
 

EU DECLARATION OF CONFORMITY 

This Declaration of Conformity, issued under the sole responsibility of the manufacturer Shenzhen DreamCan 

Technology Co., Ltd, 301/B3 Huaqiang Industrial Park, Qingfeng Ave., Baolong, Longgang District, Shenzhen, 

Guangdong, China hereby declaring the following Personal Protective Equipment (PPE) & Medical Device (MDD) 

Product Description: Particle Filtering Half Mask & Disposable Medical Mask 

Product Model / Brand: DP-A-22L-K / DreamCan 

Products Colour/Type: White, Non-reusable, Molded 

Product Classification: FFP2 NR & TYPE IIR 

is in conformity with the provisions of the following European Regulation: 

PPE (Personal Protective Equipment) Regulation 

The model is in conformity with the provisions of Regulation (EU) 2016/425, including fulfilment of the applicable 

essential health and safety requirements set out in Annex II, and with the National Standard transposing the 

harmonised European Standard Number (s):  

EN149:2001+A1:2009 

and is identical to the PPE which is the subject of EU type-examination (Module B of Regulation (EU) 2016/425) 

referenced on the certificate number: 

Module B Certificate Number: CE-PC-200401-177-01-9B (Issue Date: 29/05/2020) 

and is subject to the type based on internal production control plus supervised product checks at random intervals 

set out in Module C2 of Regulation (EU) 2016/425: 

Module C2 Certificate Number: CE-PC-200325-106-FPC-C (Issue Date: 06/05/2020) 

Both Module B & Module C2 mentioned above are issued by: 

CCQS Certification Services Limited –Block 1 Blanchardstown Corporate Park, 

Ballycoolin Road, Blanchardstown, Dublin15, D15 AKK1, Ireland, Notified Body No. 2834. 

Medical Devices Directive 

The model also is complied with the transposition into national law, the provision of Council Directive 93/42/EEC 

concerning medical devices; including, at 21 March 2010, the amendments by Council Directive 2007/47/EEC.  

Relevant EC Directive: Medical Device Directive 93/42/EEC 

and according to Annex IX rules of Medical Device Directive is classified as Class 1 device. 

And is in conformity with the provisions of Annex VII and all other applicable provisions of  

Council Directive 93/42/EEC (Medical Device) including the National Standard transposing the harmonised 

European Standard Number(s) 

EN14683:2019+AC:2019 Type IIR 

EU authorised Representative 

Name: Caretechion GmbH 

Add: Niederrheinstr 71, 40474 Duesseldorf, Germany 
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