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List of activities within the flexible scope of accreditation

Accredited Body:	Krajská nemocnice Liberec, a.s.
CAB Name:		Centrum PATOS - Laboratories
CAB Number:	8306
Certificate of Accreditation No.:	  569 / 2023
Field of Accreditation:	Medical Laboratory - ČSN EN ISO 15189:2013 
Updated: 			6.3.2024

1.	PAT – Department of Pathology	Husova 357/10, 460 01 Liberec 1
 Examinations:
	Ordinal Number
	Analyte/ parameter/diagnostics
	Principle of examination
	Identification of method procedure/ equipment
	Examined material
	Degrees of freedom1

	823 - Pathology Laboratory

	1.
	Histological examination of tissue and diagnostics
	Microscopy
	SPP 01/20.6.2023;
SOP B: Alcian blue AM-PAS/17.7.2014;
SOP B: Amyloid acc. to Fraser/17.7.2014;
SOP B: Amyloid by congo red/17.7.2014;
SOP B: Amyloid by methyl violet/17.7.2014;
SOP B: Amyloid by Saturn red/17.7.2014;
SOP B: Australian antigen by Shikata method/17.7.2014;
SOP B: Azan/22.7.2014;
SOP B: Staining acc. to Goldberg/22.7.2014;
SOP B: Gömori/22.7.2014;
SOP B: GRAM/31.7.2014;
SOP B: Impregnation by the Grimelius method/31.7.2014;
SOP: Moulds acc. to Groccot/31.7.2014;
SOP B: Staining for the detection of transverse banding acc. to Heidenhain/31.7.2014;
SOP B: Staining of Helicobacter pylori/31.7.2014;
SOP B: Mucicarmine staining of mucus/31.7.2014;
SOP B: Staining for the detection of calcium (Koss) /31.7.2014;
SOP B: Staining for the detection of acid mucopolysaccharides with alcian blue/31.7.2014;
SOP B: Staining for the detection of spirochetes according to Levaditi/31.7.2014;
SOP B: Staining for the detection of myelin sheath by luxol blue/31.7.2014;
SOP B: Staining for the detection of glia using Mallory's phosphotungstic acid haematoxylin according to Anderson/31.7.2014;
SOP B: Melanin staining according to Masson/31.7.2014;
SOP B: Staining for the detection of melanin by bleaching/31.7.2014;
SOP B: Staining acc. to Schmorl for the detection of metalloproteins/31.7.2014;
SOP B: Staining of sections from fixative solution with sublimate – Sussa/31.7.2014;
SOP B: Staining of lipids with oil red/31.7.2014;
SOP B: Staining by van Gieson method/31.7.2014;
SOP B: Staining for the detection of iron by Perisova method/31.7.2014;
SOP B: Staining for the detection of mast cells/31.7.2014;
SOP B: Staining of acid mucopolysaccharides with dialyzed iron (Hale)/22.2.2016;
SOP B: Elastic staining with resocin-fuchsin/28.3.2017;
SOP B: Fibrin by Mallory’s haematoxylin/28.6.2017;
SOP B: Haematoxylin eosin staining/19.7.2017;
SOP B: Staining for the detection of polysaccharide acc. to Mac Manus (PAS)/19.7.2017;
SOP B: Staining according to Masson, green or blue trichrom/19.7.2017;
SOP B: Gomori-impregnation test/10.11.2021;
SOP B: Staining of Helicobacter pylori by Warthin-Starry impregnation method/16.8.2022;
	Tissues
	A, B

	2.
	Cytological examination and diagnostics
	Microscopy
	SPP 02/19.6.2023;
SOP B Staining of cytol. smears acc. to Giemsa-Romanovski/22.7.2014;
SOP B: Staining of cytol. smears acc. to Papanicolau/28.6.2017;
SOP B: Cytologic smears in the pulmonary department/10.11.2021;
	Cells
	A, B

	3.
	Immunohistochemical and immunocytochemical examination of antigens
	Microscopy
	SPP 03/6.3.2024

	Tissues and cells
	A, B, C

	4.
	Peroperational histological and cytological examination and diagnostics
	Microscopy
	SPP 04/22.6.2023

	Tissues and cells
	A, B

	5.
	Examination of histological and cytological samples
	In-situ hybridization 
	SPP 05/22.6.2023

	Tissues and cells
	A, B, C

	6.
	Examination of somatic genome variants
	Real-Time PCR
	SPP 06/1.9.2023;
STP Manual isolation of DNA/1.9.2023;
CFX 96
	Tissue, cells, ctDNA 

	A, B, C, D

	7.
	Examination of somatic genome variants
	Real-Time PCR
	SPP 06/ 1.9.2023;
STP Manual isolation of DNA/1.9.2023;
Idylla
	Tissue, cells, ctDNA 

	A, B, C, D

	8.
	Examination of somatic genome variants
	PCR with reverse hybridization
	SPP 07/1.9.2023;
STP Manual isolation of DNA/1.9.2023;
CFX96
	Tissue, cells, ctDNA 

	A, B, C, D

	9.
	Examination of somatic genome variants
	NGS-MPS
	SPP 08/1.9.2023;
STP Manual isolation of DNA/1.9.2023;
Genexus
	Tissue, cells, ctDNA 

	A, B, C, D



  Specification of the scope of accreditation:
	Field Nr. / Ordinal Number
	Detailed information on activities within the scope of accreditation

	823/3
	Antibodies: Actin SMA, ALK, AMACR, ATRX1, bcl-2, bcl-6, BRG1 OV, Calcitonin DAKO stainer,  Caldesmon, Caldesmon Dako stainer, Calretinin, Cam 5.2, CD10, CD117, CD138, CD15, CD1a, CD20, CD23, CD3, CD30, CD31, CD34, CD4, CD45 LCA, CD5, CD56, CD57, CD68, CD79α, CD8, CD86, CDX-2, CD 163 UV, CEA, CK 5/6, CK AE1/AE3, CK vysokomolekulární, CK14, CK19, CK20, CK7, CMV, Cyclin D1, D2-40, Desmin, DMRT1, DOG1, e-cadherin, EMA, ERG UV , Gastrin, GATA-3, GFAP, Glukagon, Glut 1, Glypican 3, hCG, HER2, HMB45, HSA, Chromogranin A, IDH 1, IgA, IgC3, IgG, IgG UV , IgG4 UV , IgM, INI 1 OV , Inhibin, INSM1, Insulin, Ki67, Mammaglobin, MDM2, Melan A, MLH-1, MSH2, MSH6, MTPA OV , Napsin A, NKX 3.1, NKX 6, NUT1, NSE Dako stainer,
Oct 3/4, Olig 2, p120 catenin, p16, p40, p53, p63, PAX8, PD-L1 22Cs, PD-L1 ST263 Dako, PHH3, PLAP, PMS2, PRAME, Prolactin, PSA, PSAP, receptory androgenní, receptory estrogenové, receptory progesteronové, receptory somatostatinové, ROS1, Tdt UV, Thyroglobulin DAKO, řetězce kappa, řetězce lambda,

	823/5
	Genes/markers tested: gene amplification Her-2/neu, EBER

	823/6
	EGFR: hotspot mutations in exons 18, 19, 20, 21
KRAS: hotspot mutations in exons 2, 3, 4
NRAS: hotspot mutations in exons 2, 3, 4
BRAF: hotspot mutations in exon 15 (codon 600)

	823/7
	EGFR: hotspot mutations in exons 18, 19, 20, 21
KRAS: hotspot mutations in exons 2, 3, 4
NRAS: hotspot mutations in exons 2, 3, 4
BRAF: hotspot mutations in exon 15 (codon 600)

	823/8
	EGFR: hotspot mutations in exons 18, 19, 20, 21
KRAS: hotspot mutations in exons 2, 3, 4
NRAS: hotspot mutations in exons 2, 3, 4
BRAF: hotspot mutations in exon 15 (codon 600, codon 601)

	823/9
	Oncomine™ BRCA Assay GX – BRCA1, BRCA2 genes including major rearrangements and detection of duplications/deletions of individual exons
Oncomine comprehensive assay – hot spot genes: AKT1 AKT2 AKT3 ALK AR ARAF AXL BRAF BTK CBL CCND1 CDK4 CDK6 CHEK2 CSF1R CTNNB1 DDR2 EGFR ERBB2 ERBB3 ERBB4 ERCC2 ESR1 EZH2 FGFR1 FGFR2 FGFR3 FGFR4 FLT3 FOXL2 GATA2 GNA11 GNAQ GNAS H3F3A HIST1H3B HNF1A HRAS IDH1 IDH2 JAK1 JAK2 JAK3 KDR KIT KNSTRN KRAS MAGOH MAP2K1 MAP2K2 MAP2K4 MAPK1 MAX MDM4 MED12 MET MTOR MYC MYCN MYD88 NFE2L2 NRAS NTRK1 NTRK2 NTRK3 PDGFRA PDGFRB PIK3CB PIK3CA PPP2R1A PTPN11 RAC1 RAF1 RET RHEB RHOA ROS1 SF3B1 SMAD4 SMO SPOP SRC STAT3 TERT TOP1 U2AF1 XPO1
Full – length genes: ARID1A ATM ATR ATRX BAP1 BRCA1 BRCA2 CDK12 CDKN1B CDKN2A CDKN2B CHEK1 CREBBP FANCA FANCD2 FANCI FBXW7 MLH1 MRE11 MSH6 MSH2 NBN NF1 NF2 NOTCH1 NOTCH2 NOTCH3 PALB2 PIK3R1 PMS2 POLE PTCH1 PTEN RAD50 RAD51 RAD51B RAD51C RAD51D RNF43 RB1 SETD2 SLX4 SMARCA4 SMARCB1 STK11 TP53 TSC1 TSC2
Copy number genes: AKT1 AKT2 AKT3 ALK AXL AR BRAF CCND1 CCND2 CCND3 CCNE1 CDK2 CDK4 CDK6 EGFR ERBB2 ESR1 FGF19 FGF3 FGFR1 FGFR2 FGFR3 FGFR4 FLT3 IGF1R KIT KRAS MDM2 MDM4 MET MYC MYCL MYCN NTRK1 NTRK2 NTRK3 PDGFRA PDGFRB PIK3CB PIK3CA PPARG RICTOR TERT
Gene fusion: AKT2 ALK AR AXL BRCA1 BRCA2 BRAF CDKN2A EGFR ERBB2 ERBB4 ERG ESR1 ETV1 ETV4 ETV5 FGFR1 FGFR2 FGFR3 FGR FLT3 JAK2 KRAS MDM4 MET MYB MYBL1 NF1 NOTCH1 NOTCH4 NRG1 NTRK1 NTRK2 NTRK3 NUTM1 PDGFRA PDGFRB PIK3CA PRKACA PRKACB PTEN PPARG RAD51B RAF1 RB1 RELA RET ROS1 RSPO2 RSPO3 TERT






       2.	TOXI – Department of Forensic Medicine and Toxicology	Husova 357/10, 460 01 Liberec 1
 Examinations:
	Ordinal Number
	Analyte/ parameter/diagnostics
	Principle of examination
	Identification of method procedure/ equipment
	Examined material
	Degrees of freedom1

	814 - Toxicological Laboratory

	1.
	Ethyl alcohol
	GC-FID
	SOP D3.16/14.12.2020;
SOP D4.3/8. 11. 2021;
SOP D3.3/24. 3. 2022;
SOP D3.14/14. 12. 2020;
GC-FID-2010Plus Shimadzu
	Blood, serum, urine
	A, B

	2.
	Ethyl alcohol
	Enzymatic method with alcohol dehydrogenase
	SOP D3.3/24.3.2022;
Calibrator: version 13, 10/2022;
Control N: version 12, 10/2022;
Control A: version 12, 11/2022;
Reagents: version 8, 06/2022;
Cobas Integra 400 Plus Roche
	Blood, serum, urine
	A, B

	3.
	Screening nox
	Immunochemical test
	SOP D3.10/24.3.2022;
Package leaflet MULTI DrugControl, multi med Products GmbH version 1; 09/2016; 
Multi DrugControl
	Urine
	A, B, C

	4.
	Detection of volatile substances
	GC-FID
	SOP D3.6/1.1.2020;
SOP D3.16/14.12.2020;
GC-FID-2010Plus Shimadzu
	Blood, serum, urine
	A, B








Specification of the scope of accreditation:
	Field Nr. / Ordinal Number
	Detailed information on activities within the scope of accreditation

	814/3
	Methamphetamine, Opiates, Ecstasy, Methadone, Cocaine, Cannabinoids, Tramadol, Barbiturates, Benzodiazepines, Fentanyl, Tricyclic Antidepressants, Acetaminophen

	814/4
	Methanol, Acetone, Acetaldehyde





3. OGMD – Department of Genetics and Molecular Diagnostics 	Husova 357/10, 460 01 Liberec 1
Examinations:
	Ordinal Number
	Analyte/ parameter/diagnostics
	Principle of examination
	Identification of method procedure/ equipment
	Examined material
	Degrees of freedom1

	802 – Medical Microbiology

	1.
	Detection of nucleic acids of infectious agents
	Real-Time PCR
	SOP PCR001/23.5.2022; 
STP Zinexts MagPurix/ 22.5.2022;
Thermocycler CROBEE Line Gene 9640
	Urogenital smear / swab, conjunctival sac or corneal smear, urine, sperm
	A, B, C, D

	816 – Medical Genetics Laboratory

	1.
	Examination of germline genome variants
	Real-Time PCR
	SOP GEN001/14.7.2022; 
STP Zinexts MagPurix/ 22.5.2022;
Thermocycler CFX 96
	Blood
	A, B, C, D



Specification of the scope of accreditation:
	Field Nr. / Ordinal Number
	Detailed information on activities within the scope of accreditation

	802/1
	DNA Chlamydia trachomatis

	816/1
	Factor V Leiden (F V Leiden), Factor II prothrombin (FII G20210A), MTHFR C677T (MTHFR C677T), MTHFR A1298C (MTHFR A1298C), Haemochromatosis (HFE)], Genotyping TPMT (Genotyping TPMT), HLA-B27 (HLA-B27)



Explanatory notes:
1	Established degrees of freedom according to MPA 00-09-..: 
A – Flexibility concerning the documented examination/ sample collection procedure
B – Flexibility concerning the technique
C – Flexibility concerning the analytes / parameters
D – Flexibility concerning the examined material 
If no degree of freedom is specified, the laboratory cannot apply a flexible approach to the scope of accreditation for this examination.

NGS-MPS			Massively parallel sequencing 
GC-FID 			Gas Chromatography with Flame Ionization Detection
Real-Time PCR		Real-Time Polymerase Chain Reaction
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