@) SELEFA

sterile

Sales Unit: Transport Carton
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ast  (Gauze swabs, b-pack, sterile
o
g' REF: 222294, 222295, 222296, 2222765
O
e SELEFA® Gauze swabs, sterile are used for non-invasive medical procedures, such as wound paddings, absorbing
W) blood and exudates, skin and wound cleansing or as secondary dressing.
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Key Features: DR
» 100% cotton gauze (17 threads per cm?) \\\ .
» Peroxide bleached (no chlorine) Vi,
» 12-ply folded
» Folded in cut edges to prevent loose threads .
» Sterilized by ethylene oxide gas (EQ) \\
» 5 swabs per pouch E \
REF DESCRIPTION SIZE PACK il
dispenser/carton
222294 Gauze swabs, 5-.pack, 12-plies, 10x 10 cm 80/1280
sterile
222295 Gauze swabs, 5-pack, 12-plies, 7.5%7,5cm 80/1600
sterile
222296 Gauze swabs, 5—_pack, 12-plies, 5% 5 cm 80/1600
sterile
2222765 Gauze swabs, 5-pack, 12-plies, 10 x 20 cm 40/720
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Technical Summary

Regulations

The product complies with legal requirements for medical devices
EO sterilized according to valid version of ISO 11135.

@ C€ 2460 15°<>-f - f/_\::/i\ f [ NATURAL LATEX FREE ]

The products covered by this data sheet do not contain substances classified as carcinoge-
nic, mutagenic or toxic for reproduction (CMR), 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).

STERILE (EO

REACH regulation:

=
=
o
Q.
c
O
'—l-
O
Q)
'—l-
Q)
2
>
(D
(D
'—'-

Biological evaluation:  EN ISO 10993-5 and EN ISO 10993-10

Compliance with legal

requirements:

Compliance with
product standards:

Quality standards:
Label information

and packaging
compliance:

Material

Product Part

Raw material

Medical Devices Directive 93/42/EEC, Class Is
EN 14079

EN ISO 13485

EN ISO 15223-1 and EN 1041

Raw Material & Characteristic

100 % cotton gauze, 17 threads/cm?, white

Warnings and Recommendations

Warnings:

Storage
Recommendation

Disposal
Recommendation

Shelf Life

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

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

Dispose in accordance with local regulations.

5 Years

Packing Information

Package

Single Pack

Material Size (LxW x H) mm

222294: 75 x 90

222295: 100 x 114
222296: 133 x 135
2222765: 133x241

Medical paper / Plastic film PA/PE
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222294: 90 x 78 x 145
222295: 115 x 95 x 145

Dispenser Pack Carton, ECF or TCF quality 599996. 135 x 130 x 145
2222765: 250 x 130 x 90
Y £22294: 400 x 190 x 300
(@) . 222295: 485 x 240 x 300
o Transport Carton Carton, ECF or TCF quality 599996, 530 x 280 x 300
(- 2222765: 400 x 280 x 510
O
— Packing Tape Transparent, PVC-free N/A
O
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(':DT REF Single Pack Dispenser Transport Carton
Q)
—
6 14381291151442 6 14381291351446 6 1438129551440
6 4381291151459 6 14381291351453 6 1438129551457
6 14381291151466 6 14381291351460 6 1438129551464
6 1438129151046 6 14381291351040 6 1438129551044

ONEMED

Manufactured in China for

OneMed Group Oy
Address: Metséléntie 20
Postal Address: P.O. Box 10
FI1-00321 Helsinki, Finland
Phone +358 20 786 6800
www.onemed.com

Domicile Helsinki

Business 1D 2039640-1

Page 3 (3)

G AJ ZTEOBTOC “UOISIOA



