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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

NBT/BCIP Solution (SB4) e npeaHasHaueH Aa ce W3non3Ba 3a OTKPUBaHe Ha
xpomorerHa /n sifu xmbpuamsaums (CISH) npu npunoskenus sbpxy dukcupanu
BbB popmanuH M BrpageHu B napaduH obpasum. NBT/BCIP Solution e
npeAHasHauyeH Aa ce wW3non3Ba B KombuHauma ¢ ZytoFast human lIg-
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 BM3yanusmpar
Ypes CBET/IMHHA MMKPOCKONMA.

3. MpepocraBeHn peakTUsu

NBT/BCIP Solution ce npegnara 8 eanH pasmep:
. SB-0004-4: 4 ml (40 peakumu ot no 0.1 ml Bcska)
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4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

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

Komnnekta NBT/BCIP Solution e npeaHasHaueH 3a u3nonssaHe B npoueaypu
3a ISH c nomowra Ha coHau n Komnnektn ZytoVision. 3a uHbopmauus
OTHOCHO MaTepuanute, Heobxoaumm 3a ISH npoueaypute, monsa, BukTe
MHCTPYKLMUTE 3a ynoTpeba Ha CboTBETHATa COHAA U KOMM/EKT 33 U3Mb/IHEHNE
ZytoVision.

5. CoxpaHeHue u 06paboTka

CoxpaHsBaiite npu Temnepatypa 2-8 °C B usnpaseHo nonoxeHue. BopHete
npyu ycnoBMATA Ha CbXpaHeHWe BegHara cnep ynotpeba. He usnonssaitte
peareHTUTe cfned M3TMYAHE Ha CPOKa Ha TOAHOCT, MOCOYEeH Ha eTuKeTa.
MpoAyKTLT e cTabuneH fo AaTaTa Ha M3TUYAHE Ha CPOKA Ha roAHOCT, NOCOYEHa
Ha eTWKeTa, KoraTo ce TpeTupa no NOAXOAAL, HauYMH.

6. MpeaynpexaeHua u npeanasHN MepKu

. MpoueteTe MHCTPYKUMUTE 3a ynoTpeba npeam Aa v usnonssare!
. He n3nonsBsaiiTe peareHTuTE cnea U3TUYaAHE Ha CPOKa Ha rogHoct!
. TO31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOMTO ca BpeAHW 3a 34paseTo. M3barsalite BCAKAKbB NPAK KOHTaKT C
peareHTUTE. B3emeTe NOAXOAAM MepKM 3a 3awmTa (M3nonssaite
pbKaBMLM 33 €AHOKpaTHa ynoTpeba, 3aWmTHU ouMna M NabopaTopHo
o6nekno)!

. [Joknaggaiite 3a BCEKM CEPUO3EH MHLMAEHT, Bb3HUKHAN BbB BPb3Ka C
NPOAYKTa, Ha MPOU3BOAMTENS M HA KOMMETEHTHUA OpraH CbraacHo
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 FPeLHn pesyaTaT.

. He tpabsa Aa ce gonycka M3cbxBaHe Ha obpasuuTe No Bpeme Ha
xnbpuamsaumata u NPOMMBaHeTo.

MpeaynpexaeHna 3a oNacHOCT U NpeanasHU MepKu:

Ta3u coHpa He e KnacudmuMpaHa KaTo onacHa B CbOTBETCTBME C PernameHT

(EO) Ne 1272/2008.

CneumnanHo eTMKeTUpaHe:

EUH210 NHpopmaLmoHeH nncT 3a 6esonacHocT we bbae
npeacTaBeH Npu NoMcKBaHe.

7. OrpaHuyeHus

. 3a uH 8UMPO AMArHoCTUYHa ynotpeba.

. Camo 3a npodecnoHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynotpeba.

. KAMHWYHATa MHTEpPrpeTaums Ha BCAKO MOJIOKWUTENHO OLBETABAaHE WK

QMncata Ha TakoBa TPA6GBa Aa ce HanpaBu B KOHTEKCTA Ha KAMHMYHATA
aHamHe3a, Mopd0oNorMaATa, APYrv XMCTONATONOTMYHU KPUTEPUM, KAKTO U
OPYrM  AMarHoCcTMYHM TectoBe. OTFOBOPHOCT Ha  KBanuduumpaHus
NaToNor/YoBELKN reHeTUK KBanuduumpaH 3a CbOTBETHaTa AeMHOCT.e
na nosHasa ISH conguTe, peareHTWTE, AMArHOCTUYHWTE NaHeNn U
MeToauTE, W3MO0/I3BaHM 3a MNOJyYaBaHE Ha OUBETEHWA npenapar.
OuBeTABaHeTO TpA6Ba fa ce U3BbpPLUBA B cepTUdMLMpPaHa, AMLEH3MPaHA
nabopatopusa Mog Hag3opa Ha natosior/ reHeTMK KeasumduuupaH 3a
CbOTBETHATA AEMHOCT., KOMTO OTroBaps 3a npernefa Ha OUBETEHUTE
npenapatv 1 3a OCUrypsABaHEe Ha afeKBATHOCTTA Ha MOJIONKUTENHUTE 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

M3nbnHeTe npoueaypata, OnNWcaHa B MHCTPyKuuuTe 33 ynoTpeba Ha
CbOTBETHMA KOMMNEKT 3a BrpaxgaHe Ha ZytoVision. Mpeau ynoTpeba
nocraBeTe coHAaTa Ha craitHa Temnepartypa (18-25 °C).

12. TobnkysaHe Ha pesynrtatute

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbuMTeNHN NpoueAypPU 33 KOHTPOA Ha KauyecTBOTO

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XapaKTepPUCTMKKN

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WUsxsbpnsHe

M3xBbpAAHETO Ha peareHTUTe TpabBa fJa Ce M3BbPLIBA B CbOTBETCTBME C
MeCTHUTe pasnopeabu.

16. OtcrpaHaBaHe Ha HEU3NPABHOCTU

BCAKO OTKNOHEHWE OT UHCTPYKLMUTE 3a paboTa MoXe Aa A0BeAe A0 No-/0LWm
pesynTaTV Npu OLBETABAHETO MM 0 AUMCa Ha OLBETABaHE. 3a AOMbAHUTENHA
MHOOPMALUA BUNKTE MHCTPYKUMUTE 33 ynoTpeba Ha CbOTBETHATa COHAA M
Komnnekt ZytoVision.

17. Nutepatypa
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18. Pesususa

I::IE www.zytovision.com

Mons, BWKTe www.zytovision.com 3a HaW-HOBWUTE WHCTPYKUMMU 3a
ynotpe6a, KaKkTo ¥ 3a MHCTPYKLMK 33 ynoTpeba Ha Pas/iMiHu e3uLm.

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

Umeiin: info@zytovision.com

TbproBCKU MapKu:
ZytoVision® u Zyto Fast® ca Toprosckn mapku Ha ZytoVision GmbH.
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