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{S D EONIKO ZYSTHMA AIANISTEYSHS -E.SY.A.

A/von: Onoswg 7, 176 76 KaAAiBea ApiBy. NpwT.: 8426

ﬂAnpO(poQieg: AISL'Jquan AIC]I:II’OTEUUI)C NPOs: STARTBIO P.C

Epyaornpiwv - EAeava BaxAiotn _

TnAépwvo: 210 7204531 DAZ:

TnAgouoioTuno/Fax: 210 7204518 YNOWH: kag TAKA ZTYAIANH '

HA. Taxudp./e-mail:labs4@esyd.gr YneuBuvou yia TIG enaPeg Ye To E.ZY.A.

A. Epyaornpiwv: labsdivision@esyd.gr
OEMA :  Aiarripnon & MsraBaon tn¢ Aianioteuong oro poTuno EAOT EN ISO 15189:2022

EuxapioToUME yia TNV €NICTPOPI TOU CuPNAnpwuévou evtunou A-04 pe nuepopnvia 05.11.25,
HE TO ONoi0 CUPPWVEITE UE TIC OIKOVOUIKEC UMOXPEWOTEIC, NMOU £XouVv diaTunwBei oTnv €nICTOAN
pac oric 02.10.2025 kai Ye To neplexdpevo Tou Enionuou Mediou E@apuoyng Tng AianioTeuong
(ETEA) Tou gpyaoTtnpiou oag.

Kartoniv autwv, €ykpienke n diathpnon g Alanioteuong oag (ap. Mor. 1317), kKabwg kai n
MeTaBaon Tng oto MpoTuno EAOT EN ISO 15189:2022.

=Tnv 10TooeAida Tou www.esyd.gr, otnv evotnTa Kavoviopoi kai '‘Eyypaga, ivail diabéoipo yia
ouunAfpwon Kal snioTpo®r oro E.XZY.A. To évruno "EkTiunon Tng Ikavonoinong Tou MeAatn".
SKONOC TNG CUNNAAPWONG TOU €VTUMOU QuUTOU, UE OTOXO Tn PBEATIWON TWV UNNPECIHOV MOU
napéxel To E.ZY.A., €ival va skTiunbei n dnown Twv dianorteupévwyv EpyaoTtnpiov OXETIKA HE
TNV avTanokpion TwV UNNPECIOV AUTOV WG NPOG TIG ANAITAOEIG KAl TIG NPOCdOKIeg TOUG,.

Zac yvwpiloups €EaAlou OTI cuvioTdtal oTa dIanICTEUPEVA EpYACTRPId va XPNOIMONoIouvV Tov
EBvikd AoyoTuno Aianioteuang (EAA) yia Tnv anddei§n Tng avayvmpiong Tng 1kavoTnTag Toug
anod TpiTO MEPOG, TNPOoUVTEG OMwg Tov Kavoviopd yia Tn Xpron Tou EBvikou AoyoTUnou
Aianioteuong (EZYA EAA). Enionpaiveral, €101koTepa, OTI To EAA npénel va akoAouBeital anod
Tov apiBu6 Tou MicTonoinTikoU AlanioTevong Kai Tn JIEUKPIVION TOU OUYKEKPIPHEVOU nediou
dianioTeuong, 6nNw¢ avaypagperal oto £yypago EXYA EAA.

Me Tihn

A/vrneg AisUBuvonc AianjdTeuonc Epyaocrtnpiov

Zuvnuueva:
- MoTonoinTiko AlanioTeuong ap. 1317-2
- Enionpo Nedio Eappoyng Tng AlanioTeuong

E.ZY.A.
A-TIEOS






EOviko Xvotnpo AloricTenon|c

S\D

MIZTOMOTHTIKO AIAMIZTEYTIHE
Ap. 1317-2

To EOviko Xdotnpa Awmicteveng (E.ZY.A), og o appédiog eBvikig gopiac,
copgova pe to Nopo 3066/2002 kon to Népo 4109/2013

ATIAIIIETEYEI

TO

Khvikd Epyactpio

™ms
STARTBIO MOLECULAR DIAGNOSTICS AND
BIOTECHNOLOGY SERVICES
TAIQTIKO AIATNQXETIKO EPTAXTHPIO MONOIIPOXQIIH
I.K.E.

otV ABnva, Attikng

@¢ KAV, cOpemva pe Tig anartijselrg Tov Hpotomov EAOT EN 1SO 15189:2022 kar ta Kpurpuo
tov E.XY.A., va gkTEAMOUV doKéc, 6mag kabopilovrar ota cuvnupuévae Exionpa Medie E@appoyic,
ta onoio givan Svvato va Tpomonorovvral pe aro@doels Tov E.XY.A,

H apyua) dwricteven yopnyidnke tnv 19" OkrwPpiov 2022. To rapéy IlictomoTiké 16)0eL
néypr v 18" OkrwPpiov 2026, v Tov 6po THG GVVEXODG CUPUGPEOGNG TOV SLATIGTEVUEVOL
Qopéa mpog to avarépm Ilpétomo ko ta Kpirijpre tov E.ZY.A, e :‘ S

Afiva, 31" Avyodetov 2025
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To EXY.A. éyet vroypdyer ) Zopgavio Apofaios Avayvdpions e Evponaixis Zovepyaoiag yia tn Awaniotevon
(EA) yia tig Spaatplotreg mov KOAGITOVTOL G0 TO TAPOV TLOTOTOUTIKG.






Hellenic Accreditation System

S\D

ACCREDITATION CERTIFICATE
No. 1317-2

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
STARTBIO MOLECULAR DIAGNOSTICS AND
BIOTECHNOLOGY SERVICES IAIQTIKO AIATNQXTIKO
EPTAXTHPIO MONOITPOXQIIH I.K.E

in Athens, Attica, 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 19 October 2022. This Certificate is valid until the 18" of

October 2026, provided that the accredited body will comply with:the-above Standard and the
ESYD Criteria. LA A

th - - / =3 \\‘%, h:-';
Athens, 31" July 2025 ; _,*;-J : ,‘ﬁ.\ \\\\
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ESYD is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for the activities
covered by this certificate.







EOviko Xvotnpo Avomicteveng

Mapdptnua G1/3 tou MaototroinTikou Ap. 1317-2

EIIIXHMO ITEAIO E@APMOI'HXE ™c ATAHIXTEYXHX

T00

KAwikov Epyaoctnpiov

me

STARTBIO MOLECULAR DIAGNOSTICS AND

BIOTECHNOLOGY SERVICES IAIQTIKO ATIAI'NQXTIKO
EPT'AXTHPIO MONOITPOXQIIH LK.E

Yhwé /
[Ipoidvra - > ; . Eopappolopeveg pébodot / Xpnoipomotovpeveg
N Tomo Soxudv / Metpobpeveg drotneg e
o€ oKL

Avocoympuceg AoKipég

1. Opég aipatog

IMocotudg Tpocdropiopdg g ediknc
avocooeapivig IgE v éieyyo
AAAEPYIOYOV®Y COLO®VO, IE TOV 15YDOVIO.
kardroyo TG ThermoFischer Scientific

Maparibevror wivakog pe to
alrepyloyova*

ImmunoCAP Specific IgE, PHADIA 250*

Kazdroyog Meb6dwv Eetdcemv
Aldrepyroyévev E.530-1 /"Exdoon 1/ 20-04-
2022

2. Opdg aiparog

[Tocotucdg TPocdOPIGUAG THE TPLTTACTS
opov

ImmunoCAP Tpurtdon opod, PHADIA 250*

Kardroyog Meb66wv Efetdoemv
Alkepyroyévov E.530-1 /'Exdoon 1 /20-04-
2022

3. Opog aipatog

Iocotucdg mpocdopiopds pétpnong 300
eWwav airepyroyovev IgE (SIgE).

[Napatibevrol wivakag pe to
aAAEPYIOYOVOF ¥ *

Allergy Explorer 2 (Alex 2) teot (MADX), e
ypfon tov okavep ImageXplorer (MADX)

To exyoAiicpata aAlepyloyovVOV KoL 0. LOPLOKE
aAlepyloyova, To onoio GuVIEOVTOL pE
VOVOCONOTIOW, EVOTOTIOEVTAL [LE GUGTNUUTIKO
TpOTO OE I 6TEPEA PAoT oynuatifovrag pa
JOKPOGKOTIKY) GLGTOLYIN

0.520-5"Exdoon 1, 01-09-2023, 0.410-9,
Exdoon 1, 01-06-2023 '

Zed 1l ané 2

Hoapdptnpo G1/3 Tov [Motonoutikod EXYA Ap.1317-2

31.07.2025




Yhwd /

ITpoidvra . . . : Egpappolopeveg pébodot / Xpnonomotoveveg
R Tomor Soxiudv / Merpodueveg 1810tmteg e
o€ SoKIUT
Kvrtrapoperpia Pong
1. Olwo aipo. | Teot Evepyomoinong Baceopidmv pe Xpnon tov kit Flow Cast (BUHLMANN) ko
(EDTA) KOTTOPOUETPia PONG, YPNOT SEKTOV wutTopopetpnti} CE-IVD OMNICYT

CCR3 «ai CD69 yw, dtéyveon tomov 1 (CYTOGNOS)
(Gpeoov) AAAEPYIKOV OVTIOPACEDY

0.520-6 Exdoon 1, 01-09-2023,
0.410-8, Exdoon 1, 01-06-2023

*H avapopd e eumopixis ovouosiog tov avolvti/kit mapanéumel oe ovykekpuévy avelvtikh uéBodo koi avdl.oyo mpwtdkoido gpyadios
**[Tivaxog AAepyroyévav
***[Tivaxag AMepyoyovav yia ALEX2 test

Toémog aroddynong: Movipeg eykataotdsslg spyastipiov, @edunidov 23, AGijva
E£ovcodotnpévol vrehbuvor vroypapns: Ayyeidxng Eppavooiid, Taxa Ztvolavi.

To INapdv Iedio Aamiotevong ovikadioTd To avtiotowyo nponyovuevo pe nuepounvia 03.04.2024.
To ITwtomoutikd Awrictevong pe Ap. 1317-2, kard EAOT EN ISO 15189:2022, woyder péypr tnv 18.10.2026.

Abnva, 31" Toviiov 2025

ZeL2 and 2 IMopdaptnpe G1/3 tov Miotoromtikod EXYA Ap.1317-2 31.07.2025



Hellenic Accreditation System

Annex G1/3 to the Certificate No. 1317-2

SCOPE of ACCREDITATION
of the

Clinical Laboratory
of

STARTBIO MOLECULAR DIAGNOSTICS AND BIOTECHNOLOGY
SERVICES IAIQTIKO AIATNQXTIKO EPT'AXTHPIO
MONOIPOXQIIH I.K.E

Applied Standards / Techniques to be
used

Immunochemical testing

Tested materials / products | Types of test / Properties to be measured

|
1. Blood Serum Quantitative measurement of allergen-  ImmunoCAP Specific IgE, PHADIA
| specific IgE for testing allergens according | 250%
to :che ?urrent list of ThermoFischer List of Methods ‘
Scientific

Table of allergens is listed ** E.530-1/ version 1/ 20-04-2022

2. Blood Serum Quantitative measurement of Tryptase E.570-1/ Version 1/ 6-7-2020
| ImmunoCAP Specific IgE, PHADIA
250%

List of Methods '
| E.530-1/ version 1/20-04-2022 ‘

|

3. Blood Serum | Quantitative measurement of 300 specific  Allergy Explorer 2 (Alex 2) teot ‘

| IgE (sIgE). Allergens extracts and (MADx)
molecular allergens, which are coupled to

| nanoparticles, are deposited in a systematic |
fashion onto a solid phase forming a
macroscopic array

Using scanner ImageXplorer (MADx)

0.520-5 version 1, 01-09-2023, 0.410-
9, version 1, 01-06-2023

| Table of allergens is listed ***

Cytology

Page 1 of 2 Annex G1/3 to the Certificate ESYD No. 1317-2 31.07.2025



Applied Standards / Techniques to be

Tested materials / products | Types of test / Properties to be measured s

1. Whole blood (EDTA) |Basophil Activation Test using flow|Usinf Flow Cast (BUHLMANN) kit and
cytometry, markers: CCR3 and CD69 for|cytometer: CE-IVD OMNICYT
type I (direct) allergy diagnosis (CYTOGNOS)

0.520-6 version 1, 01-09-2023, 0.410-
8, version 1, 01-06-2023

*Reference to the commercial name of a specific analyzer/kit, refers to a specific analytical method and protocol
** Table of allergens

**% Table of allergens ALEX2 test

Site of assessment: Laboratory permanent premises: 23 Fidippidou str., GR-115 27, Athens, Greece.
Approved signatures: Angelakis Emmanouil, Taka Styliani.

This scope of Accreditation replaces the previous one dated 03.04.2024.
The Accreditation Certificate No. 1317-2, according to EAOT EN ISO 15189:2022, is valid until 18.10.2026.

Athens, 31 July 2025 LA SR
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