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ZYTOVISION

DAPI/DuraTect-Solution

MT-0007-0.8 N/ 20 (0.8 ml)

3a “3non3BaHe Npu npoueaypu 3a GayopecueHTHa /in sifu
xnbpuamsaumsa (FISH)

4250380S658T

3

MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

DAPI/DuraTect-Solution (MT7) e npegnasHaued pa ce usnonssa 3a
KOHTpaoLBeTABaHe Ha XpPOMaTUH/Xpomo3omu, 3a wu3bsarsaHe Ha 6bp30TO
raceHe Ha GNYOPECLEHTHUTE CUTHAAM M 33 OCUTYPABAHE HA NPOLB/IKUTENHO
CbXpaHeHMe Ha xubpuausvpaHuTe npenapatM  NpU  NPUIOKEHUs 3a
dnyopecueHtHa /n sifu xubpuamsaums (FISH) sbpxy umtonormunm wam
duKecupaHn BbB bopmanuH 1 BrpageHu B napaduH obpasum. DAPI/DuraTect-
Solution e npegHasHadeH 3a M3NON3BaHe B KOMBMHALMA CbC COHAM W
KOMMNIEKTU 3a BHeapsBaHe ZytoVision.

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TecToBe, MPU KOUTO Ce M3MO/3Ba MPOAYKTHT, TpAbBa 4a ce M3BbpLIBAT B
cepTudMLMpaHa, JMUEH3MpaHa naTo/sioroaHaToMuyHa nabopatopusi, Mo
Hab/loAeHNeTo Ha naTonor/ reHeTUK KBannduumMpaH 3a CboTBETHaTa 4EeMHOCT.

2. MpuHUMN Ha U3NUTBaHe

TexHukata Ha dnyopecueHTHata /n sifu xmbpuaumsaums (FISH) nossonssa
OTKPUBAHETO M BM3ya/M3MPaAHETO Ha creunmduyHM NOCNeAoBaTeNIHOCTM Ha
HYKNIEMHOBW KMCENMHU B KNETbYHK NpenapaTtu. GyopecueHTHO MapKupaHuTe
OHK ¢parmeHTy, T.Hap. coHaum 3a FISH, n TexHute KomnaemeHTapHu Lenesu
JOHK Bepuru B npenapatuTe ce KO-AeHaTypupaT 1 BNOCAeACTBUE Cce OCTaBAT Aa
ce HarpsaBaT no Bpeme Ha xubpuamsaumata. Cneg ToBa HecneundbUuHUTE U
HecBbp3aHM GpparMeHTV Ha coHAaTa ce OTCTPaHABAT Ypes CTPMKTHO M3MMUBaHe.
Cnen KoHTtpaousetasaHe Ha AHK ¢ DAPI xubpuamsmpaHute dparmeHt Ha
coHpaTa ce BM3yanuMsMpaT € NomolTa Ha GAyopecueHTeH MMKPOCKON,
obopyaBaH € Bb3OYXKAAWM W eMUCUMOHHM  GunTpK, cneunduyHn  3a
bIyopoXpomuTe, C KOUTO Ca MapKuMpaHu AMpeKTHo dparmeHTute Ha FISH
coHpaTa.

3. MNpepocraBeHun peakTUsu
DAPI/DuraTect-Solution ce npeanara 8 eauH pasmep:
. MT-0007-0.8: 0.8 ml (20 peakuuu ot no 25 ul scska)
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4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

. ZytoVision probe u implementation kit

Komnnekta DAPI/DuraTect-Solution e npegHasHayeH 3a u3nonssaHe B
npoueaypu 3a ISH ¢ nomowra Ha coHgu u kKomnnektn 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. MNpeaynpexpeHua 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 TpsbBa ga ce Jonycka M3cbxBaHe Ha obpasuute No Bpeme Ha
XMbpuaM3aumaTa U NPOMMUBAHETO.

MpeaynpexaeHns 3a oNacHOCT U NpeanasHU MepKu:

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

7. OrpaHuyeHus

. 3a uH 8UMPO AMarHocTMYHa ynoTpeba.

. Camo 3a npodecnoHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynotpeba.

. KAMHWYHATa MHTEpPrpeTaums Ha BCAKO MOJIOKWUTENHO OLBETABAaHE WK

QMncata Ha TakoBa TPA6GBa Aa ce HanpaBu B KOHTEKCTA Ha KAMHMYHATA
aHamHesa, mop$onoruaTa, Apyru XMCTONATONOTUYHN KPUTEPUM, KAKTO U
OPYrM  AMArHOCTUMYHKM TectoBe. OTrOBOPHOCT Ha KBanuduumpaHua
NaToNor/4YoBeLKN FEHETUK KBaiudUUMpaH 3a CbOTBETHaTa AEMHOCT.e
na nosHasa ISH conauTe, peareHTUTe, AMArHOCTUYHUTE NaHeAU M
MeToAuTE, W3MO0/I3BaHM 3a MO/yYaBaHE Ha OUBETEHWA npenapar.
OuBeTaBaHeTo TPA6Ba fa ce U3BbpPLUBA B cepTUdMLMpPaHa, AMLEH3MPAHA
nabopatopusa Mog Hag3opa Ha natosior/ reHeTMK KeasumduuupaH 3a
CbOTBETHATA AEMHOCT., KOMTO OTroBaps 3a npernefa Ha OUBETEHUTE
npenapatv 1 3a OCUrypsABaHEe Ha afeKBATHOCTTA Ha MOJIONKUTENHUTE U
OTPUL,ATENHUTE KOHTPO/IU.

. OuBeTABaHETO Ha obpasela, 0COBEHO MHTEH3MBHOCTTA Ha CUrHana u
$OHOBOTO OUBeTABaHe, 3aBUCK OT obpaboTkata Ha obpaseua npeaum
OLBETABAHETO. HenpasunHoto duKcupane, 3ampasnBaHe,
pasmpasfBaHe, W3MMBaHE, CylleHe, HarpsaBaHe, psA3aHe UK
3amMbpcABaHe C ApyrM Npobu MAM TEYHOCTM MOXKe Aa [oBeje A0
aptedaktM mam danwmem pesyntatu. HecbOTBETCTBALLMTE pe3ynTaTv
MoraT ga Ce Ab/KaT Ha pasiMKM B MeToauTe Ha O UKCUpaHe u
BrpaxAaHe, KaKTo M Ha nNpucblum Ha obpasela HepeaHoCTy.
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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. NoarotoBka Ha o6pasum

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, ONWCaHa B MHCTPyKuuuTe 33 ynoTpeba Ha
CbOTBETHMA KOMMJIEKT 3a BrpaxaaHe Ha ZytoVision.

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 M3BbPLIBA B CbOTBETCTBME C
MeCTHWUTe pasnopesdbu.

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. Nutepatypa

. 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.

18. Pesususa

I::IE www.zytovision.com

Mons, BWKTe www.zytovision.com 3a Hal-HOBWUTE WHCTPYKLMM 33
ynotpe6a, KaKkTo ¥ 3a MHCTPYKLMK 33 ynoTpeba Ha Pas/iMiHu e3uLm.

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®, FlextSH® u ZytoLight® ca Toproscku mapku Ha ZytoVision
GmbH.
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