TORKAK| TURKISH ACCREDITATION AGENCY

ACCREDITATION CERTIFICATE

As a Medical Testing Laboratory

DUZEN BiYOLOJIK BILIMLER ARASTIRMA GELISTIRME VE URETIM ANONIM SIRKETI
Central Address: REMZI OGUZ ARIK MAH. TUNUS CAD. NO:95 CANKAYA Ankara / Tiirkiye

*The list of the branches operating under the same accreditation depending on the central address and the scope of these branches are
given in the annexes.

is accredited in accordance with TS EN ISO 15189:2013 standard within the scope given in Annex following the
assessment conducted by TURKAK.

Accreditation Number : AB-0002-TL

Accreditation Date : 18.04.2011

Revision Date / Number : 14.04.2023 / 13

This certificate shall remain in force until 08.12.2023, subject to continuing compliance with the standard TS EN I1ISO 15189:2013,
related regulations and requirements.

Gullden Banu Miderrisoglu
Secretary General

Turkish Accreditation Agency (TURKAK) is a signatory to the European co-operation for Accreditation (EA) Multilateral Agreement (MLA) and International Laboratory
Accreditation Cooperation (ILAC) Mutual Recognition Agreement (MRA) in the scope of ISO 15189.
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Medical Testing Laboratory

Address : Phone 1 +90 312 468 7010
0002 REMZi OGUZ ARIK MAH. TUNUS CAD. NO:95 CANKAYA Ankara / Tiirkiye | Fax :-
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Biochemistry
Medical Fields, Examination-Test- Testing Method (National, International Standards, In-house Methods (SOP)/ Taking Primary
Materials or Parameter Equipment/Techniques Used Samples

Products Examined
| Tested

Serum, Plasma,
Urine, CSF and
Body Fluid

Glucose Test

Enzymatic, By Hexokinase
Glukoz. TCT.C501-Rev.1
Roche Cobas C501

Blood, Urine, CSF
and Body Fluids

Serum, Plasma and
Urine

Urea/ Urea Nitrogen
Test

Spectrophotometric, Kinetic, By GLDH
BUN.TCT.C501-Rev.1
Roche Cobas C501

Blood and Urine

Serum, Plasma and
Urine

Creatinine Test

Colorimetric, Kinetic, Jaffe Method
Kreatinin. TCT.C501-Rev.1
Roche Cobas C501

Blood and Urine

Serum, Plasma and
Urine

Uric Acid Test

Colorimetric, Enzymatic, By Uricase
Urik Asit. TCT.C501-Rev.1
Roche Cobas C501

Blood and Urine

Serum, Plasma and
Urine

Calcium (Ca) Test

Spectrophotometric, By NM-BAPTA
Kalsiyum.TCT.C501-Rev.1
Roche Cobas C501

Blood and Urine

Serum, Plasma Total Protein Test Colorimetric, Biuret Blood
Total.Protein. TCT.C501-Rev.1
Roche Cobas C501
Serum, Plasma Total Cholesterol Colorimetric, Enzymatic Blood
Test Kolesterol. TCT.C501-Rev.1
Roche Cobas C501
Serum, Plasma Albumin Test Spectrophotometric, By BCG Blood
Albumin. TCT.C501-Rev.1
Roche Cobas C501
Serum, Plasma Triglyceride Test Colorimetric, Enzymatic Blood
Trigliserit. TCT.C501-Rev.1
Roche Cobas C501
Serum, Plasma HDL Cholesterol Colorimetric, Enzymatic Blood
Test HDLKolesterol. TCT.C501-Rev.1
Roche Cobas C501
Serum, Plasma Aspartate Spectrophotometric, Standardized according to IFCC without pyridoxal activation Blood
Aminotransferase AST.TCT.C501-Rev.1
(AST) Test Roche Cobas C501
Serum, Plasma Alanine Spectrophotometric, Standardized according to IFCC without pyridoxal activation Blood
Aminotransferase ALT.TCT.C501-Rev.1
(ALT) Test Roche Cobas C501
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Serum, Plasma Alkaline Colorimetric, p-nitrophenyl phosphate, Standardized according to IFCC Gen 2 Blood
Phosphatase (ALP) ALP.TCT.C501-Rev.1
Test Roche Cobas C501
Serum, Plasma Gamma Glutamyl Colorimetric, Standardized according to IFCC / Szasz Blood
Transferase (GGT) GGT.TCT.C501-Rev.1
Test Roche Cobas C501
Serum, Plasma Total Bilirubin Test Spectrophotometric, Diazo Method Blood
Total bilirubin. TCT.C501-Rev.1
Roche Cobas C501
Whole Blood Hemoglobin Alc Turbidimetric Blood
(HbA1c) Test HbA1c.TCT.C501-Rev.0
Roche Cobas C501
Whole Blood Lead (Pb) Test AAS Zeeman Whole Blood
KURSUN.TCT.AAS-Rev.1
(Techniques and recommended conditions. Modified from the THGA Graphite Furnace)
Perkin Elmer
Serum, Plasma Thyroid Stimulating ECLIA Blood
Hormone (TSH) TSH.TCT.COBAS.e801-Rev.1
Test Roche Cobas €801
Whole Blood Preparation Of Manual Whole Blood
Blood Peripheral PY.TCT.MANUEL-Rev.2
Smear
Whole Blood Microscopic Microscopic Whole Blood
Examination Of PY.TCT.MIKROSKOP-Rev.2
Blood Peripheral Manual
Smear
Serum, Plasma Anti-Mullerian ECLIA Blood
Hormone (AMH) AMH.TCT.COBAS.e601-Rev.2
Test Roche Cobas E601
Serum, Plasma Free ECLIA Blood
triiodothyronine FT3.TCT.COBAS.e801-Rev.0
(FT3) Test Roche Cobas €801
Serum, Plasma Anti Thyroid ECLIA Blood
Peroxidase (ANTI- Anti-TPO.TCT.COBAS e801-Rev.0
TPO) Test Roche Cobas €801
Serum, Plasma Thyroglobulin ECLIA Blood
Antibody (ANTI-TG) Anti-TG.TGT.COBAS.e801-Rev.0
Test Roche Cobas e801
Serum TSH Receptor ECLIA Blood
Antibody Test Anti-TSH Resep.TCT.COBAS.e801-Rev.0
Roche Cobas e801
Whole Blood Whole Blood Count Cell Count Whole Blood
KANSAYIMIL.TCT.SYSMEX.XN1000-Rev.1
Sysmex XN1000
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Whole Blood Whole Blood Count Cell Count Whole Blood
KANSAYIMI.TCT.SYSMEX.XN450-Rev.0
Sysmex XN450
Serum, Plasma Thyroglobulin (TG) ECLIA Blood
Testi TG.TCT.COBAS.e801-Rev.0
Roche Cobas e801
Serum 25-hydroxyvitamin LC-MS/MS Blood
D 25-(OH) Vitamin D3/D2 TCT.LC-MS/MS-Rev.2
(Modified from GL Lensmeyer et al. HPLC measurement for 25-hydroxyvitamin D
measurement: Comparison with contemporary assays. Clin Chem 52:6 (2006):1120-1126,
Stockl et al. Specifications for trueness and precision of a reference measurement system for
serum/plasma 25-OH vitamin D analysis. Clinica Chimica Acta 408(2009):8-13)
Waters Quattro Premier XE
Serum, Plasma Free Thyroxine ECLIA Blood
(FT4) Test FT4.TCT.COBAS.e801-Rev.1
Roche Cobas e801
Serum Lithium (Li) Testi Flame Atomic Absorption Spectroscopy Blood

LITYUM.TCT.AAS- Rev.0
Perkin EImer PinAAcle 900F/AAS
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Microbiology

Medical Fields, Materials or
Products Examined / Tested
Examination-Test-Parameter

Examination-Test-Parameter

Testing Method (National, International
Standards, In-house Methods (SOP)/
Equipment/Techniques Used

Taking Primary Samples

DNA Chlamydia Trachomatis/ Neisseria Real Time PCR First urine, Cervical and Uretral Swab
gonorrhoeae PCR Test CHL.TRACH.NEIS.GON.TCT.PCR-Rev.0
Roche Cobas 4800
DNA Human Papilloma Virus (HPV) Real Time PCR Swab
High Risk Types Test HPV.TCT.COBAS 4800-Rev.2
Roche Cobas 4800
RNA Quantitative Real Time PCR Real Time PCR Blood
Human Immunodeficiency Virus HIVIRNA.TCT.COBAS4800-Rev.0
Type 1 (HIV-1 RNA) Test Roche Cobas 4800
DNA Neisseria gonorrhoeae Real Time PCR First Urine, Aqueous humour, Urethral
(N.gonorrhoeae) Test MB.TCT.RTPCR-Rev.3 swab, Cervical swab
Roche Lightcycler 2.0
DNA Toxoplasma gondii (T.gondii) Test Real Time PCR Blood, CSF, Amniotic fluid, Aqueous

MB.TCT.RTPCR-Rev.3
Roche Lightcycler 2.0

humour

Serum, Plasma Hepatitis B Virus Surface Antigen ECLIA Blood
(HBsAg) Test HBsAg.TCT.e601-Rev.2
Roche Cobas €601
Serum, Plasma Hepatitis C Virus Antibody (Anti- ECLIA Blood
HCV) Test Anti-HCV.TCT.e601-Rev.1
Roche Cobas €601
Serum, Plasma Hepatitis C Virus (HCV) Antibody Western Blot Blood
Recombinant Immunoblot (RIBA) HCVAb.TCT.WB.RC-Rev.2
Test Manual (Mikrogen)
Serum, Plasma Antibody Against Hepatitis B Virus ECLIA Blood
Surface Antigen (Anti-HBs) Test HBsAb.TCT.e601-Rev.3
Roche Cobas €601
Serum, Plasma HIV %2 Antibodies and HIV1 P24 ELFA Blood
Antigen Test HIV Ag/Ab.TCT.VIDAS-Rev.1
Biomerieux Vidas PC
Serum, Plasma HIV 1 & HIV 2 (Recomline) Western Blot Blood
Western Blot Test HIV1/2Ab. TCT.WB.RC-Rev.2
Manual (Mikrogen)
Serum Toxoplasma IgG Test ECLIA Blood
Toxo IgG.TCT.e411-Rev1
Roche Cobas e411
Serum Toxoplasma IgM Test ECLIA Blood
Toxo IgM.TCT.e411-Rev.1
Roche Cobas e411
Serum Cytomegalovirus (CMV) IgG Test ECLIA Blood

CMV IgG.TCT.e411-Rev.1
Roche Cobas e411
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Serum Cytomegalovirus (CMV) IgM Test ECLIA Blood
CMV IgM.TCT.e411-Rev.1
Roche Cobas e411
Serum Rubella IgG Test ECLIA Blood
RUB IgG.TCT.e411-Rev.1
Roche Cobas e411
Serum Rubella IgM Test ECLIA Blood
RUB IgM.TCT.e411-Rev.1
Roche Cobas e411
Serum, plasma Anti Herpes Simplex Tip 1 Virus ELISA Blood
(HSV-1) IgG Test HSVTip1.l9G.TCT.ELISA-Rev.1
Euroimmun Analyzer |
Serum, plasma Anti Herpes Simplex Tip 1 Virus ELISA Blood
(HSV-1) IgM Test HSVTip1.IgM.TCT.ELISA-Rev.1
Euroimmun Analyzer |
Serum, plasma Anti Herpes Simplex Tip 2 Virus ELISA Blood
(HSV-2) IgG Test HSVTip2.lgG.TGT.ELISA-Rev.1
Euroimmun Analyzer
Serum, plasma Anti Herpes Simplex Tip 2 Virus ELISA Blood
(HSV-2) IgM Test HSVTip2.IgM.TCT.ELISA-Rev.1
Euroimmun Analyzer |
Serum, Plasma Anti-Nuclear Antibody (ANA) Test Indirect immunofluorescence Blood

ANA.TCT.IFA-Rev.4
Immunfluorescent microscope
(Euroimmun)

DNA Cytomegalovirus (CMV) DNA Real Time PCR Blood, CSF, Aqueous humour, Amniotic
Detection MB.TCT.RTPCR-Rev.3 fluid, Urine, Synovial fluid, Bone

Qiagen Rotorgene Q marrow

RNA SARS-CoV-2 RNA Detection Real Time PCR Nasopharyngeal and Oropharyngeal
SARS-COV-2.TCT.PCR-Rev.1 Montania Swab, Sputum, Saliva, Bronchoalveolar
4896 Lavage (BAL) Fluid
Sansure Biotech NATCH CS
SLAN 96
Roche LightCycler 480 Il

DNA Herpes Simplex Virus 1-2 (HSV 1- Real Time PCR CSF, Blood, Aqueous humour

2) Test MB.TCT.RTPCR-Rev.3

Qiagen Rotorgene Q

DNA Parvovirus B19 Test Real Time PCR Blood, CSF, Aqueous humour, Amniotic
MB.TCT.RTPCR-Rev.3 fluid, Synovial fluid, Bone marrow
Qiagen Rotorgene Q

DNA Epstein-Barr virus (EBV) Test Real Time PCR Blood, CSF
MB.TCT.RTPCR-Rev.3
Roche Lightcycler 2.0

RNA Hepatitis D virus (HDV) Test Real Time PCR Blood
MB.TCT.RTPCR-Rev.3
Roche Lightcycler 2.0

DNA Polyomavirus (BKV / JCV) Test Real Time PCR Blood, First urine, CSF

MB.TCT.RTPCR-Rev.3
Roche Lightcycler 2.0
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DNA Varisella zoster (VZV) Test Real Time PCR Blood, CSF, Amniotic Fluid, Aqueous
MB.TCT.RTPCR-Rev.3 Homour

Roche Lightcycler 2.0

Serum, Plasma

Anti-SARS-CoV-2 Test ECLIA Blood
Anti-SARS-CoV-2.TCT.ECLIA.e601-Rev.0
Roche Cobas €601

Serum, Plasma

Anti-SARS-CoV-2 IgA Test ELISA Blood
Anti-SARS-CoV-2(IgA). TCT.ELISA-Rev.0
Analyzer | Euroimmun

Serum, Plasma

Anti-SARS-CoV-2 NCP IgM Test ELISA Blood
Anti-SARS-CoV-2 (IgM). TCT.NCPELISA-
Rev.0

Analyzer | Euroimmun

Serum, Plasma

Anti-SARS-CoV-2 IgG Test ELISA Blood
Anti-SARS-CoV-2(IgG). TCT.ELISA-Rev.0
Analyzer | Euroimmun
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Microbiology
Medical Fields, Examination-Test- Testing Method (National, International Standards, In-house Methods (SOP)/ Taking Primary

Materials or Products Parameter Equipment/Techniques Used Samples
Examined / Tested

Examination-Test-

Parameter

Culture Isolates Antimicrobial Disc Diffusion Culture Isolates

Susceptibility Test

MIK. TCT.KY.5-Rev.2

(Modified from CLSI M02 Performance Standards for Antimicrobial Disk Susceptibility
Tests; 13th Edition Performance Standards for Antimicrobial Disk Susceptibility Tests;
Approved Standard M02 2018, CLSI-M 100 Manual 30th Edition Performance
Standards for Antimicrobial Susceptibility Testing)

Manual

Biomerieux Vitek 2 COMPACT

Stool

Culture of Stool
Specimens for Bacterial
Pathogens

(Salmonelle, Shigella,
Yersinia, E. coli 0157,
Aeromonas, Plesiomanas
and Vibrio)

Culture

In house method- MIK. TCT.KY.8-Rev.2

(Modified from National Standard Method BSOP 30 Investigation of Faeces
Specimens For Bacterial Pathogenes)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Stool Specimen

Abscesses, Post-
surgical Wound and
Deep Seated Wound
Specimens

Culture of Abscesses,
Post-surgical Wound and
Deep Seated Wound
Infections

Culture

In house method- MIK. TCT.KY.13-Rev.2

(Modified from National Standard Method BSOP 14 Investigation of Abscesses and
Deep Seated Wound Infections)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Abscesses, Post-
surgical Wound and
Deep Seated Wound
Specimens

Skin and Superficial
Wound Swabs

Culture of Skin and
Superficial Wound
Infections

Culture

In house method- MIK. TGT.KY.14-Rev.1

(Modified from National Standard Method BSOP 11 Investigation of Skin, Superficial,
and Non-Surgical Wound Swabs)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Skin and Superficial
Wound Swabs

Sputum,
Bronchoalveolar
Lavage (BAL) and
Associated lower
respiratory tract
samples

Culture of Sputum, BAL
and Associated lower
respiratory tract samples

Culture

In house method- MIK. TCT.KY.9-Rev.3

(Modified from National Standard Method BSOP57 Investigation of Bronchoalveolar
Lavage, Sputum and Associated Specimens.)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Sputum,
Bronchoalveolar
Lavage (BAL) and
Associated lower
respiratory tract
samples

Throat Swabs

Throat culture (AGBH
Streptococcus isolation
and identification in upper
respiratory tract

samples)

Culture

In house method- MIK. TGT.KY.1-Rev.2

(Modified from National Standard Method BSOP 9 Investigation of Throat Swabs)
Manual/MALDI TOF MS

Biomerieux Vitek MS

Throat Swabs

Eye swabs and
Canalicular Pus

Culture of Eye swabs and
Canalicular Pus

Culture

In house method- MIK.TCT.KY.11-Rev.1

(Modified from National Standard Method BSOP2 Investigation of Eye Swabs and
Canalicular Pus)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Eye swabs and
Canalicular Pus

Culture Isolates and
Infection-Related
Body Fluids

Investigation and
Evaluation of Gram
Stained Smears

Gram Stain and Microscopic Inspection

In house method- MIK.TCT.BOYA.1-Rev.2
Clinical Microbiology Procedures Handbook
Manual

Culture Isolates and
Infection-Related Body
Fluids

This document has been signed by Giilden Banu Muderrisoglu on {1} with a secure electronic signature in accordance with the electronic signature law
numbered 5070. Use the QR code to verify the e-signed document.




Annex of the Certificate ( Page 8/28)
Accreditation Scope

Medical Testing
TS EN ISO 15189

AB-0002-TL

Duizen Laboratuvari Kavaklidere Subesi

Accreditation Nr: AB-0002-TL
Revision Nr: 13 Date: 14.04.2023

Medical Testing Laboratory

Address : Phone :+90 312 468 7010
Atatiirk Bulvari No:237 Kavaklidere Ankara Ankara/Tiirkiye Fax :
Email : kalite@duzen.com.tr
Website :

Urine and Isolate

Urine culture,
Semiquantitative CFU
Count and Identification

Culture

In house method- MIK. TCT.KY.3-Rev.2

(Modified from National Standard Method BSOP 41 Investigation of Urine)
Manual/MALDI TOF MS

Biomerieux Vitek MS

Urine

Ear Swabs and
Associated
Specimens

Culture of Ear Swabs and
Associated Specimens

Culture

In house method- MIK. TCT.KY.10-Rev.2

(Modified from National Standard Method BSOP 01 Investigation of Ear Swabs and
Associated Specimens)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Ear Swabs and
Associated
Specimens

Screening Swabs

Culture of MRSA
Screening

Culture

In house method- MIK. TCT.KY.16-Rev.1

(Modified from National Standard Method BSOP 29 Investigation of Specimens for
Screening for MRSA)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Screening Swabs

Serum, Plasma and
CSF

TPHA (Treponema
pallidum
Haemagglutination
Assay) Test

Indirect Haemagglutination (IHA)
MIK.TCT.MS.5-Rev.0
Manual (Plasmatec TPHA)

Blood and CSF

Serum, Plasma

RPR (Rapid Plasma
Reagin) Card Test
(VDRL)

Flocculation
MIK.TGCT.MS.2-Rev.1
Manual (Plasmatec RPR)

Blood

Genital discharge

Gonococci culture (N.
gonorrhoeae isolation
and identification in
genital samples)

Culture

In house method- MIK. TCT.KY.4-Rev.1

(Modified from National Standard Method BSOP 28. Investigation of Genital Tract and
Associated Specimens)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Genital discharge

Throat Swabs

Direct Strep A Swab Test
(AGBH Streptococcus
direct antigen
determination)

Immunochromatographic
MIK. TCT.KY.2-Rev.2
Manual (Ecotest)

Throat Swabs

Body Fluids of
Normally Sterile Sites

Culture of Body Fluids of
Normally Sterile Sites

Culture

In house method- MIK. TCT.KY.12-Rev.1

(Modified from National Standard Method BSOP 26 Investigation of Fluids From
Normally Sterile Sites)

Manual/MALDI TOF MS

Biomerieux Vitek MS

Body Fluids of
Normally Sterile Sites

Nasal Swabs Culture of Nasal Swab Culture Nasal Swabs
specimens In house method- MIK. TCT.KY.15-Rev.1
(Modified from National Standard Method BSOP 5 Investigation of Nose Swabs)
Manual/MALDI TOF MS
Biomerieux Vitek MS
Serum Cyst Hydatid Indirect Indirect Haemagglutination (IHA) Blood
Haemagglutination MIK. TCT.MS.3-Rev.2
(IHA)Test Manual (ELI.H.A. Echinococcus)
Serum Entamoeba Histolytica Indirect Haemagglutination (IHA) Blood

Indirect
Haemagglutination
(IHA)Test

MIK.TGT.MS.4-Rev.2
Manual (Fumozue Diagnostics Entamoeba histolytica)
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Biochemistry

Medical Fields, Materials or
Products Examined / Tested

Examination-Test-Parameter

Testing Method (National, International Standards, In-house
Methods (SOP)/ Equipment/Techniques Used

Taking Primary
Samples

Serum, Amniotic Fluid

Alpha-FETOPROTEIN (AFP) Test CLIA

AFP.TCT.Unicel DXI 800-Rev.1
Beckman Unicel DXI 800

Blood, Amniotic
Fluid

Serum Pregnancy Associated Plasma CLIA Blood
Protein A (PAPP-A) Test PAPP-A.TCT. Unicel DXI 800-Rev.1

Beckman Unicel DXI 800

Serum Unconjugated Estriol (UE3) Test CLIA Blood
uE3.TCT.Unicel DXI 800-Rev.1
Beckman Unicel DXI 800

Serum Inhibin A Test CLIA Blood
INHIBIN-A. TCT.Unicel DXI 800-Rev.1
Beckman Unicel DXI 800

Serum Total Beta-Human Chorionic CLIA Blood

Gonadotropin (TR-hCG) Test

Total beta - hCG.TCT. Unicel DXI 800-Rev.2
Beckman Unicel DXI 800

This document has been signed by Giilden Banu Muderrisoglu on {1} with a

numbered 5070. Use the QR code to verify the e-signed document.

secure electronic signature in accordance with the electronic signature law




Annex of the Certificate ( Page 10/28)

Accreditation Scope

TURKA(K

Diizen Laboratuvar Mithatpasa Subesi

Accreditation Nr: AB-0002-TL
Revision Nr: 13 Date: 14.04.2023

)

Medical Testing
TS EN ISO 15189

Medical Testing Laboratory

Address : Phone :+90 312 468 7010
Mithatpasa Cad. No:8/35 Sihhiye Cankaya Ankara Ankara/Tiirkiye Fax :
Email : kalite@duzen.com.tr
Website :
Microbiology

Medical Fields, Materials or Products
Examined / Tested Examination-Test-
Parameter

Examination-Test-
Parameter

Testing Method (National, International
Standards, In-house Methods (SOP)/
Equipment/Techniques Used

Taking Primary Samples

Clinical Specimen, Isolate

Fungal Culture and
Identification

Culture

In house method-MIK. TCT.KY.17-Rev.4
Manual/ MALDI TOF MS

Biomerieux Vitek MS Compact

Skin, Nail, Hair, Sputum, Ear, Sterile Body Liquids,
Stool, Eye, Urine, Vagen, Semen, Mouth / Throat /
ETA, Bone Marrow
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Biochemistry
Medical Fields, Examination-Test- Testing Method (National, International Standards, In-house Methods (SOP)/

Taking Primary

Materials or Products Parameter Equipment/Techniques Used Samples
Examined / Tested
Serum Protein Capillary Method Blood
Electrophoresis PE.TCT.KAPILLER (CZE)-Rev.0
Test Helena V8
Whole Blood Investigation LC-MS/MS Whole Blood
of Everolimus Drug In house method-IMMUNSUP.TCT.LC-MS/MS-Rev.1
Level (Modified from Robust, high-thruoghput LC-MS/MS method for therapeutic drug monitoring of
cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther Drug
Monit Vol 31, 1, Feb 2009, 116-125,
Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F Streit et
al. Clin Chem 48, 6, 2002, 955-958)
Waters Xevo TQS
Whole Blood Investigation of LC-MS/MS Whole Blood
Sirolimus Drug In house method-IMMUNSUP.TCT.LC-MS/MS-Rev.1
Level (Modified from Robust, high-thruoghput LC-MS/MS method for therapeutic drug monitoring of
cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther Drug
Monit Vol 31, 1, Feb 2009, 116-125,
Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F Streit et
al. Clin Chem 48, 6, 2002, 955-958)
Waters Xevo TQS
Whole Blood Investigation of LC-MS/MS Whole Blood

Tacrolimus Drug
Level

In house method-IMMUNSUP.TCT.LC-MS/MS-Rev.1

(Modified from Robust, high-thruoghput LC-MS/MS method for therapeutic drug monitoring of
cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther Drug
Monit Vol 31, 1, Feb 2009, 116-125,

Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F Streit et
al. Clin Chem 48, 6, 2002, 955-958)

Waters Xevo TQS

DBS, Leucocyte

Alpha-
Galactosidase Test

Fluorometric

In house method-Alfa-Galaktozidaz. TCT. Florimetrik-Rev.0

(Modified from Laboratory Guide to the Methods in Biochemical Genetics- Nenad Blau,
Marinus Duran, K. Michael Gibson; Fabry’s Disease: Enzymatic diagnosis of hemizygotes and
heterozygotes. RJ Desnick et al. J Lab Clin Med 81:157-171, 1973;

Differential assay for lysosomal alpha-galactosidases in human tissues and its applications to
Fabry’s Disease. Clin Chim Acta 112: 247-251, 1981)

Synergy H1 M

DBS, Whole Blood

DBS, Leucocyte

Beta-Glucosidase
Test

Fluorometric

In house method-Beta glukozidaz. TCT. Florimetrik-Rev.0

(Modified from Blau, N., & Duran, M. (2008). Laboratory guide to the methods in biochemical
genetics (pp. 287-333). K. M. Gibson (Ed.). Berlin: Springer-Verlag)

Synergy H1 M

DBS, Whole Blood

Leucocyte Iduronate 2- Fluorometric Whole Blood
Sulfatase Test In house method-iduronat-2-siilfataz. TGT. Florimetrik -Rev.0
(Modified from Laboratory Guide to the Methods in Biochemical Genetics - Nenad Blau,
Marinus Duran, K. Michael Gibson)
Synergy H1 M
Whole Blood Lowry Protein Test Fluorometric Whole Blood

In house method-Lowry Proteini. TCT. Florimetrik-Rev.0

(Modified from Protein measurement with the Folin phenol reagent from Lowry OH. The
Lowry Method for Protein Quantitation from Jakob H. Waterborg)

Synergy H1 M
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Plasma Lyso Gb1 Test LC-MS/MS Whole Blood
In house method-Lyso Gb1. TCT. LC-MS/MS-Rev.0
(Modified from Glucosylsphingosine is a key Biomarker of Gaucher Disease doi:
10.1002/ajh.24491)
XEVO-TQ-XS
Plasma Lyso Gb3 Test LC-MS/MS Whole Blood
In house method-Lyso Gb3. TCT. LC-MS/MS - Rev.0
(Modified from 11.2 Quantification of the Fabry marker lysoGb3 in human plasma by tandem
mass Spectrometry. R.Kriiger et al. Journal of Chromatography B, 883— 884 (2012) 128— 135)
XEVO-TQ-XS
Leucocyte Tripeptidyl- LC-MS/MS Whole Blood
peptidase Test In house method-Tripeptidil Peptidaz.
TCT. Florimetrik -Rev.0
(Modified from Enzyme Based Diagnosis of Classical Late Infantile Neuronal Ceroid
Lipofuscinosis: Comparison of Tripeptidyl Peptidase 1 and Pepstatin-insentitive Protease
Assays, Istvam Sohar, Li Lin and Peter Lobel)
Synergy H1 M
Whole Blood Investigation LC-MS/MS Whole Blood
of Cyclosporin Drug In house method-IMMUNSUP.TCT.LC-MS/MS-Rev.1
Level (Modified from Robust, high-thruoghput LC-MS/MS method for therapeutic drug monitoring of

cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther Drug
Monit Vol 31, 1, Feb 2009, 116-125,

Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F Streit et
al. Clin Chem 48, 6, 2002, 955-958)

Waters Xevo TQS
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Genetic Testing

Medical Fields,
Materials or
Products Examined
| Tested

Examination-Test-Parameter

Testing Method

(National, International

Standards, In-house
Methods (SOP)/

Equipment/Techniques

Used

Taking Primary
Samples

DNA, RNA

Melting Curve [JAK2V617F Mutation, PAI-I polimorphism, CYP2C19,CYP2C Mutations,
t(4;11),t(1:19), EGFR, KRAS, BRAF, CKIT, NRAS, Lung Cancer Panel, HER2 Point
Mutations, ALK Gene Mutations, ROS1 Fusion Mutations, PIK3CA, RET Fusion Mutations,
HLAB27]

Qualitative Real Time
PCR/Melting Curve
MG.TCT.3-Rev.2
Roche Light Cycler
2.0

Biorad CFX

Peripheral blood,
bone marrow,
serum, plasma with
EDTA, CSF,
respiratory fluids,
aqueous humour,
synovial fluid,
paraffin tissue, fresh
Tissue

Peripheral blood,
bone marrow,
serum, plasma with
EDTA, CSF, urine,
respiratory fluids,
aqueous humour,
amniotic fluids, cord
blood, Synovial
Fluid, paraffin
tissue, fresh tissue,
mouth wash
sample, Intracardiac
blood, Dried Blood
Spot, CVS

DNA Isolation

DNA Isolation Method
MG.TCT.16-Rev.1
Manual / Magna Pure
LC 2.0/ Qia Cube

Whole blood, bone
marrow, serum,
plasma with EDTA,
CSF, urine,
respiratory fluids,
aqueous humour,
amniotic fluids, cord
blood, synovial
fluid, paraffin tissue,
fresh tissue,
mouthwash sample,
Intracardiac

blood, Dried Blood
Spot, CVS

Cell Culture Pellet

Chromosome Analysis in Cell Culture (Chromosome analysis from peripheric blood,
Chromosome analysis from fetal blood, Chromosome analysis from intracardiac blood,
Chromosome analysis from bone marrow, DEB test, MMC test, Frajile X, SCE Test)

Cell Culture / Banding
SG.TCT.10-Rev.2
Manual

Peripheral blood,
Fetal blood, Bone
marrow,

Intracardiac blood

Tissue Culture
Pellet

Chromosome Analysis in Tissue Culture (Chromosome analysis from Amniotic fluids,
Chromosome analysis from skin biopsy material, Chromosome analysis from chorionic villus
sampling material, Chromosome analysis from abortus material, Chromosome analysis from
solid tissue)

Tissue Culture /
Banding
SG.TCT.9-Rev.3
Manual

Amniotic Fluid,
Chorionic villus
sampling material,
Abortus material,
Skin biopsy
material, Solid
tissue
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Cell Culture Pellet,
Tissue Culture
Pellet

FISH [SRY deletion, Subtelomeric deletion, Prader-Willi, Angelman, Criduchat, Miller-Dieker
Syndrome, isolated lissencephaly sequence, DiGeorge, Velocardiofacial Syndrome, Williams,
Wolf-Hirschhorn, Smith-Magenis, Kallman's, Sotos, Steroidsulphatase deficiency, Marker
chromosome identification, whole chromosome painting FISH, tri4, FIP1LI/PDGFRA fusion,
tri5, del5g31, del6q23, del7g31, mono/tri 7, mono/tri 8, tri 10, del11922.3, del11923, 11923
MLL rearrangement, tri12, del13q14.2, del13q14.3, del13q34 deletion,del14q32 IGH
rearrangement, del17p13.1, del20q12, t(4;14)(p16;932), t(8;14) (q24; q32), t(8;21)(q22; q22) ,
(9;22) (q34;911.2], del9q34, t(11;14) (q13;932), t(12;21)(p12;922), t(14;18) (932;921),
t(15;17)(922;921), inv(16) (p13;922)/t(16;16)(p13;922), Chimerism, HER2/NEU/Topolla, Sex
determination with FISH, Rapid FISH, 9p21,14q11.2 TCR mutations, 20q12 deletion,20q13
deletion,7q22/7q36 deletion, 5q33-34(CSF1R) deletion, RARA rearrangement,BCL6(3927)
rearrangement, 1p36/19q13 deletion,trisomy 4, PTEN deletion, ALK rearrangement, ROS1
amplification EGFR amplification, FGFR1 amplification, t(1;19)(q23;p13),t(11;18)(921;921),
t(14;16)(932;923), 1(6;9)(p22;934)], FOXO1 fusion mutations, XIST gene deletion, NTRK
fusions, Jak2 rearrangement, IKZF1, CRLF2, Translocation 5;11)(q35,3; p15), FUS
arrangement, ERG rearrangement, Inversion(16)(p13;q24) (CBFA2T3/GLIS2), T(17;19)(q22;
p13) (TCF3/HLF), t(7;12)(q36;p13) (MNX1/ETV6), FLT3 rearrangement,

ETV6 rearrangement, ABL1 rearrangement, ABL2 rearrangement, IRF4/DUSP22
rearrangement, trisomy 17, Trisomy 12, Translocation (6;14)(p21;q32)(CCND3/IGH) FISH,
Translocation (14;20)(q32;q12)(IGH/MAFB) FISH, 7934 TCRB, 5g35.1 TLX3, 2p12 IGK,
623 (MYB) deletion, 22g11 IGL, 10g24 TLX1, (5)(9q32) PDGFRB, (1)(q21)CKS1B/(1q32-
36)CDKN2C, Translocation (4;11)(921;923) (MLL/AFF1 ) FISH, Translocation (1;19)(q23;p13)
(TCF3/PBX1) FISH, inversion(3)(q21;q26.2) / translocation(3;3)(q21;926.2)(FISH), Genetic
Screening of Urinary bladder cancer (UROVYSION: cep3,7,17, 9p21del)), TRISOMY 11,
IGH/MALT1 FUSION, SS18 REARRANGEMENT, EWSR1 REARRANGEMENT, DDIT3
REARRANGEMENT, MYC (8g24) rearrangement, CCND1 (11q13) rearrangement,
Translocation (9;11)(p22;923) (AF9/MLL) FISH, Translocation (11;19)(q23;p13.1) (MLL/ENL)
FISH, FGFR1 Amplifications, RREB1 (6Q25) Amplifications, trisomy 6, MET Amplifications]

FISH Method
SG.TCT.3-Rev.6
Manual

Amniotic Fluid,
Chorionic villus
sampling material,
Abortus material,
Skin biopsy
material, Peripheral
Blood, Fetal Blood,
Bone Marrow,
Intracardiac Blood,
Paraffin Tissue,
Fresh Tissue, Urine,
Buccal mucosa

RNA Quantitative Real Time PCR [t(9;22), t(8;21), t(15;17), t(12;21), inv(16), PCA3] Quantitative Real Peripheral Blood,
Time PCR Bone Marrow ,
MG.TCT.1-Rev.5 Amniotic Fluid, Cord
Roche Light Cycler Blood, Synovial
2.0 Fluid, Urine after
digital rectal
examination
DNA PCR [Y chromosome microdeletion, HTD Mutation Analysis, MD, Friedreich Atakxia Mutation Conventional PCR Whole Blood, Bone

Analysis, Spinocerebellar Atakxia (SCA) Type 1,2,3,5,6,7,8,10,12,17, Nijmegen, Thymidilate
Syntase 2R/3R, HLBA27]

MG.TCT.4-Rev.3
ABI Veriti Termal
Cycler, Simliamp
Thermal Cycler,
Biorad CFX

Marrow
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DNA, RNA DNA Sequencing Analysis[EGFR, KRAS, BRAF, CKIT, CEBPA,PIK3CA,RET, CIAS1 GENE DNA Sequencing Whole blood, Bone
MUTATIONS, NORRIE DISEASES, FGF23 mutations, FOXL2 Mutation, Antitrombin lll, Analysis marrow, Serum,
Purine Nucleoside Phosphorylase Deficiency, HLA-B51, E-CADHERINE MUTATIONS, MG.TCT.5-Rev.3 Plasma with EDTA,
HEREDITER FRUCTOSE INTOLERANCE (ALDOB gene), PROPIONIC ACIDEMIA ABI Termal Cycler, CSF, Urine,
GENETIC TEST (PCCA,PCCB), FLT3, BRCA1, BRCA2, TP53 sequencing analysis Biorad Thermal Respiratory fluids,
Podicin (NPHS2) sequencing analysis, WILSON DISEASE genetic analysis, 5 alpha Cycler, ABI 3130 and Aqueous Humour,
Reductase Deficiency (whole gene sequencing analysis), JAK2 exon 12 mutations, 3500 Sequencing Amniotic Fluid, Cord
Osteogenesis imperfecta (COL1A1),Fanconi Bickel Syndrome (SLC2A2 gene), 5 alfa Equipment Blood, Synovial
Reductase Deficiency (Leu55GIn MUTATION), CSF3R mutations, CONNEXIN26 mutations, Fluid, Paraffin
Waardenburg syndrome (PAX3), Adrenoleukodystrophy (X-Related, ABCD1 gene), tissue, Fresh tissue
DYT-1 Mutation Analysis, BMP4 gene sequencing analysis, MPL Mutation Analysis, TWIST1
Mutation Analysis, 11-beta hydroxylase gene (CYP11B1) mutations, RETT SYNDROME,

Phenylketonuria whole gene sequencing analysis (PAH gene), MODY Type 1 (HNF4A Gene),

Smith-Lemli-Opitz Syndrome, NCL Type 6 (CLN6 Gene), MYOC gene analysis, AR

(Androgen Receptor) Gene Analysis, CADASIL disease gene analysis (Exon 3,4,5,6), NCL

Type 1, NCL Type 2, NCL Type 3, CONGENITAL NEPHROTIC SYNDROME Type | (NPHS1

gene), Munc 13-4 (UNC13D) sequencing analysis, NPM1 sequencing analysis, Perforin gene

analysis, Rubeinstein Tybe Syndrome whole gene sequencing analysis, STX11 (Syntaxin 11)

gene analysis,

Wilms tumor (WT1 gene) analysis, Irinotecan toxicity (UGT1A1), Gilbert diseases UGT1A1 5'

TA repeat number, HRAS mutations, GM1 gangliosidosis (GLB1 gene), Nieman Pick Genetic

Test (NPC1,NPC2,SMPD1), Aarskog (FGD1 gene), LMNA gene sequencing analysis

(Emery-Dreifuss/Limb Girdle muscular dystrophy), Congenital neutropenia (ELANE GENE),

Kostmann syndrome (HAX1 GENE), Ectodermal dysplasia, hypohidrotic (EDAR gene

sequencing analysis), OSTEOCHONDRODYSPLASIA (DYM GENE), PTEN point mutations,

SOX9 mutations, Lowe Syndrome (OCRL1 Gene), PEUTZ-JEGHERS SYNDROME

(STK11),

Nieman Pick Genetic Test (NPC1), Nieman Pick Genetic Test (NPC2 ), Nieman Pick Genetic

Test (SMPD1), NF1 GENETIC DIAGNOSIS, Brugado Syndrome (SCN5A), PDGFRA GENE

MUTATIONS, PDGFRB GENE MUTATIONS, Alzheimer Disease APP exon 16 and 17

genetic analysis, Alzheimer Type 1, Alzheimer Disease APP genetic analysis, Alzheimer

Type 1, Alzheimer disease PSEN1 genetic analysis, Alzheimer Type 3, Alzheimer disease

PSEN2 genetic analysis, Alzheimer Type 4, Parkinson Juvenil, PARK2, Parkinson type 1,

SNCA, Parkinson type 6, PINK1, Parkinson type 7, DJ-1, Parkinson type 8 (LRRK2),

Parkinson type 9, Kufor Rakeb Disease, Imatinib Resistance Sequencing Analysis,

Galactosemia genetic analysis (GALT gene), Noonan Syndrome, Tay- Sacs Disease Genetic

Test (HEXA), Rett Syndrome, GCH1, MC4R, KCNQ2, CALR, GATA1, IDH1, IDH2, MEN1,

AVPR2,CYP27A1,HUNTER IDS, SOTOS, WOLMAN LIPA, ALPL, HNF1A,SOD1, POLE

Mutations, KENNEDY Disease,NF2, SDHB, PRRT2,SFTA2,SFTPC, TERC,TERT,ASXL1,

FOXG1,CTNS, SF3B1, ADA2, DNAJC12,VHL,EPOR,OPA1, PRSS1]

DNA PCR-RFLP [CYP2D6, MDR1, TPMT, 21-OH, DPD, LHON] PCR-RPLP Peripheral Blood,

MG.TCT.4-Rev.3 Amniotic Fluid, Cord
ABI Veriti Thermal Blood, Chorionic
Cycler, Simliamp Villus Sampling
Thermal Cycler, Material
Biorad CFX

DNA MLPA [SILVER RUSSEL 11P15 HYPOMETHYLATION ANALYSIS, MGMT METHYLATION MLPA Whole blood, bone
ANALYSES ANALIZI, SILVER RUSSELL MATUPD7, BECKWITH WIEDEMANN 11P15 marrow, serum,
HYPOMETHYLATION ANALYSIS, TWIST,NF1, 5ALFA, PAH, BRCA1, BRCA2, MG.TCT.17-Rev.0 plasma with EDTA,
AR,CYP21A2, CMT1,HNPCC, F8, F9,CHEK2, MLH PROMOTER METHYLATION, Thermal Cycler, ABI CSF, Urine,
IDS,TSC2,APC,IKZF1,NF2,PARKINSON, HNPP] 3500 and 3130 Respiratory fluids,

Sequencing Aqueous Humour,

Equipment Amniotic Fluid, Cord
Blood, Synovial
Fluid, Paraffin
tissue, Fresh tissue,
mouthwash sample,
Intracardiac blood

DNA FRAGMENT ANALYSIS (T CELL CLONALITY, B CELL CLONALITY, CHIMERISM SAME FRAGMENT Whole blood, bone
GENDER, MSI) ANALYSIS marrow, serum,

MG.TCT.18-Rev.1
Thermal Cycler, ABI
3500 and 3130
Sequencing
Equipment

plasma with EDTA,
CSF, Urine,
Respiratory fluids,
Amniotic Fluid, Cord
Blood, Synovial
Fluid, Paraffin
tissue, Fresh tissue
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DNA Next-Generation Sequencing Analysis (BRCA1-2, DMD, MARFAN, FAP (APC, MUTYH), Next-Generation Whole blood,
HNPCC (MLH1, MSH2, MSH6, PMS2), HEREDITARY CANCER PANEL) Sequencing Analysis Amniotic Fluid,
MG.TCT.15-Rev.2 CVS, Paraffin

Thermal Cycler
lllumina MiSeq Next-
Generation
Sequencing
Equipment

tissue, Fresh tissue
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Genetic Testing

Medical Fields,
Materials or
Products Examined
| Tested

Examination-Test-Parameter Testing Method
(National, International
Standards, In-house
Methods (SOP)/
Equipment/Techniques
Used

Taking Primary
Samples

Cell Culture Pellet

Chromosome Analysis in Cell Culture (Chromosome analysis from peripheric blood,
Chromosome analysis from fetal blood, Chromosome analysis from intracardiac blood,
Chromosome analysis from bone marrow, DEB test, MMC test, Fragile X)

Cell Culture / Banding
SG.TCT.10-Rev.2
Manual

Peripheral Blood,
Fetal Blood, Bone
Marrow,

Intracardiac Blood

Tissue Culture
Pellet

Chromosome Analysis in Tissue Culture (Chromosome analysis from Amniotic fluid, Tissue Culture /

Chromosome analysis from skin biopsy material, Chromosome analysis from chorionic villus Banding
sampling material, Chromosome analysis from abortus material, Chromosome analysis from SG.TCT.9-Rev.3
solid tissue) Manual

Amniotic Fluid,
Chorionic Villus
Sampling (CVS)
Material, Abortus
Material, Skin
Biopsy Material,
Solid Tissue

Peripheral Blood,
Bone Marrow,
Serum, CSF, Urine,
Aqueous Humour,
Respiratory Fluids,
Amniotic Fluid, Cord
Blood, Paraffin
Tissue, Dried Blood
Spot, Chorionic
Villus Sampling
(CVS) Material,
Fresh Tissue

DNA Isolation DNA Isolation Method

MG.TCT.16-Rev.2
Manual / Magna Pure
LC

2.0

QlAcube

Peripheral Blood,
Bone Marrow,
Serum, CSF, Urine,
Aqueous Humour,
Respiratory Fluids,
Amniotic Fluid, Cord
Blood, Paraffin
Tissue, Dried Blood
Spot, Chorionic
Villus Sampling
(CVS) Material,
Fresh Tissue

DNA Melting Curve (FVL, Fll, MTHFR C677T, MTHFR A1298T mutations, Alfa-1 antithyripsin Qualitative Real Time Whole Blood
genotype investigation (M,S,Z allel), APO E Genotyping, ACEI/D Polymorphism) PCR/ Melting Curve
MG.TCT.10-Rev.1
Roche Light Cycler 2.0
BioRadCFX
DNA MLPA (Beta thalassemia Deletion/Duplication Analysis, Limb Girdle Deletion Analysis (SGC), MLPA Whole Blood, Bone

Rett Syndrome MECP2 Deletion Analysis, DMD Carrier Testing, Cystic Fibrosis
Deletion/Duplication Analysis, PTEN Gene Deletion/Duplication Analysis, PROP1
Deletion/Duplication Analysis, Mitochondrial DNA Deletion Analysis (KS, PEARSON, PEO),

MG.TCT.17-Rev.0
Thermal Cycler and
ABI 3130 and 3130 XL

Marrow, Serum,
Plasma with EDTA,
CSF, Urine,

Prader-Willi Metilation Analysis, Angelman Metilation Analysis, Pseudoksantoma Elastikum Sequencing Respiratory Fluids,
Gene Test, GALT Deletion/Duplication Analysis, Alfa-Thalassemia Deletion/Duplication Equipment Aqueous Humour,
Analysis, SMA Carrier Analysis, ALP Gene Deletion/Duplication Analysis, CYP27A1 Gene Amniotic Fluid, Cord
Deletion/Duplication Analysis) Blood, Synovial
fluid, Paraffin
Embedded Tissue,
Fresh Tissue,
Mouthwash sample,
Intracardiac Blood
Cell Culture Pellet, FISH (SRY Deletion, Subtelomeric Deletion, Rapid FISH Screening for Aneuploidy, Prader- FISH Method Amniotic Fluid,

Tissue Culture
Pellet

Willi, Angelman, Criduchat, Miller-Dieker Syndrome, Isolated Lissencephaly Sequence,
DiGeorge, Kallman Syndrome, Velocardiofacial Syndrome, Williams, Wolf-Hirschhorn, Smith-
Magenis, Kallman's, SHOX Deletion, Sotos, Steroid Sulfatase Deficiency, One Chromosome
Subtelomeric FISH, Sperm DNA Damage and Genetic Screening)

SG.TCT.6-Rev.1
SG.TCT.7-Rev.2
Manual

Chorionic Villus
Sampling (CVS)
Material, Abortus
Material, Skin
Biopsy Material,
Peripheral Blood,
Fetal Blood, Bone
Marrow Intracardiac
Blood, Paraffin
Embedded Tissue,
Fresh Tissue,
Semen
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DNA Sequence Analysis (HBB, CFTR, FGFR3, Wilson Disease Genetic Analysis, DNA Sequence Whole Blood,
Hemochromatosis, Familial Transthyretin Amyloidosis, Shwachman-Diamond SBDS Analysis Amniotic Fluid,
Sequence Analysis, Pompe Disease Genetic Test, Limb Girdle Type 2A, AMH Genetic MG.TCT.9-Rev.1 Chorionic Villus
Analysis, AMHR Genetic Analysis, Progressive Familial Intrahepatic Cholestasis (PFIC) Type Thermal Cycler and Sampling (CVS)
1 Gene Analysis, Progressive Familial Intrahepatic Cholestasis (PFIC) Type 2 Gene Analysis, ABI 3130 XL Material, Fresh
Progressive Familial Intrahepatic Cholestasis (PFIC) Type 3 Gene Analysis, Classic Sequencing Tissue
Citrullinemia Gene Analysis, Limb Girdle 2F (SGCD) Sequence Analysis, Glutamic Aciduria Equipment
Type 1 Genetic Test, Hereditary Angioedema Type 1 & Type 2, Limb Girdle 2D (SGCA)
Sequence Analysis, Wilson ATP7B Gene Sequence Analysis, Gaucher GBA Gene Sequence
Analysis, KCNE1 Sequence Analysis, KCNH2 Sequence Analysis, KCNQ1 Sequence
Analysis, Limb Girdle 2E (SGCB) Sequence Analysis, Mucopolysaccharidosis Type VI
(ARSB Gene), Hereditary Angioedema Type 3)
DNA PCR, Gel Electrophoresis Duchenne Muscular Dystrophia Deletion Analysis (certain exons) PCR, Gel Whole Blood,
Electrophoresis Amniotic Fluid,
MG.TCT.11-Rev.1 Chorionic Villus
Thermal Cycler Sampling (CVS)
Material, Fresh
Tissue
DNA PCR-RFLP Spinal Muscular Atrophy (SMA) Homozygous Deletion of exons 7 and 8, PCR-RFLP Whole Blood,
Hemochromatisis (HFE) 2 Mutations MG.TCT.12-Rev.1 Amniotic Fluid,
Thermal Cycler and Chorionic Villus
Loccus LTB-20X20HE Sampling (CVS)
Material, Fresh
Tissue
DNA Next-Generation Sequencing Analysis [Cystic Fibrosis,FMF, Familial Hyperthrophic Next-Generation Whole Blood, Bone

Cardiomyopathy, Genetic's Arrythmia Panel, MODY Panel, Familial Hypercholesterolemia
Panel, Stargardt Disease Panel, Alport Syndrome Panel, Fabry Syndrome (GLA Sequence
Analysis)]

Sequencing Analysis
MG.TCT.15-Rev.2
Thermal Cycler
lllumina MiSeq Next-
Generation
Sequencing
Equipment

Marrow, Serum,
Plasma with EDTA,
CSF, Urine,
Respiratory Fluids,
Aqueous Humour,
Amniotic Fluid, Cord
Blood, Synovial
fluid, Paraffin
Embedded Tissue,
Fresh Tissue
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Biochemistry
Medical Fields, Examination-Test- Testing Method (National, International Standards, In-house Methods (SOP)/ Taking Primary
Materials or Parameter Equipment/Techniques Used Samples

Products Examined
| Tested

Serum,Plasma,
Urine, CSF and

Glucose Test

Enzymatic, by Hexokinase
Glukoz. TCT.COBAS c502-Rev.0

Blood, Urine, CSF
and Body Fluids

Body Fluids Roche Cobas ¢502
Serum,Plasma, Creatinine Test Colorimetric, Kinetic, Jaffé Method Blood, Urine
Urine Kreatinin. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum,Plasma Uric Acid Test Colorimetric, Enzymatic, by Uricase Blood
Urik Asit. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma, Total Protein Test Colorimetric, Biuret Blood, Urine
Urine Total Protein. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma, Albumin Test Spectrophotometric, by BCG Blood, Urine
Urine Albumin. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma Total Cholesterol Test Colorimetric, Enzymatic Blood
Kolesterol. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma Triglycerides Test Colorimetric, Enzymatic Blood
Trigliserit. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma HDL Cholesterol Test Colorimetric, Enzymatic Blood
HDLKolesterol. TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum,Plasma Alkaline Phosphatase Colorimetric, p-nitrophenyl phosphate, Standardized according to IFCC Gen 2 Blood
(ALP) Test ALP.TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma Gamma Colorimetric, Standardized according to IFCC / Szasz Blood
Glutamyltransferase GGT.TCT.COBAS c502-Rev.0
(GGT) Test Roche Cobas ¢502
Serum, Plasma Total Bilirubin Test Spectrophotometric, Diazo Method Blood

Total Bilirubin.TCT.COBAS c502-Rev.0
Roche Cobas c502

Dried Blood Spot

Newborn Metabolic
Screening (Amino acid
and Acylcarnitine Profile)
Test

Tandem Mass Spectrometer

AA,AK.TCT. TANDEM-Rev.2

-Chace DH et al., Rapid diagnosis of phenylketonuria by quantitative analysis for
phenylalanine and tyrosine in neonatal blood spots by tandem mass spectrometry. Clin
Chem. 1993 Jan;39(1):66-71.

-Millington DS et al., Application of fast atom bombardment with tandem mass
spectrometry and liquid chromatography/mass spectrometry to the analysis of
acylcarnitines in human urine, blood and tissue. Anal Biochem. 1989 Aug 1;180(2):331-9.
-CDC (Center for Disease Control) Physician's Guide to Laboratory Diagnosis of
Metabolic Disease)

Quadripol Tandem Mass (Quattro LC, Quattro Premier XE)

Dried Blood Spot

Serum, Plasma,
Urine

Blood Urea Nitrogen
(BUN) Test

Spectrophotometric, Kinetic, by GLDH
BUN.TCT.COBAS c502-Rev.0
Roche Cobas ¢502

Blood, Urine
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Serum, Plasma Intact Parathyroid ECLIA Blood
Hormone (INTPTH) Test INTPTH.TCT.COBAS e801-Rev.0
Roche Cobas 801
Serum, Plasma 25- (OH) Vitamin D Test LC-MS/MS Blood
TOTALVITD.TGT.LC-MS/MS-Rev.0
(GL Lensmeyer et al. HPLC measurement for 25-hydroxyvitamin D measurement:
Comparison with contemporary assays. Clin Chem 52:6 (2006):1120-1126.
-Stockl et al. Specifications for trueness and precision of a reference measurement
system for serum/plasma 25-OH vitamin D analysis. Clinica Chimica Acta 408(2009):8-
13)
Quattro Premier XE
Serum, Plasma Cortisol Test ECLIA Blood
KORTIZOL.TCT.COBAS e801-Rev.0
Roche Cobas 801
Serum, Plasma Calcium (Ca) Test Spectrophotometric, by NM-BAPTA Blood
Kalsiyum.TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum, Plasma Aspartate Spectrophotometric, Standardized according to IFCC without pyridoxal activation Blood
Aminotransferase (AST) AST.TCT.COBAS c502-Rev.0
Test Roche Cobas ¢502
Serum, Plasma Alanine Aminotransferase Spectrophotometric, Standardized according to IFCC without pyridoxal activation Blood
(ALT) Test ALT.TCT.COBAS c502-Rev.0
Roche Cobas ¢502
Serum , Plasma Adrenocorticotropic ECLIA Blood
Hormone (ACTH) Test ACTH.TCT.COBAS e801-Rev.0
Roche Cobas €801
Whole Blood Whole Blood Count Cell Count Whole Blood
KANSAYIMI.TCT.SYSMEX.XN1000-Rev.1
Sysmex XN1000
Whole Blood Whole Blood Count Cell Count Whole Blood
KANSAYIMIL.TCT.SYSMEX.XN450-Rev.0
Sysmex XN450
Peripheral Blood Immunophenotyping Test Flow Cytometry Blood
IMFENO.TCT.BD FACSLyric-Rev.0
BD Facslyric
Serum, Plasma Anti - Cyclic Citrullinated ECLIA Blood
Peptide Antibody (Anti- Anti-CCP.TCT-Rev.0
CCP) Test Cobas e601
Peripheral Blood HLA-B27 Test Flow Cytometry Peripheral Blood

HLA-B27.TCT.FC-Rev.2
BD Facs Calibur

Dried Blood Spot

Neonatal TSH Test

Time-resolved fluoroimmunoassay
NeoTSH.TCT.VICTOR-Rev.0
Wallac Victor 1420

Multilabel Counter

(Delphia NeonatalTSH)

Dried Blood Spot

Serum, Plasma

Dehydroepiandrosterone
sulphate (DHEAS) Test

ECLIA
DHEA-S.TCT.COBAS e801-Rev.0
Roche Cobas €801

Blood
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Whole Blood Investigation of LC-MS/MS Whole Blood
Everolimus Drug Level Everolimus.TCT.Tandem-Rev.0

(Robust, high-throughput LC-MS/MS method for therapeutic drug monitoring of
cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther
Drug Monit Vol 31,1, Feb; 2009, 116-125
Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F
Streit et al. Clin Chem 48, 6, 2002, 955-958)
Quadripol Tandem Mass
(Quattro Premier XE)

Whole Blood Investigation of LC-MS/MS Whole Blood

Tacrolimus Drug Level Tacrolimus. TCT.TANDEM-Rev.0

(Robust, high-throughput LC-MS/MS method for therapeutic drug monitoring of
cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther
Drug Monit Vol 31,1, Feb; 2009, 116-125
Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F
Streit et al. Clin Chem 48, 6, 2002, 955-958)
Quadripol Tandem Mass
(Quattro Premier XE)

Whole Blood Investigation of Sirolimus LC-MS/MS Whole Blood

Drug Level

Sirolimus.TCT.Tandem-Rev.0

(Robust, high-throughput LC-MS/MS method for therapeutic drug monitoring of
cyclosporin, tacrolimus, everolimus and sirolimus in whole blood. RA Koster et al. Ther
Drug Monit Vol 31,1, Feb; 2009, 116-125

Rapid liquid chromatography-tandem mass spectrometry routine method for simultaneous
determination of sirolimus, everolimus, tacrolimus and cyclosporin A in whole blood F
Streit et al. Clin Chem 48, 6, 2002, 955-958)

Quadripol Tandem Mass

(Quattro Premier XE)
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Microbiology

Medical Fields,

Examination-Test-

Testing Method (National, International Standards, In-house Methods (SOP)/

Taking Primary

Materials or Products Parameter Equipment/Techniques Used Samples

Examined / Tested

Examination-Test-

Parameter

Serum, Plasma Hepatitis B Virus Surface ECLIA Blood

Antigen (HBsAg) Test HbsAg.TCT.E601-Rev.2

Roche Cobas €601

Serum Anti-HCV test ECLIA Blood
Anti-HCV.TCT.e601
Roche Cobas €601 Rev.1

Serum Investigation of HBV DNA Quantitative Real Time PCR Blood
HBVDNA.TCT.PCR.C6800-Rev.1
Roche Cobas 6800

Serum Investigation of HCV RNA Quantitative Real Time PCR Blood
HCVRNA.TCT.PCR.C6800-Rev.1
Roche Cobas 6800

Serum, Plasma Antibody Against Hepatitis ECLIA Blood

B Virus Surface Antigen
(Anti-HBs) Test

HBsAb.TCT.e601-Rev.3
Roche Cobas €801

Miscellaneous Clinical
Specimens and Isolate

Mycobacterium Culture and
Identification

Automated Liquid Mycobacteria Culture System and Solid Lowenstein Jensen
Mycobacteria Culture

Tbc. TCT.BAKTEK-Rev.5

Bactec MGIT 960

Bruker MS

Miscellaneous
Clinical Specimens

Peripheral Blood

Lymphocyte Subset
Analysis

Flow Cytometry
LS.TCT. FACSLyric-Rev.0
BD Facslyric

Blood

Tuberculosis Culture
Isolate

Mycobacterium Drug
Resistance Test

Automated Mycobacteria Culture System
Tbe.IDT.TCT.BAKTEK-Rev.2
Bactec MGIT 960

Tuberculosis
Culture Isolate

Throat Swabs

Throat culture (AGBH
Streptococcus isolation and
identification in upper
respiratory tract samples)

Culture

MIK. TCT.KY.1-Rev.2

National Standard Method BSOP 9
Investigation of Throat Swabs
Manual/MALDI TOF MS
Biomerieux Microflex MS

Throat Swabs

Culture Isolates and

Investigation and

Gram Stain and Microscopic Inspection

Culture Isolates and

Body Fluids Evaluation of Gram Stained MIK.TCT.BOYA.1-Rev.2 Body Fluids
Smears Clinical Microbiology Procedures Handbook
Manual
Urine and Isolate Urine culture, Culture Urine
Semiquantitative CFU MIK.TCT.KY.3-Rev.2
Count and Identification National Standard Method BSOP 41
Investigation of Urine
Manual/MALDI TOF MS
Biomerieux Microflex MS
Serum, Plasma and TPHA (Treponema Indirect Haemagglutination Blood, CSF
CSF Pallidum MIK.TCT.MS.5-Rev.0

Haemagglutination Assay)
Test

Manual (Plasmatec TPHA)
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Serum, Plasma

RPR (Rapid Plasma
Reagin) Card Test (VDRL)

Flocculation
MIK.TCT.MS.2-Rev.1
Manual (Plasmatec RPR)

Blood, CSF

Culture Isolates

Antimicrobial Susceptibility
Test

Disc Diffusion

In house method- MIK.TCT.KY.5-Rev.2

(Modified from CLSI M02 Performance Standards for Antimicrobial Disk
Susceptibility Tests; 13th Edition Performance Standards for Antimicrobial Disk
Susceptibility Tests; Approved Standard M02 2018, CLSI-M 100 Manual 30th Edition
Performance Standards for Antimicrobial Susceptibility Testing)

Manual

Culture Isolates

Serum Investigation of HCV Real Time PCR and Sequence Analysis Blood
Genotype HCVGENOTIP.TCT.DiziRT-Rev.0
RT PCR: Montana 4896
Sequence Analysis: ABI Termal Cycler and ABI 3130
Serum Quantiferon TB Gold Plus ELISA Blood

Test

QUANTIFERON.TCT.ELISA-Rev.3
Manual (QuantiFERON-TB Gold Plus, QFT)
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Biochemistry

Medical Fields, Materials or
Products Examined / Tested

Examination-Test-
Parameter

Testing Method (National, International Standards, In-house Methods
(SOP)/ Equipment/Techniques Used

Taking Primary
Samples

Serum, Plasma, CSF, Urine and

Glucose Test

Enzymatic, By Hexokinase

Blood, CSF, Urine and

Body Fluids Glukoz.TCT.C501-Rev.1 Body Fluids
Roche Cobas c501
Serum, Plasma, Urine Urea/ Urea Nitrogen Test Spectrophotometric, Kinetic, By GLDH Blood, Urine

BUN.TCT.C501-Rev.1
Roche Cobas c501

Serum, Plasma, Urine

Creatinine Test

Colorimetric, Kinetic, Jaffe method
Kreatinin. TCT.C501-Rev.1
Roche Cobas ¢501

Blood and Urine

Serum, Plasma, Urine

Uric Acid Test

Colorimetric, Enzymatic, By Uricase
Urik Asit. TCT.C501-Rev.1
Roche Cobas ¢501

Blood and Urine

Serum, Plasma, Urine Calcium (Ca) Test Spectrophotometric, By NM-BAPTA Blood, Urine
Kalsiyum.TGCT.C501-Rev.1
Roche Cobas ¢501
Serum, Plasma Total Protein Test Colorimetric, Biuret Blood
Total Protein. TCT.c501-Rev.1
Roche Cobas ¢501
Serum, Plasma Albumin Test Spectrophotometric, By BCG Blood
Albumin. TCT.C501-Rev.1
Roche Cobas ¢501
Serum, Plasma Total Cholesterol Test Colorimetric, Enzymatic Blood
Kolesterol. TCT.C501-Rev.1
Roche Cobas ¢501
Serum, Plasma Triglycerides Test Colorimetric, Enzymatic Blood
Trigliserit. TCT.C501-Rev.1
Roche Cobas c501
Serum, Plasma HDL Cholesterol Test Colorimetric, Enzymatic Blood
HDLKolesterol. TCT.C501-Rev.1
Roche Cobas ¢501
Serum, Plasma Aspartate Spectrophotometric, Standardized according to IFCC without pyridoxal Blood
Aminotransferase (AST) activation
Test AST.TCT.C501-Rev.1
Roche Cobas ¢501
Serum, Plasma Alanine Aminotransferase Spectrophotometric, Standardized according to IFCC without pyridoxal Blood
(ALT) Test activation
ALT.TCT.C501-Rev.1
Roche Cobas c501
Serum, Plasma Alkaline Phosphatase Colorimetric, p-nitrophenyl phosphate, Standardized according to IFCC Blood
(ALP) Test Gen 2
ALP.TCT.C501-Rev.1
Roche Cobas c501
Serum, Plasma Gamma Colorimetric, Standardized according to IFCC / Szasz Blood
Glutamyltransferase GGT.TCT.C501-Rev.1
(GGT) Test Roche Cobas c501
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Serum, Plasma Total Bilirubin Test Spectrophotometric, Diazo Method Blood

Total bilirubin. TCT.C501-Rev.1
Roche Cobas ¢501

Serum, Plasma Free T3 (FT3) Test ECLIA Blood
FT3.TCT.COBAS E 601-Rev.0
Roche Cobas e601

Serum, Plasma Free T4 (FT4) Test ECLIA Blood
FT4.TCT.COBAS E 601-Rev.0
Roche Cobas €601

Serum, Plasma Thyroid Stimulating ECLIA Blood
Hormone (TSH) Test TSH.TCT.COBAS E 601-Rev.0
Roche Cobas €601

Serum, Plasma TOTAL T3 Test ECLIA Blood
Total T3.TCT.COBAS e601-Rev.0
Roche Cobas €601

Serum, Plasma TOTAL T4 Test ECLIA Blood
Total T4.TCT.COBAS e601-Rev.0
Roche Cobas €601

Whole Blood Whole Blood Count Cell Count Whole Blood
KANSAYIMI.TCT.SYSMEX.XN550-Rev.1
Sysmex XN550
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Microbiology

Medical Fields,
Materials or Products
Examined / Tested
Examination-Test-
Parameter

Examination-Test-Parameter

Testing Method (National, International Standards, In-house Methods (SOP)/
Equipment/Techniques Used

Taking Primary
Samples

Culture Isolates

Antimicrobial Susceptibility
Test

Disc Diffusion

MIK. TCT.KY.5-Rev.2

(Modified from CLSI M02 Performance Standards for Antimicrobial Disk
Susceptibility Tests; 13th Edition Performance Standards for Antimicrobial Disk
Susceptibility Tests; Approved Standard M02 2018, CLSI-M 100 Manual 30th
Edition Performance Standards for Antimicrobial Susceptibility Testing)

Manual

Biomerieux Vitek 2 COMPACT

Culture Isolates

Throat Swabs

Throat Culture (Isolation and
identification of AGBH
Streptococcus in upper
respiratory tract samples )

Culture

In house method-MIK. TCT.KY.18-Rev.0

(Modified from National Standard Method BSOP 9 Investigation of Throat Swabs)
Manual

Throat Swabs

Culture Isolates and

Investigation and Evaluation

Staining and microscopic examination

Culture Isolates and

Body Fluids of the Gram Stained In house method- MIK.TCT.BOYA.1-Rev.2 Body Fluids
Smears Clinical Microbiology Procedures Handbook
Manual
Urine and Isolate Urine Culture, Culture Urine
Semiquantitative CFU Count In house method- MIK. TCT.KY.19-Rev.0
and Identification (Modified from National Standard Method BSOP 41 Investigation of Urine)
Manual
Serum, Plasma and TPHA (Treponema Pallidum Indirect Haemagglutination Blood, CSF
CSF Haemagglutination Assay) MIK. TCT.MS.5-Rev.0
Test Manual (Plasmatec TPHA)
Serum, Plasma RPR (Rapid Plasma Flocculation Blood

Reagin) Card Test (VDRL)

MIK.TCT.MS.2-Rev.1
Manual (Omega Diagnostics, Immutrep RPR)
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Biochemistry

Medical Fields, Materials or
Products Examined / Tested

Examination-Test-
Parameter

Testing Method (National, International Standards, In-house Methods
(SOP)/ Equipment/Techniques Used

Taking Primary
Samples

Serum, Plasma, CSF, Urine and

Body fluids

Glucose Test

Enzymatic, by hexokinase
Glukoz. TCT.INT 400-Rev.1
Roche Cobas Integra 400

Blood, Urine, CSF
and Body fluids

Serum, Plasma and Urine

Urea/Urea Nitrogen Test

Spectrophotometric, kinetic, by GLDH
Ure/Ure Nitrojeni. TCT.INT 400-Rev.1
Roche Cobas Integra 400

Blood and Urine

Serum, Plasma, Urine

Creatinine Test

Colorimetric, Kinetic, Jaffe Method
Kreatinin. TCT.INT 400-Rev.1
Roche Cobas Integra 400

Blood and Urine

Serum, Plasma Total Protein Test Colorimetric, Biuret Blood
T. Protein. TCT.INT 400-Rev.0
Roche Cobas Integra 400

Serum, Plasma Albumin Testi Spectrophotometric, By BCG Blood

Albumin. TCT.INT 400-Rev.1
Roche Cobas Integra 400

Serum, Plasma, Urine

Uric Acid Test

Colorimetric, Enzymatic By Uricase
Urik Asit. TCT.INT 400-Rev.0
Roche Cobas Integra 400

Blood and Urine

Serum, Plasma Alkaline Phosphatase Colorimetric, p-Nitrophenol Phosphate, Standardized according to Blood
(ALP) Test IFCC Gen 2
ALP.TCT.INT 400-Rev.0
Roche Cobas Integra 400
Serum, Plasma Aspartate Spectrophotometric, Standardized according to IFCC without pyridoxal Blood
Aminotransferase (AST) activation
Test AST.TCT.INT 400-Rev.0
Roche Cobas Integra 400
Serum, Plasma Alanine Aminotransferase Spectrophotometric, Standardized according to IFCC without pyridoxal Blood
(ALT) Test activation
ALT.TCT.INT 400-Rev.0
Roche Cobas Integra 400
Serum, Plasma Gamma- Colorimetric, Standardized according to IFCC / Szasz Blood
glutamyltransferase GGT.TCT.INT 400-Rev.0
(GGT) Test Roche Cobas Integra 400
Serum, Plasma Total Bilirubin Test Spectrophotometric, Diazo Method Blood
T.Bilirubin. TCT.INT 400-Rev.0
Roche Cobas Integra 400
Serum, Plasma Total Cholesterol Test Colorimetric, Enzymatic Blood
Kolesterol. TCT.INT 400-Rev.0
Roche Cobas Integra 400
Serum, Plasma Triglycerides Test Colorimetric, Enzymatic Blood
Trigliserit. TCT.INT 400-Rev.0
Roche Cobas Integra 400
Serum, Plasma HDL Cholesterol Test Colorimetric, Enzymatic Blood

HDLKolesterol. TCT.INT 400-Rev.0
Roche Cobas Integra 400
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Serum, Plasma, Urine

Calcium (Ca) Test Spectrophotometric, by NM-BAPTA Blood, Urine
Kalsiyum. TCT.INT 400-Rev.1
Roche Cobas Integra 400
Whole Blood Whole Blood Count Cell Count Whole Blood

KANSAYIMI.TCT.SYSMEX.XN550-Rev.1
Sysmex XN550
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