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Foreword

This document (EN ISO 20795-1:2008) 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text or by endorsement, at the latest by February 2009, and conflicting national standards shall be withdrawn
at the latest by February 2009.

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.

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, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of 1SO 20795-1:2008 has been approved by CEN as a EN I1SO 20795-1:2008 without any
modification.
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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. 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 20795-1 was prepared by Technical Committee ISO/TC 106, Dentistry, Subcommittee SC 2,
Prosthodontic materials.

This first edition cancels and replaces ISO 1567:1999 and Amendment 1:2003.

Significant differences between this first edition of ISO 20795-1 and the third edition of ISO 1567 and
Amendment 1 lie with requirements and tests for materials with improved impact resistance.

ISO 20795 consists of the following parts, under the 'general title’ Dentistry — Base’ polymers:
— Part 1: Denture base polymers

— Part 2: Orthodontic base polymers

iv © 1SO 2008 — All rights reserved



ISO 20795-1:2008(E)

Introduction

Specific qualitative and quantitative requirements for freedom from biological hazard are not included in this
part of 1ISO 20795, but it is recommended that in assessing possible biological or toxicological hazards,
reference be made to ISO 10993-1 and ISO 7405.

© 1SO 2008 — All rights reserved \
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Dentistry — Base polymers —

Part 1:
Denture base polymers

1

11

Scope

This part of ISO 20795 classifies denture base polymers and copolymers and specifies their

requirements. It also specifies the test methods to be used in determining compliance with these requirements.
It further specifies requirements with respect to packaging and marking the products and to the instructions to
be supplied for use of these materials. Furthermore it applies to denture base polymers for which the
manufacturer claims that the material has improved impact resistance. It also specifies the respective
requirement and the test method to be used.

1.2  Although this part of ISO 20795 does not require manufacturers to declare details of the composition,
attention is drawn to the:factthat some hatignal or intefnationalbauthorities require such details to be provided.

1.3 This part of ISO 20795 applies to-denture base:polymers such as those listed below:

)

2

poly(acrylic acid esters);

poly(substituted acrylic‘acid esters);
poly(vinyl esters);

polystyrene;

rubber modified poly(methacrylic acid esters);
polycarbonates;

polysulfones;

poly(dimethacrylic acid esters);

polyacetals (polyoxymethylene);

copolymers or mixtures of the polymers listed in a) to i).

Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 463:2006, Geometrical Product Specifications (GPS) — Dimensional measuring equipment — Design
and metrological characteristics of mechanical dial gauges

© 1SO 2008 — All rights reserved 1
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