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Annex to the Decision No. 407/10747/2023/1 and to the Certificate of Accreditation No. M-032 dated 27.03.2023.

Name of the accredited subject:

The Annex is an integral part of the
Certificate of Accreditation

Accreditation scope

Medirex, a.s.

Holubyho 35, 902 01 Pezinok

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

Western Slovakia, Central Laboratory Nitra
Novozamocka 67, 949 05 Nitra

Eastern Slovakia, Central Laboratory KoSice
Magnezitarska 2/C, 040 13 Kosice

Laboratory with a fixed accreditation scope.

Established method

g Object of examination Other specification
) Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
= material Parameter method equipment, etc.)
Alanine IFCC method with pyridoxal-5-
1.1 Aminotransferase g%%_i;clhfyla phosphate
(ALT) ) BA/KE
. Albumin, Siemens bromocresol green
1.2 Albumin (ALB) (SOP-M 1.2) BA/KE
13 Alkaline ALP, Lachema IFCC method with AMP
' Phosphatase (ALP) (SOP-M 1.3) BA/KE
4,6 -ethyliden-4-nitrophenyl-o.-D-
1.4 a-Amylase (AMS) ghggihﬁa;}f)ma maltoheptaoside, IFCC
) BA/KE
Aspartate AST. Lachema IFCC method with pyridoxal-5-
1.5 Aminotransferase S OI;-M 1.5) phosphate
(AST) ) BA/KE
16 Bilirubin Total BILT, Lachema method with 2,4-dichloroaniline
" | serum (BILT) photometry (SOP-M 1.6) BA/KE
. TP, Siemens Biuret
1.7 Total Protein (TP) (SOP-M 1.7) BA/KE
1.8 v-Glutamyl- GMT, Lachema IFCC method
) transferase (GGT) (SOP-M 1.8) BA/KE
1.9 Cholesterol Total CHOL, Lachema enzymatic CHOD-PAP method
' (CHOL) (SOP-M 1.9) BA/KE
1.10 Creatine Kinase CK, Lachema IFCC method
' (CK) (SOP-M 1.10) BA/KE
111 lgi(;:;éiogenase LDH, Lachema IFCC method
(LDH) (SOP-M 1.11) BA/KE
112 Triacylglycerols TG, Lachema enzymatic GPO-PAP method
' (TAG) (SOP-M 1.12) BA/KE
113 Tron (Fe) IRON_2, Siemens | colorimetric method with ferozzine
: on (SOP-M 1.13) BA/KE
IP, Siemens UV method, phosphomolybdate
1.14 Phosphorus (P) (SOP-M 1.14) BA/KE
GLU, Lachema enzymatic GOD-PAP method
1.15 Glucose (GLU) (SOP-M 1.15) BA/KE
i ¥ A\ Alqe \‘
serum, urine . Pa—— MG, Siemens colorimetric et d/ with xyh Xl\
1.16 Magnesium (Mg) (SOP-M 1.16) %
' T Iﬁﬂk L |
.. X modified Jaffe metho ‘
1.17 Creatinine (CREA) (Csrga;irﬁjlnle, ll%alab with cgfﬁ ensatjon‘ej ' ,
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= Object of examination Established method Other specification
.‘:" Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
material Parameter method equipment, etc.)
; ; UA, Lachema enzymatic method uricase-PAP
1.18 Uric Acid (UA) (SOP-M 1.18) BA/KE
enzymatic UV method
1.19 Urea (UREA) e tomer EJS%%AMLfCIg‘;ma urease-GLDH
photometry -M 1. BA/KE
. colorimetric method with
1.20 Calcium (Ca) b, CHETISHS o-cresolphtalein complexone
serum, urine (SOP-M 1.20) BA/KE
. Chloride, Siemens ISE with dilution
1.21 Chloride (Cl) (SOP-M 121) BA/KE
Potassium, Ty
1.22 Potassium (K) potentiometry Siemens ISE vg;l;lcclgutlon
(SOP-M 1.22)
. Sodium, Siemens ISE with dilution
1.23 Sodium (Na) (SOP-M 1.23) BA/KE
C-Reactive Protein CRP, DiaSys
1.24 (CRP) (SOP-M 1.24) S
Immunoglobulin A IgA, DiaSys
12 (IgA) (SOP-M 1.25) BA/KE
Immunoglobulin G | . 253 IgG, DiaSys
1.26 (1eG) immunoturbidimetry (SOP-M 1.26) BA/KE
Immunoglobulin M IgM, DiaSys
127 (IgM) (SOP-M 1.27) BA/KE
. TRF, Siemens
1.28 | serum Transferrin (Trf) (SOP-M 1.28) BA/KE/NR
o-Fetoprotein AFP cobas, Roche
&l (AFP) (SOP-M 2.1) BARE
Procollagen-type 1 | electrochemi — total PINP cobas,
2.2 N-terminal luminiscence Roche BA/KE
propeptide (PINP) | immunoassay (SOP-M 2.2)
B — Isomerized C — B - CrossLaps/
terminal serum cobas,
&3 telopeptides of type Roche BAKE
I collagen (CTx) (SOP-M 2.3)
2.4 |unoccupied
Estradiol III cobas,
2.5 17B-Estradiol (E2) Roche BA/KE
(SOP-M 2.5)
Follisls st electrochemi — FSH cobas,
2.6 ligtmone (FSH) € | luminiscence Roche BA/KE
serum immunoassay (SOP-M 2.6)
. HCG+ cobas,
27 gg"i"é"cﬂé‘;"' Roche BA/KE
P (SOP-M 2.7)
. — IgE Advia Centaur,
28 gm}rsl)unoglobulm E ;:i;n:rlllé::;scence Siemens BA/KE
£ Y (SOP-M 2.8)
2.9 | unoccupied
510 | serum Luteinizing Ti:g?:i?:;_ LH cobas, Roche
' hormone (LH) . (SOP-M 2.10)
immunoassay
2.11 | unoccupied
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g Object of examination Established method Other specification
g Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
material Parameter method equipment, etc.)
PAP.A o
2.12 profein A p Roche BA/KE
(PAPP-A) (SOP-M 2.12)
Parathyroid PTH cobas,
2.13 hormone intact Roche BA/KE
(PTH) (SOP-M 2.13)
Progesterone Progesterone 111
2.14 (PROG) elevtrochemi— cobas, Roche BA/KE
luminiscence (SOP-M 2.14)
1mmunoassay Testosterone 11
2.15 Testosterone (TST) cobas, Roche BA/KE
(SOP-M 2.15)
Troponin T cardiac "Sf;czagnclgb"l;shs,
2.16 — high sensitive ’ BA/KE
(hs cTnT) Roche
(SOP-M 2.16)
FER Advia
217 | garum Ferritin (FER) Centaur, Siemens BA/KE
(SOP-M 2.17)
p 6 chemiluminiscence PSA Advia
2.18 a;g“:r;g;i)w immunoassay Centaur, Siemens BA/KE
g (SOP-M 2.18)
Prostate-specific 8 Adyin
2.19 anfioer frge (fPSA) Centaur, Siemens BA/KE
£ (SOP-M 2.19)
. TSH cobas, Roche
2.20 Thyrotropin (TSH) (SOP-M 2.20) BA/KE
991 Triiodothyronine | electrochemi — §T3hl H cobas, BA/KE
: free (fT3) luminiscence e
immunoassay (SOP-M2.21)
Thyroxine free FTA Mcrbms,
2.22 (fT4) Roche BA/KE
(SOP-M 2.22)
Protein avarose gel Hydragel 54 pB1-
3.1 electrophoresis elgectro I%oresis B2, Sebia BA/KE
(ELFO) P (SOP-M 3.1)
Monoclonal agarose gel Hydragel4 IF’. qualitative method
. X ; Hydragel 4 Urine
3.2 |serum, urine proteins (IF) electrophoresis : BA/KE
and immunofixation Profil, Bebia
(SOP-M 3.2)
3.3 |unoccupied
/‘(N—’“\’m:‘
& O
ahalisal Glycated Variant II Turbo, -
34 5100% haemoglobin Alc | HPLC D-100, BioRad
(HbAlc) (SOP-M 3.4)
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= Object of examination Established method Other specification
g Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
material Parameter method equipment, etc.)
Blood cell count
with differential:
Hemoglobin photometry
HGB)
Erythrocytes
Pﬁeﬁi = electrical impedance
(PLT) BC-6800,
Leukocytes (WBC) BC-6200,
perpheril Neutrophils BC-6000
4.1 Tisod granulocytes Auto Hematology BA/KE/NR
(NEU) Analyzer,
Lymphocytes Mindray
(LYM) (SOP-M 4.1)
Monocytes flow cytometry
(MONO)
Eosinophils
granulocytes (EOS)
Basophils
granulocytes
(BASO)
49 plasma Plg%thrombin time | coagulation assay giﬁ?&orel B, BA/KE/NR
(T (SOP-M 4.2)
4.3 | unoccupied
Dade Thrombin
4.4 Fibrinogen (FBG) | coagulation assay Reagent, Siemens BA/KE/NR
(SOP-M 4.4)
Berichrom
Antithrombin III Antithrombin III,
45 | plama (AT 1II) chromogenic assay Siemens HARE
(SOP-M 4.5)
s immuno-turbidimetric INNQVAN.CE
4.6 D-dimer assa D-Dimer, Siemens BA/KE/NR
Y (SOP-M 4.6)
CD3+ Navios Flow
CD3+CD4+ Cytometer,
eripheral CD3+CD8+ Monoclonal
5.1 gloopd NK cells flow cytometry Antlbodies, BA/KE/NR
Beckman Coulter
B lymphocytes (SOP-M 5.1)
ImmunoCAP 250, . . .
investigated allergens according to
. fluorescence ImmunoCAP the manufacturer's offer of the
5.2 |serum Specific IgE . 1000, Phadia, . .
1mmunoassay . mentioned measuring systems
Specific IgE BA/KE
(SOP-M 5.2)
6.1 Ef;i)p;l e‘:t:zile Plision genes Real Time PCR Beforstice v, | reverse qizgitzgge method
' ’ (BCR-ABL) (SOP-M 6.1)
marrow B4
. qualitative meth
6.2 Efélop;l etfglle VOLIF SMBUORSY | o ine PR Refesunce 0. RQPC Q/Om A
’ marro’w JAK?2 gene (SOP-M 6.2) alelic discrifffipation 2
Bps [ T, ]
peripheral V{ 2 = )
bloopd, bone Molecular‘ § FISH . Reference 6.3 qualitati ( ethod~" l\f\
6.3 marrow cytogenetic fluorescent in situ (SOP-M 6.3) BAD No. A
¢ analysis hybridization : Sy

amniotic fluid

\
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g Object of examination Established method Other specification
é Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
material Parameter method equipment, etc.)
Cytogenetic analysis
6.4 peripheral Karyotyping of of chromosomes after ?Se(t)‘e;-e&cz 3)4 qualitative method
" | blood chromosomes 72 hours peripheral ‘ B4
blood cultivation
Chromosome Reference 6.5 qualitative method
6.5 |amniotic fluid |aneuploidy PCR/fluorescent PCR (SOP-M 6 5') QF PCR
13,1821, X and Y ) BA
Hepatitis B' virus HBsAg II cobas, qnaliiatvemathod
7.1 surface antigen Roche BA/KE
HBsAg) (SOP-M 7.1)
Anti-HBs II cobas,
7.2 (anti-HBs) Roche BA
(SOP-M 7.2)
73 gf;:fgg;ﬁy qualitative method
' (anti-HBc IgM) electrochemi — g OP:M 73) B4
serum, plasma luminiscence (5C - ;
. Anti-HBc total o
immunoassay qualitative method
7.4 (anti-HBc total) Gaigns, Raghe BA
(SOP-M 7.4)
Hepatitis B virus e HBeig ¢abas, qualitative method
e antigen (HBeAg) Roglte BA
(SOP-M 7.5)
Hepatltl's B virus e Anti-HBe cobas, qualifativemeifod
7.6 antibodies Roche BA
(anti-HBe) (SOP-M 7.6)
Hepeatitis C virus Anti-HCV 11 o
o qualitative method
7.3 antibodies cobas, Roche BA/KE
(anti-HCV) . (SOP-M 7.7)
Human elec_trgcheml - )
smunpeBiiency !umlmscence HIV Combi PT, o
78 virmsantigen and Immunoassay HIV duo qualitative method
' antibodies cobas, Roche BA/KE
serum, plasma HIV Ag/Ab) (SOP-M 7.8)
Hepatitis B virus
7.9 DNA Real Time PCR g%\li_‘;j}b;’sg’)Ro"he BA
HBV DNA) '
Hepatiu C g . HCV cobas, Roche Real Time RT PCR
7.10 RNA Real Time PCR (SOP-M 7.10) BA
(HCV RNA) '
The presence of
diagnostically Reference 8.1 qualitative method
8.1 [blood culture | ot (SOP-M 8.1) BA/KE/NR
microorganisms
body fluid
cultures The presence of
82 (excluding diagnostically Reference 8.2 qualitative method
"~ | blood, significant (SOP-M 8.2) BA/KE/NR
cerebrospinal | microorganisms cultivation
fluid and urine)
The presence of
23 catheter tip d'iag.nostically Reference 8.3 qualitative met gm
cultures significant (SOP-M 8.3) BA/ -\(\Q\O g
microorganisms b
The presence of
8.4 cerebrospinal | diagnostically Reference 8.4
“ | fluid significant (SOP-M 8.4)

microorganisms
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= Object of examination Established method Other specification
g Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
material Parameter method equipment, etc.)
The presence of
8.5 fzze:ll_;?l?eztiﬂier diagnostically Reference 8.5 qualitative method
> |8 ' significant (SOP-M 8.5) BA/KE/NR
nal specimens : ;
microorganisms
specimens The presence of
8.6 ffom enital diagnostically Reference 8.6 qualitative method
A D & significant (SOP-M 8.6) BA/KE/NR
microorganisms
human
biological The presence of
8.7 material diagnostically cultivation Reference 8.7 qualitative method
" | (wound, ocular | significant (SOP-M 8.7) BA/KE/NR
and otitis microorganisms
cultures)
specimens The presence of
2.3 from diagnostically Reference 8.8 qualitative method
" | respiratory significant (SOP-M 8.8) BA/KE/NR
tract microorganisms
The presence of
8.9 | urine diagnostically Reference 8.9 qualitative method
' significant (SOP-M 8.9) BA/KE/NR
microorganisms
8.10 :r?ilct;l;zroi- Identification of T — Reference 8.10 qualitative method
' ; & microorganisms P Y (SOP-M 8.10) BA/KE
nisms
hpmaq The presence of
. microorganism i ic
211 material celll lar ilemseni’ mxcrolsca(?i) /stainin Reference 8.11 qualitative method
% | and culture of Coor SEmeS | CXamMIAAOWSIAINME | (SOP-M 8.11) BA/KE/NR
. and identification | procedures
microorga- . .
. of microorganisms
nisms
Identification of
aerobic, fakultative | conventional
culture of S
812 | microorea- anaerobic, biochemical tests, Reference 8.12 qualitative method
‘ nisms g microaerophilic growth properties and | (SOP-M 8.12) BA/KE/NR
and anaerobic antigen characteristic
bacteria
Growth and/or antimicrobial
culture of inhibition growth | susceptibility testing Reference 8.13
8.13 | microorga- in the presence of | (disc diffusion and ; "
. . . . o (SOP-M 8.13) qualitative method
nisms antimicrobial microdilution method, BA/KE/NR
agents MIC)
biological
indicators for
. Grow of
8.14 Holeriig microorganism — Reference f:14 qualitative method
efficacy Of | ) soical indicater | TIEVAHON (SOP-M 814 BA/KE/NR
sterilization
processes
91 The presence of Reference 9.1 qualitative method
"~ | human microscopic fungi (SOP-M 9.1) B4
blologlcal Tl}e presence of . Reference 9.2
9.2 | material microscopic fungi . .
microscopic (SOP-M 9.2)
and cell elements examination
cultures of Micromorphologic
. . Reference 9.3
9.3 | microscopic al features of
) . . . (SOP-M 9.3)
fungi microscopic fungi
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g Object of examination Established method Other specification
é Biological Analyte / Principle Identification of a (range, uncertainty, purpose,
material Parameter method equipment, etc.)
Growth of
94 fr?ilct:l;:z:fic $IC;ZZEEE écsfl:;%fl_lc analysis of metabolic | Reference 9.4 qualitative method
* | fangi p Sut‘)’s - ang and growth features | (SOP-M 9.4) BA
temperature
IgM antibodies Elecsys Toxo IgM qualitative method
10.1 against cobas, Roche BA
Toxoplasma gondii lectrochemi — (SOP-M 10.1)
IgG antibodies fu:ixrl'sceilce Elecsys Toxo IgG
10.2 | serum, plasma | against immu;oassa cobas, Roche BA
Toxoplasma gondii Y (SOP-M 10.2)
Avidity of IgG Elecsys Toxo IgG
103 antibodies against Avidity cobas, qualitative method
' . Roche BA
Toxoplasma gondii (SOP-M 10.3)
Thie presence af ; Reference 10.4 qualitative method
10.4 | stool helminth eggs and | microscopy (SOP-M 10.4) BA
protozoan cysts '
perianal tape The presence of . Reference 10.5 qualitative method
10.5 test Enterobius microscopy (SOP-M 10.5) BA
vermicularis )
NOTES:

OP-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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