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Hellenic Accreditation System

ACCREDITATION CERTIFICATE
No. 1148-1

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

ACCREDITS

the

CENTRAL DIAGNOSTIC LABORATORY
of
I HEALTH UNIT OF ATTICA

in Athens, 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.

The initial assessment was issued on 19.11.2018, This Certificate renews the s

Standard and the ESYD Criteria.

Athens, 18.11.22

/ Christos Nestaty
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Mapdprnua G1/6 Tou MioToTromTikou Ap. 1148-1

EINIEHMO ITEAIO EGAPMOTI'HX tng AIAIIIETEYZHE

o0

KENTPIKOY AIAI'NQETIKOY EPTAXTHPIOY

me

1" YTEIONOMIKHE MEPI®EPEIAL ATTIKHYE

Y A/ TTpoiovto,
vroPulddpeva oe Sowyu

TOmot docyav / Metpodpeveg
oTTeg

Egoppolopeveg pédodov
Xpnotponotodpeves texvikés

Buoynuueég Aokipég

Opobg Aiporog Iposdiopropdc 29 rupopétpoy Avtoparor Avedvtég Cobas 6000,

Cobas 501 A4 & A8, Roche*
E.540-1, éxdoon -3, 1/11/2022

1. AkPoupivn (ALB) AvoooBoAOGIHETPIKY)

2. Alkoduc poopotdon (ALP) XpwpoTopetpuc

3. Apwotpavopepdon g ahaviviig | Apwotpavogepdon Tig shaviviig

(ALT) watd, IFCC ywplg evepyomoinon pe

pwogopucn) rupdo&din

4. Apokdon (AMY) EvQupuict} ypopatopetpuc katd [FCC

5. ACTUPTIKY) CHVOTPUVOPEPGOY Xwpig evepyomoinon e GOOPOPIKT

(AST) mup1do&dAn g IFCC

6. Acféotio (ACA) DoToperpuc

7. Xoinotepdin ohkn (CHOL) EvQupuc) ypopatopetpuci

8. Kpeutworwdon (CPK) E&étaon vrepiddoug emtie

9. Kpeatwivy (CREA) Kwmnruc ypopotopetpuc aviiven
Jaffe

10. Apeon yohepuvOpivy (DBIL) Xpopatoperpud) pébodog dwlmvion

1. Olueiy xohepoBpivy (TBIL) Xpoparopetpixn pébodog Sralwviov

[2. "Eppeon yorepuOpivn (IBIL) Yroloyotiki

Zeh | und 5 Hopépmpa G175 rov Thororomrikod EEYA Ap. 1148-1 18.11.2022




Y hucd/TIpoidvre,

vroforlojeve oe dokyn

Tomor doxipdyv / Metpodpeveg
10T TEG

Egappolopeveg pébodor/
XPNOLOTOIODEVEG TEYVIKEG

Opdc Afpatog 13. Zidnpog (FE) XpOUETOPETPIKN
(ouvéxeln)
14, Mowkoln (GLU) EvCupu) pébodog avapopdg pie
sfoxvaon
15. Kdhwo (K) lovroenihextied nhextpodo (ISE)
[6. Ndtpo (NA) lovtogmhektikd niextpddo (ISE)
17. Xidpo (CL) lovtoemhextikd niektpodio (ISE)
18. lohoktua) apudpoyovaon) Avdivon vepLdovg GpuTog
(LDH)
19. Xoknotepdin-LDL (LDL) Opotoyevng evoupKs) 4po [LETORETPIKN
20. Xoinotepd)-LDL (LDL) YmoAoylotikh
21. Xoknotepoin-HDL (HDL) Opotoyeviig evEuLLc ¥POILGTOUETPIKY)
22. Muyviiow (MG) MéBodog e ¥popaTopETPUCO TEAIKO
oneio
23. Paogopog (PHOS) MoAvfdawvucd UV
24, Olwd Agvkdpara (TP) XpoUaTOHETpUK
25. Tpwyhokepidu (TRIG) Evlupua) ypoparopetptin
26. Ovpucd o&d (UA) EvQupua) ypopatopetpki
27. Ovpia (UREA) Kwntueni
28. M-yhovtupvdoTpovepepdon EvCopiuc ypwpLotopetpuc)
(GGT)
29, Cavriwpaoa npeteivy (CRP) AvocobolootleTpuic)
Avoooynpikés Aorcipég
Opdg Aiportog [poodropiopig 2 rupupéTpov Avtéparor Avosoynpucoi Avelotig

Cobas 6000, Cobas 601 A5, A6 &
A7, Roche*

E.540-1, éxdoon 3, 1/11/2022

|. Brropivi) B12 (B12)

Hiektpoynueopmtovyste “ECLIA”

2. ©epprrivn (FERR)

Hiexrpoynueopontodyew “ECLIAY

Opodg Alpatog

IIposdropopig 1 mupapérpov

Avtopator Avosoypioi Aveduteg
Cobas 6000, Cobas 601 A6 & A7,
Roche*

E.540-1, édoon 3, 1/11/2022

1. 25-OH Brrapivny D (VITD)

Haextpoynpsopotabyews “ECLIA™

Opdg Aiporog

[pocdropropdc 4 napopétpoy

Avtoparog Avoooynpiios
Avaivtijg Cobas 6000, Cobas 601
AS, Roche*

E.540-1, éxdoon 3, 1/11/2022

2eA 2 ond 5

Mopépmpe GI/5 tov Thotoromrikod EXYA Ap.

1148-1 18.11.2022




Y hucd/TIpotovro,

vrofulhOpeve oe doKiw)

Tomot dorcypdv / Metpoijieveg
0TI TEG

Egoppolopeveg pédodor
XpnoyLomotodpeves TeXVIKES

I, Poikicd OLH (FOLATE)

Hiextpoynpeopontadye “ECLIA”

2. Avotpoliavd Aviyovo (HBSAG)

Hiextpoynpeopotaiye “ECLIA”

3. AVTIoO[oTo, EVOVTL TOL U TI|G

Hratitdog C (ANTI-HCV)

Hiextpoynpeopotadysie “ECLIAY

4. Avtiyovo wd HIV 1 ko

Avtishpare. évovet oy iy HIV |
wod HIV 1T (HIV AG/AB)

Hiextpoynpeopowtadyei “ECLIA™

Opdg Afjlatog [posdiopiopog 4 rapepéTpov Avtoparog Avosoynkdg
Avaedvtiig Cobas 6000, Cobas 601
A7, Roche*
E.540-1, éxdoon 3, 1/11/2022
1. Qupeoocpuipivn (TG) Hhiextpoynuetopotuiysia “ECLIA”
2, TapoBoppdvy (PTH) Hiexrpoynpeopmtadyein “ECLIA™
3. Xopu) Novadotponivn +B HAextpoynpetopotaiyew “ECLIA™
Ymopovada (hCG)
4. Avooocpaipivi) E (1gE) Hiextpoynpeopmtaiysio, “ECLIAY
Opog Alpatog Hpocdopropig 14 nupoepérpoy Avtoparog Avadlvtiic Cobas 6000,

Cobas 601 A6, Roche*
E.540-1, édoon -3, 1/11/2022

. Kapiwvued Averyovo 125 (CA 125)

Hiextpoynpeopotadye “ECLIA”

Koprwvicd Avtiydvo 15-3 (CA 15-
3)

Hiextpoynpeopmtadyen “ECLIA”

Kopkwvikd Avtiydvo 19-9 (CA
19-9)

Hiextpoynpeopmradyein “ECLIA”

Kapkwiepfpolicd Avriyovo
(CEA)

Hiekrpoynueopotodye “ECLIA”

OMko Ipootatikd Aviryovo
(PSA)

Hextpoynpeopotadysie “ECLIA”Y

(FSH)

6. EkevOepo lpootutied Avriyovo | Hiextpoynpeopotadyeia “ECLIAY
(FPSA)
7. Aoyog FPSA/TPSA (PSA Hhiextpoynpeopmtadysw “ECLIA”
RATIO)
8. A-Qgrompwrteivn (AFP) Hlextpoynuewpwieiyer “ECLIAY
9.  Owrtpudohn (E2) Hiexrpoynpeopmtanyeiw “ECLIA™
10. Qobviaktotpdmog Opuavn Hiekrpognpetopotadyer “ECLIA”

Teotootepdv (TESTO)

HAextpoynpeopontaiysin “ECLIA”

12, Qypwotponog Oppdvn (LH) Hiextpoynpeopotadysr “ECLIA”
13. Ilpoyeotepdvn (PRG) Hiextpoynpetopotadyein “ECLIA”
14, [lpokaxtivy (PRL) HAexkrpoynpeopwradysw “ECLIA”

Opdg Alpotog

IMpocdioprapds 7 nepapétpov

Avtoparog Avedlutiig Architect
2000, Abbott*

Led 3 and §

MNapépmpa G1/5 tov Meroromticod EEYA Ap.

1148-1 18.11.2022




Y Auca/Ipoidvta,
vroPorropeve, og Sokuylr

Tomot Soxyuby / Metpolpieveg
0101TEG

Egpuppolopeveg pebodor/
XP1OUYLOTOI0VLEVES TEYVIKEG

E.540-1, éxdoon 3, 1/11/2022

I. Tpumdobupovivn (13)

Xnuetopotodysw “CMIA™

2. Oupo&ivn (T4)

Xnpewgotodysw “CMIA”

3. ®upsotponivy (TSH)

Xnuewpotovyew. “CMIA”

4. EdedBepn TpumdoOupovivy (FT3)

Xnpeopotadyew “CMIA”

5. EkedOgpn Gupoiviy (FT4)

Xnpeweotavyee “CMIA”

6. AVTIOOUOT EVONTL TIG
Oupeoogaipivig (ANTI-TG)

Xnpewgpotavyew “CMIA”

7. AVTIOONOTO EVOVTL TG
Oupeoetduciig Yrepo&erddong (ANTI-

TPO)

Xipewogpotadyew “CMIA”

E&erdoeig Hhextpopdpnong

Opég Aipatog

[posdropiopds S nupupéTpov

Avtopatog Avalutiig
Hlextpogopneng SAS-1/SAS-2,
Helena Biosciences*

E.540-1, éxdoon 3, [/11/2022

1. AAPoopivy Hiextpopdpnan
2. Al-Zguipivy HAexrpopdpnon
3. A2-Zouipivy Hhiektpogpdpnan
4.B-Zgapivy HAexrpopopnon
5.-Zoutpivn H\extpopdpmon

Aotodoyucég Aokipég

OAkd Afpw (EDTA)

Ipocdropiopdg 1 rapupérpov

Xpopatoypupikog avelvtig
CAPILLARYS 3 TERA*

E.540-1, &icdoon3, 1/11/2022

L. TIpocéopiopdg yhukoluAunpévig
atpoopatpivng Ale (HbA )

Yypi Xpopatoypaoio Yyniig
Arnddoong (HPLC)

Kuttaporoyuctg Aokipég

XopPotikd coAmucd ot
TpoynAucd emypicpote

I Kvttopual endpreie delyporos.
Mopgodroyua eéétaon- Adyvmon
veomhuaiog 1) GAANG PAGPNG kot
nepurtépm Tomonoinen cvmig (TEST

PAP)

Xphan xord MNomovicokdov
Mucpoconiii| ektipnen
Ta&vopnon kutd, to cOoTIHG
BETHESDA

A.530, éxdoon 1, 1/4/2018
0.530-2, éxdoon 1, 1/4/2018

*H avapopd e spropniais ovouaoivg tov avelony/kit taparéurer oe ovykepipivy avadotic] pélodo kar ovid.oyo apotdicolio

Gyoaiog

Torog udordynong : Movipeg Eykaruotdosg spyaotypiov: Ashnywdpyn 6, 10437, ADijva.

Yeh 4 ond 5

Hapépmpa G1/5 tov Tetoromricod EEYA Ap, | 148-]

18.11.2022




EEovalodotnuevol venduvor vroypugm)s: I Kunndrov, K. Kaoipday, E. AoyoOéty, E. Mapda, M, Moy,
Y. Ntovpov, E. Nrodvru, N. Muwéong, L. Mordkod, O. Xropoviy, E. TCGwywov, M. Teoyuvripy, X.
Xoviotax, X, Toopnén, K. Atovvtrapel.

To Hapov Hcﬁto Atamoteuong uvtikofioTd o uvucrrouo npouyoupwo pc nuapounvw 06 [1.2022,

Abnvo, 18.11.22

il Xpl']cnog NéoTopug
digvOovarn Loufoviog tov EXY.A,

Zed 5 omd 5 HNopapmpa GI/5 tov Thiotoromricod EXYA Ap. | 148-1 18.11.2022




Hellenic Accreditation System

&SYD

Annex G1/5 to the Certificate No.1148-1
SCOPE of ACCREDITATION

i

of the

CENTRAL DIAGNOSTIC LABORATORY

of

I** HEALTH UNIT OF ATTICA

Tested Materials/
products

Types of Test/Properties to be measured

Applied Standards
Methods/Techniques to be used

Biochemical Tests

Blood Serum

Determination of 29 parameters

Automated Analyzers Cobas
6000, Cobas 501 Ad & A8,
Roche

E.540-1, version3, 1/11/2022

1. Albumin (ALB)

Immunoturbidimetric

2. Alkaline Phosphatase (ALP)

Colorimetric

3. Alanine aminotransferase (SGPT/ALT)
(ALT)

Colorimetric (IFCC**)

4. g-Amylase (AMY)

Enzymatic kinetic colorimetric
method, according to [FCC

5. Aspartate aminotransferase
(SGOT/AST)

Colorimetric (IFCC**)

6. Calcium (CA)

Colorimetric

7. Cholesterol (CHOL)

Enzymatic kinetic

8. Creatine kinase (CPK)

UV method

0, Creatinine (CREA)

Kinetic colorimetric based on the
Jafté method.

10. Bilirubin direct (DBIL)

Colorimetric endpoint
diazomethod,

1'1. Bilirubin total (TBIL)

Colorimetric endpoint
diazomethod.

[2. Bilirubin indirect (1BIL)

Caleulated (from bilirubin total
and direct)

Yeh | amd 5

Mapdpmpe G1/5 tov Motorotikod EXYA Ap. 1 148-1

18.11.2022




Tested Materials/
products

Types of Test/Properties to be measured

Applied Standards
Methods/Techniques to be used

13. Iron (FE)

Colorimetric endpoint method
with FerroZine,

14. Glucose (GLU)

Enzymatic photometric endpoint
reference method (UV) with
hexokinase.

15. Potassium (K)

lon Selective Electrode (ISE)

16. Sodium (NA)

lon Selective Electrode (ISE)

17. Chloride (CL)

lon Selective Electrode (ISE)

18. Lactate Dehydrogenase (LDH)

Kinetic photometric UV assay
according to IFCC.

9. LDL - Cholesterol

Homogeneous enzymatic
colorimetric endpoint method.

20. LDL - Cholesterol

Calculated

21. HDL - Cholesterol

IHomogeneous enzymatic
colorimetric endpoint method.

22. Magnesium (MG)

Calorimetric endpoint method

23. Phosphorus (PHOS)

Complex-metric (Molybdate, UV)

24. Total Protein (TP)

Colorimetric endpoint method

25, Triglycerides (TRIG)

Enzymatic colorimetric

26. Uric acid (UA)

Enzymatic colorimetric

27. Urea (UREA)

Kinetic photometric

28. Gamma-Glutamyltransferase (GGT)

Enzymatic colorimetric

29. C-Reactive Protein (CRP)

Immunoturbidimetric

Immunochemical Tests

Blood Serum

Determination of 2 parameters

Automated Analyzers Cobas
6000, Cobas 601 A5, A6 & A7,
Roche

E.540-1, version 3, 1/11/2022

l. Vitamin B12 (B12)

Elecrtochemiluminescence
“ECLIAY

2. Ferritine (FERR)

Elecrtochemiluminescence
“ECLIAY

Blood Serum

Determination of 1 parameter

Automated Analyzers Cobas
6000, Cobas 601 A6 & A7,
Roche

E.540-1, version -3, [/11/2022

1. 25-OH Vitamin D (VITD)

Elecrtochemiluminescence
“ECLIA"

eA2 umd 5

Mopdpmpe G1/5 tov MMiotomomticod EXYA Ap. 1 148-1 18.11.2022




Tested Materials/
products

Types of Test/Properties to be measured

Applied Standards
Methods/Techniques to be used

Blood Serum

Determination of 4 parameters

Automated Analyzer Cobas
6000, Cobas 601 A5, Roche

E.540-1, version 3, 1/11/2022

I. Folic Acid (FOLATE)

Elecrtochemiluminescence
“ECLIA”

2. Hepatitis B virus surface antigen
(HBSAG)

Elecrtochemiluminescence
“ECLIA”

3. Hepatitis C IgG antibodies (ANTI-HCV)

Elecrtochemiluminescence
“BECLIA”

4, HIV p24 Antigen and Antibodies to
Human Immunodeficiency Virus Type |
and/or Type 2 (HIV AG/AB)

Elecrtochemiluminescence
“ECLIA™

Blood Serum

Determination of 4 parameters

Automated Analyzer Cobas
6000, Cobas 601 A7, Roche

E.540-1, version -3, 1/11/2022

I. Thyroglogulin (TG)

Elecrtochemiluminescence
“ECLIA”

2. Parathyroid Hormone (PTH)

Elecrtochemiluminescence
“ECLIA”

3. Chorionic Gonadotropin+t beta subunit
(hCG+p)

Elecrtochemiluminescence
“ECLIA™

4, Immunoglobulin E (IgE)

Elecrtochemiluminescence
“ECLIA”

Blood Serum

Determination of 14 parameters

Automated Analyzer Cobas
6000, Cobas 601 A6, Roche

E.540-1, version-3, 1/11/2022

I Cancer Antigen 125 (CA 125)

Elecrtochemiluminescence
“ECLIA”

2. Cancer Antigen 15-3 (CA 15-3)

Elecrtochemiluminescence
“ECLIA”

3. Cancer Antigen 19-9 (CA 19-9)

Elecrtochemiluminescence
“ECLIA”

4. Carcinoembrionic antigen (CEA)

Elecrtochemiluminescence
“ECLIA™

5. Prostatic Antigen (PSA)

Elecrtochemiluminescence
“ECLIA”

6. Free Prostate Specific Antigen (FPSA)

Elecrtochemiluminescence
“ECLIA”

7. Ratio FPSA/TPSA (PSA RATIO)

Elecrtochemiluminescence
“ECLIA™

8.  A-fetoprotein (AFP)

Elecrtochemiluminescence
(13 ECL[A'H

9. Estradiol (E2)

Elecrtochemiluminescence
“ECLIA”

ek 3 and 5

Napéprype G1/5 tov Miotoromrikod EXYA Ap.1148-1

18.11.20

35
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Tested Materials/
products

Types of Test/Properties to be measured

Applied Standards
Methods/Techniques to be used

10. Follicle Stimulating Hormone (FSH)

Elecrtochemiluminescence
“ECLIA”

11. Testosterone (TESTO)

Elecrtochemiluminescence
“ECLIA”

12. Progesterone (PRG)

Elecrtochemiluminescence
“ECLIA”

13. Luteinizing Hormone (LIT)

Llecrtochemiluminescence

“ECLIA™

14. Prolactin (PRL)

Elecrtochemiluminescence
“ECLIA”

Blood Serum

Determination of 7 parameters

Automated Analyzer Architect
2000, Abbott

E.540-1, version 3, 1/11/2022

I. Triiodothyronine (T3)

Chemiluminescent Micropatticle
Immunoassay (CMIA)

2. Thyroxine (T4)

Chemiluminescent Microparticle
Immunoassay (CMIA)

3. Thyrotropin (TSH)

Chemiluminescent Microparticle
Immunoassay (CMIA)

4. Free Triiodothyronine (FT3)

Chemiluminescent Microparticle
Immunoassay (CMIA)

5. Free Thyroxine (I'T4)

Chemiluminescent Microparticle
Immunoassay (CMIA)

6. Anti-thyroglobulin antibodies (ANTI-
TG)

Chemiluminescent Microparticle
Immunoassay (CMIA)

7. Anti-thyroid peroxidase antibodies

(ANTI-TPO)

Chemiluminescent Microparticle
Immunoassay (CMIA)

Electrophoresis tests

Blood Serum

Determination of 5 parameters

Automated Analyzer SAS-
1/SAS-2, Helena Biosciences

E.540-1, version -3, 1/11/2022

I. Alboumin Electrophoresis
2. Al-globulin Electrophoresis
3. A2-globulin Electrophoresis
4. B-globulin Electrophoresis
5. G-globulin Electrophoresis

Haematological Tests

Whole Blood (EDTA)

Determination of 1 parameter

High performance liquid
chromatography (HPLC)
Analyser CAPILLARYS 3 TERA

Yehd umd 5

Mepdpmpa G1/5 tov Thotoromtikon EXYA Ap.1148-1

18.11.2022




Tested Materials/ Types of Test/Propetties to be measured Applied Standards

products Methods/Techniques to be used

E.540-1, version 3, 1/11/2022

Glycated hemoglobin (HbA ) lon-exchange high performance
liquid chromatography (HPLC)

Cytopathology Tests

Conventional cervico- Sample adequacy. Cytomorphologic I. Papanicolaou Stain
vaginal smears evaluali(?n. Detection and ty'ping ol“ 3 Microscopizevaliation
neoplastic or other pathologic entities
(TEST PAP) 3. According to established
classification system
BETHESDA

A.530, version 1, 1/4/2018
0.530-2, version 1, 1/4/2018

*The use of the analyser's brand name refers to a specific analytical method and the corresponding experimenial protocol

Site of assessment: Permanent laboratory premises: Deligiorgi 6, 10437, Athens, Greece.

Approved signatories: Ch.Chaniotaki, G.Kappatou, A.Kasimati, E.Logotheti, E.Marda, M,Mitsi, N.
Ntoumou, E.Ntounta, N.Painesis, I.Paplou, O.Stamouli, M. Tsafou, M.Tsochantari, E.Tjiogiou, Ch.
Toumpeki, C. Atudorei -

This scope of Accreditation replaces the previous one dated 06.11.2022.
The Accreditation Certificate No. 1148, koté. EAOT EN 1SO 15189:20| 2, is valid until 18

Athens, 18.11.22

Christos Nestoras
CEQ of ESYD

el 5 amo 5 Hapapmpa G1/5 rov Metoromtikod EEYA Ap.1148-1 18.11.2022




