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Declaration of Conformity 
 

Manufacturer: RFX + CARE Manufacturing Co., Ltd. 

Address: 7 Lanjiang Road, Yuecheng District, Shaoxing, P. R. China 

 

EC-Representative: RFX+Care International A/S . 

Address: Bakkegaardsvej 408, 3050 Humlebaek, Denmark 

 

SRN of manufacturer: XXXX 

 

Product Name: Bandage  

Specification: See Attachment  

Basic UDI-DI:  692282090003 

Classification: Annex VIII, Class I, rule 1 

Conformity Assessment Route: DOC Article 19, CE TD Annex II+ Annex III 

 

 

We herewith declare that the above mentioned products meet the transposition into 

national law, the provisions of the following EC Council Directives and Standards. All 

supporting documentations are retained under the premises of the manufacturer.  

RFX + CARE Manufacturing Co., Ltd. is exclusively responsible for the declaration of 

conformity. 

 

Medical Device Regulation 

General applicable directives: 

Medical Device Regulation: (EU)2017/745 medical device regulation 

. 

QMS is certified by:   TÜV SÜD Product Service GmbH,  

                     Ridlerstrasse 65, 80339 München, Germany 

 

(QMS) Certificate(s):               Q5 067759 0027 Rev.02 

Expire date of the Certificate:       2023-10-31 

Start of CE Marking:               2009-10 

Place, Date of Issue:               Shaoxing, 2020-12-09 

               General Manager (Signature):             

Date:    2020-12-09   
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Attachment: Specifications of Bandage 

REF Number Product name Size Raw Material 

8606012 Elastic strap 3 cmx2.5m 100%Cotton 

8606016 Elastic strap 6 cmx2.5m 100%Cotton 

8606017 Foam underwrap  7cmx20m Polyurethane Foam 

8606029 Rigid strap 3.75cmx10m 100%Cotton 

8586291 Rigid strap 5cmx10m 100%Cotton 

8606032/48220 Cohesive bandage 7.5cmx4.5m Cotton+ Spandex 

2578230 Kinesiology Articulation  5x25cm Cotton+ Spandex 

2578231 Kinesiology Tendon   5x12.5cm/25cm Cotton+ Spandex 

4062729 Kinesiology tape, pink 5cmx5m Cotton+ Spandex 

4062730 Kinesiology tape, black 5cmx5m Cotton+ Spandex 

4062728 Kinesiology tape, beige 5cmx5m Cotton+ Spandex 

4062731 Kinesiology tape, blue 5cmx5m Cotton+ Spandex 

48107/45107 Elastic bandage 6cmx4m Polyester 

R48363 Rigid strap 3.75cmx10m 100%Cotton 

4081790-3 Elastic strap 6cmx100cm 100%Cotton 

45365 Blue Crepe bandage 7cmx4m Cotton+ Polyester+ Spandex 
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