Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Nazev subjektu:

Nazev objektu:

Cislo akreditovaného objektu:
Osvédceni o akreditaci C.:
Oblast akreditace:

Aktualizovano dne:

Vseobecna fakultni nemocnice v Praze

Laboratote Ustavu patologie
8163
213/2026

Zdravotnicka laboratof - CSN EN ISO 15189 ed. 3:2023

13.8. 2026

VySetieni:
Pofr. Analyt / Princip vySetFeni Identifikace postupu/ VySetfovany Stupné
cislo parametr/diagnostika pristrojové vybaveni material volnosti'
823 - Laboratoi* patologie
1. Histologické vySetfeni Mikroskopie SOP-PAT-10 v.14; Tkane A, B
a diagnostika SOP-PAT-11 v.8
2. Cytologické vySetteni Mikroskopie SOP-PAT-12 v.11 Bunky A, B
a diagnostika
3. Imunohistochemické Mikroskopie SOP-PAT-13 v.9; Tkan¢, bunky A,B,C
a imunocytochemické SM-PAT-02, P12, v.23
vySetreni antigenu
4, In situ hybridizaéni FISH SOP-PAT-19 v.8 Tkéané, bunky A,B,C
Vysetrem'hls:[ologlckygh SM-PAT-02, Pr2, v.23
a cytologickych vzorkt
5. Vysetieni variant Ptimé SOP-PAT-24 v.5; Tkéné¢, bunky, A,B,C,
somatického genomu sekvenovani SM-PAT-02, Pr2, v.23; ctDNA D
Genetic Analyser
ABI 3500
6. Vysetieni variant PCR - SOP-PAT-24 v.5; Tkan¢, bunky, A, B, C,
somatického genomu fragrjnentacm SM-PAT-02, Pr2, v.23; ctDNA D
analyza
Genetic Analyser
ABI 3500
7. Vysetieni variant NGS-MPS SOP-PAT-23 v.9 Tkan¢, bunky, A,B,C,
somatického genomu” ctDNA D

SM-PAT-02, Pr2, v.23;
[llumina MiSeq;
NextSeq 500;

NextSeq 2000
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Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Por. Analyt/ Princip vySetieni Identifikace postupu/ VySetfovany Stupné
cislo parametr/diagnostika pristrojové vybaveni material volnosti'
8. VySetfeni variant Real-Time PCR | SOP-PAT-22 v.9; Tkéné, bunky, A,B,C,
somatického genomu SM-PAT-02, Pr2, v.23: ctDNA D
LightCycler 480 1II;
gqTowerR3 G PCR Thermal
Cycler
9. Prtukaz nukleovych Real-Time PCR | SOP-PAT-22 v.9; FFPE tkan A,B,C
kyselin infek¢nich agens SM-PAT-02, Pr2, v.23:
LightCycler 480 1II;
qTowerR3 G PCR Thermal
Cycler

Upresnéni rozsahu akreditace:

Odbornost
/ por-. ¢islo

Detailni informace k ¢innostem v rozsahu akreditace

823/3

Protilatky: Actin musle, ALK, AMACR, Amyloid A, Androgen, Bcl 2, BerEP4, Brg-1, BSAP,
Calretinin, CD 10, CD 138, CD 14, CD 19, CD 1a, CD 2, CD 20, CD 21, CD 23, CD 25, CD 30, CD 34,
CD 4, CD 45, CD 68, CD7,CD 71, CD 79a, CD3, C-MYC, CK AE1/AE3, CK 14, CK 20, CK 5/6, CK
7, CK MW, Claudin 4, Claudin 18, CMV, Cyclin D1, D2-40, GATA 3, Glypican 3, Helicobacter Pylori,
HER2/neu, HHVS-LNA, HMB 45, IgG, Inhibin Alfa, INI-1, Insulin, Kappa, Ki 67, Lambda, MLH 1,
MSH 2, MTAP, Myoglobin, NUT/NUTM1, Oct-2, Oct 4, Parvovirus, P 16, P 40, P 63, PAX 2, PAX 8,
PD-L1, Perforin, PMS 2, PRAME, PR, Prealbumin (Transtyretin), PSA, Retinoblastom, Somatostatin
SOX 10, SOX 11, STAT®6, Synaptofyzin, Thyreoglobulin, TRPS 1, Ubiquitin, WT - 1 ( Wilms$ tumor )
6F-H2. EBER PNA probe ISH, YAP 1

823/4

Testované geny: ERBB2 (HER2), ALK, ROSI, NTRK-1, -2, -3, 19¢/19p,1q/1p, BCL2, BCL6, BCOR,
CDKN24, CIC, CMYC, COLI1Al, EGFR, EWSRI, IRF4/DUSP22, MALTI, MDM2, MET, NR4A43,
PTEN, 11q, SS18, t(11;14), t(14;18), 1(8;14).

823/5

Testované geny: BRAF, EGFR, KRAS, NRAS, KIT, PDGFRA, BRCAI, BRCA2

823/6

Testované geny: MSI:BAT-26, BAT-25, NR-21, NR-22, NR-24,

QF-PCR:D135742, D135634, D135628, D135305, D13S1492, D188978, D185535, D185386, D18S976,
GATAI78F11, D21S143, D21S11, D21S1411, D21S1444, D21S1442, D2151437, IGH, IGK, IGL, TRG,
TRB, TRG.

Klonalita B a T: IGH, IGK, IGL, TRG, TRB, TRG.

823/7

Testované geny:NGS metodou DNA Sequence Capture (Somatic): ABLI, ABL2, AJUBA, AKTI, AKT2,
AKT3, ALK, AMERI, APC, APC p, AR, ARAF, ARIDIA, ARIDIB, ARID2, ASXLI, ATM, ATR, ATRX,
AURKA, AURKB, AXINI1, B2M, BAP1, BARDI, BCL2, BCL2L1, BCL2L2, BCL6, BCOR, BIRCS, BIRCS
p, BLM, BMPRIA, BRAF, BRCAI, BRCA2, BRD4, BRIPI, BTK, Cl10rf80, CASPS, CBFB, CBL, CCDC6,
CCNDI, CCND2, CCND3, CCNEI, CD274, CD794, CD79B, CDA, CDC73, CDHI, CDH2, CDH4,
CDK12, CDK4, CDK6, CDKS8, CDKNIA, CDKNIB, CDKN24, CDKN2B, CDKN2C, CIC, CLTC,
CREB3LI1, CREBBP, CTCF, CTNNAI, CTNNBI, CUL3, CYLD, CYP1941, DAXX, DCK, DCTD, DDR?2,
DICERI, DNMT3A4, DPYD, EGFR, ELKI, EML4, EMSY, EP300, EPCAM, EPHA3, EPHAS5, EPHA7,
EPHBI, ERBB2, ERBB3, ERBB4, ERCC2, ERCC3, ERCC4, ERCC5, ERG, ESRI, ESR2, EZH2, FIIR,
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Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Odbornost
/ por. ¢islo

Detailni informace Kk ¢innostem v rozsahu akreditace

FAMI1754, FAM46C, FANCA, FANCB, FANCC, FANCD2, FANCE, FANCF, FANCG, FANCI, FANCL,
FATI, FBXW7, FGF10, FGF14, FGF19, FGF23, FGF3, FGF4, FGF6, FGFRI, FGFR2, FGFR3,
FGFR4, FH, FLCN, FLTI, FOLRI, FOXAI, FOXL2, FOXPI, FUBPI, GATAI, GATA2, GATA3, GATA4,
GATA6, GNAIl, GNA13, GNAQ, GNAS, GRB2, GRIN2A, GRM3, GSK3B, H2AX, H3F3A4, H3F3B,
H3F3C, HDAC2, HGF, HISTIH3B, HMGA2, HNFI1A, HNF1B, HRAS, CHEKI, CHEK?2, IDH]I, IDH?2,
IGFIR, IGF2, IKZF1, INPP4B, IRF2, IRF4, IRS2, JAKI, JAK2, JAK3, JUN, KAT64, KDM5A, KDMS5C,
KDM6A, KDR, KEAPI, KHDC3L, KIF5B, KIT, KMT2A, KMT2D, KRAS, LIMAI, LYN, LZTRI, MAP2K]1,
MAP2K2, MAP2K4, MAP3K1, MAP3K4, MAPKI, MAPK3, MAX, MCLI, MDCI, MDM2, MDM4,
MEDI2, MENI, MET, MGA, MITF, MLHI, MLH3, MPL, MREI11A4, MSH2, MSH6, MTOR, MUTYH,
MYC, MYCL, MYCN, MYDS88, NACC2, NBN, NCOA3, NCOA4, NCORI, NF1, NF2, NFE2L2, NFKBIA,
NKX2-1, NLRP7, NOTCHI, NOTCH2, NOTCH3, NPMI, NRAS, NT5C2, NT5C34, NT5C3B, NT5E,
NTRKI, NTRK2, NTRK3, PAK3, PALB2, PARD3, PAX5, PBRMI, PDGFRA, PDGFRB, PDKI,
PIK3C2B, PIK3CA, PIK3CB, PIK3CG, PIK3RI, PIK3R2, PMS2, POLDI, POLE, POLQ, POTI,
PPMID, PPP2RIA, PPP2R2A4, PPP6C, PRKARIA, PRKCI, PRKDC, PTEN, PTCHI, PTPNI11, QKI,
RACI, RAD21, RAD50, RAD51, RAD51AP1, RAD51B, RAD51C, RAD51D, RAD54B, RAD54L, RAF1,
RARA, RBI, RBBPS, RBM10, RET, RHOA, RICTOR, RITI, RNF43, RNFS8, ROSI, RRM1, RUNXI,
RUNXITI, SDHA, SDHAF2, SDHB, SDHC, SDHD, SETD2, SF3BIl, SLC2941, SMAD2, SMAD3,
SMAD4, SMARCA2, SMARCA4, SMARCBI1, SMARCCI, SMARCC2, SMO, SOX10, SOX2, SOX9, SPEN,
SPOP, SRC, STAG2, STAT3, STAT4, STK11, SUFU, SYK, TAF1, TBX3, TERT, TERT p, TET2, TFEB,
TGFBR2, TMEM127, TOPI, TOP2A4, TOPBPI, TP53, TPM3, TRPV4, TSCI, TSC2, U2AF1, UGTIAI,
UIMCI, USP9X, VEGFA, VHL, WISP3, WRN, WT1, XPOlI, ZBTB2, ZNF217, ZNF703

Testované geny: NGS metodou RNA Sequence Capture (Somatic): AAKI, ABLI, ACVR2A, AKTI, AKT?2,
AKT3, ALK, AR, ARHGAP26, ARHGAP6, ARIDIB, ATF1, AXL, BCL2, BCL6, BCOR, BCORLI, BCR,
BIRC3, BRAF, BRCAI, BRCA2, BRD3, BRD4, BRDS, CACNAIA, CADM2, CAMKK?2, CAMTAI, CBFB,
CCNB3, CCNDI, CCND3, CD274, CDK19, CDK2, CDK4, CDK6, CDK7, CEP170, CIC, CIITA, CNOT?2,
COL2A1, CRADD, CREBBP, CRTCI1, CRTC3, CSF1, CSFIR, DEK, DNAJBI, DUSP22, DYRK?2, EED,
EGF, EGFR, ELK3, EML4, EP300, EPCI1, EPC2, ERBB2, ERBB4, ERG, ESRI1, ESRRA, ETSI, ETV1,
ETV4, ETVS, ETV6, EWSRI, EZH2, FGF1, FGFRI, FGFR2, FGFR3, FGFR4, FGR, FLII, FLTI, FLT3,
FOS, FOSB, FOXOI1, FOX04, FUS, GLI1, GRB7, GREBI, GUCY2D, HIC2, HMGA2, HNFI1A, HNFIB,
HPRTI, HRAS, CHIC2, IDHI, IDH?2, IGFIR, INSR, JAK?2, JAK3, JAZFI, KANSLI, KAT6A, KAT6B,
KDMG6A, KDR, KHDRBS?2, KIF5B, KIFC1, KIT, KMT2A, KMT2D, KRAS, L3MBTL4, LDLR, LIMK],
LMTK?2, LPP, MALTI1, MAML?2, MAML3, MAP2K1, MAP2K3, MAP2K5, MARKI, MASTI, MAST?,
MBTDI1, MDCI, MDM2, MDM4, MEAF6, MEF2C, MEISI, MET, MLF1, MLHI, MLLTI10, MLLT3,
MNI, MOK, MPRIP, MRTFB, MSANTD3, MSH2, MSMB, MUSK, MYB, MYBLI, MYC, MYODI,
NCOAL, NCOA2, NCOA3, NELLI, NFATC2, NFE2L2, NFIA, NFIB, NFKB2, NOTCHI, NOTCH?2,
NOTCH3, NR4A3, NRAS, NRGI, NTRKI, NTRK2, NTRK3, NUAKI, NUMBL, NUTMI, NUTM2A,
NUTM2B, NUTM2E, OGA, P2RYS, PAX2, PAX3, PAX7, PAXS8, PDCDILG2, PDE4D, PDE5A, PDGFB,
PDGFD, PDGFRA, PDGFRB, PHF1, PHKB, PIK3CA, PIP4K2C, PIP5KIB, PIP5KIC, PKNI, PKN2,
PKN3, PLAGI, POLR2A, PPARG, PPPIRI10, PRDMI10, PRDMI16, PRKACA, PRKACB, PRKCA,
PRKCB, PRKCD, PRKDI, PRKD2, PRKD3, PTEN, PTGER4, RAD51B, RAFI, RELA, RET, RICTOR,
ROS1, RPS6KA6, RPS6KBI1, RPTOR, RSPO2, RSPO3, SCYL2, SMARCA4, SMARCBI1, SS18, SSI8LI,
SSX1, SSX2, STAT6, STIL, STK10, STK11, SUZI12, TCF12, TCF3, TEAD4, TERT, TETI, TFCP2, TFE3,
TFEB, TFG, THADA, TMPRSS2, TP53, TP63, TPM3, TRIO, TTK, UHMK 1, USP6, VCP, VGLL2, WIPF?2,
WTI1, WWTRI, XPC, YAP1, YWHAE, ZC3H7B, ZNF292.

Analyza DNA ,,Copy-number* — deleci ¢i duplikaci na exonové/genové urovni (CNV)
Analyza DNA mikrosatelitové instability (MSI)

DNA mutacni naloz nddoru (TMB; tumor mutation burden)
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Odbornost | Detailni informace Kk ¢innostem v rozsahu akreditace

/ por. ¢islo

823/8 Testované geny a dalsi cile: geny KRAS, NRAS, BRAF, EGFR, MYDS8 (L265P), epigeneticke markery
(promotor genu MLHI a MGMT, a ASTNI, DLXI, ITGA4, RXFP3, SOX17, ZNF671 v ramci testu
Gyntect), vybrané fuze (NTRKI-4, RET)

823/9 Vysoce rizikové kmeny HPV: 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68
Mycobacterium tuberculosis (MTB) a netuberkul6zni mykobakterie (NTM)

Vysvétlivky:

1 Zavedené stupné volnosti podle MPA 00-09-..:

A - Flexibilita tykajici se dokumentovaného postupu vysetteni/odbéru

B - Flexibilita tykajici se techniky

C - Flexibilita tykajici se analyti/parametri

D - Flexibilita tykajici se vySetfovaného materialu

E - Flexibilita tykajici se mist poskytovani POCT vysetfeni

Neni-li uveden zadny stupen volnosti, nemtze laboratof pro dané vySetieni uplatiiovat flexibilni pfistup k rozsahu akreditace.

# Sekvenovani NGS-MPS je provadéno jako externi sluzba poskytovana dodavatelem v ramci stejného pravniho subjektu

PCR Polymerase chain reaction (polymerazova fetézova reakce)

NGS-MPS Next generation sequencing (masivné paralelni sekvenovani)

FISH Fluorescenéni in-situ hybridizace

ctDNA Cirkulujici nadorova DNA

Real-Time PCR Polymerase chain reaction (polymerazova fetézova reakce) v realném case
FFPE tkan Formalinem fixovana, parafinem zalita tkan
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