LifeVac Europe Ltd
Carnanton JJ
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Combe Martin
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EC Declaration of Conformity
LifeVac — Class | Medical Device
Manufacturer:

LifeVac Europe Ltd
Carnanton

King Street
Combe Martin
Devon

EX34 0AD

|, the undersigned, hereby declare that the Class | medical device specified
below; is in conformity with the applicable provisions of the Medical Device
Directive 93/42/EEC.

PRODUCT
CODE PRODUCT DESCRIPTION
LV1 LifeVac

Harmonised Standards:
EN ISO 14971, ISO 10993-1, BS EN ISO 10993-1, BS EN ISO 10993-5, BS
EN ISO 10993-10, ISO 15223-1, BS EN 1041 and ISO 14155.

This declaration is made under Annex VII of EC Directive 93/42/EEC, in
conjunction with registration by the manufacturer with the UK Competent
Authority, in accordance with Article 14 of the Directive.

Signed: 7~ o Date of Issue: ..../7//76. ...
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