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FACE MASK WITH EARLOOPS

zdravotnicka oblicejova maska s gumickami, trivrstva,
nesterilni/

medical facemask with earloops, 3 layers, nonsterile

1230500602 Oblicejova maska s 100 x 180 +/- 10 mm 50/20x50
gumickami trivrstva,
nesterilni /
Medical face mask with ear
loops,
3-layers, nonsterile

Jéel pouziti / Intended use: Uréenym Gcelem pouziti obli¢ejové masky je snizeni rizika pfenosu infekce
z uZivatele na okoli/
The intended purpose of the face mask is to reduces the risk of
transmission of infection from the user to the other persons

Zivotnost / Shelf life: 5let/ years

Batist Medical a.s.

Nerudova 309, 549 41 Cerveny Kostelec, Czech republic Verze/Version: 23.6.2020 rev. 2
www.batist.com



7 batIst.

M EDICAL

Produktovy list/ Product data sheet /

Obli¢ejova maska s Vnéjsi vrstva : Netkand textilie Polypropylen, spunbond, bila

gumickami / Filtr : Netkana textilie Polypropylen, meltblown, bila
Medical mask with with Vnitini vrstva : Netkana textilie, Polypropylen, spunbond, bila
earloops Gumicky : Polyamid + elastan

nosni vyztuz — zelezny dratek jednoduchy pokryty plastem /
Outer layer : Nonwoven textile Polypropylen, spunbond, white
Filter : Nonwoven textile, meltblown, white

Inner layer : Nonwoven textile Polypropylen, spunbond, white
Earloops : Polyamide + elastane

nose wire — iron wire single coated with polypropylene

Normy/ Regulations:

CE
Vyrobek je vyroben v souladu s pravnimi a normativnimi poZadavky na
zdravotnické prostiedky.

The product complies with legal requirements for medical devices.

CE@+xAa M

REACH regulace / regulation: Vyrobek zhotoveny dle této specifikace neobsahuje karcinogenni,
mutagenni a toxické latky vcetné latek vzbuzujicich mimoradné
obavy (SVHC) dle posledni dostupné verze listiny Evropské komise
pro chemické latky (ECHA)./

The product covered by this data sheet does not contain
carcinogenic, mutagenic or toxic substances, including any of the
Substances of Very High Concern (SVHC) as listed in the latest
available version of the Candidate List published by European
Chemicals Agency (ECHA).

Biologické parametry /
Biological evaluation: EN ISO 10993-5 EN ISO 10993-5,10

V souladu s nafizenim /

In compliance with legal Medical Devices Directive 93/42/EEC, class |
requirements:
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V souladu s normou
pro kvalitu / EN ISO 13485: 2016
Quality standards:

V souladu s normou
pro vyrobek / EN 14683:2019+AC - type lIR
Product standards:
Filtracni u¢innost/ Bacterial filtration efficiency (BFE) >/=98 %

V souladu s normami

pro stitky a baleni / ENISO 15223-1,EN 1041+A1
Label information and

packaging compliance:

Single pack: bila krabicka s potiskem / white folding box with printing
Dispenser pack: -
Transport carton: hnédy karton / brown carton

Balici paska/ pruhlednd/ transparent, Site / width 6 cm
Packaging tape:

Upozornéni/ Warning: Vyrobek je uréen k jednorazovému pouziti. Pfi opakovaném
pouziti hrozi riziko kontaminace a mGze dojit ke zhorseni vlastnosti /
The product is single use. If reused performance of product may
deteriorate, cross contamination may occur.

Skladovaci podminky / Skladovat na Cistém, suchém misté.

Storage recommen-  Chranit pfed pfimym slune¢nim a jinym intenzivnim zafenim. /

dation: Recommended storage in clean, dry place.
Products should be protected from direct sunlight, other intensive light sources
and ozone.

Podminky likvidace/ Dle mistnich nafizeni/ According to local regulations
Disposal recommen-
dation:
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