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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Mayer’s Hematoxylin Solution (CS1) e npegHasHaueH 3a u3nonssaHe 3a
KOHTpaoLBeTABaHe B MPUIOKEHUA 33 XPOMOTeHHa /n sifu xmbpuansaums
(CISH) Bbpxy ¢puKcmpaHu BbB dopmanvH v BrpageHu B napaduH obpasum.
Mayer’s Hematoxylin _Solution e npegHasHaueH pa ce w3nonssa B
KombuHauua cbe coHam ZytoDot v Zyto Dot CISH Implementation Kit (Prod.
No. C-3018-40).

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TEcToBe, MPU KOUTO Ce M3Mo/3Ba MPOAYKTHT, TpAbBa 4a ce M3BbpLUBAT B
cepTudMLMpaHa, JMUEH3MpaHa naTo/sioroaHaToMuyHa nabopatopus, Mo
Hab/1loAeHNEeTo Ha naTonor/ reHeTUK KBannduumMpaH 3a CboTBETHaTa 4eMHOCT.

2. MpuHUMN Ha U3NUTBaHe

TexHukata Ha xpomoreHHata /n sifu xwbpugmsaums (CISH) nossonssa
OTKPUBAHETO W BU3YaNU3MPAHETO Ha CneuuduyHU MNOCAeAoBaTeNHOCTU OT
HYKNEMHOBM KWUCENMHW B KAETbYHM npenapatv. MapKupaHuTe C XanTeH
HyKneotugHn ¢dparmerTu, T.Hap. coHan CISH, u TexHute komnaemeHTapHu
Lenesn MOCAeAOBaTeNHOCTM B  Mperapatute ce  Ko-AeHaTypupat u
BMNOC/NEACTBME Ce OCTABAT fa Ce OTrpABaT No Bpeme Ha xubpuamnsauusaTa. Cnep,
TOBa HecneunmduyHWTE U HecBbpP3aHW COHAOBM GpParMeHTU ce OTCTpaHABaT
upes CTPUKTHO M3muBaHe. [lynnekcHoTo obpasyBaHe Ha MapKMpaHaTa CoHAa
MOMKe A Ce BU3yannsupa C NOMOLLTA Ha MbPBUYHM (HEMApKMpaHW) aHTUTeNa,
KOWTO Ce OTKPWMBAT C BTOPUYHM MOAMMEPU3NPAHU EH3UMHO KOHIOTMPAHK
aHTUTeNa. EH3MMHATA peakumsa C XPOMOreHHM cybcTpaTi BnocieacTsue BOAM
f0 obpasyBaHe Ha UBETHW yTaiku. Cnef KOHTpaouBeTABaHe Ha AAPOTO C
AApPeHo 6arpuno xmbpuansmnpaHuTe GparmeHTM Ha CoHAaTa ce BM3yanusmpart
upes CBET/IMHHA MUKPOCKOMUA.

3. MpepocraBeHun peakTusm
Mayer’s Hematoxylin Solution ce npegnara 8 eanH pasmep:

. CS-0001-20: 20 ml (40 peaxkuum ot no 0.5 ml scaka)
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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 Mayer’s Hematoxylin Solution e npeaHasHaueH 3a usnonssaHe B
npoueaypu 3a ISH ¢ nomowra Ha coHgu u komnnektn ZytoVision. 3a
MHPOpPMaLMA OTHOCHO MaTepuanute, Heobxoaumu 3a ISH npouepypurte,
MOJIf, BUKTE MHCTPYKUMMTE 33 ynoTpeba Ha CbOTBETHATa COHAA M KOMM/IEKT
3a u3nbaHeHue ZytoVision.

5. CoxpaHeHue u 06paboTka

CoxpaHsBaiite npu Temnepatypa 2-8 °C B usnpaseHo nonoxeHue. BopHete
npyu ycnoBMATa Ha CbXpaHeHWe BegHara cnep ynotpeba. He usnonssaiite
peareHTUTe c/ned M3TMYAHE 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. MpeaynpexaeHus u npeanasHU MepKu

. MpoueteTe MHCTPYKUMUTE 3a ynoTpeba npeam Aa v usnonssare!
. He n3nonsBsaiiTe peareHTuTE Cnea U3TMYaHe Ha CPOKa Ha rogHoct!
. TO31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOWTO ca BpeaHM 3a 3apaseTo. M3barsalite BCAKAKbLB NPAK KOHTAKT C
peareHTUTe. B3emeTe MOAXOAAWM MEpKM 3a 3awWwmTa (M3nonssaiite
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWwmTHU ounna M NabopaTopHO
o6nekno)!

. [JloknaaBaiite 3a BCEKM CEPUO3EH MHUMAEHT, Bb3HUKHAN BbB BPb3Ka C
NpoAyKTa, Ha NPOU3BOAMUTENA M HAa KOMMETEHTHMA OpraH CbrAacHO
MmecTHUTe pasnopeabu!

. AKO peareHTUTe MonagHaT BbpXy KoaTa, He3abaBHO A M3NnakHeTe C
ronamo Kosm4ectso soaal

. Mpu rnouckeaHe 3a npodecuoHanHuUs noTpebuTen ce npesocTass
nMHbOpMaLMoHEH IUCT 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 FPeluHn pesyaTaTu.

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

MpeaynpexxaeHnA 3a ONacHOCT M NpeAnasHU MepKu:

Tasu COHAa He e K!'IaCM(I)MLl,MpaHa KaTo onacHa B CbOTBeTCcTBME C PernameHT
(EO) Ne 1272/2008.

7. OrpaHuyeHus

. 3a uH 8UMPO AMArHOCTUYHa ynoTpeba.

. Camo 3a npodecnoHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynotpeba.

. KAMHWYHATa MHTEpPrpeTaLms Ha BCAKO MOJIOKWUTENHO OLBETABAaHE WU

NMncata Ha TakoBa TPA6GBa Aa Cce HanpaBu B KOHTEKCTA Ha KAMHMYHATA
aHamHe3a, Mopd0oNorMATa, APYr XUCTONATONOTMYHN KPUTEPUM, KAKTO U
OPYrM  AMArHoCTMYHM TectoBe. OTFOBOPHOCT Ha  KBanuduumpaHua
NaToNor/YoBELKN FeHeTUK KBasuduuMpaH 3a CbOTBETHaTa AeMHOCT.e
na nosHasa ISH conguTe, peareHTWTE, AMArHOCTUYHWTE NaHeNn u
MeToauTe, W3MO0/I3BaHM 3a MOJyyaBaHe Ha OUBETeHWA npenapart.
OuBeTABaHeTO TPA6Ba fa ce U3BbpPLUBA B cepTUdMLMpPaHa, AMLEH3MPaHA
nabopatopusa Mog Hag3opa Ha natosior/ reHeTMK KeasumduuupaH 3a
CbOTBETHATA AEMHOCT., KOMTO OTroBaps 3a npernefa Ha OUBETEHWUTE
npenapaty 1 3a OCUrypsABaHEe Ha afeKBATHOCTTA Ha MOJIONKUTENHUTE U
oTPULATENHUTE KOHTPO/IM.

. OugeTaBaHeTo Ha o6paseua, ocob6eHO WHTEH3WBHOCTTA Ha CUrHana u
doHOBOTO ouBeTABaHe, 3aBUCKM OT obpaboTkaTa Ha obpaseua npeau
OLBETABAHeTO. HenpasunHoTto duKcupaHe, 3ampasnBaHe,
pasmpasfBaHe, W3MuBaHe, CylleHe, HarpABaHe, psA3aHe WM
3ambpcABaHe ¢ Apyrv Npobu MAM TeYHOCTM MOXKe A3 fosese A0
aptedaktm uan danwmsm pesyntatu. HecboTBeTcTBalmTe pesynTatv
MoraT fa ce [Ab/KaT Ha pPas/iMKM B MeToguTe Ha QuKcupaHe u
BrpaAaHe, KakTo U Ha NPUCBLLM Ha obpaseL,a HepeaHOCTU.
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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.

17. Nurepatypa
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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® u ZytoDof® ca Tbprosckn mapku Ha ZytoVision GmbH.
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