Signatar EA MLA

Cesl(y institut pro akreditaci, o.p.s.
OlSanska 54/3, 130 00 Praha 3

vydavd

vsouladus § 16 zdkona ¢, 22/1997 Sh.. o technickych pozadaveich na vyrabky, ve znéni pozddjsich predpish

OSVEDCENI O AKREDITACI

¢. 72/2024

Revmatologicky tistav
se sidlem Na Slupi 450/4, 128 00 Nové Mésto, Praha 2, 1CO 00023728

pro zdravotnickou laboratoi &, 8176
Oddéleni klinické imunologie (OK1)

Rozsah udélend akreditace:

Laboratorni diagnostika v oboru alergologic a klinické imunologie v&etné sdilenych vygeteni
vymezend piilohou tohoto osvédéent,

Toto osvedéeni je dokladem o uddlent akreditace na 7aklade posouzeni spineni akreditaenich poZadavki podle

CSN EN ISO 15189 ed. 2:2013

Subjekt posuzovani shody je pii své cinnosti opravien odkazovat se na toto osvedeni v rozsahu udglend akreditace po dobu
Jeii platnosti, pokud nebude akreditace pozastavena, a je povinen phit stanovené akreditadni poZzadavky v souladu
s plisluSnymi predpisy vztahujicimi se k ¢innost akreditovaného subjektu posuzovani shody.

Toto osvédeeni o akreditaci nahrazuje v plném rozsahu osvedéeni &.: 594/2022 7¢ dne 7. 12, 2022, popfipadé spravni akty na
né navazujici.

Udéleni akreditace je platné do 14. 4. 2025

V Praze dne 15, 2. 2024 o 070 a4 2,0( /

Ing. Milena Lochmanova
feditelka odboru zdravotnickych
laboratort
Cesky institut pro akreditaci, o.p.s.




Priloha je nedilnou soucasti

osvéddleni o akreditaci ¢.: 72/2024 ze dne: 15. 02. 2024

Akreditovany subjekt podle CSN EN ISO 15189 ed. 2:2013:

Revmatologicky ustay

objekt ¢islo 8176, Oddéleni klinické imunologie (OKI)
Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

Pracovisté zdravotnické laboratoie:

1.
2

Laborato¥ klinické imunologie
Laboratoi priatokové cytometrie

Laborator uplatinuje flexibilni pitstup k rozsahu akreditace.

Aktudini . Seznam  cinnosti v irdamei  flexibilniho  rozsahu je  dostupny  na  webovveh  strankdch

Na Slupi 450/4, 128 50 Nové Mésto, Praha 2
Na Slupi 450/4. 128 50 Nové Mésto, Praha 2

https /. revima.cz/pacienti/nase-oddelenifklinicke-laboratore/oddeleni-klinicke-imunologie-a-prutokove-

cytometrie/

I Laboratoi klinické imunologie
Vysetieni:

Pot. Analyt/ Princip vy§etieni Identifikace postupu/ Vysetfovany Stupné
tisto parametr/diagnostika pFistrojové vybavenf materiil volnosti'
813 - Laboratof alergologicki a imunologicka

Revmatoidni faktor (RF) | Imunoanalyza Komeréni postup Télni A, B, C,
B s fotometrickou detekef tekutiny D
(manudlng)
Revmatoidni faktor (RF) | Imunoanalyza Komeréni postup Télni A, B, C,
2, s fotometrickou detekei tekutiny D
(automaticky)
Autoprotilatky NCP’V'”“{I Komeréni postup Télni A, B, C,
3, imunofluorescence tekutiny D
(manualng)
Autoprotilatky Nepf‘imé Komeréni postup TéIni A, B, C,
4, imunofluorescence tekutiny D
(automaticky)
Autoprotilatky Imunoanalyza Komeréni postup Télni A, B, C,
5 s fotometrickou detekef tekutiny D
(manualng)
Autoprotilatky Imunoanalyza Komeréni postup Télni A, B, C,
6. s fotometrickou detekefi tekutiny D
(automaticky)
Protilatky Imunoanalyza Komeréni postup Te&lni A, B, C,
7. s fotometrickou detekef tekutiny D
(manudlng) o
Protilatky Imunoanalyza 3 21 Komeréni postup Télni A, B, C,
8. s fotomefrickou detekei . | tekutiny D
(automaticky) ‘ 1 |

u

XS
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P¥iloha je nedilnou sov

1¢asti

osveédeeni o akreditaci &.: 72/2024 ze dne: 15. 02. 2024
Akreditovany subjekt podle CSN EN 18O 15189 ed. 2:2013:

Revmatologicky tst

av

objekt Cislo 8176, Oddéleni klinickd imunologie (OKI)
Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

Por, Analyt/ Princip vy3etieni Identifikace postupu/ VySetfovany Stupné
Lislo parametr/diagnostika plistrojové vybaveni material volnosti'
Protilatky Imunoanalyza Komeréni postup Té&lni A, B, C,
9. s fotometrickou detekef tekutiny D
(automaticky)
Autoprotilatky Imunoanalyza s Komeréni postup Télni A, B, C,
10. luminometrickou detekei tekutiny D
(automaticky)
Autoprotilatky Imunoblotting (manudlng) | Komerdni postup Té&lni A, B, C,
. tekutiny D
12 Autoprotilatky Imunoblotting Komeréni postup Télni A, B, C,
- (automaticky) tekutiny D
802 ~ Lékaiska mikrobiologie
Protilatky proti Imunoanalyza Komeréni postup Télni A, B, C,
1. infekénim agens s fotometrickou detekef tekutiny D
(manualng)
Protilatky proti Imunoanalyza Komeréni postup Télni A, B, C,
2. infek&nim agens s fotometrickou detekef tekutiny D
(automaticky)
3 Protilatky proti Imunoblotting Komeréni postup Télni A, B, C,
' infekénim agens (automaticky) tekutiny D
Stanoveni produkce Imunoanalyza Komeréni postup Plazma A, B, C
4, interferonu gamma s fotometrickou detekef
(manudalng)

11_01-P508b M-20231201
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P¥iloha je nedilnou soudasti

osvéddleni o akreditaci &.: 72/2024 ze dne: 15. 02. 2024

Akreditovany subjekt podle CSN EN ISO 15189 ed. 2:2013:
Revmatologicky astav
objekt ¢islo 8176, Oddeleni klinicke imunologie (OKI)
Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

2 Laborator priitokové cytometrie
Pof. Analyt/ Princip vySetfeni Identifilace postupu/ Vygetitovany Stupné
&islo parametr/diagnostika pristrojové vybaveni materidl volnosti'
813 - Laboratof alergologicka a imunologicka
| Imunofenotypizace Pritokova cytometrie Komeréni postup Krev A B, C
' lymfocytarnich populaci
5 Imunofenotypizace Pritokova cytometrie Komeréni postup Krev A, B, C
= leukocytarnich antigent
Vysvétlivky:

b 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 materidlu

Neni-li uveden zadny stupeii volnosti, nemize laboratof pro dané vySetieni uplathovat flexibilni pistup k rozsahu

akreditace.

11 01-P508h M-20231201
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LA MLA Signatory
Cesky institut pro akreditaci, 0.p.s.
ORanska 54/3, 130 00 Praha 3

issues

according to section 16 of Act No. 22/1997 Coll., on technical requirements for products, as amended
CERTIFICATE OF ACCREDITATION

No. 72/2024

Revmatologicky ustay
with registered office Na Slupi 450/4, 128 00 Nové Mésto, Praha p
Company Registration No. 00023728

for the Medical Laboratory No. 8176
Clinical Immunology Department (CID)

Scope of acereditation:

Laboratory diagnostics in the field of allergology and clinical immunology, including shared
examinations to the extent as specified in the appendix to this Certificate.

This Certificate of Accreditation is a proof of Accreditation issued on the basis of assessment of fulfillment of the
accreditation criteria in accordance with

CSN ENISO 15189 ed. 2:2013

In its activities performed within the scope and for the period of validity of this Cerlificate, the Conformity Assessment Body
is entitled to refer o this Certificate. provided that the accreditation is not suspended and the Aceredited Body meets the

specilied acereditation requirements in accordance with the relevant regulations applicable to the activity of an accredited
Conformity Assessment Body.

This Certificate of Acereditation replaces, (o the full extent, Certificate No.: 594/2022 of 7. 12. 2022, or any administrative
acts building upon it.

The Certificate of Accreditation is valid until: 14. 4. 2025

“

Prague: 15. 2. 2024 - /

Milena Lochmanova
Director of the Department
of Medical Laboratories
Czech Acereditation Institute




The Appendix is an int

egral part of

Certificate of Accreditation 72/2024 of 15/02/2024

Accredited entity according to CSN EN ISO 15189:2013:

Revmatologicky astav

CAB Number 8176, Clinical Immunology Department (CID)
Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

Medical laboratory locations:
Clinical Immunology Laboratory  Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

1.
"

o

Flow Cytometry Laboratory

The laboratory applies a flexible approach to the scope of accreditation.

The

current

“List

of activities

within

the  flexible  scope™ s
hutps /hwww.revma,cz/pacienti/nase-oddeleni/klinicke-laboratore/oddeleni-klinicke-imunologie-a-prutokove-

available

Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

the website

eytomelrie/

1.

Clinical Immunology Laboratory

Examinations:

(automatic)

Ol a2l

Ordinal Analyte/ Principle of examination Identification of Examined Degrees
Number parameter/diagnostics procedurc/equipment material of
freedom’
813 - Allergology and Immunology Laboratory
Rh;unwtmd factor Immunoassay with Commercial procedure Body fluids | A, B, C,
ls (RF) photometric detection D
(manual)
Rh?umatmd factor Immunoassay with Commercial procedure Body fluids | A, B, C,
2y (RF) photometric detection D
(automatic)
Autoantibodies Indirect Commercial procedure Body fluids | A, B, C,
immunofluorescence D
3. (manual)
Autoantibodies Indireet Commercial procedure Body fluids | A, B, C,
4. immunofluorescence D
(automatic)
Autoantibodies Immunoassay with Commercial procedure Body fluids | A, B, C,
9 photometric detection D
(manual)
Autoantibodies Immunoassay with Commercial procedure Body fluids | A, B, C,
6. photometric detection D

11 01-P508b M-20230101
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The Appendix is an integral part of
Certificate of Accreditation 72/2024 of 15/02/2024

Accredited entity according to CSN EN ISO 15189:2013:

Revmatologicky tstay
CAB Number 8176, Clinical Immunology Department (CID)
Na Slupi 450/4, 128 50 Nové Meésto, Praha 2

(manual)

Ordinal Analyte/ Principle of examination Identification of Examined Degrees
Number parameter/diagnostics procedurce/equipment material of
freedom’
Antibodies Immunoassay with Commercial procedure Body fluids | A, B, C,
7. photometric detection D
(manual)
Antibodics Immunoassay with Commercial procedure Body fluids | A, B, C,
8. photometric detection D
(automatic)
Antibodies Immunoassay with Commercial procedure Body fluids | A, B, C,
9. photometric detection D
(automatic)
Autoantibodies Immunoassay with Commercial procedure Body fluids | A, B, C,
10. luminometric detection D
(automatic)
Autoantibodies Immunoblotting (manual) | Commercial procedure Body fluids | A, B, C,
11 D
1 Autoantibodies Immunoblotting Commercial procedure Body fluids | A, B, C,
<N .
(automatic) D
802 —~ Medical Microbiology
Detenm.lmtlon of ln1n1unoagmy wrth‘ Commercial procedure Body fluids | A, B, C,
I, gamma interferon photometric detection D
(manual)
Determ ination of Immunoas:say wnh' Commercial procedure Body fluids | A, B, C,
W % gamma interferon photometric detection D
(automatic)
3 Delerml‘natm!] of [mnmnol?lpttmg Commercial procedure Body fluids | A, B, C,
‘ gamma interferon (automatic) D
Determination of * Immunoassay with Commercial procedure Plasma A,B,C
4, gamma interferon photometric detection

R 7. ¥
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The Appendix is an integral part of
Certificate of Accreditation 72/2024 of 15/02/2024

Accredited entity according to CSN EN ISO 15189:2013:
Revmatologicky astayv
CAB Number 8176, Clinical Immunology Department (CID)
Na Slupi 450/4, 128 50 Nové Mésto, Praha 2

2. Flow Cytometry Laboratory

subpopulations

Ordinal Analyte/ Principle of examination Identification of Examined Degrees
Number parameter/diagnostics procedurc/equipment material of
freedom!
813 - Allergology and Immunology Laboratory
Immunophenotyping | Flow cytometry Commercial procedure Blood A, B,C
I of lymphoceyte
subpopulations
Immunophenotyping | Flow cytometry Commercial procedure Blood A B, C
2. of leukocyte

Explanatory notes:
! Established degrees of freedom according to MPA 00-09-..:
A - Flexibility concerning the documented examination/ sample collection procedure
B — Flexibility concerning the technique
C - Flexibility concerning the analytes / parameters
D - Flexibility concerning the examined material

If no degree of frecdom is specified, the laboratory cannot apply a flexible approach to the scope of accreditation for
this examination.
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