SLOVENSKI STANDARD
oSIST prEN 868-9:2017

Ol-oktober-2017

Embalaza za kon¢no sterilizirane medicinske pripomocke - 9. del: Povrsinsko
neobdelani netkani materiali iz poliolefinov - Zahteve in preskusne metode

Packaging for terminally sterilized medical devices - Part 9: Uncoated nonwoven
materials of polyolefines - Requirements and test methods

Verpackungen fir in der Endverpackung zu sterilisierende Medizinprodukte - Teil 9:
Unbeschichtete Faservliesmaterialien aus Polyolefinen - Anforderungen und
Prufverfahren

Matériaux et systémes d’emballage pour les dispositifs médicaux stérilisés au stade
terminal - Partie 9 : Matériaux non tissés a base de polyoléfines, non enduits - Exigences
et méthodes d’essai

Ta slovenski standard je istoveten z: prEN 868-9

ICS:

11.080.30 Sterilizirana embalaza Sterilized packaging
oSIST prEN 868-9:2017 en.fr,de

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.


https://standards.iteh.ai/catalog/standards/sist/0928b030-792c-4d42-96d7-935c408cf810/sist-en-868-9-2019

oSIST priN 868-9:2017

iTeh Standards
(https://standards.iteh.ai)
Document Preview

SIST EN 868-9:2019
https://standards.iteh.ai/catalog/standards/sist/0928b030-792¢-4d42-96d7-935¢c408c1810/sist-en-868-9-2019



https://standards.iteh.ai/catalog/standards/sist/0928b030-792c-4d42-96d7-935c408cf810/sist-en-868-9-2019

EUROPEAN STANDARD DRAFT
NORME EUROPEENNE prEN 868-9
EUROPAISCHE NORM

August 2017

ICS 11.080.30 Will supersede EN 868-9:2009

English Version

Packaging for terminally sterilized medical devices - Part
9: Uncoated nonwoven materials of polyolefines -
Requirements and test methods

Matériaux et systemes d'emballage pour les dispositifs Verpackungen fiir in der Endverpackung zu
médicaux stérilisés au stade terminal - Partie 9 : sterilisierende Medizinprodukte - Teil 9:
Matériaux non tissés a base de polyoléfines, non Unbeschichtete Faservliesmaterialien aus Polyolefinen

enduits - Exigences et méthodes d'essai - Anforderungen und Priifverfahren
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CEN/TC 102.
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European foreword

This document (prEN 868-9:2017) has been prepared by Technical Committee CEN/TC 102 “Sterilizers
and associated equipment for processing of medical devices”, the secretariat of which is held by DIN.

This document is currently submitted to the CEN Enquiry.
This document will supersede EN 868-9:2009.

Annex A provides details of significant technical changes between this European Standard and the
previous edition.

EN 868 consists of the following parts, under the general title Packaging for terminally sterilized medical
devices:

— Part 2: Sterilization wrap — Requirements and test methods;

— Part 3: Paper for use in the manufacture of paper bags (specified in EN 868-4) and in the manufacture
of pouches and reels (specified in EN 868-5) — Requirements and test methods;

— Part 4: Paper bags — Requirements and test methods;

— Part 5: Sealable pouches and reels of porous materials and plastic film construction — Requirements
and test methods;

— Part 6: Paper for low temperature sterilization processes — Requirements and test methods;

— Part 7: Adhesive coated paper for low temperature sterilization processes — Requirements and test
methods;

— Part 8: Re-usable sterilization containers for steam sterilizers conforming to EN 285 — Requirements
and test methods;

— Part 9: Uncoated nonwoven materials of polyolefines — Requirements and test methods;
— Part 10: Adhesive coated nonwoven materials of polyolefines — Requirements and test methods.

In addition, ISO/TC 198 “Sterilization of health care products” in collaboration with CEN/TC 102
“Sterilizers and associated equipment for processing of medical devices” has prepared the
EN ISO 11607 series “Packaging for terminally sterilized medical devices”. The EN ISO 11607 series
specifies general requirements for materials, sterile barrier systems and packaging systems (Part 1)
and validation requirements for forming, sealing and assembly processes (Part 2).
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Introduction

The ENISO 11607 series consists of two parts under the general title “Packaging for terminally
sterilized medical devices”. Part 1 of this series specifies general requirements and test methods for
materials, preformed sterile barrier systems, sterile barrier systems and packaging systems that are
intended to maintain sterility of terminally sterilized medical devices to the point of use. Part 2 of this
series specifies validation requirements for forming, sealing and assembly processes.

General requirements for all types of sterile barrier systems are provided by EN ISO 11607-1.

The EN 868 series can be used to demonstrate compliance with one or more of the requirements
specified in EN ISO 11607-1.

CEN/TC 102/WG 4 also appreciates the initiatives of CEN with regard to the minimization of adverse
environmental impacts by standards. It was agreed that this subject should be given priority during the
next edition of the EN ISO 11607 series that is the basic reference for all parts of the EN 868 series.
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