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EU DECLARATION OF CONFORMITY

Manufacturer: Vitrosens Biotechnology Co., Ltd.
Address: Serifali Mah. Sehit Sok. No:17 Umraniye/ Istanbul Turkey

In accordance with the In vitro Diagnostic Medical Device Directive
98/79/EC for the products described below, we declare that their
requirements have been done and we take the responsibility.

Products: Vitrosens Biotechnology Co., Ltd.
Serifali Mah. Sehit Sok. No:17/1 Umraniye Istanbul
SARS-CoV-2 Rapid Antigen Test (VSCD02, CMA-038, CMA-040)
SARS-CoV-2 Saliva Antigen Test (VSCDO05, CMA-039)
SARS-CoV-2 IgG/IgM Test (VSCDO1)

Harmonized Standards:EN ISO 13485:2016
EN ISO 9001:2015 (QMS)

This declaration of conformity is issued under the exclusive responsibility of the manufacturer.
Place of issue: Istanbul

Date of issue: 25.01.2021

Kagan Etka Yorik
General Manager
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