Product Data Sheet

Procedure sets

Catheterization set, small, gauze

REF 1901-01

Version: 30.10.2017, rev 3

CE2460

The product complies with legal
requirements for medical devices

EO sterilized according to valid version of
ISO 11135 standard

[ NATURAL LATEX FREE ]

Contents

1 forceps,127 mm

2 round sponges, @ 50 mm

4 swabs, 8-ply, 7,5x7,5 cm

1 pair X-long nitrile gloves (30 cm), size M
1 tray, 2-compartment, 182x98x24 mm

1 split sheet 60 x 75 cm

1 utility drape (tray wrap) 50 x 50 cm
REACH regulations:

Features:

Shelf life:

Pack count,

Sales unit:

Dispenser box

Transport carton:

Packing tape:
Compliance with legal requirements:
Quality standards:
Biological evaluation:
Label information:
Storage recommendation:

Disposal recommendation
Risk if reused:

Barcodes: Unit pack

6438129120356 1901-01 single

6 14381291120356

Dispenser

6438129320350 1901-01 dispenser
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Raw material

Polystyrene, green

100 % gauze, 17 threads, elastic ring SEBS/PP

100 % gauze, 17 threads

Carboxylated Butadiene Acrylonitrile Polymer Nitrile, wrapped in paper, blue
Polystyrene, white

Laminate: tissue/PE

Laminate: tissue/PE

The products covered by this data sheet do 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).

A compact sterile catheterization set containing items needed for regular
catheterization

5 years

1/10/80 pcs

Transport carton (8 dispensers of 10 pcs)

ECF (or TCF) cellulose, 280 x 180 x 200 mm (LXWxH)

ECF (or TCF) cellulose, 590 x 390 x 430 mm (LXWxH)

PVC-free

Medical Devices Directive 93/42/EEC, Class Is

The product is manufactured in compliance with ISO 13485

In compliance with EN ISO 10993-5 and EN ISO 10993-10

In accordance with EN ISO 15223-1 and EN 1041

Recommended storage in clean, dry space in ambient temperature. Products
should be protected from direct sunlight, other intensive light sources and
ozone

Follow local guidelines

The product is single use. If reused performance of product may deteriorate,
Cross contamination may occur

Transport carton

6438129520354 1901-01 carton

61438129 320350“ 6 638129520354‘
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