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Annex G1/Α13 to the Certificate No. 662-8
SCOPE of ACCREDITATION

of the

Clinical Laboratory

of the

PRIVATE COOPERATIVE DIAGNOSTIC LABORATORIES MEDISYN MEDICAL S.A.-
THESSALONIKH BRANCH

	Materials/Products tested
	Types of test/Properties measured
	Applied methods/Techniques used

	Immunochemical Tests

	Blood Serum 
Blood Serum 

(continued)
	Determination of 28 parameters
	Automated immunology analyzers Centaur SIEMENS * Δ.550, Ε.550-1, Ε550-2

	
	1. β-Human Chorionic Gonadotropine

  (β-HCG)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 00643953

	
	2.Progesterone (PRG)
	Chemiluminescence (CLIA) (competitive) Ref. 01586287

	
	3. Estradiol (E2)
	Chemiluminescence (CLIA) (competitive) Ref. 10491445


	
	4. Carcinoembryonic Antigen (CEA)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 09788458

	
	5. Cancer Antigen 19-9 (CA 19-9)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 10491244

	
	6. Cancer Antigen 15-3 (CA 15-3)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 00128609

	
	7. Cancer Antigen 125 (CA 125)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 01678114

	
	8. α-Fetoprotein (AFP)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 03305838

	
	9. Prostate Specific Antigen (PSA)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 02676506

	
	10. Free Prostate Specific Antigen (FPSA)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 06862518

	
	11. Ratio: FPSA/ PSA
	Calculated from: FPSA and PSA 

	
	12. Ferritin
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 00495776

	
	13.Vitamin B12
	Chemiluminescence (CLIA) (competitive) Ref. 09544818

	
	14. Folate
	Chemiluminescence (CLIA) (competitive) Ref. 06891541

	
	15. Follicle Stimulating Hormone (FSH)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 01360521

	
	16. Luteinizing Hormone (LH)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 02212941

	
	17. Prolactin (PRL)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 09505871

	
	18. Thyroid-stimulating hormone  (TSH)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 06491080

	
	19.Total Thyroxine (TT4)
	Chemiluminescence (CLIA) (competitive) Ref. 09236439

	
	20. Total Triidothyronine (TT3)
	Chemiluminescence (CLIA) (competitive) Ref. 04779663

	
	21. Free Thyroxine (FT4)
	Chemiluminescence (CLIA) (competitive) Ref. 06490106

	
	22. Free Triidothyronine (FT3)
	Chemiluminescence (CLIA) (competitive) Ref. 03154228

	
	23.Anti-thyroglobulin antibodies (anti-TG)
	Chemiluminescence (CLIA) (Competitive) Ref. 10492399

	
	24. Anti-thyroid peroxidase antibodies (anti-TPO)
	Chemiluminescence (CLIA) (Competitive) Ref. 10630887

	
	25. 25-ΟΗ Vitamin D
	Chemiluminescence (CLIA) (competitive) Ref. 10699533

	
	26. Testosterone Total (TT)
	Chemiluminescence (CLIA) (competitive) Ref. 10696863

	Blood serum or blood plasma (EDTA) 
	27. Intact Parathyroid Hormone (iPTH)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 10699155

	
	28 Homocystein Total
	Chemiluminescence (CLIA) (competitive) Ref. 05370300

	Blood Serum
	Determination of 1 parameter
	AP16IF PLUS / Immunofluorescence microscopy

	
	Antinuclear antibodies (ANA)
	Indirect Immunofluorescence (IFA) REF:FA3403

	Blood Serum
	Detection of 9 antibodies 
	Automated immunochemical analyzer Abbott ARCHITECTi2000sr * Δ.550, Ε.550-1, Ε550-2

	
	1. Cytomegalovirus IgG antibodies (CMV IgG)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref.B6C15G

	
	2. Cytomegalovirus IgM antibodies (CMV IgM)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref.B6C16G

	
	3. Toxoplasma IgG antibodies (TOXO IgG)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref.B6C19G 

	
	4. Toxoplasma IgM antibodies (TOXO IgM)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref.B6C20G 

	
	5. Rubella virus IgG antibodies (Rubella IgG)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref.B6C1HG

	
	6. Rubella virus IgM antibodies (Rubella IgM) 
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref.B6C18G

	
	7. Hepatitis B virus surface antigen (HBsAg)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref. 2G22-35

	
	8. Hepatitis C IgG antibodies (Anti-HCV)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref. 6C37-38

	
	9. Hepatitis B virus surface antibodies (HBsAb)
	Chemiluminescent microparticle immunoassay (CMIA) (non-competitive) Ref. 7C1839

	Blood Serum
	Determination of 1 parameter
	Automated immunochemical analyzer IMMULITE 2000 SIEMENS* Δ.550, Ε.550-1, Ε550-2

	
	1. Calcitonin (CT)
	Chemiluminescence (CLIA) (non-competitive) Ref. L2KCL-2

	Blood Serum 


	Determination of 8 specific proteins
	Automated biochemistry analyzers Siemens Advia 1800* Δ.550, Ε.550-1, Ε550-2

	
	1. Complement C3
	Immunoturbidimetry (ITA) Ref.3060444

	
	2. Complement C4
	Immunoturbidimetry (ITA) Ref.3060770

	
	3. Antistreptolysine Ο (ASTO)
	Immunoturbidimetry (ITA) Ref.3055483

	
	4.Reumatoid Factor (RF) - quantitative
	Immunoturbidimetry (ITA) Ref.655137

	
	5.C Reactive Protein (CRP) - quantitative 


	Immunoturbidimetry (ITA) Ref.829585

	
	6. Immunoglobulin A (IgA)
	Immunoturbidimetry (ITA) Ref.2194102

	
	7. Immunoglobulin G (IgG)
	Immunoturbidimetry (ITA) Ref.2193432

	
	8. Immunoglobulin M (IgM)
	Immunoturbidimetry (ITA) Ref.2193483

	
	Determination of 1 specific protein
	Automated immunology analyzers Centaur SIEMENS * Δ.550, Ε.550-1, Ε550-2

	
	1. Immunoglobulin Ε (IgE)
	Chemiluminescence (CLIA) (non-competitive sandwich) Ref. 03359776



	Biochemical Tests

	Blood Serum 
Blood Serum (continued)

	Determination of 35 parameters
	Automated Biochemistry analyzers Siemens ADVIA 1800* Δ.550, Ε.550-1, Ε550-2

	
	1.Total Cholesterol(TC)
	Enzymatic - Colorimetric (CHOD-PAP) Ref.10376501

	
	2. HDL Cholesterol (HDL-C)
	Enzymatic - Colorimetric (PEG) Ref.6521559

	
	3. Triglycerides (TGs)
	Enzymatic - Colorimetric (GPO-PAP) Ref.10335892


	
	4. VLDL Cholesterol (VLDL-C)
	Calculated from TRIG (Enzymatic - Colorimetric)

	
	5. Atherogenic index ((TC)/ (HDL-C))
	Calculated from: TC, HDL-C

	
	6.Non-HDL-C 
	Calculated from: TC, HDL-C

	
	7. Total Lipids
	Calculated from CHOL and TRIG (Enzymatic - Colorimetric)

	
	8. Phospholipids
	Calculated from CHOL (Enzymatic - Colorimetric)

	
	9. Iron (Fe)
	Colorimetric (Ferrozine) Ref.10377510

	
	10.  Albumin (ALB)
	Colorimetric (BCP) Ref. 10711840

	
	11. Total Proteins (TP)
	Colorimetric (Biuret) Ref.1803350

	
	12.Total globin (SF)
	Calculated from: TP, ALB

	
	13. Albumin/Globin ratio
	Calculated from: ALB, SF

	
	14. Calcium Total (Ca)
	Colorimetric (OCPC) Ref. 7506552

	
	15. Magnesium (Mg)
	Colorimetric (Xylidyl blue) Ref. 02271328

	
	16. Phosphate (P)
	Colorimetric (Phosphomolybdate) Ref. 3056927

	
	17. Glucose(GLU)
	Enzymatic - Colorimetric (GOD-PAP) Ref. 10492319

	
	18. Creatinine (CREA )
	Enzymatic - Colorimetric (Jaffe) Ref. 3039070

	
	19.Urea 
	Enzymatic - Kinetic -Colorimetric (Urease) Ref. 3040257

	
	20. Serum osmolality
	Calculated from: GLU, Na, UREA

	
	21.Nitrogen serum
	Calculated from: UREA

	
	22. Uric Acid (UA)
	Enzymatic - Colorimetric (Uricase-Peroxidase) Ref. 03051305

	
	23. Aspartate Aminotransferase 

      (AST/SGOT)
	Colorimetric (IFCC**) Ref. 3039631

	
	24. Alanine Aminotransferase (ALT/SGPT)
	Colorimetric (IFCC**) Ref. 03036926

	
	25. Gamma-Glutamyl transferase (γGT)
	Enzymatic - Colorimetric (γ-Glutamyl-3-carboxyl-4nitroanilide) Ref. 2011954

	
	26. Lactate Dehydrogenase (LDH)
	Enzymatic - Colorimetric (P - L) (DGKC***) Ref. 3030863

	
	27. Alkaline Phosphatase (ALP)
	Colorimetric (IFCC**) Ref. 10916067

	
	28. Creatine Kinase (CK/CPK)
	Enzymatic - Colorimetric (IFCC**) Ref. 10729780

	
	29. Total Bilirubin (TBIL)
	Colorimetric (DPD) Ref. 2188064

	
	30. Amylase (AMY)
	Enzymatic - Colorimetric (IFCC**) (G7-PNP) Ref. 3031177

	
	31. LpA
	Immunoturbidimetry (ITA) Ref.4862528

	
	32. Potassium (K)
	Ion Selective Electrode (ISE) Ref. 6135445

	
	33. Sodium (Na)
	Ion Selective Electrode (ISE) Ref. 3092699

	Urine
	34. Urine Microalbumin
	Polyethylene glycol (PEG) enhanced immunoturbidimetric ref 03051194

	
	35. Urine Total Protein
	Colorimetric REF:11319151

	Hematological Tests

	Whole blood (EDTA)

	Determination of 10 parameters
	Automated haematological analyzers ADVIA 2120i, SIEMENS* Δ.550, Ε.550-1, Ε550-2

	
	1. Haemoglobin (HBG)
	Photometric Refs: T01-3623-01 / 8008297

	
	2. Red blood cells (RBC)
	Flow cytometry Refs: T01-3623-01 / 8008297

	
	3. Mean corpuscular volume (MCV)
	Flow cytometry Refs: T01-3623-01 / 8008297

	
	4. White blood cells (WBC)
	Flow cytometry Refs: T01-3623-01 / 8008297

	
	5. Platelets (PLTs)
	Flow cytometry Refs: T01-3623-01 / 8008297

	
	6. Haematocrit (HCT)
	Calculated: % = RBC x MCV/10

	
	7. Mean corpuscular haemoglobin (MCH)  
	Calculated: HBG / RBC

	
	8. Mean cell haemoglobin concentration (MCHC)
	Calculated: (HBG / RBC) x MCV

	
	9. Red blood cell distribution width (RDW) 
	Flow cytometry Refs: T01-3623-01 / 8008297

	
	10. Mean platelet volume (MPV)
	Flow cytometry Refs: T01-3623-01 / 8008297

	
	Determination of 1 parameter
	High performance liquid chromatography (HPLC) analyzers G8, TOSOH Biosciences* Δ.550, Ε.550-1, Ε550-2

	
	1. Glycated Haemoglobin A1C (HbA1C) 
	Ion-exchange high performance liquid chromatography (HPLC) Refs:

021849-1

021850-1

021851-1

18431L-1

021848

	Blood Coagulation Tests

	Blood plasma (citrate)
	Determination of 3 parameters
	Automated Coagulation Analyzer Sysmex CS5100 * Δ.550, Ε.550-1, Ε550-2

	
	1. D-Dimer
	Immunoturbidimetric assay Ref. OPBP 07

	
	2. Activated partial prothrombin time (APPT)
	Clot detection Ref. OQGS29

	
	3. Fibrinogen activity (FIB)
	Clot detection Ref. B4233-27

	Molecular diagnosis Tests

	Nasopharyngeal, nasal, pharyngeal and / or oral sample, sputum, bronchoalveolar lavage.
	Determination of 1 parameter
	Extraction:Thermo Scientific™ KingFisher™ Flex 

Amplification: QuantStudio 5

* Δ.550, Ε.550-1, Ε550-2

	
	1. Detection of RNA of SARS-CoV-2 virus / Qualitative
	TaqPath™ COVID-19 Combo Kit Thermo Fisher Scientific Inc. CE-IVD Method


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

**IFCC: International Federation of Clinical Chemistry

***DGKC: Deutsche Geselschaft fur Klinische Chemie

Site of assessement : Permanent Laboratory premises, 42, 26th October str., 54627, Thessaloniki, Greece.
Approved signatories: Ch. Dinas, S. Vytiniotis, A. Nalbanti.
This scope of Accreditation replaces the previous one dated 04.03.2022.

The Accreditation Certificate No. 662-8, to ELOT EN ISO 15189:2012, is valid until 21.03.2026.
Athens, August 01, 2022

                                                                                                                   Christos Nestoras
                                                                                                               CEO of ESYD
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