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Foreword

This document (EN ISO 21563:2013) 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text or by endorsement, at the latest by February 2014, and conflicting national standards shall be withdrawn
at the latest by February 2014.

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 21563:1991, EN ISO 13716:2000, EN ISO 1564:1998.

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, Turkey and the United Kingdom.

Endorsement notice

The text of ISO 21563:2013 has been approved by CEN as EN ISO 21563:2013 without any modification.


https://webstore.ansi.org/Standards/BSI/BSENISO215632013-1728058?source=preview

BS EN ISO 21563:2013
ISO 21563:2013(E)

This is a preview of "BS EN ISO 21563:2013". Click here to purchase the full version from the ANSI store.

Contents Page
FFOT@WOTM ........oooccceeee st iv
IV OQUICEION. ...ttt \%
1 SCOPI ...t 1
2 NOTITNATIVE TEECI@INCES ..........ccccocvoveeiessse st 1
3 Terms and AefiNItiONS ... 1
4 Classification of agar hydrocolloid impression materials... .3
5 Requirements — Characteristics and Properties.......... e 4
6 Pre-test planning aQPPIOACRES ...t
6.1 SAIMIPIITIZ
6.2 Pre-test product examinations...................
6.3 Essential pre-test preparatory practices
7 TESEIMMETRIOMS ...
7.1  Working time test (alginate materials OnLY) ...
7.2 Initial setting time test (alginate impression materials Only). ...
7.3 Detail reproduction test before and after specimen disinfection
7.4  Compatibility With GYPSUIN EEST ...

7.5 Elastic recovery test
7.6 Strain-in-compression test...
7.7 TEAT SEIEINGEN LS .....oo et

7.8 Linear dimensional change test (Type 3A agar materials with companion alginate only) 19
7.9 Tensile bond strength test (Type 3A agar/companion alginate material specimen only).21

8 Requirements — Labelling and InStructions for use................., 23
8.1 Labelling ..o
8.2 Requirements — Instructions for use
Annex A (normative) Figures illustrating instruments and accessories used in tests................... 27
Annex B (informative) Tear test specimen preparation steps for an optional gripping method ... 41
BIDIIOGIAPIIY ..o 45

© 1S0 2013 - All rights reserved iii


https://webstore.ansi.org/Standards/BSI/BSENISO215632013-1728058?source=preview

BS EN ISO 21563:2013
ISO 21563:2013(E)

This is a preview of "BS EN ISO 21563:2013". Click here to purchase the full version from the ANSI store.

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 21563 was prepared by Technical Committee ISO/TC 106, Dentistry, Subcommittee SC 2,
Prosthodontic materials.

This first edition of ISO 21563 constitutes a consolidation of the three standards listed below and, as
such, cancels and replaces, in whole, all three of the standards listed.

— IS0 1563:1990, Dentistry — Alginate impression materials
— IS0 1564:1995, Dental aqueous impression materials based on agar
— IS0 13716:1999, Dentistry — Reversible/irreversible hydrocolloid impression materials systems

Re-evaluations of all the provisions stated in the three ISO standards to be included in the consolidation
led to the significant technical changes listed as follows.

— The alginate hydrocolloid impression materials (ISO 1563) are now required to be subject to the
same tear strength test that has been in effect for the agar hydrocolloid impression materials
(ISO 1564 and ISO 13716) instead of being subject to a compressive strength test.

— The requirement for the alginate impression material powder materials to be “free from foreign
materials”, as stated in ISO 1563, has not been carried forward into the consolidation because no
objective test has been specified for determining compliance with the requirement.

— The “gelation temperature” requirements in ISO 1564 and ISO 13716 have not been carried forward
for the agar impression materials because results of the elastic recovery test (7.5), if conducted
following the required manufacturer’s instructions for use (8.2.1 and/or 8.2.2), will indicate
whether adequate gelation will take place during clinical use of the materials.

iv © ISO 2013 - All rights reserved
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Introduction

Parties seeking clarification of any provisions of this International Standard, or desiring to recommend
improvements for the next edition, are encouraged to do so by contacting ISO/TC 106, Dentistry, whose
address can be obtained through inquiry to the national standards body representing the interests of
the inquiring parties.
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Dentistry — Hydrocolloid impression materials

1 Scope

This International Standard specifies the requirements and tests for helping determine whether the
elastic aqueous agar and alginate hydrocolloid dental impression materials, as prepared for retail
marketing, are of the quality needed for their intended purposes. It also specifies requirements for
labelling and instructions for use.

NOTE This International Standard specifies no requirements or tests for freedom from unacceptable
biological hazards. However, it is recommended that, to address possible biological hazards associated with the
use of hydrocolloid impression materials, interested parties should refer to ISO 7405 and ISO 10993.

2 Normative references

The following referenced documents are indispensable for 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.

[SO 1942, Dentistry — Vocabulary
ISO 6873, Dentistry — Gypsum products

ISO 3696, Water for analytical laboratory use — Specification and test methods

3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 1942 and the following apply.

31

bonding

adherence of the reversible and non-reversible impression material components constituting a single
impression after each of the separate but interfacing materials has reached the level of elasticity and
effective setting required for successful removal from the mouth

3.2

bulk container

labelled consumer packaging or primary packaging container holding a greater amount of otherwise
unpackaged granular, liquid, powder, or other loose substance than is usually needed for a single dental
clinical or laboratory procedure

3.3

combined reversible/non-reversible impression material system

system of impression making in which a light bodied agar material is first syringed around selected
teeth so that it can bond with the non-reversible alginate material that will be forced over it later during
the formation of an impression

34

consumer packaging

retail packaging

sales packaging

packaging constituting, with its contents, a sales unit to the final user or consumer at the point of retail

[SOURCE: ISO 21067:2007, definition 2.2.5]
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