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National foreword

This British Standard is the UK implementation of EN ISO 6876:2012.
It supersedes BS EN ISO 6876:2002 which is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CH/106/1, Dental restorative and orthodontic materials.

A list of organizations represented on this committee can be
obtained on request to its secretary.

This publication does not purport to include all the necessary
provisions of a contract. Users are responsible for its correct
application.
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This British Standard was published under the authority of the
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Foreword 

This document (EN ISO 6876:2012) has been prepared by Technical Committee ISO/TC 106 "Dentistry" in 
collaboration with Technical Committee CEN/TC 55 “Dentistry” the secretariat of which is held by DIN. 

This European Standard shall be given the status of a national standard, either by publication of an identical 
text or by endorsement, at the latest by January 2013, and conflicting national standards shall be withdrawn at 
the latest by January 2013. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

This document supersedes EN ISO 6876:2002. 

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, the United Kingdom and Turkey. 

Endorsement notice 

The text of ISO 6876:2012 has been approved by CEN as a EN ISO 6876:2012 without any modification. 
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ISO 6876:2012(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies 
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO 
technical committees. Each member body interested in a subject for which a technical committee has been 
established has the right to be represented on that committee. International organizations, governmental and 
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the International 
Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO  6876 was prepared by Technical Committee ISO/TC  106, Dentistry, Subcommittee SC  1, Filling and 
restorative materials.

This third edition cancels and replaces the second edition (ISO 6876:2001), which has been technically revised. 
The main modifications are the following:

—	 the test procedures for flow, working time and solubility have been revised and a new limit value has been set;

—	 the test to determine dimensional change following setting has been removed.

© ISO 2012 – All rights reserved� iii
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ISO 6876:2012(E)

Introduction

Following the publication of the second edition of this International Standard (ISO 6876:2001), test houses reported 
difficulties with some of the test procedures. In an attempt to improve the test procedures, a planned programme 
of revision began in 2006. The following should be taken into account when using this International Standard. 

—	 Verification for a claim of sterility is the responsibility of the manufacturer. This International Standard does 
not specify requirements or test methods for sterility and it is recommended that reference be made to any 
national requirements that may exist. When no national requirements exist, reference should be made to 
the United States, European or Japanese Pharmacopoeia.

—	 If a therapeutic effect is claimed, the purity and sterility of the constituents are expected to comply with the 
relevant pharmacopoeia applicable in the country in which the sealer is marketed, or with such national 
regulations as are applicable to purity and sterility of pharmaceutical products.

—	 Specific qualitative and quantitative test methods for demonstrating freedom from unacceptable biological 
risks are not included in this International Standard but it is recommended that, for the assessment of such 
biological risks, reference be made to ISO 10993-1 and ISO 7405.
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