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MIZTOMOIHTIKO AIAIIETEYTIHX
Ap. 1267-2

To EOviké Loetnua Awarictevonc (E.LY.A.), oc 0 uppddioc eBvikos gopiag,
ocoppova pe to v. 4468/2017,

AIATIIETEYEI

™

Movado Arayvootikig Nevetiknc kat latpukiig Akpiferog

(AITENIA)
TOV
Ivetirovrov Moprakng Broroyiag kol Broteyvoiroyiog
oV
Idpdparog Teyvohoyiag kot Epgvvac
oto Hpdxieo Kpftg

g Kavd, soppove pe Tig ararnioeglg Tov Mpotimov EAOT EN ISO 15189:2012 kan e Kpimipa
tov E.ZY.A., va ektehei dokipég, omwg kobBopifovrar oto cvvnupévo Enionpo edio Egappoyiig, To
onoio gival duvaTo va Tpomomoreiton pe ano@acels Tov E.ZY.A,

To napév MotomomTiko wyderl péxm 11g 20.09.2025, vrd Tov 4po TNG cUVELOTG onppép(pmqu
Tov dremeTeupévor gopéa wpog To avetépo Mpétvnoe kot ta Kpirfpuwe Tov EXY.A.

Abva, 21.03.2022

A

" Xpnotog N écrépifci
Arev0ivov Zvufovioc ty)

To EXY.A. éyer vwoypdyer ) Zoppovio Auoifuioc Avayvipione e Evporaikic Zovepyaciog yio o Awariotevoy
(EA) yio Tig SpaatyplothTes Tow KaADTTOVTa: O T0 TePOV TIOTOTOWTIKO.
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ACCREDITATION CERTIFICATE
No. 1267-2

The Hellenic Accreditation System (ESYD), as the national accreditation 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 15189:2012 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,
This Certificate is valid until 20.09.2025, provided that the accredited body will comply with the

above Standard and the ESYD Criteria.
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Athens, 21.03.2022

hristos

ESYD is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for the activities
covered by this certificate.
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MapdpTtnua G1/2 tou MNMioTtotroinTikou Ap.1267-2

EINIEHMO IMEAIO EOAPMOT'HX g AIAIIIETEYXHX

™mg

Movadoag Awayvootikng INevetikig kot latpukng Akpipsiog (AICENIA)

TOU

IvetitovTov Moprakiic Bloroyiag kot Broteyvoroyiag

TOL

Idpdpatog Teyxvoroyiag kot 'Epevvag

‘ Yawa/[1poiovia
vrofairopeve o SOk

| MoviomompLévog og

| POPHAAIVY Kat EYKAEIGUEVOG

\oe TEPOPIVI] KOPKIVIKOG
10TOG 0o oLUTAYELG GYKOVG

Mopian evetiky

Tomot Sokyudmv/ Metpoipevesg 161(’)111'5&;}

Epapuroldopeveg pébodov/
XPNOOTOLOVLEVES TEYVIKES

| Aviyvevon onueokdv petarrdeny Kot
HKpOV evBESEDOV/ATULOIPHV

| wAA AoV DY voukheoTidimy ot 58
yovidi mpodidbeong oTov KapKivo:
AKTI1, ALK, AR, ATM, BCL2, BRAF,
BRCAI1, BRCAZ, CCNDI, CCNEI,
CDK4, CDK6, CDKNZA, CHEKI,
CHEK2, CTNNBI1, EGFR, ERBB2,
ERBB4, ESR1, FGFR1, FGFR2,
FGFR3, IDHI, IDH2, JAK2, JUN,
'KDR, KIT, KMT2C, KRAS, MAP2KI1,
IMDM2, MDM4, MEN1, MET, MLHI1, |
MSH2, MSH6, MTOR, MYC, NF1,
INOTCHI, NRAS, PALB2, PDGFRA, |
PIK3CA, PIK3CB, PTEN, RADS0, i
'RADSI, RBI, RET, ROS1, SMAD4, |
STATS, STK] 1, TP33

Endpevng veveds adinhotyion (Next
Generation Sequencing-NGS), og
cvompe lon 85 XL™ System,
(ThermoFisher Scientific) jie ypfion tov
TPOCUPLOGIEVOD TIhVER YOVIDI®Y Yo
ocvumayeic 6ykovg, PMnet solid Panel
(Ton AmpliSeq™, ThermoFisher
Scientific).

[pwtéxorre Epyastnpiov O.520-3
éxdoon 1 011020, 0.520-4 éxdoon

3 020822, O.520-5 éxdoon 1_010521.

Tomog a&ordynons : Movipes eyKataotaoslg epyacstnpiov, Nikordov I[hastipa 95, Hpaxiero, Kpnm

E£ovoiodotévot vrevbuvol vroypagic: E. Awvapdakn, K. Zrpatakne.

To mapov 1edio AwmicTevong avTKadoTd 10 avticTolyo nponyolLevo te Nieponvio 2 1,09:202:4
To Ihotoromtcéd Aanictevong pe Ap.1267-2, xatd EAOT EN ISO 15189:2012, w0y0g¥] e

Abnva, 21.03.2022

Yeh lamo 1

[Mapaptnpa G1/2 tov [Motoromrcod EXY.A. Ap. 1267-2

21.03.2022




Hellenic Accreditation System

Annex G1/2 to the Certificate No.1267-2

SCOPE of ACCREDITATION

of the

Diagnostic Genetics and Precision Medicine Unit (DIGENIA)
of

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

|7 Tested materials/ products | Types of test/ Properties to be measured | Applied Standards/ Techniques to be
used

Molecular Genetics

Formalin-Fixed Paraffin- Detection of single nucleotide variants  Next Generation Sequencing (NGS),
Embedded (FFPE) tissue and small insertions/deletions in 58 in lon S5 XL™ System
specimens from solid tumors | genes associated with cancer (ThermoFisher Scientific) using the

) .. . custom gene panel for solid tumors,
predisposifions AKTL ALK, AR ATH, PMnet scc’)lid lganel (TIon AmpliSeq™,
BCL2, BRAF, BRCAIL, BRCAZ, ThermaoFisher Scientific).

CCNDI1, CCNEL, CDK4, CDK6,

CRKN2A, EHEEL, CHER, C.TNNE], ‘Lab Protocols 0.520-3 _version
|EGFR, ERBB2, ERBB4, ESR1, FGFR1,| 011020, O.520-4_version

FGFR2, FGFR3, [DHI, IDH2, JAK2, _020822 0.520-5_version

JUN, KDR, KIT, KMT2C, KRAS, 1_010521.

MAP2K1, MDM2, MDM4, MENI,
MET, MLH1, MSH2, MSH6, MTOR,
MYC, NF1, NOTCH1, NRAS, PALB2,
PDGFRA, PIK3CA, PIK3CB, PTEN,
RADS0, RADS1, RBI, RET, ROS1, . |
SMAD4, STAT3, STK11, TP53 |

Site of assessment: Laboratory permanent premises: Nikolaou Plastira 95 GR-70013, Heraklion, Crete Greece.
Approved signatories: E. Linardaki, C. Stratakis.

This Scope of Accreditation replaces the previous one dated 21.09.2021.
The Accreditation Certificate No. 1267-2, to ELOT EN ISO 15189:2012, is valid untlj 20 QQQX};? N
. &

Athens, 21.03.2022
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