Produktovy list /
Product data sheet

STERILKOMPRES NT L.V.

-BATIST.

— KOMPRESY Z NETKANEHO TEXTILU PRO L.V. KANYLACI, 4 -VRSTVE, STERILNI /
NONWOVEN SWABS FOR I.V. CANNULATION, 4 LAYERS, STERILE

90°

REF POPIS/DESCRIPTION SIZE

1230114552 Netkany kompres, roztfizeny
pro L.V. kanylaci, sterilni /
Nonwoven swab, cut for I.V.
canullation, sterile

7,5x7,5cm

1230114555 Netkany kompres, roztfizeny
pro V. kanylaci, sterilni /
Nonwoven swab, cut for I.V.
canullation, sterile

7,5x7,5cm
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Producer:
MERTLIN s.r.o
Nerudova 744
549 41 Cerveny Kostelec
Czech republic

Verze/Version: 29.8.2018 rev.1

MNOZSTVI V BALENi/ PACKAGE QUANTITY
primary pack/dispenser/box in carton

2/100/ 16

5/130/8

Distributor:

Batist Medical a.s.
Phone +420 491 413 311
www.batistmedical.com


http://www.batistmedical.com/

-BATIST.

1230114562 Netkany kompres, roztfizeny
pro L.V. kanylaci, sterilni / 10x 10 cm 2/80/16

Nonwoven swab, cut for I.V.
canullation, sterile

Ucel poufiti/ Intended use: K o3etfeni okoli vpichu pFi I.V. kanylaci /
For wound care of injection area during I.V. canullation.

Zivotnost/ Shelf life : 5 let / years

Normy/ Regulations

CE 2460

Vyrobek je vyroben v souladu s pravnimi a normativnimi pozadavky na zdravotnické prostredky.
Sterilizovano EO dle platné verze normy EN I1SO 11135. /

The product complies with legal requirements for medical devices.

EO sterilized according to valid version of EN ISO 11135 standard.
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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 I1SO 10993-5 EN ISO 10993-10
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V souladu s nafizenim/
Compliance with legal
regiurements :

V souladu s normou
pro kvalitu/
Quality standards :

-BATIST.

Medical Devices Directive 93/42/EEC, class Is

EN I1SO 13485

V souladu s normou pro vyrobek /

Compliance with product

standard :

V souladu s normami
pro stitky a baleni/
Label information and

packaging compliance :

Material
Vyrobek/Product

Kompres netkany /
Nonwoven swab

EN 29073-1,3, EN 1644-1, EN 14079

EN ISO 11607-1, EN 1SO 15223-1(EN 980), EN 1041+A1

Zakladni material/ Raw material characteristic

50 % viscose / 50 % polyester
plosna hmotnost / Mass per square meter : 30 +/- 3 g/ m?

Informace o baleni /Packaging information

Single pack
Dispenser box
Transport carton

Balici paska/
Packaging tape

Producer:

MERTLIN s.r.0
Nerudova 744

549 41 Cerveny Kostelec
Czech republic

Sterilni baleni papir/félie / Sterile pack paper/foil
bily karton /white carton
hnédy karton, 3 — vrstvy/ brown carton 3 layers

prahlednd/ transparent, Sife / width 6 cm and 7,5 cm
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Doporuceni a bezpecnostni upozornéni/
Warning and recommendations

Upozornéni/Warning : Vyrobek je uréen k jednordzovému pouziti. P¥i opakovaném

pouziti hrozi riziko kontaminace a muze dojit ke zhorseni vlastnosti /
The product is single use. If reused performance of product may
deteriorate, cross contamination may occur.

Skladovaci podminky / Skladovat na &istém, suchém misté pfi bézné teploté.

Storage recommen-
dation:

Podminky likvidace/
Disposal recommen-
dation :

Producer:

MERTLIN s.r.o
Nerudova 744

549 41 Cerveny Kostelec
Czech republic

Chranit pred pfimym sluneénim a jinym intenzivnim zarenim./
Recommended storage in clean, dry space in ambient temperature.
Products should be protected from direct sunlight, other intensive light sources
and ozone.

Dle mistnich nafizeni/ According to local regulations
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