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Cytology Pepsin Solution

N/ 40 (4 ml)
N/ 500 (50 ml)

ES-0002-4
ES-0002-50

3a u3non3eaHe Npu npoueaypu 3a ¢ayopecueHTHa /1 sifu
xnbpnausaumsn

42503805458M

q3

MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

Cytology Pepsin Solution (ES2) e npesHasHayeH 3a npeggapuTenHa
npoTteonnTMyHa 06paboTka Ha LMTONOMMYHK NPo6K 3a /n sifu xMbpuamsaumn
(ISH). Cytology Pepsin Solution e npegHasHaueH fga ce u3non3sa B
Komb6uHauua cbe conamn Zyfolight v ZytoLight FISH Cytology Implementation
Kit (Prod. No Z-2099-20).

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 dyopecueHTHaTa /i sifu xmbpuaumsauma (FISH) nossonssa
OTKPMBAHETO W BW3YaNM3UPAHETO HA CneundPpuYHM NOCNefOoBATENHOCTU Ha
HYKNEUHOBW KMCENMHU B KNETbYHU NpenapaTtv. ®ayopecLeHTHO MapKupaHuTe
OHK dparmentu, T.Hap. coHam 3a FISH, n TexHute komnnemeHTapHu uenesu
JOHK Bepuru B npenapatuTe ce KO-AeHaTypupaT 1 BNOCAeACTBUE Ce OCTaBAT Aa
ce HarpsaBsaT No Bpeme Ha xubpuamsaumaTta. Cnes ToBa HecneuudpuuHuTe U
HecBbp3aHW GpparMeHTV Ha COHAATa Ce OTCTPaHABAT Ype3 CTPUMKTHO M3MUBAHE.
Cnep, KoHTpaougetasaHe Ha [AHK ¢ DAPI xubpuausupanute dparmeHtn Ha
coHAaTa Cce BM3yanu3uMpaT C NOMOLITA Ha (yOpecLeHTeEH MUKPOCKONM,
obopyaBaH C Bb3OYXKAAWM W eMUCUMOHHM  GuUNTpK, cneunduyHn  3a
bNYOpOXpOMUTE, C KOUTO Ca MapKuMpaHu AupekTHo dparmeHtute Ha FISH
coHaara.

3. NpepocraBeHun peaktusm

Pepsin Solution ce npeanara 8 Tpu pasmepa:

. ES-0002-4: 4 ml (40 peakumu ot no 0.1ml scska)

. ES-0002-50: 50 ml (500 peakuum ot no 0.1 ml scaka)
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4. HeobxoguMmu matepmanu, KOUTO He ca OCUrypPeHU

. ZytoLight probe
. ZytoLight FISH Cytology Implementation Kit (Prod. No. Z-2099-20)

Komnnekta Cytology Pepsin Solution e npeaHasHadeH 3a u3nonssaHe 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.
MpoAyKTHT 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
mecTHuTe 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 Tps6Ba pa ce Aonycka u3cbxsaHe Ha obpasuuTe Mo Bpeme Ha
XxnbpuamMsaLmaTa U NPOMMBAHETO.
CneuuanHo etuketupaHe Ha ES2:

EUH210 NHdopmaLmoHeH nCT 3a 6e3onacHocT e 6bae
npeacTaBeH Npu NOWCKBaHe.
< 20 % oT cmecTa ce CbCTOM OT CbCTaBKa(u) € HensBecTHa
0CTpa TOKCWUYHOCT (Mpu BAMULIBAHE).

MpeaynpexxaeHnA 3a ONacHOCT U NpeAnasHU MepKu:

KnacuduuMpaHa KaTto omnacHa B cboteeTcTBMe C PernameHT (EO) Ne
1272/2008.

7. OrpaHuyeHus

. 3a UH 8UMPO pyarHocTMYHa ynotpeba.

. Camo 3a npodecunoHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynoTpeba.

. KAMHWYHATa MHTEpPrpeTaLmMs Ha BCAKO MOJIOKUTEHO OLBETABAHE WK

NMncata Ha TakoBsa TPA6GBa Aa ce HanpaBW B KOHTEKCTa Ha KAMHMYHATA
aHamHe3a, MopdOoNorMATa, APYrY XUCTONATONOTUYHM KPUTEPUM, KAKTO U
APYIM  AMarHoCcTMYHM  TectoBe. OTFOBOPHOCT Ha  KBanuduumpaHus
MaTo/IOr/YOBELLKMN TEHETVMK KBaMdUUMPaH 3a CbOTBETHATa AEeMHOCT.e
fa nosHaea ISH cowguTe, peareHTWTE, AMArHOCTUYHWTE NaHeENU U
MeToauTe, W3MO0/I3BaHM 3a MNOJyYaBaHE 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 OuUBeTEHUTe
npenapatv 1 3a OCUrypsABaHEe Ha afeKBATHOCTTA Ha MOJIONKUTENHUTE U
OTPUL,ATENHUTE KOHTPO/IU.
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. OupeTABaHeTo Ha o6paseua, 0CO6EHO MHTEH3MBHOCTTA Ha CUrHana u
¢doHoBOTO ouBeTABaHe, 3aBucKM OT obpaboTkaTa Ha obpaseua npeau
OLBETABAHeTo. HenpasunHoto duKempare, 3ampassBaHe,

pasmpasfBaHe, W3MMBaHe, CylleHe, HarpsBaHe, ps3aHe WM
3ambpcABaHe C Apyrv Npobu MAM TEYHOCTM MOXKe A3 AoBede A0
apTedakTM uau panwusu pesynTatu. HecboTBETCTBALMTE pe3yNTaTH
MoraT Aa ce Ab/KaT Ha PasiukuM B meToauTe Ha duKcupaHe u
BrPaAaHe, KakTo M Ha NPUCbLLM Ha obpaseLa HepeaHOCTH.

. ManbnHeHneTo  bewe  BanMAMPaHO, KaTo  6Axa  M3MNO/A3BaHU
npoueaypvTe, ONUCaHW B MHCTPYKUMATA 3a ynoTpeba Ha CboTBETHaTa
coHga ZytoVision 1 Komnnekta 3a usnbaHeHue. Moaudukauumte Ha
Tesu npoueaypu Morat Aa NPOMeHAT epeKTMBHOCTTa M TpabBa aa 6baaT
noTebpaeHn ot notpebutena. Tosm IVD e ceptuduumpan kato CE camo
KOraTo ce M3MoA3Ba, KaKTO € ONMCaHO B Ta3W MHCTPYKLMA 3a ynoTpeba
B pamMKuTe Ha npeasuaeHata ynotpeba.

8. Mpeuyewwm Bewecrsa

BuKTEe MHCTPyKuMMTE 33 ynoTpeba Ha CboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 3@ BrpaxaaHe.

9. NopgrotoBka Ha o6pasum

BuKTe MHCTPyKuMMTE 33 ynoTpeba Ha cboTBeTHaTa coHAa ZytoVision u
KOMM/IEKTa 33 BrpaxaaHe.

10. NoarorsutenHa o6paboTKa Ha YCTPONCTBOTO

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

11. MNpoueaypa 3a aHanu3

M3nbnHeTe npoueaypata, OnNWcaHa B MHCTPyKuuuTe 33 ynoTpeba Ha
CbOTBETHUA KOMMJIEKT 33 BrpaxaaHe Ha ZytoVision.

12. TobnkysaHe Ha pesynrtatute

BuKTe MHCTPYKUUMTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbyMTeNHN NpouUeAypPU 33 KOHTPOA Ha KauyecTBOTO

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHM XapaKTePUCTMKMN

BusKTe MHCTPYKUMWTE 3a ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xBbpnsHe

M3XxBbpAAHETO Ha peareHTUTe TpabBa fJa Ce M3BbPLIBA B CbOTBETCTBME C
MeCTHUTe pasnopenbu.

16. OrtcrpaHaBaHe Ha HEU3NPABHOCTU

BCAKO OTKNOHEHUE OT UHCTPYKLMUTE 3a paboTa MoXe Aa A0BeAe A0 No-/0LWK
pesynTaTV Npu oLBETABAHETO MM 40 AUMCa Ha OLBETABaHE. 3a AOMbAHUTENHA
MHOOPMALMA BUKTE MHCTPYKUMWTE 3a ynoTpeba Ha CbOTBETHATa COHAA U
Komnnekt ZytoVision.

17. Nutepatypa

. Kievits T, et al. (1990) Cytogenet 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, BuKTe www.zytovision.com 3a Hai-HOBUTE WHCTPYKLMKU 33
ynoTpeba, KakTo ¥ 3a MHCTPYKLMM 3a ynoTpeba Ha pasanyHu esuum.

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 ZytoLight® ca Toproscku mapku Ha ZytoVision GmbH.
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