INSTAND

CERTIFICATE

Survey of 13 March 2026

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

Autoimmune Diseases - Connective Tissue Diseases (ANA) (251):

Validity 12 months:

Collagenosis Screening (ANA) - qualitative (R: B2)
anti-DFS70 / LEDGF - qualitative
Autoantibodies against dsDNA - qualitative (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

Diisseldorf, 27 April 2026

A P

Prof. Dr. med. Michael Spannagl Dr. rer. nat. Martin Blithner
(Head of Reference Institution) (Adviser)
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 13 March 2026

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

Autoimmune Diseases - Connective Tissue Diseases (ANA) (251):

Collagenosis Screening (ANA) - qualitative (R: B2)
anti-DFS70 / LEDGF - qualitative
Autoantibodies against dsDNA - qualitative (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

A P

Prof. Dr. med. Michael Spannagl Dr. rer. nat. Martin Blithner
(Head of Reference Institution) (Adviser)

Diisseldorf, 27 April 2026

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

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 13 March 2026

Dr. rer. nat. Martin Bliithner

MVZ Labor PD Dr. Volkmann und Kollegen SE &
Co. eGbR

Gerwigstrasse 67

76131 Karlsruhe

Adviser:
Tel.: +49 721 85000 225
Fax: +49 721 85000 115
Mail: bluethner@laborvolkmann.de

251 Autoimmune Diseases - Connective Tissue Diseases (ANA)

Collagenosis Screening (ANA) - qualitative +
Name of test Unit Method Manufacturer
Immunoblot (247) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
251A- Type criteria
260224
-01 positive (1) positive (1) SV
-02 positive (1) positive (1) SV
anti-DFS70 / LEDGF - qualitative +
Name of test Unit Method Manufacturer
Immunoblot (247) OTHER MANUFACTURERS (ZY)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
251A- Type criteria
260224
-01 negative (0) negative (0) SV
-02 negative (0) negative (0) SV
Autoantibodies against dsDNA - qualitative +
Name of test Unit Method Manufacturer
Immunoblot (247) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
251A- Type criteria
260224
-01 negative (0) negative (0) SV
-02 negative (0) negative (0) 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

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 13 March 2026

Autoimmune Diseases - Connective Tissue Diseases (ANA)

Collagenosis Screening (ANA) - qualitative (N =100, Rate of success: 94% )

Sample 251A-260224-01 Sample 251A-260224-02
Collective negative positive total Collective negative positive total
all methods 3 97 100 all methods 4 95 99

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

anti-DFS70 / LEDGF - qualitative (N =159, Rate of success: 79,9% )

Sample 251A-260224-01 Sample 251A-260224-02
Collective negative positive total Collective negative positive total
all methods 128 31 159 all methods 158 1 159

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

Autoantibodies against dsDNA - qualitative (N =144, Rate of success: 93,8% )

Sample 251A-260224-01 Sample 251A-260224-02
Collective negative positive total Collective negative positive total
all methods 136 8 144 all methods 142 1 143

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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