MEDGARE

Declaration of Conformity

Medical Device Directive 93/42/EEC as amended by 2007/47/EEC.

Legal Manufacturer

Dongguan Grinvald Technology Co. Ltd.

401, Building #3, No 4 of Guangming New Village 2 Road
Dongcheng, Dongguan City, Guangdong Province, China 523000

Authorized Representative in the EU
Global Tooling Service s.r.o.

Na Folimance 2155/15, Vinohrady

120 00 Prague (Czech Republic)

Brand Owner

Global Tooling Service s.r.o.

Na Folimance 2155/15, Vinohrady
120 00 Prague (Czech Republic)

This certificate is valid for the following product:

Non-sterile nitrile examination gloves for single use
Classification: Class | according to Medical Device Directive 93/42/EEC as amended by 2007/47/EEC.

MEDCARE NITRA FORCE®

We hereby declare that the Disposable Powder Free Nitrile Examination Gloves, manufactured by
Dongguan Grinvald Technology Co. Ltd. with the size of XS, S, M, L and XL meet the provisions of the
Directive 93/42/EEC as amended by 2007/47/EEC.

Applied harmonized standards:EN 455-1:2000, EN 455-2:2015, EN 455-3 :2015, ISO 13485 :2016,
DIN EN ISO 15223-1, ISO 10993-1 :2018

Conformity assessment procedure: Follow the procedure referred to in Annex VII of Medical Device
Directive 93/42/EEC as amended by 2007/47/EEC.

Issued on 25th August 2020
Expires on 24th August 2022
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Shay Grinvald
CEO of Global Tooling Service s.r.o.





