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EC Declaration of Conformity

LifeVac — Class | Medical Device

Manufacturer: Authorised Representative

LifeVac Europe Ltd CMC Medical Devices

Horswell Farm C/Horacio Lengo N2 18

Bishops Tawton CP 29006,

Devon Malaga-Spain

EX32 OED GB-MF-000010279

UK

In accordance with Annex IV of EU MDR 2017/745, |, the undersigned, hereby
declare that the Class | medical device specified below; is in conformity with the
applicable provisions of the EU Medical Device Regulations (MDR 2017/745).

PRSOD;:ECT PRODUCT DESCRIPTION UDI-DI
Lvo1 LifeVac Assembly Boxed 5065007352007
LVO7 EMS LifeVac Assembly Bagged 5065007352014
LvVO8 Wall Mounted LifeVac Assembly 5065007352021

Harmonised Standards:

EN 1SO 14971, I1SO 10993-1, BS EN ISO 10993-1, BS EN ISO 10993-5, BS EN ISO 10993-
10, 1SO 15223-1, BS EN 1041 and ISO 14155.

This declaration is made under Chapter 1, Article 19 of MDR 2017/745, in
conjunction with registration by the manufacturer with the UK Competent Authority
and An Authorised EU Representative in accordance with Article 11 of the
Regulation.

;/ r LifeVac Europe Limited 1
Signed: TE RS T, Date of Issue: 1% July 2021 Ho;::g;a{j:“;l{;u -
Name: Eric Ba‘nagan l_ Devon, EX32 0ED _I

Role: Managing Director (LifeVac Europe Limited)

This Declaration of conformity is valid until 1%t July 2022
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