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Symbole a utiliser pour I'étiquetage des dispositifs Symbol zur Kennzeichnung von Medizinprodukten -
médicaux - Exigences relatives a I'étiquetage des Anforderungen zur Kennzeichnung von phthalathaltigen
dispositifs médicaux contenant des phtalates Medizinprodukten

This European Standard was approved by CEN on 22 January 2011.

CEN and CENELEC 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. Up-to-date lists and bibliographical references concerning
such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN and CENELEC
member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN and CENELEC member into its own language and notified to the CEN-CENELEC Management Centre
has the same status as the official versions.
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Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland and United
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Foreword

This document (EN 15986:2011) has been prepared by Technical Committee CEN/CENELEC/TC 3 “Quality
management and corresponding general aspects for medical devices”, the secretariat of which is held by
NEN.

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 September 2011, and conflicting national standards shall be
withdrawn at the latest by September 2011.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directive 93/42/EEC.

For relationship with EU Directive 93/42/EEC, see informative Annex ZA, which is an integral part of this
document.

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, ltaly, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.
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Introduction

This European Standard has been prepared to give expression to the legislative preference within the
European Union for the use of symbols to provide information for the safe use of medical devices, and to the
legislative requirement for labelling to show the presence of certain phthalates in medical devices.

This European Standard contains requirements for the labelling of medical devices or parts of medical devices
containing phthalates requiring labelling, as required by the consolidated Medical Devices Directive 93/42/EEC, as
amended by Directive 2007/47/EC.

Labelling of medical devices or parts of medical devices containing particular phthalates is required because
some have been classified as CMR 1 & 2, ie. they could exhibit carcinogenic, mutagenic or
reprotoxic/developmental effects. Not all the reproductive and developmental toxicity of phthalates to the
human body have been confirmed. However, it has recently been suggested that precautions be taken to limit
the exposure of humans particularly that of high risk patient groups.

Phthalates have been extensively used as plasticizers due to the increased flexibility they impart to polyvinyl
chloride (PVC), a plastic polymer used in a wide array of products including medical devices.

From a user's point of view, a symbol conveys information in order that the user may assess the suitability of
the medical device in order to mitigate risks to the patient. Due to the fact a number of phthalates with known
and unknown biological effects exists on the market this European Standard includes only one symbol for
medical devices “containing particular phthalates”. The requirements in the consolidated Medical Devices
Directive 93/42/EEC, as amended by Directive 2007/47/EC define which medical devices containing phthalates
have to be marked with the symbol. When the user has been informed that the product contains those
particular phthalates precautionary actions can be found in the instruction for use.

Annex B provides information about the use of the general prohibition symbol.
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