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Wrapping material non-woven 599
VP code/quality: 350 01
Colour: blue

Product description
Packaging material for medical products.

Sterilisation suitability
Steam, ethylene oxide, formaldehyde and gamma sterilisation

Normative requirements

The packaging material complies with DIN EN ISO 11607 Part 1 and DIN EN 868 Part 2 Section
4.2.1and 4.2.2.3.

The biocompatibility and toxicological properties were tested and evaluated for
cytotoxicity according to 1ISO 10993 Part 5.

Microbial barrier for moisture and when dry according to DIN 58953 Part 6.

Any standards is applicate in its current version.

Statutory requirements

Our wrapping material are accessories to medical device and as such medical devices of class | “non-
sterile”. This classification is according to annex VI, rule 1 of the Medical Device Regulation (EU)
2017/745.

As an indication of compliance with the regulation the label of the shipping carton carries the
CE marking.

In addition, our products comply with the following regulations and directives:

Regulation (EC) No. 1907/2006
Directive 2011/65/EU Art. 4 and Annex |l

Directive 94/62/EC
The sums of the concentrations of lead, cadmium, mercury and hexavalent chromium (Cr VI) are
below 100 ppm.
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Substances

Our product does not contain natural latex, PVC, Bisphenol A, Colophony, TSE/BSE risk materials,
SVHC/CP65-Substances and Phthalates as part of the formulations.

Product properties

Wrapping material non-woven

The non-woven material is physiological harmless and free of foreign substances. The mass fraction
of the non-woven material in chloride, expressed as sodium chloride is far below the required standard
DIN EN 868 Part 2 Point 4.2.1.4.

Inspection characteristic Igﬁjigal Unit Standards
Grammage 59 g/m? DIN EN ISO 536
Tensile strength MD dry 1,67 kN/m DIN EN ISO 1924 T2
Tensile strength CD dry 1,31 kN/m DIN EN ISO 1924 T2
Tensile strength MD wet 1,15 kN/m DIN ISO 3781
Tensile strength CD wet 0,93 kN/m DIN ISO 3781
Elongation at breakage MD 11 % DIN EN ISO 1924 T2
Elongation at breakage CD 10 % DIN EN ISO 1924 T2
Burst strength dry 260 kPa DIN EN ISO 2758
Burst strength wet min. 90 kPa DIN EN ISO 3689
www.stericlin.de
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Identification

Carton label, outside

ES| Tejido sin tejer CN| EREHi e
PT| Tecido-ndo-tecido NL| Non woven
IT| Tessuto non tessuto  SE| Fiberduk

steri LI

PL| Wicknina Fl| Kuitukangas
- CZ| Netkana textilie NO| Nonwoven
ubI HU| Flizpapir DK Fibarvesy

RU| HeTkaHoe nonoTHe  GR| Mn ugpaapsvo

Deeses Produkt st furd e folgenden Sierilsalionsanten gesianet,
1115 Procluct S SUtEDle 19° TE ol c1iNg types of Ster izat on
e produit cenvient aux typas de stédisaion suhants.
Este praducto es adecuade parz los siguignies tipos de esterlizacion.

tonae: Questo prodotio ¢ adatio per iseguenti thi d sterlizzazizne
Quanriié:

Wereinigie Paplerwa enfabr en GmbH Gantidart

Incustnes rasse 6 - Uk-81bb3 kauchtangan - Garmany Cuaantit

C€ (T3] e s &’ 0 — ®m/ﬂ/4: m ’E/.\fi‘ ‘T‘
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Box No. Production Expiry date Lot-No.

Carton label, inside

Vereinigte Papierwarenfabriken GmbH

ster?@&umn Industriestrasse 6 - D-91555 Feuchtwangen
[:m www.stericlin.de

Art. Nr. / Art. No.: Menge / Quantity:
GroBe / Size:

Verwendungsdatum / Date used:

IS0 11607 C
EN 868-2 il =

Disposal
The sterile barrier systems consist of cellulose and polyester fibres.
The sterile barrier systems have to be disposed of as non-recyclable waste (waste code 15 01 06).

Assortment

Wrapping material non-woven blue
https://www.stericlin.de
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10.

11.

Field of application

This Technical Data Sheet refers to the above-mentioned product group/quality and applies until the
next revised edition. Other product-related documents are available on request if required.

Additional information

The information contained in this Technical Data Sheet (TDS) is based on our current knowledge and
experience.

VP does not guarantee and makes no representation as to the accuracy or completeness of the
information contained herein.

VP also assumes no responsibility regarding the consequences arising from the use of information or
with regard to any misprints.

The user is responsible for thoroughly checking our products for their suitability for the specific
application requirements of the user as well as to their suitability for the respective conditions to which
the product is exposed.

The user also has the responsibility for the proper, safe and lawful use, processing and handling of our
products, especially when recommendations for safe use and storage have been given. Under no
circumstances shall the information contained herein be construed as representation, warranty or
guarantee.
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