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CERTIFICATE

Survey of 22 November 2024

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

Virus Immunology - SARS-CoV-2 (Ab) (416):

Validity 12 months:
Anti-SARS-CoV-2 1gG
Anti-SARS-CoV-2 IgA

(R) analysis is subject to the RiliBAK

Customer:
10011570

TestLine Clinical Diagnostics s.r.o.

Krizikova 188/68
61200 Brno

Disseldorf, 19 December 2024

7

Prof. Dr. med. Michael Spannagl
(Head of Reference Institution)

10011570

Qualitatskontrolle

( DAKKS L ey

Deutsche
Akkreditierungsstelle
D-EP-15027-02-00

Dr. med. Martin Obermeier
(Adviser)

INSTAND
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 22 November 2024

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

Virus Immunology - SARS-CoV-2 (Ab) (416):

Anti-SARS-CoV-2 1gG
Anti-SARS-CoV-2 IgA
Anti-SARS-CoV-2 IgM

(R) analysis is subject to the RiliBAK

Customer:
10011570
TestLine Clinical Diagnostics s.r.o.
Krizikova 188/68
61200 Brno
; Qualitétskontrolle
(( DAkkS ¢ und"ngversuch
Deutsche )

Akkreditierungsstelle
D-EP-15027-02-00

Disseldorf, 19 December 2024

Prof. Dr. med. Michael Spannagl Dr. med. Martin Obermeier
(Head of Reference Institution) (Adviser)

INSTAND
Gesellschaft zur Férderung der Qualitatssicherung
in medizinischen Laboratorien e.V.
10011570 Ubierstr. 20 | 40223 Diisseldorf



2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 22 November 2024

Adviser: Dr. med. Martin Obermeier
MVZ medizinisches Infektiologiezentrum Berlin AG ~ Tel.: +49 30-34409104-66
QOudenarder Strasse 16 Mail: obermeier@mvz-mib.de
13347 Berlin
“1l5 | Virus Immunology - SARS-CoV-2 (Ab)
Anti-SARS-CoV-2 IgG +
Name of test Unit Method Manufacturer
EIA COVID-19 RBD IgG |mmunolog(i1cgg ;est (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-24T105-01 | negative (1) negative (1) N +
416A-241105-02 | positive (3) positive (3) SV +
416A-241105-03 | negative (1) negative (1) SV +
416A-241105-04 | positive (3) positive (3) SV +
Name of test Unit Method Manufacturer
EIA COVID-19 NP IgG Immunologg$gg§est (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-24T105-01 | negative (1) negative (1) SV +
416A-241105-02 | positive (3) positive (3) NY +
(1) | #16A-241105-03 | horderline (2) negative (1) N
(1) | #16a-241105-04 | horderline (2) negative (1) SV
Name of test Unit Method Manufacturer
CLIA COVID-19 RBD IgG Immunolo%ical test (CLIA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-241105-01 | negative (1) negative (1) N +
416A-241105-02 | positive (3) positive (3) N +
416A-241105-03 | negative (1) negative (1) SV +
416A-241105-04 | positive (3) positive (3) SV +
Name of test Unit Method Manufacturer
CLIA COVID-19 NP IgG Immunolo%izczasl)test (CLIA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-241105-01 | negative (1) negative (1) SV +
416A-241105-02 | positive (3) positive (3) SV +
416A-241105-03 | negative (1) negative (1) NY +
416A-24T105-04 | negative (1) negative (1) SV +
Name of test Unit Method Manufacturer
Microblot-Array COVID-19 IgG Immunoblot (247) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-24TI05-01 | negative (1) negative (1) SV +
416A-241105-02 | positive (3) positive (3) N +
416A-241105-03 | negative (1) negative (1) SV +
416A-241105-04 | positive (3) positive (3) SV +
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 22 November 2024

Anti-SARS-CoV-2 IgA +
Name of test Unit Method Manufacturer
EIA COVID-19 RBD IgA Immunolog(i‘]cgggest (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
41624110501 | pegative (1) negative (1) sV
416A-241105-02 | positive (3) positive (3) sV *
416A-241105-03 | negative (1) negative (1) NY +
416824110504 | paoative (1) negative (1) SV +
Name of test Unit Method Manufacturer
EIA COVID-19 NP IgA Immunolog(i‘lcségest (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-241105-01 negative (1) negative (1) SV +
416A-24T105-02 | negative (1) Sample not evaluated
416A-241105-03 | nasative (1) negative (1) sV
416424110504 | pagative (1) negative (1) sV
Name of test Unit Method Manufacturer
Microblot-Array COVID-19 IgA Immunoblot (247) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
71624110501 | pegative (1) negative (1) N
416A-241105-02 | pogsitive (3) positive (3) o *
416A-241105-03 negative (1) negative (1) NY +
416424110504 | pagative (1) negative (1) SV +
Name of test Unit Method Manufacturer
CLIA COVID-19 NP IgA Immunolo%ical test (CLIA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
#164-241105-01 | pagative (1) negative (1) SV +
416A-241105-02 | negative (1) Sample not evaluated
416A-241105-03 | nasative (1) negative (1) sV
416424110504 | pagative (1) negative (1) sV
Anti-SARS-CoV-2 IgM
Name of test Unit Method Manufacturer
EIA COVID-19 RBD IgM Immunolog(i1c38est (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-241105-01 | negative (1) Sample not evaluated
416424110502 | negative (1) Sample not evaluated
416A-241105-03 | pegative (1) Sample not evaluated
416A-241105-04 | negative (1) Sample not evaluated
Name of test Unit Method Manufacturer
EIA COVID-19 NP IgM Immunolog(i%zé;est (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
16424110501 | naoative (1) Sample not evaluated
416424110502 | negative (1) Sample not evaluated
416A-24T105-03 | pegative (1) Sample not evaluated
416A-241105-04 | negative (1) Sample not evaluated

10011570
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Anti-SARS-CoV-2 IgM

Survey of 22 November 2024

Name of test Unit Method Manufacturer
CLIA COVID-19 NP IgM Immunological test (CLIA) TEST-LINE (TT)
228)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
416A-241105-01 negative (1)
416A-241105-02 negative ('I)
416A-241105-03 negative ('I)
416A-241105-04 negative (1)
Name of test Unit Method Manufacturer
Microblot-Array COVID-19 IgM Immunoblot (247) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria

416A-241105-01

416A-241105-02

416A-241105-03

416A-241105-04

negative (1)
1)
negative (1)
negative (1)

(
negative (
(

(1) This result is not considered for the certificate, because results of further tests / for further gene regions are evaluated as "correct” for all evaluated samples.

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

10011570

Sample not evaluated
Sample not evaluated
Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated
Sample not evaluated
Sample not evaluated
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