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Introduction
This draft standard is based on national and international discussions. Your comments on this draft are invited and will assist in
the preparation of the consequent standard.

For international standards, comments will be reviewed by the relevant UK national committee before sending the consensus
UK vote and comments to the international committee, which will then decide appropriate action. If the international standard is
approved, it is usual for the text to be published as a British Standard.

For national standards, comments will be reviewed by the relevant UK national committee and the resulting standards published
as a British Standard.

UK Vote
Please indicate whether you consider the UK should submit a negative (with supporting technical reasons) or positive vote on
this draft. Please indicate if you are aware of any reason why this draft standard should not be published as a British Standard.

Submission of Comments
- Annotated drafts are not acceptable and will be rejected.

- All comments should be submitted online at https://standardsdevelopment.bsigroup.com/. You will need to register in
order to comment.

Template for comments and secretariat observations Date: xx/xx/20xx Document: ISO/DIS xxxx

1 2 (3) 4 5 (6) 7

MB Clause No./ Subclause
No./Annex (e.g. 3.1)

Paragraph/
Figure/Table/Note

Type of
comment

Commend (justification
for change) by the MB

Proposed change by the MB Secretariat observations on
each comment submitted

3.1 Definition 1 ed Definition is ambiguous and needs
clarifying.

Amend to read '...so that the mains
connector to which no connection...'

6.4 Paragraph 2 te The use of the UV photometer as
an alternative cannot be supported
as serious problems have been
encountered in its use in the UK.

Delete reference to UV photometer.

Full document details: 24/30479643 DC

http://www.avadocuments.com/doc/24-30479643-dc
http://www.avadocuments.com/doc/24-30479643-dc


 

 

 
EUROPEAN STANDARD 

NORME EUROPÉENNE 

EUROPÄISCHE NORM 

	
	 DRAFT 
prEN 868-4 
  

 
 April 2024 

ICS 11.080.30 Will supersede EN 868-4:2017

English Version 

 Packaging for terminally sterilized medical devices - Part 
4: Paper bags - Requirements and test methods 

 

Emballage des dispositifs médicaux stérilisés au stade 
terminal - Partie 4 : Sacs en papier - Exigences et 

méthodes d'essai 

 Verpackungen für in der Endverpackung zu 
sterilisierende Medizinprodukte - Teil 4: Papierbeutel - 

Anforderungen und Prüfverfahren 

This draft European Standard is submitted to CEN members for enquiry. It has been drawn up by the Technical Committee 
CEN/TC 102. 
 
If this draft becomes a European Standard, CEN members are bound to comply with the CEN/CENELEC Internal Regulations 
which stipulate the conditions for giving this European Standard the status of a national standard without any alteration. 
 
This draft European Standard was established by CEN in three official versions (English, French, German). A version in any other 
language made by translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC 
Management Centre has the same status as the official versions. 
 
CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, 
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, 
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Türkiye and 
United Kingdom. 
 
Recipients of this draft are invited to submit, with their comments, notification of any relevant patent rights of which they are 
aware and to provide supporting documentation. 
 
Warning : This document is not a European Standard. It is distributed for review and comments. It is subject to change without 
notice and shall not be referred to as a European Standard. 

 
EUROPEAN COMMITTEE FOR STANDARDIZATION  
C O M I T É  E U R O P É E N  D E  N O R M A L I S A T I O N  
E U R O P Ä I S C H E S  K O M I T E E  F Ü R  N O R M U N G  
 

 

CEN-CENELEC Management Centre:  Rue de la Science 23,  B-1040 Brussels 

© 2024 CEN All rights of exploitation in any form and by any means reserved 
worldwide for CEN national Members. 

Ref. No. prEN 868-4:2024 E

Full document details: 24/30479643 DC

http://www.avadocuments.com/doc/24-30479643-dc
http://www.avadocuments.com/doc/24-30479643-dc


prEN 868-4:2024 (E) 

2 

Contents Page 

European foreword ............................................................................................................................................ 3 

Introduction .......................................................................................................................................................... 5 

1 Scope .......................................................................................................................................................... 6 

2 Normative references .......................................................................................................................... 6 

3 Terms and definitions ......................................................................................................................... 6 

4 General requirements ......................................................................................................................... 7 

5 Construction and design ..................................................................................................................... 7 
5.1 General...................................................................................................................................................... 7 
5.2 Bottom seal formation ........................................................................................................................ 8 
5.3 Back seam construction...................................................................................................................... 8 
5.4 Process indicator .................................................................................................................................. 8 
5.5 Seal strip................................................................................................................................................... 8 

6 Performance requirements and test methods ........................................................................... 8 

7 Sterilization compatibility ................................................................................................................. 9 

8 Labelling ................................................................................................................................................... 9 
8.1 General...................................................................................................................................................... 9 
8.2 Paper bags ............................................................................................................................................... 9 
8.3 Sales packaging ...................................................................................................................................... 9 

9 Information to be provided ............................................................................................................. 10 
9.1 Information on the sealing or closure conditions ................................................................... 10 
9.2 Environmental declarations ........................................................................................................... 10 

Annex A (normative)  Method for the determination of pH value, chloride and sulphate in 
paper bags ............................................................................................................................................. 11 

Annex B (normative)  Method for the determination of the tensile strength of the back seam 
joint in paper bags .............................................................................................................................. 13 

Annex C (informative)  Repeatability and reproducibility of test methods ................................ 14 

Annex D (informative)  Environmental aspects ..................................................................................... 15 

Bibliography ....................................................................................................................................................... 18 

 

Full document details: 24/30479643 DC

http://www.avadocuments.com/doc/24-30479643-dc
http://www.avadocuments.com/doc/24-30479643-dc


prEN 868-4:2024 (E) 

3 

European foreword 

This document (prEN 868-4:2024) 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 868-4:2017. 

This document includes the following significant technical changes with respect to EN 868-4:2017: 

a) Normative reference to EN ISO 187 was added. 

b) The document was renumbered to limit the list numbering to 3 levels only for better readability. 

c) Clause 4 “General requirements” was slightly revised for clarity and aligned with the other parts of 
EN 868 series and a statement was added clarifying when acceptance criteria apply. 

d) Clause 7 “Sterilization compatibility” was added, aligned with the other parts of EN 868 series. 

e) Clause 9.2 “Environmental declarations” was added and aligned with the other parts of EN 868 
series. 

f) List of major changes were moved to Foreword, thus Annex A was deleted. 

g) New Clause “Environmental aspects for testing” was added to each test method in Annexes A – B. 

h) New Annex D regarding environmental aspects was added. 

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. 
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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 series 
EN ISO 11607 “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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