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CERTIFICATE

Survey of 30 May 2025

You have fulfilled the requirements of the External Quality Assessment with the following analysis

Molecular Genetics 26 - AZF (Y-Chromosome Microdeletions) (788):

Validity 24 months:

Y-Chromosome AZFa deletion (R: B5)
Y-Chromosome AZFb deletion (R: B5)
Y-Chromosome AZFc deletion (R: B5)
interpretation of results / recommendation

(R) analysis is subject to the RiliBAK
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 30 May 2025

You have participated in the External Quality Assessment with the following analysis

Molecular Genetics 26 - AZF (Y-Chromosome Microdeletions) (788):

Y-Chromosome AZFa deletion (R: B5)
Delimitation of the AZFa deletion
Y-Chromosome AZFb deletion (R: B5)
Delimitation of the AZFb deletion
Y-Chromosome AZFc deletion (R: B5)
Delimitation of the AZFc deletion
interpretation of results / recommendation

(R) analysis is subject to the RiliBAK
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2 INSTAND

Listing and evaluation of the results

10052096: NESILLER GENETIK GULAY OZGON

NESILLER GENETIK

Survey of 30 May 2025

Adviser: PD Dr. rer. nat. Julia Hentschel
Institut fir Humangenetik Tel.: +49 34197 11349
Universitatsklinikum Leipzig AGR Fax: +49 34197 23829
Philipp-Rosenthal-Str. 55 Mail: julia.hentschel@instand-ringversuch.de
04103 Leipzig
Molecular Genetics 26 - AZF (Y-Chromosome Microdeletions)
Analyte Sam- | Method | Manu- | Device | Your specification(s) Correct specification(s) TV- | Meets
ple facturer Type | criteria
STS Marker 31 388 ZX sY121,sY127,sY134, sY143, Sample not evaluated
sY160, sY254, sY255,sY82,
sY83,sY84,sY86,sY88
32 sY121,sY127,sY134, sY143, Sample not evaluated
sY160, sY254, sY255,sY82,
sY83,sY84,sY86,sY88
Y-Chromosome AZFa deletion 31 388 ZX no deletion no deletion M
32 no deletion no deletion M +
Delimitation of the AZFa deletion (1) 31 388 ZX no deletion Sample not evaluated
m| 32 no deletion Sample not evaluated
Y-Chromosome AZFb deletion 31 388 ZX no deletion no deletion M
32 deletion deletion M +
Delimitation of the AZFb deletion (1) 31 388 ZX no deletion Sample not evaluated
m| 32 interstitial deletion Sample not evaluated
Y-Chromosome AZFc deletion 31 388 ZX deletion deletion M
32 no deletion no deletion M +
Delimitation of the AZFc deletion (1) 31 388 ZX terminal deletion Sample not evaluated
m| 32 no deletion Sample not evaluated
interpretation of results / recommendation 31 388 ZX TESE possible, Genetic TESE possible, Genetic M +
counseling is recommended, counseling is recommended,
Analysis of further male Analysis of further male
relatives is recommended, All relatives is recommended, All
male offspring will very likely male offspring will very likely
inherit the deletion inherit the deletion,
Chromosome analysis required
32 Genetic counseling is Genetic counseling is M +
recommended, Analysis of recommended, Analysis of
further male relatives is further male relatives is
recommended, All male recommended, All male
offspring will very likely inherit | offspring will very likely inherit
the deletion the deletion, Chromosome
analysis required, currently, no
further diagnostics are required

(1) This parameter is currently not part of the certificate.

Additional information on the evaluation is available for download in the RV-Online system in the column "Report".
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fi2 INSTAND

Individual summary of results

10052096: NESILLER GENETIK GULAY OZGON

NESILLER GENETIK

STS Marker (N =32)

Sample 31 not evaluated

Survey of 30 May 2025

Sample 32 not evaluated

Y-Chromosome AZFa deletion (N = 34, Rate of success: 91,2% )

Sample 31
Collective no deletion deletion total
all methods 31 3 34

The point corresponds to the correct result, the horizontal bar corresponds to your specification, the vertical bar corresponds to your collective

Delimitation of the AZFa deletion (N =21)

Sample 31 not evaluated

Molecular Genetics 26 - AZF (Y-Chromosome Microdeletions)

Y-Chromosome AZFb deletion (N =34, Rate of success: 94,1% )

Sample 31
Collective no deletion deletion total
all methods 32 2 34

The point corresponds to the correct result, the horizontal bar corresponds to your specification, the vertical bar corresponds to your collective

Delimitation of the AZFb deletion (N = 26)

Sample 31 not evaluated

Y-Chromosome AZFc deletion (N =34, Rate of success: 82,4%)

Sample 31
Collective no deletion deletion total
all methods 3 31 34

The point corresponds to the correct result, the horizontal bar corresponds to your specification, the vertical bar corresponds to your collective

Delimitation of the AZFc deletion (N =26)

Sample 31 not evaluated

10052096

Sample 32

Collective no deletion total

all methods 34 34

Sample 32 not evaluated

Sample 32

Collective no deletion deletion total
all methods 1 33 34
Sample 32 not evaluated

Sample 32

Collective no deletion deletion total
all methods 29 5 34

Sample 32 not evaluated
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2 INSTAND

interpretation of results / recommendation (N = 33, Rate of success: 100% )

Sample 31 Sample 32
Collective Genetic TESE possible All male Analysis of others total Collective Genetic Analysis of currently, no All male others total

counseling is offspring will further male counseling is further male further offspring will

recommende very likely relatives is recommende relatives is diagnostics very likely

d inherit the recommende d recommende | are required inherit the
deletion d d deletion
all methods 33 0 27 © 27 © 23 0 (23 133 all methods 33 0 10 o 10 o 70 40 64
The point corresponds to the correct result, the horizontal bar corresponds to your specification, the vertical bar corresponds to your collective
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INSTAND

CERTIFICATE

Survey of 30 May 2025

You have fulfilled the requirements of the External Quality Assessment with the following analysis

Molecular Genetics 12 - Factor V-Leiden-Mutation (740):

Validity 12 months:
Factor V-Leiden (R: B5)

(R) analysis is subject to the RiliBAK
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(Head of Reference Institution) (Adviser)
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 30 May 2025

You have participated in the External Quality Assessment with the following analysis

Molecular Genetics 12 - Factor V-Leiden-Mutation (740):
Factor V-Leiden (R: B5)

(R) analysis is subject to the RiliBAK

Customer:
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INSTAND

CERTIFICATE

Survey of 07 February 2025

You have fulfilled the requirements of the External Quality Assessment with the following analysis

HLA Diagnostics 01 - HLA-B27 Determination (440):

Validity 12 months:
Determination of HLA-B27 (R: B5)

(R) analysis is subject to the RiliBAK

Customer:
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 07 February 2025

You have participated in the External Quality Assessment with the following analysis

HLA Diagnostics 01 - HLA-B27 Determination (440):
Determination of HLA-B27 (R: B5)

(R) analysis is subject to the RiliBAK

Customer:

10052096

NESILLER GENETIK GULAY OZGON
NESILLER GENETIK

19 Mayis Mahallesi Coruh Sokak No:32 D:1
34360 ISTANBUL
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10052096 Ubierstr. 20 | 40223 Diisseldorf
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fi2 INSTAND

Listing and evaluation of the results

10052096: NESILLER GENETIK GULAY OZGON

NESILLER GENETIK

Survey of 07 February 2025

Adviser: Dr.-Ing. Nils Lachmann
Charité-Universitatsmedizin Berlin, ZTB-Zentrum Tel.: +49 30 450 665 098
fur Transfusionsmedizin Fax: +49 30 450 553 918
und Zelltherapie Berlin gGmbH, Gewebetypisierung Mail: nils.lachmann@instand-ringversuch.de
am Campus Virchow-Klinikum
Augustenburger Platz 1
13353 Berlin
HLA Diagnostics 01 - HLA-B27 Determination
Analyte Sam- | Method Your specification(s) Correct specification(s) TV- | Meets
ple Type | criteria
Determination of HLA-B27 1 molecular genetics (PCR) positive (3) positive (3) NY +
2 positive (3) positive (3) SV +
3 negative (1) negative (1) SV +
4 negative (1) negative (1) SV +
5 negative (1) negative (1) SV +

Additional information on the evaluation is available for download in the RV-Online system in the column "Report".
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2 INSTAND

Individual summary of results

10052096: NESILLER GENETIK GULAY OZGON

NESILLER GENETIK

Survey of 07 February 2025

440 HLA Diagnostics 01 - HLA-B27 Determination

Determination of HLA-B27 (N = 139, Rate of success: 97,8% )

Sample 1 Sample 2

Collective positive total Collective negative positive total
(3) (1) €)

all participant 139 o 139 all participant 1 138 o 139

Sample 3 Sample 4

Collective negative total Collective negative positive total
(1) (1) 3)

all participant 139 o 139 all participant 138 o 1 139

Sample 5

Collective negative total
(1)

all participant 138 » 138

The point corresponds to the correct result, the horizontal bar corresponds to your specification, the vertical bar corresponds to your collective
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INSTAND

CERTIFICATE

Survey of 30 May 2025

You have fulfilled the requirements of the External Quality Assessment with the following analysis

Molecular Genetics 16 - MTHFR C677T (optional A1298C) (747):

Validity 12 months:

MTHFR (A 1298 C) (R: B5)
MTHFR (C 677 T) (R: B5)

(R) analysis is subject to the RiliBAK

Customer:

10052096
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(Head of Reference Institution) (Adviser)
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 30 May 2025

You have participated in the External Quality Assessment with the following analysis

Molecular Genetics 16 - MTHFR C677T (optional A1298C) (747):

MTHFR (A 1298 C) (R: B5)
MTHFR (C 677 T) (R: B5)

(R) analysis is subject to the RiliBAK

Customer:
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INSTAND

CERTIFICATE

Survey of 30 May 2025

You have fulfilled the requirements of the External Quality Assessment with the following analysis

Molecular Genetics 17 - PAI-1 (4G/5G) (748):

Validity 12 months:
Plasminogenactivator-Inhibitor (PAI-1): 4G, 5G

(R) analysis is subject to the RiliBAK
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 30 May 2025

You have participated in the External Quality Assessment with the following analysis

Molecular Genetics 17 - PAI-1 (4G/5G) (748):
Plasminogenactivator-Inhibitor (PAI-1): 4G, 5G

(R) analysis is subject to the RiliBAK

Customer:
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