Exd. T.1.TEL

ZYTOVISION

PBS/Tween

WB-0004-1000 N\ 14 (1000 ml)

N ayxpnon oeg SLadL Kool €¢ XpwUoyOvouU /n sifu
uBpt &L opot (CISH)

4250380F003N5

q3

In vitro 6L AyVWoTL 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 PBS/Tween (WB4) mpoopi {etatl yL o xpron oe BApata EkTAuong
oe edappoyég xpwpoyovou in sifu uBpLdiLopol  (CISH) oe
otabepomol nuéva pe dpopparivn kot evowpat wuéva oe mapadi vn
Selypata. To PBS/Tween mpoopi {etal yLaxprion o ouvSuaoud pe
Toug avixveuteg ZytoDofkat pe to ZytoDot CISH Implementation Kit
(Ap. Npoi évtog C-3018-40).

To mpoi 6v mpoopi {etal poOvoyLa emayyeApatL kn xpnon. OAeg ot
S0KL LEG TTOU XPNOL LOTIOL OUV TO TIPOL OV MPETIEL va EKTEAOUVT AL
og TILOTOTOL NUEVO, adeLodotnuévo epyactripLo TaboAoyL KNG
OVOTOMLKNAG Ot €E€L OLKEVUEVO TIPOOWITL KO, UTTO TNV €Tl BAen
maboloyoovat OHOU/YEVETL OTH.

2. Apxh tng oKL ung

H texvikn xpwuoyovou in sifu uBpt &t opol (CISH) emutpémer tnv
aviXVveuon KAl TNV OTTL KOTIOL NON CUYKEKPL LEVWY OAANAouxL wv
VOUKAET KWV 0f€wv 0 KUTTAPLKA TTapookeudopata. Gpavouata
VOUKAgOTL Sl wv E€TMLOnpacpéva HME aMTEVLIO, OL AgyOpevol
avixveutég CISH (xpwuoyovou i/n sifu uBpLéLopol), kat ot
CUUTANPWUAT L KEG TOoug aAAnAouxieg oTtoO)XO0U ota
TOPAOKEUGONAT O OUV-HETOUCL VOVTOL  KAL OTH OUVEXELO
adrivovtal va avomtovTal Kotd th St dpketa tou uBpt SLopol.
Katomiv, tapn et 6L ka kat pun deopeuvpéva Bpadopata avi XVEUTH
adoal povvTal PE auoTnpd BApata MAVong. O oxNUaTL OpoG SLTANG
oPnNG TOU ETL ONUACHEVOU QVLXVEUTH UTTopel va omtL kool nBei,
XPNOL HOTIOL WWT OG TpWwrevovTa (Un papkaplLopéva) avil owlata,
Ta omoia aviyxvevovtolL oMo O&eutepoyevhy TOAUUEpPLOUEVA
oulevuypéva pe éviupa avtLowpata. Hevlvpatikn avti paon pe
XPpwWHOyOva UTTOOTPWHATA O8Nyel OTOV OXNUATLOMUO £€YXPWUWY
L{NUATwv. META TNV QVTLXPWon TOU TUPAVA UE HLO TTUPNVLKNA
XPWOTLKA, Ta uBpLSLopéva Bpavopata avVLXVEUTH
OTIT L KOTTOL OUVT Al HE ML KPOOKOTIL o dwr OG.
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3. Napexo6peva avii SpacthpL o
To PBS/Tween St ati Betal oe éva péyeBog:
. WB-0004-1000: 1 tapmAéta (emapkei yLa 14 Soxeia xpwong
twv 70 mlto kabéva)
4. YAuLka Tou amat toUvvtal aAAd Sev TapéxovTal

. Avixveutng ZytoDot
. Zyto Dot CISH Implementation Kit (Ap. Npoi évtog C-3018-40)

To PBS/Tween mpoopiletat yia xprnon oe &Ladikaoleg
uBpL &L opot in situ (ISH) pe xprion avixveuvtwv kat kLt ZytoVision.
M amAnpodopl € OXETL KA UE TA UAL KA TTOU QTTOL TOUVT AL YL A TLG
Stadikaci g in situ uBpL &L opol (ISH), avatpéfte otig odnyieg
XPNONG TOU QVTILOTOLXOU QVvLXVEUTH KaL KLT edapuoyng
ZytoVision.

5. AmoBnkeuon kat XeL pL ouog

QuAdoostal otoug 2-8°C oe 6pBLa Béon. Emavadépete oTLG
ouvVONKeg amoOnkevong AUE O WG META TN xpnon. M
XPNOL LOTIOLELTE avTL SpaocTApLa META TNV nuepounvia AREng
TTOU avaypAadeTaL 0TNV ETLKETA. TOTTPpOoi OV el vaL otaBepo péxptL
Tnv nuepopunvi a An§ng mou avaypadetal otTnv €TLKETA, EPOcOV
yivetaL avahoyog xeLpLopdg.

6. MNpoceiLbomoLAoeL g Kot TTPoduAGEeL ¢

. Al aBdote TG obnyieg xpriong mpLv amd tn xpron!

. M) XpnoOLMOTIOLELTE Ta OviLOpoaoThApLO META TNV
nuepounvia Angne!
. AutO TO Tpoldv TEPLEXEL ouvoieg (o xaunAég

OUYKEVTPWOEL G KaL OYKoug)mou el val em BAaBeigyLatnv
vyela. Amoduyete oToLadnTToTe AueEcn emadn HE TA
avtl SpaotnpLa. AdBete KATAAANAQ TPOOTATEUTLKA HETpA
(xpnot pomoL fjote yavtia piag xprAong, TPOOTATEUTLKA
yuaht & kat polyxa epyaotnpiou)!

. Avadépete kdbe coPapd MepLotatlkd Tou €xel oupPel
OXETLKQA LE TO TTPOL OV OTOV KATACKEVAOTH Kal TNV appuddL a
apx ) cUUdWY A PE TOUG TOTILKOUG KavovL opoug!

. Eav ta avtidpacthpLa €pBouv oe emadn pe to Séppa,
EemAUveTe auéowg To Sépua pe adpbovn moooTnTA vEPOU!

. Katomiv atthpatog StatiBetal yiLa tov emayyeApatia
xprnotn éva dehtio dedopévwv aocdalel ag uAL koU.

. Mv eTTavoax pnoL LoTIoL el Te avtL dpaoctnpLa, €KTOGC €Av n
€AV Ay pnNoL HoTol non eML tpémetatl pntal

. AmodlUyete Tn SLactaupolpevn HOAUVONR Twv OeLyUAT Wy,
kaBwg autd umopei va odnynoet oe Aavboopéva
amoteAéopara.

. Tadeiypata Sev MpeMeL va adrjvovTal VO OTEYVWOOUV KOT A
t™n SLapkelLa Twv Bnuatwv uPBpL 8L opol kat MAUoNG.

AnAwoel ¢ ML KLVEUVOTNTAG KAt TTpodUAagng:

Aut O To TTpoi O6v Sev TafLvopeital we em ki vduvo cUudw a pe
tov Kavovi opd (EK) Ap. 1272/2008.

7. MNepLopiLopoi

. Mo /nvifro 6L ayvwotL KR xprRon.

. MOVO yL a eTTayyeApat LK xpnon.

. MbVO YL a [N QUTOUAT OTIoL NUEVN Xpron.

. H KALvVLKR epunveia omolLacdAmote BOeTLKAG Xpwong n
amouciag tTng TpEMeL va yivetat oto TAaioLo tou
KALVLKOU LotopLkKOU, ™ng nopdoAoyiag, GAN v
LotomaboAoyL KWV KpLTnpl wv KaBuwg Kat GAN wv
SLayVWoTL KWV efetdoewy. E{lval gubuvn EVOgG
eL8Lkeupévou mMaboloyoavatOpou/YEVETLOTH va eivatl
€§OLKEL WHEVOG PE TOUG QVLXVEUTEG UBPL SLopoU insitu (ISH),
Ta avitdpaothipta, TAa OSLAYVWOTLKA TAVEAN KoL TLG
neBoO60oug Tou XpnoL poTToLoUVTAL yLa TNV Tapaywyn Tou
XPWHATL CUEVOU TIAPOOKEUAOHATOG. H Xpwon TpEMeL va
TpayHaToToL €l TAL O€ TLOTOTIOL NUéEVO, adeLodoTnuévo
gpyaotnpLo uTo ™nv €Tl BAeyn
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maboloyoavat OHoU/YEVETL OTH Tou eival umevBuvog yLa
TNV €L OKOTINGN TW XPWUOTLOMEVWY TAAKLS{wv KoL TN
SLacdallon TNG ETMAPKELAG TW OETLKWY KAl OPVNTLKWY
HOPTUPWV.

Hxpwon tou el ypuatog, eL SLKOTEPA N £VTACH TOU CAUATOG
KoL N xpwon tou urtoBdaBpou, e§apTtuvTal armd Tov XL PLOUO
KoL tnv emefepyaci a tou Selyparog mMpLv amé tn xpwon. H
akat GAAnAn  otepéwon, You&n, améPuén, TOo TAUGL MO,
otéyvwua, n Béppavon, TuRon A wOAuvon pe dAha deiypata
N uypd umopeil va Tpokahéoouv Texvoupynpuata nf Yeudn
armoteAéopatra. ACUVETH  amoteAéopatra  MTopel va
mpokUYouv amd SLAKUPAVOELG OTLG HEBOSOUG OTEPEWONG
KoL €VOWMATwWONG, Kabwg kot omd eyyeveli ¢ avwudoAleg
€VTOG TOU Selyparog.

H andédoaon €M KUPWONKE, XPNOL LOTIOL WV T OG TLG
SLadL kool ¢ Mou MepLypddovtal otL g odnyi eg xpnong Tou
avtiotoLxou aviXVeutn Kot KLT edappoyng ZytoVision.
TPOTOTIOL NOELG O QUTEG TLG SLadLkaol e evdéxeTal va
aAAd§ouv Tnv amdédoon kKol TMPETEL va ETTL KUpwBOUV armd Tov
xpriotn. Autd to IVD (in vitro Lt ayvwotiLkd) mpoi dv eival
L otomotl nuévo wg CE, povov 6tav xpnoL pomoL el tal O1mwg
TepLypadetal o€ OQUTEG TLG obnyleg xpnong eviog tou
meSi ov TNG MPOPAETOUEVNG XPHONG.

8.

Avatpéfte otLg obnyleg xpriong Tou
Kat kLT epappoyng ZytoVision.

Nape uBaAAovceg ovoi £¢

avT{OTOLXOU aVLXVEUTH

9.

Avatpéfte otLg odnyleg xpRong Tou
Kat kLT edappoyng ZytoVision.

Mpoetol paoci a 6&L yuat ww

avT{OTOLXOU aVLXVEUTH

10. MNpomapacKevaoTL KA eME§ Py aci o TNG CUGKEUNRG

Avatpéfte otLg odnyileg xpAong tou
Kat kLT edappoyng ZytoVision.

avTioTOLXO0U aVLXVEUTH

11.

AkolouBriote tn SLadLkaol a, OTTwg TMepLypadetal otL g obnyl €g
XPAong tTou avtiotolLxou kLT edappoyng ZytoVision. MpLv amod tn
xpron, dépte to oe Bepuokpaoci a Swuati ov (18-25°C).

AL adL kaoi a avaluvong

12.

Avatpéfte otLg odnyleg xprAong Tou aviioTtoLXOU aVLXVEUTH
ZytoVision.

Epunvei a anot eAe CUAT WV

13.

Avatpéfte otLg odnyleg xprAong Tou aviioTtoLXOU QVLXVEUTH
ZytoVision.

JUVLOTWHEVEG &L adL kaoi €¢ ToL oTL KOV eAéy)Xou

14. XapoktnpLotL K& amrédoong

Avatpéfte otLg odnyieg xpnong tTou avtiotoLyou avLXVEUTH
ZytoVision.

15. AméppiLyn

H améppL Pn twv aviiLdpaoctnpl wv TMPEMEL va TPAY LAT OTIOL €L T AL
oUWV O LE TOUG TOTIL KOUG KAVOVL OHOUG.

16. AvtipetT Wi on TPoBANMUAT wv

OrtoL adnmote amdékALon amé TL ¢ odnyiec Aettoupyl ag umopei va
odnyfoel ot katwrepa amoteléopata xpwong f oe kabBdAou
xpwon. Avatpéfte oti¢ odnyieg xpnong tou avtiotoLyou
aVLXVEUTA KaL KL T ZytoVision yL o TepL 600Tepeg MAnpodopi €¢.
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I:EI www.zytovision.com

Avatpéfte otn SLevBuvon www.zytovision.com yLa TLG TLO
mpoodateg odnyiec xpnong kabuwg kat yra odnyieg xpriong
oe 8L ddopeg yAwooeg.

O etdLkol pag eivar mpobupol va amavtrioouv
EPWIAOEL G 0ag.

EmML koL vwvote otn 8L eBuvon helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven / Feppavi a
TnAédwvo: +49 471 4832-300
Qug: +49 471 4832-509
www.zytovision.com

E-Mail: info@zytovision.com

oTLG

Epmopt K& ofpat a:
Ta ZytoVision® kat ZytoDot ® eivat
ZytoVision GmbH.

EUTTOPLKA OAMOTA TNG
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