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Akreditovana osoba: Regionélny urad verejného zdravotnictva so sidlom v Banskej Bystrici
Cesta k nemocnici 1, 975 56 Banska Bystrica
Organizac¢na zloZka vykonavajica ¢innost’ akreditovanej osoby:
Odbor lekarskej mikrobioldgie

Miesto vykonu ¢innosti akreditovanej osoby:
Cesta k nemocnici €. 25, 975 56 Banska Bystrica
Identifika¢né ¢islo akreditovanej osoby: 159/M-073

Laboratoérium s fixnym rozsahom.

uvedeného osvedcenia

s Objekt vySetrenia Zavedena metoda Ostatné Specinikacie
N Systém / Ukazovatel’/ Princip / (rozsah, meistota. Geel
— . . 7 . 9 9 9
S Biologicky Analyt/ Druh / Oznacdenie zariadenie atd’.)
material Parameter Typ .
Biologicky material Kvalitativna skugka
1 stolica, likvor, Enteralne virusy : 1
" | vytery, Polio 1,3 a iné (SPP_OLM 16 /03 LV)
pitevny material
Biologicky material Izolécia virusu na
vyter z nosohltanu, bunkovych kultarach
vyplach nosohltanu, Virusy 2 s e
o i snstenal, chripka typ Aa B QP OLM 14101 vy vk
bronchoalveolarna
lavaz
Biologicky material Protilatky proti
3 venozna krv bez enteralnym virusom Virus neutraliza¢ny < 3 vl Yt
" | pridavkov, krvné Polio 1,3, test (SPP_OLM 17 /04 LV)
sérum, likvor Coxsackie B 1-6,A7,49
Koncentracia protilatok 4 Kvantitativna skuska
- ek e (SPP_OLM 26 /01 LP)
Toxoplasma gondii T =
Protilatky triedy IgA 5 Kvalitativna skaska
5. proti &
: s = Toxoplasma gondii GRSt Ot
6. B’1ologlcky el neobsadené ELISA neobsadené
: fj:zlxa ' I(’iroi[ili;tlky : - Kvalitativna skaska
: triedy IgM proti &
Toxoplasma gondii GeEom
Avidita protilatok 3 Kvalitativna sktiska
8. triedy IgG proti &
Toxoplasma gondii GFF U e
9. neobsadené
Protilatky WB 10 Kvalitativna skuska
R migey It oA loM (SPP_OLM 38 /07 LP)
proti Toxoplasma gondii = =
Biologicky Protilatky 1 Kvalitativna sktiska
11. [material triedy IgG proti &
sérum Bordetella pertussis e S ik
ELISA T =
plazma Protilétky Kvalitativna skuska
12 triedy IgA proti ($PP OLN1[220 103 A)I
Bordetella pertussis = = i
P e W 8
\SALARALTS /S
13: neobsadené /Q?QO 2 ‘\O’{‘\
S
14. neobsadené ﬁ/ ‘Z” 'l _;2‘13 = :’2
15. neobsadené VO%. §
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uvedeného osvedcenia

s ’ Objekt vySetrenia : = Zavedena metoda O3t tné Specifikicic
).5 S.ystel.n / ! Ukazovatel’/ Princip / - (rozsah, neistota, udel,
2 Blologl.c!(y Analyt/ Druh / Oznacenie zariadenie atd.)
material Parameter Typ
Antigén Kvalitativna skuska
16. HBeAg : s
it (SPP_OLM _45/09 Al)
Protilatky Kvalitativna skuska
17: anti-HBe proti Spp OL1\1/17 46/10 Al
HBV Al = )
Protilatky . 18 Kvalitativna skuska
18. anti-HBs proti (SPP_OLM 47/11 AI)
HBV
Antigén 3 19 Kvalitativna skaska
19. HBsAg (SPP_OLM 48/12 Al)
HBV
Konfirma¢né stanovenie 20 Kvalitativna sktaska
20. antigénu HBsAg ELISA (SPP_OLM 49/13 A)I
HBV
Celkové protilatky 21 Kvalitativna skuska
21. anti-HBc proti (SPP_OLM _50/14 AI)
HBV
HBc IgM protilatky : 22 Kvalitativna skuska
22. proti (SPP_OLM 51/15 Al)
HBV
23, neobsadené
24. neobsadené
25. neobsadené
Protilatky anti-HCV? 2% Kvalitativna sktiska
o Bk I‘;r(‘:’{‘, (SPP_OLM_55/19 AI)
materidl Konfirma¢né stanovenie 27 Kvalitativna skiiska
D8 e B grr‘(’)‘tlila“’k WB (§PP_OLM_56/20 Al)
HCV
Celkové protilatky anti- > 28 Kvalitativna skuska
o HAV proti (SPP_OLM 57/21 AI)
HAV®
. HAV IgM p.rotilétky ELISA - 5 Kvalitativna skuska
5 Tot1 &
1131 s (SPP_OLM _58/22 AI)
Protilatky 30 Kvalitativna skuska
30. IgG/IgM proti WB (SPP_OLM 61 /25 Al)
HEV’
HIIVE atidigén 3 Kvalitativna skuska
3. protilatky proti (SPP_OLM 63 /27 Al)
HIV-1a HIV-2
Protilatky 1 Kvalitativna skuska
32. IgM proti virusu SPP_OLM_72/28 Al
g e RRL e :
Avidita 33
33. protilatok triedy IgG (SPP_OLM _75/31 Al)
proti virusu rubeoly
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uvedeného osvedcenia

s _ Objekt vySetrenia o Zavedena metoda Gstatné Specifikicic
N Systém / Ukazovatel’/ Princip / (rozsah, neistota, tfel
e . 3 4 4 3 9 9 9
=) Biologicky Analyt/ Druh / Oznacenie : . .
& b zariadenie atd’.)
material Parameter Typ
Biologicky material
vyter z hrdla,
vyter z nosohltanu, Doékaz pritomnosti 34
34. vyplac%l nosol}l,tanu, Bordetella pertussis a Kultivacia (SPP_OLM 62 /26 Al Kvalitativna sktska
pitevny material, Bordetella parapertussis
bronchoalveolarna
lavéaz
Biologicky material
krv, likvor, plodova DNA Toxoplasma . 35 S e
35 ol mi S Real Time PCR (éPPﬁOLM_3 6/05 MB) Kvalitativna skuska
materidl
Biologicky Kvalitativna skugka
material
vyter z hrdla,
vyter z nosohltanu, DNA 36
36. V.yplac? nosohlltanu, Bordetella pertussis a Real Time PCR ($PP_OLM 42 /07 MB)
pitevny material, Bordetella parapertussis
bronchoalveolarna
lavaz, bakterialna
kultira
Kvalitativna sktiska
Biologicky DNA virusov a baktérii
material Chlamydia trachomatis
krv, Mycoplasma
sérum, pneumoniae
moc, Toxoplasma gondii
likvor, Pneumocystis carinii
vyter z hrdla, Brucella melitensis
vyter z nosohltanu, | Francisella tularensis 37
37. | vyplach nosohltanu, | Epstein-Barr virus PCR (SPP_OLM 34/03
plodova voda, Adenovirus MB)
ster z uretry resp. Parvo B 19
kréka maternice, Campylobacter jejuni
sputum, subsp.jejuni
bronchoalveolarna | Chlamydia pneumoniae
lavaz, Vibrio cholerae
pitevny material, Streptococcus
bakterialna kultura | pneumoniae
| a | Aglutinacia
b | Biologicky Mikroskopia
| material
bakterialne kmene,
likvor,
hemokultura,
3 vyter, sérotyp
8 sputum, Streptococcus Spp OLI\/-;’ 881 /12 MB
¢ | vypotok, pneumoniae PCR (RES o )
stery,
bronchoalveolarna
lavaz,
punktat,

pitevny material

Cislo reg. zaznamu: 10671/276687




Priloha k Osvedc¢eniu o akreditacii ¢. M-073 zo dria 09.07.2023.

Strana 4 z 6

Priloha je neoddelitelnou sicastou

uvedeného osvedcenia

i i Zavedena metod
s : Objekt vySetrenia . avedend metoda Ostatné Epecifikivic
N Systém / Ukazovatel’/ Princip / 2 .
= i i, C (rozsah, neistota, ucel,
) Biologicky Analyt/ Druh / Oznadenie : /
& o zariadenie atd’.)
material Parameter Typ
Biologicky
material
likvor,
V}’Iter z hrdla, RNA a DNA
vyter z nosohltanu, T
s e respiraénych virusov
39 V}’, lach nosz)hltanu Chtinka & TER % " Kvalitativna skuska
Vb ; Chripka B Real Time PCR (SPP_OLM 79/10 MB)
sputum, RSV
bronchoalveolarna :
o Adenovirus
lavaz,
pitevny
material,
bunkova kultira
Biologicky
material
stolica,
zvratky B
S DNA Clostridium PCR 40 e e
40 z?ludocny obs?lh, botilinum tp ABEE (SPP_OLM 83/13 MB) Kvalitativna skuska
vypotok a tkanivo -
Z rany
bakterialna
kultara
iftle(;%;fky Protilatky triedy 41
41 s IgG/IgAé E{;)_t; SARS- ELISA (SPP_OLM_85/32 Al) Kvalitativna skuska
plazma
Biologicky
material
vyter z hrdla, RNA 47
42 V),'ter z nosohltanu, SARS-CoV-2 Real Time PCR (§PP_OLM_79/10 MB) Kvalitativna skuska
vyter z nosa,
pitevny
material
VYSVETLIVKY:
1 - N/I- vyjadrovanie nazorov a interpretacii

2— SPP - interné oznacenie $tandardného pracovného postupu
3 — VHB - virus hepatitidy B
4 — VHD - virus hepatitidy D
5— VHC - virus hepatitidy C
6 — HAV — virus hepatitidy A
7— HEV — virus hepatitidy E

8 — HIV — virus l'udskej imunodeficiencie
9 — BK — bunkové kultary
10 —PCR — polymerazova retazova reakcia
11 — WB —proteinova analyza western blot

POZNAMKA:
[x] - x v oznaceni metddy predstavuje poradové €islo citécie literatury uvedenej v odkazoch pod tabul'kou

ODKAZY NA LITERATURU:

(1]

(2]

(3]
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Rukovit virologického vyskumu poliomyelitidy (WHO), Metodické pokyny NRC pre poliomyelitidu v Bratislave, Enterovirus

surveillance guidelines + supplement (WHO 2015), Guidelines for environmental surveillance of poliovirus circulati

2003), Polio laboratory manual, 4th edition 2004 (manual WHO)

Metodické pokyny NRC pre chripku UVZ SR v Bratislave, WHO Manual on Animal Influenza Diagn j@van
WHO/CDS/CSR/NCS/2002.5, WHO European guidance for influenza surveillance in humans, WHO 2009, W, (3 Regio
Europe, WHO Manual for the laboratory diagnosis and virological surveillance of influenza-WHO 2011, ISBN
Acta hygienica epidemiologica et microbiologica (Standardné metody), L.Danes, J.Koza, I.Matyasova, I.Pro
neutraliza¢nich testll pro stanoveni protilatek proti enterovirim .“Rukovét virologického vyskumu poliomyeliti

70 '_960,/\
ance,
fice fo%_
£92 4 15 @
wokové etod
EWHO); todicnﬁ

SNAS /



Strana 5z 6

Priloha k Osvedceniu o akreditacii ¢. M-073 zo dia 09.07.2023.

(4]

(3]

(6]

(7]

(8]

(9]

[10]
[11]
[12]
[13]
[14]
[15]
[16]
[17]
[18]
[19]
[20]
[21]
[22]
[23]
[24]
[25]
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[27]
[28]
[29]
[30]
[31]
[32]
[33]
[34]

[35]

[36]

[37]

(38]
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pokyny NRC pre poliomyelitidu v Bratislave, metodicky pokyn Laboratérium pre enterovirusy, ML Klinickej mikrobioldgie
a pridnovych choréb SZU Bratislava, Polio laboratory manual, 4th edition 2004 (manual WHO)
Pribalovy letak k diag. Suprave EIA Toxoplasma IgG (TEST-LINE)
Pribalovy letak k diag. Suprave EIA Toxoplasma IgA capture (TEST-LINE)
neobsadené
Pribalovy letak k diag. Suprave EIA Toxoplasma IgM capture (TEST-LINE)
Pribalovy letak k diag. Suprave EIA Toxoplasma IgG (TEST-LINE)
neobsadené
Pribalovy letak k diag. Suprave RecomLine Toxoplasma IgA, IgG a IgA (Mikrogen)
Pribalovy leték k diagnost.suprave Anti-Bordetella pertussis toxin ELISA (IgG) (EUROIMMUN)
Pribalovy letak k diagnostickej suprave Anti-Bordetella pertussis toxin ELISA (IgA) (EUROIMMUN)
neobsadené
neobsadené
neobsadené
Pribalovy letak firma BIORAD MONOLISA™ HBe Ag-Ab PLUS
Pribalovy letdk firma BIORAD MONOLISA™ HBe Ag-Ab PLUS
Pribalovy letdk firma BIORAD MONOLISA® Anti HBs PLUS
Pribalovy letak firma BIORAD MONOLISA® HBs Ag ULTRA
Pribalovy letak firma BIORAD MONOLISA® HBs Ag ULTRA CONFIRMATORY
Pribalovy letak firma BIORAD MONOLISA™ Anti-HBc PLUS
Pribalovy letdk firma BIORAD MONOLISA™ HBc IgM PLUS
neobsadené
neobsadené
neobsadené
Pribalovy letak firma DiaSorin Murex anti-HCV v4.0
Pribalovy letak firma Mikrogen recomLine HCV IgG
Pribalovy letdk firma BIORAD MONOLISA™ Total Anti-HAV PLUS
Pribalovy letdk firma BIORAD MONOLISA™ HAV IgM PLUS
Pribalovy letak firma Mikrogen recomLine HEV 1gG/IgM
Pribalovy letak firma BIORAD GENSCREEN® ULTRA HIV Ag-Ab
Pribalovy letak Anti-Rubella Virus ELISA IgM (Euroimmun)
Pribalovy letak Anti-Rubella Virus ELISA IgG (Euroimmun)
B.P. Mikrobiologia a epidemiologiaj, Zahradnicky
Internetové zdroje
Oxoid Culture Volume 12 No.2
High Pure PCR Template Preparation Kit.Instruction manual Roche.Qiamp DNA Mini Kit. Instruction manual Qiagen.
Reischel, U., Wittwer, C., Cockerill, F. Rapid cycle Real-Time PCR — Methods and Applications.2002 Springer Verlag Berlin
Heidelberg. Str.133-138
High Pure PCR Template Preparation Kit, instruction manual. Roche.
Qiagen DNA Mini Kit, instructin manual. Qiagen.
Light Cycler Fast Start Master Hybridization Probes, instruction manual. Roche.
REISCHEL U., KOSTERS K., LEPPMEIER B., LINDE H.J., LEHN N. 2002. Rapid Detection and Simultaneous Differentiation of
Bordetella pertussis and Bordetella parapertussis in Clinical Specimans by LightCycler PCR. Rapid Cycle Real-Time PCR-Methods and
Applications. Springer Verlag Berlin Heidelberg New York, 31-43

Guidance and protocol for the use of real-time PCR in laboratory diagnosis of human infection with Bordetella pertussis or Bordetella
parapertussis. Guidance-protocol-PCR-laboratory-diagnosis-bordatella-pertussis-parapeyggssis.pdf (europa.eu)

High Pure Viral Nucleic Acid Prep. Kit, Instruction manual Roche.

High Pure PCR Template Preparation Kit. Instruction manual Roche.

Qiamp DNA Mini Kit. Instruction manual Qiagen.

Priprava PCR (DNA), pracovny postup Gene Pak.

Priprava internej kontroly, pracovny postup Gene Pak.

High Pure PCR Template Preparation Kit, instruction manual. Roche

Qiagen DNA Mini Kit, instructin manual. Qiagen.

World Health Organisation (WHO). 2011. Identification and characterization of Streptococcus pneumoniae. In: Laboratory methods for

the diagnosis of memingitidis caused by Neisseria menigitidis, Streptococcus pneumoniae and Haemophilus influenzae. WHO Manual.

2011. 2. vyd. http://www.cdc.gov/meningitis/lab-manual/

SSI, Pneumococcus strains,

http://www.ssi.dk/English/SS1%20Diagnostica/Products%20from%20SS1%20Diagnostica/Bacterial%20strains/P

SSI LATEX POOL ANTISERA, Latex particles coated with pneumococcal antiserum raised in rabbits, Statenf%%rum
2

0COcCcus.a.

Edition, August 2011 . 54684, pribalovy letak } e
SSI, Pneumococcus, Pneumococcal antisera, Statens Serum Institute, 2nd Edition, June 2009, pribalovy leték{

—

05 /
SSI, Key to S. pneumoniae types and pneumococcal diagnostic antisera, Statens serum institute, 4th Edition, O&KZ@N &(87 i
| W F p- //
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Brito D.A., Ramirez M., de Lencastre H. 2003. Serotyping Streptococcus pneumoniae by multiplex PCR. J Clin Microbiol. 41: 2378-
2384
Carvalho M. da G., Pimenta F.C., Jackson D., Roundtree A., Ahmad Y., Millar E.V., O‘Brien K.L., Whitney C.G., Cohen A L., Beall
B.W. 2010. Revisiting pneumococcal carriage by use of broth enrichment and PCR techniques for enhanced detection of carriage and
serotypes. J Clin Microbiol. 48: 1611-1618. doi: 10.1128/JCM.02243-09
Carvalho M. da G., Pimenta F.C., Gertz R.E. Jr., Joshi H.H., Trujillo A.A., Keys L.E., Findley J., Moura L.S., Park I.H., Hollingshead
S.K., Pilishvili T., Whitney C.G., Nahm M.H.,Beall B.W.; Active Bacterial Core Surveillance Team. 2009. PCR-based quantitation and
clonal diversity of the current prevalent invasive serogroup 6 pneumococcal serotype, 6C, in the United States in 1999 and 2006 to 2007.
J Clin Microbiol. 47: 554-559. doi: 10.1128/JCM.01919-08
Dias C.A., Teixeira L.M., Carvalho M. da G., Beall B. 2007. Sequential multiplex PCR for determining capsular serotypes of
pneumococci recovered from Brazilian children. ] Med Microbiol. 56: 1185-1188
McAvin J.C,, Reilly P.A., Roudabush R.M., Barnes W.J., Salmen A., Jackson G.W., Beninga K.K., Astorga A., McCleskey F.K., Huff
W.B., Niemeyer D., Lohman K.L. 2001. Sensitive and specific method for rapid identification of Streptococcus pneumoniae using real-
time fluorescence PCR. J Clin Microbiol. 39: 34463451
Pai R., Gertz R.E., Beall B. 2006. Sequential multiplex PCR approachfor determining capsular serotypes of Streptococcus pneumoniae
isolates. J Clin Microbiol. 44: 124-131, doi:10.1128/JCM.44.1.124-131.2006
Pimenta F.C., Gertz R.E. Jr., Roundtree A., Yu J., Nahm M.H., McDonald R.R., Carvalho M. da G., Beall B.W. 2009. Rarely occurring
19A-like cps locus from a serotype 19F pneumococcal isolate indicates continued need of serology-based quality control for PCR-based
serotype determinations. J Clin Microbiol. 47: 2353-2354. doi: 10.1128/JCM.00704-09
Carvalho M. da G., Tondella M.L., McCaustland K., Weidlich L., McGee L., Mayer L.W., Steigerwalt A., Whaley M., Facklam R.R.,
Fields B., Carlone G., Ades E.W., Dagan R., Sampson J.S. 2007. Evaluation and improvement of real-time PCR assays targeting lytA,
ply, and psaA genes for detection of pneumococcal DNA. J Clin Microbiol. 45(8): 2460-2466
[39] High Pure Viral Nucleic Acid Kit, instruction manual. Roche
QIAamp Viral RNA Mini Kit, instructin manual. Qiagen.
QIAGEN OneStep RT-PCR Kit, Instruction manual, Qiagen.
Verso 1-step QRT-PCR kit, instruction manual. Thermo Scientific
GoTagq Colorless Master Mix, instruction manual, Promega
Manual WHO na diagnostiku chripky a pandemickej chripky
Manuél CDC na diagnostiku chripky a pandemickej chripky
SPP:LM/LMD/01_UVZ SR, molekulérna biolégia, diagnostika respiraénych virusov
[40] STN P CEN ISO/TS 17919
[41] Pribalovy letak Anti-SARS-Cov-2 ELISA IgG a Anti-SARS-Cov-2 ELISA IgA (Euroimmun)
[42] Standardny postup pre mikrobiologick diagnostiku pri suspektnej infekcii virusom SARS-CoV-2 pre laboratéria klinickej
mikrobiologie (&. 770)
Diagnostic detection of 2019-nCoV by real-time RT-PCR, Corman et al., 2020, odporti¢any protokol na diagnostiku SARS-
CoV-2 WHO (¢. 771)
TANBead nucleic Acid Extraction Kit, AutoPlate, navod na izolaciu nukleovych kyselin magnetickymi gulitkami pomocou
pristroja MaelStrom, platni¢ky (¢.772)
TANBead nucleic Acid Extraction Kit, AutoTube, navod na izolaciu nukleovych kyselin magnetickymi guli¢kami pomocou pristroja
MaelStrom, cartridge (¢. 773)
RNA Advance Viral protokol, preklad manualu na izolaciu pomocou kitu RNA Advance (&. 774)
Viral Nucleic Acid extraction from Swabs using RNAdvance Viral, navod na izolaciu nukloevych kyselin pomocou Beckman Coulter
izola¢nej stanice (€. 775) :
rTEST COVID-19/FLUQPCRKkit/400 reakcii, pribalovy letdk vyrobcu MultiplexDX
rTEST COVID-19gPCR Allplex kit/400 reakcii, pribalovy letak vyrobcu MultiplexDX
RelianceOne Step Multiplex Supermix, Manual od diagnostickej siipravy, navod na pripravu real-tiem PCR, Bio-Rad
GoTaq® Probe 1-Step RT-qPCR, manuél ku diagnostickej siprave na pripravu mastermixu ku real-time PCR, Promega

*kek
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