GESKY INSTITUT A
PRO AKREDITACI, O.P.S.
Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Nazev subjektu:  Fakultni nemocnice Olomouc

Nazev objektu: Laboratote Ustavu klinické a molekularni patologie
Cislo akreditovaného objektu: 8324

Osvédceni o akreditaci ¢.: 417/2024

Oblast akreditace: Zdravotnicka laboratof — CSN EN ISO 15189 ed. 2:2013
Aktualizovano dne: 6. 12. 2024

1. Laboratoi ISH Hnévotinska 976/ 3, 779 00 Olomouc
VySetieni:
Por. Analyt / Princip vySeti‘eni Identifikace postupu/ VySetfovany material Stupné
cislo parametr/diagnostika pristrojové vybaveni volnosti!
823 - Laboratoi* patologie
1. Vysetfeni Fluorescen¢ni in | PP-09-01, vydani 2 Tkéng, buiiky A, B
cytogenetickych zmén situ hybridizace
HER2/neu
2. Vysetieni In situ PP-09-03, vydani 1 Tkan¢, bunky A, B
cytogenetickych zmén hybridizace
HER2/neu
2. Laboratof imunohistochemie Hnévotinska 976/ 3, 779 00 Olomouc
VySetieni:
Por. Analyt / Princip vySeti‘eni Identifikace postupu/ VySetiovany material Stupné
cislo parametr/diagnostika pristrojové vybaveni volnosti!
823 - Laboratoi* patologie
1. | Imunohistochemické Mikroskopie PP-03-06, vydani 5; Tkang, buiiky A, B, C
a imunocytochemické PP-03-07, vydani 3;
vySetieni antigenti PP-03-08, vydéni 3;
PP-03-09, vydani 2

Upiesnéni rozsahu akreditace:

Odbornost / | Detailni informace k ¢innostem v rozsahu akreditace
por-. ¢islo

823/1 protilatky: Her2/neu (c-erbB-2), ALK, ROS1, PD-L1, ER, PR, AR, BCL-2, Ki-67
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Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

3. Laboratof molekularni mediciny Hnévotinska 1333/5, 779 00 Olomouc

Vysetieni:

823 — Laborator patologie

Vysetieni Fluorescencni in | PP-11-01, vydani 1; Tkané, buiky A, B, C
1. histologickych a situ hybridizace | PI-11-01-01, 02 vydani 1;
cytologickych vzorkt
2. | VySetieni variant Real-Time PCR | PP-11-02, vydani 1; Biologicky materidl | A, B, C
somatického genomu PI-11-02-01, vydani 1; s lidskou nadorovou
PI-11-02, vydéni 1; DNA/RNA
PI-11-03, vydani 1;
Cobas Z 480;
LC4801I

3. | Vysetfeni variant MPS PP-11-03, vydan 1, Biologicky material | A, B, C
somatického genomu PI-11-03-01, vydani 1; s lidskou nadorovou
PI-11-03-02, vydani 1; DNA/RNA

PI-11-03-03, vydani 1;
PI-11-03-04, vydani 1;
PI-11-03-05, vydani 1;
PI-11-03-06, vydani 1;
PI-11-03-07, vydani 1;
PI-11-03-08, vydani 1;
PI-11-03-09, vydani 1;
PI-11-03-10, vydani 1;
PI-11-03-11, vydani 1;
PI-11-03-13, vydani 1;
PI-11-03-14, vydani 1;
PI-11-03-15, vydani 1

MiSeq; NovaSeq;
NextSeq2000 —
platforma Illumina;

SURFSeq5000-platforma
GeneMind
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GESKY INSTITUT A
PRO AKREDITACI, O.P.S.
Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Upresnéni rozsahu akreditace:

Odbornost / | Detailni informace k ¢innostem v rozsahu akreditace
por. ¢islo

823/1 HER2, ALK, ROSI, NTRKI1, NTRK2, NTRK3, MET, EWSRI, SS18, DDIT3, MN1, YAP1, MAML?,
ZTFA, 1p36.3, 1q25.2, 19q13.32, 19p13.42, EGFR, PTEN, 9p21.3, MDM?2, CDK4, N-MYC;

823/2 Gen EGFR

823/3 Jednotlivé vySetfované geny:

KRAS, NRAS, BRAF, EGFR, IDHI, IDH2, POLE, CTNNBI, promotor genu TERT; H3F3A4

Geny vySetfované na Grovni DNA v ramci velkého panelu genti:

ABCBY, ABLI, ABL2, ACE2, ACVRIB, AKTI, AKT2, AKT3, ALK, ALPK2, AMERI, APC, AR,
ARAF, ARIDIA, ARIDIB, ARID2, ARID5B, ASXLI, ASXL2, ATM, ATR, ATRX, AURKA, AURKB,
AXINI, AXIN2, AXL, B2M, BAPI, BARDI, BCL2, BCL2L1, BCL6, BCOR, BCORLI, BLM, BRAF,
BRCAI, BRCA2, BRD4, BRIPI, BTK, C10orf54, CALR, CANX, CARDI11, CASPS, CBFB, CBL,
CCNDI, CCND2, CCND3, CCNEI, CD200, CD274, CD276, CD40, CD40LG, CD48, CD?70,
CD794, CD79B, CD80, CD86, CDC27, CDC73, CDHI, CDK12, CDK4, CDK6, CDKS, CDKNIA,
CDKNIB, CDKN24, CDKN2B, CDKN2C, CEBPA, CIC, CNKSRI, COL5A1, CREBBP, CRKL,
CRLF2, CSFIR, CTCF, CTNNAI, CTNNBI, CTSB, CTSL, CISS, CUL3, CUL4B, CUXI, CYLD,
DAXX, DDR2, DDX3X, DICERI, DIS3, DMD, DNER, DNMT3A4, DOTIL, EED, EGFR, EP300,
EPCAM, EPHA3, EPHAS, EPHA7, EPHBI, ERAPI, ERAP2, ERBB2, ERBB3, ERBB4, ERCC]I,
ERCC2, ERCC3, ERCC4, ERCCS, ERG, ERRFII, ESRI, ETV6, EWSRI, EXOI, EZH2, FAM46C,
FANCA, FANCC, FANCD2, FANCE, FANCF, FANCG, FAS, FATI, FBXW7, FGF19, FGF3,
FGF4, FGFBPI, FGFRI, FGFR2, FGFR3, FGFR4, FH, FIGF, FKBP9, FLCN, FLTI, FLT3,
FLT4, FOXAI, FOXL2, FOXPI, FUBPI, GABRA6, GADDA454, GATAI, GATA2, GATA3, GATA4,
GATA6, GLII, GNAII, GNAI3, GNAQ, GNAS, GRIN24, GSK3B, H3F34, HERCI, HGF,
HISTIH3B, HLA-A, HLA-B, HLA-C, HLA-E, HLA-F, HLA-G, HMGBI, HMGNI, HNFI1A, HRAS,
HSP904AAI1, CHD4, CHEKI1, CHEK?2, ICOSLG, IDE, IDHI, IDH?2, IFI30, IGFIR, IGF2, IGF2R,
IKBKE, IKZF1, IL7R, INPP4B, IRF4, IRF6, IRS2, ITGAV, ITGB3, JAKI, JAK2, JAK3, JUN,
KAT6A4, KDM5A, KDM5C, KDM6A, KDR, KEAPI, KEL, KIT, KMT2A, KMT2C, KMT2D, KRAS,
LGALSY, LGMN, LIGI, LIG3, LMOI, LNPEP, LPAR2, LRPIB, LZTRI, MAP2KI, MAP2K?2,
MAP2K4, MAP3KI1, MCLI, MCM2, MCM3, MCM4, MCM5, MCMo6, MCM7, MDM?2, MDM4,
MEDI2, MEF2B, MENI, MET, MICA, MICB, MITF, MLHI, MLH3, MORC4, MPL, MRI,
MREI14, MSH2, MSH3, MSH4, MSHS5, MSH6, MTOR, MUC17, MUTYH, MYB, MYC, MYCL,
MYCN, MYDS88, MYOCD, NBN, NCORI, NFI, NF2, NFE2L2, NFKBIA, NKX2-1, NOTCHI,
NOTCH2, NOTCH3, NOTCH4, NPEPPS, NPM1, NRAS, NRDI, NSD1, NTRKI, NTRK2, NTRK3,
PALB2, PARK2, PARPI, PAXS5, PBRMI, PCNA, PDCDILG2, PDGFRA, PDGFRB, PDIA3,
PDK1, PHF6, PIK3C2B, PIK3CA, PIK3CB, PIK3CG, PIK3RI, PIK3R2, PIMI, PLCG2, PMSI,
PMS2, POLB, POLDI1, POLD2, POLD3, POLD4, POLE, POLE4, PPP2RIA, PRDMI, PRKARIA,
PRKCG, PRKCI, PRKCZ, PRKDC, PSMA1, PSMA2, PSMA3, PSMA4, PSMAS5, PSMA6, PSMA?7,
PSMAS, PSMB1, PSMB10, PSMB11, PSMB2, PSMB3, PSMB4, PSMB5, PSMB6, PSMB7, PSMBS,
PSMBY, PSMC1, PSMC2, PSMC3, PSMC4, PSMC5, PSMC6, PSMDI, PSMDI10, PSMDI1,
PSMD12, PSMD13, PSMD14, PSMD2, PSMD3, PSMD4, PSMD5, PSMD6, PSMD7, PSMDS,
PSMD9, PSME1, PSME2, PSME3, PSME4, PSMF1, PSMGI1, PSMG2, PSMG3, PSMG4, PTEN,
PTGS2, PTCHI, PTPNI11, PTPRD, QKI, RACI, RADI17, RADIS8, RAD21, RAD50, RADSI,
RADS5IC, RAFI, RARA, RASAI, RBI, RBM10, REL, RET, RFCI, RFC2, RFC3, RFC4, RFC5,
RHEB, RHOA, RICTOR, RIT1, RNASEH2A, RNF43, ROSI, RPAI, RPA2, RPA3, RPA4, RPTOR,
RUNXI, RUNXITI, SDHA, SDHB, SDHC, SDHD, SETD2, SF3B1, SIRTI, SMAD2, SMAD3,
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CESKY INSTITUT A
PRO AKREDITACI, O.P.S.

Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Odbornost / | Detailni informace k ¢innostem v rozsahu akreditace
por. ¢islo

SMAD4, SMARCA4, SMARCBI, SMCI14, SMC3, SMO, SOCS1, SOS1, SOX10, SOX17, SOX2,
SOXY9, SPEN, SPOP, SRC, SSBP1, STAG2, STAT3, STK11, SUFU, SUZI2, SYK, TAPI, TAP2,
TAPBP, TAPBPL, TBX3, TCF7L2, TCP1IL2, TDG, TERC, TERT, TET2, TGFBR2, TNF,
TNFAIP3, TNFRSF14, TNFRSF9, TNFSF14, TNFSF18, TNFSF4, TNFSF9, TNKS, TOPI, TP53,
TP53BP1, TP73, TPP2, TREXI, TRRAP, TSCI, TSC2, TSHR, U2AF1, VEGFA, VHL, VTCNI,
WEEI, WT1, XPOI, XRCC5, ZFHX3, ZNF217;

Geny vySetfované na Grovni DNA v ramci malych paneld genti:

AKTI, ALK, ARAF, ARIDIA, ARIDIB, ATM, ATR, BRAF, BRCAIl, BRCA2, CDKI2, CDKN24,
DDR2, EGFR, ERBB2, ESRI, FATI, FGFRI, FGFR2, FGFR3, CHEKI, IDHI, IDH2, KEAPI,
KRAS, MAP2K1, MET, MTOR, NF1, NRAS, NTRK1, NTRK2, NTRK3, PALB2, PIK3CA, PIK3R],
PTEN, RBI1, RET, STK11, TP53

Geny vySetfované na Grovni RNA:

ABLI, ACSL3, ACTGI, ACVR2A4, ADAM17, ADAM28, ADGRG7, ADORA2A, AFF3, AGK,
AKAPY, AKNA, AKTI, AKT3, ALK, ANP32B, AOAH, APOE, APP, ARHGAP26, ARHGAPY,
ARLI7A4, ASPSCRI, ATF1, ATIC, ATM, ATXN2L, AXL, B2M, BAG4, BAIAP2L1, BANKI, BATF,
BCL114, BCL2, BCL6, BCOR, BCR, BIRC3, BLK, BNIP3L, BRAF, BRD3, BRD4, BTLA, BTNL?2,
CACNA2D2, CAMTAIL, CANTI, CAPZB, CARDI11, CARDI16, CARS, CBFB, CCDC6, CCLI,
CCLI13, CCL17, CCL22, CCL4, CCL5, CCL7, CCNB3, CCNDI, CCND3, CCR2, CCR3, CCR6,
CDI109, CD160, CD19, CDIA, CDIB, CDIE, CD2, CD200, CD200R1, CD209, CD244, CD247,
CD27, CD274, CD276, CD28, CD38, CD3D, CD3E, CD3G, CD40, CD40LG, CD44, CD438,
CD52, CD6, CD68, CD69, CD70, CD74, CD794, CD80, CD86, CD8A, CD8B, CDK2, CDK®6,
CDKN2A, CDX1, CEPS5L, CEPS89, CIC, CIITA, CITED2, CLCN6, CLEC11A4, CLIP4, CLTC,
CMAI, CMKLRI, COLIAI, COL6A3, CORO1A4, COROIB, CR2, CREBI, CREB3LI1, CREB3L2,
CREBBP, CREM, CRTCI, CSF1, CSF2, CSF3R, CSNKIE, CTLA4, CINNBI, CTSG, CUXI,
CX3CLI, CXCL10, CXCL11, CXCLI13, CXCL5, CXCL9, CXCR4, CXCR6, CXorf67, DAZL,
DCTNI, DDIT3, DDX5, DEK, DNAHS5, DOCKY, DPP4, DUSP22, DVL2, EBI3, EGFR, EHDI,
EIF441, ELK4, EML4, EOMES, EPCI, ERBB2, ERBB3, ERCI, ERG, ESRI, ESRPI, ETV1,
ETV4, ETVS, ETV6, EWSRI, EZR, F1341, FAMI31B, FAS, FER, FEV, FEZI, FGFI, FGFRI,
FGFR2, FGFR3, FGR, FCHSDI, FIPILI, FLII, FLT3, FLT3LG, FMNLI, FNI, FOXJI, FOXL2,
FOXN3, FOXOI, FOXO4, FOXP3, FPR2, FUS, FUTS, FYBI, GATA3, GATM, GBA2, GBPI,
GCC2, GLII, GLRXS5, GNA1l, GNAIl, GNAQ, GOLGAS, GOPC, GTF3Cl, GZMA, GZMB,
GZMM, HACLI1, HAVCR2, HERPUDI, HEYI, HHLA2, HIPI, HIVEPI, HIVEP2, HLA-A, HLA-
B, HLA-C, HLA-DMA, HLA-DMB, HLA-DOA, HLA-DOB, HLA-DPAI, HLA-DPBI, HLA-DQAI,
HLA-DQA2, HLA-DQBI, HLA-DQB2, HLA-DRA, HLA-DRBI, HLA-DRBS5, HLA-E, HLA-F,
HLA-G, HLA-H, HMGA2, HNRNPA2B1, HOOK3, HSD11B1, CHIC2, CHITI, ICOS, ICOSLG,
IDHI, IDH2, IDOI, IDO2, IF116, IFI27, IFI30, IFI44L, [FITM1, IFNG, IGHA1, IGHM, IGLLS,
IGSF6, IKZF1, ILI2RB2, ILISRA, IL17A4, ILI7RA, IL2IR, IL26, IL2RB, IL3RA, IL5RA, INHBA,
INSR, IRF1, IRF2, IRF2BP2, ITGA4, ITGAV, ITGB2, ITGB3, ITGB7, ITK, ITPKA, JAKI, JAK2,
JAZF1, KANSLI, KIAA1217, KIF5B, KIR3DLI, KIT, KLCI, KLF17, KLK2, KLRCI, KLRDI,
KMT2A, KRAS, KTNI, LAG3, LAIRI, LAIR2, LAMP3, LARGEI, LEUTX, LGALSY, LGRS,
LILRBI, LILRB3, LMNA, LRIG3, LSM14A, LSM4, LST1, LTA, LTA4H, LTK, LYN, MAF, MALT]I,
MAML2, MAML3, MAN2A1, MAP3K14, MAPK13, MARCO, MASTI, MAST2, MBTD1, MEAF6,
MEDI12, MET, MICA, MICB, MKL1, MKL2, MKRNI, MLF1, MLLTI10, MME, MPPEDI, MPRIP,
MRI, MS4A1, MS4A2, MSMB, MSN, MSR1, MUSK, MYB, MYC, MYOIF, MYO5A, NAB2, NAIP,
NCOAI, NCOA2, NCOA4, NCRI, NDRGI, NEFL, NFAMI1, NFATC2, NFATC4, NFKB2,
NFKBILI, NKG7, NOTCHI, NOTCH2, NPM1, NR443, NRAS, NRGI, NRP1, NTRKI, NTRK?2,
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PRO AKREDITACI, O.P.S.

Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Odbornost / | Detailni informace k ¢innostem v rozsahu akreditace
por. ¢islo

NTRK3, NUMBL, NUP107, NUP214, NUTM1, NUTM24, NUTM2B, OAS3, ODF2, OPTN,
P2RYS, PAPSS1, PATZI, PAX3, PAX5, PAX7, PAXS, PBXI, PBX3, PCMI, PDCDI,
PDCDILG2, PDGFB, PDGFRA, PDGFRB, PHFI, PHKG2, PIK3CA, PIMI, PKNI1, PLA2G2D,
PLA2G6, PLAGI, PMCH, POU2AFI, POUSFI, PPARG, PPFIBPI, PPIF, PRCC, PRDM]I0,
PRDM16, PRF1, PRG2, PRKARIA, PRKCA, PRKCB, PRRC2B, PSMB10, PSMB9, PTEN,
PTGDR2, PTPRCAP, PTPRK, PWWP24, RAD51, RAF1, RANBP2, RBL2, REL, RELA, REPS],
RET, RHOC, RNF130, RORC, ROSI, RRAD, RSPO2, RSPO3, RUNXI, RUNXITI, S100410,
S10047, SDC4, SEC314, SELL, SERPINA3, SERPINBY, SET, SFPQ, SH3BP5, SHMT?2,
SIGMARI, SLC34A2, SLC3A42, SLC45A43, SMAD2, SMAD3, SMARCAS, SMPD3, SND1, SP3,
SOSTM1, SRF, SRGAP3, §S518, SS18L1, SSXI1, SSX2, SSX4B, STARD3NL, STATI, STAT4,
STAT6, STIL, STRN, SUZ12, SYK, SYT17, SYTLI, TACCI, TACC3, TAF15, TAPI, TAP2,
TAPBPL, TBLIXRI, TBX21, TCF12, TCF3, TCF7L2, TEADI, TERT, TFE3, TFEB, TFG,
TGFBI, THADA, THAP4, THBSI, TIAI, TIGIT, TIMPI1, TMCS, TMIGD2, TMPRSS?2,
TNFRSF13B, TNFRSF14, TNFRSF17, TNFRSF18, TNFRSF19, TNFRSF25, TNFRSF4,
TNFRSFS8, TNFRSF9, TNFSF14, TNFSF15, TNFSF4, TNFSF9, TOM1L2, TOMM40, TP63,
TPM3, TPM4, TPR, TPSABI, TRA2B, TRAC, TRGCI, TRGC2, TRIM24, TRIM27, TRIM33, TXK,
UBE2L3, USP6, USP9Y, VAVI, VCL, VGLL2, VSIR, VSNLI, VICNI, VTIIA, WHSCILI, WT1,
YAPI, YWHAE, ZC3H7B, ZFYVE9, ZNF205, ZNF703, ZSCAN30;

Vysvétlivky:
1 Zavedené stupné volnosti podle MPA 00-09-...:
A — Flexibilita tykajici se dokumentovaného postupu vySetfeni / odbéru
B — Flexibilita tykajici se techniky
C — Flexibilita tykajici se analytt/parametrti
D — Flexibilita tykajici se vySetfovaného materidlu

Neni-li uveden Zadny stupeni volnosti, nemtize laboratot pro dané vysetieni uplatiovat flexibilni pfistup k rozsahu akreditace.

Real-Time PCR Polymerazova fetézova reakce v realném case

MPS Masivné paralelni sekvenovani (NGS)
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