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3a M3n0A3BaHe Npu NpoLeaypU 3a XPOMOTreHHa /11 Situ
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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Nuclear Blue Solution (CS2) e npeaHasHaueH pa ce wusnonssa 3a

KOHTpaoLBeTABaHe B MPUIOKEHUA 33 XPOMOTeHHa /n sifu xmbpuansaums
(CISH) Bbpxy ¢puKcmpaHu BbB dopmanvH v BrpageHu B napaduH obpasum.
Nuclear Blue Solution e npegHasHayeH ga ce M3non3Ba B KOMBMHALMA CbC
coHam ZytoDot unu ZytoFast n cboTBeTHUTE KOMNNEKTH 3a NpUnaraHe.

MpoAyKTbT e npegHasHayeH camo 3a npodecroHanHa ynotpeba. Bcuuku
TectoBe, NPU KOUTO Ce M3NoA3Ba MPOAyKTbT, TpAbBa Aa ce M3BbpLBAT B
cepTudMLMpaHa, JMUEH3MpaHa naTo/sioroaHaToMuyHa nabopatopusi, Mog
Hab/loAeHNEeTo Ha naTonor/ reHeTUK KBannduumMpaH 3a CboTBETHaTa 4EeMHOCT.

2. MpuHUMN Ha M3NUTBaHe

TexHukata Ha xpomoreHHata /n sifu xwbpugmsaums (CISH) nossonssa
OTKPMBAHETO W BU3Yya/M3MPAHETO Ha cneuuduyHu MNoCcAenoBaTeNHoCTU OT
HYKNEMHOBU KWUCEMHW B KAETbYHM npenapatv. MapKupaHuTe C XanTeH
HykneotugHu ¢dparmenTu, T.Hap. coHan CISH, u TexHute komnaemeHTapHu
Lenesn MOCNeAOBaTeNHOCTM B  Mperapatute ce  Ko-AeHaTypupat u
BMNOC/NEACTBME Ce OCTABAT fa Ce OTrpABaT No Bpeme Ha xubpuausauusaTa. Cnep,
TOBa HecneunmduyHUTE M HECBbP3aHU COHAOBM GpParMeHTM ce OTCTpaHABaT
upes CTPUKTHO M3mMBaHe. [lynnekcHoTo obpasyBaHe Ha MapKMpaHaTa CoHAA
MOMKe Aa Ce BU3yanusnpa C NOMOLLTA Ha MbPBUYHU (HEMApKMpaHW) aHTUTeNa,
KOWTO Ce OTKPWMBAT C BTOPUYHM MOAUMEPU3NPAHU EH3UMHO KOHIOTMPAHK
aHTUTeNa. EH3MMHATA peakuma C XPOMOreHHM cybcTpaTi BnocieacTsre BOAM
[0 obpasyBaHe Ha UBETHW yTalku. Cnef KOHTpaouBeTABaHe Ha AAPOTO C
AApPeHo 6arpuno xmbpuansmnpaHuTe GparmeHTM Ha CoHAaTa ce BM3yanusmpart
upes CBET/IMHHA MUKPOCKOMUA.

3. MpepocraBeHun peakTusu
Nuclear Blue Solution ce npeanara 8 eanH pasmep:

. CS-0002-20: 20 ml (40 peakumu ot no 0.5 ml scaka)
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4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

. ZytoVision probe u tissue implementation kit

Komnnekta Nuclear Blue Solution e npesHasHadeH 3a u3nonssaHe B
npoueaypu 3a ISH ¢ nomowra Ha coHgu u kKomnnektn ZytoVision. 3a
MHGOPMaLMA OTHOCHO MaTepuanute, Heobxogumu 3a ISH npoueaypure,
MOJIfi, BUKTE MHCTPYKUMMTE 3a ynoTpeba Ha CbOTBETHATa COHAA U KOMM/IEKT
3a u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

CoxpaHsaBaite npu Temnepatypa 2-8 °C B usnpaseHo nosoxeHue. BopHete
Npu ycnoBusATa Ha CbXpaHeHue 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 NoAXoAALL HauuH.

6. MNpeaynpexpeHua n npeanasHU MepKK

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

KOMTO Ca BpeAHW 3a 34paBeTo. M3barsaiite BCAKAKbB MPAK KOHTAKT C
peareHTuTe. B3emeTe NoAXOAAWM MepkM 3a 3awmTa (M3nonsgaiite
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWwmTHU ounna M NabopaTopHO
o6nekno)!

. [loknapaBaiite 3a BCEKW CEPUO3EH MHUMAEHT, Bb3HUKHAN BbB BPb3Ka C
NpoAyKTa, Ha NPOU3BOAMUTENA M HA KOMMETEHTHMA OpraH CbrAacHO
mecTHuTe pasnopeabu!

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

. Mpu nouckeaHe 3a npodecuoHanHWUs noTpebuTen ce npesocTass
nMHbOpMaLMOHEH IUCT 3a 6e30nacHOCT Ha maTepuana.

. He wu3nonssaiiTe NOBTOPHO peareHTUTe, OCBEH aKo MOBTOpHaTa
ynotpe6a He e U3puyHo paspeLueHal

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

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

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

KOMMOHEHTUTE, ONpeaenaLmM ONacHOCTTa, Ca eTaHAMON U ETUEHTIUKOA.

é MpeaynpexaeHue

H373 MosKe ga npuumHmM yBpexgaHe Ha 6bbpeuuTte npu
NPOAB/KUATEIHA UAM MHOTOKPATHa eKCno3uums npu
norablaHe.

P260 He sauwsaiite
npax/nywek/ras/aum/vsnapexus/aeposonu.

P314 Mpun HepasnonoxeHne nNoTbpceTe MeAULMHCKU
cbBet/nomoll,

7. OrpaHuyeHus

. 3a uH 8UMPO AMaArHoCTUYHa ynotpeba.

. Camo 3a npodecnoHanHa ynotpeba.

. Camo 3a HeaBTOMaTM3MpaHa ynotpeba.

. KAMHWYHATa MHTEpPrpeTaumMs Ha BCAKO MOJIOKWUTEHO OLBETABAHE WK

NMncata Ha Takosa TPA6GBa Aa ce HanpaBu B KOHTEKCTa Ha KAMHMYHATA
aHamHe3a, Mopd0oNormATa, APYrv XUCTONATONOMMYHN KPUTEPUM, KAKTO U
OPYrM  AMarHoCTMYHM TectoBe. OTFOBOPHOCT Ha  KBanuduumpaHus
NaToNor/YoBELKN reHeTUK KBanuduumpaH 3a CbOTBETHaTa AeMHOCT.e
fa nosHaea ISH cowguTe, peareHTWTE, AMArHOCTUYHWTE MaHeENU U
MeToauTE, W3MO0/I3BaHM 3a MNO/yYaBaHE Ha OUBETEHWA npenapart.
OuBeTaBaHeTo TpA6Ba fa ce U3BbpPLUBA B cepTUdMLMpPaHa, AMLEH3MPaHa
nabopatopusa Mog Hag3opa Ha natosior/ reHeTMK KeasuduuupaH 3a
CbOTBETHATA AEMHOCT., KOMTO OTroBaps 3a npernefa Ha OuUBeTEHUTe
npenapatv 1 3a OCUrypsABaHEe Ha afeKBATHOCTTA Ha MOJIONKUTESHUTE U
oTpULATENHUTE KOHTPO/IM.
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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

M3nbaHeTe npouefypata, ONucaHa B WHCTPYKUMWTe 3a ynoTpeba Ha
CbOTBETHUA KOMMJIEKT 33 BrpaxaaHe Ha ZytoVision.

12. TobnkysaHe Ha pesynrtatute

BuKTe MHCTPYKUUMTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbyMTeNHN NpouUeAypPU 33 KOHTPOA Ha KauyecTBOTO

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XapaKTePUCTMKMN

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xBbpnsHe

M3XxBbpAAHETO Ha peareHTUTe TpabBa fJa Ce M3BbPLIBA B CbOTBETCTBME C
MeCTHUTe pasnopenbu.

16. OrtcrpaHaBaHe Ha HEU3NPABHOCTU

BCAKO OTKNOHEHUE OT UHCTPYKLMUTE 3a paboTa MoXe Aa A0BeAe A0 No-/0LWK
pesynTaTV Npu oLBETABAHETO MM 40 AUMCa Ha OLBETABaHE. 3a AOMbAHUTENHA
MHOOPMALMA BUKTE MHCTPYKUMWTE 3a ynoTpeba Ha CbOTBETHATa COHAA U
Komnnekt ZytoVision.

17. Nutepatypa
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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.

HawuTe eKcnepTu ca Ha pasnoioKeHue, 3a Aa OTTOBOPAT Ha BbNpoCUTE
Bu.
Mons, cebpxeTe ce ¢ helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

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

Umeitn: info@zytovision.com

TbproBCKU MapKu:
ZytoVision®, ZytoDof® w ZytoFast ca Tbproscku mapku Ha ZytoVision
GmbH.
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