3 LAYER SURGICAL MASK - TIE 32*5*5*;

AMET

(Typg IlR) ‘ vt

3 Layer Surgical mask Type lIr

Polypropylene (PP) Covered Soft / Adjustable Nose
Ajustment with Tie

CE mark, I1SO, PLP

C€

CODE DESCRIPTION PACKAGE
AMET2040 IIR SURGICAL FACEMASK 50 units/pack
DIRECTIVE

83/42/ECC Medical Device Regulation (Class Il)

STANDARDS

EN IS0 13485:2016 Medical devices - Quality fnanagément systems - Requiremenfs for regulatory
purposes

EN ISO 9001:2000 Quality management systems. Requirements
EN ISO 10993-1 Biological Evaluation of Medical Devices — Part 1: Evaluation and Testing
EN 14683:2005 Surgical masks - Requirements and test methods

EN 15223-1 Medical Devices — Symbols to be used with Medical Device Labels, Labelling and
Information to be supplied — Part 1: General Requirements

OPTIONS
COLORS (more options available)




