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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

PBS/Tween (WB4) e npepgHasHaueH Aa ce w3nons3sa 3a NPOMMBaHe Ha
xpomorerHa /n sifu xmbpuamsaums (CISH) npu npunoskenus sbpxy dukcupanu
BbB GOpManuH 1 BrpageHu 8 napaduH obpasum. PBS/Tween e npegHasHadeH
fJa ce u3nonssa B KombuHauma cbe coHan ZyfoDot w ZytoDot CISH
Implementation Kit (Prod. No. C-3018-40).

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.

3. MpepocraBeHun peakTusu
PBS/Tween ce npegnara B eauH pasmep:

. WB-0004-1000: 1 tablet (soctaTbueH 3a 14 6ypkaHa 3a oLBeTaBaH

e ot 70 ml Bcekw)
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4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

. Zyto Dot probe
. Zyto Dot CISH Implementation Kit (Prod. No. C-3018-40)

Komnnekta PBS/Tween e npegHasHaueH 3a u3nosnssaHe B npoueaypu 3a ISH
C MoMmolUTa Ha coHAM M Komnaektn ZytoVision. 3a uHbopmaLma OTHOCHO
maTepuanute, Heobxoaumu 3a ISH npoueaypute, mons, BUXKTE UHCTPYKLUUUTE
3a ynoTtpeba Ha CboTBETHATa COHAA U KOMMEKT 3a u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

CoxpaHsBaiite npu Temnepatypa 2-8 °C B usnpaseHo nonoxeHue. BopHete
npyu ycnoBMATa Ha CbXpaHeHWe BegHara cnep ynotpeba. He usnonssaitte
peareHTUTe c/nep U3TMYAHE Ha CPOKa Ha TOAHOCT, MOCOYeH Ha eTuKeTa.
MpoAyKTLT e cTabuneH fo AaTaTa Ha M3TUYAHE Ha CPOKA Ha rOAHOCT, NOCOYEHa
Ha eTWKeTa, KoraTo ce TpeTupa Mo NOAXOAAL, HauYMH.

6. MpeaynpexpaeHus U npeanasHN MepKu

. MpoueteTe MHCTPYKUMUTE 3a ynoTpeba npeam Aa v usnonssare!
. He n3nonsBsaiiTe peareHTuTE cnea U3TUYaHE Ha CPOKa Ha rogHoct!
. TO31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOMTO Ca BpeAHW 3a 3apaBeTo. M3barsaliTe BCAKAKbB NPAK KOHTaKT C
peareHTUTe. B3emeTe MOAXOAAWM MEpKM 3a 3awWwmTa (M3nonssaiite
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWmTHU oumna M NabopaTopHO
o6nekno)!

. [loknaaaiite 3a BCEKM CEPUO3EH MHUMAEHT, Bb3HMKHAN BbB BPb3Ka C
NpoAyKTa, Ha NPOU3BOAWUTENA M HAa KOMMETEHTHUA 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 TpsbBa ga ce Jonycka M3cbxBaHe Ha obpasuute No Bpeme Ha
XMbpuanM3aLmaTa U NPOMMUBAHETO.

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

Tasu coHpa He e KnacuduuMpaHa KaTo onacHa B CbOTBETCTBME C PernameHT
(EO) Ne 1272/2008.

7. OrpaHuueHuna

. 3a uH 8UMPO AMArHOCTUYHA ynoTpeba.

. Camo 3a npodecroHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynotpeba.

. KAWHWYHATa MHTepnpeTauma Ha BCAKO MOJIOMKWUTENHO OLBeTABaHe WU

iMncata Ha Takosa TPAbGBa Aa ce HanpasW B KOHTEKCTA Ha KAMHMYHATA
aHamHesa, mop$onoruaATa, ApPyru XMCTONATONOTUYHN KPUTEPUM, KAKTO U
OPYrM  AMArHOCTUMYHKM TectoBe. OTrOBOPHOCT Ha KBanuduumpaHua
NaToNor/4YoBeLKN FEHETUK KBaindUUMpPaH 3a CbOTBETHaTa AEMHOCT.e
na nosHasa ISH coHauTe, peareHTUTe, AMArHOCTUYHUTE NaHeAUn M
MeToauTe, W3MO0/I3BaHM 3a MOJyyaBaHe Ha OUBETeHWA npenapart.
OuBeTABaHeTo TpAbBa f4a ce U3BbpLUBA B cepTUdMUMpaHa, AMLeH3MpaHa
nabopaTopua noA HaA3opa Ha natonor/ reHeTMK KeanuduumpaH 3a
CbOoTBETHATa AEMHOCT., KOMTO OTroBaps 3a npernefa Ha ouBeTeHuTe
npenapat 1 3a OCUrypsABaHE Ha AfEKBATHOCTTA Ha MOJIOKUTENHUTE U
OTPULLATENHUTE KOHTPO/IU.

. OuBeTABaHETO Ha ob6pasela, 0COBEHO MHTEH3MBHOCTTA Ha CUrHana u
$OHOBOTO oOUBeTABaHe, 3aBUCK OT obpaboTkata Ha obpaseua npeaum
OLBETABAHETO. HenpasunHoto duKcupane, 3ampasnBaHe,
pasmpasfBaHe, W3MMBaHE, CylleHe, HarpsaBaHe, psA3aHe UK
3aMbpcABaHe C ApyrM Npobu WAM TEYHOCTM MOXKEe Aa [oBeAe A0
aptedakTM mam danwmem pesyntatu. HecbOTBETCTBALLMTE pe3ynTaTv
MoraT ga Ce Ab/KaT Ha pasiMKM B MeToauTe Ha O UKCUpaHe W
BrpaxAaHe, KaKTo M Ha nNpucblum Ha obpasela HepegHoCTy.
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. M3nbnHeHneto  bewe  BanuaupaHo, KaTo  6axa  M3NON3BaHU
npoueaypuTe, ONUCaHU B MHCTPYKUMATaA 3a ynoTpeba Ha CboTBeTHaTa
coHga ZytoVision 1 Komnnekta 3a usnbaHeHue. Moaudukauumre Ha
TE3M NpoLeaypy MoraT 4a NPOMeHAT epeKTMBHOCTTa M TpsbBa Aa 6baaT
notebpaeHn ot notpebutens. Tosm IVD e ceptuduumpan kato CE camo
KOraTo ce M3Mo/3Ba, KaKTo e ONMWCaHO B Ta3W MHCTPYKLMA 3a ynotpeba
B PaMKuUTe Ha npegsuaeHata ynotpeba.

8. Mpeuyewwm Bewecrsa

BuKTEe MHCTPyKuMMTe 33 ynoTpeba Ha cboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 33 BrpaxaaHe.

9. NopgrotosKa Ha 06pa3sum

BuTe MHCTpyKuMuTe 3a ynoTpeba Ha cboTBeTHata coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

10. NoarorsutenHa o6paboTKa Ha YCTPOICTBOTO

BuTe MHCTpyKuMuTe 3a ynoTpeba Ha cboTBeTHata coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxaaHe.

11. nMNpoueaypa 3a aHanus

M3nbaHeTe npoueaypata, ONMcaHa B MHCTPyKuuuTe 3a ynoTpeba Ha
CbOTBETHMA KOMMAEKT 3a BrpaxgaHe Ha ZytoVision. [Mpeau ynotpeba
nocraseTe coHAaTa Ha cTaiiHa Temnepatypa (18-25 °C).

12. TobnkyBaHe Ha pesyntatute

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. MNpenopbunTenHU Npoueaypyu 3a KOHTPON Ha KauecTBoTo

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XxapaKTepPUCTMKMK

BuKTE MHCTPYKUUMTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xebpnsaHe

N3xBbpAAHETO Ha peareHTUTe TpAbBa Aa Ce M3BbPLWBA B CbOTBETCTBME C
MeCTHWUTe pasnopesdu.

16. OrtcrpaHaBaHe Ha HEM3NPABHOCTM

BCAKO OTKNOHEHWE OT UHCTPYKLMUTE 3a paboTa MoXKe Aa AoBede 40 Mo-/owu
pe3yNTaTV Mpu OLBETABAHETO MM AO /IUMCA HA OLBETABaHE. 3a JOMbAHUTENHA
MHOOPMALMA BUKTE MHCTPYKUMMTE 33 ynotpeba Ha CbOTBETHATa COHAA U
Komnnekt ZytoVision.
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18. Pesusua

I:IE www.zytovision.com

Mons, BuKTe www.zytovision.com 3a Hai-HOBUTE WHCTPYKLMKU 33
ynoTpeba, KakTo ¥ 3a MHCTPYKLMM 3a ynoTpeba Ha pasanyHu esuum.
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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 Dot® ca Toproscku mapkm Ha ZytoVision GmbH.
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