Wash Buffer (Prod. No.: WB-0010-150/ -500)
. [JeloHn3vpaHa uamn gecTuavpana soga

Komnnekta ZyBlack Quenching Solution e npegHasHadeH 3a usnonssaHe B
npoueaypu 3a ISH ¢ nomowra Ha coHau u komnnektn ZytoVision. 3a
MHOPMaLMs OTHOCHO MaTepuanute, Heobxogumu 3a ISH npoueaypure,
MO/, BUKTE MHCTPYKUMWTE 33 ynoTpeba Ha CbOTBETHATa COHAA U KOMI/IEKT
3a usnbaHeHue ZytoVision.

5. CobxpaHeHue u o6paboTka

CoxpaHsaBaite npu Temnepatypa 2-8 °C B u3npaseHo nosoxeHue. BopHete
Npu ycnoBusATa Ha CbXpaHeHuwe BegHara cnep ynotpeba. He usnonssaiite
peareHTWTe cnef, M3TMYaHE Ha CPOKa Ha FOAHOCT, MOCOYEH Ha eTUKeTa.
MpoAyKTbT e cTabuieH [0 AaTaTa Ha M3TUYaHEe Ha CPOKa Ha FOAHOCT, NOCoYeHa
Ha eTUKeTa, KoraTo ce TPeTupa no NoAXoAALL HauuH.

6. MNpeaynpexpeHna n npeanasHU MepKM

. MpoyeTeTe MHCTPYKUMMTE 3a ynoTpeba npeam ga rv usnonssare!
. He n3nonssaiTe peareHTUTE cneg U3TUYaHe Ha CPOKa Ha rogHoct!
. TOo31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOUTO Ca BpeAHW 3a 34paseTo. M36arsaiite BCAKAKbB MPAK KOHTaKT C
peareHTMTe. B3emeTe NOAXOAAWM MepkM 3a 3awmTa (M3nonssaiire
pbKaBMLUM 33 €AHOKpaTHa ynoTpeba, 3aWwmTHU ounna u NabopaTopHO
o6nekno)!

. [loknasaBaiiTe 3a BCEKM CEPUO3EH MHLMAEHT, Bb3HWKHAN BbB BPb3Ka C
NPOAYKTa, Ha MPOWU3BOAWUTENA M Ha KOMMETEHTHUA OpraH CbriacHo
MecTHuTe pasnopesbu!

° Ako peareHTUTE NONagHaT BbPXY KOXKaTa, He3abaBHO A U3NJakHeTe C
ronAamo Konmyecrtso BO,D,a!

. Mpu nouckeaHe 3a npodecroHanHWA noTpebuTen ce npenocTass
MHPOPMaLMOHEH IUCT 33 6e30MNacHOCT Ha MaTepuana.

. He w3nonsBaiiTe NOBTOPHO peareHTUTE, OCBEH aKO MOBTOPHaTa
ynotpeba He e U3puyHo paspeleHal

. MN36sreaiiTe KPbCTOCAHO 3aMbpcABaHe Ha NPobuTe, Tbil KAaTO TOBA MOXKe
[a foBefie [0 rPeLHn pesyaTaTu.

o He TDHGBa Aa Ce AOonyCKa U3CbXBaHe Ha 06pa3LI,VITe no Bpeme Ha
XVIGpMAVBaLI,VIHTa 1M NpomMnBaHeTo.

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

Tasu coHaa He e KnacudmuMpaHa KaTo onacHa B CbOTBETCTBME C PernameHT
(EO) Ne 1272/2008.

7. OrpaHuueHuna

. 3a uH 8UMPO AMArHOCTUYHA ynoTpeba.

. Camo 3a npodecroHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynotpeba.

. KAWHWYHATa MHTepnpeTauma Ha BCAKO MOJIOMKWUTENHO OLBeTABaHe WU

iMncata Ha Takosa TPAbGBa Aa ce HanpasW B KOHTEKCTA Ha KAMHMYHATA
aHamHesa, MopdoNoruATa, APYrm XMCTONATONOTUYHM KPUTEPUM, KAKTO U
APYrM  AMarHoCTMYHKM TectoBe. OTrOBOPHOCT Ha  KBanuouumMpaHus
NaTonor/YoBeWKN reHeTUK KBanudMUMpaH 3a CbOTBETHATa AEMHOCT.e
fa nosHasa ISH coHaute, peareHTUTe, AMArHOCTMYHWTE NaHenu w
MeToAWTEe, M3MO/I3BaHM 3a MOJyyaBaHe Ha OLUBETeHWA mnpenapar.
OugeTaBaHeTo TpA6Ba Aa ce U3BbPLLIBA B cepTudULMpaHa, MMLEH3UpaHa
nabopaTtopus nof Haa3opa Ha matosior/ reHeTuK Keanudwuumpad 3a
CbOTBeTHaTa AeMHOCT., KOMTO OTroBaps 3a npernefa Ha ouBeTeHuTe
npenapaTv 1 3a OCUrypsBaHe Ha afeKBaTHOCTTAa Ha MONOXKUTESHUTE U
OTPULIATENIHUTE KOHTPOAW.
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. OupeTABaHeTo Ha o6paseua, 0CO6EHO MHTEH3MBHOCTTA Ha CUrHana u
¢doHoBOTO ouBeTABaHe, 3aBucKM OT obpaboTkaTa Ha obpaseua npeau
OLBETABAHeTo. HenpasunHoto duKempare, 3ampassBaHe,

pasmpasfBaHe, W3MMBaHe, CylleHe, HarpsBaHe, ps3aHe WM
3ambpcABaHe C Apyrv Npobu MAM TEYHOCTM MOXKe A3 AoBede A0
apTedakTM uau panwusu pesynTatu. HecboTBETCTBALMTE pe3yNTaTH
MoraT Aa ce Ab/KaT Ha PasiukuM B meToauTe Ha duKcupaHe u
BrPaAaHe, KakTo M Ha NPUCbLLM Ha obpaseLa HepeaHOCTH.

. ManbnHeHneTo  bewe  BanMAMPaHO, KaTo  6Axa  M3MNO/A3BaHU
npoueaypvTe, ONUCaHW B MHCTPYKUMATA 3a ynoTpeba Ha CboTBETHaTa
coHga ZytoVision 1 Komnnekta 3a usnbaHeHue. Moaudukauumte Ha
Tesu npoueaypu Morat Aa NPOMeHAT epeKTMBHOCTTa M TpabBa aa 6baaT
noTebpaeHn ot notpebutena. Tosm IVD e ceptuduumpan kato CE camo
KOraTo ce M3MoA3Ba, KaKTO € ONMCaHO B Ta3W MHCTPYKLMA 3a ynoTpeba
B pamMKuTe Ha npeasuaeHata ynotpeba.

8. Mpeuyewwm Bewecrsa

BuKTEe MHCTPyKuMMTE 33 ynoTpeba Ha CboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 3@ BrpaxaaHe.

9. NopgrotoBka Ha o6pasum

BuKTe MHCTPyKuMMTE 33 ynoTpeba Ha cboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 33 BrpaxaaHe.

10. NoarorsutenHa o6paboTKa Ha YCTPONCTBOTO

BuKTe MHCTpyKuMuTe 3a ynoTpeba Ha cboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 33 BrpaxaaHe.

11. MNpoueaypa 3a aHanu3

ZyBlack Quenching Solution (BS2) mosxe necHo pa 6bae BKAOYeH B
npotokonute 3a FISH ot ZytoVision GmbH, kato ce npunara cneg
npeagaputesiHa NpoTeoanTuYHa obpaboTka Ha GUKCMpaHU BbB GOPMaNUH U
BrpageHu B napaduH npobu (3a nogpobHa MHGOPMaLMA OTHOCHO TOBA Kak Aa
ce ussbpwsea FISH ¢ npoayktn Ha ZytoVision, mons, BUKTe MHCTPYKUMATA 3a
ynoTpeba Ha cboTBeTHaTa CoHAa U Komnnekt Zyfolighd.

(1)  nNpeaun ynotpeba posepere ZyBlack Quenching Solution (BS2) ao
cTaiiHa TemnepaTypa.
(2) 3asbpwerte npegsapuTenHata npoteoauTMYHa 0bpaboTka:

. MpomusarHe 1 NbT 33 5 MUHYTM Npu cTaliHa TemnepaTypa B
Wash Buffer SSC (WB1)

. Mpomuiite 1 nbT 3a 1 MWHYTa nNpu cTailiHa TemnepaTypa B
[elioHU3MpaHa BoAa.

. Oexvgpatupane: 8 70%, 90% n 100% ertaHon, BcAka 3a 1
MUH.

. M3cylweTe HaMb/IHO CEKLMUTE Ha Bb3AyX.

(8) Hawecete nopxoaswo konuuectso ZyBlack Quenching Solution
(BS2) Bbpxy obpaseua.

(4)  WHky6upaiite B npogbakeHne Ha 30 MUHYTM Ha CTaiiHa TemnepaTypa
BbPXY paBHa NOBbPXHOCT.

(5) Npomwiite 2 nb™M no 5 mMuH. npm cTaitHa Temnepatypa 8 1x Wash
Buffer A (WB2) unu 1x FlexdSH Wash Buffer (WB10) (npurotsetu,
KaKTO € OnWCaHO B WHCTPYKUMMTe 3a ynotpeba Ha CbOTBETHMWA
6ydep).

(6) Npomuiite 1 nbT 33 1 MUHYTa B AelOHM3MpPaHa BoAA.

(7)  V3cywerte obpasumte Ha Bb3ayx 3a noHe 30 MUHYTY.

(8) nNpogbnskere ¢ xMbpuamsaumaTa Ha coHpata ZytoVision.

Mo u36bop, Ko2amo ce U3ebPWEA CMBIKA cAed puKcupaHe:

3asvpweme nocmepukcayuama, npedu da uznonseame ZyBlack Quenching
Solution.

12. TobnkysaHe Ha pesyntatute

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. MNpenopbunTeNHU NpoLEeAypU 33 KOHTPON Ha KauecTBoTO

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.
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14. Pab0oTHU XapaKTEepPUCTUKM

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WUsxebpnsaHe

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

16. OrtcTpaHsBaHe Ha HeM3NPaBHOCTU

BCAKO OTKNOHEHME OT UHCTPYKLMUTE 3a paboTa MoXe Ja AoBese A0 No-/owWm
pesyaTaTV Npy OLBETABAHETO MAW A0 AUMCa Ha OUBETABaHE. 3a AOMbAHUTENHA
MHOOPMALMA BUXKTE MHCTPYKLMUTE 33 ynoTpeba Ha CbOTBETHATa COHAA W
KomnnekT ZytoVision.

17. Nurepatypa

. Kievits T, et al. (1990) Cytogenet Cell Genet 53: 134-6.

. Wilkinson DG: In Situ Hybridization, A Practical Approach, Oxford
University Press (1992) ISBN 0 19 963327 4.

18. Pesusua

I:]E__I www.zytovision.com

Mons, BwXTe www.zytovision.com 3a Hai-HOBUTE WHCTPYKUMM 33
ynoTtpeba, KakTo U 33 MHCTPYKLMK 3a ynoTpeba Ha pasnnyHKN e3uum.

HawuTe eKcnepTu ca Ha pasno/ioKeHue, 3a Aa OTTOBOPAT Ha BbNpoCUTE
Bu.
Mons, cebpxeTe ce ¢ helptech@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®, FledSH® n ZytoLight® ca Tbproscku mapku Ha ZytoVision
GmbH.
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