BILLERUD

MEDICAL KRAFT PAPERS

ASSURANCE DOCUMENT

MEETING MODERN HEALTHCARE DEMANDS

Billerud is a leading global supplier of high-quality medical
kraft paper. Paper machines in Sweden and the United
Kingdom are dedicated to medical paper production. Rigorous
process & quality control ensures a consistent and reliable
supply of the most advanced and versatile medical kraft papers.

ENSURING MANUFACTURING MANAGEMENT

Management System Beetham mill UK  Skarblacka mill Sweden

Quality ISO 9001 ISO 9001
Environmental ISO 14001 ISO 14001
Hygiene The above Mills have Managed Hygiene

systems in place. These are being developed
in line with BRC/loP and EN15593

ENSURING PRODUCT SAFETY
Billerud medical kraft papers are produced in compliance with the most stringent product safety requirements:
* BfR & FDA food packaging norm
» Regulation (EC) No 1935/2004 on materials and articles intended to come in contact with food
 Packaging Directive 94/62/EC, which prescribes essential requirements and levels of heavy metals
* Good Manufacturing Practice ’"GMP” as stated in Regulation (EC) No 2023/2006 for material and
articles intended to come in contact with food

ENSURING PRODUCT COMPLIANCE

All Billerud barrier packaging complies to ISO 11607-1 and at least one of
the following sections of the European Norm EN 868; Packaging materials
and systems for medical devices which are to be sterilised:

1SO 11607-1 Packaging for terminally sterilised material devices All Billerud barrier packaging papers
EN 868 Part 2 Sterilisation wrap - Requirements and test methods All Steriwrap, Supawrap & Supadrape papers
EN 868 Part 3 Paper for use in the manufacture of paper bags (specified in

EN 868-4) and in the manufacture of pouches and reels Selected Sterikraft papers

(specified in EN 868-5) — Requirements and test methods

EN 868 Part 6 Paper for low temperature sterilisation processes

- Requirements and test methods Selected sterikraft papers

Compliance to the above is regularly verified by independent certification of representative grades from each product group.
Specific certificates can be provided on request.
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