List of activities within the flexible scope of accreditation
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Certificate of Accreditation No.:
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Fakultni nemocnice Olomouc

Laboratote Ustavu mikrobiologie
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Medical Laboratory — CSN EN 1SO 15189 ed. 3:2023

Updated: 29. 6. 2026
Examinations:
Ordinal Analyte/ Principle Identification of method Examined material Degrees
Number | parameter/diagnostics of examination procedure/ equipment of
freedom!
802 — Medical Microbiology
1. Microbiological Aerobic culture SOP-BAK-A04, edition 11; | Swabs from the A, B,D
examination of Fm_11 BAK 2026 02 10 | oral cavity, throat,
upper respiratory nasopharynx, nose
tract and tonsils
2. Microbiological Aerobic culture; SOP-BAK-AQ8, edition 2; | Corneal A B,D
examination o_f Anaerobic culture: Fm_11 BAK 2026 02_10 swa_b/scrgpe,
clinical material conjunctival swab,
Microscopy vitreous/intraocular
fluid, lens, external
auditory canal and
middle ear
swab/smear
3. Bacteriological Aerobic culture; SOP-BAK-AO06, edition 2; Puncture, aspirate, | A,B,D
examination Anaerobic culture: Fm_11 BAK 2026 02 10 | effusion (jom'_[,
of primarily sterile paranasal cavity,
body fluids Microscopy thoracic cavity,
pleural cavity,
pericardium,
abdominal cavity,
pancreas,
gallbladder, kidney,
node, thyroid
gland), drainage
secretion, bile
4, Microbiological Aerobic culture; SOP-BAK-AO06, edition 2; Pus A B,D

examination of
clinical material

Anaerobic culture;

Microscopy

Fm_11_BAK_2026_02_10
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5. Microbiological Aerobic culture; SOP-BAK-AQ3, edition 11; | Vascular cannulas A B,D
examlnatlor_l of Anaerobic culture Fm_11 BAK 2026 02 10 | and g:athete_rs,
foreign bodies cardiac pacing
electrode, dialysis
cannula
6. Bacteriological Aerobic culture; SOP-BAK-AOQ1, edition 11; | Blood A, B,D
examination of . SOP-BAK-AQ2, edition 12;
blood and primarily A”‘:‘embt'c dcu't“re Fm_11_BAK_2026_02 10;
sterile body fluids | (2utomated)
BD Bactec FX
7. Microbiological Aerobic culture; SOP-BAK-AOQ2, edition 12; | Tissue swabs, bone | A, B, D
ex_ar_nmatlon qf Anaerobic culture Fm_11 BAK 2026 _02_10 | grafts swabs
clinical material
8. | Identification Mass spectrometry | SOP-BAK-A07, edition 2; | Bacterial culture, | A, B, C,
of microorganism SOP-MYK-AQL, edition 7; | yeast culture D
Fm_11 BAK 2026 02 10;
Bruker Microflex LT
9. Detection of Aerobic culture; SOP-TBC-AO01, edition 7; Sputum, A, B,D
mycobacteria Microscopy Fm_11 TBC_ 2026 _06_16 end_otracheal
aspirate,
bronchoalveolar
lavage, urine,
tissue,
cerebrospinal fluid,
effusion, pus
10. Detection of Aerobic culture SOP-TBC-AO01, edition 7; Sputum, AB,D
mycobacteria (automated) Fm 11 TBC 2026 06 16: | endotracheal
T B T aspirate,
Bactec MGIT 960 bronchoalveolar
lavage, urine,
tissue,
cerebrospinal fluid,
effusion, pus
11. Qualitative Disk diffusion test | SOP-ATB-AO01, edition 9; Bacterial culture A, B, C,
examination of SOP-ATB-A01 annex D

microorganism
sensitivity

P01_2026_02_17;
SOP-ATB-A01_annex
P02_2022_02_23;
Fm_11 BAK 2026 _02_10
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12. Quantitative Microdilution SOP-ATB-AO01, edition 9; Bacterial culture A, B, C,
examination of method; SOP-ATB-A01 annex D
microorganism E-test P01 2026 02_17;
sensitivity SOP-ATB-A02, edition 7;
SOP-ATB-A02_annex
P01 2022 05 _06;
Fm _MIKRO 18 2021 11
18;
Fm_11 BAK 2026 02 10
13. Identification of the | Phenotyping SOP-MYK-AO01, edition 7; | Yeast culture A, B, C,
microorganism SOP-MYK-AQ1_annex D
P02 2022 12 28;
Rice agar cat. nr.: 04041
(TRIOS);
COLOREX Candida cat.
nr.: 02061 (TRIOS)
14, Identification of the | Agglutination SOP-MYK-AOQ1, edition 7; | Yeast culture A B, C,
microorganism SOP-MYK-AQ1_annex D
P01 2022 12 28
15. Parasitological Microscopy SOP-PAR-AO01, edition 9 Stool A B
examination of Fm_11 PAR 2026 06 29
stool
16. Non-specific Agglutination SOP-SER-AO01, edition 7; Serum A, B,D
antibodies against SOP-SER-A01_annex
Treponema P01_2022 05 12
pallidum
17. Antibodies against | Immunoassay with | SOP-SER-A02, edition 3; Serum A B,C
infectious agents luminometric SOP-SER-A02_annex D
detection P01 2023 11 15;

SOP-SER-A03, edition 6;
SOP-SER-A03_annex
P0O1_2025_05_26;
SOP-SER-A03_annex
P02_2023_05_26;
SOP-SER-A04, edition 6;
SOP-SER-A04_annex
P03_2023_05_26;
SOP-SER-A04_annex
P04_2023_05_26;
SOP-SER-AO05, edition 6;
SOP-SER-AQ5_annex
P0O1_2023_05_26;

Liaison XL
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18. | Antigens of Immunoassay with | SOP-SER-A04, edition 6; | serym A B, C,
infectious agents | luminometric SOP-SER-A04_annex D
SOP-SER-A04_annex
P02_2023_05_26;
Liaison XL
19. HIV markers Immunoassay with | SOP-SER-AOQ6, edition 6; Serum AB,D
luminometric SOP-SER-A06_annex
detection P01 2023 05 26;
Liaison XL
20. Detection of Real-Time PCR SOP-GEN-AOQ1, edition 6; | Sputum, A B, C,
nucleic acids of SOP-GEN-AO01_annex endotracheal D
infectious agents P01_2024_06_25; aspirate, skin swab,
SOP-GEN-AOQ1_annex bronchoalveolar
P02 2024 06 _25; lavage, urine,
cerebrospinal fluid,
RotorGene-Q blood, pus,
effusion, tissue

Specification of the scope of accreditation:

Field Nr./ | Detailed information on activities within the scope of accreditation
Ordinal

Number

802/1 Bacteria, yeasts, filamentous fungi
802/2 Bacteria, yeasts, filamentous fungi
802/3 Bacteria, yeasts, filamentous fungi
802/4 Bacteria, yeasts, filamentous fungi
802/5 Bacteria, yeasts, filamentous fungi
802/6 Bacteria, yeasts

802/7 Bacteria, yeasts, filamentous fungi
802/8 Bacteria, yeasts

802/11 Bacteria

802/12 Bacteria

802/13 Yeasts

802/14 Serotyping of Candida dubliniensis
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Number

802/17 Antibodies against Treponema pallidum in IgG class
Cytomegalovirus antibodies in 1gG, IgM classes

Hepatitis B virus antibodies (anti-HBc-total, anti-HBc-1gM)
Hepatitis C virus antibodies (anti-HCV-total)

802/18 HBsAg

802/19 | Abanti HIV 1/2, Ag HIV p24

802/20 DNA of Mycobacterium tuberculosis complex (M. tuberculosis, M. bovis, M. africanum, M. microti and
the BCG vaccination strain)

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
E — Flexibility concerning the POCT delivery points

If no degree of freedom is specified, the laboratory cannot apply a flexible approach to the scope of accreditation for this
examination.
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