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! ‘ O . ' DECLARATION OF CONFORMITY

EC DEC_ARATION OF CONFORMITY

Medical Devices Directive 93/42/EEC

We, Proles Otomotiv Uriinleri San. Ve Tic. A.$ (Bilecik — Turkey) herewith declare that (Sterile First’
Aid Dressing Bandages; 8cmx10cm, 10cmx12cm, Sterile Compress, Burn Dressing; 60x80mm, Sterile
Wound Dressing, 10x10cm, Medical Gloves, Emergency Blankets, Triangular Bandage, Adhesive Tape,
Elastic Bandages 8x4 , 6x4 , Scissors ) are produced in our manufacturing place according to
harmonize standards and according to Medical Devices Directive Annex V Pfoduction Quality
Assurance System

Products: [Sterile First Aid Dressing Bandages; 8cmx10cm, 10cmx12cm, Sterile Compress, Burn
Dressing ; 60x40mm, 60x80mm, Sterile Wound Dressing, 10x10cm, Medical Gloves, Emergency
Blankets, Triangular Bandage, Adhesive Tape, Elastic Bandages 8x4, 6x4, Scissors)

Product Classification: Class | (93/42/EEC Annex IX)
Directive - Medical Devices Directive — 93/42/EEC
Conformity Assessment Procedure: Annex V Production Quality Assurance System
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