Vers. 1.1.1 BG

ZYTOVISION

Anti-Mouse-HRP-Polymer

AB-0002-4 N/ 40 (4 ml)

3a n3nos3BaHe Npu NpoLesypy 3a XPOMOTreHHa in situ X

népuansauyms (CISH)
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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Anti-Mouse-HRP-Polymer (AB2) e npesHasHayeH ga ce w3nonssa 3a
OTKpMBaHe Ha xpomoreHHa /n sifu xnbpugusauma (CISH) npu npunoxenus
BbpXy OMKCMpaHu BbB dopmanvH v BrpageHu B mapaduH obpasum. Anti-
Mouse-HRP-Polymer e npegHasHadeH ga ce u3nonssa B KOoMBUMHauusA c
MapKUpaHu ¢ aurokeureHunH coHam ZytoDot wnm ZytoFast u cbotseTHuTe

KOMNANEKTU 3a NpuaaraHe.

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TecToBe, MPW KOUTO Ce M3Mo/3Ba MPOAYKTHT, TpAbBa 4a ce M3BbpLIBAT B
cepTudMLMpaHa, JMUEH3MpaHa naTo/sioroaHaToMuyHa nabopatopusi, Mo
Hab/loAeHNEeTo Ha NaTonor/ reHeTUK KBannduumMpaH 3a CboTBETHaTa 4eMHOCT.

2. MpuHUMN Ha U3NUTBaHe

TexHuKaTa Ha xpomoreHHata /1 sifu xwbpugmsauma (CISH) nossonssa
OTKPMBAHETO WM BU3yaNU3MPaHETO Ha cneumduyHM NOoCcAefoBaTeNHOCTU OT
HYK/IEMHOBUN KUCE/IMHU B KNETbYHWU MpenapaTu. MapKVIpaHVITE C XanteH
HyKneotugHn ¢dparmenTu, T.Hap. coHan CISH, u TexHute KomnaemeHTapHu
LeneBM MOCNEAOBATENHOCTM B Mpenapatute ce Ko-AeHatypupat U
BMNOC/EACTBME CE OCTABAT Aa Ce OTrPABaT Mo BPeme Ha xmbpuaunsauusaTa. Crea,
TOBa HecneuudpuuHUTE U HECBbP3aHW COHAOBM GparMeHTH ce OTCTpaHABaT
upes CTPUKTHO M3MMBaHe. [lynnekcHOTo obpasyBaHe Ha MapKMpaHaTa coHAa
MOXXE Aa Ce BM3yanun3upa C NOMOLLTA Ha MbPBUYHU (HEMApKUpaHu) aHTUTeNa,
KOMTO Ce OTKPMBAaT C BTOPUYHM MOJMMEPU3UPAHM EH3UMHO KOHIOTMPaHU
aHTMTena. EH3MMHaTa peakumsa C XPOMOreHHU cybcTpaTh BnocaeacTBue BOAM
[0 obpasyBaHe Ha UBETHM yTaiiku. Cnej KOHTpaouBeTABaHe Ha AAPOTO C
AApeHo Barpuno xMbpuamsnpaHnTe pparmeHTH Ha COHAATa ce BU3yanusmpar
upes CBET/IMHHA MUKPOCKONUA.

3. MpepocraBeHn peakTUsu
Anti-Mouse-HRP-Polymer ce npeanara 8 eanH pasmep:

. AB-0002-4: 4 ml (40 peakuum ot no 0.1ml scaka)

[Al[=]
4. HeobxoguMmu matepmanu, KOUTO He ca OCUrypPeHU

. ZytoVision probe u tissue implementation kit

Komnnekta Anti-Mouse-HRP-Polymer e npesHasHadeH 3a usnonssaHe B
npoueaypu 3a ISH ¢ nomowra Ha coHgu u komnnektn ZytoVision. 3a
MHPOpPMaLMA OTHOCHO MaTepuanute, Heobxoaumu 3a ISH npouepypurte,
MOJIf, BUKTE MHCTPYKUMMTE 33 ynoTpeba Ha CbOTBETHATa COHAA M KOMM/IEKT
3a u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

CoxpaHsaBaite npu Temnepatypa 2-8 °C B usnpaseHo nosoxeHue. BopHete
Mpu ycnoBusiTa Ha CbXpaHeHuWe BegHara cnep ynotpeba. He usnonssaite
peareHTWTe cnef, M3TMYaHE Ha CPOKAa Ha FOAHOCT, MOCOYEH HA eTuKeTa.
MpoayKTbT e cTabuieH [0 AaTaTa Ha M3TUYAHE Ha CPOKA Ha FOAHOCT, NOCOYEHa
Ha eTMKeTa, KOraTo ce TPeTUpa No NOAXOAALL HAUMH.

6. MpeaynpexaeHus u npeanasHU MepKu

. MpoueteTe MHCTPYKUMUTE 3a ynoTpeba npeam Aa v usnonssare!
. He n3nonsBsaiiTe peareHTuTE Cnea U3TMYaHe Ha CPOKa Ha rogHoct!
. TO31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOWTO ca BpeaHM 3a 3apaseTo. M3barsalite BCAKAKbLB NPAK KOHTAKT C
peareHTUTe. B3emeTe MOAXOAAWM MEpKM 3a 3awWwmTa (M3nonssaiite
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWmTHU ounMna M NabopaTopHO
o6nekno)!

. [Jloknapaaiite 3a BCEKM CEPUO3EH MHUMAEHT, Bb3HUKHA BbB BPb3Ka C
NpoAyKTa, Ha NPOU3BOAMUTENA M HAa KOMMETEHTHMA OpraH CbrAacHO
mecTHuTe pasnopeabu!

. AKO peareHTUTe MonajHaT BbpXy Koarta, He3abaBHO A M3NJakHeTe C
ronamo Kosm4ectso soaal

. Mpu noucksaHe 3a npodecuoHanHuA notpebuten ce npensocrTass
nMHbOpMaLMoHEH IUCT 3a 6e30nacHOCT Ha maTepuana.

. He wu3nonsBsaiiTe NOBTOPHO peareHTUTe, OCBEH aKo MOBTOpHaTa
ynotpe6a He e U3puyHo paspeLueHal

. M3bsreaiiTe KPbCTOCAHO 3aMbpcABaHe Ha NPobuTe, Tbil KAaTO TOBA MOXKe
[a foBefie [0 FPeluHn pesyaTaTu.

. He TpsbBa ga ce Jonycka M3cbxBaHe Ha obpasuute No Bpeme Ha
XMbpuaM3aumaTa U NPOMMUBAHETO.

MpeaynpexxaeHns 3a oNacHOCT U NpeanasHU MepKu:

KOMMOHEHTBLT, onpeaensiy, onacHoOCTTa, € CMec oT: 5-xnopo-2-metunn-4-
uszotnasonuH-3-oH [EC Ne 247-500-7] u 2-metun-2H-usotmason-3-ox [EC
Ne 220-239-6] (3:1).

MNpepynpexaeHue
H317 Mozke Aa NPUUYMHM anepryHa KoXKHa peakuma.
P261 MN3bareaitte BAMILBaHe Ha

npax/nywek/ras/aum/vnsnapeHus/aepo3onu

P272 [a He ce M3HacA 3ambpceHO pPaboTHO 061EKN0 U3BBH
paboTHOTO NomelLLeHue.

P280 M3nonsgaitte npeanasHu pbKasuuym/npeanasHo
obnekno/npesnasHu ounna/npeanasHa macka 3a sumue.

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

P333+P313 Mpn nosBa Ha KOXHO ApasHeHe WM 0bpuB Ha KoKaTa:
MoTbpceTte MeAMLMHCKM CbBeT/nomoL.

P362+P364 CBanete 3ambpceHOTO 06neKkNo M o usnepete npeau
NoBTOpHA ynoTpeba.
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7. OrpaHuueHus

. 3a uH 8UMPO AMarHocTUYHa ynotpeba.

. Camo 3a npodecuoHanHa ynotpeba.

. Camo 33 HeaBTOMaTU3MpaHa ynoTpeba.

. KAWHWYHATa MHTepnpeTauma Ha BCAKO MOJIOKWUTENHO OLBETABAHE WM

NUNcaTa Ha Takosa TpA6Ba Aa ce HanpaBM B KOHTEKCTa Ha KAMHWYHATA
aHamHe3a, MopdonoruATa, Apyru XMCTONaTONOTUYHU KPUTEPUM, KAKTO U
APYrM  AMArHoCcTMYHM TectoBe. OTrOBOPHOCT Ha  KBanuduumpaHus
NaTonor/4YoBeLWKN reHeTUK KBanuduuMpaH 3a CbOTBETHATa AEMHOCT.e
fa nosHasa ISH conaute, peareHTWTe, AMarHOCTMYHWTE nNaHenu w
MEeTOAMTE, W3MON3BaHM 33 NOJlyyaBaHe Ha OLBETeHMA npenapar.
OuBeTsABaHeTo TPAGBA Aa ce M3BbPLUBA B CEpTUPULMPAHA, NNLEH3NPaHa
nabopaTtopus noa Haa3opa Ha natosnor/ reHeTuk KeannduumpaH 3a
CbOTBETHATa AEMHOCT., KOMTO OTroBaps 3a npernefa Ha OLUBETeHUTe
npenapatv 1 3a OCUrypsBaHe Ha afeKBaTHOCTTa Ha MONOXKMUTENHUTE U
OTPULIATENIHUTE KOHTPOAU.

. OuBeTABaHeTo Ha obpaseLd, 0COBEHO WHTEH3MBHOCTTA Ha CUrHana u
doHoBOTO ouBeTsABaHe, 3aBuUcKM OT obpaboTkaTa Ha obpaseua npeau
OLIBETABAHETO. HenpasunHoTto duKcupaHe, 3ampasfiBaHe,
pasmpasfBaHe, W3MMBaHe, CylleHe, HarpABaHe, ps3aHe WM
3ambpcaBaHe C Apyrv Npobu MAM TEYHOCTM MOXe fa Aosede A0
apTedakTM uau Ganwusu pesynTatu. HecboTBETCTBALMTE pe3yNTaTH
MOraT ga Ce Ab/MKAT Ha pasavKM B MeToauTe Ha OUKcUpaHe K
BrpakAaHe, KakTo M Ha NPUCHLLM Ha obpaseLia HepeaHOCTU.

. M3nbnHeHneTo  belwe  BaiMAMpaHo, KaTo  6AXa  M3NON3BaHU
npoueaypvTe, ONuUCaHU B MHCTPYKUMATA 3a ynoTpeba Ha CboTBeTHaTa
coHpa ZytoVision u Komnaekta 3a usnbiHeHne. MoauduKaummte Ha
Te3u npoueaypu MoraT Aa NpoMeHsT eGekTUBHOCTTa U TpsbBa Aa 6baart
noTebpaeHun ot notpebutens. Tosm IVD e ceptuduumpan kato CE camo
KOraTo ce M3Mo/3Ba, KaKTo e OMWCAHO B Tasu MHCTPYKLMA 3a ynotpeba
B pamMKuTe Ha npeasuaeHata ynorpeba.

8. Mpeuewwm Bewecrsa

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHpa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

9. MoarotoBka Ha o6pasum

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

10. MNoaroreutenHa 06paboTKa Ha YCTPOMUCTBOTO

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxgaHe.

11. nNpoueaypa 3a aHanus

M3anbnHeTe npouesdypaTta, OMUcaHa B WHCTPyKUMUTe 3a ynoTpeba Ha
CbOTBETHMA KOMMAEKT 3a BrpaxpaHe Ha ZytoVision. Mpeau ynoTtpeba
nocTaBeTe COHAATa Ha cTaliHa TemnepaTypa (18-25 °C).

12. TobnkysaHe Ha pesynrtatute

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbuMTeNHN NpoUEeAypPU 338 KOHTPOA Ha KauyecTBOTO

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHU XapaKTepPUCTMKM

BuKTe MHCTPYKUMMTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xBbpnsaHe

M3XBbpAAHETO Ha peareHTUTe TpabBa [a Ce M3BbPLIBA B CbOTBETCTBME C
MeCTHUTe pasnopesabu.

16. OrtcrpaHaBaHe Ha HEU3NPaBHOCTU

BCAKO OTKNOHEHWE OT UHCTPYKUUUTE 3a pa60Ta MOXe Aa gosege 0 No-nown
pe3yntatv npu ouBeTABaHETO MAM A0 InNCa Ha ouBeTABaHe. 3a gonbaHUTeNHa

(A1

MHbOPMALMA BUXKTE MHCTPYKLMUTE 33 ynotpeba Ha CbOTBETHATa COHAA W
Komnnekt ZytoVision.
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18. Pesususa

DII www.zytovision.com

Mons, BWXTe www.zytovision.com 3a Hai-HOBUTE WHCTPYKLMM 33
ynotpe6a, KakTo U 3a UHCTPYKLMK 3a ynoTpeba Ha pasivuHu e3num.

HawuTe ekcnepTh ca Ha pa3nofoKeHue, 3a Aa OTTOBOPAT Ha BbNpoCUTe
Bu.
Mons, cebpxeTe ce ¢ helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

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

Umeiin: info@zytovision.com

TbproBCKU MapKu:
ZytoVision®, ZytoDof n ZytoFasf® ca Tbproscku mapku Ha ZytoVision
GmbH.
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