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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Nuclear Green Solution (CS4) e npegHasHayeH 3a u3nonssaHe 3a

KOHTPaoOLBeTABaHE B MPU/IOXKEHWA 3a XPOMOreHHa /n sifu xubpuamsaums
(CISH) Bbpxy ¢puKcmpaHu BbB dopmanvH v BrpageHu B napaduH obpasum.
Nuclear Green Solution e npeaHasHadeH da ce WM3non3Ba B KOMBMHaLWA €
Zyto Fasthuman lg-kappa/lg-lambda CISH Kit (T-1005-40).

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 BU3yanusmpar
Ypes CBET/IMHHA MMKPOCKONMA.

3. MpepocraBeHn peakTUsu
Nuclear Green Solution ce npegnara B eauH pasmep:

. CS-0004-20: 20 ml (40 peakumu ot no 0.5 ml scaka)
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4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

. Zyto Fasthuman lg-kappa/lg-lambda CISH Kit (T-1005-40)

Komnnekta Nuclear Green Solution e npegHasHaueH 3a m3nonssaHe B
npoueaypu 3a ISH ¢ nomowra Ha coHau u komnnektn ZytoVision. 3a
MHPOpMaLMA OTHOCHO MaTepuanute, Heobxoaumm 3a ISH npoueaypure,
MONA, BUKTE MHCTPYKLMMTE 3a ynoTpeba Ha CbOTBETHaTa COHAA M KOMMAEKT
3a u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

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 rOAHOCT, NOCoYeHa
Ha eTUKeTa, KoraTo ce TPeTupa no NoAxXoAAL HauuH.

6. MNpeaynpexpeHna n npeanasHU MepKM

. MpoueTeTe MHCTPYKUMMTE 3a ynoTpeba npeam ga rv usnonssare!
. He n3nonsBsaiTe peareHTUTE Cneg U3TMYaHe Ha CPOKa Ha rogHoct!
. TOo31 NPOAYKT CbAbprKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

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

. [NoknaaBaiite 3a BCEKM CEPUO3EH MHUMAEHT, Bb3HMKHAN BbB BPb3Ka C
NpoAyKTa, Ha MNPOU3BOAMTENA M Ha KOMMETEHTHWA OpraH CbrAacHo
mecTHuTe pasnopeabu!

. AKO peareHTUTe MonadHaT BbpXy KoaTa, He3abaBHO A M3NAakHeTe C
ronamo Kosm4ectso soaal

. Mpu nouckeaHe 3a npodecuoHanHWUs noTpebuTen ce npesocTass
nMHbOpMaLMoHEH UCT 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 rPeluHn pesyaTaTu.

. He Tpabsa fga ce gonycka u3cbxBaHe Ha obpasuuTe no Bpeme Ha
XMbpuanM3aLmaTa U NPOMMUBAHETO.

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

KOMMOHEHTBT, onpeaensaly, OMNacHocTTa, € CMeC OT: 5-xa0po-2-meTtun-4-
nsotnazonuu-3-od [EC Ne 247-500-7] u 2-metun-2H-usortmason-3-ox [EC
Ne 220-239-6] (3:1).

MpeaynpexaeHune
H317 Moske Aa NPUYUHM anepryHa KOXKHa peakumsa.
P261 M3b6sarsaiiTe BaMILBaHe Ha

npax/nywek/ras/aum/vnsnapeHus/aepo3onu

P272 [a He ce u3Haca 3ambpceHo paboTHO 061eKN0 U3BBH
paboTHOTO NoMmelLeHue.

P280 M3nonsBaite npesnasHu pbKasvum/npeanasHo
obnekno/npeanasHu oumna/npeanasHa macka 3a mue.

P302+P352 MPU KOHTAKT C KOMATA: UamuitTe o6unHo ¢ Boaa/...

P333+P313 Mpu NosBa Ha KOXHO ApasHeHe UAM 0BPUB Ha KoxaTa:
MoTbpceTe MeAMUMHCKM CbBeT/nomoLL,.

P362+P364 CBasnieTe 3amMbpCceHOTO 06/1EKN0 U O U3nepeTe npeau
nosTopHa 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.
OupeTsABaHeTO TPAGBA Aa ce M3BbPLUBA B CEpTUPULMPAHA, NNLEH3MPaHa
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

M3nbnHeTe npoueaypata, oOnNuWcaHa B MHCTPyKuuuTe 33 ynoTpeba Ha
CbOTBETHMA KOMMIEKT 3a BrpaxgaHe Ha ZytoVision. MMpeau ynoTtpeba
nocraseTe coHAaTa Ha craitHa Temnepartypa (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.
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16. OrtcTpaHABaHe Ha HEU3NPABHOCTM

BCAKO OTKNOHEHME OT UHCTPYKLMUTE 3a paboTa MoXe Aa AoBese A0 No-/0LWm
pesynTaTV Npyv OLBETABAHETO MAW A0 AUMCca Ha OLBETABaHE. 3a AOMbAHUTENHA
MHbOPMALMA BUXKTE MHCTPYKLMUTE 33 ynoTpeba Ha CbOTBETHATa COHAA W
Komnnekt ZytoVision.

17. Nurepatypa
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18. Pesususa

I:E www.zytovision.com

Mons, BWXKTe www.zytovision.com 3a Haii-HOBUTE WHCTPYKUMM 33
ynotpeba, KakTo U 3a MHCTPYKLMK 3a ynoTpeba Ha pasnyHu e3num.

HawwuTe eKcnepTu ca Ha pasnofioXeHue, 33 Aa OTFOBOPAT Ha BbMNPOCUTE
BY.
Mons, cebpskeTe 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® u Zyto Fast® ca Tbproscku mapku Ha ZytoVision GmbH.
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