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In vitro 6L Ay VwoTL KO L AT POTEXVOAOYL KO TTpol OV

ovudwva pe tov Kavovi opo IVDR (kavovi opd yLa ta in vitro
SLoyvwoTL KA LatpotexvoloyL ka poi ovta) (EE) 2017/746

1. nMNpoPBAemouevn xprion

To ZytoDotAP-Red Solution Set mpoopiletat yiLa xpAon g
uméoTpwua yLa culevyuéva oe HRP avtiowpata oe edappoyég
Xpwpoyovou /n situ uBpt 8t opot (CISH). To kit mpoopiletal yLa
xpfon oe ouvbuacud pe to ZytoDot 2C CISH Implementation Kit
(Ap. Npoti dvtog C-3044-40).

To mpoi 6v Mpoopi {etal povoyLa emayyeApatL kn xpnon. OAeg ot
S0KL LEG TTOU XPNOL LOTIOL OUV TO TIPOL OV MPETEL va EKTEAOUVT AL
og TILoTOTOL NUEVO, adseLodotnuévo epyactripLo TaboAoyL KNG
QVOTOMLKNAG Ot €€€L OLKEUUEVO TIPOOWITL KO, UTTO TNV €Tl BAen
TaBoloyoavat Opou/YEVETL OTH.

2. Apxh tng oKL ung

H texvikn xpwuoyovou /n sifu uBpt &t opol (CISH) emutpémer tnv
aviXVveuon KAl TNV OTTLKOTIOL NON CUYKEKPL LEVWY OAANAouxL wv
VOUKAET KWV 0f€wv 0 KUTTAPLKA TTapookeudopata. Gpavouata
VOUKAgOTL Sl wv €MLOnpacpéva HME aMTEVLIO, OL AgyOpevol
avixveutég CISH (xpwuoyovou i/n sifu uBpLdLopol), kat ot
CUUTTANPWUAT L KEG TOoug aAAnhouxieg oTtoO)XOoU ota
TOPAOKEUGOUAT O OUV-HETOUCL VOVTOL  KAL OTH OUVEXELO
adrivovtal va avOoTtovTal Kotd thn Stdpketa tou uBpt &L opol.
Katomiv, taun et LKA kat pn Seopeupéva Bpadopata avi XVeutn
adol povvTal PE AuoTnPd BApata MAVoNG. O oxNUATL OPOG SLTANG
oPNG TOU ETL OCNUACHEVOU QVLXVEUTH UTTopel va omtL komoL nBei,
XPNOL HOTIOL WWT OG TpWwrelovTa (Un papkapLopéva) avil owlata,
Ta omoia aviyxvevovtolL oo OSeutepoyevhy TOAUUEPLOMHEVA
oulevypéva pe eviuvpa aviLowdata. Heviuvpatt kf avti paon pe
XPpwWHOyOvVa UTTOOTPWHATA O8NYyel OTOV OXNUATLOUO £€YXPWUWV
L{NUATwv. META TNV QVTLXpWon TOU TUPAVA ME HLO TTUPNVLKNA
XPWOTLKA, Ta uBpLSLopéva Bpavopata avVLXVEUTH
OTIT L KOTTOL OUVT Al ME ML KPOOKOTIL o dwr OG.
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To ZytoDotAP-Red Solution Set St atiBetar oe éva péyeBog kat
armoteAeital amo ta e€ng:

3. Napexo6peva avii SpacthpL o

Kwbu k ZuotatL ko MLLUULL Doxeio
66 \/ 100 X

STOYOVOUETPLKO

SB6a | AP-Red Solution A 0,4 ml dLaki SLo, k6kKLVO
mwpa (UL Kpo)
STOYOVOUETPLKO

SB6b | AP-Red Solution B 15 ml dLaki SLo, kékKLVO
Twpa

Obnyieg xpnong 1

C-3038-100 (100 teot): Ta cuotatt k& SBéa-b emapkolv yLa 100
avtL dpaoceL g.

4. YAuka Tou amoitovvtal aAAd Sev mapéxovtat

. Avixvevtng ZytoDot 2C CISH
. Zyto Dot 2C CISH Implementation Kit (Ap. Mpoi 6vtog C-3044-40)

To ZytoDotAP-Red Solution Set mpoopiletar yia xpron oe
Stadikaci eg uBpL SLopov in situ (ISH) pe xpAon avixveutwv Kot
KLT ZytoVision. Tta mAnpodopieq OxeTLKA HE TA UALKA TOU
amattolvtal yira tig Stadikacieg in situ uBpL&Lopol (ISH),
avatpeégTte OTLG 06Nyl €EG XPAONG TOU QVTLOTOLXOU QVLXVEUTNH
Kat kLT epappoyng ZytoVision.

5. AmoOAkeuon KoL XL pL OoUOG

Quldooetat otoug 2-8°C oe 6pBLa Béon. Emavadépete otTLG
ouvBnkeg  amoBrikeuong  OUEOwWg peta tn  xpAon. M
XPNOLUOTIOL ELTE aVTLOpACTAPL A META TNV nuepounvia AREng
TTou avaypddetal otnv eTLKéTa. ToMpol Ov el valL otabepod uéxpt
TNV nuepopunvi a AN§ng mMou avaypadetal oTnv €TLKETA, EPOCOV
yivetal avdloyog xeL pL opog.

6. NposidoToL oL ¢ kKo TTPodUAGEEL G
. At aBdote T g obnyieg xpriong mpLv amd tn xphon!

. M) xpnoLpomoLeite Ta avtidpacthpLa META TNV
nuepopnvi o Agng!
. Autd ToO Tpoiov TMepLéxeL ouoieg (og  Xxaunhég

OUYKEVTPWOEL G KaL OyYKoug)mou eival em BAaBeigyLtatnv
vyeia. Amoduyete oTmoLadnToTe Auecn emadn HE TA
avtL SpaoctApLa. AdBete KAt AAANAa TTPOOCTATEUTLKA UETpA
(xpnot pomot ote yavtia Miag xprHong, TPOOTATEUTLKA
YuaAL & kat pouxa epyactnpiou)!

. Avadépete kdBe coPapd TepLoTATLKO TOU €Xel oupPel
OXETLKQA HE TO TTPOL OV OTOV KATAOKEUACTN KAl TNV apuodL a
apXf oUUPWV A KUE TOUG TOTL KOUG KavovL opoug!

. EGdv ta avtidpactnpLa £pbouv oce emadn pe To Sépua,
EemAUveTe apéows To Sépua pe adpbovn moootTnTa vepoUL!

. Katémv atthpatog StatiBetat yia tov esmayyeApatia
xpnotn éva dehtio dedopévwv aodarei ag UALKOU.

. MV eTavayxpnoL LOTIOL €L TE AVTLEPACTAPL A, EKTOG €AV N
eTavay pnoL ool non emL tpémet ol pntal

. Amodlyete tn SLactauvpolpevn pOAuvon Twv SeLypdtwy,
kaBwg autd umopei va odnyfoet oe Aavboopéva
amoteAéopara.

. Ta delypata dev MPEMEL va adrivovTal VA OTEYVWOOUV KAT &
Tn dLdpkeL a Twv Bnudtwv uBptL St opol Kat TALONG.

AnAwoeL ¢ eM KLvSuvoTnTag Kat TpodUAasng tou SBéa:

H412 EmL BAaBEC YL aToug USPOPLOUG OpyaVL OUOUG, HE
HOKPOXPOVLEG ETILTIT WOEL G.

P273 Na armodeUyetat n ameleuBépwon oto
mept BAAAov.

EL8L kA em ofijpavon tou SBéb:

EUH210 Aehtio Sedopevuwv acpolei ag mapexetatl edpooov
{ntnbei .
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7. MNepLopiLopoi

. Fua /n vifro 8L ayvwotL KA xpron.

. Mdvo yLa eTTayyeApAT LK Xpnon.

. MdVO yLa pun autopat ool npuévn xpnon.

. H KALvikA epunveia omoLacdnmote BOeTLKAG Xpwong N
amouci ag tTNnNGg TPEMeL va yivetar oto TAaioLo tou
KALVLKOU LotopLKOU, ™ng nopdoroyiag, GAAN wv
LotomaboloyL Kuv KpLTtnptl wv Kabwg Ko GAAN wv
SLayVwWoTL KW efeTdosw. El val gubuvn EVOC
gLl kevpuévou maboloyoavatrOpou/yeveTLOTH va egivatl
€§OLKEL WHEVOG HE TOUG AQVLXVEUTEG UBPL SLopoU insitu (ISH),
Ta avtidpaothipta, TAa SLAYVWOTLKA TAVEN KoL TLG
HeBOS0UG TOU XpPNOL HOTTOL OUVTAL yLO TNV TTapaywyn Tou
XPWUATL OLEVOU TIAPACKEUAOHATOG. H Xpwon TpEMeL va
TpaypotoToL el Tal o©€ TLotoToL nuévo, oadeLodotnuévo
gpyaotnpLo uTtéd ™nv eTi BAeYn
maboloyoavat OHou/YeVETL OTH Tou eival umevBuvog yLa
TNV €L OKOTINGN TW XPWUOTLOUEVWY TAAKLS{ wv KoL TN
SLaocdallon TNG €TMAPKELAG TW OETLKWY KAl OPVNTLKWY
HOPTUPWV.

. Hxpwon tou el ypuatog, eL SLKOTEPA N £€VTACH TOU CAUAT OG
KoL N xpwon Tou urtoBdaBpou, e§apTuvTal armd Tov XELPLOUO
Kal Tnv emMefepyaci a tou del ypatog mpLv amo tn xpwon. H
okOatTAAANAn otepéwon, Yo&n, amouén, tTO TAUOL MO,
otéyvwua, n Béppavon, Tunon f poAuvon pe GAla deiypata
N uypa uTopel va Tpokalécoouv texvoupynuata n Yeudn
armoteAéopata. ACUVET amoteAéopatra  UTOpPEL va
mpokUYouv amd &L akupdvoel g otL ¢ peBOSoug otepéwong
Kal EVOWMATwong, kabwg kot amd eyyeveli ¢ avwuhalieg
€VTOG Tou Selyparog.

. H armodoon ETLKUPWONKE, XPNOL LOTIOL WV T ag TLG
SLadLkaol g Mou MepLypddovtalL otL g odnyl eg xpnong Tou
avtiotolLXou avlLXVeutn Kot KLT edappoyng ZytoVision.
TPOTOTIOL NOEL G O QUTEG TLG SLadlLkaocieg evdéxetal va
aAAd§ouv Tnv amdédoon kot MPETEL va ETTL KUpwBoUV armd Tov
xpfotn. Autd to IVD (in vitro Lt ayvwottL kd) mpoi dv eival
motomot nuévo wg CE, ubévov o6tav xpnot pomoL ei tal OTwg
TeEPLYPAPETAL O QUTEG TLG 0dNYLEC XPAONG EVTOC TOU
medi ov TNnG MPpoPAeTMOUEVNG XPHONG.

8. NapesuBdAAovoeg ouoi €g

Avatpéfte otLg obnyleg xpAong Tou avTioTOLYOU QVLYVEUTH
Kat kLt epappoyng ZytoVision.

9. MpostolLpoci o St ypdr wv

Avatpéfte otLg odnyleg xpAiong Tou avTioTOLYOU QVLXVEUTH
Kat kLt epappoyng ZytoVision.

10. MpoTapacKevaoTL KA EMEE EPYAOL O TNG CUOKEUNG
Avatpé€fte oTtL G 08Nyl Eg XPAONG TOU QVTLOTOLYXOU QVLXVEUTH
Kat kLT edappoyng ZytoVision.

11. Avabdtkaci a avaluong

AkohouBrote tn &L adLkaol o, 6TTwg MepLypddetal otL g odnyi g
XPNong tou avtiotoLxou kLT edapuoyng ZytoVision.

12. Epunveia amoteAeopat wv

Avatpéfte otLg odnyieg xpnong Tou avtiotoLXou avLXVEUTH
ZytoVision.

13. Zuviotuwpeveg SLadLKaoci £¢ TToLOTLKOU eAEyXoU
Avatpéfte otLg odnyleg xprAong Tou aviioTtoLXOoUu avLXVEUTH
ZytoVision.

14. XapaktnpLotiL K& andédoong

Avatpé€fte otLg odnyleg xpAong Tou aviioTtoLXOU QVLXVEUTH
ZytoVision.
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15. AmoépprLyn

H améppl Yn Twv avtidpactnpi wv MPEMeL va TMpay Lot oToL i Tat
oUUbWY A HE TOUG TOTIL KOUG KavovL opoUg.

16. Avtipetam on TpoBANMUAT wv

OrtoL adnmote amdkAL on amé TL ¢ odnyi e AeLtoupyl ag pmopeil va
odnynoeL O€ KaATwWrepa amoteléopata xpwong n oe kabBdAou
xpwon. Avatpéfte oti¢ odnyieg Xpnong Ttou avtiotoLyou
avLXVeuTn kat KL T ZytoVision yL a TepL 000TepeG MTANpodopi €.
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18. Ava®@eswpnon

I:EI www.zytovision.com

Avatpéfte otn SLevBuvon www.zytovision.com yLa TLG TLO
mpdéodateg odnyieg xpnong kabuwg kot yLa odnyieg xpAong
oe 6L adopeg yAWOOEG.

O etdikol pag eivar mpdéBupoL va aAMTAVTIANOOUV OTLG
EPWIAOEL G 0ag.
EmML koL vwote otn 8L eBuvon helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven / Teppavi a
TnAédwvo: +49 471 4832-300
Qu§: +49 471 4832-509
www.zytovision.com

E-Mail: info@zytovision.com

EumopL KA oHpata:
Ta ZytoVision® kot ZytoDot ©® eival epmopl kd GAUOTA TNG
ZytoVision GmbH.

2022-10-04



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

