
The Appendix is an integral part of

Certificate of Accreditation No: 297/2024 of 24/06/2024

Accredited entity according to ČSN EN lSO/IEC 17025:20l8:

Ústav hematologie a krevni transfuze
CAB number 1345. National Reference Laboratory for DNA Diagnostics

U Ncmocnice 2094/1. 128 00 Praha 2

Testing laboratory locations:

1. Department of Molecular Genetics U Nemocnice 2094/l. 128 00 Praha

2, Department of HLA Kateřínská 52 1/19. [20 00 Praha 2

3. Department of Cell Chimerism Kateřinská 521/19. 120 ()0 Praha 2

The Iu/mrumljv applies u_f/avihle approach In the Scope Q/'accrediruliun,

The current lis! (gf uclirilivs carried our within Ihe flexible scape is available (m Ihe luhoraluryfs‘ website
hups: www.uhkLc lulmrulurc m[rml/Ii—I'cfi'renmiJuborulare-nr/’urI-anlmI-Lliugnus/iku in fhefbrm oflhe „List
qucliviliav within Ihe flexible scope qfuccredilulirm

The Iuhuru/wjv provides upinions and interprets les! resu/ls.

Detailed irqurmuliun un uc'livi/iex within the scope Qf'uccrec/ilulirm (determined unubfllvx) xiv given in the section
„ Specification fo/n) .VL'Upť afuccl'ezliluliun

I . Department of Molecular Genetics

 

 

 

 

 

Tests:

O‘d' | T ‚t [| / (h d , D fnulmhlz' Test procedure / method name es ?;:::ifi:;efi0r:le o Tested subject (533313

1 Determination of BCR::ABL1 fusion NRL_03_SOP_I4_02 Biological material A, B. D
gene rearrangements using multiplex containing human

RT PCR RNA

3 Determination of BCR::ABL1 NRL_04_SOP_|4_02 Biological material A. B. D
transcript level using ReaI-time RT procedure A containing human
PCR RNA

3 Determination ofBCRzzABLl kinase NRL_04_SOP_14_02 Biological material A. B. D
domain mutation using, direct procedure B Containing human
sequencing by Sanger method RNA

4 Determination ofthe conversion factor NRL_O4_SOP_|4_02 Biological material A. B. D
for expressing the results of procedure C containing human

BCRzzABLl transcript level on RNA
international scale       

asterisk al the ordinal number identifies the tests. which the laboratory is qualified to carry out outside the permanent
laboratory premises

* ifthc document identifying the test procedure is dated, only these specific procedures are used. 1fthe document identifying
the test procedure is not dated. the latest valid edition oflhe specified procedure is used (including any changes)
degrees of freedom: A 7 Flexibility concerning materials/producls (subject of the test), B 7 Flexibility concerning
components/parameters/Characteristics, C 7 Flexibility concerning the performance ofthe method. D 7 Flexibility concerning
the method

The laboratory can modify the test procedures with the specified degree(s) of freedom in the scope of accreditation while
maintaining the principle of measurement. If no d “ - reedom is specified, the laboratory cannot apply a flexible   
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The Appendix is an integral part of

Certificate of Accreditation No: 297/2024 of 24/06/2024

Accredited entity according to ČSN EN lSO/IEC l7025:2018:

Ústav hematologie a krevni transfuze
CAB number I345. National Reference Laboratory for DNA Diagnostics

U Nemocnice 2094/]. 128 00 Praha 2

Specification of the scope of accreditation:
 

 

     

 

 

 

 

Ordinal

test Detailed information on activities within the scope of accreditation (determined analytes)
number

I detected rearrangements: b2a2 (el3a2), b3a2 (cl4a.'7)„ elaZ. 619212 + rare rearrangements

2 detected rearrangements: blal (el3z13) a b3a2 (el4a2). el al; control genes: GUSB and ABLI

2. Department of HLA

Tests:

Ordinal Test procedure/ method . Degrees ofnumber' Test procedure / method name identification: Tested subject freedom’

] Determination of gene sequence variants NRL_05_SOP_|4_02 Biological material A, B, D
related to haematological and procedure A containing human

immunological diseases and DNA of the cell

hematopoietic stem cell transplant nuclei

program by PCR and gel electrophoresis

2 Determination of gene sequence variants NRL_05_SOP_14_03 Biological material A, B. D
related to haematological and procedure C containing human

immunological diseases and DNA Of the cell

hematopoietic stem cell transplant nuclei

program by Real—time PCR method

3 Determination of gene sequence variants NRL_05_SOP_]4_02 Biological material A. B, D
related to haematological and procedure D containing human
immunological diseases and DNA of the cell
hcmatopoietic stem cell transplant “UCIEI
program by NGS—MPS       

asterisk at the ordinal number identifies the tests, which the Iaboratmy is qualified to carry out outside the permanent
laboratory premises

ifthe document identifying the test procedure is dated. only these specific procedures are used. Ifthe document identifying
the test procedure is not dated. the latest valid edition ofthe specified procedure is used (includingl any changes)
degrees of freedom: A » Flexibility concerning materials/products (subject of the test). B _ Flexibility concerning
components/parameters/characteristics‘ C — Flexibility concerning the performance ofthe method. D _ Flexibility concerning
the method

The laboratory can modify the test procedures with the specified degreets) of freedom in the scope of accreditation while
maintaining the principle of measurement. If no degree of freedom is specified. the laboratory cannot apply a flexible
approach to the scope ot‘accreditation for the test.
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The Appendix is an integral part of

Certificate of Accreditation No: 297/2024 01'24/06/2024

Accredited entity according to ČSN EN ISO/lEC 17025:2018:

Ústav hematologie a krevní transfuze

CAB number 1345. National Reference Laboratory for DNA Diagnostics
U Nemocnice 2094/1„ 128 00 Praha 2

Specification of the scope of accreditation:
 

 

 

    
 

 

 

 

 

 

()rdimll

test Detailed information on activities within the scope af accreditation (determined analytes)

number

] tested alleles:

HLA l. class: loci A. B‘ C
HLA ll. class: loci DRBL DQAI‘ DQBI. DPBL presence Of DRBS—S

KIR genes: presence Of ZDLI. ZDLZ. 2DL3„ 2DL4. 2DL5. ZDS ] . ZDSZ. 2DS3_ 2DS4, ZDSS. 3DL1. SDLZ.

3DL3‘ SDS]. ZDPI. 3DP1

3 tested alleles:
HLA ]. class: loci A. B. C on low resolution level

l-ILA ll. class: loci DRBI, DRB3~5. DQAI. DQB] on low resolution level“ DPB]

3 tested alleles:

HLA I.class: loci /\. B, C

HLA Il.class: loci DRB]. DQAI, DQBl. DPBI

3. Department of Cell Chimerism

Tests:

Ordinal Test procedure / method . . . Degrees of
number' Test procedure / method name identificationl Tested subject freedom!

] Genotype assessment of sequence NRL_01_SOP_I4_02 Biological material A, B. D
polymorphisms by PCR and gel procedure A containing human

electrophoresis method DNA of the cell
nuclei

3 Assessment ofquantitative NRL401_SOP_I4_02 Biological material A. B. D

representation ofgenotypes in a sample procedure B containing human

by analysis of sequence polymorphisms DNA ofthe cell

by PCR and gel electrophoresis method nuclei

3 Genotype assessment of sequence NRL_O7_SOP_I4_02 Biological material A. B, D

polymorphisms by ReaI-time PCR procedure A containing human

method DNA ofthe cell
nuclei

4 Assessment ofquantitative NRL_O7_SOP_14_02 Biological material A. B. D

representation of genotypes in a sample procedure B containing human

by analysis ofsequence polymorphisms DNA of the cell

by Real—time PCR method nuclei     
 

 
asterisk at the ordinal number identifies the tests„ which the laboratory is qualified to eany out outside the permanent

laboratory premises

- ifthe document identifying the test procedure is dated only these specific procedures are used. If the document identifying

the test procedureIs not dated the latest valid edition ofthe specified pIocedure15 used (including any Changes)

deglees of freedom: 'A -- Flexibility concerni'ng m > : ~oducts (subject of the lest) B _ Flexibility concerning   
the method
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The Appendix is an integral part of

Certificate of Accreditation No: 297/2024 of 24/06/2024

Accredited entity according to ČSN EN lSO/IEC 170252018:

Ústav hematologie a krevní transfuze
CAB number 1345. National Reference Laboratory for DNA Diagnostics

U Nemocnice 2094/L 128 00 Praha 2

The laboratory can modify the test procedures with the specified degreeß) OF freedom in the scope ofaccreditation while

maintaining the principle of measurement. If no degree of freedom is specified the laboratory cannot apply a flexible

approach to the scope ofaccreditation For the test.

Specification of the scope of accreditation:
 

 

 

   

Ordinal

test Detailed information on activities within the scope of accreditation (determined analytes)

number

I. 2 Tested polymorphisms:
STR1AMG.L,PL, FESFPS. FISB, F13AOI, D168539. D7S820. Dl353l7. DSSSIS. D3Sl358. DZISI ]. D1885].

Pama E. D8S| I79, FGAH Penta D. Penta C. CSFIPO, TPOX. THOl. vWA. D2281045. DZSI338, D19S433.
[)25441. DIOSIZ48. D151656.D|2539land SE33.

DIP: AM X. AM Y. HLDIOG. HLD70. HLD84„ HLDl03. HLD104, HLDI l6, HLDI ll, HLD307‘ I-lLD3IO„

HLDI l0. HLD133. HLD79. HLDIOS, HLD140. HLDI63. HLD9I. HLD23. HLD88. HLDIOI, HLD67.
HLDSOI. HLD53. HLD97. HLDISZ, HLDIZS. HLDI34. HLD305. HLD48„ HLDI I4. HLD304. HLDISI.

HLD38, l-ILD82.

3_ 4 Tested specific sequence polymorphisms:

$01 (ITGAZB). $04 (DBH). $07 (UXT/ZNFSI)‘ $08 (PAPPAZ/ASTNI), SIO (LTBPI ). Sl I (DLGZ) 7 each

system has a variant A and B, SOSB (EIF232), GAPDH. SMCY (AF27384I), ß-Globin, DIP see

NRLV OI ‚SOPfI—LOZ 7 variants ofdeletion and insertion. KMRSOl—A, KMRSOZ—A, KM R504-A. KMRSOS-A‘

KMRSOó-A, KMRSI I-C. KMRSIZ-C. KMRSZO—DPBI. KMRSZLDPBI. KMRSZZ-DPBL REF 90].
 

Abbreviations used:

PCR polymerase chain reaction

RT PCR reverse transcription polymerase chain reaction

BCR::ABLI fusion gene: breakpoint cluster region 7 abelson

HLA human leukocyte antigens

STR short tandem repeats

ReaHime PCR real-time polymerase chain reaction

NGS—MPS next-generation sequencing - massive parallel sequencing

DNA deoxyribonucleic acid

RNA ribonucleic acid

 

"This document is an appendix lo Ihe L'er'rifim/z qfucc'reclilalion. ln case q/‘um' c/iscrepzmciex helween Ihe Eng/ixh and Czech

rurxions. the Czech verxion .YI'ILl/Í prevail, bothfbr Ihe certificate appendix und Ihe certificate "„se/ff ”
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