sancex

SURGICAL FACE MASK TECHNICAL DATA SHEET
Product Presentation

Package of 1000
Units

- Contents: 20 boxes of 50 units
- Dimensions: 505 x 320 x 190 mm

Box of 50 Units

- Contents: 50 units

Labelling
- Name and address of the manufacturer - Number of units
- Product name in different languages - Disposable
- Commercial reference, batch and barcode - Storage conditions
- CE marking

General Characteristics

Description: Blue non-woven polypropylene surgical mask. In three layers, 25 g/m? in non-
woven PP, 25 g/m? meltblown filter, 25 g/m? in non-woven PP. 9.5 x 17.5 cm + 0.5 cm, with
elastic ear loops. The polypropylene material allows good protection for preventing
contamination. The elastic rubber loops make it easy to put on and adjust. One size fits all.
Non-sterile.

Non-irritating to the skin, soft, comfortable and odourless.

In colour blue.

Filtration efficiency (BFE): > 98 %.

Differential pressure (breathability) < 60 Pa/cm?.

Tested in accordance with standard EN 14683:2019+AC: 2019 (UNE 0064-1:2020)
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Useful life: 5 years

Classification:
Medical Device Class I; Royal Decree 1591/2009, Regulation (EU) 2017/745.

Product compliant with standards EN 14683:2019 + AC: 2019: TYPE IIR

Sizes: N/A.

Physical Properties

Composition: Polypropylene (PP)

Characteristics: @

- Latex-free

- Free of glass fibres.

- Free from proteins and chemical accelerators.
- Free of products of animal or biological origin.

N/A

Logistics sheet

Assembly/
Kg Volume Boxes/ Pallet
EAN Code Packages m? Pallet (Boxes x
heights)
Package
DKO1BL | 8437001266593 | 8437001266586 3,9 0,030 40 8x5
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Uses and applications

In the health sector, disposable surgical face masks, for all activities that require an
environment free of particles or contaminants.

They are also used in the food, electronics and cleaning industries, because PP does not

contain latex or chemical accelerators, so they reduce skin irritation due to allergies and
provide acceptable comfort and are easy to put on.

Storage Conditions

Store in a cool dry place. Avoid excess heat and protect from direct sunlight and fluorescent
lighting, as well as proximity to high-frequency equipment.
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Directives and Standards of reference

= UNEEN 14683: 2019 + AC:2019: Surgical masks. Requirements and test methods
= Regulation (EU) 2017/745. Medical Devices

Management System

Management System compliant with the ISO 9001 standards.

Product Conformity
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