"EU" DECLARATION OF CONFORMITY

according to Regulation (EU) 2017/745, Annex IV

This declaration of conformity is issued under the sole responsibility of the manufacturer:

Product Source Jsc
51 Nguyen Trai, Ha Dong
Ha Noi, Viet, Vietham

for the devices put into commerce under its own brand
DECLARES
that the device which this declaration is addressed to is conform to the
General Requirements for Safety and Performance required by annex | of Regulation (EU) 2017/745.

DEVICE NAME: Saline Solution
MODEL: 500'\/”_
TYPE:

Medical Device
CLASSIFICATION:
(Rule 1. Annex Vill Regulation (EU) 2017/745) Class |

GTIN-8936226071819

BASIC UDI-DI:

YEAR OF MANUFACTURE: 2024

Any modification applied to the medical device, if not expressively authorized by Empiry, cancel
the validity of this declaration.

It's here declared that the device to which this declaration is addressed to, are conform to the following
technical standards:

e ENISO 14971:2019+A11:2021
e ENISO 10993-1:2010

e ENISO 10993-5:2009

e ENISO 10993-10:2013

It's here declared that the device to which this declaration is addressed to, is commercialized in sterile package.

Signed for and on behalf of:

Registred Trade Mark: Nanocare

Strongbody UK Ltd.
40 Bowling Green Lane, London, EC1R ONE

Lion Rose - Director
Legal Representative

United Kingdom
25 April 2024

Legal Representative Signature




