INSTAND

CERTIFICATE

Survey of 22 November 2024

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

Virus Immunology - Rubella Virus (Ab) (341):

Validity 12 months:
Anti-rubella virus 1gG (R: B2)

Anti-rubella virus IgG - avidity (R: B2)

Anti-rubella virus IgM (R: B2)

(R) analysis is subject to the RiliBAK

Customer:
10011570

TestLine Clinical Diagnostics s.r.o.

Krizikova 188/68
61200 Brno

Disseldorf, 19 December 2024

Prof. Dr. med. Michael Spannagl
(Head of Reference Institution)
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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 - Rubella Virus (Ab) (341):

Anti-rubella virus IgG (R: B2)
Anti-rubella virus IgG - avidity (R: B2)
Anti-rubella virus IgM (R: B2)

(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

/ﬁf’/w: Lon Aleen_.

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

INSTAND
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Adviser:

Survey of 22 November 2024

Prof. Dr. med. Martin Enders

Labor Prof. G. Enders & Kollegen, MVZ

Medizinische Diagnostik
Rosenbergstr. 85
70193 Stuttgart

Tel.: +49 711-6357 120

Mail: martin.enders@instand-ringversuch.de

=/ Virus Immunology - Rubella Virus (Ab)

Anti-rubella virus IgG +
Name of test Unit Method Manufacturer
EIA Rubella IgG Immunolog(i%g;est (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
3412410501 | positive (3) positive (3) sV +
341A-241105-02 | negative (1) negative (1) SV +
Name of test Unit Method Manufacturer
CLIA Rubella IgG Immunolo, iZCZaSI)tESt (CLIA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
341A-241105-01 | positive (3) positive (3) SV +
341A-24105-02 | negative (1) negative (1) N +
Anti-rubella virus IgG - avidity +
Name of test Unit Method Manufacturer
EIA Rubella IgG Immunolog(i‘lcal 1):est (ELISA) TEST-LINE (TT)
90
Result (qual) Sample Your specification(s) Correct specification(s) V- Meets
Typ criteria
341424110501 | pigh (1) high (1) SV +
341A-241105-02 | o avidity (4) no avidity (4), not done (98) SV +
Avidity in percent Sample Your value
341A-241105-01 930
341A-241105-02
Anti-rubella virus IgM +
Name of test Unit Method Manufacturer
EIA Rubella IgM Immunolog(i%zé;est (ELISA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
341A-241105-01 | negative (1) negative (1) SV +
341A-241105-02 | negative (1) negative (1) SV +
Name of test Unit Method Manufacturer
CLIA Rubella IgM Immunolo, .i2c;81)teSt (CLIA) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
Type criteria
341A-24105-01 | negative (1) negative (1) SV +
34124110502 | negative (1) negative (1) NY +

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