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3a “3nonsBaHe Npu Npoueaypv 3a /n sifu xnbpuausauma

425038050283

C

MNH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Pepsin Solution (ES1) e npegHasHayeH aa ce wM3nonssa 3a npeasapuTenHa
nporeonutMyHa 06paboTka Ha GUKCMpaHU BbB GOPManuMH WM BrpageHu B
napapuH o6pasun B npwunoxeHus 3a /n sifu xmbpuamsauma (ISH). Pepsin
Solution e npegHasHayeH Aa ce M3NON3Ba B KOMBMHALUMA CbC COHAM
ZytoVision 1 KOMNNEKTU 33 TbKaHHO BHeApsBaHe.

MpoayKTbT e npefHasHauyeH camo 3a npodecnoHanHa ynoTtpeba. Bcuuku
TectoBe, MpWU KOUTO Ce W3MON3Ba NPOAYKTHbT, TpaGBa Aa ce M3BbpLIBAT B
cepTuduuMpaHa, /AMUEH3MpaHa naTonoroaHaToMuWYHa nabopatopusa, nog,
HabnloAeHNeTo Ha NaTonor/ reHeTUK KBaamduumMpaH 3a CboTBeTHaTa AeNHOCT.

2. MpuHUMN Ha M3NUTBaHe

TexHukata in situ  xubpuamsauma (ISH) nossonssa oTkpusaHeTo ¥
BM3ya/M3MPaHeTo Ha cneunduuHM NOCNeAoBaTE/IHOCTM HA  HYKNEUMHOBM
KMCENMHU BbB GOopManuH-PpUKcMpaHu, NnapaduHOBU UK LUTONOTUYHU NPOBU.
MapKkupaHuTe HyKNeoTMAHW ¢parmeHTH, T.Hap. coHau 3a ISH, u Ttexuurte
KOMMNJEeMeHTapHU Lenesn NOCNeAoBaTeNHOCTM B Npenapatute ce  Ko-
[eHaTypupaTt M BMOCNEACTBME Ce OCTaBAT fa Ce CpacHaT no Bpeme Ha
xubpuamsaumaTa. Cnes ToBa HecneunmPpuUUHUTE U HECBBP3aHM GPArMeHTU Ha
COHAQATa Ce OTCTPaHABAT Ype3 CTPUKTHO M3MMBaHe. [lynneKkcHoTo obpasysaHe
Ha XxpomoreHHo mapkupaHu coHan B CISH npunoxenuata moxe ga ce
BM3ya/siM3Mpa C MOMOLLTA Ha MbPBUYHM (HEMAPKMPaHW) aHTUTeNa, KouTo ce
OTKPUBAT Ype3 BTOPUYHU MONMMEPUIUPAHU EH3UMHO KOHIOTUPAHWU aHTUTena.
EH3MMHaTa peakLusa C XpPOMOreHHM cybcTpaTi Bogmu [0 06pasyBaHe Ha LBETHU
yTaiku. Cnep KOHTpaouBeTABaHe Ha AAPOTO € AAPEHo  barpuio
xnbpuamsnpaHute bparmeHTM Ha COHAATa Ce BWU3yasM3MpaT Ype3 CBETNUHHA
MUKpocKonuaA. 3a GbNyopecLeHTHO MapKUpaHW COHAM B MPUIOMKEHUATa Ha
FISH xvub6puansmpanute dparmeHTV Ha coHpaTta ce BM3yanusuMpart C NomMoLyTa
Ha ¢nyopecueHTeH MUKPOCKOM, 0bopyABaH € Bb3GYXAAWM M EMUCUOHHU
duntpu, cneundundHn 33 GNyopoxpomuTe, C KOUTO Ca AUPEKTHO MApPKUPaHU
¢dparmeHTuTe Ha FISH conpara.

1/2 Pepsin Solution

3. MNpepocraseHn peakTusm

Pepsin Solution ce npegnara 8 Tpu pasmepa:

. ES-0001-4: 4 ml (40 peakumm ot no 0.1 ml seska)

. ES-0001-50: 50 ml (500 peakuuu ot no 0.1 ml scaka)

. ES-0001-1000: 1000 ml (10000 peakumm ot no 0.1 ml scska)

4. HeobxoauMmu matepuanu, KOUTO He ca OCUTYPEHU

. ZytoVision probe u tissue implementation kit

KomnnekTa Pepsin Solution e npesHasHadyeH 3a u3nonssaHe B npoueaypy 3a
ISH ¢ nomowita Ha coHam u komnaektn ZytoVision. 3a uHpopmaums OTHOCHO
maTepuanute, Heobxoaumu 3a ISH npoueaypute, mons, BUXKTE UHCTPYKLUUUTE
3a ynoTtpeba Ha CbOTBETHATa COHAA U KOMMEKT 3a u3nbaHeHue ZytoVision.

5. CobxpaHeHue u obpaboTka

CoxpaHsaBaite npu Temnepatypa 2-8 °C B u3npaseHo nosoxeHue. BopHete
Npu ycnoBusATa Ha CbXpaHeHuwe 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 FOAHOCT, NOCoYeHa
Ha eTUKeTa, KoraTo ce TPeTupa no NoAXoAALL HauuH.

6. MpeaynpexpeHna n npeanasHU MepKM

. MpoyeTeTe MHCTPYKUMMTE 3a ynoTpeba npeam ga rv usnonssare!
. He n3nonssaiTe peareHTUTE cneg U3TUYaHe Ha CPOKa Ha rogHoct!
. TOo31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOMTO Ca BpeAHW 3a 34paseTo. M36arsaiite BCAKAKbB MPAK KOHTaKT C
peareHTMTe. B3emeTe NOAXOAAWM MepkM 3a 3awmTa (M3nonssaiire
pbKaBMLUM 33 €AHOKpaTHa ynoTpeba, 3aWwmTHU ounna u NabopaTopHO
o6nekno)!

. [Noknaapaiite 3a BCEKW CEPUO3EH MHUMAEHT, Bb3HMKHAN BbB BPb3Ka C
NpoAyKTa, Ha MPOMU3BOAMTENS M Ha KOMMETEHTHWA OpraH CbrAacHO
mecTHuTe pasnopeabu!

. AKO peareHTUTe MonadHaT BbpXy KoaTa, He3abaBHO A M3NAakHeTe C
ronamo Kosm4ectso soaal

. Mpu rnouckeaHe 3a npodecuoHanHWUs noTpebuTen ce npesocTass
nMHbOpMaLMoHEH UCT 3a 6e30nacHOCT Ha maTepuana.

. He wu3nonssaiiTe NOBTOPHO peareHTUTe, OCBEH aKo MNOBTOpHaTa
ynotpeba He e U3puYHO paspelleHal

. M3bsarsaiiTe KPbCTOCAHO 3aMbpcaBaHe Ha NPobUTE, Thbit KaTO TOBa MOXKe
[a posese A0 rpelHn pesyntaTy.

. He TpabBa fJa ce fonycka M3cbxBaHe Ha obpasuuTe no Bpeme Ha
XMbpuaM3aLmaTa U NPOMMUBAHETO.

CneumanHo etuketupaHe Ha ES1:

EUH208 Coabpa Pepsin A. Moske fa npeamssuka anepruuHa
peakums.
EUH210 NHdopmaLmoHeH ncT 3a 6e3onacHocT we 6bae

npeacTaBeH Npw NMOUCKBaHe.

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

This product is not classified as hazardous according to Regulation (EC)
No. 1272/2008.

7. OrpaHuueHus

. 3a uH 8UMPO AMArHOCTUYHa ynoTpeba.
. Camo 3a npodecroHanHa ynotpeba.
. Camo 3a HeaBTOMaTu3MpaHa 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 TpAbBa 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

M3nbaHeTe npoueaypata, OnucaHa B WHCTPYKUMWTe 3a 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.

17. DNutepatypa

. Kievits T, et al. (1990) Cyfogenet Cell Genet 53: 134-6.
. Wilkinson DG: In Situ Hybridization, A Practical Approach, Oxford
University Press (1992) ISBN 0 19 963327 4.
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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®, ZytoDof®, ZytoFasf®, FlexiSH n ZytoLight® ca Teprosckm
mapku Ha ZytoVision GmbH.
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