
EC Certificate Full Quality Assurance System: Certificate US19/819943514 

The manageffieilt system ol 

event Medical Ltd 
60 Empire Drive, 

Lake Forest, CA, 92630, United Slates 

has beeo assessed Md certified as meetilg th6 requirements ol 

Directive 93/42/EEC 
on medical devices, Annex II (excluding Section 4) 

For the lo.'!olllog products 

INSPIRATION111 ventilators for continuous respiratory support In an acute 
and sub-acute Institutional healthcare environment, 
EVOLUTION111 ventilators for continuous ventilatlon 

for patients requiring respiratory support. 

Where the above scope lnclud" elm Ill medical devlce(a), a valid EC Dulgn Examlnauon 
Cortlllcato according to Annex II (Soctlon 4) Is a mandatory roqulremant for each devk:o In addlUon 

to thlt certlflcala to place that dovlco on th• marl<el 

This certificate is valid from 16 December 2019 until 10 February 2023 
and remains valid subject lo satisfactory surveillance audits. 

Issue 1. Certlned since 05 October 2000 
and first certified by SGS Belgium NV since 16 December 2019 

Cettificalion is ~d oo reports numbeted WWMN 201252 

Pietor Weterings 
Celtificalion Man~or 

SGS Belgium NV, Notified Body 1639 
SGS Hoose Noolllel1aan 87 2030 AnlwefJ> llclqlum 

t +32 (0)3 545-48-48 r +32 (0)3 545-46-49 www.sgs.com 
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Authorised by 

 

 

SGS United Kingdom Ltd  
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK 

t +44 (0)151 350-6666 f +44 (0)151 350-6600 www.sgs.com 
 

 HC SGS 13485 2016  0118 
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Certificate US00/52067 
 

The management system of 

 

eVent Medical Ltd 
60 Empire Drive,  

Lake Forest, CA, 92630, United States 
has been assessed and certified as meeting the requirements of 

 

ISO 13485:2016 
EN ISO 13485:2016 

 

For the following activities 

 

 
 
 
 

This certificate is valid from 10 February 2021 until 10 February 2024  
and remains valid subject to satisfactory surveillance audits. 

Re certification audit due before 10 February 2024 
Issue 18. Certified since 05 October 2000 

 
 
 

This document is issued by the Company subject to its General Conditions of 
Certification Services accessible at www.sgs.com/terms_and_conditions.htm. 

Attention is drawn to the limitations of liability, indemnification and jurisdictional 
issues established therein. The authenticity of this document may be verified at 

http://www.sgs.com/en/certified-clients-and-products/certified-client-directory. 
Any unauthorized alteration, forgery or falsification of the content or appearance 

of this document is unlawful and offenders may be prosecuted to the fullest 
extent of the law. 
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