Hellenic Accreditation System

<s\D

ACCREDITATION CERTIFICATE
No. 1067-4

The Hellenic Accreditation System (ESYD), as the national accreditation body of Greece in
accordance with the Laws 3066/2002 and 4109/2013,

ACCREDITS

the

Clinical laboratory
of

“MICRODIAGNOSTICS MEDICAL S.A.
PRIVATE DIAGNOSTIC LABORATORY

in Thessaloniki, Greece

under the terms of the ELOT EN ISO 15189:2022 Standard, to carry out tests, as specified in the
attached Scope of the Accreditation, which may be revised by ESYD.

This Certificate is valid until 13.11.2029, provided that the.accredited body will comply with
the above Standard and the ESYD Criteria.

Athens, 29.01.2025

ESYD is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for the activities
covered by this certificate.




EOviko Xvotnuo AlomicTEVGNC

YD

MIZTOMOIHTIKO AIAMIEITEYIHE
Ap. 1067-4

To EOviké Xdomnpo Awmictevong (E.ZY.A.), ©¢ 0 apnoédog eOvikog popiag,
ovupova pe o Nopo 3066/2002 kar 1o Nopo 4109/2013

AIAIIIXTEYEI

TO

Kiwviké Epyaotipilo

MIKPOAIAI'NQXTIKH IATPIKH A.E
TAIQTIKO ATIATNQXTIKO EPI'AXTHPIO

otn Oscoarovikn

05 Kavo, coppeva pe Tig anmtioelg Tov Iporimov EAOT EN ISO 15189:2022 kar ta Kpirijpra
Tov E.XY.A., va ektedel dokpés, 6mmg kabopilovrar oto suvmpupéve Erionpo Medio Epappoyic, o
onoio civar dvvard va Tpononmoigital pe aropdssig tov E.XY.A.

To IIetoromTiké woyder péypr v 13.11.2029, vaé Tov opo rq‘,_ﬁmqong SVPUPGPP@GTG TOV
dwmieTevpévon Qopéa Tpos To avetipe IMpétvao kar Ta Kpl

Abva, 29.01.2025 A

Km%-’;d\uﬁvﬁu EMJ L%TEOGTO)\.OQ
\
me{%} v Zoufov;.

lo EXY.A. éxer vmoypayer m Zoupwvia Auosaiac Avayvapion e Evpwraixic Zuvepyasiog yia ) Aiariotevon
(EA) y1a tic dpastnpiorytes mov kalbrrovial axd To Tapov TeTOTomTIKG.

ESYD is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for the activities
covered by this certificate.



EOviko Zvotnpa Awmictevong

Iopaptnua G1/12 tov ITiotomomrikov Ap.1067-4

EINIXHMO IIEAIO E@QAPMOI'HXY ¢ AIAIIIXTEYXHX

TOV

KX wvwcob Epyactnpiov

ms

MIKPOAIAI'NQETIKH IATPIKH A.E.
TAIQTIKO ATAI'NQYXTIKO EPT'AXTHPIO

Yt Alpoioga Egapuolopeveg pébodor Xpnoipuomotoopeveg
vroPfaiidpeva ce Tomot doxipdv / Metpobdueveg 1d16tnteg -
, TEYVIKES
doxn
Kvtraporoyég Aoxipég

1. KoAmotpoynAikéd | MiKpOGKOTIKI] TUPATIPIGT] KL OE.430.02.a2/2/02,02.2018

eniypopa (Teot EPPNVELR TOV KOATOTPAYNALKOD i i

Hor) copPatikie | emypioporog, Y Tov eviomopd Hpozroyasio Asyypatav

KUTTOPOAOYiaG AAAOIDGEMY OV ATOKAIVOUY 0T TNV Hpwtdkorho yphone Mox

(QLGLOAOYIKT KVTTAPIKT) dop), Ue oKOTO _
| TNV £yKa1pn) S16YVOCT) VEOTAUGIHY Kat Avtoparto Xpmotkd Mnydvnua Thermo Fisher
eWIKOV TadfcEDV. Scientific GEMINI AS
Enrucdivyn avikeypevopdpov mhakidiov tov
PEPOLYV 10TIKN TOWT LE QVTOUATO EMKOADTTIKG
ocvotnpa Epredia ClearVue Coverslipper
| Mikpookomikn mapatipnon ko sppnveio
| Bethesda Classification TBS 2014
Classification katd Ilazavikoldov
E.510-1/2/20.10.2017
Nikon Eclipse 80i pe cuvod6 ynouaxi area
SCAN xdpepa vynAng aviivong
Nikon Eclipse E200
OLYMPUS BX45
L ZEISS AXIOLAB
Yeh 1 and 18 Mopdptnue G1/12 tov Motonomrkov E.XZY.A Ap. 1067-4 29.01.2025




Yhwa /Tlpoidvra : : ;
vroPaiiopeva oe Tomor dokiudv / Metpodueves w106tTeg Eqapuotinaveeis 90801/’Xpn01p, QIORRREES
: TEYVIKES
doxun

2. KoAmotpayniikd | Mikpookomiki] Zapatipnon Kat OE.430.02.b/2/02.02.2018

emiypiopa (Teot EPPIVEIC TOV KOATOTPUYNALKOD ‘0 A i

Ham) pe v EMYPICUATOC, Y10l TOV EVIOTICNO Hpozroypacio Aayyparov

pébodo AAAOUDCEMY TTOV UTOKAIVOLY amd TNV THIN PREP LBC platform

KUTTOPOAOYIOG QLGIOAOYIKT| KUTTOPIKT| SOUT, UE GKOTO

vyp1iS QaoNs v £ykaipn Sibyveon VEOTAACUDY Kot IMpwtdkorro ypdrong Ilam

%lquld Based swuchy mobnoswv Avtéporo Xpwotikd Mnyavnpe Thermo Fisher

ytology) .
Scientific GEMINI AS
Emucdivym aviikeipevodpmv TAaKSiny Tov
QEPOVV 10TIKT) TOUT IUE CVTORATO EMKAAVTTIKG
ovomua Epredia ClearVue Coverslipper
MikpockomKi| TOPUTI| PTG KUl Epuveia
Bethesda Classification TBS 2014
Classification katd Hanmavikoidov
| E.510-1/2/20.10.2017
Nikon Eclipse 80i ue cuvodd ymooki area
SCAN «dpepa vyminig aviivong
Nikon Eclipse E200
OLYMPUS BX45
ZEISS AXIOLAB
Zel 2 and 18 Iapaptnuo G1/12 tov ITictoroutkod EXY.A Ap. 1067-4

29.01.2025




YAwé /IIpoidvra
vroPaiiopeva g
doxun

TYmor dokyudv / Metpodueveg w10tnTeg

Eopappoldpevec pébodov Xpnoipromorodpeveg
TEYVIKES

[otohoyicég Aokpég

1. Xepovpywd
TAPACKEVACLOTO
& Proyieg
TPoEPYOUEVA OO
O\a. TaL LT AT
OVOLTOLKTIG TOV
avOphTov.

2. Iotog
LLOVLLOTOTNIEVOG
€ QOPUAASEHON,
gykifoticuévog o
TOPAPIVN
(0Pog/block
mapaeivng —
FFPE)

Moaxpockomikdg yEIpropoc & meprypaon
and tov 16tonafordyo Tov
LOVILOTOUNPEVOD 16700 oL B vroPAnOel
G€ GKIVOGT), PIKPOTOUN 61}, ETicTpOIOY,
Baon, emucdioyn V

Mikpockomkn eKTipnc-eppijveia

TOV 10TIKOV Kexpaouévav topmv (H&E)
Y10 TOV EVIOTIGUS AALOIDGE®Y TOV
ATOKAIVODY 0T TV (PUGLOAOYIKT)
1OTOROPPOAOYIKT & KLTTOPWKY dopny, He
oxond TNV £yKopm Stdyveoon VEOTAASIDHV
Kot WOV Tobfioemv

MoKpooKoTIKOS YEIPIGHOC TV
TUPUCKEVOCPRATOV
E.510-1/2/20.10.2017

GTS Fume Cabinet tAat@OplLa TOPOCKELTIC
YEPOLPYIKGOV Proderypdtov

Milestone ProCut Series — e€16eikevpévo. epyaieio
Y10, TULOTOINUEVT) LOKPOCKOTLKA TOLPA.OKEDT|
Buodetypdatov. Kotaypaen tov Maxpookomikod
yepopov (documentation) amd Yynerokd cooTnua
amEKOVIOT|/ poryvtookonnong Milestone

Enstepyoocio wrod

Iotoxivéto emdanédio LOGOS 1 Milestone

Epredia HistoStar Embedding Workstation

ZINveTKd

Muwkpotéunon
Leica RM2255 Avtopotog fikpotoloc

Leica Histo Core AUTOCUT Avtépatog
HkpoTéog

PFM 3005E Hpowtopotog PtkpoTouog

Ydatdrovtpa Electrothermal (x2)
OE.430.03.b/2/02.02.2018
Xpopatiopnog — Emkdioyn

IHpwtéxorro ypdonc HEE

Avtopato Xpootikéd Mnydavnpa Thermo Fisher
Scientific GEMINI AS

Enucddoyn aviikeylevoodpov mAakidiny 7ov eépouvy
1OTIKY) TOPT| PE QUTOUATO EXIKAAVTTIKO GOGTIUO
Epredia ClearVue Coverslipper

Mikpookomiki] TapaTHPI O KAl epunveia

Nikon Eclipse 80i pe ouvod6 ynouox area SCAN
Kapepa vYNATS avaivong

Nikon Eclipse Si-L

Nikon Eclipse E200

OLYMPUS BX45

ZEISS AXIOLAB

Awryvootuc] eppnveia

Odnyleg odppove pe WHO ICD-O to&vépunon
veomiaoudv (latest editions)

AJCC Cancer Staging Manual (latest edition- 8th)

Zed3 an6 18

IMapdpinuo G1/12 1ov MMoronomtkot E.ZY.A Ap. 1067-4

29.01.2025



Yhwd /Tpoidvta
vroPaiidpeva oe
dorcy

Torot Soxypdv / Metpobueveg 1510tmteg

Egappolopeves pédodov Xpnoipomotodpeveg
TEYVIKEG

2. Bloyieg xan
YEPOLPYIKE
TOPUCKEVAGPOTO
Tpoepydueva and
OA0 TOL GUGTHHATA
OVUTOIKTG TOV
avOphOIToL, TOL dEV

Moxkpookomiki} EKTipy o1 and ToV
16t0m000AGY0 TOV VOTOD 16TOD TTOL Oa
vrofinOei o kpvotdunon. H televtaio
dlevepyeitan o8 €181KO YuKTIKO MIKPOTONO

(kpvootarn)

Tayeio (POGN TOV IOTIKOV TOUAV GE

OE.430.03.a /2/02.02/2018

Mokpookomikog LeIPIoPég o€ £101kM
TATPOPHL LOKPOCKOTIKTG EneCepyaciog 16ThV
GTS Vacuum Fume Cabinet kot kpvotdunon
oToV YukTiké pukpotoépo Thermo Scientific
CRYOSTAT HM525 NX.

Mukposkomki) TapaTi|pnen o€ dSoeOGAo

£€xovv vrtooTel wpuntékoiho H&E
poviponotnon, pkpookomo Nikon Eclipse 80i
alrd Mupookomikn gktipnon tov AwryvooTiki epmpveia
vroPdArovtaroe | KEXPOOUEVOV TAAKIOI®V and TOV . ) - o
SieyyErpTUch 16TOTABOAOYO e GKOTS TV ToEin I.ntraope.ratlve Consultatl.on F(?undatlons in
Soryh o8 Vo EKTiNGT TG VOGOD Kot GteoT Diagnostic Pathology, series Editor John R.
Hopon K081 YNGN TOV YEWPOVPYOD, Goldblum

SeyyepnTIKa

Iotoympucég Aoxpég

1. Xepovpyka PAS/AlsianBlue: Xepokivtn pédodog paciiopevn o CE IVD

TUPUCKEVAGLATO
& Provrigg
TpoePYOUEV AT
6o T cvoTHNaTA

M¢éBodog aviyvevong TpmTEOYADKAVHY
o1ov 1676 (PAevvomoivcaxyapites, 6Evn
BAévvmy), n omoia kKabopilel og opiopuéveg
TEPITTDOGELS TNV TEAIKT) Syveon

kit
PAS/AlsianBlue OE.430.01.a /2/02.02.2018

PAS OE.430.01.c /2/02.02.2018

OVOTOMIKAG TOV Masson Trichrome Stain OE.430.01/d 2/02.02.2018
avOpmmov PAS:

ME6080¢ aviyvevong yYAUKoAb Ko IRON OE.430.01.g/2/02.02.2018

apvobSpoLuAkdy opddmy 6Tov 16T0 Kat | STLVER OE.430.01.h/2/02.02.2018
210105 o€ KOTTAPQ
HOVUIOTOUUEVOC Pas-d OE.430.01.6/2/02.02.2018
oe opuardetdn, | Masson trichrome stain: Mukpookomukn e&étao
syponiopévog oz | e my Sagoponoinon peratd Nikon Eclipse 80i pe cuvodo ymoiok) area
mapapiv KOAAQYOVOUL 16TO0 Kot AEl®V UKDV VGV SCAN KALEOR DUTAAC CvEALG
(c6Bog/block HEPQ VYMANG mg
TAPUPivIg — Iron: Aypocidnpivy Nikon Eclipse Si-L
FFPE) Nikon Eclipse E200

Silver: Awrtomtég tveg

OLYMPUS BX45
Pas-d : AvBextucég orehoPrévveg Zeiss AXIOLAB
Zer 4 om6 18 Hopdpinpo G1/12 1ov Mictonomtikod EXZY.A Ap. 1067-4 29.01.2025




Yiwa /Tlpoidva T T B 5
| ) ) ; PNGLOTOOVEVES
vnoBaMéugvu ce | Tomodoxmv / Metpodpeveg 1d10trTeg PuppOGOpEVES }w’csxvucég
dorun
Aoxapég Avoooiotoynueiog
1.Xepovpyucd Teyvuay eneepyacia tov vd eétaon Encepyocia 16Tik@OV GPa@ay TORGY
TOPACKEVGOopOT | KOPoL Tapapivng mov Ho vwofAnOei oe E .510-1/2/20.10.2017
| & Proyieg pikpoTépnon Yo Aiym koAis afagng ) )
TPOEPYOUEVOL OO | TOPNG, EMIGTPOOGT], Pagi) & smkdlvyy | AVTONATOTOUHEVN 51“5“(0%610‘ )
50 TOL GUGTAROTOL avocoiotoynueiog pe edés TAATEOpUES:
QVATOUIKTG TOV ) DAKO Autostainer Link 48
avOpdhmov MikpooKOTmIKY| EKTIHNGN-EPUNVELN TOV _ )
16TIKAV avosoxphoemy yio v ektipnon | Leica Bond Max Autostainer
K01 EVIOTORS TApOvsing IPWTEVOY OV | Xpnoypomorodvear eidukd THC Kit aviyvevong
. , . Y
2lotog . SXOD\;\SMWSOGHKO’ 71ipoyv0)6tu<0 e EmkdAoyn ovIKeevopopwv TAAKISImY 1oV @épovv
OV onon]pfi vos mpofAentid yopukcriipa 1OTIKT] TOPY] LE AUTOHATO EXKAAVATIKG GHOTILLA
Ge poppardeHdn, Epredia ClearVue Coverslipper
eykifotiopévos o
TPV MikpockomKi] TaPATI|PIGH Kot EpuNveia
(o Bog/block Nikon Eclipse 80i pie cuvod6 ymeuun area
TAPOPivIG — SCAN xépepo vynAfg aviAvong
FFPE) . . .
Nikon Eclipse Si-L
Nikon Eclipse E200
3.Yiwé CELL oL US BX45
BLOCK ané
Seiypa Zeiss AXIOLAB
KDTT,(XP O}OYWQ Awryverotiki] sppnveia
| YPTIS 9aome ) ) . )
(LBC) votepo. omd Dabbs Diagnostic Immunohistochemistry —
| puyokévtpnon Theranostic & Genomic Applications Latest
Edition _
Aoxipég Avticoparov OE.430.01.e-£/2/02.02.2018
AvecoicToympziag OE.430.01.i-k/2/02.02.2019
OE.430.01.1/1/02.03.2022
OE.430.01.m/1/02.06.2024
- A.410-1/1/15.11.2020
1. Xepovpyud TTF1 Ouiakubdn emniwkd KOTTAPO TOL
TOLPUCKEDAGLLOTO, Bupeoedove, AVOTVEDSTIKOD TOTOL ETOHALO TOD
& Proyieg KOTOTEPOV AVATVEVSTIKOD GUGTHLOTOS,
TPOEPYOUEVA OO adEVOKAPKIVOL TOV TVEDpOV &
OA0 TO CLOTTNOTOL | vevpoevdokpvikd kaprivaopa
OWM(?” tehis Tov | Ber-Ep4 Emfniwxd kotropa (o mhakddn, oy
avBphTov I ;s
pecobniwaxd kotTapa) — Sweopikh didyvoon
| 2. Iotog adEVOKOPKIVOUL pecotnliopa
MLOVILOTTOINIEVOS ]
5 QOPHOASEDSN, | Cyt7 Ovpobhito — avarvevsTicod THmoL emONAL0 Ko
eyiPoTiopivoc oe ‘ KOPKIVOLOTO TOD OVOTVEDGTIKOD CUGTAHATOS —
TPV eMONAI0 Kot KapKVANOTE YOANPSpHV
- B n(’)poav/naylcpé_arog & wopwv Tov nalikod adéva
XeL 5 and 18 Hopdaptnue G1/12 tov Iistoromtikod E.ZY.A Ap. 1067-4 29.01.2025




|

Yhwa /Tlpoidvta : ; ,
, E Bodol Xpnoipomoiodpeve
vroPaiiopeva oe THmor Sokiyudv / Metpodpeves 1d10tTeg QUPUOCIHEVES i, S protk Heves
doian
(K")BOC{bIOCk Cyt20 Ovpobiito (kbttape umbrella), eviepkd
Tapagvig — gMONA0
FFPE)
3. Yawo CELL |
BI:OCK and Calretinin Meoobniaxd kotTopa, Kokdndes pecobniiopa,
Setyna vevpikd yhyyilo
KuTTOpPOAOYiOg ]
vypic pong ER Iocooto a’K(ppaong 01GTPOYOV®OV GTO KUPKIVOLLL
(LBC) Yotepa and 200 LOGIOo .
puyokévepon PR [1o60676 £KPPUcTG TPOYESTEPOVIG GTO
KOPKIVEOLL TOD LOGTOD
HER2 Tocooto éxppaong tov ERBB2 vrodoyéa oto
Kapiivopa ToL HoGTO
Ki67 Exrtipmon 10606100 pitetikig Spastnpldtnreg
7oV V7o e€ETaoT OYKOV
CD4 T-AeppoxdTTOpa, HOVOKDTTOPW, LAKPOPAYA.
| ZUYKEKPUEVOL VTOTOTOL ASUPOUATOV
CD8 Kvtrapoto&wd T-Aeppokidrtopa, vadTumot
Aepopopdrtov -
MUM-1 TTAacpatokdTTapa, TANCUNTOKDTTMNI
GATA-3 Duororoykod ovpobiiio. Kapkivopa ovpoddyov
| ®0oTENG KOl PpacTOD
| CD45 | Agpneucog 1otog, T kan B Aepodpora
CD138 [Macpatoxitrapa, B-Aeppokdtrapa,
AEPOOUATOL -
CD30 AvocofAdores, kevrpoPprdotes, Nooog Hodgkin,
OVATAQGTIKA AEUPDPOTO, PAACTIKA
VEORAQGUOTO
CYCLIN D1 Evéotnioxé xottapae, mantle cell lymphoma
ALK AvomTAaGTIKA AEPPOUOTA, LVOTVOPAACTIKOG
OYK0g
ROS-1 Moaxpogdya, Tvevpovokirtopa tomov I, un
PUCpOKDTTOPIKS KapKivmpo Tved LoV
. PD-L1 Kbtrapa mhaxddovg embniiov, fractikd
KOTTAPO, TAAKOUVTOG, KAPKIVOUATH TVEDLOVOL
Kol 0VPOdGYOV KHOTEWMG
P63/CALDESMON Mvoembniokd kot focikd kbTrapa
| CD34 Duowroywd evdodniwxd kbtrapa,
L QYYEWOOAPKMUA, TPOEYOV SEPUATOVOGEPKM O
Xeh 6 and 18 Mopaptypo G1/12 tov IMisronowtiked EXY.A Ap. 1067-4 29.01.2025




YAwd /TIpoidvta E ; . ;
7 ol6peveg pEBodoV Xpnoipomolovpeve
vroPoriopevo oe | Tomor dokpdv / Metpodpeves 1610tnTeg pappotopeves ué TEqviiche RS ae
doapr
MELAN-A DuololoyiKd peAavokiTapa, PEAGvmpa,
paoypopokdtopc, PEComa
CEA DLo10M0YIKE KOTTOPA 0dEVIKDV emOniiov ,
adEVOKOPKIVOATO, KAPKIVOUO EK TAAKDOOVS
smoniiov
SYNAPTOPHYSIN ducroroykd VSl)p,OfZVSOKleK(X KOTTOpO,
VEVPOEVIOKPLVIKOL GYKOL
CHROMOGRANIN dvcroroyKd vev p’0:9v80Kp1v1Ka Kbttapa,
VEVPOEVOOKPIVIKOL OYKOL, POLOYPOUOKVTM 0L
D3 Ddocoroyka T- Aepgpordtrapa, T —deppdpota
CDS dvucioroykd T-Asp@orirrapa, Aepeopata T
KOTTOPIKNG apYiG, Oopikd Koprivm o
CD20 Dvuociohoykd B Aeppordttopa, TAEIOVOTITA TOV
Agppopdtov B kottapuac apyig
PAX-5 Dvoroioywkd B Aeppoxvtrapa, Reed-Sternberg
kbtrapa otnv vooo Hodgkin,
AEPLPOTAAGHATOKVTTOPIKO AEUPMLLOL
| - Dlreypovardn kotrapa, Reed-Sternberg kotrapa
CD15 R . . .
1 ot véoo Hodgkin, eEaptnpatikol dykot
: dépoToc.
| KAPPA Dvcroroykd B deppordtrapa, poéopa,
B dudpopa Aeppadpato B kuttapug apyng.
LAMDA <I)1’)010koyucd B Agppoxdtrapa, ull)ékm puat,
dbpopa Aeppapata B kotTapucc apyic.
Eméniaxd xdtrapa yooTpeviepkod cmAfva,
CDX2 ; . .
TOYKPEUTOYOATPOPOL FEVIPOV, AOEVOKAPKIVMLOL
TaYEOG EVIEPOL, EVIEPLKOD TOHTOL
QOEVOKAPKIVALLOTA,
Meocobniwkd KotTapa, pnecodniioua,
WT1 , , .
Kopkivopa modnkdv, YovadoPAAcTO,
ve@poPrioTONA, SECUOTAACTIKOG
GTPOYYVAOKLTTOPIKOS GYKOSC
PSA Emfniwakd kdrtape Tpoctatikdy adevimy,
adevoKapPKivO L TPOooTATY 0déva
MST6 EmOniwd veomhaopato, embniokd koTTapo
TAYEOG EVTEPOV
MSH2
MLH1
PMS2
Zer 7 amd 18 Hopaptnua G1/12 tov [Motonomrtkod EXY.A Ap. 1067-4 29.01.2025




Yiuxa /TIpoidvra
vroPailopeva ce
doxum

Tomor dokipdv / Metpodpeves 18016tnTEG

Eopappolopeves pébodor XprottomotoDpeVES
TEYVIKEG

Mopiaxeg Aowipég

Iotog £yrheotog
Ge TopoPivy,
KUTTAPOAOYUKO
VA (og vypn
Hope1} 1) V0
popot cell block)

Tovidow EGFR

la, 2) Aviyvevon petarrdlewv ota eEbvia
18, 19, 20, 21 tov yovidiov EGFR

1B) Aviyvevon petarrdtewv ota eEdvia 3,
7,9, 18, 19, 20, 21 Tov yovidiov EGFR

1) MébBodog xataokevaotn pe ekkivntég lon
AmpliSeq™
1a) Colon and Lung Cancer Research Panel v2

(ThermoFisher Scientific)

1p) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

Ko avayvoon aiiniovyiog DNA pe
aAinAotyion tekevtaiog yevidg (NGS) oto

unxavnuo Ion GeneStudio S5, ThermoFisher
Scientific

Kozackeoi) pifiodnkdv: SimpliAmp Thermal

| Cycler (x3) THERMO SCIENTIFIC LSG

Aoyiopkd BlomAnpoeopikig: avaiven KoTd To
Hg19 pe to Ion Reporter Software ce covdvoaopd
pe To Variant caller plugin kot n) xprjon tov
Paoewv dedopévev ClinVar, COSMIC ko
Varsome.

0OE430.4C1/2/01.03.2023

2) Mé8odog katookevooth pe ta CE-IVD kit g
Entrogen:

EGFR Mutation Analysis Kit

Kot avaivon pe n pébodo g aAvoidmTng
avTIOPOCTG TOAVUEPACTG TPAYUATIKOD YPGVOD
(Real-Time PCR) oto pnydvnua 7500 Real-Time
PCR System, Applied Biosystems

0OE430.4D1/1/01.02.2020

Amopovoon yevopkobd DNA pe 1o
RecoverAlI™ Total Nucleic Acid Isolation Kit pe
xewoxkiviym pébodo.

OE430.04F/1/01.02.2020

el 8 omd 18

Hapaptnpe G1/12 Tov Mctonomrikod E.XY.A Ap. 1067-4 29.01.2025




Yhiwa /TIpoidvta

Eopappoldueves pébodor Xpnoipomorodyeveg

vroPaiidpeva o Tomot Soxypudv / Metpobpeveg 1010t Teg T
doxym
lo16g £yKheroTog Coviowe KRAS — NRAS 1) Mé6odog katackevaoti Le exkivneég lon
oe TapuPivy, 1a, 1B, 2) Avixvevon petarridbenv ota AmpliSeq™
. sEavia 2, 3, 4 Tov yovidiov KRAS
mtt(}pokoyu((’) . . ! . 1a) Colon and Lung Cancer Research Panel v2
DAKO (og vYpN ’ Aviyvevon usr’aMa&smv oTo. (ThermoFisher Scientific)
popeH M VIO eEavia 2, 3, 4 tov yovidiov NRAS
popot cell block) 1p) Cancer Hotspot Panel v2 (ThermoFisher

Scientific)

Ko avéyvoon ariniovyiog DNA pe
aAinrolyion terevtaiog yevias (NGS) oto
unyévnue Ion GeneStudio S5, ThermoFisher
Scientific

Kataokevn pprwodniov: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG
Aoyiopkoé BlomAnpogopikig: avaivon kot to
Hg19 pe to lon Reporter Software e cuvévaopod
ue to Variant caller plugin ko tn ypnon tov
Péoewv dedopévamv ClinVar, COSMIC ko
Varsome.

OE430.4C1/2/01.03.2023

2) Mébodog kataokevaotr] ue too CE-IVD kit tng
Entrogen:

RAS Mutation Analysis Kit

KoL avAvon pe ™ pébodo G aAVGIOMTAG
avTidpacng TOAVNEPAOTG TPULYUOTIKOD YPOVOL
(Real-Time PCR) oto unydvnuo 7500 Real-Time
PCR System, Applied Biosystems

OE430.4D1/1/01.02.2020

Amnopdveon yevopuucov DNA pe to
RecoverAlI™ Total Nucleic Acid Isolation Kit pe
xewoxivytn pébodo.

| OE430.04F/1/01.02.2020

Zer9an6 18

Hopdptnpe G1/12 tov Mictonomtikod EXY.A Ap. 1067-4 29.01.2025




Yhwad /TIpoidvra
vroPfaiiopeva e
doxun

THmor Sokipdv / Metpohpeves 1010T1TEG

Eopappolopeves nébodov Xpnoi1pomotodpeveg
TEYVIKEG

lotdg £yrheroTog
| oe mopapivn,
KOTTOPOAOYIKS
VAo (o€ vYPY
Hopen 1 vrd
popoen cell block)

T'ovidio BRAF

1a, 1B) Aviyvevon petadralewv ota
eEovia 11, 15 tov yovidiov BRAF

2) Aviyvevon petarrdéenv 610 KOdKoVIo
600 tov e€wviov 15 Tov yovidiov BRAF

1) M£60dog kotaokevaoth Le exkivneég lon
AmpliSeq™

1a) Colon and Lung Cancer Research Panel v2
(ThermoFisher Scientific)

1PB) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

Kot avéryvoon aiiniovyioc DNA pe
alinrotyion teievtaiog yeviag (NGS) oto
punxévnpe Ion GeneStudio S5, ThermoFisher
Scientific

Karaokevi} Biodnikdv: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG
Aoyioud Bliomhnpogopud)g: avaivon katd to
Hg19 pe 1o lon Reporter Software og cuvdvoopd
ue o Variant caller plugin ko tn yprion tov
Pacewv dedopévav ClinVar, COSMIC kot
Varsome.

OE430.4C1/2/01.03.2023
Amopdvmon yevopukobd DNA e to
RecoverAll™ Total Nucleic Acid Isolation Kit pe

xewpokivin pébodo.
OE430.04F/1/01.02.2020

2) Mé6odog katackevaoti} pe e CE-IVD kit tng
Entrogen:

BRAF Codon 600 Mutation Analysis Kit II

Kot avéAvon pe n pEBodo ™G aAVGIBMTHG
avTidpaong TOADIEPEONG TPAYHATIKOD YPOVOD
(Real-Time PCR) oto pnydvnua 7500 Real-Time
PCR System, Applied Biosystems

OE430.4D1/1 /01.02.2020

| Amopdvaon yevoukod DNA pe 1o

RecoverAllI™ Total Nucleic Acid Isolation Kit pe

XeEWoKiviym uébodo.
OE430.04F/1/01.02.2020

|

el 10 an6 18

Iapaptnpoe G1/12 1ov Mictoroutikod E.XY.A Ap. 1067-4 29.01.2025



Yhwa /Hpoidvta
vroPaiiopeva og
doxuym

THmor dokiyudv / Metpodpevec 1d1dTiTeg

Eopappolopeveg pébodov Xpnoipomowodueveg
TEYVIKES

lot6g &yKAgioTog
o€ TapaPiv,
KUTTOPOAOYIKO
VAKOS (o€ vypn
popoen 1 vro
popet cell block)

Tovidw PIK3CA

1a) Aviyvevon petoaAhdéemv ota eEmvia
10, 14, 21 zov yovidiov PIK3CA

1B) Aviyvevon petarrdtemv oto eEdvia 2,
5,7,8,10, 14, 19, 21 tov yovidiov
PIK3CA

2) Aviyvevon petadra&emv oto Edvia 10,
| 21 tov yovidiov PIK3CA

|
|

= -

1) M£60odog katackevaoti pe exkivitég lon
AmpliSeq™

1a) Colon and Lung Cancer Research Panel v2
(ThermoFisher Scientific)

1p) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

Ko avayvoor orliniovyiog DNA pe
aAAnAoOyIom TeAevTaing yevids (NGS) 1o
unxéavnpe lon GeneStudio S5, ThermoFisher
Scientific
Karaokevn Piodnikdv: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG
Aoyopké Bromknpogopikiic: avaivon Kotd to
Hg19 pe 1o lon Reporter Software cg cuvdvaoud
e To Variant caller plugin xou tn ¥pi|on 1oV
Bacewv dedopévov ClinVar, COSMIC «at
Varsome.

OE430.4C1/2/01.03.2023

2) MéBodog xatackevaotn pe ta CE-IVD kit g
Entrogen:

PIK3CA Mutation Analysis Kit

Ko avéAivon pe tn ugbodo g arvc1dmwTig
avTidpaocTg TOALUEPACTG TPULYHATIKOD YPSVOD
(Real-Time PCR) oto punydvnpa 7500 Real-Time
PCR System, Applied Biosystems

0OE430.4D1/1 /01.02.2020
Amnopdvaon yevouuov DNA pe to
RecoverAllI™ Total Nucleic Acid Isolation Kit pe

yepoxivitn pébodo.
OE430.04F/1/01.02.2020

el 11 an6 18

Hapdapnpo G1/12 tov IIictomoutikod E.XY.A Ap. 1067-4

29.01.2025




Yiwd /Tlpoidvra
vroPaiiopeva o
doapn|

Tomor dokipdv / MeTpobpeveg W1dtrTeg

Eopappolopeves uébodov Xpnoipomotodpeveg
TEYVIKES

Iotéc éykheoTog
o€ mopapiv,
KUTTOPOAOYIKO
VAWK (o€ vYpN

| popeR 7 vm6
popon cell block)

| Covidio IDH2

1, 2) Aviyvevon petarraEemv oto eEdvio
4 tov yovidiov IDH2

1)M£6060g KaTaoKkevaoTi e exkivnTég lon
AmpliSeq™

Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

Ko aviyvaon aainiovyiog DNA pe
aAAnAovyion tedevtaiog yevidg (NGS) oto
unxévnuo Ion GeneStudio S5, ThermoFisher
Scientific

Kartaokevn pprobnkav: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG
Aoyiopikd Bromhnpoopikiic: avaivoT Kotd to
Hg19 pe 1o Ion Reporter Software ce cuvdvaoud |
ue to Variant caller plugin kot ypron tov
Paocewv dedopévav ClinVar, COSMIC ko
Varsome.

0OE430.4C1/2/01.03.2023

2) MéBodog katackevaoti pe To CE-IVD kit tng
Diatech:

EasyPGX ready IDH1/2

Kot av@iven pe n pébodo g aAvc1dmTig
avTidpuoT|g TOALNEPACT|G TTPOLYUUTIKOD YXPOVOD
(Real-Time PCR) oto unyavnpa AriaDx, Agilent

OE430.4D4/1 /01.02.2020
Amopdveoon yevopikobd DNA pe to
RecoverAlI™ Total Nucleic Acid Isolation Kit pe

yelpokivin pébodo.
OE430.04F/1/01.02.2020

Zer 12 amo 18

Hopdpmpe G1/12 tov [Miotoromrtkot E.XZY.A Ap. 1067-4 29.01.2025



Yiud /MTlpoidvro

Eopappolopeves pébodov Xpnopomoodpeveg

vnoﬁogg));cl):i?a cE Tomot dokipdv / Merpobueveg widtnteg T

lotdg £ycherotog Fovidw KIT 1) MéB0odog KataokevaoTi] pe exkvites lon
o€ mapapivi), 1) Aviyvevon petarrdtenv ota sEdvia 2, AmpliSeq™

KTTap okoyuc(’) 9,10, 11, 13, 14, 15, 17, 18 tov yovidiov Cancer Hotspot Panel v2 (ThermoFisher
DMKO,(?S W,p i KIT Scientific)

HOPPT T DO 2) Aviyvevon peteArdtewv oto sEdvia 9, ) ,

popei cell block) | 11, 13, 17 tov yovidiov KIT Ko avéyvaon oAniovyiag DNA pe

aArnAiotyon teevtaiog yevidg (NGS) oto
pnyévnua Ion GeneStudio S5, ThermoFisher
Scientific
Katoaokeon pprodnkdv: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Aoyiopkd Bromhnpogopuig: avaivon katd 1o
Hg19 pe to Ion Reporter Software oe cuvévacud
ue to Variant caller plugin ko tn ypnomn tov

Baoewv dedopévav ClinVar, COSMIC kot
Varsome.

OE430.4C1/2/01.03.2023

2) MéBodog karaokevaoth pe To CE-IVD kit tng
Entrogen:

GIST Mutation Detection Kit

Kot avéAvon pe T pEodo g aAvo1dmTig
avTidpaoT|g TOADUEPACT|G TPAYUATIKOD YPOVOL
(Real-Time PCR) oto unyévnpo 7500 Real-Time
PCR System, Applied Biosystems

OE430.4D1/1 /01.02.2020

Amnopdévaoon yevopuod DNA pe to
RecoverAllI™ Total Nucleic Acid Isolation Kit pe
yewpoiivitn pébodo.

0E430.04F/1/01.02.2020

Zeh 13 and 18

Mapdapnue G1/12 Tov [Tictonomrikod EXY.A Ap. 1067-4 29.01.2025




Yhwd /TIpoidvta
vrofaiiopeva o
doxym

Tomot doxiypdv / MeTpodpeveg O1OTNTES

Eopappolopeveg pébodov Xpnopomowodueveg
TEYVIKEG

Iotéc éykheotog

Aviyvevon peradrdéemv ota eEdvia 19,
20, 21 tov yovidiov ERBB2

MébBodog katackevaoti pe ekkivintég lon

Cancer Hotspot Panel v2 (ThermoFisher

Kot avéyveon aiiniovyiog DNA pe
arliniodyion tekevtaiog yeviag (NGS) oto
unxdvnuoe Ion GeneStudio S5, ThermoFisher

Kartaokevm fipriobnkaov: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG
Aoyopké Bromhnpopopikiic: avaiveT Kotd To
Hg19 pe 1o Ion Reporter Software ce cuvdvaoud
pe o Variant caller plugin ko t ypijon tov
Bacewv dedopévav ClinVar, COSMIC «at

Amopdvoon yevopuot DNA pe to
RecoverAll™ Total Nucleic Acid Isolation Kit pe

RADS1B, RADS4L, TP53)

ME£0080¢ KATACKEDUOTI HE EKKIVITESG
Oncomine™ Panel (ThermoFisher Scientific) kot
avéyvwon aiiniovyiog DNA pe aAiniodyion
televtaiag yevidg (NGS) oto pnydvnua fon
GeneStudio S5, ThermoFisher Scientific

Karackeon Bipiodnkdv: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Aoyopké BromAnpogopuic: avaivotn kotd to
Hg19 pe to Ion Reporter Software o6& cuvdvacpd

o€ TOPaPivy, AmpliSeq™
KUTTAPOLOYIKO Aviyvevon petadldésov ota eEdvia 2, 3
| VAo (o€ vypN Tov yovidiov HRAS Scientific)
| hopen 1 vmd Aviyvevon petaAldtenv ota eEdvia 2, 4,
popoi cell block) | 5.6, 7, 8 rov yovidiov TP53
Aviyvevon petahddéewv ota eédvu 2, 11,
14, 16, 19 Tov yovnidiov MET . .
Scientific
Varsome.
0OE430.4C1/2/01.03.2023
xeWoxiviyen uéBodo.
OE430.04F/1/01.02.2020
Iotéc éyxherotog Aviyvevon copatikdy
o Topapivn, petaArdEewmv/peydiov yovidiakdv
KVTTOPOAOYD (I);\i({xgtzrzd&smv ota oniSux Bl;%&él,
Yl , KOl COUATIKOV PETAAAGEE®Y GE
VA6 (08 vypi Ao yovidww HRR (ATM, BARDI,
HOpM 1} L0 BRIP1, CDK12, CHEK2, FANCD2,
wopon cell block) | MRE11, NBN, PALB2, PPP2R2A,

e to Variant caller plugin kot ) ypijon tov
Paocewv dedopévav ClinVar, COSMIC «a
Varsome.

OE430.4C1/2/01.03.2023
Amopdvoon yevouikod DNA pe to
RecoverAlI™ Total Nucleic Acid Isolation Kit pe

yepoxivin pébodo.
OE430.04F/1/01.02.2020

Zeh 14 ano 18

Mapépnuo G1/12 tov Metorouytikod E.XY.A Ap. 1067-4

29.01.2025




Yucd /TIpoidvra

Egappoldpeveg pédodor Xpnoipomotovpeves

vnoBaMc')p{:va o€ Tomor dokipdy / Merpodueveg widtnreg i
doxyn
.o . . M£6060G KUTACKEVAGTI| IE EKKIVITEG
liepipepico aiya. 4 Av1xv9,12(m Khnp 0\,’0” OLHEVOV i Oncomine™ Panel (ThermoFisher Scientific)

UETAAAGEEOV/PLEYAADY YOVIOWIKODY K avéyvoon cAAnhovyiac DNA pe

avadtdEemv oto, yovidio BRCAT kot oAnhotyion tekevtaiog yevidg (NGS) 610

BRCA2 xot kAnpovopnodpeveov pnxavnue lon GeneStudio S5, ThermoFisher

petarlaEewv og Aoud yovidie HRR Scientific o

(ATM, BARD1, BRIP1, CDK12, Kataokevn pyriodnkaov: SImg“lllﬁrélli ’ggermal

CHEK2, FANCD2, MRE11, NBN, Cycler (x3) THERMO SCIEN

PALB2, PPP2R2A, RAD51B, RADS4L, | Aoywspukd Broninpogopkiic: avéivomn katd to

TP53) Hg19 pe 1o lon Reporter Software ce cuvdvacud
e to Variant caller plugin ko tn xpnon tov
Baoewv dedopévav ClinVar, COSMIC kot
Varsome.
0OE430.4C1/2/01.03.2023
Amopdvoon yevopukod DNA pe 1o Purelink
Genomic DNA Kit pe yeipoxiviyn pédodo.
OE430.4E/1/01.02.2020

Avigvevon KApOVORODUEVGY MéBodog Ampliseq Custom Panel (ThermoFisher

Ieppepikd aipo

petaddGEemv ota yovidie MSH2, MSHS6,
PMS2, EPCAM, MLH1

Scientific) ko1 avéyvmon aiiniovyioc DNA pe
aiinAodyion terevtaiog yevidg (NGS) o10
pnxévnpa lon GeneStudio S5, ThermoFisher
Scientific

Koarackeon fipiodnkdv: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG
Aoyopkd Bromknpogopikic: avalvon kotd 1o
Hg19 pe 7o Ion Reporter Software e cuvdvacpd
pe to Variant caller plugin kot tn gpfion tov
paoewv dedopévev ClinVar, COSMIC ko
Varsome.

OE430.4C1/2/01.03.2023

Amopdévoon yevourkod DNA ue to Purelink
Genomic DNA Kit pe ygipoxivnn pé6odo.

OE430.4 E/1/01.02.2020

el 15 o6 18
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Yiwd Tlpoidvra
vIoPaAlOpEVa OE
doxn

Tomot Soxiudv / Metpobueveg 1010t Teg

Egappolopeves pébodor Xpnoomoodpeveg
TEXVIKEG

lo16g éyxheroTog
oe TopoQivy,
KUTTOPOAOYIKO

| vAkd (og vYPR
Hopet 1) V7O
popon| cell block)

[Teprpepkd aipo

Aviyveoon HKkpodopu@opikig aoTaOEog
DNA (Microsatellite Instability)

M¢é6odog xatackevaot pe to CE-IVD kit tng
Diatech:

EasyPGX ready MSI

Ko avaivon pe  pébodo g arlvcidmTig
avTIOPAGNG TOADUEPAONG TPAYHATIKOD YPOVOV
(Real-Time PCR) oto pnydvnpa AriaDx, Agilent

OE430.04D4/1/15.05.2023

Amoudveon yevopuov DNA pe to
RecoverAllI™ Total Nucleic Acid Isolation Kit pe

xepoxiviyen pébodo.
OE430.04F/1/01.02.2020

A.vixvsucn UETOAAGEEDV OTO. YOVIOIOL
DPYD, UGT1Al

Mé6odog katackevaoti pe to CE-IVD kit g
Diatech pharmacogenetics:

Easy PGX ready DPYD
Easy PGX ready UGT1A1

Kot avéivon pe ) péBodo g aAvc1dmTNg
avTidpaoT|g MOAVPEPEOT|G TPy UUTIKOD Y POVOD
(Real-Time PCR) oto unxévnpo AriaDx, Agilent
0OE430.04D1B/1/01.02.2024

Amopovmon yevopuov DNA pe 1o QiAmp DNA
Blood Mini Kit

OE430.04F/1/01.02.2020

el 16 ano 18

Hapdaptnpe G1/12 tov [Tistonomrikod E.XY.A Ap. 1067-4

29.01.2025




Yhwa /TIpoidvra
vropaiidueva ce
dory

Tomot dokydv / Metpodueveg widteg

Egoppolopeves pébodov Xpnoylomoovpevesg
TEYVIKEG

Io16¢ éyKierotog o€
mapagivn

Aviyvevon ko toronoinon 21 vrotommv
Tov v HPV

Aviyvevon ko tomomoinomn 41 vrotdnwmv
Tov 101 HPV

Mé6odog katackevaoth pe to CE-IVD kit ng
Amoy Diagnostics: Human Papillomavirus
(HPV) Genotyping Detection Kit

0E430.4D1/1 /01.02.2020

Amoudévoon yevopucod DNA pe to
RecoverAll™ Total Nucleic Acid Isolation Kit pe
xepoxivin uéBodo.

OFE430.04F/1/01.02.2020

MéBodog katacievaoth pe 1o CE-IVD kit ng
Zytovision: VisionArray HPV Chip 1.0

KoAmotpaynikéd Zytovision
eniypiopa
0OE430.04D5/1/18.03.2023
Anopdvemon yevopucov DNA pe to NucleoSpin®
Tissue Kit (Macherey-Nagel) pe yeipoxivi
pébodo.
Aviyvevon 18 vrotdrev Tov 100 HPV kar | Méfodoc kataskevaot pe 1o CE-IVD kit ™mg
KoAnotpayniikoé TUTOTOINGY TOV VROTOTHV 16,18 Yaneng Bioscience: Human Papillomavirus
ETEYPIoUQ Nucleic Acid Detection and HPV16/18
Genotyping Kit
OE430.4D1/1 /01.02.2020
Amopodvmon yevopwkod DNA pe to NucleoSpin®
Tissue Kit (Macherey-Nagel) pe yepoxivitn
pébodo.
IMiéaopo. Iototuc aviyvevon kot Tavtonoinom MébBodog xatackevaot pe To CE-IVD kit tng
[ TEPUPEPKOV COPATIKOV NETOAAAEE@Y oTa e€dvia 18, Entrogen:
aipatog (vypr 19, 20 (cupmeptopBavopéng me ctDNA EGFR Mutation Detection Kit
‘ Brovia) petddraéng T790M) xar 21 Tov yovidiov

EGFR.

Ko avaivon pe tm pébodo g aAvodwig
avTIOPaoNG TOAVPEPAOTG TPAYUATIKOD YPGVOD
(Real-Time PCR) oto pmydvnua 7500 Real-Time
PCR System, Applied Biosystems

OE 430.4 E /1/01.02.2020

Amopdvaot erevbepov kvkhogopodvioc DNA
pe to MagMAX™ Cell-Free Total Nucleic Acid
Isolation Kit pe yeypoxiviyrn pébodo.

| OE.430.4A 1/01.02.2020

Iotog éyrherstog
o€ TOpAPivn,
KVTTAPOAOYIKS
VAKO (og vYpN
popen 1| vmd
popon cell block)

Aviyvevon petaidoydv (avadiordéemv)
tov ALK yovidiov

Aviyvevon petarhaydv (avadatdEemv)
tov ROS1 yovidiov

Aviyvevon evioyvong tov HER2 yovidiov
ue pBopifovta in situ vPpicuod (FISH)

®Bopilov in situ vPpEIopPSS (FISH)

pe ta CE-IVD kit g ZytoVision (ZytoLight
FISH Tissue Implementation Kit ka1 ZytoLight
FISH Cytology Implementation Kit Cytology )

OE.430.4G/1/18.03.2019

2eh 17 an6 18

Hoapaptnpe G1/12 tov Iistomomtiked EXY.A Ap. 1067-4

29.01.2025
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Hellenic Accreditati

on System

Annex G1/12 to the Certificate No.1067-4
SCOPE of ACCREDITATION

of the

Clinical laboratory

of

MICRODIAGNOSTICS MEDICAL S.A.
PRIVATE DIAGNOSTIC LABORATORY

Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Cytology Tests

1. Cervico-vaginal
conventional Pap
smear (PAP test)

Microscopic Evaluation & Interpretation
of Pap test for the detection of lesions that
deviate from the normal cellular structure,
to allow early diagnosis of tumors and
specific diseases.

OE.430.02.a2/2/02.02.2018
Specimen Processing

Papanicolaou staining protocol
Automatic Slide staining with Thermo Scientific
Gemini AS

Automated Slide Coverslipping with Epredia
ClearVue Coverslipper

Microscopic Evaluation & Interpretation
Bethesda Classification TBS 2014
Papanicolaou Classification
E.510-1/2/20.10.2017

Nikon Eclipse 80i with Digital area scan camera
of high resolution

Nikon Eclipse E200

OLYMPUS BX45
| ZEISS AXIOLAB

Page 1 of 18
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

2. Cervico-vaginal
Liquid-based
Cytology -LBC
sample (PAP test)

Microscopic Evaluation & Interpretation
of Pap test for the detection of lesions that
deviate from the normal cellular structure,
to allow early diagnosis of tumors and
specific diseases

Page 2 of 18

OE.430.02.b/2/02.02.2018
Specimen Processing
THIN PREP LBC platform

Papanicolaou staining protocol

Automatic Slide staining with Thermo Scientific
Gemini AS '
Automated Slide Coverslipping with Epredia
ClearVue Coverslipper

Microscopic Evaluation & Interpretation
Bethesda Classification TBS 2014
Papanicolaou Classification
E.510-1/2/20.10.2017

Nikon Eclipse 80i with Digital area scan camera
of high resolution

Nikon Eclipse E200

OLYMPUS BX45
ZEISS AXIOLAB

Annex G1/12 to the Certificate ESYD No. 1067-4 29.01.2025




Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Histological Tests

1.Excisional &
Incisional
Biopsies, Surgical
Resection
Specimens from
Human tissue

Formalin Fixed
Paraffin
Embedded Tissue
[FFPE]

Macroscopic Examination

Handling of formalin fixed tissue by a
qualified pathologist

Specimen Processing through the
embedding station, sectioning, staining and
cover slipping

Microscopic Evaluation

of H-E slides for the detection of lesions
that deviate from the normal cellular &
morphological structure, to allow early
diagnosis of tumors and specific diseases

Macroscopic Examination
E.510-1/2/20.10.2017
Grossing platform GTS Vacuum

Milestone ProCut Series - Special Cutting
equipment for standardization of grossing
techniques

Milestone MacroPath Pro X digital camera and
PC software for complete grossing
documentation

Tissue Processing

Milestone Logos One Histoprocessor,
Epredia HistoStar Embedding Workstation
Embedding Station

Sectioning
Leica RM2255 (automatic)
Leica Histo Core AUTOCUT (automatic)

PFM 3005E (semi-automatic)
Water baths Electrothermal (x2)
OE.430.03.b/2/02.02.2018
Staining

| H&E staining protocol

Automatic Slide staining with Thermo Scientific
Gemini AS

Automated Slide Coverslipping with Epredia
ClearVue Coverslipper

Microscopic Evaluation

Nikon Eclipse 80i with Digital area scan camera
of high resolution

Nikon Eclipse Si-L

| Nikon Eclipse E200

OLYMPUS BX45

ZEISS AXIOLAB

Interpretation of Results

WHO ICD-O classification of neoplastic
diseases.

AJCC Cancer Staging Manual (latest edition-

| 8th)

Page 3 of 18
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

2. Excisional &
Incisional
Biopsies, Surgical
Resection
Specimens from
Human tissue

Fresh non-fixed
tissue

Frozen tissue
embedded in a
cryo-block

Macroscopic Examination

Gross handling of biopsies & surgical
specimens by a qualified pathologist for
sectioning by frozen sections equipment

| Rapid H&E staining protocol

Rapid microscopic evaluation for the
detection of lesions that deviate from the
normal cellular & morphological structure,
to allow early diagnosis of tumors and
specific diseases, providing guidance to the
surgeon intraoperatively

OE.430.03.a /2/02.02/2018

Macroscopic Examination

Grossing platform GTS Vacuum.

(cryostat) Frozen sections equipment

Thermo Scientific CRYOSTAT HMS525 NX
Microscopic slide evaluation

Nikon Eclipse 80i with Digital area scan camera
of high resolution

Interpretation of Results

“Intraoperative Consultation” Foundations in
Diagnostic Pathology, series Editor John R.
Goldblum

Histochemical Tests

PAS/AlsianBlue: | Manual Histochemical staining technique

1.Excisional &
Incisional For demonstration of acid based on CE IVD kits
Biopsies, Surgical | mucopolysaccharides, acetic mucins & )
Resnation carbohydrates that can define the final PAS/AlsianBlue OE.430.01.2/2/02.02.2018
Specimens from | diagnOSiS PAS OE.430.01.¢ /2/02.02.2018
Human tissue Masson Trichrome Stain OE.430.01/d
PAS: _ 12/02.02.2018
To demonstrate normal and pathologic
2 Formalin Fixed | tissue components characterizied by IRON OE.430.01.g/2/02.02.2018
Paraffin adjacent glycolic or aminohydroxylic SILVER OE.430.01.h/2/02.02.2018
Embedded Tissue | groups for histology and cytology
Pas-d OE.430.01.b/2/02.02.2018
[FFPE]
Masson trichrome stain: Microscopic evaluation
For d1fferent1at1'ng collagen tissue from Nikon Eclipse 80i with Digital area scan camera
smooth muscle in tumors and for . .
s e . . . of high resolution
highlighting collagen in cirrhosis
Nikon Eclipse Si-L
Iron: Hemosiderin Nikon Eclipse E200
l Silver : Reticular network OLYMPUS BX45
' Zeiss AXIOLAB
[ Pas d: Mucins
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| Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Immunohistochemistry (IHC) Tests

1.Excisional &
Incisional
Biopsies, Surgical
Resection
Specimens & from
Human tissue &
Body Fluids

2. Formalin Fixed
Paraffin
Embedded Tissue
[FFPE]

3.Liquid based

Cytology
Specimens — Cell
| Blocks

Specimen Processing of the Formalin
Fixed Paraffin Embedded Tissue for the
sectioning of unstained slides, staining and
cover slipping

Selectively imaging antigens (e.g. proteins)
in cells of a tissue section by exploiting the
principle of antibodies binding specifically
to antigens in biological tissues

Immunostain Processing

E .510-1/2/20.10.2017

DAKO Autostainer Link 48
Leica Bond Max Autostainer
Usage of detection Kkits
Automated Slide Coverslipping
Epredia ClearVue Coverslipper

Microscopic Evaluation

Nikon Eclipse 80i with Digital Area Scan high
resolution camera

Nikon Eclipse Si-L
Nikon Eclipse E200
OLYMPUS BX45

ZEISS AXIOLAB
Interpretation of Results

Dabbs Diagnostic Immunohistochemistry —
Theranostic & Genomic Applications Latest
Edition

IHC Antibodies Tests OE.430.01.e-£/2/02.02.2018
OE.430.01.i/2/02.02.2019
OE.430.01.1/1/02.03.2022
OE.430.01.m/1/02.06.2024
E.410-1/1/15.11.2020
1.Excisional & TTF1 Follicular epithelial cells of thyroid, non-
Incisional squamous epithelium of the lower respiratory
| Biopsies, Surgical tract. Lung adenocarcinomas & Neuroendocrine
| Resection carcinoma -
Speci I .
| Hﬁzgﬁiissi gcom Ber-Ep4 Epithelial (non-squamous, non-mesothelial
Bodv Fluids cells) — for Differential diagnosis btw
Y adenocarcinoma — mesothelioma
2.Formalin Fixed L
Paraffin Cyt7 Urothelium — non squamous epithelium and
Embedded Tissue carcinomas of respiratory system — epithelium
[FFPE] and carcinomas of bile/pancreatic and mammary
| ducts
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Materials/Products

Types of test/Properties measured

Applied methods/Techniques used

tested
3.Liquid based Cyt20 Urothelial Umbrella cells— intestinal epithelium
Cytology
Specimens — Cell
Blocks N
Calretinin Mesothelial Cells, malignant mesothelioma
ER Estrogen expression in breast carcinoma
PR Progesterone expression in breast carcinoma
HER2 ERBB2 receptor protein expression in breast
carcinoma
Ki67 Mitotic count of neoplastic cells
CD4 T-lymphocytes, monocytes, T-cell lymphomas
CD8 Cytotoxic T-lymphocytes, T-cell lymphomas
MUM-1 Plasma cells, Plasmacytoma OE
GATA-3 Normal urothelium, breast carcinoma and
urothelial carcinoma
CD45 Lymphoid tissue, T-cell and B-cell lymphomas
CD138 Plasma cells, B- lymphocytes, lymphomas
CD30 Immunoblasts, centroblasts, Hodgkin
lymphoma, anaplastic large cell lymphoma,
germ cell neoplasms
CYCLIN D1 Endothelial cells, mantle cell lymphoma
ALK Anaplastic large cell lymphoma, myofibroblastic
tumor
ROS-1 Macrophages, type Il pneumonocytes, non-smail

cell lung carcinoma

PD-L1

Squamous epithelial cells, germ cells, lung
carcinoma and urothelial carcinoma, placenta

P63/CALDESMON Myoepithelial cells, basal cells

CD34 Normal endothelial cells, angiosarcoma,
dermatofibrosarcoma protuberans

MELAN-A Normal melanocytes, melanoma,
phaechromocytoma, PEComa

CEA Normal glandular cells, adenocarcinoma,

L squamous cell carcinoma
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Materlsel:t/fgoducts Types of test/Properties measured Applied methods/Techniques used
SYNAPTOPHY SIN Normal neuroendocrine cells, neuroendocrine
tumors
CHROMOGRANIN Normal neuroendocrmle cells, neuroendocrine
tumors, phaechromocytoma
CD3 Normal T cells, T cell lymphomas
CD5 Normal T cells, T cell lymphomas, thymic
carcinoma
CD20 Normal B cells, B cell lymphomas
PAX-5 Normal B cells, Reed-Sternberg cells,
lymphoplasmacytic lymphoma )
CD15 Immune cells, Reed-Sternberg cells, adnexal
skin tumors
KAPPA Normal B cells, myeloma, b cell lymphomas
LAMDA Normal B cells, myeloma, B cell lymphomas
CDX2 Normal epithelial cells of gastrointestinal tract,
normal epithelial cells of pancreatobiliary tract,
colon adenocarcinoma, enteric type
adenocarcinoma
WT1 Mesothelial cells, mesothelioma, ovarian
carcinoma, gonadoblastoma, nephroblastoma,
desmoplastic round cell tumor
PSA Normal prostatic epithelial cells, acinic cell
adenocarcinoma of prostate gland
MSH6 Epithelial neoplasms, epithelial cells of
MSED gastrointestinal tract
MLHI1
| PMS2
|
|
|
|
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Molecular Genetics

Formalin-fixed

| paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

EGFR Gene Mutations

1a, 2) Detection of EGFR exons 18, 19, 20,
21 mutations

1b) Detection of EGFR exons 3, 7,9, 18,
19, 20, 21 mutations

Page 8 of 18

1) Manufacturer’s method with Ion AmpliSeq™

1a) Colon and Lung Cancer Research Panel v2
(ThermoFisher Scientific)

1b) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the Ion GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the Ion Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

OE430.4C1/2/01.03.2023

2) Manufacturer’s method with Entrogen’s CE-
TVD kit

EGFR Mutation Analysis Kit

and analysis with the Real-Time PCR method in
the 7500 Real-Time PCR System instrument,
Applied Biosystems

OE430.4D1/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAllI™ Total Nucleic Acid Isolation Kit.

OE430.04F/1/01.02.2020
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Formalin-fixed
paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

KRAS — NRAS Gene Mutations
1a, 1b, 2) Detection of KRAS exons 2, 3, 4
mutations

Detection of NRAS exons2, 3, 4
mutations

1) Manufacturer’s method with Ion AmpliSeq™

| 1a) Colon and Lung Cancer Research Panel v2

(ThermoFisher Scientific)

1b) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the Ion GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the Ion Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

0OE430.4C1/2/01.03.2023

2) Manufacturer’s method with Entrogen’s CE-
IVD kit

RAS Mutation Analysis Kit

and analysis with the Real-Time PCR method in
the 7500 Real-Time PCR System instrument,
Applied Biosystems

OE430.4D1/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAll™ Total Nucleic Acid Isolation Kit.

0OE430.04F/1/01.02.2020
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Formalin-fixed
paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

BRAF Gene Mutation

1a, 1b) Detection of BRAF exons 11, 15
mutations

2) Detection of BRAF exon 15 codon 600
mutations

1) Manufacturer’s method with Ion AmpliSeq™

1a) Colon and Lung Cancer Research Panel v2
(ThermoFisher Scientific)

1b) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the lon GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the lon Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

OE430.4C1/2/01.03.2023

2) Manufacturer’s method with Entrogen’s CE-
IVD kit

BRAF Codon 600 Mutation Analysis Kit IT

and analysis with the Real-Time PCR method in
the 7500 Real-Time PCR System instrument,
Applied Biosystems

0E430.4D1/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAlI™ Total Nucleic Acid Isolation Kit.

OE430.04F/1/01.02.2020

Page 10 of 18

Annex G1/12 to the Certificate ESYD No. 1067-4 29.01.2025




Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Formalin-fixed
paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

PIK3CA Gene Mutations

1a) Detection of PIK3CA exons 10, 14, 21
mutations

1b) Detection of PIK3CA exons 2, 5, 7, 8,
10, 14, 19, 21 mutations

2) Detection of PIK3CA exons 10, 21
mutations

1) Manufacturer’s method with Ion AmpliSeq™

1a) Colon and Lung Cancer Research Panel v2
(ThermoFisher Scientific)

1b) Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the Ion GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the fon Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

0E430.4C1/2/01.03.2023

2) Manufacturer’s method with Entrogen’s CE-
IVD kit

PIK3CA Mutation Analysis Kit

and analysis with the Real-Time PCR method in
the 7500 Real-Time PCR System instrument,
Applied Biosystems

0OE430.4D1/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAlI™ Total Nucleic Acid Isolation Kit.

0OKE430.04K/1/01.02.2020
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Formalin-fixed IDH2 Gene Mutations

paraffin-embedded | 1, 7) Detection of IDH2 exon 4 mutation

tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

Manufacturer’s method with Ion AmpliSeq™

Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the Ion GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the Ton Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

0OE430.4C1/2/01.03.2023

2) Manufacturer’s method with Diatech’s CE-
IVD kit

EasyPGX ready IDH1/2

and analysis with the Real-Time PCR method in
the AriaDx, Agilent instrument

OE430.4D4/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAlI™ Total Nucleic Acid Isolation Kit.

0OE430.04F/1/01.02.2020
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Materialz/Broducty Types of test/Properties measured

Applied methods/Techniques used

tested
Formalin-fixed KIT Gene Mutations 1) Manufacturer’s method with Ion AmpliSeq™
Rarafﬁn—embedded 1) Detection of KIT exons 2,9, 10, 11, 13, | Cancer Hotspot Panel v2 (ThermoFisher
tissue (FFPE), 14, 15, 17, 18 mutations

cytologic material
(in liquid form or
in the form of cell
block)

2) Detection of KIT exons 9, 11, 13, 17 Tov
mutations

Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the Ion GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the lon Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

OE430.4C1/2/01.03.2023
2) Manufacturer’s method with Entrogen’s CE-
IVD kit

GIST Mutation Detection Kit

and analysis with the Real-Time PCR method in
the 7500 Real-Time PCR System instrument,

Applied Biosystems

OE430.4D1/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAll™ Total Nucleic Acid Isolation Kit.

0OE430.04F/1/01.02.2020
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Formalin-fixed
paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

Detection of ERBB2 exon 19, 20, 21
mutations

Detection of HRAS exon 2, 3 mutations
Detection of TP53 2, 4, 5, 6, 7, 8 mutations

Detection of MET 2, 11, 14, 16, 19
mutations

Manufacturer’s method with fon AmpliSeq™

Cancer Hotspot Panel v2 (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the lon GeneStudio S5
instrument, ThermoFisher Scientific-
ThermoFisher Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the Ion Reporter
Software, in combination with the Variant caller |
plugin, based on the ClinVar, COSMIC and
Varsome databases.

OE430.4C1/2/01.03.2023

Manual genomic DNA isolation with the
RecoverAll™ Total Nucleic Acid Isolation Kit.

OE430.04F/1/01.02.2020

Formalin-fixed
paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

Detection of somatic mutations/large
genomic rearrangements in BRCA1,
BRCA2 genes and somatic mutations in
other HRR genes (ATM, BARD1, BRIP1,
CDK12, CHEK2, FANCD2, MRE11,
NBN, PALB2, PPP2R2A, RAD51B,
RADS4L, TP53)

Manufacturer’s method with Oncomine™ Panel
primers (ThermoFisher Scientific) and DNA
sequencing with Next-generation sequencing
(NGS) in the Ton GeneStudio S5 instrument,
ThermoFisher Scientific-ThermoFisher
Scientific,

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the Ion Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.

OE430.4C1/2/01.03.2023

| Manual genomic DNA isolation with the
| RecoverAlI™ Total Nucleic Acid Isolation Kit.
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Materials/Products

Types of test/Properties measured

Applied methods/Techniques used

tested
) . Manufacturer’s method with Oncomine™ Panel
. , .
Peripheral blood Detectl.on of hereditary mptatmns/large primers (ThermoFisher Scientific) and DNA
genomic rearrangements in BRCAL1, . ith . .
BRCA2 genes and hereditary mutations in z;%lgl)lc.mghwit I\(I}ext-ézzfatlsosn_se?uencn}[g
in the Ton Gene io S5 instrumen
other HRR genes (ATM, BARD1, BRIP1, . .. i
MRE ThermoFisher, Scientific
;gg lf,ﬁgflizl;;ﬁgil);h 51]; 1 Library construction: SimpliAmp Thermal
RAD,S AL. TP §3) ’ ’ Cycler (x3) THERMO SCIENTIFIC LSG
Bioinformatics analysis tools: Analysis
according to Hg19 with the Ion Reporter
Software, in combination with the Variant caller
plugin, based on the ClinVar, COSMIC and
Varsome databases.
0E430.4C1/2/01.03.2023
Manual genomic DNA isolation with the
Purelink Genomic DNA Kit.
OE430.4 E/1/01.02.2020 N
Peripheral blood Detection of hereditary mutations in Manufacturer’s method with

MSH2, MSH6, PMS2, EPCAM, MLH1
genes

Ampliseq Custom Panel (ThermoFisher
Scientific)

and DNA sequencing with Next-generation
sequencing (NGS) in the Ion GeneStudio S5
instrament, ThermoFisher, Scientific

Library construction: SimpliAmp Thermal
Cycler (x3) THERMO SCIENTIFIC LSG

Bioinformatics analysis tools: Analysis
according to Hg19 with the Ion Reporter
Software, in combination with the Variant caller

| Varsome databases.

plugin, based on the ClinVar, COSMIC and

0OE430.4C1/2/01.03.2023

Manual genomic DNA isolation with the
Purelink Genomic DNA Kit.
OE430.4 E/1/01.02.2020
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Matsrals/Broducts Types of test/Properties measured

Applied methods/Techniques used

tested
Formalin-fixed DNA detection of Microsatellite Instability i’iI:nufacturer s method with Diatech’s CE-IVD
paraffin-embedded | (MSD :
tissue (FFPE), EasyPGX ready MSI

cytologic material
(in liquid form or
in the form of cell
block)

and analysis with the Real-Time PCR method in
the AriaDx, Agilent instrument

OE430.04D4/1/15.05.2023

Manual genomic DNA isolation with the
RecoverAlI™ Total Nucleic Acid Isolation Kit.
0OE430.04F/1/01.02.2020

Peripheral blood Detection of mutations in DPYD,
UGT1A1 genes

Manufacturer’s method with Diatech’s
pharmacogenetics CE-IVD kit:

Easy PGX ready DPYD

Easy PGXready UGT1A1

and analysis with the Real-Time PCR method in
the AriaDx, Agilent instrument

OE430.04D1B/1/01.02.2024

Manual genomic DNA isolation with the
QiAmp DNA Blood Mini Kit

OE430.04F/1/01.02.2020
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Materials/Products
tested

Types of test/Properties measured

Applied methods/Techniques used

Formalin-fixed
paraffin-embedded
tissue (FFPE)

Cervico-vaginal
Liquid-based
Cytology -LBC
sample (PAP test)

Cervico-vaginal

| Detection and genotyping of 21 types
HPV

Detection and genotyping of 41 types
HPV

Detection of 18 types HPV and
genotyping types 16, 18

Manufacturer’s method with Amoy’s
Diagnostics CE-IVD kit: Human Papillomavirus
(HPV) Genotyping Detection Kit

OE430.4D1/1 /01.02.2020

Manual genomic DNA isolation with the
RecoverAll™ Total Nucleic Acid Isolation Kit.
OE430.04F/1/01.02.2020

Manufacturer’s method with ZytoVisions CE-
IVD kit: VisionArray HPV Chip 1.0 Zytovision

OE430.04D5/1/18.03.2023

Manual genomic DNA isolation with the
NucleoSpin® Tissue Kit (Macherey-Nagel).

Manufacturer’s method with Yaneng Bioscience
CE-IVD kit: Homan Papillomavirus Nucleic

Liquid-based Acid Detection and HPV16/18 Genotyping Kit

Cytology -LBC OE430.4D1/1 /01.02.2020

sample (PAP test) Manual genomic DNA isolation with the
NucleoSpin® Tissue Kit (Macherey-Nagel).

Peripheral blood- Qualitative detection and identification of | Manufacturer’s method with Entrogen’s CE-

derived plasma EGFR exon 18, 19, 20 (including IVD kit:

(liquid biopsy) T790M), 21 mutations

ctDNA EGFR Mutation Detection Kit

and analysis with the Real-Time PCR method in
the 7500 Real-Time PCR System instrument,
Applied Biosystems

OE 430.4 E /1/01.02.2020

Manual genomic DNA isolation with the
MagMAX™ Cell-Free Total

OE.430.4A 1/01.02.2020

Formalin-fixed
paraffin-embedded
tissue (FFPE),
cytologic material
(in liquid form or
in the form of cell
block)

Detection of the ALK gene mutations
(translocations)

Detection of the ROS-1 gene mutations
(translocations)

Detection of the Her2 gene amplification

Fluorescent in situ hybridization -FISH
With ZytoVision CE-IVD kit (ZytoLight FISH
Tissue Implementation Kit and ZytoLight FISH
Cytology Implementation Kit.

OE.430.4G/1/18.03.2019

Site of assessment: Laboratory permanent premises, 88, Mitropoleos str, 54622, Thessaloniki,

Greece.
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Primary Sample Collection: Laboratory permanent premises, 88, Mitropoleos str, 54622,
Thessaloniki, Greece.
Approved signatories: D. Hatzibougias.

This scope of Accreditation replaces the previous one dated 10.11.2024.
The Accreditation Certificate No.1067-4, to ELOT EN ISO 15189:2022, is valid until 13.11.2029.

Athens, 29.01.2025
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