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In vitro 6L AyVWoTLKO L AT POTEXVOAOYL KO TTpol OV

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

1. nMNpoPBAemouevn xprion

To ZytoDotAP-Red Solution Set mpoopiletatr yia xpAon g
uméoTpwua yLta 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. Apxn tng 8okl uAg

H texvikn xpwuoyovou /n sifu uBpt &t opot (CISH) emtpémer tnv
aviXxveuon KAl TNV OTTLKOTOL NON CUYKEKPL LEVWY OAANAouXL wv
VOUKAET KWV 0f€wv 0 KUTTAPLKA TTApooKeudopata. Gpavouata
VOUKAEOTL Sl wv €TMLONpacpéva HE aMTEVLIO, OL AgyoOpevol
avixveutég CISH (xpwuoyovou in sifu uBpLéLopol), kat ot
CUUTTANPWUAT L KEG TOoug aAAnAouxieg oTto)XOoU ota
TAPOACKEUAOUOT A OCUV-METOUGLUVOVTOL KAl OTN  OUVEXELQ
adrivovtal va avOomtovTal Kotd th Stdpketa tou uBpL SLopol.
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
XPWUHOyOva UuTTooTpwHota 08nyel OTOV OXNUATLOMO £yXPWUWY
L{NUAatwv. META TNV avTLXpwon Tou TUpAvVa ME LA TTUPNVLKNA
XPWOTLKN, Ta uBpLSLOopEVA Bpaldopata QVLXVEUTH
OTIT L KOTIOL OUVT Ol ME ML KPOOKOTIL o dwrt OG.
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To ZytoDotAP-Red Solution Set &t atiBetalr oe éva péyeBog kat
armoteAeital amo ta e€ng:

3. Napexo6peva avii SpacthpL a

Kwduk ZuotatL ko flogdtnra 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 emapkovv yLa 100
avtL SpaoceL g.

4. YAuka Tou amortovvtal aAAd Sev mapéxovtal

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

To ZytoDotAP-Red Solution Set mpoopiletat yLa xpAon oe
Stadikaoci eg uBpLSLopov in situ (ISH) pe xpAon avixveuvtwv kot
KLT ZytoVision. Tta TAnpodopieq¢ oxetLkd HE TO UALKA TOU
amattolvtal yira tig Stadikacieg in situ uBpLSLopol (ISH),
avotpEETE OTLG 08NYLEG XPAONG TOU QVTLOTOLXOU QVLXVEUTH
Kat KL T edpappoyng ZytoVision.

5. AmoOfikeuon KalL XeL PLOMHOG

Quldooetat otoug 2-8°C oe 6pBLa Béon. Emavadépete otTLG
ouvBnkeg  amoBrikeuong  OpEOWS petTd tn  xpAon. M
XPNOoLUOTIOL el TE avTL SpacTAPLA HETA TNV nuepopnvia AREng
Tou avaypddetal otnv eTLKETA. ToMpol Ov el valL otabepod uéxpt
TNV nuepopunvi o An§ng mMou avaypadetal oTnNV €TLKETA, EPOCOV
yivetal avdloyog xeL pL opodg.

6. NposidomoL oL ¢ Kot TTPoPUAGEEL G

. At aBdote TG obnyieg xpriong mpLv amd tn xpron!

. My xpnoLpoToLeite Ta avtiLdpacthpLa META TNV
nuepounvi o Afgng!
. Auto TO0 Tpoidbv TmepLéxel ouvoieg (o xaunAég

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 epyoaoctnpiou)!

. 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!

. Edv ta avtidpactnpLa £€pbouv ce emadn pe to Sépua,
EemAUveTe apéows To Sépua pe adpbovn moocotTnTa vepoUL!

. Katémv atthpatog StatiBetal yia tov emayyeApatia
xpnotn éva dehtio dedopévwv aodarei ag UALKOU.

. MYV eTTavayxpnoL LOTIOL ELTE AVTLEPACTAPL A, EKTOG €AV N
€TTAV X PNOL HOTTOL Non EMLTPETMETAL PNTE!

. Amodlyete tn SLactaupolpevn pOAuvon Twv SelLypdtwy,
kaBwg autd umopei va odnynoet oe Aavboopéva
amoteAéopara.

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

AnAwoeL ¢ ML KLvSuvoTnTag Kat TpodUAagng tou SBba:

H412 EmL BAaBEC YL aToug USPOPLOUG OpyaVL OUOUG, HE
HOKPOXPOVL EG ETIL TTT WOEL G.

P273 Na arodelyetat n ameAeuBépwon oto
meptL BAAAov.
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7. nMNepLoptopoi

. 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 DETLKWY KAl OPVNTLKWY
HOpPTUPWV.

. Hxpwon tou el yHatog, eL SLKOTEPA N €VTACH TOU CAUAT OG
KoL N xpwon Tou urtoBdaBpou, e§apTuvTaL armd Tov XELPLOUO
KoL tnv emefepyaci a tou Selyparog mMpLv amé 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 kol MPETEL va ETTL KUpwBoUV amd Tov
xpriotn. Autd to IVD (in vitro tayvwotiLkd) mpoi dv eival
motomot nuévo wg CE, udévov o6tav xpnot pomoL ei Tal OTwg
TEPLYPAPETAL O QAUTEG TLG 0dNYLEC XPAONG EVTOC TOU
medi ov TNG MPoPAETMOUEVNG XPHONG.

8. NapesupBdAAovoeg ouoi €g

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

9. MpostolLpaci o St ypdr wv

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

10. MpoTlapacKevaoTL KA EME§ EPYAOL O TNG CUOKEUNG
Avatpéfte oTtLG 08Nyl EC XPAONG TOU QVTLOTOLYXOU QVLXVEUTH
Kat kLT edappoyng ZytoVision.

11. Avadikaci a avaluong

AkohouBnote tn 8L adLkaol a, OTTwg TMepLypddeTtal otL g odnyi g
XPNong tTou avtiotolxou kLT edapuoyng ZytoVision.

12. Epunveia amoteAeopdt wv

Avatpéfte otLg odnyieg xpnong Tou avtiotoLXou avLXVEUTH
ZytoVision.

13. Zuviotuwpeveg SLadLKaoi £¢ TTOoLOTLKOU eAEyXoU
Avatpéfte otLg odnyleg xprAong Tou aviioTtoLXOoUu avLXVEUTH
ZytoVision.

14. XapaktnpLotL K& andédoong

Avatpéfte otLg odnyleg XprAong Tou aviioTtoLXOU aVLXVEUTH
ZytoVision.
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15. Améppryn

H améppt Yn Twv avtLdpactnpi wv TMPETMeEL va Mpay Lot oToL i Tatl
oUubWY A HE TOUG TOTIL KOUG KavovL opoUg.

16. Avti pet Wi on TpoBAnpat wv

OroL adnmote amdkAL on amé TL ¢ odnyieg AeLtoupyl ag pmopel va
odnynoeL O KaAtwrepa amoteléopata xpwong f oe kabBdoAou
Xpwon. Avatpéfte otLg odnyleg xpnong TOUu aviioToLXOUu
avLXVeuTn kat KL T ZytoVision yL a TepL 000TepeG MANpodopi €¢.

17. BuBALoypadi a
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18. AvaBswpnon

I:EI www.zytovision.com

Avatpéfte otn SLevBuvon www.zytovision.com yLa TLG TLO
mpdodateg odnyi eg xpnong kabuwg kot yLa odnyieg xpAong
oe 6L adopeg yAwooeg.

O etdikol pag eivar mpoéBupoL va QAMTAVINOOUV OTLG
EPWIAOELG 0ag.
Em kot vwviote otn 8L eVBuvon 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 oRpata:
Ta ZytoVision® kot ZytoDot ©® eival epmopl k& GAUOTA TNG
ZytoVision GmbH.
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