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Cleaning Solution 10X
Ma in vitro dLayvwotikn xpion.
1 AIAGEZIMEZ MOPMEZ TTPOTONTON ......viitietietieteeteeteeteete et eteeteeteeteeteeteeteeteeteensessessessessensessensensensensesseesessensesseesensensesens 2
2 TTPOBAETIOMENH XPHEH ...ttt e e e e ettt e e e ettt et e e e e e eabena e e eeeeanbnn e eeeeesnnnneeeenennnnns 2
3 MEPIAHWH KAT ETTEZHTHIH L.ttt ettt ettt e e ettt ee e e e et eeee e e e eeeeenan e e eeeeeannnn e eeeensnnnnaeeenesnnans 2
4 APXH THEZ ATAATKAZIAT ...ttt ettt ettt e e e e et tta s s e e ettt e e e e eeeteena e eeeeeesaaa e eeeeessnnsa e eeeeansnnnsaesensnnnnsaeeenees 2
5 ANAZYZITAZH, ANAMEIZH, APATQIH.....ccceeieeeeeeeeeeiieee e e e e e sttt ee e e s e sseteeeeeaeesssaseaaeeaeeeesassssaseeaeeassssnnsseeeeeessansnssneaeeeesnnns 2
6 L7 o =5 17 V0 2 PRI 2
AEN NAPEXETAI ENMIMAEON ATNMAITOYMENO YATKO ..ceuniiiiiieiiiiiie ettt ettt e et e e e et aabi s e e e e eabna s e eenees 3

8 SYNOHKEZ ANOGHKEYZHZE KAI STAGEPOTHTAT ...oviiiiiieeeitieeeiteeeestteeesiteeestaeeesaaeaesseeaesssssesessssesssssseesssssessssssseessnseens 3
9 TTPOETOIMAZIA AEITIMATOZ ... tieeetteeeeeitteeestteeestveeesetteeesaveeessseeesasseaeastseeeassseesassseaeassaeesessseesesssseeessssseesssseeessssenennnee 3
10  TPOEIAOTIOIHZEIZ KAT TIPOMYAAZEIZ. ...ceiitiiiiiiieeee e e ettt eeeeeestttteeeeesssatteeeaeeeesasnsaaaeaaeseasnssaseaeeesasssnnsssneeeesssnsnsseeeeeens 3
R O 74N o =2 o] D2 o OO P PP PUPPPPRTRRNY 5
B Y (0 ) 3 (01 1 1 o - RSP 5
13 EMANHOEYZH AOKIMAZIAZ. ....ooeeeeeeeiteeeeeeeeeeeteeeeeeeessseataeeeaeessasssaeaeaeesaaasseeeeaeseaaasssaneaaeeeessssssnaaeeeassssssseneessssssnnssneeeens 6
14 ANTIMETQIUZH MPOBAHMATON .....eiiitiet e ettt e etteeeetteeeesataeeesabaeeesbaeaesabaeaeaassseeassaseaassseesassseeaassseeeasssseesssseessssesssssens 7
15  EPMHNEIA TON ATTOTEAEZIMATON ..ottt e ettt e e e e e ettt e e e e e eeta e e e eeeeasaa e eeeeessnaa e e aeeannnnaeeeeaesnnnnsaeeanees 7
T I 121 2 1@ 123 01 Y/ @ A SRR 7
17 XAPAKTHPIZTIKA ATTOAOZHE. ... ettt ettt e e ettt e e e e et ee e e e e e e teteta e e e eeeatsaa e e eeeeeaaaaa e eeeessnnnsaeeeeessnnnneeeeessnnnnnseeneees 8
18 BIBAIOTPAMIA. ... .cciteeeeiiee e ettt e ettt e et ee e st eeestreeesabeeeeaataeeeassaeeesasaeeeanbaeeeansaaeeensseeeanseseeesssaeanssaeesasseeesnsseeeessseeesnssenas 8
19 ZYMBOAA ETIKETON KATTIAAIZIQN ....vveieiiiee e ettt e eteeeeieeeeseteeessateeeesataeeeataeaeesseeeassseseassseesansseesansnsessssssenessssesesnssenenns 9
20 KATATPAMH AAAATON ... .coiiiiieee ettt e eette e e ettt e stteeesstbeeesateeesasaeeeastaeeaastaeaeastaeeaassaeesasssaeassseeeasseesansseesansssesesnssenennsne 10

To Mapov €yypapo amoTeAel UETAPPACN TNG MPWTOTUTNG LOTIAVLKIG KAl ayYALKG €kE0aN¢ TOU. Edv €XETE OMOLECSNTIOTE EPWTIOELS OXETLKA
UE TNV gpunveia tou, cuuBoUAEUTEITE TO MPWTOTUTTO Eyypao otn Stevduvon www.vitro.bio 1 {ntriote avtiypag@o amo to

il

regulatory@vitro.bio

VITRO, S.A.
VITRO, S.A.
Calle Luis Fuentes Bejarano, 60, Edificio Nudo Norte, Local 3,41020
Sevilla (Spain). Tel: +34 954 933 200. www.vitro.bio: vitro@vitro.bio

IVD

AX-20240814-01-01-EN-BC
Rev. 14/08/2024
Page 1 of 10


http://www.vitro.bio/
mailto:vitro@vitro.bio
https://www.vitro.bio/

BIOCARE Cleaning Solution 10X c €

C A L [P

1 AIAGEIIMEZ MOPQEZ NMPOIONTQN

VITRO, A.E. 2xet. BIOCARE Ref Napouciaon

MAD-003931CSVSBC NPRI10008MMT84 1 x 1000 mL
Table 1. Avadopég kat mapouaciaon.

2 TPOBAENOMENH XPHZH

Ma in vitro dlayvwotiky xprion. To Cleaning Solution 10X eivat éva SLAGAUMA TIOU XPNGOLUOTIOLELTAL Yla
EO0WTEPLKEG KAl €EWTEPLKEC TAUOELG TOU KUKAWHOTOC Slavopng kat yia TAUoelg oAioBnong oe
SLapopeTikad oTtadla TWV MPWTOKOAAWVY QUTOUATOTOLNUEVNG avoooioTtoxnueiog (IHC) oto NeoPATH Pro.
ExeL oxeblootel yla xprion amo ELOIKEUPEVOUG  ETIAYYEAUOTIEG EKTOLOEUUEVOUC OE TEXVIKEC
avooolotoxnueiag. H kAWK epunveia omolacdnmote Xpwong f amoucdiog tng Oa mpémel va
OUUTMANPWVETAL amd HOPPOAOYIKEG UEAETEC HE TN XPNON KATOAMNAWY popTUpwV Kol Ba TpEMeL va
afloloyeital oto MAAIoLo TOU KALVLKOU LOTOPLKOU Tou acBevolg Kal AAMwV SLayVwoTIKWY €EETACEWY
amnod efeldlkeupévo maboAoyoavatopo.

AuTO TO TPOiOV MpoopileTal ylo AToMa OAWV TWV NALKLWY TIOU amaltolV avaAucn Tng avixveuong
QVTLYOVWV LE AVOCOIOTOXNULKEC TEXVIKEG.

3 NEPINHWH KAI ENEZHIHZH
To Cleaning Solution 10X npoopiletal yia xprion oto doxeio NeoPATH Pro Cleaning Solution.
To Cleaning Solution givat éva 8LGAU O TTOU XPNOLUOTIOLEITAL YLOL ECWTEPLKEG Kol EEWTEPLIKEG TTAUCELG TNG

BeAovag Slavopung oto otabuod mAvong. ErumA£ov, xpnolpomoleital og MAUOEL MAOKLOlwY HETA amo
0VOO0XPWON AVAKTNGONG AVILYOVOU KAl TNV TEALKA TTAUGCN MAOKLSIWY UETA TO Bria avixveu ong.

4 APXH THZ AIAAIKAZIAZ

M'EVIKA, OL TEXVIKEG avoooloToXNMLKAG xpwong (IHC) emTpENOUY TNV OIELKOVION QVILYOVWV HECW TNG
Sladoxkng edappoyng evog €L6IKOU QVIIOWHOTOG OTO OVILYOVO (MPWTOYEVEG QVTIOWHA), EVOG
SeutepoyevoUG AVTIOWHATOG OTO TIPWTOYEVEG aviiowpa (avtiowpa olvdeonc), evdg CUUMAEYUOTOG
evlUUWV Kal €VOC XPWHOYOVOU UTIOOTPWHOTOC Ue TapepBoaridpeva BrApota mAvong. H eviupatikn
EVEPYOTIOINON TOU XPWMOYOVOU €XEL WG QMOTEAECUA €va opatd Tpoldv avtibpacng otn Béon tou
avtlyovou. To Seiypa Umopel 0tn CUVEXELD VO QVTIXPWHATLOTEL Kal va koAudBOel. Ta amoteAéopata
E£PUNVEVOVTOL XPNOLUOTIOLWVTOC €va HLKPOOKOTIO ¢pwTOC kot BonBolv otn Siadoplky Stdyvwaon
naBoducLloAoyIKWV SlepyacLwy, OL OTIOLEG UITOPEL 1} OXL va oXeTI{OVTOL LE EVOL CUYKEKPLEVO QVTLYOVO.

5 ANAXYITAZIH, ANAMEI=H, APAIQ:H

AuTO To Mpoiov mapéxetat o popdn 10X, emopévwg npénel va apatwBei 10 popég (1 pépog tou Cleaning
Solution 10X pe 9 Lépn amLoVIoHEVOU VEPOU).

6 TMNAPEXETAI QX

Y8atikd SLAAU O TIOU TIEPLEXEL N LOVIKH EMLGAVELOSPACTLKY) OUGLA KAl CUVTNPNTIKA.
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7 AEN NAPEXETAI ENINAEON ANAITOYMENO YAIKO

7.1 Avudpaotipla Kot UALKA
- MNpwTtoyeveg avticwpa
- Cover, Ref. MAD-003983VS
- Dewax Solution, Ref. MAD-004080VS
- High AR, Ref. MAD-004075VS or Low AR MAD-004079VS
- DAB Enhancer, Ref. MAD-001560QV
- Contrast Hematoxylin HDH3, Ref. MAD-HDH3-100VS
- TBS Tween 20 Buffer 10X, Ref. MAD-004077R-10
- Probe Cleaning Kit, Ref. MAD-PCLK
- Master Polymer Plus Detection System, Ref. MAD-000237QKVS
- |HC Treated Slides, Ref. MAD-15-188-55/100
- Mixing Tubes, Ref. MAD-60732-100VS

7.2 E§omAlopnOg
- NeoPATH Pro
- OMTKO ULKPOOKOTILO /Kol PNdLOKOG CapwTHG LOTOAOYIKWY TAAKLOIWY

8 ZIYNOHKEX ANOOHKEYZIHZ KAl ZTAOEPOTHTAZ

\ JUVOETIKOG: \ ‘OpoLxprong
JuvOnKeg Quldooete og Beppokpaoia dwuatiov (15°-25°C) kat GUAGCOETE POKPLA QO
aroBnkevong TtNYEG €vtovng {éotnc/kplou UEXPL TNV nuepopnvia Aféng tou mpoiovtog.

MoALg avolytel, Statnpeital os Bepuokpacia dwpatiov (15°-25°C) kat
duldcoeTal pakpLd amo mnNyeg Evrovng Eotng/kKplou PEXPL TNV NUEPOUNVIA
An€ng tou mpoiovrog.

Opot amooTOAAC H amootoAn mpénel va nmpaypotomnoleitol os Beppokpacia dwuatiov (15-25°C).

JtaBepdTnTO KATA
™ Xprion

To mpoildv elval otabepo otnv nuepopnvia ARéng mou avaypddetal otnv €TkETA 0TAvV PpuAdCOETAL
0ToUG 15°-25°C. Na N XPNOLUOTOLE(TOL HETA TNV NUEPOUNVia ARENG.

9 MNPOETOIMAZIA AEITMATOZ

Touég napadivng: Ol LoTol MOV OTEPEWVOVTAL OE POopUaAivn glval KATAMNAOL yla Xprion TPV ano tnv
evowpatwon napadivng.

OL ootwkol Lotol Ba mpémel va amacfectwvovtal MPWV aAmo TNV emefepyacia Twv LOTWV yla va
SLEUKOAUVETOL N KOTI TWV LOTWV KAl va artoTpenetal n BAAPN otig Aemideg ToU UIKPOTOUOU.

10 NPOEIAONOIHZEIZ KAl TPODYAAZEIZ

e AwaBaocte TIg 08nyieg Xpriong MPLV XPNOLUOTOOETE AUTO TO MPOIOV. & MEPIMTWON ATUNWV N
ampoodOKNTWY AmoTeEAECUATWY, €MKowwvAoTte pe tov E€ouclodotnuévo MNpounbeuth/Alavopéa
oo,

o EnmayyeApatikiy xpRon. Auto to mpoiov MPoopileTal LOVo ylo EMAYYEAUOTIKOUG EPYACTNPLAKOU G
OKOTIoUG Kol dev mpoopiletal yia GpapuokoAoyikr), olklakn f omoladnmote GAAn xprion. Otav To
npoidv xpnoldomoleital wg Bonbnua ywa t Sudyvwon, Ba mpémel va to Xelpilovral podvo
ekTaLSEU UEVOL XPAROTEC KOl 0 £€0UCLOSOTNUEV EPYAOTHPLA.

° ||3( 0n|y‘ O yLatpog cuvtayoypadnos Sokipur. AUTO To TIpoloV MPoopIleTal yia emMayyEALATLKN XPHoN
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LOVO LLE LaTPLKN cuvtayn amd ylatpo 1 dAo emayyeApotia uvyelac.

e Ta delypata, mpLy Kol PETA TN otabepomoinon, Kot OAa T UALKA TTOU EKTIBEVTOL OE QUTA, TIPEMEL Va
QVTLUETWTI{OVTOL Cav va UmopoloaV VO PETOSWOOUV AOLUWEEL KAL VA QIOPPLMTOVIOL WE TIG
KATAAANAeG mpodulaelc7. MOTE pnv METATE AVTLOPACTHPLA OO TO OTOMA KoL aTtopUYETE TNV EMAdN
ue to 6€ppa kal Toug BAevvoyovoucg pe avtidpaotipla Kat dsiypata. Eav aviidpaotrpla f Selypata
€pBouv o€ emadn Le evaiocOnteg neploxég, mMAUveTe Ue AdBoveg mocdTNTEG vEPOU.

e H uikpoBlakr poAuvon Twv avtidpaotnplwv pmopei va odnynoel oe avénon tng Un e8IKAG Xpwong
n/kaL oe eocpalpéva amoTeAéopata.

e XpovolL enwacnc n Bepuokpaciec OladopeTikég amd TG KaBopl{OUeVeG MUMOPEL va Swoouv
sopalpeva amoteAéopota. O XpAoTNC MPEMEL VA ETILKUPWOEL oToLladAmoTe tétola aAAayr).

e MnV XpnNOLUOTIOLEITE QVTLOPAOTHPLO LETA TNV NUEPOUNVIA ARENG TOU avaypAadETOL OTNV ETIKETOA.

e JoBapod meplotatikd. KabBs coPapd meplotatikd TOU OXETI(ETAL LE TN XPrON QUTOU TOU TIPOLOVTOC
TIOU CUVETAYETAL 1 €VOEXETAL VO OUVemAyetal cofapr emdeivwaon, mMPoowpwvn 1 HOVLIUN, TG
KATAOTOONG TNG UYEiag evog acBevolc, xprnotn r AAou mpoowTou, 1 akopa Kat Bavaro, 1 cofapn
amelAn ywa Tn dnuoaota uyeia, pEMeL va avadEPETal TO CUVIOUOTEPO SUVATO OTOV KATACKEUAOTH
HEOW nAekTpovikoU Tayxudpopeiovu otn OlevBbuvon regulatory@vitro.bio kat otnv apuodia
Yyelovopikn Apxr Tou KpAtoug pélouc tng EE 6mou ival eykateoTtnpuéVog 0 XpROoTnNG 1 o acBevic.
Eav o xprotng Bpioketal otig HMA, avadépete TuXOV 0oBapd MEPLOTATLKA TTOU OXETL{OVTAL UE QUTAV
TN OUOCKEUN ETILKOWVWVWVTOG HE TOV TOTIKO Slavopéa (mAnpodopiec mou mpoodilopilovtal otnv
EMLONAUOAVON TOU TPOidvVToCg) Kal tnv opuodla apx Tou KpAToug MEAOUC. MEPLOTATIKA TOU
TipoKaAoUVTAL ard Kakh XPHon Tou MPoiovtog 1 and T Xprion Tou mpoidvtog mépa ano tnv wdEALUN
{wn mou kaBopiletal otnv enionuavan Tou Ba givatl euBUvVN Tou XproTh.

e Ou npodulagelg acpaleiag kat andppupng nepypadovtal oto AsAtio Asdopévwv Aodaleiag
aUTOU TOU TpoidvtoG. Mmopeite va kateBdoete tnv tpéxouca €kdoon tou AgAtiou Asdopévwyv
Aocdoaleiag (SDS) autol Tou mpoidvtog otnv lotooeAiba www.vitro.bio 1 Intnbnke otig
regulatory@vitro.bio.

e AwaBeon anoPAntwv: H Slaxeiplon twv amoBARTwY OV MOPAYOVTAL A6 TN XPron Twv IPoioviwy
mou SatiBevtal oto gumopo amd tnv Vitro A.E. mpémel va yivetalr cupdpwva pe v Loxvouoa
vopoBeaia otn xwpa otnv onola xpnolpomnolouvtal ta poidvta autd. Q¢ avadopd, 0 MAPAKATW
Tivakog Seixvel TNV Taglvopnon Twv anofATwy mOU MOPAYOVTAL Ao aUTO To KIT oUudwva He TNV
evpwnaikr vopoBeoia, ouykekpluéva cUubwWva Ue TNV amdpacn the Evupwnaikhig Emitponng tne
18n¢ AekeuBpiou 2014 yia tnv tpomomoinon tng anodaocng 2000/532/EK oXETIKA LLE TOV KOTAAOYO
aroBATwv oUudwva pe tnv obnyia 2008/98/EK tou Eupwmaikol Kowofouliou kat tou
JupBouAiou:
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NIGANA NAPATOMENA AMOBAHTA KQAIKO TYNOXZ ANOBAHTQN YM®QNA ME TO
META TH XPH:ZH AYTOY TOY NMPOIONTOX 2 ELW* ELW*
Aoxelo yLa XpnOLULOTIOLOUEVO OVTLEpACTH pLa , , , .
) , , IIA A
talvounpévo wg erkivéuvo (oUudwva pe to 150110 OXELX T[OU ’r[spu»:)’(ouv arop n,m,,n exouv
, , , pMoAuvOEel amo emikivéuveg ouoieg
beltio debopevwy aodaheiag).
"Yypa mapayopeva amd tn Xprion auTORATWY
YSatikd uypd amofAnTa mou MePLEXOUV 161001 opydavwv IHC/HIS:
enikivbuveg ouoieg (0L SLOAUTEC). - Evano08eon anoBARTwv avocoAekESwV.
- xpnowormownpéva buffers PT-Module"
AvaAwolpa (cwAnvapla, dkpa K.AT). "An6BANTa Twv omoiwv n cuAAoyr Kat
Ka&Be otoyelo mou €xeL €pBel og emadn pe 180103 | &140eon UTIOKELTAL O ELBIKEG ATOLTHOELC YO
Selypara otwv. v npoAnyn poAvvoswv"
Ypi U TEpLEXoUY BLBAUEES (UGN, amoteobvTat an f neptéxouy erkivBuvE
atpatofulivn, aAkoOAn, nwaivn), mou 160506 , fTep X , S
. , . \ 0UGIEG, CUUMEPIAOUPBOVOUEVWV PELYUATWY
TIopAyovTalL amo TEXVIKEG AVOCOXPWONG. ) . ,
EPYAOTNPLAKWY XNIULKWY OUCLWVY.

Nivakag 3. Tafvounon Twv amoBAATWY TOU MAPAYOVTOL ATTO ALUTO TO KIT cUUGWVA pe TNV Evpwraiki NopoBeaia.
*ELW: Eupwniaikn) vouoUeoia yia ta amoBAnta.

*Inueiwon: Auti n ta§lvopnon nepAaUBAVETAL WG YEVIKH KATELBUVTApLA ypauun dpdong, uno tnv
TeEAky €uOUVN TOU XPAOTN yla TNV E€miteuén OAWV TWV TOTUKWYVY, MEPLPEPELAKWY Kal £OVIKwV
KOLVOVLO LWV OXETIKA ME TN 81d00n auTtol TOU TUTIOU UALKWV.

11 OAHrIEZ XPHZHZ

Mpwv £ekvAOETE TN XPrion Tou mpoidvtoc: Auto to SldAupa eival 10X CUUTUKVWEVO, OTIOTE TIPLV Ao
™ Xpnon tou mpenel va apatwBdel 1:10 pe SUTAG OMECTOYUEVO 1] QMLOVIOHEVO vePO (1 pépog
CUUMUKVWHEVOU puButotikou Cleaning Solution 10X €wg 9 pépn vepou).

To Cleaning Solution xpnowuomnoleital oto autopato NeoPATH Pro. To Cleaning Solution mpémel va
petadepObel otn dLaAn NeoPATH Pro 2" CLEANING SOLUTION" kat mpéneL va mpooteBouv 9 Altpa vepou
yla va apolwBel og cuykévipwaon 1X.

12 ‘EAErXOz NOIOTHTAZ

OL dladopég otnv enetepyaoia LOTWY KL OTLG TEXVLKEG SLOSLKOCIEG OTO EPyQOTHPLO TOU XProTn Umopel
Vo TIPOKAAEOOUV ONUAVTIKA HETOPANTOTNTA OTA OMOTEAECUATO, OTALTWVTAC TOKTIK OlEvEpyeLa
E0WTEPLKWY EAEYXWV ETUMAEOV TwWV aKOAOUBwWV Sladikaowwy. JUUPOUAEUTEITE TIC KOTEUOULVTNPLEG
VPOUUEG TIOLOTIKOU EAEYXOU TWV TPOTUTIWV TOLOTNTAC Yl TO OXeSlAoMO Kal TNV edappoyn
avoooloToXNUIKWY SoKLHaoLwY. EyKekplpuevn kateuBuvtrpla ypaupi-Asitepn ékdoon (I/LA28-A2) CLSI
Wayne, PA USA (www.clsi.org). 2011.

OcTkOG €AeyXOoG WOTWV: Ta efwTeplkd UAKA Betikol eAéyxou TpEmeL va elval véa Oelypata
avtoPiag/BloPiag/xelpoupytkic mou éxouv otabepormolnBel, unootel enefepyacio kal evowpatwOel
TO CUVTOMOTEPO Suvatd e Tov iBlo TPoOMo OTWC Ta Seiypoata acBevwy. OL BeTikol LoTol uapTtupeg ivat
£VOEIKTIKOL TWV OCWOTA TIPOETOLUAOUEVWVY LOTWV KL TWV KOTAMNAWY TEXVIKWV XpWonc. & kaBe Sokiun
xpwong Oa mpemel va neplhapPavetol évag BeTikog e€WTEPLKOC LOTIKOG HAPTUPAG Yo KABe cUvoAo
ouvBnKwv SOKLUAG.

Ot LoToi TTou XpnotpomoLloUVTAL yLa Ta EEWTEPLKA UALKA OTIKOU paptupa Ba mpEmel va emAéyovTal ano
Selypata acBsvwv pe kald xoapaktnplopéva xapnAd enimedoa Oetikng SpaoctnplOTNTOG-0TOXOU TOU
Sivel acBevn Betikn xpwon. To xaunAo emninedo BetkOTNTAC Yo €€WTEPLKOUC BETIKOUG LAPTUPES EXEL

wl
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oxeblootel £toL wote va Slaodalilel tnv aviyveuon Aemtwyv aAlaywv OThV MPWTOYEVH gualcbnaoia
QVTIOWHATWVY amod actddela i mpoPAnpota pe tn pebodoloyia IHC. Ol avtikelpevodopeg MAGKES LOTOU
mou SlatiBevral oto gumoplo N ta delypata mou unoBailovtol o SladopeTikiy enefepyacia and ta
Selypata 1 ta Seiypota acBevwv emikupwvouv povo tnv amodoon tou avtidpaotnplou kot dev
enaAnBglouUV TNV TPOETOLUACIA TWV LOTWV.

Ot yvwoTol Betikol Lotol paptupeg Ba mpEmel va XpnoLomolouvtal LOvo yla TV mapakoAolBnaon tng
owoTn¢ anodoong Twy eNetepyacUéVWV LOTWV KOl TwV avildpaotnpiwv SokLung, Kal oxL wg Bondnua
otn SlatiTwon e8kN ¢ Slayvwaong Selypdtwy acBevwy. EAv ol BeTikol LOTIKOL LAPTUPEG AMOTUXOUV Va
anodeiouv BeTIkA xpwon, ta anoteAéopata pe ta Sokipla Ba mpénel va Bswpouvtal akupa.

ApvnNTiKOG €AEyXOG LOTOU: XPNGOLUOTIOOTE apvNTIKO €AeyXo LOTOU oTaBepod, emefepyaopUEVO Kol
EVOWHUOTWHUEVO KOTA TPOTIO MAVOUOLOTUTIO UE TO Selypa ) Ta deiypata acBevwy pe kABe xpwon yla va
enaAnBevoete TNV £l6IKOTNTA TOU TPWTOYEVOUC avilowuatog IHC ywa tnv emidelén tou avtiyovou -
OTOXOU KOl va TopAocXete €vdeln eldikng xpwong umofabpou (Pevdwg Betkn xpwon). Emiong n
TIOLKIALOL TWV SLAPOPETIKWY TUTIWV KUTTAPWYV TIOU UTIAPXOUV OTA TIEPLOCOTEPA T UATA LOTWV UIMOPEL val
XpnotpomolnBel anod tov epyactnplakd WG ECWTEPLKEG BETELG apvNnTIKOU EAEyXOU yla tnv enaAnBesuon
Twv npodlaypadwv anddoong tou IHC.

Eav epdaviotel €0k xpwon (Peudwg BETIKA Xpwon) 0TOV ApVNTIKO LOTIKO LAPTUPQ, TO ATOTEAECHATA
ue ta Selypota acBevwy Ba mpénel va Bswpouvtal akupa.

Mn €181KOG apvNTIKOG €AEYXOC avTLSpaoTnpPiou: XpNOLUOTOLNOTE £vav LN €6IKO apvnTIKO EAeyxo
avtdpaaotnplou otn B€0n TOU MPWTEVOVTOC AVIIOWHUATOG UE éva TUNUa kaBe delypatog acbevoucg yla
va a€loAoynoeTe TN 1N 8K Xpwaon Kal va emtpéPete TNV KAAUTEPN EpPNVEla TNG ELBIKAG XpWoNG oTn
B€on Tou avtiyovou. Idavikd, £vag apvnTKOG £Aeyxoc avildpactnpiou MepLEXeEL €va aviiowpa Tou
TLOPAYETOL ATO UTIEPKEIMEVO UALKO LOTOKAAALEPYELOG LE TOV (OL0 TPOTIO OTWCE TO TPWTOYEVEG OVTICWLQL,
oM\G Sev TapouoLAleL EBIKA avVTLOPACTIKOTNTO HE avOpWTITLVOUC LoTOUG 0TV dla LATPa/SLdAu e UE TO
KUpLO avtiowpa. MOvo To apalwTIKO Umopel va xpnotpomnotlnBel wg Alyotepo embBupntr) eVOANAKTLKNA
AUon oToUuC apvNTIKOUC UAPTUPEC avTLSpaoTNPiwVY ToUu MEeplypadnkav mponyoupuévws. H mepiodog
EMWAONG YLO TOV APVNTIKO LAPTUPO OVTLOPOOTNPLOU TIPETEL VA AVTLOTOLXEL O€ EKELVN TOU MTPWTOYEVOUG
QVTLOWHATOG.

‘Otav XpnoLUoToLoUVTAL TAVEA TTOAWVY AVTIOWHATWY OE OELPLOKEC TOUEC, OLTIEPLOXEG APVNTLKNC XPWONG
LLOLC OVTLKELUEVOPOPOU TIAAKOC UMOPEL va XpNOLUEVGOUV WG APVNTIKOC/UN ELBLKOC SEGUEUTIKOG EAEYXOC
uTntofdaBpou yla dANa avTlow pata.

Ma va dtadopomnotnBel n evboyevrg evluplkn SpactnplotnTa N n un eldkn Séopevon Twv eviU LWV amo
TNV 6K AVOCOOVTIOPACTIKOTNTA, EMUTAEOV LOTOL A0BEVWVY UMOPOUV VA XPWHOTIOTOUV OTTOKAELOTIKA
HE OUUTTAOKO UTIOOTPWHOTOC-XpwHoyovou N evluuwv (PAP, aBidivn-Blotivn, otpemtafidivn) kot
UTIOOTPW LO-XPWHOYOVO, avtioToLya.

13 ENAAHOEYZIH AOKIMAZIAZ

Mpwv amnod TNV apxLKn XPRon evog GUOTHHOTOG AVTLIOWHATWY N Xpwaong o€ pa dtayvwotiky dtadikaoia,
0 XpPNotng Ba Tpémel va emaAnBelel TNV €L8IKOTNTA TOU QAVILOWMOTOC SOKLUATOVTAG TO OE Lo OELPA
EOWTEPIKWY LOTWV HE YWWOTA XOPOKINPLOTIKA aVOCOIOTOXNULKAG amdd00NnNg mMoU avIUTPOCWIEUOUV
YVWOoToUG BeTikoU¢ Kol apvnTlkoUug LoTtoUG. Avatpé€te otic Sladlkaoieg TOLOTIKOU €AEyou Tou
Tieplypadovtal TPOoNYyoUHEVWE OE QUTO TO TN O TOU EVOETOU TTPOidVTOC KAl OTIC CUGTAOELG TTOLOTIKOU
eléyxou Tou mpoypappatog motonoinong CAP yla tnv avoooiotoxnueia f/kal tng katsvbuvtipLag
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vpopp ¢ NCCLSIHC). Autég oL Sladikaoieg molotikoU eAéyyou Ba mpémel va emavaAappavovrtal yla kabe
VEa MapTida aVILIOWHATWY 1) OTIOTE UTIAPXEL ANy OTLC TOPAUETPOUS TNG SoKLUaGLOG.

14 ANTIMETQNIZH NPOBAHMATQN

AKoAOUBNOTE TIG CUCTAOELG TOU €L6IKOU TIPWTOKOAOU QVIIOCWMATWY cUUdwWVA LE TO TAPEXOUEVO
UM bedopévwy. Eav mpokUPouV ATUTIA ANOTEAECUATA, ETUKOLWVWVIOTE UE TO PUBULOTIKO TUAUA TNG
Vitro oto regulatory@vitro.bio. Edv o xprnotng Ppioketal otig HMA, €MIKOWVWVAOTE E TOV TOTUKO
Stavopéa (mAnpodopieg mou mpocdlopilovtal oTNV EMLONUAVON TOU TIPOIOVTOG).

15 EPMHNEIA TQON ANOTEAEZMATQN

H epunvela Twv amoTeAeopdTwy MPEMEL va yivetal amo efelbikeupévo maboAdyo. H xpwon pe TO
TMPWTOYEVEG avtiowpa pall pe BonOntikd avtidpaotripla Ba MPEMEL va TPOYUATOTOLEITAL O LOTOUG
a0BevwV Kol o€ BETIKOUG KoL OpVNTIKOUG LAPTUPEG.

OeTIKOG €AeyX0G LoToU: O OeTIKOG €AgyXOC LOTOU TIOU XPWHOTIIETAL HE TO MPWTIOYEVEG avtiowua Ba
TPENEL MpwTa va g€etaotel yla va StamotwBdel OtL 6Aa ta avtidpaotrpla Asttoupyolv cwotd. H
napoucia evog KokkwwroU-kadé (3,3' tetpaxAwplouxou SlopvoBevidivng DAB) mpoidvtog
avtidpaong pe To KUTTapo-0Toxo (B€on oTo KUTTOPO) elval evlelktikn BeTIkAG avtdpaotikotntag Eav
oL OeTIKOl LAPTUPEC LOTWV AIMOTUXOUV VA Ao Sei§ouv BETIKN Xxpwaon, TUXOV amoTeAEéoUATA LE T SoKipLla
Ba mpémel va Bswpolvtat Gkupa.

ApVNTIKOG LOTIKOG EAgyX0G: O apvnTIKOG LOTLKOC EAeyXoC Ba mpénel va e€eTAETOL PETA TOV DETIKO LOTIKO
£€\eyxo yia va emaAnBeutel n €8KOTATO TNG EMOAUAVONG TOU QVTLYOVOU-0TOXOU o TO MPWTEUOV
avtiowpa. H amoucia 8IKAG XpWoNG OTOV apvnTIKO €Aeyxo Twv oTwv emBefalwvel TNV ENewdn
Sltactoupolpevng avtidpaong aviloWHATwY oTa KUTTAPo/KUTTAPLKA ouoTatikd. Edv epdaviotel l81kn
xpwon (Peudwg BeTikn Xpwon) OToV 0PVNTIKO EEWTEPLKO EAEYXO LOTOU, TOL AMOTEAECHATO LE TO Selypa
aoBevouc Ba mpénel va Bewpolvtal dkupa.

H un €81kn xpwaon, edv uTAp)EL, £XEL cUVABWCE Slayutn gpudavion. Imopadikn XPWon ToU GUVSEETIKOU
lotoU umopel emiong va mopatnpnBel oe tuRpata amo umepBoAilkd otabepoulc Lotouc dopualivnc.
Xpnowlomolnote ABIKTA KUTTApA yld TNV EPUNVELN TWV OMOTEAECUATWY Xpwong NeKpWTIKA N
ekdUAMOUEVA KUTTAPA oUXVA AeKLATOUV PN ELOIKA.

lotog aoBevoug: E¢staote Ta Selypata acBevwy mou £€X0UV XPWHATLOTEL UE TO MPWTOYEVEG AVIIoW A
televtala. H Betikn évtaon xpwong Ba mpénel va afloAoyeital oto mAaiolo omolacdAMOTE YN L8LKA G
Xpwong umofdaBpou Tou apvnTikoU paptupa  avidpaotnpiou. Onwg oupPaivel pe kaBe
avooolotoxnUikn e€€tacn, £va apvnTIKO AmOTEAECUO ONUALVEL OTL TO AVTLYyOVO Sev avixveuBnke, OxLOTL
TO avtlyévo amouciale ota kUTTapa / LoTO mou Sokipudotnkav. EGv ival anapaitnto, XpNoLULOTOLAOTE
L0 OpASa QVTIOWUATWY Yla va evtoTiioete Peubwe apvnTIKEG AVTLOPATELG.

Avatpé€te OTIC 00nyleg Xprong Tou MPWTOYEVOUG QVTICWHATOC yla TANpodopleg OXETIKA UE TV
avVo008pACTIKATNTA TOU AVTLOWHUATOG,.

16 MNEPIOPIZMOYZ

- Ta amoteAéopata TG e€€TaoNG MPEMEL va afLoAOYoUVTaL Ao EMAyyEAUATIA UYELOCG OTO TTAQLGLO TOU
LOTPLKOU LOTOPLKOU, TWV KALVIKWY CUUMTWHATWY Kol OAWY SLoyVWOTIKWY EEETACEWV.

- Howotn ektéleon ¢ SoKLUAC e€apTtatal amd TV mMoLdTNTA ToU SElyUaTOC.

- To NeoPATH Pro kol ta Bonbntikd avtidpaotripla PEMEL VA XPNOLLOTOLOUVTAL HE TUAHATA LOTOU
svowpatwpéva os mapadivn. H xprion omotoudnmote aMou tumou Seiypartog pumopel va odnynost
oe eodaluéva amoteAéopata Kol n amodoor) Tou TPEMEL va eEMOANBeVETAL EK TWV TPOTEPWV.
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- H avoooiotoxnueia sivat pla Stayvwotiky Stadikacia moMamAwyv otadiwv mou anotelsital anod
efelblkeupévn  exmaibevon  otnv  emloyn Twv  KatdAMnAwv  avtidpaotnplwv. emloyn,
otaBepormoinon kal enefepyacia oTwv. mpostolpacio tng Stadavelag IHC. kal epunveia Twv
OMOTEAEOUATWY XPWONC.

- H xpwon wtol faptdatal and To XEPLOUO Kol TNV eMefepyacia Tou LoToU MPLWV amod tn Xpwon.
AKatdMnAn otepéwon, kataduén, andoPuén, mAiolo, otéyvwua, Béppavon, Statoun n LoAuvon
HE GAAOUG LOTOUC N UYpA UTOPEL VO TIPOKAAECEL TEXVOUPYHMATA, TOYISEUON QVIICWHATWY N
Peudwg apvnTikd amoteAéopata. Ta aviipatikd amotedéopato pmopsl va odeilovtal oe
TapaAAayEC OTLG LEBOSOUG OTEPEWONG KL EVOWUATWONG I O€ EYYEVELG aVWHAALEG EVTOG TOU LOTOU.

- H umepPoAiki 1 eAmn¢ aviiypwon umopel va Bécel oe kivbuvo tnv opBn epunvela Ttwv
QTOTEAECUATWV.

- H k\wik epunveia omolaocdAmote BTIKAG N apvnTIKAS Xpwaong Ba mpemetl va aloloysital oto
mAaiolo TNG KAWLKNG Tapouaiaong, tng popdoloyiag kot dMwv LotomaboAloylkwy kpitnpiwv. H
KAWVIKN)  epunveio kaBe BOeTikng 1 apvnTIKAG Xpwong Ba TPEMEL va CUUMANPWVETOL amod
HOPdOAOYIKEG LEAETEC HE TN XPON KATAMNAWY BETIKWVY KL ApVNTLKWV ECWTEPLKWV KAl EEWTEPLKWV
HopTUpWY, KoBwG kol GAwv Sloyvwotikwy efetdoswv. Elvat guBlvn &vog elblkeupévou
mtaBoAdyou Tou eival €EOLKELWMEVOC LLE TN CWOTH XPHON TWV AVIICWUATWY, TWV avTldpactnpiwy
Kal Twv peBodwy IHC ya tnv gpunveia OAwv Twv BnUATWY TIOU XPNOLUOTIOLOUVIAL ylad TNV
T(POETOLLAC IO KaL TNV EPUNVELX TOU TEALKOU Mapackeudopatog IHC.

- O KOTAOKEUQOTNG TOPEXEL QUTO TO QAVILSPAOTHAPLO yla XPHON aKOAOUBWVTAC TIC TTAPEXOUEVEG
oényiec yia tnv IHC oe mpostolpacpéva TUAMATA LOTwv. Omoladnmote amokAlon omd TIG
ouvioTwpeveg Olabikaoieg  SokAG Umopel va akupwoel Ta SnAwBévta avapevopeva
anoteléopata- Mpémel va epapuolovral Kal vo TEKUnPLwvovtol KatdAAnAol éleyyol. OL XprioTeg
TIOU QTTOKALVOUV arto TIG CUVICTWHEVES Sladlkaoieg SoKLUWY MPEMEL va arodExovTal Tnv eubuvn yla
TNV EPUNVELD TWV OTTOTEAECUATWY TWV 0.00eVWV UTIO QUTEC TIC CUVORKEC.

- lotol and datopa mou £xouv HoAuvBel amd tov L0 TNG nratitidog B kal meplExouv emMLpOveLOKO
avtlyovo nratitidog B (HBsAg) umopel va mapouatdcouv pn e8IKA Xpwon Ue urtepofeldacn xpEvou.

17 XAPAKTHPIZTIKA ANOAOzHz

H avamapaywyldtnta evtog tng SoKng g anodoong avidpaotnplov tou Cleaning Solution 10C
npoodlopiotnke Ue xpwon 42 avikelpevodopwv mAakdiwv mou mepleiyav tov iblo woto. To iblo
anotéAeopa emtelxOnke peTafl OAwv Twv Stadavelwyv. H avamapaywyllotnta HeTofl Twv SOKLUWV
npoodlopiotnke e xpwon MAAKLSiwY Tou Tiepleiyav tov i6lo 1oTo og 42 avilkelpevodOpeg MAGKEG o€
800 Sladopetikol¢ e€omAlopoUg, SU0 XEPLOTEG Kal SLopOoPETIKEG NUEPEG. H Xpwan mpayuatomnoOnke
XPNOLUOTIOLWVTOC Ta TIPWTOKOAa Ki67 kat CD3 wg mpwToyevn avilowpata. Als€nxbnoav mpocOeteg
HEAETEG yla TN SOKLUN €VOC €UPEOG GACUATOG AVTIIOWHATWY OE SLAdOPETIKEG CUYKEVIPWOELG Kal
Sladopetikolg LoTOUC ot OLadOopPeTKEG NUEPES, amd OladopeTIkOUC XELPLOTEG Kal OLodopeTKO
€€OMALOMO yLa LEYAAO XPOVIKO SlaoTtnua.
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Ene€nynon twv cupBOAWV TNG ETIKETOC KAl TOU KOUTLOU TOU TpoiovToc:

In vitro SLAyVWOTIKO LATPOTEXVOAOYLKO ;s
IVD X H A
npoidy 2 nepopnvia Anéng
AptOpOC KATOAGYOU ‘/" Oplo Beppokpasiag
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20 KATATPAQ®H AAANATQN

| Huepopnvia Mepypadn
2024-01-23 Anuoupyia tou eyypadou.
9025-02-27 To éyypado emikalpoToLeital yla va euBuypapuLoTel pe Tov kavoviopo FDA kat (EE)
IVDR 2017/746.
2025-02-27 | Eyypado petadpacpévo ota EAANVIKA.
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