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NATIONAL FOREWORD

Kéesolev Eesti standard EVS-EN ISO
28158:2010 sisaldab Euroopa standardi EN
ISO 28158:2010 ingliskeelset teksti.

Standard on kinnitatud Eesti Standardikeskuse
30.09.2010 kéaskkirjaga ja joustub sellekohase
teate avaldamisel EVS Teatajas.

Euroopa standardimisorganisatsioonide poolt
rahvuslikele likmetele Euroopa standardi teksti
kattesaadavaks tegemise kuupaev on
01.07.2010.

Standard on kattesaadav Eesti
standardiorganisatsioonist.

This Estonian standard EVS-EN I1SO 28158:2010
consists of the English text of the European
standard EN ISO 28158:2010.

This standard is ratified with the order of
Estonian Centre for Standardisation dated
30.09.2010 and is endorsed with the notification
published in the official bulletin of the Estonian
national standardisation organisation.

Date of Availability of the European standard text
01.07.2010.

The standard is available from Estonian
standardisation organisation.
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EVS-EN ISO 28158:2010

Foreword

This document (EN ISO 28158:2010) 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text or by endorsement, at the latest by January 2011, and conflicting national standards shall be withdrawn at
the latest by January 2011.

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

Endorsement notice

The text of ISO 28158:2010 has been approved by CEN as a EN ISO 28158:2010 without any modification.
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Introduction

This International Standard has been prepared in order to present the requirements and test methods for
integrated dental floss and handles used for home care, community care, professional care of oral health or as
a part of dental treatment.
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Dentistry — Integrated dental floss and handles

1 Scope

This International Standard is applicable to integrated dental floss and handles for manual use. It does not
include dental floss and handles which contain a continuous supply of dental floss, or dental floss and handles
to which the floss is subsequently added.

This International Standard does not specify specific qualitative and quantitative test methods for
demonstrating freedom from unacceptable biological risks. For assessment of such biological risks, see
ISO 10993-1 and I1SO 7405.

2 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 1942:2009, Dentistry — Vocabulary

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

dental floss

multiple filaments gathered into thread, spun yarn, single filament or tape, commonly synthetic fibre, with or
without coating material(s), designed for the removal of plaque or debris, or both, from the proximal surfaces
of natural or artificial teeth and the gingival surfaces of pontics of fixed prostheses

NOTE Adapted from ISO 1942:2009, definition 2.69.
3.2

integrated dental floss and handle
oral hygiene device holding dental floss (3.1) as a fixed integral part
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