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1. nNpepasuaeHa ynotpeba

Zyto Dot AP-Red Solution Set e npegHasHaueH aa ce nsnonsea kato cyberpat

33 AP-KOHIOTMPaHO aHTUTANO B TMPUIOXKEHWA 33 XPOMOreHHa /n  Situ
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

TexHukata Ha xpomoreHHata /n sifu xwbpugmsaums (CISH) nossonssa
OTKPUBAHETO M BM3Ya/IM3MPAHETO Ha CreuuduuHu MOoCNeoBaTeNHOCTU OT
HYKNEUMHOBM KUCENIMHM B KAETbYHW npenapatv. MapKkupaHute c xanTeH
HykneotaHn ¢parmentn, T.Hap. coHan CISH, u texHute KomnnemeHTapHu
LUeNeBM NOCNEAOBATeNHOCTM B  MNperapatute ce  Ko-AeHaTypupar U
BMOC/IEACTBME CE OCTABAT A3 Ce OTrpsABaT Mo Bpeme Ha xmubpuamnsaumuata. Cnep
TOBa HecmeuuuyHUTE U HECBBP3aHM COHAOBM GpPArMeHTH ce OTCTPaHaBaT
upes CTPUKTHO WM3mMBaHe. [lynneKkcHoTo obpasyBaHe Ha MapKupaHaTa coHAa
MOXKe [ia Ce BM3ya/M3upa C MOMOLLTA Ha MbPBUYHM (HEMapKUpaHu) aHTuTena,
KOUTO Ce OTKPUBAT C BTOPUYHM MONMMEPU3MPAHM EH3UMHO KOHIOTUPaHU
aHTWTena. EH3MMHaTa peakumsa C XpOMOTeHHM CyBCTpaTh BNOCAEACTBUE BOAM
£0 obpasyBaHe Ha LBETHW yTalku. Cnef, KOHTpaouBeTsBaHe Ha AAPOTO C
aApeHo 6arpuo xubpuansmpaHuTe GpparmeHTH Ha COHAATA Ce BM3yanmnsmpar
Ypes CBET/IMHHA MUKPOCKOMUS.
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3. MNpepocraseHn peakTusm

KomnnekTa ZytoDot AP-Red Solution Set ce npegnara B8 egnH pasmep u ce
CbCTOM OT:

K Konunuectso K .
Koa OMIMOHEHT W OHTEUHEP
100
. b
SBéa | AP-Red Solution A 0.4 ml q:;‘;’;’:; f(::a”::a”f;;m]
. b
SB6b | AP-Red Solution B 15 ml qz;‘;g:z i:;‘;'::;”ep
MHCTpyKumm 3a ynotpeba 1

C-3038-100 (100 tests): Komnonentte SBba-b ca pocratbumm 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 ZytoDot AP-Red Solution Set e npeaHasHaueH 3a u3nonssaHe 8
npoueaypu 3a ISH ¢ nomowra Ha coHgu u kKomnnektn ZytoVision. 3a
MHGOPMaLMA OTHOCHO MaTepuanute, Heobxogumu 3a ISH npoueaypure,
MOJIfi, BUKTE MHCTPYKUMMTE 33 ynoTpeba Ha CbOTBETHATa COHAA M KOMM/IEKT
33 u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

CbxpaHsaBaiiTe npu Temnepatypa 2-8 °C B usnpaseHo nosoxeHue. BbpHeTe
npy yCNoBMATA Ha CbXpaHeHWe BeaHara cnep ynortpeba. He wm3nonssaiite
peareHTWTe cfnej M3TMYaHE Ha CPOKa Ha FOAHOCT, MOCOYEeH Ha eTuKeTa.
MpoAyKTbT e cTabuieH 4o AaTaTa Ha M3TMYaHE Ha CPOKa Ha rOAHOCT, NOCoYeHa
Ha eTMKeTa, KoraTo ce TpeTupa no NOAXOAAL, HauMH.

6. MpeaynpexpeHna n npeanasHU MepKM

. MpoueTeTe MHCTPYKUMMTE 3a ynoTpeba npeam Aa rv usnonssare!
. He u3nonsBaiite peareHTUTE cneg U3TMUaHe Ha CPOKa Ha rogHoc!
. TO31 NPOAYKT CbAbpiKa BELLECTBA (B HUCKM KOHLEHTpauum u obemm),

KOWTO ca BpeaHM 3a 34paseTo. M3barsaliTe BCAKAKbLB NPAK KOHTAKT C
peareHTUTe. B3emeTe MOAXOAAWM MEpKM 3a 3awWwmTa (M3nonssaiite
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWwmTHU ounna M NabopaTopHO
o6nekno)!

. [loknaapaiite 3a BCEKW CEPUO3EH MHUMAEHT, Bb3HMKHA BbB BPb3Ka C
NpPoAyKTa, Ha NPOU3BOAWUTENA M HAa KOMMETEHTHMA OpraH CbrAacHO
mecTHuTe pasnopeabu!

. AKO peareHTMTe nmonafHaT BbpXy KoxaTa, He3abaBHO A M3nnakHeTe ¢
ronamo Kosmuectso sogal

. Mpu noucksaHe 3a npodecuMoHanHua noTpebuten ce npeaocTass
MHbOPMaLMOHEH INCT 3a 6e30MacHOCT Ha maTepuana.

. He wu3nonssaiiTe NOBTOPHO peareHTUTe, OCBEH aKo MNOBTOpHaTa
ynotpeba He e U3pUYHO paspeleHal

. M3bsarsaiiTe KPbCTOCAHO 3aMbpcABaHe Ha NPobUTE, Thbit KaTO TOBa MOXKeE
[a gosese A0 rpelHn pesyntaTy.

. He TpabBa fJa ce [onycka M3cbxBaHe Ha obpasuuTe no Bpeme Ha
XMbpuaM3aLmaTa U NPOMMBAHETO.

MpeaynpexaeHus 3a oNacHOCT U nNpeanasHU mepku 3a SBéa:

H412 BpeaeH 3a BOgHUTE OpPraHN3MK, C AbArOTPaeH epekKT.

P273 [a ce n3barea msnyckaHe B OKO/AHaTa cpesa.
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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. NopgrotosKka Ha 06pasum

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

M3nbaHeTe npoueaypata, OnucaHa B WHCTPYKUMWTe 3a ynoTpeba Ha
CbOTBETHUsA KOMMJIEKT 3a BrpaxaaHe Ha ZytoVision.

12. TounkysaHe Ha pesyntatute

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbuMTeNHN NpoUeAypPU 33 KOHTPOA Ha KauyecTBOTO

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XapaKTepPUCTMKMN

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xBbpnsHe

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

16. OrtcrpaHaBaHe Ha HEU3NPaBHOCTU

BCAKO OTKNOHEHWE OT UHCTPYKLMUTE 3a paboTa MoXe Aa AoBese 40 No-1owu
pe3ynTaTV Npu OUBETABAHETO MAMW A0 /IUNCA Ha OLBeTABaHe. 3a AOMbAHUTENHA
MHPOPMALMA BUKTE MHCTPYKUMMTE 33 ynoTpeba Ha CbOTBETHATa COHAA U
komnnekt ZytoVision.
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18. Pesususa

I:EI www.zytovision.com

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

HawuTe ekcnepTh ca Ha pa3nofoKeHue, 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 Dot® ca Toproscku mapkm Ha ZytoVision GmbH.
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