Annex to the Certificate of Accreditation No. M-032 dated 25.06.2025.

Accredited body:

Western Slovakia, Central Laboratory Bratislava, Galvaniho 17/C, 821 04 Bratislava

Scope of Accreditation

Medirex, a.s.

Holubyho 35,902 01 Pezinok
Organizational unit and workplace performing the activity of the Accredited Body:

Western Slovakia, Central Laboratory Nitra, Novozdmocka 67, 949 05 Nitra
Eastern Slovakia, Central Laboratory Kosice, Magnezitarska 2/C, 040 13 Kosice
Identification number of the accredited body: 407 /M-032

Laboratory with fixed scope
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The Annex is an integral part of the
Certificate of Accreditation

Object of examination Established method
£ | Biological % ; Other specifications
8 . Analyte / ol W Identification of .
= m;t:tr:i:;l/ Paranieter Principe method (equipment, workplace etc.)
19 ﬁﬁ?rllgirans ferase ALT, Lachema Advia 2400, Advia XPT
: (ALT) (SOP-M 1.1) BA/KE
. Albumin, Siemens Advia 2400, Advia XPT
1.2 Albumin (ALB) (SOP-M 1.2) BA/KE
13 Alkaline Phosphatase ALP, Lachema Advia 2400, Advia XPT
: (ALP) (SOP-M 1.3) BA/KE
AMS, Lachema Advia 2400, Advia XPT
1.4 a-Amylase (AMS) (SOP-M 1.4) BA/KE
e ﬁfé’i"’r‘lr;;tsns orase AST, Lachema Advia 2400, Advia XPT
: (AST) (SOP-M 1.5) BA/KE
16 Bilirubin Total BILT, Lachema Advia 2400, Advia XPT
' (BILT) (SOP-M 1.6) BA/KE
serum -
17 Total Protein (TP) TP, Siemens Advia 2400, Advia XPT
: (SOP-M 1.7) BA/KE
18 y-Glutamyl- GMT, Lachema Advia 2400, Advia XPT
' transferase (GGT) (SOP-M 1.8) BA/KE
1.9 Cholesterol Total CHOL, Lachema Advia 2400, Advia XPT
: (CHOL) (SOP-M 1.9) BA/KE
. . CK, Lachema Advia 2400, Advia XPT
1.10 Creatine Kinase (CK) photometry (SOP-M 1.10) BA/KE
1 Bi;ta;io enase LDH, Lachema Advia 2400, Advia XPT
' (LDK) & (SOP-M 1.11) BA/KE
112 Triacylglycerols TG, Lachema Advia 2400, Advia XPT
: (TAG) (SOP-M 1.12) BA/KE
113 Tron (Fe) IRON_2, Siemens Advia 2400, Advia XPT
: (SOP-M 1.13) BA/KE
IP, Siemens Advia 2400, Advia XPT
1.14 Phosphorus (P) (SOP-M 1.14) BA/KE
GLU, Lachema Advia 2400, Advia XPT
1.15 Glucose (GLU) (SOP-M 1.15) BA/KE
. MG, Siemens Advia 2400, Advia XPT
1.16 Magnesium (Mg) (SOP-M 1.16) BA/KE
. . Creatinine, Dialab Advia 2400, Advia XPT
1.17 | serum, urine |Creatinine (CREA) (SOP-M 1.17) BA/KE
. . UA, Lachema Advia 2400,,Ad’\"i{é,f),(;?-‘1}_\
1.18 Uric Acid (UA) (SOP-M 1.18) B/A'ma Al "@f‘\
UREA, Lachema Advia 2400, AdviaXPT 7-
1.19 Hrea (WREA) (SOP-M 1.19) | \BA/KE rf’:—z | g
2400, AdviaxXP
. CA, Siemens Adviai2400, AdviaX] ] -
1.20 Calcium (Ca) (SOP-M 1.20) .’\“: BAJKE
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Object of examination Established method
£ | Biological SN Other specifications
2 g Analyte / — Identification of : kol
= materl-al/ et Principe siathod (equipment, workplace etc.)
matrix
. Chloride, Siemens Advia 2400, Advia XPT
1.21 Chloride (CI) (SOP-M 1.21) BA/KE
; i . Potassium, Siemens Advia 2400, Advia XPT
1.22 | serum, urine | Potassium (K) potentiometry (SOP-M 1.22) BA/KE
. Sodium, Siemens Advia 2400, Advia XPT
1.23 Sodium (Na) (SOP-M 1.23) BA/KE
1.24 C-Reactive Protein CRP, DiaSys Advia 2400, Advia XPT
' (CRP) (SOP-M 1.24) BA/KE
125 Immunoglobulin A IgA, DiaSys Advia 2400, Advia XPT
' (IgA) (SOP-M 1.25) BA/KE
126 Immunoglobulin G immunoturbidimet |IgG, DiaSys Advia 2400, Advia XPT
' (IgG) ry (SOP-M 1.26) BA/KE
127 Immunoglobulin M IgM, DiaSys Advia 2400, Advia XPT
' (1gM) (SOP-M 1.27) BA/KE
: . TRF, Siemens Advia 2400, Advia XPT
1.28 Transferrin (Trf) (SOP-M 1.28) BA/KE
. AFP cobas, Roche cobas 8000
2.1 a-Fetoprotein (AFP) (SOP-M 2.1) BA/KE
Procoll:.agen-type 1 total P1NP cobas, cobas 8000
2.2 N-terminal Roche BA/KE
propeptide (P1NP) (SOP-M 2.2)
B - Isomerized C - )
terminal telopeptides B~ GrassLaps/ serum cobas 8000
2.3 cobas, Roche
of type I collagen BA/KE
(CTx) (SOP-M 2.3)
electrochemi - Iy e T cobas
Cancer antigen 125 | luminiscence ’ cobas 8000
24 (CA-125) immunoassa Rbehe BA/KE
y (SOP-M 2.4)
Estradiol III cobas,
2.5 |serum 17B-Estradiol (E2) Roche C°ZZS/?(%°°
(SOP-M 2.5)
26 Follicle stimulating gilghceobas, cobas 8000
hormone (FSH) (SOP-M 2.6) BA/KE
27 Choriogonado-tropin HCG+ cobas, Roche cobas 8000 / BA/KE
' (hCG) (SOP-M 2.7) cobas e411 / KE
Immunoglobulin E ar-Advia Cenmaug Advia Centaur XPT / BA/KE
24 (IgE) SICHIEHS Advia Centaur XP / KE
chemiluminiscence | (SOP-M 2.8)
immunoassay :
- Carcinoembryo- - ‘::;”a Centaur, | Aqyia Centaur XPT / BA/KE
nic antigen (CEA) (SOP-M 2.9) Advia Centaur XP / KE
210 Luteinizing hormone LH cobas, Roche cobas 8000
' (LH) (SOP-M 2.10) BA/KE
N-terminal pro-B- electrochemi - proBNP II cobas,
2.11 type natriuretic !ummlscence Roche Coé):lfaioe(i}ol{ 1/9/11{/EKE
eptide (NT-proBNP) | immunoassay (SOP-M 2.11)
o s Rache | colne SOpRATRE S
. & é QY \",\
(PAPP-A) (SOP-M 2.12) cobi & ,,/_KiEA-_
//}:}f T‘.;Fllt'! ; ' Q) b ¥
'.‘\‘ 6 e Foall
AR N ¥ o
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Object of examination Established method
£ | Biological : . Other specifications
e . Analyte / o Identification of f il K
= materl_al/ Paiainator Principe et ot (equipment, workplace etc.)
matrix
Parathyro.ld PTH cobas, cobas 8000
2.13 hormone intact Roche BA/KE
(PTH) (SOP-M 2.13)
Progesterone III
2.14 Progesterone (PROG) lectrochemi - cobas, Roche col;;s/igoo
o SCHY (SOP-M 2.14)
luminiscence
FAC——— Testosterone II cobas, cobas 8000
2.15 Testosterone (TST) y Roche BA/KE
(SOP-M 2.15)
T.roponm.'lj cardiac - Troponin T hs, STAT cobas 8000 / BA/KE
2.16 high sensitive cobas, Roche cobas 411 / KE
(hs cTnT) (SOP-M 2.16)
. FER Advia Centaur, | ) 4ia Centaur XPT / BA/KE
2.17 Ferritin (FER) Siemens Advia Centaur XP / KE
(SOP-M 2.17)
serum .
Prostate-specific chemiluminiscence P.S B iCyly Centans Advia Centaur XPT / BA/KE
218 antigen (tPSA) immunoassa SITHENS Advia Centaur XP / KE
g y (SOP-M 2.18)
219 Prostate-specific gli):rﬁ:\r?swa Centaur, Advia Centaur XPT
antigen free (fPSA) (SOP-M 2.19) BA/KE
. TSH cobas, Roche cobas 8000
2.20 Thyrotropin (TSH) ectrochem - (SOP-M 2.20) BA/KE
291 Triiodothyronine leumi;?sce(;ce FT3 Il cobas, Roche cobas 8000
: free (fT3) o (SOP-M 2.21) BA/KE
292 Thyroxine free (fT4) y FT4 1V cobas, Roche cobas 8000
: y (SOP-M 2.22) BA/KE
Protein _ agarose gel Hyd.ragel 54 B1-B2, Hydrasys
3.1 electrophoresis alestrephorests Sebia BA/KE
(ELFO) P (SOP-M 3.1)
Monoclonal proteins agarose gel . Hydragel 4 IF,. .Hy(.irasys
32 |serum, urine | (IF) electrophoresis Hydragel 4 Urine qualitative method
' ’ and immuno- Profil, Sebia BA/KE
fixation (SOP-M 3.2)
. Glycated . BioRad D-100
3.3 gleor(l);()jheral haemoglobin Alc HPLC ?S_(l)gf)l\‘f;ogad ionex HPLC method
(HbA1lc) ' BA/KE/NR
Blood cell count with
differential:
Hemoglobin
(HGB) photometry
Erythrocytes (RBC) electrical BC-6800
Platelets ; ’
(PLT) impedance BC-6200,
eripheral Leukocytes (WBC) 3C-6000 Mincray BC-6600.f BA
4.1 {)’loor(’i Neutmyhﬂs Auto Hematology Mindray BC-6200 / KE/NR
P Analyzer, Mindray BC-6000 / BA/KE/NR
granulocytes (NEU) Mindray
Lymphocytes (LYM) (SOP-M 4.1)
Monocytes (MONO) | flow cytometry JE———
i i L CNA Al
Eosinophils / Z0C N
granulocytes (EOS) AP G
Basophils iy ok 'z \\‘
granulocytes (BASO) = I et l 7: |
7,;.\.:('). \ <\,4 ',-?'. ,\‘“ fv
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Object of examination Established method
g Biological 2 . Other specifications
Q d Analyte / Sk e Identification of ;
t, kpl s
= materl_al/ Prvisitor Principe ot te (equipment, workplace etc.)
matrix
i Prothrombin time ggm"rd 5 Sysmex CS-5100 / BA/KE
(PT) (SOP-M 4.2) Sysmex CS-2500 / KE/NR
Thromboclotin
o e ; . ’ Sysmex CS-5100 / BA/KE
4.3 Thrombin time (TT) |coagulation assay |Siemens _
(SOP-M 4.3) Sysmex CS-2500 / KE/NR
Dade Thrombin
o : Sysmex CS-5100 / BA/KE
4.4 Fibrinogen (FBG) Reagent, Siemens i
plasma (SOP-M 4.4) Sysmex CS-2500 / KE/NR
Berichrom
45 Antithrombin III (AT chromogenic assa Antithrombin III, Sysmex CS-5100 / BA/KE
‘ 1) & Y| siemens Sysmex CS-2500 / KE
(SOP-M 4.5)
P D-dimer immuno- sl Sysmex CS-5100 / BA/KE
turbidimetric assay (SOP-M 4.6) Sysmex CS-2500 / KE/NR
CD3+ Navios Flow
CD3+CD4+ Cytometer,
51 peripheral CD3+CD8+ flow cvtometr Monoclonal Navios, Navios EX / BA/KE
“* | blood NK cells y Y | Antibodies, Navios EX / NR
Beckman Coulter
B lymphocytes (SOP-M 5.1)
ImmunoCAP 250, ImmunoCAP 1000 / BA
ImmunoCAP 1000 ImmunoCAP 250 / KE
- fluorescence & ’ investigated allergens
5.2 |serum Specific IgE . Phadia, ,
immunoassay g according to the
Specific IgE .
manufacturer's offer of the
(SOP-M 5.2) . .
mentioned measuring systems
peripheral .
Fusion genes (BCR- . Reference 6.1
6.1 |blood, bone ABL) Real Time PCR (SOP-M 6.1) BA/KE
marrow
peripheral ; e
V617F mutation of . Reference 6.2 qualitative method
6.2 |blood, bone JAK2 gene Real Time PCR (SOP-M 6.2) BA/KE
marrow
peripheral FISH
blood, bone Molecular - S Reference 6.3 qualitative method
6.3 . . fluorescent in situ
marrow, cytogenetic analysis Yihrtdizatism (SOP-M 6.3) BA
amniotic fluid y
Cytogenetic
analysis of
6.4 peripheral Karyotyping of chromosomes after | Reference 6.4 qualitative method
"" | blood chromosomes 72 hours (SOP-M 6.4) BA
peripheral blood
cultivation
oo : Chromo§ome PCR/fluorescent Reference 6.5 qualitative method
6.5 | amniotic fluid | aneuploidy PCR (SOP-M 6.5) BA
13,18,21,Xand Y )
Hepatitis B virus HBsAg II cobas, cobas 8000
7.1 surface antigen electrochemi - Roche qualitative method
serum, (HBsAg) 1 ectre (SOP-M 7.1) BA/KE==~..
s . uminiscence z 2 AN ST S N
plasma Hepatitis B virus . Anti-HBs II cobas, /ﬁ - ‘TN
. . immunoassay Cobas 8000 ~<.,
7.2 surface antibodies Roche e BAT - %o\
(anti-HBs) (SOP-M 7.2) 15 1 N 7
‘. '1:' l D’ir-"j ] e
8 <
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Object of examination Established method
£ | Biological ; ; Other specifications
g materi_al/ l:: I:_::z‘:; e{ " Principe lden:lf(z:::(;)n of (equipment, workplace etc.)
matrix
Hepatitis B virus core Anti-HBc IgM cobas, cobas 8000
7.3 IgM antibodies Roche qualitative method
(anti-HBc IgM) (SOP-M 7.3) BA
Hepatitis B virus core Anti-HBc total cobas, cobas 8000
7.4 antibodies Roche qualitative method
(anti-HBc total) (SOP-M 7.4) BA
" . cobas 8000
75 Hepatltls Bviruse HBeAg cobas, Roche qualitative method
’ antigen (HBeAg) (SOP-M 7.5) BA
Hepatitis B virus e f&:it;?sccl;ir?; - Anti-HBe cobas, cobas 8000
7.6 antibodies T—— Roche qualitative method
(anti-HBe) (SOP-M 7.6) BA
serum, Hepatitis C virus Anti-HCV II cobas, cobas 8000
7.7 |plasma antibodies Roche qualitative method
(anti-HCV) (SOP-M 7.7) BA/KE
Human .
immunodeficiency HIV Combi PT, cobas 8000
7.8 virus antigen and Hivdue qualitative method
: . cobas, Roche
antibodies (SOP-M 7.8) BA/KE
(HIV Ag/Ab) '
Hepatitis B'virus HBV cobas, Roche cobas 6800
73 JHNA (SOP-M 7.9) BA
(HBV DNA) '
Hepatitis C virus HCV cobas, Roche cobas 6800
7.10 RNA
(SOP-M 7.10) BA
(HCV RNA) :
Real Time PCR cobas 6800
711 DNA Chlamydia CT/NG cobas, Roche aualitive method
' trachomatis (SOP-M 7.11) BA
swabs, urine bas 6300
219 DNA Neisseria CT/NG cobas, Roche qual‘:i‘za S‘S’e -
' gonorrhoeae (SOP-M 7.12) BA
The presence of
diagnostically Reference 8.1 qualitative method
8.1 |bloodeulrure | oo ant (SOP-M 8.1) BA/KE/NR
microorganisms
body fluid
E;l;f:llltlfi?n The presence of
8.2 |blood J diagnostically Reference 8.2 qualitative method
' L significant (SOP-M 8.2) BA/KE/NR
cerehrospinal microorganisms
fluid and
urine) cultivation
The presence of
83 catheter tip diagnostically Reference 8.3 qualitative method
" | cultures significant (SOP-M 8.3) BA/KE
microorganisms
The presence of
8.4 cerebrospinal | diagnostically Reference 8.4 qualitative method
| fluid significant (SOP-M 8.4)
microorganisms
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Object of examination Established method
£ | Biological . d Other specifications
Qo ! Analyte / il Identification of 2 t 1
= materl.al/ Pamiater Principe method (equipment, workplace etc.)
matrix
fecal and The presence of
85 other diagnostically Reference 8.5 qualitative method
" | gastrointesti- | significant (SOP-M 8.5) BA/KE/NR
nal specimens | microorganisms
specimens The presence of
86 frpz)m enital diagnostically Reference 8.6 qualitative method
i & significant (SOP-M 8.6) BA/KE/NR
microorganisms
human
:gigil:f ] The presence of
87 |(wound diagnostically cilltivation Reference 8.7 qualitative method
' ’ significant (SOP-M 8.7) BA/KE/NR
ocular and ; ;
. microorganisms
otitis
cultures)
specimens The presence of
8.8 from diagnostically Reference 8.8 qualitative method
" |respiratory significant (SOP-M 8.8) BA/KE/NR
tract microorganisms
The presence of
89 |urine diagnostically Reference 8.9 semiquantitative method
' significant (SOP-M 8.9) BA/KE/NR
microorganisms
cu_lture B Identification of Reference 8.10 Mz?ldl.Bmtyper
8.10 | microorga- S —— mass spectrometry (SOP-M 8.10) qualitative method
nisms & ' BA/KE
h}lmar.x The presence of
biological microorganisms microscopic
811 material callalar glement:s examinatli)on Jshiin Reference 8.11 qualitative method
' and culture of : o (SOP-M 8.11) BA/KE/NR
. and identification of | ng procedures
microorga- : .
; microorganisms
nisms
Identification of g
. . conventional
aerobic, fakultative . .
culture of . biochemical tests, —
812 | microorea- anaerobic, S a——— Reference 8.12 qualitative method
: : & microaerophilic g prop (SOP-M 8.12) BA/KE/NR
nisms ; and antigen
and anaerobic -
. characteristic
bacteria
antimicrobial
culture of Growth and/or susceptibility
813 | microorga- inhibition growth in | testing (disc Reference 8.13 qualitative method
' . & the presence of diffusion and (SOP-M 8.13) BA/KE/NR
nisms o . . e
antimicrobial agents | microdilution
method, MIC)
9.1 The presence of e — Reference 9.1 qualitative method
"~ | human microscopic fungi (SOP-M 9.1) BA
blolog_l ol The presence o ! Reference 9.2 qualitative method
9.2 | material microscopic fungi
. . (SOP-M 9.2) BA
and cell elements microscopic
cqltures of. Micromorphological | examination Reference 9.3 quahtatgve/ e fh 61 \
9.3 | microscopic |features of i O
. . : . (SOP-M 9.3) 8\ BA 2 7N
fungi microscopic fungi {, = (SAN
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Object of examination Established method
£ | Biological ATk Other specifications
8 ; Analyte / T Identification of 2
= materl_al/ Porstion Principe K (equipment, workplace etc.)
matrix
Growth of
cu.ltures Of. microscopic fu.n.gl i | analysts .Of Reference 9.4 qualitative method
9.4 |microscopic | presence specific metabolic and
: (SOP-M 9.4) BA
fungi substance and growth features
temperature
cu_ltures Of. Identification of Reference 9.5 Ma_tldl.Blotyper
9.5 | microscopic . : ; mass spectrometry y qualitative method
. microscopic fungi (SOP-M ¢.9.5)
fungi BA
IgM antibodies Elecsys Toxo IgM cobas 8000
10.1 against Toxoplasma cobas, Roche qualitative method
gondii (SOP-M 10.1) BA
o IgG.antlbodles elecFrgcheml - Elecsys Toxo IgG cobas 8000
10.2 st against Toxoplasma | luminiscence cobas, Roche BA
p gondii immunoassay (SOP-M 10.2)
Avidity of IgG Elecsys Toxo IgG cobas 8000
10.3 antibodies against Avidity cobas, Roche qualitative method
Toxoplasma gondii (SOP-M 10.3) BA
104 | stool Eglempi;et;e:(:eso:n d Reference 10.4 qualitative method
: 88 (SOP-M 10.4) BA
protozoan cysts ;
The presence of fhicroscopy
105 perianal tape Enterobius Reference 10.5 qualitative method
| test . . (SOP-M 10.5) BA
vermicularis
REMARKS:

SOP-M - Standard Operating Procedure for Method

BA - examination is done in Medirex, a.s. Western Slovakia, Central Laboratory Bratislava

KE - examination is done in Medirex, a.s. Eastern Slovakia, Central Laboratory Kosice
NR - examination is done in Medirex, a.s. Western Slovakia, Central Laboratory Nitra
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