2 INSTAND

CERTIFICATE

Survey of 31 March 2023

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

Virus Genome Detection - BK Virus (364):

Validity 12 months:

BK virus (DNA) - quantitative
BK virus (DNA) - qualitative

(R) analysis is subject to the RiliBAK

Participant:
29506
GeneProof a.s.
GeneProof a.s.
Videnska 101/119
61900 Brno

Qualitatskontrolle
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Akkreditierungsstelle
D-EP-15027-02-00
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Prof. Dr. med. Michael Spannagl Prof. Dr. rer. nat. Heinz Zeichhardt
(Head of Reference Institution) (Adviser)
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2 INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 31 March 2023

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

Virus Genome Detection - BK Virus (364):

BK virus (DNA) - quantitative
BK virus (DNA) - qualitative

(R) analysis is subject to the RiliBAK

Participant:
29506
GeneProof a.s.
GeneProof a.s.
Videnska 101/119
61900 Brno

Qualitatskontrolle

( DAKKS L ey

Deutsche
Akkreditierungsstelle
D-EP-15027-02-00

Diisseldorf, 04 May 2023

% V‘“% ffeie Zeidlasal

Prof. Dr. med. Michael Spannagl Prof. Dr. rer. nat. Heinz Zeichhardt
(Head of Reference Institution) (Adviser)

INSTAND
Gesellschaft zur Férderung der Qualitatssicherung
in medizinischen Laboratorien e.V.
29506 Ubierstr. 20 | 40223 Diisseldorf
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2 INSTAND

Listing and evaluation of the results

29506: GeneProof a.s.
GeneProof a.s.

Survey of 31 March 2023

Adviser: Prof. Dr. rer. nat. Heinz Zeichhardt
Institut fir Qualitatssicherung in der Tel.: +49 30 8105 4300
Virusdiagnostik - IQVD Fax: +49 30 8105 4303
Potsdamer Chaussee 80 Mail: Heinz.Zeichhardt@iqvd.de
14129 Berlin
=150 Virus Genome Detection - BK Virus
BK virus (DNA) - quantitative +
Name of test Unit Method Manufacturer
BK Virus PCR Kit 1U/ml PCR / NAT (395) GENEPROOF (GP)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
Type criteria
364-230314-01 2036250 73266 7326600 sV 732660 « O
364-230314-02 876250 20327 2032740 N 203274 + « 0
364-230314-03 4812500 302908 30290770 N 3029077 + e}
364-230314-04 0.000 0.000 0.000 N 0.000 +
Name of test Unit Method Manufacturer
BK Virus (BKV) MC PCR Kit 1U/ml PCR / NAT (395) GENEPROOF (GP)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
Type criteria
364-230314-01 1360000 73266 7326600 SV 732660 Lo
364-230314-02 702384 20327 2032740 N 203274 + « O
364-230314-03 12000000 302908 30290770 N 3029077 + - 0
364-230314-04 0.000 0.000 0.000 sV 0.000 +
Name of test Unit Method Manufacturer
BK/JC Virus PCR Kit 1U/ml PCR / NAT (395) GENEPROOF (GP)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
Type criteria
364-230314-01 2373750 73266 7326600 N 732660 « 0O
364-230314-02 1013750 20327 2032740 N 203274 + « O
364-230314-03 4887500 302908 30290770 sV 3029077 + O
364-230314-04 0.000 0.000 0.000 SV 0.000 +
Name of test Unit Method Manufacturer
BK Virus PCR Kit 1U/ml PCR / NAT (395) GENEPROOF (GP)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
Type criteria
364-230314-01 784203 73266 7326600 N 732660 ©
364-230314-02 530434 20327 2032740 N 203274 + « 0
364-230314-03 3666728 302908 30290770 sV 3029077 + O
364-230314-04 0.000 0.000 0.000 SV 0.000 +
Name of test Unit Method Manufacturer
BK/JC Virus PCR Kit 1U/ml PCR / NAT (395) GENEPROOF (GP)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
Type criteria
364-230314-01 297750 73266 7326600 N 732660 O -
364-230314-02 176250 20327 2032740 N 203274 + o
364-230314-03 1627500 302908 30290770 SV 3029077 + (o
364-230314-04 0.000 0.000 0.000 SV 0.000 +
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2 INSTAND

Listing and evaluation of the results

29506: GeneProof a.s.

GeneProof a.s.

Survey of 31 March 2023

BK virus (DNA) - qualitative +
Name of test Unit Method Manufacturer
BK Virus PCR Kit PCR / NAT (395) GENEPROOF (GP)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Typ criteria
364-230314-01 | positive (3) positive (3) NY%
364-230314-02 | positive (3) positive (3) sV +
36423031403 | positive (3) positive (3) SV +
364-230314-04 | below detection below detection NY% +
limit/negative (1) limit/negative (1)
Name of test Unit Method Manufacturer
BK/JC Virus PCR Kit PCR / NAT (395) GENEPROOF (GP)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
36423031401 | positive (3) positive (3) SV
36423031402 | positive (3) positive (3) SV +
364-230314-03 | positive (3) positive (3) NY% +
364-230314-04 | below detection below detection SV +
limit/negative (1) limit/negative (1)
Name of test Unit Method Manufacturer
BK Virus (BKV) MC PCR Kit PCR / NAT (395) GENEPROOF (GP)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
36423031401 | positive (3) positive (3) SV
364-230314-02 | positive (3) positive (3) NY% +
364-230314-03 | positive (3) positive (3) SV +
364-230314-04 | he|ow detection below detection SV +
limit/negative (1) limit/negative (1)
Name of test Unit Method Manufacturer
BK Virus PCR Kit PCR / NAT (395) GENEPROOF (GP)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
364-230314-01 | positive (3) positive (3) NY%
364-230314-02 | positive (3) positive (3) SV +
36423031403 | positive (3) positive (3) SV +
364-230314-04 | below detection below detection SV +
limit/negative (1) limit/negative (1)
Name of test Unit Method Manufacturer
BK/JC Virus PCR Kit PCR / NAT (395) GENEPROOF (GP)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
364-230314-01 | positive (3) positive (3) SV
36423031402 | positive (3) positive (3) SV +
36423031403 | positive (3) positive (3) SV +
364-230314-04 | he|ow detection below detection NY% +

limit/negative (1)

limit/negative (1)

29506
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