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Declaration of Conformity

of

Gold Standard Diagnostics Kassel GmbH
Otto-Hahn-Str. 16
34123 Kassel
Germany

q

Gold Standard Diagnostics Kassel GmbH declares in its own
responsibility, that the attached products are fulfilling the essential
requirements of the directive 98/79/EG from October 27", 1998 for in

vitro diagnostics (Risk Class: Annex lll, self-declared).
Please note: The initial declaration of conformity for the products concerned was issued before

May 25™ 2022

Dr. Lena Munzel

Kassel, 2026-05-18

- Regulatory Affairs -
Gold Standard Diagnostics Kassel GmbH UniCredit Bank - HVB Settlement EAC HRB 5450 AG Kassel
Otto-Hahn-Str.16, 34123 Kassel, Germany IBAN: DE61 2073 0017 7000 0069 50 Geschéftsfuhrer: Dr. Carsten Scholz
Tel: +49 561 491742-0| Fax: +49 561 491742-20 SWIFT/BIC: HYVEDEMME17 USt-IdNr.: DE114371050

Email: info.kassel@eu.goldstandarddiagnostics.com Zoll Nr.: 4980905
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Attachment

Product REF No.
immuno“NE IgG Lineblots

immuno“NE IgG4 Nutritional ILE-LBL10
immuno“™NE IgG4 Nutritional MX1 ILE-LBL11
immuno“NE IgG4 Nutritional MX2 ILE-LBL12
immuno“NE IgG4 Nutritional MX3 ILE-LBL13

Classification: Annex lll, self-declared

Please note: The initial declaration of conformity for the products concerned was issued before

May 25" 2022

Kassel, 2026-05-18
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