
SAFE+MASK® PREMIER PROSHIELD™ TYPE IIR – Earloop
Medical Device, Class I

2025

FEATURES & BENEFITS
• 3-ply non-woven mask
• Type IIR protective splash-resistant material (according to ISO 22609:2004)
• Polyester visor allows eyes protection against the risk of potentially 

contaminated liquids projection
• Adjustable nosepiece to customize your own desired fit 
• Comfortable, soft, latex-free earloops. 

PRODUCT DETAILS
Product name: Safe+Mask® Premier ProShield™ Type IIR Earloop
Product type: Single use, non-sterile
Outer/inner layer: Spunbond polypropylene
Filter: Meltblown polypropylene
Option: Visor
Colour: Teal
Origin: China

CERTIFICATION
In accordance with requirements of medical devices Dir.93/42/EEC modified by Dir.2007/47/EC.
Manufactured under ISO 13485 certified quality system.
In conformity with the relevant harmonized standard EN 14683 and EN ISO 14971.
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Mask performance  
NF EN 14683:2014

TEST

Type IIR mask to protect the patient as well
as the healthcare provider against splashes of 

potentially contaminated liquids.

Standard 2025

Bacterial Filtration Efficiency (BFE) (%) ≥ 98 ≥ 98

Differential pressure (Pa/cm²) < 49 < 49

Splash resistance pressure (kPa) ≥ 16 ≥ 16

Item Colour

2025 Teal

Technical Data Sheet
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STORAGE CONDITIONS 
Normal conditions of conservation & storage: not to be exposed to moisture and sun, must be stored at a 
temperature between 5°C and 40°C
Shelf life of the product: 3 years

INDUSTRIES
Health / Medical / Surgical / Dental

KOLMI HOPEN SASU

Bld de la chanterie |  49124 Saint Barthélemy d’Anjou – France 
Bld de la chanterie |  BP 10059 – 49181 Saint Barthélemy d’Anjou Cedex – France 
T :   33 (0) 241 963 434   |  F : + 33 (0) 241 963 453  |  sales@kolmi-hopen.com  |  www.h-open.com
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SAFE+MASK® PREMIER PROSHIELD™ TYPE IIR – Earloop 
Medical Device, Class I

2025

LOGISTIC INFORMATION

Specifications Specifications
outer case inner case

EAN Codes

Item Outer case Inner case

2025 8 718 007 003 024 8 718 007 903 027

Item
Size 
mm

Gross 
weight

kg

QTY/
pallet

2025 390 x 195 x 235 1,42 105

Size
mm

QTY

221 x 187 x 95 4 boxes of 25 pieces
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