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1 AIAGEIIME:Z MOP®E: NPOIONTQN
To High-AR mapéxetatl wg puBuiotikd Stahupa Tris-EDTA, Ph 9.00.

VITRO, A.E. 2xet. BIOCARE Ref Napouciaon
MAD-004075VSBC NPRI10003L2T2250 1 x 2000 mL
Mivakacg 1. Avadopéc kat mapouaciaon.

2 TPOBAENOMENH XPHZzH

Ma in vitro dtayvwotikn xpron. To €toluo mpog xprion StaAupa High-AR xpnolgomnoleltal otnv avaktnon
QVTLyOVOU TIOU TpokaAsital amd Bepudtnta TUNUATWY LOTOU EVOWHATWHEVNG o€ Tapadivn otabepnc
dopuaAivng (FFPE) wg Hépog tnNg amodoong MPWTOKOAAWY QUTOMATOTOLNUEVNG avoooliotoxnueiag (IHC).
Exet oxeblaotel ywa xpnon oo ELOIKEUPEVOUG  ETIAYYEAUQTIEG EKTALOEUMEVOUG OE  TEXVLKEG
avooolotoxnuelag. H kAW epunvela omolaodnmote xpwong N amouciag tng Ba TpeEmel va
OUUMANpWVETAL artd HOoPPOAOYIKEC UEAETEG UE TN XPNon KATAMNAwWvV paptUpwv Kol Ba TpEmel va
afloloyeital oto MAaiclo Tou KAWLKOU LoToplkoU Tou acBevolg Kat AMwV SLayvwoTIKWY eEETACEWVY
amno e€eldikeupuévo maboloyoavatopo.

AuTtO TO TPOidV MpoopileTal yla Atopa OAwWV TWV NAKLWY TOU Omaltouv avdluon Tng aviyveuong
QVTLYOVWV HE AVOCTOLOTOXNULKEG TEXVLKEG.

3 TMEPINHWH KAI ENEZHIHZH

H 6wbkacia otabepomoinong Ssiypdtwyv totol otabepwv oe GOpUAAivh, EVOWUOTWUEVWY OF
napadivn propetl va odnynost oe dtactaupolevn cUVEeon MPWTEIVWY, N oTtola KOAUTITEL TA OVTLYOVaL
Kal TepLopilel Tn 6€0UEVON AVTLYOVOU-AVTILOWUATOC. H avAKTNGoN avtlyovou ETILTPENEL O €va avtiowua
va €xeL mpooBacn 0TO AvilyOvo-0TOXO €VIOG TOU LOTOU, KABWE ol KAAUUUEVOL EMITOTIOL UIMOPOUV va
avaktnBolv xpnolpomowwvtag HEBOSOUC aVAKTNONG QAVILYOVOU TOU TpokoAoUvtal amd Bepuotnta
(HIER). Autég oL péBobol €xouv BEATLWOEL ONUAVILKA TNV AVOCOIOTOXNULKA XPWON QVILyOVOU OTn
oupBaTIKN XELPOoUPYLKN TaBoAoyia. H xpion autwv Twv TEXVIKWY glval o enwdEeAng yLo TA TUPNVLKA
QVTLyOVa, OToU £XEL mapatnpnBel onuavtiky avénon t¢ Eviacnc ToU avoooioToXNHLKOU onpatoc. MNa
OpLOMEVA QVTIOWUATA, N Xpnon pubulotikwy Stadvpdtwy yla to HIER £xelL Bpebel 0Tl BeATlwvEL TV
£€VTOoNn avoooxpwone.

To £towo mpog xpnon OwaAupa High-AR eival éva puBulotikd StdAuvpa pe tehikd pH 9,00 mou
XPNOLLOTIOLELTOL YLOL QVAKTNON QVTLYOVOU TIOU TPOKAAE(TaL armd Bepuotnta w¢ HEPOC pLog Stadikaaoiag
xpwon¢ IHC otov autopatonotnuévo Aeké NeoPATH Pro.

4 APXH THZ AIAAIKAZIAZ

MeviKA, Ol TEXVIKEG avoooloToXNUIKAG Xpwong (IHC) emtpémouy TNV OMEIKOVION AVILYOVWY HECW TNG
Stadoyxikne edappoyng evog e€lSlkoU aVTIOWHUATOG OTO OVILYOVO (MTPWTOYEVEC QVTioWHA), E&VOG
SeutepoyevoUG QVIIOWUATOC OTO TMPWTOYEVEG avitiowpa (avticwpa oUvVEeon(g), €VOC CUUMAEYUOTOG
evlUMWV Kal €VOG XPWHMOYOVOU UTIOCTPWHATOG UE TapeUParopeva BrApata mAvong. H eviupatiki
EVEPYOTIOINON TOU XPWHOYOVOU £XEL WC OTMOTEAECHA €va opato mpolov aviidpaong otn Béon tou
avtlyovou. To Gelypa pmopel otn CUVEXELQ va avilypwHatloTel Kot va koAudBel. Ta amoteAéoparta
£PUNVEVOVTOL XPNOLUOTIOLWVTAG £Va HLKPOOKOTIO ¢GwTOG kat PonBolv otn Swadopiky Sldyvwon
naboducloloykwv SlepyaoLwy, oL OTIOLEG UITOPEL 1} OXL va OXETI{OVTOL LE EVO CUYKEKPLUEVO OVTLYOVO.
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5 ANAXYITAZIH, ANAMEI=H, APAIQ:H

AUTO TO TpOlOV MAPEXETAL OE £€TOLUN TIPOC XpHon popdn. Aev eival amapaitnto va avacuotabei, va
avapyBel f va apalwbeL.

6 TMAPEXETAI Q2
PuBuLOTIKO QAKOALKO SLAAU O TIOU TIEPLEXEL LN LOVLKEG ETLDAVELOSPACTIKEC OUGIEC, 0TOOEPOMOLNTEG KOl

OUVTNPNTIKA.

7 AEN NAPEXETAI ENINAEON ANAITOYMENO YAIKO

7.1 Avudpaotipla Kot UALKA

- MNpwTtoyevég avtiowpa

- Cover, Ref. MAD-003983VS

- Dewax Solution, Ref. MAD-004080VS

- DAB Enhancer, Ref. MAD-001560QV

- Contrast Hematoxylin HDH3, Ref. MAD-HDH3-100VS
- TBS Tween 20 Buffer 10X, Ref. MAD-004077R-10

- Cleaning Solution 10X, Ref. MAD-003931CSVS

- 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 EEomMALOMOG

- NeoPATH Pro
- OMTKO UIKpOOoKOTILO /Kol PndLoKOC capwTAG LOTOAOYIKWY TAAKLSIwY

8 ZIYNOHKEZ ANOOHKEYZIHZ KAl ZTAOEPOTHTAZ

ZuvOETIKOG: | ‘Opot xpriong
JuVOnKeG Quldooete oe Oeppokpaciao dwpatiov (15°-25°C) kat GUAACOETE HaKPLA OTtd
anoBnkeuong TiNYEC évtovng Eotng/kpuou pEXPL TNV nUepopnvia AREng tou mpoidvtoc.

MoOAg avolytel, dtatnpeital og Beppokpacia dwuatiou (15°-25°C) kat
duUNAooETOL HaKPLA Ao TINYEC évtovng LEoTtng/KpUou PEXPL TNV NUEPOUNVIAL
Anéng tou mpoidvrog.

JtabepodTnTa KATA
™ xenon

OpoL amooToAAC H amootoAn mpénel va nmpaypotomnoleital o Bgppokpacio dSwuatiov (15-25°C).

Mivakag 2. ZuvBnkeg amobrikeuong Kat otabepotnrac.

To mpoiov eival otaBepd otnv nuepopunvia ANéng mou avaypadetal otnv €Tkéta otav GuAldcaoetal
o0tou¢ 15°-25°C. Na pn XpnoLULOTOLELTOL HETA TNV NUEPOUNnVia Anéng.

9 TMNPOETOIMAZIA AEITMATOZ

Touéc mapadivne: OL Lotol mou otepswvovtal o€ @opualivn ival katdAAnAot yla xprion mpwv and tv
svowpatwon napadivng.
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ootikol lotol Ba mpémel va amacfectwvovral TP amd TNV enefepyacia Twv WOTwV yla va

SleUKOAUVETOL N KOTIN TWV LOTWV KoL va anoTtpenetat n BAAPN otig Aemideg TOU UIKPOTOUOU.

10

i

MPOEIAOMOIHZEIZ KAl TPODYAAZEIZ

AwaBdote TG 0dnyleg XpioNg TPV XPNOLLOTOLCETE AUTO TO MPOLOV. Y€ TEPIMTWON ATUNWV N
QnMPOooSOKNTWY OTMOTEAECUATWY, EMLKOWWVNOTE He Tov Efouciobotnuévo MpopnOeutr/Alavopéa
oog.

EmayyeApatikiy xprion. Autd to Tpoidv TpoopileTal HOVOo ylo EMOYYEAUATIKOUG £pYAOTNPLAKOUG
oKomoU¢ Kot 6ev mpoopiletal yia ¢opUakoAoyLKr), OwKLOKA R omoladnmote GAAn xprnon. Otav to
nmpoidv xpnoldomnoleital w¢ Bonbnua ywa tn Sldyvwon, Ba mpémel va Tto Xelpilovtal povo
eKTALOEUEVOL PN OTEC KAl o€ e€oualoboTnuéva epyacTrpLo.

Rconly| O yiatpég cuvtayoypdadnoe okiur. Autd To TPOidV MPoopileTal ya EMayYENLATIKA XPAoN
HOVOo ;is LOTPLKA ouvtayn amd ylatpo n dAo emayyeAuotia uvyeiac.

Ta Selypata, mpv KoL HETA TN OTEPEWON, KOl OAOL TOL UALKQ TIOU €KTIOEVTOL O QUTA, TPETEL VOl
QVTLMETWTloVTaL oav va €lval Lkavd vo PeETadwoouv Aolpwén Kal va amoppilmroviol HE TIG
KATAAANAeG mpoduAdéel. MOTE punv MeTdte avilépacThpLla amo To oTOUA Kal anodUyete Ty enadn
HE To S€pHa Kal Toug BAevvoyovoug e avTdpaoTtipla Kot Selypata.

Eav avtudpaotipla r deiypata £pbouv oe enmadn pe suailobnteg meploxég, MAUvete pe adBoveg
TIOOOTNTEC VEPOU.

H nikpoBlakn poAuvon twy avtldpaotnpiwv umopei va odnynoeL oe avénon tne pUn eWBIKAG Xpwong
A/xaL og ecpaluéva anoteAéopora.

Xpoévol smwaong n Oepuokpaocieg Sladopetikég amd TG kKabopl{opeveg pmopsl va Sdwoouv
sopalpeva amotedéopata. O XprRoTnNE MPEMEL VAL ETILKUPWOEL OToLadATToTe TETOoLla oAAay.

MnV XpNOLLOTIOLELTE AVTIOPAOTAPLO HETA TNV NUEPOUNVia ANENG TTou avaypAadeTal TNV ETIKETA.
ZoBapo meplotatikd. Kabe coPapd TepLOTATIKO TIOU OXETL(ETOL E TN XPHON QUTOU TOU MPOIOVTOG
TIOU OUVEMAYETOL N €VOEXETAL va ocuvemadyetal cofapn emdelvwon, Mpoowpwvn 1 HOVIUN, TNG
KATAOTOONG TNG LUYElag evog acBevolg, Xpriotn 1 dAAou poowTou, 1 akopa Katl Bavato, | cofapn
ameldr] yla T dnpoota uyeia, PEMeL va avadEPETAL TO CUVTOUOTEPO SUVATO OTOV KATAOKEUQOTH
HEow nAektpovikoU Tayxudpopeiou otn 6levBuvon regulatory@vitro.bio kol otnv opuodia
Yyelovouikr, Apxr Tou Kpatoug péAoug TnG EE Omou eival eykateotnpévog o Xpriotng i o acBevnc.
Eav o xpnotng Bploketat otig HMA, avadepete TuxOV coBapd MEPLOTATIKA TOU OXETI{OVTOL UE QUTHV
TN OUOCKEUN ETMLKOWVWVWVTAG UE Tov ToTukd Stavopéa (mAnpodopieg mou mpoodlopilovral otnv
EMUOAUOVON TOU TPolovTog) Kol TNV opuodla apxn Tou KPAtoug HEAOUG. MMEPLOTATIKA TOU
TmpokaAoUvTaL ard Kakr Xprion Tou MPolovtog A amod Tt Xpron Tou mpoidvtog meEpa anod tTnv wdEAUN
{wn mou kaBopiletal otnyv entonpoven Tou Ba eivatl euBUvn Tou XproTn.

O npoduldelg achalelag kal anoppung neptypadovtal oto AsAtio Asdopévwv Acdaleiog
autol Tou Tpoidvtog. Mmopeite va katefdoste tnv tpExouca €kdoon tou Asghtiou AsbSopévwv
Aodaleiag (SDS) autol Tou Tpoioviog¢ otnv lotooeAiba www.vitro.bio 1 IntNOnke oTIg
regulatory@vitro.bio.

AwaBeon amoBAntwv: H Slaxeiplon Twv amoBARTWY MOU APAYOVTAL Ao TN Xpron Twv npoiloviwy
nou SiatiBevtal oto eumoplo amo tnv Vitro A.E. mpémel va yivetal cUudwva Pe ThV LoXYUouoa
vopoBeaia otn ywpa otnV omola XpnoLlomolouvTal Ta mpoiovta autd. Q¢ avadopd, o TapaKATw
niivakag Selxvel TNV Taflvopnon Twv anofANTWY TOU TTAPAYOVTAL OO QUTO TO KIT oUPGWVA UE TV
gupwnaik vopoBeoia, cuykekplléva cUpdwva Pe TNV amo@aon the Eupwnaikn¢ Emtpomnic tne
18n¢ AekeuBpiouv 2014 ywo tnv tpomornoinon tng anddaong 2000/532/EK GXETIKA e TOV KATAAOYO
ormoPAitwyv ocUpdwva pe TtV odnyla 2008/98/EK tou Eupwmaikol KowoBouAiou kot Ttou
JupBouAiou:
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NMIGANA NAPATOMENA AMOBAHTA KQAIKO TYNOZ ANOBAHTQN YM®QNA ME TO
META TH XPHEH AYTOY TOY NPOIONTOZX 3 ELW* ELW*
Aoxelo yLa XpnOLLOTIOLOUEVO OVTLEPACTH pLO " , , , .
TaflvounpUéVo wg emikivéuvo (cUpdpwva pe To 150110 Aoxela tou nepiexouv anoBAnta i exovy

; ] , HoAuvBel amod emikivduveg ovoieg”
Seltio dedbopevwy aodaheiag).

"Yypd mapayopeva armd tn Xprion auTOUATWY

Y8atikd uypd amoPfAnta mou mePLEXOUV opydvwv IHC/HIS:

eTkivbuveg ouoieg (OxL SLaAUTEG). 161001 ) _ EvanoBeon amoBARTWY avooOAEKESWV.

- xpnowormownpéva buffers PT-Module"
AvaAwolpa (cwAnvapla, akpa K.AT.). "An6BANTa Twv omoiwv n cuAAoyr Kat
Ka&Oe otolyelo mou €xeL €pBel og emadn pe 180103 | &14Beon UTOKELTAL O€ ELBIKEG ATOLTHOELC YO
Selypara otwv. v npoAnyn poAvvoswv"

«XnNULKA TpoiovTa epyaotnpiou mou
QMOTEAOUVTOL QATO 1) TIEPLEXOUV ETLKIVOUVEC
0UOLEG, CUMTEPIAAUBAVOUEVWY LELYULATWY
EPYAOTNPLAKWY XNMLKWV OUCLWVY.

Mivakag 3. Taflvopnon twv amoBANTwy ou mapdyovTaL oo Tn Xprion autou Tou Kt cUpdwva Ue Thv Eupwmaikn
NopoBeoia. *ELW: Eupwniatikri vopoSeoia yia ta anéBAnta.

Yypa mou Teptéxouv StaAuteg (EUAOAN,
atpatofulivn, aAkooAn, nwaivn), mou 160506
TIAPAYOVTAL A0 TEXVLKEG OVOOOXPWONC.

*Inueiwon: Auti n tagvopnon neplAapBAaveral we Yeviki Katevbuvtipla ypapur pacng, uno tv
teAiky €uB0VN TOUu XPAOTN Yyl TNV E€MiTEVEN OAWV TWV TOTUKWV, TMEPLPEPELOKWY Kol E€OVIKWV
KOLVOVLOLWV OXETIKA ME TN 81d0e0n auTtol TOU TUTIOU UALKWV.

11 OAHrIEZ XPHZHZ

MNpocBéote 1o £tolpo mpog xprion StaAupa High-AR otn ¢laAn NeoPATH Pro High-AR 4 mplv €ekivrioete
™ Sladlkaoia avoooxpwong oto Opyavo. AKOAOUBNGOTE TO CUVICTWHEVA TIPWTIOKOAMO TPWTIOYEVWY
QVTLOWMATWY Kot

Opot xpriong. OL xpovolL emwacng kol oL Bepupokpacieg mMolkiMouv avaAoya HE TO CUYKEKPLUEVO
TIPWTOKOANO QVTIOWMATWY ToU akoAouBeital.

12 ‘EAErXOz NOIOTHTAZ

Ot Sladopeg otny enefepyacio LOTWV KAl OTLG TEXVLKEG SLOSIKOCIEG OTO EpyaCTHPLO TOU XProTn Wmopel
VO TIPOKAAECOOUV ONUOVILIK HETAPANTOTNTA OTO OIMOTEAECUATA, OTOLTWVIAG TAKTIK OlEVEpPYELR
EOWTEPIKWYV EAEYXWV ETUITAEOV TWV

akohovBwvtag TG Sladlkaoleg. TUUPOUAEUTEITE TIC KATEUOUVTAPLEG YPOAUUEG TIOLOTIKOU €AEYXOU TWV
TMPOTUTIWY TIOLOTNTOC VLA TO OXESLAOUO Kal TNV €pappoyr) avocoioTOXNULKWY SOKIUACLWY. EyKeEKpLUEVN
kateuOuvtripla ypapupun-Asitepn €kboon (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

OetikOG €Aeyxog loTwv: Ta efwteplkd UAIKA OetikoU eléyxou Tpé€mel va esival veéa Selyparta
auvtoPiag/Bodiag/xelpoupylkinc mou €xouv otabepormolnBei, umooTtel emefepyacia kol evow patwOel to
ouvtopdtepo duvatd pe Tov (6lo TPOTOo OTwe Ta Selypata acBevwv. OL Betikol Lotol paptupeg eival
£VOEIKTIKOL TWV OWOTA TIPOETOLUACUEVWY LOTWV KOl TWV KATAMNAWY TEXVIKWY XpWonG. e kABe Sokiun
xpwong Ba mpénel va meplhapBavetal évag BeTIKOC EWTEPIKOG LOTIKOG MAPTUPAG yla KABe olvoAo
ouvBnKwv SOKLUAG.

Ol woTol TTou xpnotlpomolouvtal ylo Ta e€WTEPLIKA UALKG OeTikoU pdptupa Oa TpEMeL va emAéyovTal ano
Selypota aoBsvwv HE KOAG XapakTnplopéva XOUnAd emimeda BTk SpaotnpLlOTNTAG-0TOXOU TOU
Silvel aoBevr) Betikn xpwon. To xaunAo eminedo BeTKOTNTOC yla €WTEPIKOUC BETIKOUG APTUPES EXEL
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oxeblootel €tol wote va Slaodoalilel tnv aviyveuon Aemtwv oAAaywv OTNV MPWTOYEVH euvalcbnoia
QVTLIOWHATWY amd actdbela 1 mpoBAnuata pe t peBodoloyia IHC. O aviikelpevodOpeg MAAKEG LOTOU
mou SlatiBevtal oto gunoplo N ta Selypata mou umoPaArlovral oe SladopeTiky enefepyacia ano ta
Selypata 1 ta Selypata oacBevwv emikupwvouv povo tnv amodoon tou aviidpootnpiou kat dev
enaAnBglouV TNV TMPOETOLUACIA TWV LOTWV.

Ot yvwotol Betikol Lotol paptupeg Ba MPEMEL va XPNOLLOTIOLOUVTAL HOVO YLa TNV TtapakoAouBnaon tng
OWOTNC anddoong TWV EMEEEPYOOUEVWV LOTWV KAl TwV avTLdpaotnplwv SoKLUAG, Kol OxL wg fonbnua
otn dlatunmwon €8IKAS Stayvwong delypdtwy acBevwy. Edv ol BETIKOL LOTIKOL HAPTUPEG QIMOTUXOUV VAl
anodeifouv BeTIkA xpwon, Ta anmoteAéopata pe ta Sokipla Ba mpénel va Bswpouvtal akupa.

ApvnNTiKOG E€AEyXOG LOTOU: XPNOLUOTIOLNOTE apPVNTIKO €AEyXO LOTOU OTaBepOd, emefepyaopéVo Kol
EVOWHUOTWHUEVO KATA TPOTO MOVOUOLOTUTIO Ue To Selypa | ta Selypata acbevwv pe kabe xpwon yla va
enaAnBevoete TNV €l8IKOTNTA TOU MPWTOYevoUg avilowpato IHC yia tnv enibelén tou avilyovou-
OTOXOU KOl va TIOpAoXeTe £vOeLEn el8kNG xpwong umoBadpou (Peuvdwe Betikn xpwon). Emiong, n
TIOLKIALD TwV SLadOPETIKWY TUTIWV KUTTAPWY TIOU UTIAPXOUV OTA TIEPLOCOTEPA TINOTA LOTWY UTTOPEL va
XPNoloTotnBel amod Tov €pyaoTnpLloKO WE EOWTEPLIKEG BECELS apvNnTIKOU €AEyXOU yla TNV enaAnBesuon
Twv npodlaypadwv anddoong tou IHC.

Eav epdaviotel edikn xpwon (Peudwg BETIKA XpwWON) OTOV APVNTLKO LOTIKO HAPTUPA, TA OIMOTEAETHATA
ue ta Selypota acBevwy Ba mpénel va Bswpouvtal dkupa.

Mn €l8KOG apvnTKOG €Aeyxo¢ avildpaotnpiouv: XpnoLUOTOLNOTE €vav UNn €LOIKO apvnTIKO £AeyXo
avtdpaaotnplou otn B€on ToUu MPWTEVOVIOG OVTIOWLATOC UE éva TUNUa KaBe deiypatog acBevolg yla
va afloAOYNOETE TN UN ELOLIKA XPWOon Kal va eTITPEYPETE TNV KAAUTEPN EPUNVELA TNG ELSLKNC XPWONE OTN
Béon tou avtyovou. ISavikd, €vag apvnTikOg €Aeyxog avildpacTnpiou MEePLEXEL €va aAvTicwua Tou
TLOPAYETOL QMO UTIEPKEIUEVO UAKO LOTOKAAALEPYELAG UE TOV (Sl0 TPOTIO OTIWG TO TIPWTOYEVEC OVTIOWHLQL,
oM\G 6ev mapouotdlel €LSIKA avVTIOPAOTIKOTNTA HE avOpwrivoug LoTtolg otnv ibla pAtpa/StadAupa Le to
KUplo avticwuo. MoOvo To apalwTkO UMOpEL va XpnolpomnolnBel wg Alyotepo emBuuntr) eVaAAQKTIKNA
AUon otoucg apvnTkoUC MAPTUPEG avildpacTnpiwv mou meplypadnkav mponyouusvwe H mepiodog
EMWAONC VLA TOV APVNTIKO HAPTUPA avTl&pacTnpilou TMPEMEL VAL QVTILOTOLXEL O €KElvhn TOU MPWTOYEVOUG
QVTLOWHATOG.

‘Otav XpnoLomoloUvTal TAVEA TTOAWY OVILOWUATWY OE CELPLAKEG TOUEG, OL TIEPLOXEG APVNTIKAG XPWONG
LLOC OVTLKELUEVODOPOU TIAAKAG UITOPEL VA XPNOLUEVCGOUV WG APVNTIKOG/UN ELOIKOG SEGUEUTIKOC EAEYXOC
uTmtoBdaBpou yla AANa avTLlow pata.

Mo va dtadopomoinBei n evboyevrg evlupikn Spaotnplotnta i n pn €8k déopeuon twv eviU WV amo
TV £l6IKN AVOCOAVTLOPACTIKOTNTA, EMUTAEOV LOTOl a0Bevwv PUMopoUV va XPWHATIOTOUV OTTOKAELOTIKA
HE OUUMAOKO UTIOOTPWHUATOG-XPWHOYOVoU 1 evlupwv (PAP, aBdivn-flotivn, otpemtafidivn) kot
UTIOOTPW LA-XPWHOYOVO, avtioToLya.

13 ENAAHOEYZIH AOKIMAZIAZ

Mpwv artd TNV APXLKN XPHoN EVOG GUOTAMOTOC AVTIICWUATWY H XpWaong o€ pia SlayvwoTikh dladikacia, o
XpNnotng Ba mpémel va emaAnBelel TNV ELGKOTNTA TOU AVTIIOWHATOG SOKLUAIOVIAG TO Of HLO CElpA
ECWTEPIKWY LOTWV HE YVWOTA XOPAKTNPLOTIKA OaVOCOICTOXNUIKAG amodoong Mou OVILMTPOCWIEUOUY
YVWOoToU¢ BeTikolC Kal opvnTIKOUC LoToUG. Avatpefte oTlg Sladlkaciec TOLOTIKOU €AEyXou ToU
Tieplypadovtal TPOoNYoUHEVWE O AUTO TO TUAMO TOU €VOETOU TIPOIOVTOC KAl OTLG CUCTAOELG TTOLOTLKOU
eléyxou TOu Tpoypduparog miotonoinong CAP ywa tnv avoooiotoxnueia fA/kal tng kateuduvtrplog
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vpOoUung NCCLS IHC). Autég ol Sladlkaoieg molotikoU eAéyxou Ba mpémel va emavalopPfdvovial ylo
KaBe véa maptida avilowUATWYV 1 OTIOTE
YTapxel pa oAAayn OTLC TApApETPOUC TNG avaluong.

14 ANTIMETQNIZH NPOBAHMATQN

AkoAouBnOTE TI( OUOTACELG TOU €L6LKOU TPWTOKOAAOU QVTIOWHATWY CUUPWVO HE TO TAPEXOUEVO
dUMo Sebopévwv. Edv mpokOPouv ATtuma amoTEAECUATA, EMLKOWWVHOTE HE TO PUBULOTIKO TUApa TNG
Vitro oto regulatory@vitro.bio. Eav o xpnotng Bpioketat otig HMA, €MKOWWVAOTE UE TOV TOTUKO
Stavopéa (mAnpodopieg mou mpocdlopilovtal oTNV EMLONUAVON TOU TPOIOVTOG).

15 EPMHNEIA TQON ANOTEAEZMATQN

H epunvela twv amoteAeopdtwy MPEMeL va yivetal and efeldikeupévo maboAoyo. H xpwon He TO
TMPWTOYEVEG avTiowpa pall pe BondBntika aviidpactrpla Ba MPEMEL va MPAYUATOTIOLETAL OE LOTOUG
aoBevwy kot og BeTIkoUG KAl apvNTIKOUG LAPTUPEC.

OcTkOG £AeyXog LoTtoU: O OeTIkOC £AEyX0OC LOTOU TOU XPWUOTI(ETOL PE TO TIPWTOYEVEG avTiowpa Oa
TPEMeL Mpwta va efetaotel yla va SlomotwBel 0Tl 6Aa ta avtidpaothpla Asitoupyolv cwotd. H
napoucia evog KokkwwmoU-kade (3,3 tetpaxAwplouxou SiapvoBevildivng, DAB) mpoiovrog
avTdpaong Pe To KUTTOPO-0ToXo (B€on oto KUTTOPO) €lval EVOEIKTIKA BeTKNG avtidpaoTtikdtnTag. Edv
ol BeTIKOl HAPTUPEG LOTWV amoTUXoUV va anodeifouv BeTIKn xpwaon, TUXOV anoteAéopata pe Ta Sokipla
Ba mpémel va Bewpolvtat Gkupa.

ApVvNTIKOG LOTIKAG £€AeyX0G: O apvnNTIKOG LOTIKOG EAeyxoC Ba mpemel va e€eTtaleTal UETA TOV BETIKO LOTIKO
£€\eyxo ylo va emaAnBeutel n €8LKOTNTA TNG EMIOAUAVONG TOU QAVTILYOVOU-GTOXOU QMo TO TPWTIEUOV
avtiowpa. H amougdia €8IKAG XPWONG OTOV apvnTIKO £AeyXo Twv LoTwv emiPefatwvel v ENeldn
SlaotaupoUpEeEVNG avtibpaong aVILIOWHUATWY oTo KUTTAPQ,/KUTTOPLKE oUOTOTIKA. Edv spdoavioTel lbikn
xpwon (Peudwg BeTik Xpwon) oTov apvNTIKO €EWTEPLIKO EAEYXO LOTOU, TA OMOTEAECHATA LE TO Selypa
aoBevouc Ba mpénel va Bewpolvtal dkupa.

H un edkn xpwon, €dav umapyxeL, €xeL ouvnBOwg dlaxutn eudavion. Imopadikn XPWaon TOU CUVSETLKOU
loToU umopel emiong va mapatnpnBel oe tuApota amd utnepBoAlkd otabepolc LoToUG hopUaAivng.
Xpnowiomolote ABKTA KUTTOPO Yyl TNV €PUNVEID TWV QMOTEAEOUATWYV Xpwong NeKpWTIKA 0
ekdUALOUEVA KUTTAPA oUXVA AEKLATOUV UNn ELOIKA.

lot6¢ aoBevolg: Efetdote ta Seiypata acBevwy Mou €(O0UV XPWUOTLOTEL UE TO MPWTOYEVEG aviiowua
televtala. H Betikr évtaon xpwong Ba mpémnel va afloAoyeital oto MAALOL0 OTOLOGSNTIOTE Un ELOLKAG
xpwong umofdBpou Tou apvniikol paptupa  avtibpaoctnpiou. Onwg oupPaivel pe kaBe
avooolotoxnUkn g€£taon, Eva apvnTIKO AMOTEAECUA CNUALVEL OTL TO avTlyOvo Sev avixvelBOnke, oL otL
To avtlyovo amouaciale ota KUTTapa / 1oTtod mou SdoKipdotnkav. Edv sival anapaitnto, XpnoLLomnoL|oTe
L0 OpASa OVTIOWUATWY Yla va evtoTiioete Peubwe apvnTIKEG AVTLOPATELG.

Avatpéfte oTIG 06nyleg xpriong Tou MPWTOYEVOUG OVILOWHATOC yla TANpodOpleG OXETIKA HE TNV
avo00dpACTIKATNTA TOU AVTLOW LOTOG,

16 NEPIOPIZMOYZ

- Ta anoteAéopata TG e€€taong MpEneL va afloAoyolvtal amo emnayyeApatia uyeiag oto mAdioLo Tou
LOTPLKOU LOTOPLKOU, TWV KAWVIKWY CUUMTWHATWY Kot MWV SLoyVWOTIKWY EEETACEWV.

- H owotn ektéAeon tn¢ SoKIUAG e€apTatal amod tnv molotnTa tou Selypartoc.

- To NeoPATH Pro kat ta Bondntika avtidpacthpla MPEMEL va XPNOLUOTIOLOUVTAL UE TUAMATA LOTOU
evowpatwpéva os mapadivn. H xprion omoloudrmote dMou tUTou Selypatog pmopel va odnynoel
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o€ eodaluéva amoteAéopata Kal n anddoaor) Tou TPEMEL va eEMOANBeVETAL EK TWV TPOTEPWV.

- H avoooiotoxnueia eivat pla Stayvwotiky Sladikacia moAAamAwy otadiwv Tou amoTeAsltal amno
e€elblkeupévn ekmaibevon otnv emhoyr] Twv KatdAMnAwyv avtidpaoctnpiwv. emhoyn, otabepomoinon
Kol emefepyooio LOTWV. TPOETOLlHAcia tnG avrtikelpevopopou mAdkag IHC - kol gpunveia twv
OMOTEAECUATWY XPWONG.

- H xpwon wotoU efaptdatal and to XEWPLOUO Kal TNV enefepyooia Tou LOTOU TPV Amo Tn Xpwon.
AKaTtAMNAn otepéwon, katauén, anoPuén, mAlollo, otéyvwua, Béppavon, dlatoun n woéAuvon Ue
GA\OUG LOTOUC 1 UYpPA UTOPEL VO TIPOKOAETEL TEXVOUPYAUOTA, Ttayibeuon avilowudtwy i Peudwg
apvnTka amotedéoparta. Ta avtipatikd amoteAéopata pnopsl va odeilovial oe MOPOANAYEG OTIG
HEBOBOUC OTEPEWONG KAl EVOWHATWONG N O€ EYYEVEIC avWUAALEG EVTOG TOU LOTOU.

- H vumepBoAkny n eANN¢ aviiypwon Mmopel va B€oel oe kivbuvo tnv 0pBn epunvela Twv
OIMTOTEAECUATWV.

- H kA epunvela omolaodnmote BeTKAG 1 apvNTIKAG Xpwong Ba mpenel va afloloyeitol oto
mAaiolo tTNg KAWLIKAG Tapouciaong, tg popdoloyiag kal aAwv totomaboloykwv Kpltnpiwv. H
KALVIKY) epunveia kABe BeTKNG 1 apvNTIKAG XpWonG Ba MPEMEL Vol GUUTIANPWVETAL artd LoPdOAOYLKEC
UEAETEC HE TN XPNAON KATOAMNAWY BETIKWY Kol ApVNTIKWY E0WTEPLKWVY KOl €EWTEPLKWV ULOPTUPWY,
KaBwg Kat dAMwv StayvwoTtikwy efetdoswv. Elval eubuvn evog eldikeupévou maBoAdyou mou elvol
€€OIKELWEVOG HE TN OWOTA XPAON TWV QVILOCWHATWY, avtldpaotnplwyv kot pebodwv IHC yua v
gpunveila OAwv Twv PNUATWY TOU XPNOLUOTIOLOUVTAL Ylot TNV TIPOETOLUACLO KAl TNV €PUNVELA TOU
teAkoU mapaokeudopatog IHC.

- O KOTOOKEUQOTAG TAPEXEL QUTO TO OVTLOPOOTHPLO YLO XPrion akoAouBwvtag TG TAPEXOUEVEC
oényie¢ ywa tnv IHC o0& mpoetoOopéva TUAMOTA LOTwv. Omoladnmote omokAlon amo  TIG
OUVIOTWHEVEG dladikacieg SoklunG Unopel va akupwoel tTa SnAwBévta avapevopeva anoteAéopara:
Mpémel va epappdlovral Kat va TeKUnplwvovtol KatdhnAol éleyxol. OL XpHOTeC TIOU amokAivouv
arnd TIC CUVIOTWUEVEG Slabdlkaoieg SOKLUWY TIPEMEL va amodExovTal TNV evBUVN yLol TNV Epunveia Twv
QMOTEAECUATWVY TWV A0BEVWV UTIO QUTEC TIG CUVONKEG.

- lotol and dtopa mou €xouv poAuvBel amd tov W TnNg nratitidag B kal meplEXouv emibaveLaKo
avTtlyovo nratitidag B (HBsAg) umopel va mapouctdcouV pn e8IKA xpwaon Ue urtepoeldacon xpévou.

17 XAPAKTHPIZTIKA ANOAOzHz

H avamapaywyluotnta evidg e pebddou tng anodoong avtdpaotnpiov High-AR mpoobdlopiotnke pe
xpwon 42 avtikelpevodopwy mAakLdiwv mou mepleiyav tov (6o 1oto. To 6lo amotédeopa enttelxOnke
petafl OAwv Twv Sladavelwv. H avamapaywylotnta LeTalU Twv SOKLUWVY TPOoSLOPLoTNKE HE Xpwon
mAaKLSlwy Tou Tepleixav Tov 6lo oTO ot 42 avilkeluevodopeg mAGKec oe SUo SladopeTikolg
g€omAlopol¢g, 600 XELPLOTEG Kal SLadOoPETIKEG NUEPEC. H Xpwaon TpayHaTomoLlOnke XpnoLUOToLWVTaS TO
npwTokoMa Ki67 kat CD3 wg mpwToyevr avtiowpata. Ale€nxbnoav mpooBeteg UEAETEG yla T SOKLUN
£VOC €UpPEOC GAOUATOC QVILOWHATWY O SLAbOPETIKEG CUYKEVIPWOELG Kal SladopeTikolg LOTOUC o€
SladopeTikEG NUEPEG, amd SLaPOPETIKOUG XELPLOTEG Kol SLadOPETIKO €EOMALOUO ylo UEYAAO XPOVIKO
diaotnua.
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19 IYMBOAA ETIKETQN KAI NAAIZIQN

Eme€nynon Twv cupBOAWY TNG ETIKETAG KOL TOU KOUTLOU TOU MPOIoVTOoG:
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20 KATATPA®H AAANATQN

| Huepopnvia | Mepypadn

2024-01-22 | Anuloupyia Tou syypadou.

To éyypado evnuePWVETAL YLa va eUOUYpaULOTEL pe Tov Kavoviouo FDA kat (UE)

2025-02-27 2017/746.

2025-02-27 | Eyypodo petadpoaopévo ota ENNVIKA.
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