Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Nazev subjektu:  GENvia, s.r.o.

Nazev objektu: Laboratof 1¢karské genetiky

Cislo akreditovaného objektu: 8006

Osvédceni o akreditaci ¢.: 159/2025

Oblast akreditace: Zdravotnické laboratoi - CSN EN ISO 15189 ed. 3:2023
Aktualizovano dne: 11.12.2025

VySetieni:

Por. Analyt / Princip vySetieni Identifikace postupu/ VySetfFovany material
cislo parametr/diagnostika pristrojové vybaveni

Stupné
volnosti!

816 - Laboratoi lékaiské genetiky

Vysetieni konstitu¢niho | Konvenc¢ni SOPO01- verze 4; Plodova voda, fetalni
karyotypu cytogeneticka BPPO1 — verze 4; krev, periferni krev,
analyza BPP02 — verze 4; chorion, potracena
BPPO7 — verze 4; tkan

BPP10 — verze 4;
BPP19 — verze 4;
BPP38 — verze 4;
SOP02 — verze 4,
BPPO3 — verze 4;
BPP04 — verze 4;
BPPO7 — verze 4;
BPP10 — verze 4;
BPP38 — verze 4;
SOPO03 — verze 4;
BPP12 — verze 4;
BPP13 — verze 4;
BPP14 — verze 4;
BPPO7 — verze 4;
BPP10 — verze 4;
BPP38 — verze 4

A, B

Vysetieni konstitu¢nich | FISH SOP04 — verze 4; Plodova voda, fetalni
chromozomovych BPPO5 — verze 4; krev, periferni krev,
2. aberaci BPP06 — verze 4; chorion, potracena
BPPO7 — verze 4; tkan, blastomera
BPP38 — verze 4

A, B

Vysetfeni variant PCR SOP11 —verze 7; Biologicky material
germinalniho genomu s fragmentacni BPP34 — verze 7, obsahujici genomovou
analyzou SOP12 — verze 8; DNA

3. BPP35 — verze 7,
SOP22 — verze 3;
BPP56 — verze 4;

ABI 3130

A,B,C
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Por. Analyt / Princip vySetieni Identifikace postupu/ VySetfFovany material Stupné
¢islo parametr/diagnostika pristrojové vybaveni volnosti!
VysSetfeni variant QF PCR SOP14 — verze 9; Biologicky material A,B,C
4. germindlniho genomu BPP44 — verze 5; obsahujici genomovou
ABI3130 DNA
Vysetieni variant aCGH SOP20 — verze 4; Biologicky material A,B
germindlniho genomu BPP47 — verze 4; obsahujici genomovou
SurePrint G3 DNA
5. Unrestricted CGH ISCA
v2, 8x60K;
Microarray scanner
Surescan
Vysetieni variant MLPA SOP21 —verze 9; Biologicky material A, B, C
6. | germinalniho genomu BPP51 — verze 6; obsahujici genomovou
ABI3130 DNA
Vysetieni variant NGS-MPS SOP24 — verze 7, Biologicky material A, B, C
germinalniho genomu BPP72-01-verze 2; obsahujici genomovou
7. BPP72-02 — verze 2 DNA
MiSeq — Illumina
Vysetfeni variant Real-Time PCR | SOP13 — verze 8; Biologicky material A,B,C
germinalniho genomu BPP36 — verze 8; obsahujici genomovou
8. BPP73 - verze I; DNA
RotorGeneQ,
QuantStudio 7 Pro
Vysetfeni variant Sangerovo SOP23 —verze 9; Biologicky material A,B,C
9. germinalniho genomu sekvenovani BPP41 — verze §; obsahujici genomovou
ABI3130 DNA

Upresnéni rozsahu akreditace:

Odbornost
/ por. €islo

Detailni informace k ¢innostem v rozsahu akreditace

816/3

Mutace CFTR genu: R347H, R347P, 2789+5G>A, 3120+1G>A, 711+1G>T, R334W, 1507del, F508del,
3849+10kbC>T, 1677delTA, 1078delT, V520F, L206W, W1282X, R560T, 2347delG, Q890X, R553X,
G551D, S549R, S549N, M1101K, G542X, 3905insT, Y1092X, S1251N, 444delA, 1811+1.6kbA>G,
1717-1G>A, R117H, R117C, N1303K, Y122X, 394delTT, G85E, R1066C, 1898+1G>A, W846X,
2184delA, D1152H, CFTRdele2 3(21kb), P67L, 2143delT, E60X, 3659delC, 3272-26A>G, 621+1G>T,
A455E, R1162X, R1158X.
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Mikrodelece AZF oblasti na chromozomu Y

Expanze CGG repetice ve FMRI genu

816/4 Vysetfeni chromozomu 13, 15, 16, 18, 21,22, Xa'Y

816/6 ATM1, ATM2, BRCAI, CFTR, COLIAI, COLIA2, DHCR7, CHEK2, MLHI, MSH2, MSH6, MUTYH,
PMS2, PTEN, SMNI, SMN2, STK11

816/7 Geny a polymorfismy v genech v rdmci Panelu malych panelu:

ABCA7, ABO, ACE, ACTN3, ADORA2A4, ADRB2, AGT, AKRIC2, AKRIC4, AMPDI, APOE, AR,
ARMS?2, BCOI, BMPI, BRCAI, CASCS, cbx2, CCDC134, CDKALI, CDKN2B-ASI, CELSR2, CFH,
CFTR, COLIAI, COLIA2, COL5A1, CREB3LI, CREM, CRP, CRTAP, CXCLI12, CYPIA2, CYP2RI,
DHCR7, DHH, DQAI, DQBI, DRBI, F2, F5, FGFR3, FKBP10, FTO, FUT2, GALNTI3, GC, GDF5,
GSTTI1, HDACY, HFE, HHEX, HIF1A4, HLA-B, HNF14, HNF44, IFITM5, IGF2BP2, IL6, IL6R, INS,
INSL3, INSL3R, KCNJ11, KDELR2, LINC01721, LPA, LPL, LRP1, LRP5, MAP3KI1, MBTPS2, MC4R,
MESD, MIA3, MMP3, MRAS, MTHFD1, MTHFR, NOD2, NOS3, NROBI, NR2F2, NR5A1, NRF2, P3HI,
PARPI, PCBP3, PEMT, PHACTRI, PITX2, PNPLA3, PPIB, PPARA, PPARG, PPARGCIA, PTPN22,
RNF186, RPEG6S5, SERPINAI, SERPINFI, SERPINHI, SLC30A48, SMARCA4, SOD2, SOXY, SP7, SPARC,
SRY, TCF7L2, TENT5A, TF, TMEM18, TMEM38B, TMPRSS6, TNF, TNFAIPS, VDR, VEGFA, WNTI,
WNTI16, WWP2, ZFHX3, ZFPM?2

Geny GENkomp: ABCA3, ABCA4, ABCC6, ABCCS, ABCDI1, ACADM, ACADS, ACADVL, ACATI,
ADGRVI, AFF2, AGA, AGL, AGXT, AHI1, AIRE, ALDOB, ALPL, ANO10, AR, ARGI, ARSA, ARX, ASL,
ASPA, ASS1, ATM, ATP7B, BBSI, BBS2, BCKDHA, BCKDHB, BCSIL, BLM, BTD, CAPN3, CBS,
CC2D24, CCDCS8C, CDH23, CEP290, CFTR, CLCNI, CLN3, CLRNI, CNGB3, COL4A43, COL4A45,
COL7A1, CPTIA, CPT2, CTNS, CYPI11Al, CYP21A2, CYP27A1, CYP27B1, DBT, DHCR7, DHDDS,
DLD, DMD, DYNC2HI, ELPI1, ERCC2, EVC2, Fll, F2, F5, F§, F9, FAH, FANCA, FANCC, FKRP,
FKTN, FMO3, FMRI, FSHR, FXN, G6PCI, GAA, GALC, GALT, GBAI, GBEI, GCDH, GJB2, GLA,
GLBI, GNPTAB, GRIPI, HADHA, HBAI, HBA2, HBB, HEXA, HFE, HLA-B, HPSI, HPS3, CHRNE,
IDUA, IL2RG, IVD, LICAM, LAMB3, LRP2, MCCCI, MCCC2, MCOLNI, MCPHI, MEFV, MIDI,
MLCI, MMACHC, MMUT, MTHFR, MTM1, MVK, MYO7A4, NAGA, NAGLU, NBN, NEB, NPCI, NPC2,
NPHSI, NPHS2, NROBI, OCA2, OTC, PAH, PCDH15, PEXI, PEX10, PEX12, PEXI3, PEXI4, PEXIG6,
PEX2, PEX6, PEX7, PKHDI, PLPI, PMM?2, POLG, PPTI, PRFI, PROPI, RARS2, RNASEH2B, RPGR,
RS1, SBDS, SCO2, SERPINAI, SGSH, SLC19A43, SLC25420, SLC26A2, SLC26A44, SLC37A44, SLC6A4S8,
SMNI, SMPDI, SRY, STS, TF, TGM1, TMEM216, TNXB, TPP1, TSHR, TYR, USHIC, USH24, XPC

Dédiénéa nadorova predispozice: AIP; ALK; APC; APEX1; ATM; ATMIN: ATR; ATRIP; AURKA; AXINI;
BABAMI; BAPI; BARDI; BLM; BMPRIA; BRAP; BRCAI; BRCA2; BRCC3; BRE; BRIPI; BUBIB;
Cl10rf30; C190rf40; casp8; CCNDI; CDC73; CDHI; CDK4; CDKN1B; CDKNIC; CDKN2A; CEBPA;
CEPS57; CLSPN; CSNKID; CSNKI1E; CWFI19L2; CYLD; DCLREIC; DDB2; DHFR; DICERI; DIS3L2;
DMBTI; DMCI; DNAJC2I; DPYD; EGFR; EPCAM; EPHXI; ERCCI; ERCC2; ERCC3; ERCC4;
ERCCS; ERCC6; ESRI; ESR2; EXOI; EXTI; EXT2; EYA2; EZH2; FAMI75A; FAMI75B; FANI;
FANCA; FANCB; FANCC: FANCD2; FANCE; FANCF; FANCG; FANCI; FANCL; FANCM; FBXW7:
FH; FLCN; GADD45A4; GATA2; GPC3; GRB7; HELQO; HNFIA; HOXBI3; HRAS; HUSI; CHEKI;
CHEK?2; KATS; KCNJS; KIT: LIGI; LIG3; LIG4; LMOI; LRIGI; MAX; MCPHI; MDCI; MDM2;
MDM4; MENI; MET: MGMT; MLHI; MLH3; MMPS; MPL; MRE11A; MSH2; MSH3; MSHS; MSH6;
MSR1; MUS81; MUTYH; NATI; NBN; NCAMI; NELFB; NF1; NF2; NFKBIZ; NHEJI; NSDI; OGGI;
PALB2; PARP1; PCNA; PHB; PHOX2B; PIK3CA; PIK3CG; PLA2G2A; PMSI; PMS2; POLB; POLDI;
POLE; PPMID; PREX2; PRF1; PRKARIA; PRKDC; PRSS1, PTEN; PTCHI; PTTG2; RADI; RADI7;
RADIS8; RAD23B; RADS0; RADSI; RADSIAPI; RADSIB; RADSIC; RADSID; RADS2; RADS54B;
RADS4L; RAD9A4; RBI; RBBPS; RECOL; RECOL4; RECOLS; RET: RFCI; RFC2; RFC4; RHBDF2;
RINTI, RNF146; RNF168; RNFS; RPAI; RUNXI; SBDS; SDHA; SDHAF2; SDHB; SDHC; SDHD;
SETBPI; SETX; SHPRH; SLX4; SMAD4; SMARCA4; SMARCBI; SMARCEI; STK11; SUFU; TCLIA;
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TELO2; TERF2; TERT; TLR2; TLR4;, TMEMI127; TOPBPI1; TP53; TP53BPI; TSCI; TSC2; TSHR;
UBE2A4; UBE2B; UBE2l; UBE2V2; UBE4B; UIMCI; VHL; WRN; WTI; XPA; XPC; XRCCI; XRCC2;
XRCC3; XRCC4; XRCC5; XRCC6; ZNF350; ZNF'365

816/8

Trombofilni mutace — geny: F2, F5, MTHFR, PAI-1

Alzheimerova choroba — ApoE

816/9

ANXAS, APC, ATM, BAPI, BARDI, BLM, BMPRIA, BRCAI, BRCA2, BRIPI, CDHI, CDKN24,
COLIAI, COLIA2, DHCR7, EPCAM, FANCC, FANCM, FGFR3, GJB2, HOXB13, CHEK?2, KIT, MLH]1,
MLH3, MREI1A4, MSH2, MSH6, MUTYH, NBN, PALB2, PIK3CA, PMS2, POLDI, POLE, PRSS1, PTEN,
RADS5I1C, RAD51D, RECQL, RECQOL4, RINTI, SLX4, SMAD4, SMARCA4, STK11, TP53, VLH, XRCC2

+ geny uvedené v NGS vysetieni (816/7) (GENkomp, dédicné nadorové predispozice, Panel malych
panelit)

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 analyti/parametrit

D - Flexibilita tykajici se vySetfovaného materialu

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

aCGH Oligonukleotidova komparativni genomova hybridizace na ¢ipu
FISH Fluorescen¢ni in situ hybridizace

MLPA Multiplex Ligation-Dependent Probe Amplification

NGS-MPS Masivné paralelni sekvenovani

QF PCR Kvantitativni fluorescen¢ni PCR

PCR Polymerédzova fetézova reakce

Real-Time PCR PCR v realném case
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