Nazev subjektu: SANATORIUM Helios, s.1.0.

CESKY INSTITUT
PRO AKREDITACI, O.P.S.

Seznam ¢innosti v ramci flexibilniho rozsahu akreditace

Nazev objektu: Laborator 1¢karské genetiky

Cislo akreditovaného objektu: 8258
Osvédceni o akreditaci ¢.: 325/2022

Oblast akreditace: Zdravotnicka laboratof - CSN EN ISO 15189:2013

Aktualizovano dne: 30. 11. 2023

A\

VySetieni:

Por. Analyt / Princip vySetieni Identifikace postupu/ VySetfFovany material Stupné
Cislo parametr/diagnostika pristrojové vybaveni volnosti!
816 - Laborator 1ékaiské genetiky

Stanoveni karyotypu Mikroskopie SOP-LLG-001, ver. 06/01 Periferni krev A, B
1. PP-LLG-001, ver. 03
(Komer¢ni postup)
Prikaz Mikroskopie SOP-LLG-010, ver. 08 Periferni krev A, B
chromosomovych
2. aberaci (FISH) PP-LLG-010, ver. 08
(Komer¢ni postup)
Preimplanta¢ni Fragmentacéni SOP-LLG-012, ver. 07 Trofoblast, A, B, C,
genetické testovani analyza, (1.1.2020) periferni krev, D
monogennich Sekvenovani P-LLG-012. ver. 05 vyizolovand DNA
< " , Ver.
3. | onemocnéni (PCR) (1.1.2020) (Biologicky
(Komer¢ni postup, materidl)
publikovany postup)
Preimplantacni Masivné SOP-LLG-014, ver. 04 Trofoblast A B
4 genetické testovani paralerni P-LLG-014b. ver. 02
’ chromozomalnich sekvenovani SR
aberaci (NGS) (Komer¢ni postup)

Upresnéni rozsahu akreditace:

Odbornost
/ por-. ¢islo

Detailni informace k ¢innostem v rozsahu akreditace

816/4

JAGI (c.2913_2914delAC), COLAAS (c.1718G>A), VPS33B (c.357+1G>T), HBB (COD39
C>T, ¢.93-21 G>A), BRCAI (300T>G, 5382insC), BRCA2 (c.8537-8538delAG, c.475G>A),
CYP21A2 (¢.290-13A/C>G, ¢.1069C>T, p.Q318X), CDHI (IVS15-6C>G), CFTR (F508del),
GJIB2 (35delG), FGFR2 (c.1025G>A), HMGCL (c.60+1G>T), DMD, EXT1 (c.1245T—G),
GLA (¢.511G>C), APC (c.637C>T), FSHD (D4Z4), F8, CINH (g.16789G>A), HTT, CMTIA,
EPB (c.186_188del3, c.455T>C), RYRI (c.2122G>A, ¢.6721C>T, ¢.9047A>C), HADHA
(c.1528G>C), MLHI (c.677G>T, c¢.1489 1490insC), MSH2 (c.942+3A>T), MSHG6
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(c.3053delT), FBNI  (c.6148G>T, c.6554T>C, «¢.7238G>A), DMPK, NFI
(2253122 7delTAACTT), OTC (c.461-471del), AR (c.1789 G>A), PKD1, SMNI, COL2A1
(c.816+1G>A), TSC1 (C733T), LAMC2 (c.3328+1G>A), EXT2 (c.544C—T), ENPPI (c.191-
92delCG, ¢.1026-12_1026-61del50), ZNF9, RBI (c.2416insT), EXT-1 (c.2023A—T), CFTR
(c.711+1G—T),FMR1, GIB2 ¢.109G>A, NFI c.6756+2T>C, NFI1 c.1297 1300dupTATT,
F9 ¢.1277C>T, COLIA1 ¢.579delT, CFTR c¢.2250delT,
SERPINA1 ¢.1096G>A, PEX14 ¢319C>T, GCDH c. 1198G>A, GCDH c.1262C>T,
SURF! c.845 846delCT, RSI  ¢.575 576insT, CFTR c.1898+1G>A, EDI c.1A>T,
BRCA2 ¢.7878G>G, PTCHI c.403C>T, TSC2  ¢.103C>T, BRCAI c.2762delA,
ZNF469 ¢.9373C>T, ¢.7466G>A, CFTR ¢.3849C>T, CFTR_dele2,3, NF1 ¢.4981T>C,

PAH ¢.1222C>T, APC c.-191T>C, GCK c¢.308C>T, CFTR_G542X, BRCA ¢.316+1G>C,
GJB2_¢.313_3256del, PKD1 c.723_7024del

Zavedené stupné volnosti podle MPA 00-09-23:

A — Flexibilita tykajici se dokumentovaného postupu vySetieni / odbéru

B - Flexibilita tykajici se techniky

C - Flexibilita tykajici se analytt/parametra

D - Flexibilita tykajici vySetfovaného materialu

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

V pfipad¢, ze je laboratof schopna provadét odbér mimo své stalé prostory, jsou tyto odbéry u potadového cCisla oznaceny

hvézdickou

11_01-P508_M-20230101 Stranka 2 z 2




