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EU DECLARATION OF CONFORMITY 
 

We, the manufacturer; 
 

Puretone Ltd. 
9-11 Henley Business Park, Trident Close, Medway City Estate 
Rochester, Kent, ME2 4FR United Kingdom 
 

declare under sole responsibility that the Personal Protective Equipment (PPE) described hereafter: 

 
is in conformity with the legislative provisions of Regulation (EU) 2016/425 on Personal Protective Equipment, including 
fulfilment of the applicable essential health and safety requirements set out in Annex II 
Applied harmonised standards: 
EN352-2:2020+A1:2024      (DX1, DX3, DX5, Passive) 
EN352-7:2020  (DX1, DX3, DX5) 
EN352-9:2020+A1:2024  (DX5) 
EN352-10:2020+A1:2024  (DX5) 
 

is identical to the PPE which is the subject of EU type-examination (Module B of Regulation (EU) 2016/425) referenced 
on certificate number 2777/28058-01/E00-00 issued by 
SATRA Technology Europe Ltd. 
Bracetown Business Park, Clonee, Co. Meath, D15 YN2P Ireland 
Notified Body No. 2777 
 

is subject to the conformity assessment procedure (Module D) for conformity to type based on quality assurance of the 
production process under the surveillance of 
SATRA Technology Europe Ltd. 
Bracetown Business Park, Clonee, Co. Meath, D15 YN2P Ireland 
Notified Body No: 2777 
 

is in conformity with Directive 2011/65/EU of the European Parliament and of the Council of 08 June 2011 on the 
restriction of the use of hazardous substances in electrical and electronic equipment (RoHS) 
Applied harmonised standard: 
EN63000:2018 
 

is in conformity with Directive 2014/30/EU of the European Parliament and of the Council of 26 February 2014 
on the harmonisation of the laws of the Member States relating to electromagnetic compatibility (recast) 
Applied harmonised standards: 
EN IEC 61000-6-3:2021, EN IEC 61000-6-4:2019, EN IEC 61000-6-2:2019 
 
 

Expiry Date: 25 August 2031 
 

Date and place of issue: 
25 August 2026, Rochester, Kent, United Kingdom 
 
Signed for and on behalf of Puretone Ltd. 
 
 
 
T.S. Cripps 
Quality Manager 

PPE Type: Protection against the harmful effects of noise. Risk Category III 
Product(s): CENS® ProFlex Custom DX1 / DX3 / DX5 
Description: Reusable, custom fit silicone ear plug. Incorporates electronic level dependent module.  
Product: ProFlex Custom Passive 
Description: Reusable, custom fit silicone ear plug. Incorporates passive filter module.  


