
PPE Complies with
  EN /WHO / Equivalent standard  

(Without CE Marked Affixed)

Documentary check required to confirm  
compliance with above  

Other Technical 
Solution

(Without CE Marked Affixed)

PPE Assessed by Health & 
Safety Authority

PPE only available for use 
by Healthcare Workers 
for the duration of the 

current  
COVID-19 Health crisis

Procedure for the Implementation of Paragraph 8 Commission Recommendation 2020/403 
applicable only to PPE purchased by a Member State Authority for use by healthcare workers 

Yes No

Commission
Notified

Member State 
procurement 

Authority 
Notified 

Health & Safety 
Authority Authorise 

the use of PPE 
without CE Mark 

affixed

 (1) Documentary evidence of compliance with  
ANNEX II EU Regulation 2016/425 

&
(2) Three samples of product to be submitted 

to Health & Safety Authority

NOTE: This is an outline of the procedure. Please refer to the full text of EU Regulation 2016/425 and      
Commission Recommendation 2020/403   
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