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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

ZytoDot HRP-Green Solution Set e npegHasHaueH ga ce M3nonssa Kato
cybctpat 3a HRP-KOHIOrMpaHo aHTUTANO B NPUIOKEHUA 33 XPOMOreHHa /n sifu
xnbpugmusauma (CISH). KomnnekTsT e npegHasHaueH fga ce M3nonssa B
KombuHauma c Zyto Dot 2C CISH Implementation Kit
(Prod. No. C-3044-40).

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TecToBe, MpPWU KOUTO ce M3Mo/a3Ba MPOAYKTHT, TpabBa Aa ce M3BbpLIBAT B
cepTuduMLMpaHa, AWUeH3MpaHa naTosioroaHaToMuyHa Jnabopatopusa, noA
HaboAeHNEeTO Ha NaTonor/ reHeTUK KBaMduLMpaH 3a CboTBETHaTa AeNHOCT.

2. MpuHUMN Ha M3NUTBaHe

TexHuKkaTa Ha xpomoreHHata /1 sifu xwbpugmsauma (CISH) nossonssa
OTKPMBAHETO M BM3Yya/M3MPaHETO Ha CcneuuduuHM MNOCNea0BaTEeNHOCTU OT
HYKNEMHOBM KMCEMHM B KAETbYHWM npenapatv. MapKupaHuTe C XanTeH
HyKneoTaHn dparmeHTn, T.Hap. coHan CISH, n TexHute KomnnemeHTapHu
LeNeBM MOCNeSOBaTeNHOCTM B MNpenapaTuTe Cce  Ko-AeHaTypupat U
BMOCNEACTBME Ce OCTaBAT A3 Ce OTrpABaT No Bpeme Ha xubpuamsaumuaTta. Cnes
TOBa HecneuuduUHATE U HECBbP3aHM COHAOBM GparmeHT ce OTCTpaHsaBaT
upes CTPUKTHO M3MMBaHe. [ynieKkcHoTo obpasyBaHe Ha MapKupaHaTa CoHAa
MOXe fla ce BM3yasn3Mpa C MOMOLLTa Ha MbPBUYHM (HeMapKMpaHu) aHTuUTena,
KOMTO Ce OTKPMBaT C BTOPUYHM MONMMEPU3MPAHM EH3UMHO KOHIOTMpaHu
aHTUTena. EH3MMHaTa peakumsa C XpOMOreHHM CybcTpaTi BNOCAeACTBME BOAM
£0 obpasysBaHe Ha LBETHW yTalku. Cief KOHTpaougeTsaBaHe Ha A4POTO C
agpeHo 6arpuno xmbpuamsmpaHute GparmeHTH Ha coHAaTa ce BM3yanusmpar
Ypes CBET/IMHHA MMKPOCKONMA.
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3. MNpepocraseHn peakTusm

Komnnekta Zyto Dot HRP-Green Solution Set ce npeanara 8 eauH pasmep u
ce CbCTOM OT:

Konunuecrso
Kopa KomnoHeHT W KoHTeitHep
100
SB7a | HRP-Green Solution A 0.8 ml I(:::glyla]er bottle, green cap
SB7b | HRP-Green Solution B 15 ml Dropper bottle, green cap
MHCTpyKumm 3a ynoTtpeba 1

C-30392-100 (100 tests): KomnoHentute SB7a-b ca pocratbunm 3a 100
peakumu.

4. HeobxoauMmu matepuanu, KOUTO He ca OCUTYPEHU

. Zyto Dot 2C CISH Probe
. Zyto Dot 2C CISH Implementation Kit (Prod. No.-C-3044-40)

KomnnekTa Zyto Dot HRP-Green Solution Set e npeaHasHadeH 3a manonssaHe
B8 npoueaypu 3a ISH ¢ nomowra Ha coHan u komnnektn ZytoVision. 3a
MHPOpMaLMA OTHOCHO MaTepuanute, Heobxoaumm 3a ISH npoueaypure,
MONA, BMKTE MHCTPYKLMMTE 3a ynoTpeba Ha CbOTBETHaTa COHAA M KOMMAEKT
33 u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

CoxpaHsaBaite npu Temnepatypa 2-8 °C B u3npaseHo nosoxeHue. BbpHete
npy yCNoBMATA Ha CbXpaHeHWe BeaHara cnep ynortpeba. He wm3nonssaiite
peareHTWTE c/ef M3TMYAHE Ha CPOKa Ha FOAHOCT, MOCOYMEH Ha eTuKeTa.
MpoAyKTLT e cTabuieH 40 AaTaTa Ha M3TUYAHE HA CPOKA Ha rOAHOCT, MOCOYEeHa
Ha eTMKeTa, KoraTo ce TPeTupa no NOAXOAAL, HauYMH.

6. MpeaynpexpeHna n npeanasHU MepKM

. MpoyeTeTe MHCTPYKUMKUTE 3a ynoTpeba npeam aa rv usnonssare!
. He n3nonsBsaiTe peareHTuTE Cnej U3TMYaHe Ha CPOKa Ha rogHoct!
. TOo31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOMTO Ca BPeAHW 3a 3apaBeTo. M3barBalite BCAKAKbB MPAK KOHTaKT C
peareHTuTe. B3emeTe NoAXOAAWM MepkM 3a 3awmTa (M3nonsgaiite
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWwmTHU oumna M NabopaTopHO
o6nekno)!

. [loknaaBaiite 3a BCEKW CEPUO3EH MHUMAEHT, Bb3HMKHAN BbB BPb3Ka C
NpPoAyKTa, Ha NPOU3BOAWUTENA M HAa KOMMETEHTHUA OpraH CbrAacHO
MmecTHuTe pasnopeabu!

. AKO peareHTUTe monajHaT BbpXy KoaTa, He3abaBHO A M3nnakHeTe ¢
ronamo Kosmuectso soaal

. Mpu nouckBaHe 3a npodecuoHanHua notpebuten ce npeaocTass
MHbOPMaLMOHEH INCT 3a 6e30MacHOCT Ha maTepuana.

. He wu3nonssaiiTe NOBTOPHO peareHTUTe, OCBEH aKo MNOBTOpHaTa
ynotpeba He e U3puYHO paspelleHal

. M3bsarsaiiTe KPbCTOCAHO 3aMbpcaBaHe Ha NPobUTE, Thbit KaTo TOBa MOXKe
[a posesie A0 rpelHn pesyntaTy.

. He TpabBa fJa ce [onycka M3cbxBaHe Ha obpasuuTe no Bpeme Ha
XMbpuaM3aLmMATa U NPOMMUBAHETO.
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MpeaynpexaeHnsa 3a onacHOCT M npeanasHu mepku 3a SB7a:

KomnoHeHTUTe, onpeaenswm onacHoctTa, ca metaHon u 30 % pasteop Ha
BOZOPOAEH NepoKcua.

& OnacHo

H225 CWAHO 3anasMMM TEYHOCT M Napu.

H301+H311  ToKcuueH npu noribliaHe, NPy KOHTAKT C KOXaTa Mau
+H331 npu BoMLWBaHe.

H370 MpuunHABa yBpeXAaHe Ha opraHuTe.

P210 [la ce nasu OT TOM/IMHA, HaropeLLeHN NOBbPXHOCTH,
WCKPW, OTKPUT MAaMbK, U APYrY U3TOUHULM Ha
3anasnsaHe. TioTiOHONYLEHeTO 3abpaHeHo

P233 CbAbT fa Ce CbXpaHsaBa MIbTHO 3aTBOPEH.

P260 He BauwBsaiTe
npax/nywek/ras/aum/usnapexus/aeposonu.

P280 M3nonsgaiite npeanasHu pbKkasuum/npeanasHo
obnekno/npeanasHu ounna/npeanasHa macka 3a
Anue/npeanasHu cpeacTsa 3a 3alMTa Ha cayxa

P308+P311 MPW sBHa nan npeanonaraema exkcnosuuua: Obagete ce
8 LLEHTBHP MO TOKCUKOJIOTUA/Ha nekap.

P403+P235  [a ce cbxpaHaBa Ha gobpe nposeTpmso mAcTo. [a ce
CbXPaHsABa Ha XNagHo.

MpegynpexaeHna 3a onacHOCT U npegnasHu mepku 3a SB7b:

KOMNOHEHTBHT, onpeaensly, onacHOCTTa, € peakumMoHHa mMaca oT: 5-xi10po-2-
meTu-4-usotnasonmu-3-ox [EC Ne 247-500-7] u 2-metmn-2H-usorunason-
3-oH [EC Ne 220-239-6] (3:1).

MpepynpexaexHune
H317 MoKe Aa NPUUYMHKM anepruyHa KoXKHa peakumsa.
P261 MN3bsreaiiTe BAMWBAHE Ha

npax/nywek/ras/aum/usnapexuns/aeposonu.

P272 [a He ce n3Haca 3ambpceHo paboTHO 06/1eKN0 N3BBH
paboTHOTO NomelLeHue.

P280 M3nonsgaiite npeanasHu pbKasuum/npeanasHo
obnekno/npeanasHu oumna/npeanasHa macka 3a
Nvue/npeanasHM CpeacTsa 3a 3alymMTa Ha cayxa.

P302+P352 MPU KOHTAKT C KOXATA: U3amuiite 06unHo c Boaa.

P333+P313 MpK NosABa Ha KOXKHO Apa3HeHe UAM 0B6PUB Ha KoxKarTa:
MoTbpcere MeAMLMHCKM CbBeT/nomoL.

P362+P364 BasieTe 3aMbPCEHOTO 06/1E€K0 U TO U3nepeTe npeau
nosTopHa ynotpe6ba.

7. OrpaHuueHus

. 3a uH 8UMPO AMArHOCTUYHa ynoTpeba.

. Camo 3a npodecuoHanHa ynotpeba.

. Camo 3a HeaBTOMaTU3MpaHa ynoTpeba.

. KNAWMHWUYHATa MHTEpnpeTaumsa Ha BCAKO MOJIOKMUTENIHO OLBETABAHE UK

NMncaTa Ha TakoBa TPABBa 4a ce HanpaBW B KOHTEKCTa Ha KAMHMYHATA
aHamHe3a, mopdoNormMaTa, APYrv XMCTONATONOTMUYHU KPUTEPUM, KAaKTO U
OPYTM  AMarHOCTMYHM TectoBe. OTrOBOPHOCT HAa  KBanupuumpaHus
NaTo/Ior/YOBELWKN FEHETUK KBaMUUMPaH 3a CbOTBETHATa LEMHOCT.e
na nosHasa ISH coHwgute, peareHTWTE, AMArHOCTUYHWTE MaAHENU M
MeToAauTe, W3MON3BaHM 33 MOJlyyaBaHe Ha OUBETeHWsA npenapar.
OugeTaBaHeTo TpAbBa Aa ce M3BbPLUIBA B CEPTUOULMPAHA, IMLEH3MPAHA
nabopaTtopus Mog HaZ3opa Ha natosor/ reHeTvk KeasuduuupaH 3a
CbOTBETHATa AEMHOCT., KOMUTO OTroBaps 3a Npernefa Ha OuBETEHUTE
npenapat v 3a OCUrypsABaHe Ha afeKBATHOCTTA Ha MOJIOMKUTEHMUTE U
OTPULLATENHUTE KOHTPOAU.
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. OugeTaBaHeTo Ha obpaseua, ocob6eHO WHTEH3WBHOCTTA Ha CUrHana u
doHoBOTO ouBeTABaHe, 3aBUcKM OT obpaboTkaTa Ha obpaseua npeau
OLBETABAHEeTO. HenpasunHoto duKcupare, 3ampasnBaHe,
pasmpasfBaHe, W3MuBaHe, CylleHe, HarpABaHe, ps3aHe WM
3ambpcABaHe C Apyrv Npobu MAM TEYHOCTU MOXKe [a JoBede A0
aptedaktm unu ¢anwmsu pesynTatu. HecboTBeTcTBalLMTE pesynTaTv
MoraT fa ce [Ab/MKaT Ha pas/iMku B MeToauTe Ha o¢uKcupaHe u
BrpaKAaHe, KakTo U Ha NpUCBLLM Ha obpaseLa HepeaHoCTU.

. M3nbnHeHneTo bGewe  BanMAMpaHo, KaTto  6axa  M3Mo/3BaHU
npoueaypvTe, ONMUCaHU B MHCTPYKUMATA 3a ynoTpeba Ha CbOTBeTHaTa
coHga ZytoVision u Komnnekta 3a usnbaHeHue. Moaudukauumte Ha
Tesun npoueaypu Morat 4a NPOMeHAT eGeKTUBHOCTTa 1 TpabBa Aa 6baaT
noTebpaeHn ot notpebutena. Tosm IVD e ceptuduumpan kato CE camo
KOraTo ce M3Mo/3Ba, KaKTO € ONMCaHo B Ta3W MHCTPYKUMA 3a ynotpeba
B paMKuTe Ha npeasuaeHaTa ynotpeba.

8. Mpeuewwm Bewecrsa

BuKTe MHCTpyKUMMTE 3a ynoTpeba Ha cboTBETHaTa coHAa ZytoVision u
KOMMIEKTa 3@ BrpaxaaHe.

9. MogrotoBka Ha o6pasum

BuKTe MHCTpyKuMMTE 3a ynoTpeba Ha cboTBETHaTa coHAa ZytoVision u
KOMM/EKTa 33 BrpaxaaHe.

10. NoaroreutenHa o6paboTKa Ha yCTPOMCTBOTO

BuKTe MHCTpyKuMMTe 3a ynoTpeba Ha cboTBeTHaTa coHAa ZytoVision u
KOMM/EKTa 33 BrpaxaaHe.

11. Npoueaypa 3a aHanu3

M3nbaHeTe npoueaypata, ONUCaHa B WHCTPYKUMMTe 3a ynoTpeba Ha
CbOTBETHUA KOMMIEKT 3a BrpaxaaHe Ha ZytoVision.

12. TonkysaHe Ha pesyntatute

BuKTe MHCTPYKUMMTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. MpenopbuuTenHn Npoueaypy 3a KOHTPOA Ha KauyecTBOTO

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XapaKTepuCTUKK

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. W3xebpnsaHe

M3xBbpAAHETO Ha peareHTUTe TpabBa [a Ce M3BbPLIBA B CbOTBETCTBUE C
MeCTHUTe pasnopeabu.

16. OrtcTpaHaBaHe Ha HEU3NPABHOCTM

BCAKO OTKNOHEHME OT UHCTPYKLMUTE 3a paboTa MoXe Aa AoBese A0 No-/oLWm
pesynTaTV Npy OLBETABAHETO MW A0 AUMCa Ha OUBETABaHE. 3a AOMbAHUTENHA
MHOOPMALIMA BUXKTE MHCTPYKUMMTE 3a ynoTpeba Ha CbOTBETHATa CoOHA@ U
Komnnekt ZytoVision.

17. Nurepatypa
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18. Pesususa

I:EI www.zytovision.com

Mons, BWXTe www.zytovision.com 3a Hai-HOBUTE WHCTPYKUMM 3a
ynotpe6a, KakTo U 3a UHCTPYKLMK 3a ynoTpeba Ha pas/ivuHu e3uum.

HawwuTe eKcnepTu ca Ha pasnofioXeHue, 33 Aa OTFOBOPAT Ha BbMNPOCUTE
BY.
Mons, cebpxeTe ce ¢ helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

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

Umeitn: info@zytovision.com

TbproBCKU MapKu:
ZytoVision® n Zyto Dot® ca Toproscku mapku Ha ZytoVision GmbH.
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