Nazev subjektu:
Nazev objektu:

Cislo akreditovaného objektu:

CESKY INSTITUT

PRO AKREDITACI, O.P.S.

Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

8234

Osvédéeni o akreditaci ¢.: 509/2023
Oblast akreditace: Zdravotnicka laboratof - CSN EN ISO 15189:2013
Aktualizovano dne: 25. 9. 2023

Fakultni nemocnice Hradec Kralové
Molekularné geneticka laborator UKBD a OLG

Vysetieni:

Po¥. | Analyt/ Princip Identifikace postupu/ VySetfovany Stupné
¢islo | parametr/diagnostika | vySetieni pristrojové vybaveni material volnosti
816 - Laborator 1ékarské genetiky

Vysetteni Array CGH SOP 4-36-0038A, verze 3, Nesrazliva krev A B,C,
nebalancovanych 17.7. 2023, Prilohy 1.1-1.9, 2; | periferni, D
1 Cgrom(,)zomovyCh GeneChip Scanner 3000Dx; kum.v Ovimeb e
' abetacl Affymetrix CytoScan 750K amniocyty, bunky
CVS, tkan, kostni
Array v L
drfefl, nativni
plodova voda
Vysetieni HLA PCR SOP 4-36-0060 F, verze 2, Nesrazliva krev A, B, C,
systému s elektroforetic | 26. 5. 2023, Piilohy 3.1-3.4 periferni, D
5 kou detekei kultivované
' produktu amniocyty, bunky
CVS, tkan, kostni
dren
Vysetfeni variant Metyla¢né SOP 4-36-0061 F, verze 2, Nesrazliva krev A, B, C,
germinalniho genomu | specificka 7. 8. 2023, Ptilohy 3-5; periferni, D
3 MLPA Genetic Analyzer ABI3500xL; kultl.v ovane
. amniocyty, bunky
ABI3500 Dx CVS, tkan, kostni
dien
VySetieni variant Real-Time SOP 4-36-0062 F, verze 2, Nesrazliva krev A, B, C,
germinalniho genomu | PCR 26. 3. 2023, Ptilohy 3.1-3.3, periferni, D
4.1-4.3,5.1-5.3,6.1-6.3, 7.1- kultivované
4. 7.3,8.1-8.3,9.1-9.3; amniocyty, bunky
Rotor-Gene 6000 2Plex/5Plex, | {¥or PUAIn S
Qiagen an, kostni dfen
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Por. | Analyt/ Princip Identifikace postupu/ VySetiovany Stupné
¢islo | parametr/diagnostika | vySeti‘eni pristrojové vybaveni material volnosti
Vysetfeni variant PCR SOP 4-36-0063 F, verze 2, Nesrazliva krev A, B, C,
germinalniho genomu | s fragmentacni | 20. 6. 2023, Ptilohy 3.1-3.6, periferni, D
analyzou 41-44,5.1-5.4,6.1-6.4, 7.1- kultivované
5. 7.4; amniocyty, bunky
Genetic Analyzer ABI3500xL; | €V thaf, kostni
dren, plodova voda
ABI3500 Dx
Vysetfeni variant MLPA SOP 4-36-0064 F, verze 2, Nesrazliva krev A, B, C,
germinalniho genomu 7. 8. 2023, Prilohy 4, 5; periferni, D
6. Genetic Analyzer ABI3500xL; kuluy ovane
amniocyty, bunky
ABI3500 Dx CVS, tkan, kostni
dfen
Vysetfeni variant Piimé SOP 4-36-0065 F, verze 2, Nesrazliva krev A, B, C,
germinalniho genomu | sekvenovani 11. 8. 2023, Prilohy 3.1-3.3, periferni, D
7 (Sanger) 4-6; kultivované
' - . | amniocyty, bunky
Genetic Analyzer ABI3500xL; CVS, bukalni ster.
ABI3500 Dx tkan, kostni dien
VySetieni variant NGS-MPS SOP 4-36-0066 F, verze 2, Nesrazliva krev A B,C,
germinalniho genomu 11. 7. 2023; periferni, bukalni D
SOP 4-36-0056 A, verze 2, | S (i kosta
8 11. 7. 2023, Piilohy 3-7; rem,
SOP 4-36-0078 A, verze 2,
11.7.2023;
MiSeq system, Illumina
Vysetfeni variant NGS-MPS SOP 4-36-0066 F, verze 2, Nesrazliva krev A, B, C,
somatického genomu 11. 7. 2023; periferni, bukalni D
SOP 4-36-0057 A, verze 2, | S (KAl kostni
9 11.7.2023; rem,
SOP 4-36-0080 A, verze 2,
11.7.2023;
MiSeq system, lllumina
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CESKY INSTITUT Q\
PRO AKREDITACI, O.P.S.
Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Upfiesnéni rozsahu akreditace:

Odbornost | Detailni informace k ¢innostem v rozsahu akreditace

/ pof. ¢islo

816/1 Typ CNV

816/ HLA-DQAL*05-DOB*02, HLA-DQAI*03-DQB1*0302

816/3 Lokus:15g11

816/4 F5 (c.1601G>A), F2 (c.*97G>A), HFE (c.845G>A, ¢.187C>G, ¢.193A>T), MTHFR (c.665C>T)

TPMT (c.238G>C, c.460G>A, c.719A>G), CYP2C9 (c.430C:T, c.1075A>C), VKORL1 (c.-1639G>A);
DPYD (c.1236G>A, c.1679T>G, c.1905+1G>A, c.2846A>T)

816/5 VySeti‘eni mutaci v genu CFTR: 711+1G>T, 2043delG, 1677delTA, W1282X, R1283M, K710X,
3849+10kbC>T, 2789+5G>A, M1101K, G85E, 3905insT, 1525-1G>A, 2184delA, 3659delC,
N1303K, 2184insA, 1812-1G->A, CFTRdele2,3, 2143delT, Y569D, R1162X, A561E, S1251N, P67L,
R1158X, 1609delCA, Q493X, E60X, 1898+1G=>A, 1898+5G=>T, 1507del, F508del, V520F, 394delTT,
D1152H, V232D, L218X, 621+2T>C, 1717-1G>A, L206W, E92X, 3120+1G>A, G542X, S549N,
G551D, 712-1G>T, R553X, 3272-26A>G, R560T, 2183AA>G, R117H, R117C, 1811+1.6kbA>G,
2869insG, Y122X, Q890X, R1066C, R347H, R347P, 1161delC, 1154ins TC, E92K, 1336K, R334W,
Y1092X (C>A), 621+1G>T, 1078delT, A455E a varianty IVS9: 5T (véetné identifikace TG9-
13)/7T/9T;

Vysetieni potransplanta¢niho chimerismu pomoci STR lokusi a amelogeninového genu
Seznam pouzivanych genetickych lokust: CSF1PO, D2S1338, D18S51, D5S818, D7S820, D3S1358,
D19S433, FGA, D8S1179, D13S317, TPOX, D21S11, D16S539, VWA, THO1, Amelogenin;
Aneuploidie chromozomii 13,18,21 X a Y (STaR Optimal): DXS6854 (Xq26.1), AMEL (Xp22.31-
Xp22.1aYpll.2), D18S391 (18p11.31), D13S352 (13q14.11), D21S1435 (21g21.1), D18S976
(18p11.31), SRY (Yp11.31), TAF9B (3p24.2 a Xq13.2-q13.3), D21S11 (21g21.1), D21S1444
(21922.13), D13S742 (13q12.13), D21S1442 (21921.3), D21S1246 (21g22.2), XHPRT (X026.1),
D21S1409 (21g21.2), DXYS218 (Xp22.32 a Yp11.3), D18S386 (18¢22.1), D13S634 (13021.33),
D18S819 (18g11.2), D13S628 (13g31.1), D13S305 (13q13.3), D18S535 (18912.3);

Aneuploidie chromozomii 15, 16, 22 (Optima PLUS): D155S195 (15g21), D15S652 (15026),
D15S659 (15915), D15S822 (15q12), D15S657 (15026), D16S539 (16¢24.1), D16S2624 (16q22),
D16S2616 (16p13.2), D16S2621 (16923), D16S753 (16p11), D22S532 (22q13.31), D22S686
(22911.2), D22S683 (22912), D22S1045 (22913.1), D22S691 (22q12)

816/6 NF1, NF2, APC, ATM, BAP1, BARD1, BLM, BMPR1A, BRCA1, BRCA2, BRIP1, CDH1, CDKA4,
CDKN2A, CHEK2, FH, GREM, EPCAM, MLH1, MSH2, MSH6, MUTYH, NBN, PALB2, PMS2,
POLD1, POLE, PTCH1, PTEN, RAD50, RAD51C, RAD51D, SMAD4, STK11, SUFU, TP53, SHOX,
RUNX2, CYBA, CYBB, NCF2, NCF4, FOXF1, FGD1, SMN1, SMN2, mikrodele¢ni syndromy 1,
syndromy - CMT1A1

816/7 NF1, NF2, APC, ATM, BAP1, BARD1, BLM, BMPR1A, BRCA1, BRCA2, BRIP1, CDH1, CDKA4,
CDKN2A, CHEK2, FH, GREM, EPCAM, MLH1, MSH2, MSH6, MUTYH, NBN, PALB2, PMS2,
POLD1, POLE, PTCH1, PTEN, RADS0, RAD51C, RAD51D, SMAD4, STK11, SUFU, TP53, PMP22,
DHCR7, GJB2, PHOX2B, RUNX2, SHOX, SOX2, KAT6B, FGFR3, HCCS, SPRED1a TTN

816/8 NGS (Hereditarni nadorové syndromy): ABRAXASL, AIP, ALK, APC, APEX1, ATM, ATMIN, ATR,
ATRIP, AURKA, AXIN1, BABAM1, BAP1, BARD1, BLM, BMPR1A, BRAP, BRCAL, BRCA2, BRCC3,
BABAM2 (BRE), BRIP1, BUB1B, EMSY (C110rf30), FAAP24 (C190rf40), casp8, CCND1, CDC73,
CDH1, CDK4, CDKN1B, CDKN1C, CDKN2A, CEBPA, CLSPN, CSMD3, CSNKI1E, CYLD,
DCLRE1C, DDB2, DHFR, DICER1, DIS3, DIS3L2, DMBT1, DNAJC21, DPYD, EGFR, EGR1,
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CESKY INSTITUT Q\
PRO AKREDITACI, O.P.S.

Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

EPCAM, EPHX1, EPOR, ERCC1, ERCC2, ERCC3, ERCC4, ERCC5, ERCC6, ESR1, ESR2, EXO1,
EXT1, EZH2, FAN1, FANCA, FANCB, FANCC, FANCD2, FANCE, FANCF, FANCG, FANCI,
FANCL, FANCM, FBXW7, FH, FLCN, GADD45A, GADD45G, GATA2, GPC3, GRB7, HELQ,
HNF1A, HOXB13, HRAS, HUS1, HUS1B, CHEK1, CHEK2, KAT5, KCNJ5, KIT, LIG1, LIG3, LIG4,
LMO1, LMO3, LRIG1, MAX, MCPH1, MDC1, MDM2, MDM4, MEN1, MET, MGMT, MLH1, MLH3,
MMP8, MPL, MRE11 (MRE11A), MSH2, MSH3, MSH5, MSH6, MST1R, MTCP1, MUTYH, NATL,
NBN, NCAM1, NF1, NF2, NHEJ1, NSD1, NTHL1, OGG1, PALB2, PARP1, PARP2, PAXIP1, PCNA,
PHB, PHB2, PHOX2B, PIK3CA, PIK3CG, PLA2G2A, PMS1, PMS2, POLB, POLD1, POLE,
PPM1D, PREX1, PREX2, PRF1, PRKAR1A, PRKDC, PTEN, PTCH1, PTCH2, PTTG1, RAD1,
RAD17, RAD18, RAD23A, RAD23B, RADS0, RAD51, RAD51AP1, RAD51B, RAD51C, RAD51D,
RAD52, RAD54B, RAD54L, RADYA, RB1, RBBPS8, RBL1, RECQL, RECQL4, RECQLS5, RET, REV3L,
RFC1, RFC2, RFC4, RHBDF1, RHBDF2, RNF168, RNF169, RNF8, ROS1, RPA1, RUNX1, SBDS,
SCARAS5, SDHAF2, SDHB, SDHC, SDHD, SETX, SHPRH, SLX4, SMAD4, SMARCA4, SMARCBL,
SMARCEL1, SPINK1, SPRED1, SPRED2, SSC5D, STK11, SUFU, TCL1A, TELO2, TERF2, TERT,
TLR2, TMEM127, TOPBP1, TOX2, TP53, TP53BP1, TP73, TRRAP, TSC1, TSC2, UBE2A, UBEZ2I,
UBE2V2, UBE4B, UIMC1, VHL, VHLL, WRN, WT1, XPA, XPC, XRCC1, XRCC2, XRCC3, XRCCS5,
XRCC6, ZNF350;

NGS (RASopatie): A2ML1, BRAF, CBL, HRAS, KRAS, LZTR1, MAP2K1 (MEK1), MAP2K2, MLH1,
MSH6, NF1, NF2, NRAS, PMS2, PPP1CB, PTPN11, RAF1, RASA2, RIT1, RRAS, RRAS2, SHOC2,
SOS1, SOS2, SPRED1, SPREDZ;

NGS (Hereditarni nesyndromova ztrata sluchu a hluchota): ACTG1, ADCY1, AIFM1, ATP2B2,
BDP1, BSND, CABP2, CCDC50, CD164, CDC14A, CDH23, CEACAM16, CIB2, CLDN14, CLDNS9,
CLIC5, CLRN2, COCH, COL11A1, COL11A2, COL4A6, CRYM, DCDC2, DIAPH1, DMXL2,
ELMOD3, EPS8, EPS8L2, ESPN, ESRP1, ESRRB, EYA4, GAB1, GAS2, GIPC3, GJB2, GJB3, GJB6,
GPSM2, GRAP, GRHL2, GRXCR1, GRXCR2, GSDME/DFNA5, HGF, HOMER?2, IFNLR1, ILDR1,
KARS, KCNQ4, KITLG, LHFPL5, LMX1A, LOXHD1, LRTOMT/COMT2, MAP1B, MARVELD?2,
MCM2, MET, MIR96 (MIRN96), MPZL2, MSRB3, MYH14, MYH9, MYO15A, MYO3A, MYOS,
MYO7A, NARS2, NLRP3, OSBPL2, OTOA, OTOF, OTOG, OTOGL, P2RX2, PCDH15, PDEI1C,
PDzD7, PJVK, PLS1, PNPT1, POU3F4, POU4F3, PPIP5K2, PRPS1, PTPRQ, RDX, REST, RIPOR2
(FAM65B), ROR1, S1PR2, SCD5, SERPINBG6, SIX1, SLC12A2, SLC17A8, SLC22A4, SLC26A4,
SLC26A5, DIABLO (SMAC), SMPX, SPNS2, STRC, SYNE4, TBC1D24, TECTA, TJP2, TMC1,
TMEM132E, TMIE, TMPRSS3, TNC, TPRN, TRIOBP, TRRAP, TSPEAR, USH1C, WBP2, WFS1,
WHRN;

MPS-digitalMLPA: APC, ATM, BAP1, BARD1, BMPR1A, BRCAL, BRCA2, BRIP1, CDH1, CDK4,

CDKNZ2A, CHEK2, EPCAM, GREM1, MLH1, MSH2, MSH6, MUTYH, NBN, PALB2, PMS2, PTEN,
RAD51C, RADS51D, SCG5, SMAD4, STK11 a TP53

816/9 Vysetfeni minimalni residudlni nemoci u IGVH pfestaveb pomoci MPS

Vysetieni variant somatického genomu metodou MPS - geny: ABL1, ANKRD26, ASXL1, ATM, BCL2,
BCOR, BIRC3, BRAF, BTK, CALR, CARD11, CBL, CEBPA, CSF3R, DDX41, DNMT3A, ETNK1,
ETV6, EZH2, FBXW?7, FLT3, GATAL, GATA2, IDH1, IDH2, IKZF3, IRF4, JAK2, KIT, KRAS,
MAP2K1, MCL1, MED12, MPL, MYD88, NFKBIE, NOTCH1, NPM1, NRAS, PHF6, PLCG2, POT1,
PTPN11, RPS15, RUNX1, SAMHD1, SETBP1, SF3B1, SRSF2, STAG2, TET2, TP53, TRAF2, TRAFS3,
U2AF1, WT1, XPO1, ZRSR2
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CESKY INSTITUT A
PRO AKREDITACI, O.P.S.

Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Vysvétlivky:
1 Zavedené stupné volnosti podle MPA 00-09-..:
A - Flexibilita tykajici se dokumentovaného postupu vysetieni / odb&ru
B - Flexibilita tykajici se techniky
C - Flexibilita tykajici se analytl/parametri
D - Flexibilita tykajici se vySetfovaného materialu

Neni-li uveden zadny stupen volnosti, nemize laboratoi pro dané vysetfeni uplatiovat flexibilni pfistup k rozsahu
akreditace.

Array CGH oligonukleotidova komparativni genomova hybridizace na Cipu (z angl. array Comparative Genome
Hybridization)

MLPA hybridizace a ligace sond s naslednou multiplex polymerazovou reakci (z angl. Multiplex Ligation-
dependent Probe Amplification)

MPS masivni paralelni sekvenovani (z. angl. Massive paralel sequencing ) - sekvenovani nové generace (z
angl. Next Generation Sequencing)

PCR polymerazova fetézova reakce (z angl. Polymerase Chain Reaction)

CNV zmény poctu kopii (z angl. Copy Number Variantion)

HLA hlavni histokompatibilni systém ¢lovéka (z angl. Human Laukocyte antigens)

CVS odbér choriovych klkii (z angl. chorionic villus sampling)

FFPE formalinem fixovana tkan zalita v parafinovych bloccich (z angl. Formalin Fixed Paraffin Embedded)
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