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C.F./P.IVA/ISCR.REG.IMPRESE DI BG n.01672950167

REA BG n.228103

EU DECLARATION OF CONFORMITY

We undersigned GPS SR.L. Unipersonale (code SRN awaiting
assignment), with recorded office and headquarters addressed in Mozzo
24030 (BG) Viadel Chioso n.8, as manufacturer of madical devices:

Product name Trade name REF Basic UDI-DI
Basket 80557272 7Portaflebo1001U5
Phlebo Holder Portaflebo 1001

intended as a support for the 1.V. bag, risk class| (Not Sterile), according
to therule 1 of the EU Regulation 2017/745, Annex V111, declare under its

own responsibility that the medical devices:

comply with safety and performance requirements and dispositions of
the EU Regulation 2017/745 and further amendments as per technical
file kept on the premises of the company;

no common specifications were used for the compliance of the

af orementioned medical devices;

are manufactured in accordance with Technical File No. FT0O06,
which meets the requirements of Annex Il and Il of the
aforementioned Regulation

Mozzo (BG), 5" May 2021
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