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MIZTOMOIHTIKO AIAMIETEYIHE
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To EGvik6 Zdompa Awariorevong (E.ZY.A.), og 0 appddrog e0vikog gopéac,
ocupQmva pe o v. 4468/2017,

AIAIIIETEYEI

™m
Movaoda AvayvooTtikic I'evetikic kot Iatpikiig Akpiferac

(AITENIA)

TOV

Ivetitovtov Mopraxng Biokeyiag kot Bloteyvoloyiog
TOL

Idpdparoc Teyvoroyiag kur Epsvvag
oto Hpdickeo Kpnng

W¢ LKAV, GUp@Ova pE Tig anairijoelg Tov Hpotimov EAOT EN ISO 15189:2022 kor ta Kprijpu
Tov E.XY.A., va extehei doxipéc, dnwg kabopilovrar 6to suvnppévo Ernionpo Medio Epappoyic, o
omoio gival duvarto va Tporomoreital e arodoceig Tov E.LY.A.

H apyuciy dwamictevon yopnyibnke v 21" Zerrepfpiov 2021. To mapév Metomomriké
avavedvel T dramictevon Kot weydel péypt v 20" Zenrepfpiov 2030, vrd Tov Gpo TG cVVEYOTC
SUPPOPPAGIS TOV dlumieTEVEVOL Qopéa Tpog To avatépm Mpdtumo ka Ta Kpiripua tov E.ZY.A.

AOnva, 30" Axpihiov 2026
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To EXY.A. gxer vroypdyer ) Zoppavio Apofaios Avayvapions te Evpuwraikic Zovepyacioc yia ™ Jiaricteven
(EA) y1o Tic dpaoTiipiéTTes TOv KOADTTOVI® GRO TO TOPOV TLOTOTOWTIKG.
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HELLENIC ACCREDITATION SYSTEM

ACCREDITATION CERTIFICATE
No. 1267-4

The Hellenic Accreditation System (ESYD), as the national acereditation body of Greece in
accordance with the Law 4468/2017,

ACCREDITS

the

Diagnostic Genetics and Precision Medicine Unit (DIGENIA)
of

Institute of Molecular Biology and Biotechnology
of
Foundation of Research and Technology

in Heraklion, Crete, Greece

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

The initial assessment was issued on the 21* of September 2021. This Certificate renews the
accreditation, and it is valid until 20 September 2030, provided that the accredited body will comply
with the above Standard and the ESYD Criteria.

Athens, 30 April 2026

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

S\YD

Hapdaptnuo G1/7 tov [Tiotonomtikod Ap.1267-4
EINNIZHMO IIEAIO E@APMOTI'HY tqg AIAIIXTEYXHX

e

Movadag Awryveotkig Ievetuxilg kon latpiknic Akpipeiag (AITENIA)

TOV

Ivetitovtov Mopuakiic Blokoyiog ko Buotgyvoloyiag

T0V

Iopoparog Texvoroyiag kan 'Epsvvag

YAwad / Ilpoidvro

EVOMUATOUEVO GE
TAPAPiVY KepKIVIKO
1670 0O CLUTUYEIG
OyKOUG

(SNVs) ko pucpdv
eMelyemv/dimiacioopdy (indels) oe
deiyporta cupmaydv dykmv pe yprion lon
AmpliSeq NGS panel 58 yovidiov: (AKTI,
ALK, AR, ATM, BCL2, BRAF, BRCAI,
BRCA2, CCND1, CCNEl, CDK4, CDK6,
CDKN2A, CHEK1, CHEK2, CTNNBI,
EGFR, ERBB2, ERBB4, ESR1, FGFRI,
FGFR2, FGFR3, IDH1, IDH2, JAK2, JUN,
KDR, KIT, KMT2C, KRAS, MAP2K1,
MDM2, MDM4, MEN1, MET, MLH1,
MSH2, MSH6, MTOR, MYC, NF1,
NOTCHI, NRAS, PALB2, PDGFRA,
PIK3CA, PIK3CB, PTEN, RADS50,
RADS1, RB1, RET, ROS1, SMAD4,
STAT3, STK11, TP53)

B, Opeves nebodot /
vroPaiidpeva o Torol doxipdv / MeTpovpeveg 1d10tnteg (p&puo@op.c:vsg e .
, XpNoomoo0peveg TEVIKEG
dokpr
Mopwexn Oykodoyia
Topég and Aviyvevon onpelakdv petarriéemv Ecotepuc) M£Bodog aiinlovynong Exdpevng

["evidg (Next Generation Sequencing-NGS) pe
ekkivntég lon AmpliSeq, og chotnua Ion S5
XL™ System, (ThermoFisher Scientific) pe
XP1oN Tposappocuivoy tavek 58 yovidiov yia
ovpmrayeig dykoug (ThermoFisher Scientific). H
enebepyucio Tmv SedopEVOV YIVETUL VTOAOYISTIKG
pe v ypfion tov Aoyopkot lon Reporter
(Thermofisher).

[Mpwtéxorria Epyacstmpiov 0.520-01 Nucleic
Acid Extraction_v3, 0.520-02 Nucleic Acid
Quantification _v3, 0.520-03 Library
Preparation for Custom Panels (Somatic and
Germline) v4, 0.520-06_OAHT'TA PLAN RUN
I'TA CHEF,S5_v3, 0.520-04 BIOINFORMATIC
ANALYSIS for CUSTOM PANELS v6

Topég amd
EVOMUOTOUEVO O
TOPOLPIVI] KEPKIVIKO
1O0TOG OO CLUMCLYEIC
OYKOUC.

Aviyvevon onpewkdv petaildéemv
(SNVs) xon puxpdv eviécemv/omalowphv
(indels) oe 500 yovidin oxeTilopueva e
KapKivo, [ukpodopipopiknis aotadeiog
DNA (MSI), Homologous Recombination
Deficiency (HRD) & yevopkic actébetog
DNA (GIM) pe ypion g NGS
doxpaciog OCAPlus (Thermofisher)

Arintolynon Endpevng Teviag (NGS) pe
pébodo kataokevaoti kit Oncomine
Comprehensive Assay Plus (ThermoFisher
Scientific) oe cvomua lon S5 XL™ System
(ThermoFisher Scientific). H enefepyacio tov
dedopévarv yiveTar VTOAOYIGTIKG e TV ¥prion
Tov Aoyiopikod Ton Reporter (Thermofisher).

ITpwtékoiia Epyactnpiov 0.520-01 Nucleic
Acid Extraction_v3; 0.520-02 Nucleic Acid
Quantification _v3, 0.520-07 Library
Preparation OCA Plus_v1, 0.520-06_OAHI'TA
PLAN RUN I'lA CHEF,S5_v3, 0.520-09
BIOINFORMATICS ANALYSIS for OCA
PLUS_v2

Yeh, 1 amo 3
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Yhwd / Tpoidvta

Egappotopeveg pédodot /

EVOOUATOHEVO O
TAPOPIVT] KAPKIVIKO
16705 0nd CLUTOYES

fusions) os dsiypata cvumaymv OYKOV He
xpiion g NGS Sokipaciog OCAPlus
(Thermofisher)

: P /M ; 516
v:rroﬁakxom::va (01> Torol dokyudy / MeTpodpeveg 1610TNTEG b S ol e
dokipn
Touég and Avixvevon yovidoxdv covriéemy (gene | AkAnhodynon Enduevng Tevidg (NGS) pe

1éBodo kataokevaot kit Oncomine
Comprehensive Assay Plus (ThermoFisher
Scientific) oe cbompa Ion S5 XL™ System
(ThermoFisher Scientific). H enegepyacia v

Oyeng: dedopévary yiveTon DTOLOYIGTIKG PE TNV XPTON
7ov hoywopkod lon Reporter (Thermofisher).
Mpotéxorro Epyacmpiov 0.520-01 Nucleic
Acid Extraction_v3, 0.520-02_Nucleic Acid
Quantification v3, 0.520-07_Library
Preparation OCA Plus_v1, 0.520-06_OAHI'TA
PLAN RUN I'TA CHEF,S5_v3, 0.520-09
BIOINFORMATICS ANALYSIS for OCA
PLUS_v2
Mopuoki} Fevetikn
Meproepucd Ao Aviyvevon onpelakdv petarlafemv Ecotepuct péBodog e Sanger Sequencing og
(SNVs) kat pukpdv evBiceav/amalowpdy | Oeppikd wokhomom VerityPro (Applied
(indels) yopetikng oeipdc o€ pepovopéve. | Biosystems) kot aviiven o& YEVETIKO avaALTY
yovidw SeqStudio Genetic Analyzer (Applied
Biosystems)
[pwtérorro Epyaotnpiov 0.520-01 Nucleic
Acid Extraction_v3, 0.520-02_Nucleic Acid
Quantification _v3, 0.520-08_Sanger
Sequencing_v1
[epupepko Aipa Aviyvevon oNIEWKOV LETAAAASEDY Esatepiki Méfodog okinhovymong Endpevng
(SNVs) kot pukpdv evBECEOV/AMAAOPDY | [evidic (Next Generation Sequencing-NGS) e
(indels) yapetucig oepdg oe 50 yovidiw exkwvnrég Ion Ampliseq, og obompa lon S5
oyeTilopeva pe Kapkivo evBoKpvdv XL™ System, (ThermoFisher Scientific) pe
adévav (AIP, AKTI1, APC, ARMCS, ¥p1ion mposapprocpévon Tavel 50 yovidiov yia
ATP lAl, ATP2B3, BRAF, CACNAID, | inpovopodpeve covdpopa kapkivov eviokpvav
CACNAIH, CDC73, CDKNIA, adévav (Ion AmpliSeq™, ThermoFisher
CDKNIB, CDKNI1C, CDKN2A, Scientific).
CDKN2B, CDKN2C, CHEK2, CLCN2,
CTNNBI1, DICERI, FH, GNA11, GNAQ, , ) )
GNAS, KCNJS, KDMIA, MAX, MENl, []p.(DTOKO?L.KCt- Ep}’OLGTT]plO‘D 0.520-01 -Nuclf_:lc
NF1, PDE11A, PDE4D, PDESB, Acid }?xtra(?‘tlonﬁv?:, O.SZO-—OZ_NIJCIGIC Acid
PDGFRA. PIK3CA, PRKACA, PRKACB, Quantlﬁgatlon V3, O.520—03_L1braryl
PRKAR1A, PRKARIB, PTEN, RECQL, Prepargtlon for Custom Panels (Somatic and
RET, SDHA, SDHAF2, SDHB, SDHC, Germhne)ivﬁl, O.520—06_OAHF]A PLAN RUN
SDHD, TMEM127, TP53, VHL, ZNRF3) I'TA CHEF,SS_\’B, 0.520-04 BIOINFORMATIC
ANALYSIS for CUSTOM PANELS_v6
Tepupepuco Aipo, Avixvevon onuekdy petaAhigemv Ecotepuc MéBodog ariniovymong Exdpevng
(SNVs) ko ppdv evOEcemv/omoropdV | Mevigg (Next Generation Sequencing-NGS) pe
(indels) yapstucig oeipdg oe 159 yovidir | grkveég Ton Ampliseq, o€ cvomua lon S5
oxeTlOpeva e Kinpovopodeva XL™ System, (ThermoFisher Scientific) pe
Kapduyyelokd vostjuata (ABCCI, XPNOT] TPOSUPHOCUEVOL TaveR 159 yovidimv yio
ACTAI, ACTA2, ACTCI, ACTNZ, KAnpovopovpeve kapdioryyelakd vooipota (Ton
AKAP9, ALPK3, ANK2, ANKRDI, AmpliSeq™, ThermoFisher Scientific).
APOAI1, ATP2A2, BAG3, CACNAIC,
CACNAI1D, CACNA2D1, CACNB2,
Zgk. 2 amd 3 Mopdaptnuo G1/7 tov Ietonomrtikod EZY.A. Ap. 1267-4 30.04.2026




Yiwd / Tpoidvra
vroPaiddpeva oe
doKi

Tomor Soxipdv / Metpodpeves 1616tnTeg

Egoppolopeveg pébodon /
X PNOYLOTOLOVHEVEG TEYVIKES

[epupepucd Afpo
(cvvéyewr)

CALMI1, CALM2, CALM3, CALR3,
CASQ2, CAV3, CBS, CHRM2, COL3Al,
COL5A1, COL5A2, CRYAB, CSRP3,
CTF1, CTNNA3, DES, DMD, DOLK,
DPP6, DSC2, DSG2, DSP, DTNA,
EFEMP2, ELN, EMD, EYA4, FBNI,
FBN2, FGF12, FHL1, FHL2, FHOD3,
FKTN, FLNC, FOXE3, FXN, GAA,
GATA4, GATA6, GATADI, GJA1, GJAS,
GIC1, GLA, GPDIL, HCN4, HEY?2, HFE,
HRAS, JPH2, JUP, KCNAS, KCNAB2,
KCND3, KCNE1, KCNE2, KCNE3,
KCNES, KCNH2, KCNJ2, KCNJS,
KCNJS, KCNQ1, LAMA4, LAMP2,
LDB3, LMNA, LOX, LTBP2, MFAPS,
MYBPC3, MYH11, MYH6, MYH7,
MYL2, MYL3, MYLK, MYLK2,
MYOM1, MYOZ2, MYPN, NEBL,
NEXN, NKX2-5, NOSIAP, NOTCHI,
NPPA, NUP155, PDLIM3, PKP2, PLN,
PRDM16, PRKAG2, PRKGI, PSENT,
PSEN2, PTPN11, RAF1, RANGRF,
RBM20, RIT1, RYR2, SCN10A, SCN1B,
SCN2B, SCN3B, SCN4B, SCN5A, SCO2,
SGCD, SLC22A5, SLC25A4, SLC2A10,
SLC8AL, SLMAP, SMAD3, SMAD4,
SNTAI1, SOS1, STRN, SURF1, TAZ,
TBX20, TBX5, TCAP, TGFB2, TGFB3,
TGFBR1, TGFBR2, TMEM43, TMPO,
TNNC1, TNNI3, TNNT2, TPM1, TRDN,
TRIM63, TRPM4, TRPM7, TTN, TTR,
VCL)

Ipwtékoiia Epyactnpiov 0.520-01 Nucleic
Acid Extraction_v3, 0.520-02 Nucleic Acid
Quantification v3, 0.520-03 Library
Preparation for Custom Panels (Somatic and
Germline) v4, 0.520-06 OAHI'TA PLAN RUN
I'lA CHEF,S5_v3, 0.520-04 BIOINFORMATIC
ANALYSIS for CUSTOM PANELS v6

Tomog a&loddynong :

Movipeg eykatactdosig spyactnpiov, Nikoidaov [Tiaotipa 95, Hpaxiewo, Kpijty
E&ovciodotnpévol vrevbuvol vroypognic: E. Awvapdaxn, E. T aykaepaky, E. Bopyia, K. Etpataknc.

To mopdv [Nedio Awrictevong avikadiotd to avriotoryo mponyotpevo pe nuepopnvia 17.03.2026.
To IMetonomrikd Alarictevong pe Ap.1267-4, xatd EAOT EN ISO 15189:2022, woyder péypr tig 20.09.2030.

Abfva, 30" Anpaiov 2026

Teh 3 omo 3

votaviivov B
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Hellenic Accreditation System

&S\YD

Annex G1/7 to the Certificate No.1267-4
SCOPE of ACCREDITATION

of the

Diagnostic Genetics and Precision Medicine Unit (DIGENIA)

of

of

Institute of Molecular Biology and Biotechnology

Foundation of Research and Technology

Tested materials /
products

Types of test / Properties to be measured

Applied Standards / Techniques to be used

Molecular Oncology

FFPE tissue
sections from
solid tumors

Detection of single nucleotide variants (SNVs)
and small insertions/deletions (indels) in solid
tumor samples with the use of a custom Ion
AmpliSeq NGS panels of 58 genes: (AKT]I,
ALK, AR, ATM, BCL2, BRAF, BRCALI,
BRCA2, CCNDI, CCNE1, CDK4, CDKS,
CDKN2A, CHEK1, CHEK2, CTNNBI1,
EGFR, ERBB2, ERBB4, ESR1, FGFRI1,
FGFR2, FGFR3, IDH1, IDH2, JAK2, JUN,
KDR, KIT, KMT2C, KRAS, MAP2K1,
MDM2, MDM4, MEN1, MET, MLH1, MSH2,
MSH6, MTOR, MYC, NF1, NOTCHI1, NRAS,
PALB2, PDGFRA, PIK3CA, PIK3CB, PTEN,
RADS50, RADS1, RB1, RET, ROS1, SMAD4,
STAT3, STK11, TP53)

Lab developed method Next Generation
Sequencing (NGS) with Ton ApliSeq primers in
Ion S5 XL™ System (ThermoFisher Scientific)
using the custom gene panel of 58 genes for
solid tumors (ThermoFisher Scientific). Data
analysis performed using Ion Reporter Software
(ThermoFisher).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02 Nucleic Acid
Quantification v3, 0.520-03 Library
Preparation for Custom Panels (Somatic and
Germline) v4, 0.520-06_ PLAN RUN
CHEF,S5 v3, 0.520-04 BIOINFORMATIC
ANALYSIS for CUSTOM PANELS v6

FFPE tissue
sections from
solid tumors

Detection of single nucleotide variants (SNVs)
and small insertions/deletions (indels) in solid
tumor samples in 500 cancer related genes,
Microsatellite Instability (MSI), Homologous
Recombination Deficiency (HRD) and
Genomic Instability DNA (GIM) with the use
of NGS analysis OCAPlus (Thermofisher)

Next Generation Sequencing (NGS) with kit
Oncomine Comprehensive Assay Plus
(ThermoFisher Scientific) in Ion S5 XL ™
System (ThermoFisher Scientific). Data analysis
performed using Ion Reporter Software
(ThermoFisher).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02_Nucleic Acid
Quantification v3, 0.520-07 Library
Preparation OCA Plus_v1, 0.520-06_ PLAN
RUN CHEF,S85 v3, 0.520-09
BIOINFORMATICS ANALYSIS for OCA
PLUS_v2

Page 1 of 3
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FFPE tissue
sections from
solid tumors

Detection of gene fusions in solid tumor
samples with the use of NGS analysis
OCAPIlus (Thermofisher)

Next Generation Sequencing (NGS) with kit
Oncomine Comprehensive Assay Plus
(ThermoFisher Scientific) in Ion S5 XL™
System (ThermoFisher Scientific). Data analysis
performed using Ion Reporter Software
(ThermoFisher).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02 Nucleic Acid
Quantification _v3, 0.520-07_Library
Preparation OCA Plus_v1, 0.520-06_ PLAN
RUN CHEF,S5_v3, 0.520-09
BIOINFORMATICS ANALYSIS for OCA
PLUS v2

Molecular Genetics

Peripheral Blood |Detection of single nucleotide variants (SNVs) | Lab developed method with Sanger Sequencing
and small insertions/deletions (indels) germline|in PCR VerityPro (Applied Biosystems) and
origin in individual genes St?qStudio Genetic Analyzer (Applied

Biosystems).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02_ Nucleic Acid
Quantification v3, 0.520-08 Sanger
Sequencing vl

Peripheral Blood | Detection of single nucleotide variants (SNVs) | Lab developed method Next Generation
and small insertions/deletions (indels) germline| Sequencing (NGS) with Ion ApliSeq primers in
origin in 50 genes related to endocrine tumor IO‘? S5 XL™ System (ThermoFisher Scientific)
(AP, AKT1, APC, ARMCS, ATP1AL, using thg custom gene panel of 50 genes related

to hereditary endocrine tumor syndromes (Ion
ATP2B3, BRAF, CACNAID, CACNAIH, AmpliSeq™, ThermoFisher Scientific).
CDC73, CDKN1A, CDKNI1B, CDKNIC,
CDEN2A, CDENZB, CDEN2C, CHERZ, Lab Protocols 0.520-01 Nucleic Acid
CLCN2, CTNNBI, DICERI, FH, GNAITIL, Extraction v3, 0.520-02_ Nucleic Acid
GNAQ, GNAS, KCNJ5, KDM1A, MAX, Quantification v3, 0.520-03_Library
MEN1, NF1, PDE11A, PDE4D, PDESB, Preparation for Custom Panels (Somatic and
REARLA PREAR ’ o |S5_v3, 0.520-04 BIOINFORMATIC

: - k5, & L PLEN, BEELL, REL, ANALYSIS for CUSTOM PANELS v6
SDHA, SDHAF2, SDHB, SDHC, SDHD, -
TMEM127, TP53, VHL, ZNRF3)

Peripheral Blood | Detection of single nucleotide variants (SNVs) | Lab developed method Next Generation

and small insertions/deletions (indels) germline
origin in 159 genes related to hereditary
cardiovascular diseases (ABCC9, ACTALI,
ACTA2, ACTCI1, ACTN2, AKAP9, ALPK3,
ANK2, ANKRDI1, APOAIL, ATP2A2, BAG3,
CACNAILC, CACNAID, CACNA2DI,
CACNB2, CALM1, CALM2, CALM3,
CALR3, CASQ2, CAV3, CBS, CHRM2,
COL3Al, COL5A1, COL5A2, CRYAB,
CSRP3, CTF1, CTNNA3, DES, DMD, DOLK,
DPP6, DSC2, DSG2, DSP, DTNA, EFEMP2,

Sequencing (NGS) with Ion ApliSeq primers in
Ion S5 XL'™ System (ThermoFisher Scientific)
using the custom gene panel of 159 genes
related to hereditary cardiovascular diseases
(Ion AmpliSeq™, ThermoFisher Scientific).

Lab Protocols 0.520-01 Nucleic Acid
Extraction_v3, 0.520-02 Nucleic Acid
Quantification v3, 0.520-03_Library
Preparation for Custom Panels (Somatic and
Germline) v4, 0.520-06_PLAN RUN CHEEF,
S5 v3, 0.520-04 BIOINFORMATIC
ANALYSIS for CUSTOM PANELS v6

Page 2 of 3
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Peripheral Blood
(continued)

ELN, EMD, EYA4, FBN1, FBN2, FGF12,
FHL1, FHL2, FHOD3, FKTN, FLNC, FOXE3,
FXN, GAA, GATA4, GATA6, GATADI,
GJA1, GIAS, GIC1, GLA, GPDIL, HCN4,
HEY?2, HFE, HRAS, JPH2, JUP, KCNAS,
KCNAB2, KCND3, KCNE1, KCNE2,
KCNE3, KCNES, KCNH2, KCNJ2, KCNJS5,
KCNJ8, KCNQ1, LAMA4, LAMP2, LDB3,
LMNA, LOX, LTBP2, MFAPS, MYBPC3,
MYH11, MYH6, MYH7, MYL2, MYL3,
MYLK, MYLK2, MYOM1, MYOZ2, MYPN,
NEBL, NEXN, NKX2-5, NOS1AP, NOTCHI,
NPPA, NUP155, PDLIM3, PKP2, PLN,
PRDM16, PRKAG2, PRKG1, PSEN1, PSEN2,
PTPN11, RAF1, RANGRF, RBM20, RIT1,
RYR2, SCN10A, SCN1B, SCN2B, SCN3B,
SCN4B, SCN5A, SCO2, SGCD, SLC22A5,
SLC25A4, SLC2A10, SLC8A1, SLMAP,
SMAD3, SMAD4, SNTA1, SOS1, STRN,
SURF1, TAZ, TBX20, TBX5, TCAP, TGFB2,
TGFB3, TGFBR1, TGFBR2, TMEM43,
TMPO, TNNC1, TNNI3, TNNT2, TPMI,
TRDN, TRIM63, TRPM4, TRPM7, TTN,
TTR, VCL)

Site of assessment: Laboratory permanent premises: Nikolaou Plastira 95 GR-70013, Heraklion, Crete Greece.

Approved signatories: E. Linardaki, E. Tzagkaraki, E. Vorgia, C. Stratakis.

This Scope of Accreditation replaces the previous one dated 17.03.2026.

The Accreditation Certificate No. 1267-4, to ELOT EN ISO 15189:2022, is valid until 20.09.2030.

Athens, 30 April 2026
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