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Declaration of Conformity

Manufacturer： Zhejiang Gongdong Medical Technology Co.,Ltd.
No.10 Beiyuan Ave., Huangyan, 318020 Taizhou, Zhejiang, People’s Republic of China

European
Representative： ZOUSTECHSL.

Pso.Castellana,141-Planta 19,28046-Madrid,Spain

Product Name：Specimen container
Model/Type： with spoon: 20ml,30ml,40ml,60ml,90ml,100ml,120ml;

without spoon: 20ml,30ml,40ml,60ml,80ml,90ml,100ml,120ml;

UMDNS Code：14303
Classification (IVDD)：Others
Conformity Assessment Route: IVDDAnnex III

We herewith declare that the above mentioned products meet the transposition into national law,
the provisions of the following EC Council Directives and Standards. All supporting documentations
are retained under the premises of the manufacturer. Zhejiang Gongdong Medical Technology
Co.,Ltd. is exclusively responsible for the DoC.

DIRECTIVES

General applicable directives:
General applicable directive:
Medical Device Directive：Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices.

StandardApplied：
ISO14971:2019 ISO13485:2016
ISO11135-1:2014 ISO 15223-1:2021

Place, Date of Issue：HuangYan 2021-03-13

Signature： __________________________
Name： WeiFeng Zhong
Position： General Manager
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