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MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Heat Pretreatment Solution EDTA (PT2) e npegnasHaueH 3a TepmudHa
npeagaputenHa obpaboTka Ha ¢OUKcMpaHu BbB GOpManvH W BrpafdeHu B
napaduH 06pasuM B MPUNONKEHWA 33 XPOMOFeHHa /n sifu xubpuausaumn
(CISH). Heat Pretreatment Solution EDTA e npeaHa3sHadeH aa ce u3nonssa B
KOMBWHALMA CbC COHAM U KOMMEKTU 3a BHeapasaHe ZytoVision.

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TecToBe, MpPW KOUTO ce M3Mo/i3Ba MPOAYKTHT, TpabBa Aa ce M3BbpLIBAT B
cepTuduMLMpaHa, AWUeH3MpaHa naTosoroaHaToMu4yHa Jnabopatopusa, noA
HaboAeHNEeTO Ha NaTonor/ reHeTUK KBamduULMpaH 3a CboTBETHATa AeNHOCT.

2. MpuHUMN Ha M3NUTBaHe

TexHuKkaTa Ha xpomoreHHata /1 sifu xwbpugmsauma (CISH) nossonssa
OTKPMBAHETO M BM3Yya/M3MPaHETO Ha cneuuduuHM MNOCNea0BaTeNHOCTU OT
HYK/IEMHOBUN KUCE/IMHU B KNETbYHWU MpenapaTu. MapKVIpaHVITe C XanTeH
HyKneoTaHn dparmeHTn, T.Hap. coHan CISH, n TexHute KomnnemeHTapHu
LeNeBM MOCNeSOBaTeNHOCTM B NpenapaTuTe Cce  Ko-AeHaTypupat U
BMOCNEACTBME Ce OCTABAT A3 Ce OTrpABaT No Bpeme Ha xmbpuamsaumaTta. Cnes
TOBa HecneuuduUHATE M HECBbP3aHM COHAOBM GparmeHTH ce OTCTpaHsaBaT
upes CTPUKTHO M3mMBaHe. [lynieKkcHoTo obpasyBaHe Ha MapKupaHaTa coHAa
MOXe fla Ce BM3yasn3Mpa C MOMOLLTa Ha MbPBUYHM (HEeMapKMpaHu) aHTUTena,
KOMTO Ce OTKPMBAaT C BTOPUYHM MONMMEPU3MPAHM EH3UMHO KOHIOTMpaHu
aHTUTena. EH3MMHaTa peakuma C XpoOMoreHHM cybcTpaTh BNocieacTame Boau
£0 obpasysBaHe Ha LBETHW yTalku. Cref KOHTpaougeTsaBaHe Ha A4POTO C
aapeHo barpuno xnbpuamsnpaHuTe GparmeHT Ha CoHAaTa ce BU3yanusmpat
upes CBEeT/IMHHA MMKPOCKOMNMA.

3. NpepocraBeHun peaktusm

Heat Pretreatment Solution EDTA ce npeanara 8 eanH pasmep:

. PT-0002-500: 500 ml (gocTatbunu 3a 7 6ypkaHa 3a ougeTsasaHe ot 70
ml Bcekn)
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4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

. ZytoVision probe u tissue implementation kit

KomnnekTa Heat Pretreatment Solution EDTA e npesHasHaueH 3a usnonssaHe
B8 npoueaypu 3a ISH ¢ nomowra Ha coHan u komnnektn ZytoVision. 3a
MHPOpPMaLMA OTHOCHO MaTepuanute, Heobxoaumu 3a ISH npouegypurte,
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. MNpeaynpexpeHna 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 Tpabsa fga ce gonycka uscbxBaHe Ha obpasuuTe no Bpeme Ha
XMbpuaM3aumaTa U NPOMMUBAHETO.

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

KOMMOHEHTBLT, onpeaensiy, onacHoOCTTa, € CMec oT: 5-xnopo-2-metunn-4-
nsotnazonuH-3-oH [EC Ne 247-500-7] u 2-meTtun-2H-usornason-3-ox [EC
Ne 220-239-6] (3:1).

MNpepynpexaeHue
H317 Moske Aa NPUUYUHM anepryHa KoXKHa peakuma.
P261 MN3bsareaiitTe BaMWBaHE Ha

npax/nywek/ras/aum/vnsnapeHus/aepo3onu

P272 [a He ce u3Haca 3ambpceHo paboTHO 061eKN0 N3BBH
paboTHOTO NomelLeHue.

P280 M3nonsgaitte npeanasHu pbKasuum/npeanasHo
obnekno/npesnasHu ounna/npeanasHa macka 3a sumue.

P302+P352 MPUN KOHTAKT C KOXATA: U3muitte obunHo ¢ soaa/...

P333+P313 Mpun NosBa Ha KOXHO Apa3HeHe UNn 0b6puB Ha Koxarta:
MoTbpceTe MeAMLMHCKM CbBeT/nomoLy.

P362+P364 CBasnieTe 3amMbpCceHOTO 06/1EKN0 U O U3nepeTe npean
nosTopHa ynotpeba.

7. OrpaHuueHus

. 3a uH 8UMPO AMArHOCTUYHa ynoTpeba.
. Camo 3a npodecnoHanHa ynotpeba.
. Camo 3a HeaBTOMaTM3MpaHa ynotpeba.
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. KAMHWMYHaTa MHTepnpeTauma Ha BCAKO MOJIOKMUTENIHO OLBETABaHE WK
NMncaTa Ha TakoBa TPAGBa fa Ce HanpaBW B KOHTEKCTA Ha KAMHMYHATA
aHamHe3a, MmopdoNormMaTa, APYrv XMCTONATONOTMYHU KPUTEPUM, KAKTO U
OPYTM  AMAarHOCTMYHM TectoBe. OTrOBOPHOCT HA  KBaAupuumMpaHus
NaTo/Ior/YoBELWKN FEHETUK KBaMdUUMPaH 3a CbOTBETHATa LEMHOCT.e
na nosHasa ISH cowguTe, peareHTWTE, AMArHOCTMYHWTE NaHeENN M
MeToauTe, W3MNO0N3BaHM 33 MOJiydyaBaHe Ha OUBETeHWA npenapar.
OugeTaBaHeTo TpA6Ba Aa ce M3BbPLBA B CepTUOULMPAHA, IMLEH3MPaHa
nabopaTtopusa nog HaZ3opa Ha natonor/ reHeTMK KeasuduuupaH 3a
CcboTBETHaTa AeMHOCT., KOMTO OTroBaps 3a npernefa Ha OuBeTeHuTe
npenapat ¥ 3a OCUrypsABaHe Ha ALEKBATHOCTTA HA MONOMKUTENHUTE U
OTPULLATENHUTE 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
3ambpcaABaHe C Apyrv Npobu MAM TEYHOCTM MOXe A3 Aosede A0
apTedakTM uau panwmsu pesynTatu. HecboTBETCTBALMTE pe3yNTaTH
MoraT Aa ce Ab/KaT Ha Pasiuku B meToauTe Ha QuUKcUpaHe u
BrpajkAaHe, KakTo M Ha NpucblumM Ha obpaseua HepeaHOCTH.

. M3nbnHeHneto  bewe  BanuaupaHo, KaTto 6axa  M3NON3BaHU
npoueaypuTe, ONUCaHU B MHCTPYKUMATaA 3a ynoTpeba Ha CboTBeTHaTa
coHga ZytoVision 1 Komnnekta 3a usnbaHeHue. Moaudukauumre Ha
Te3M npoueaypy MoraT 4a NPOMeHAT epeKTMBHOCTTa M TpsabBa Aa 6baaT
noTebpaeHun ot norpebutens. Tosm IVD e ceptudnumpan kato CE camo
KOraTo ce M3Mo/3Ba, KaKTo € OMWCAHO B Tasu MHCTPYKLMA 3a ynotpeba
B paMKUTe Ha npeasuaeHara ynotpeba.

8. Mpeuewwm Bewecrsa

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

9. NoparotosKka Ha 06pasum

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHpa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

10. NoarorsutenHa o6paboTKa Ha YCTPOCTBOTO

BuKTe MHCTpyKumMuTe 3a ynoTpeba Ha cboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 33 BrpaxaaHe.

11. nNpoueaypa 3a aHanus

M3nbnHeTe npoueaypata, oOnNWcaHa B MHCTPyKuuuTe 33 ynoTpeba Ha
CbOTBETHUsA KOMMJIEKT 3a BrpaxaaHe Ha ZytoVision.

12. TbnkysaHe Ha pesynrtatute

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbuMTeNHN NpouUeAypPU 33 KOHTPOA Ha KauyecTBOTO

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XapaKTepPUCTMKKN

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xBbpnaHe

M3XBbpAAHETO Ha peareHTUTe TpsabBa Aa Ce M3BbPLIBA B CbOTBETCTBME C
MecTHUTe pasnopeabu.

16. OrtcrpaHaBaHe Ha HEU3NPaBHOCTU

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

I:EI www.zytovision.com

Mons, BWXKTe www.zytovision.com 3a Haii-HOBUTE WHCTPYKUMM 33
ynotpeba, KakTo U 3a MHCTPYKLMK 3a ynoTpeba Ha pasnyHu e3num.

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

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven/ Fepmanus
Tenedon: +49 471 4832-300
dakc: +49 471 4832-509
www.zytovision.com

Umeiin: info@zytovision.com

TbproBCKU MapKu:
ZytoVision®; ZytoDof” and w ZytoFost ® ca TbproBcku mapku Ha
ZytoVision GmbH.

2023-10-04



http://www.zytovision.com/
http://www.zytovision.com/
file://///hyperv/Team-ZV/Technische%20Dokumentation/GAs/FlexISH/helptech@zytovision.com
http://www.zytovision.com/
mailto:info@zytovision.com

