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National foreword
This British Standard is the official English language version of 
EN 12868:1999, including Corrigendum February 2002. It supersedes 
BS 7115-1 and BS 7115-2:1988 which are withdrawn.

The UK participation in its preparation was entrusted to Technical Committee 
CW/42, Babies dummies, bottles and teats, which has the responsibility to: 

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

Cross-references
The British Standards which implement international or European 
publications referred to in this document may be found in the BSI Catalogue 
under the section entitled “International Standards Correspondence Index”, or 
by using the “Search” facility of the BSI Electronic Catalogue or of British 
Standards Online.

This publication does not purport to include all the necessary provisions of a 
contract. Users are responsible for its correct application.

Compliance with a British Standard does not of itself confer immunity 
from legal obligations.

— aid enquirers to understand the text;

— present to the responsible international/European committee any 
enquiries on the interpretation, or proposals for change, and keep the 
UK interests informed;

— monitor related international and European developments and 
promulgate them in the UK.

Summary of pages
This document comprises a front cover, an inside front cover, the EN title page,
pages 2 to 15 and a back cover.

The BSI copyright date displayed in this document indicates when the
document was last issued.

Amendments issued since publication

Amd. No. Date Comments

13788 
Corrigendum No. 1

26 August 2002 Changes to introduction, 5.18, 
5.19, 7.1.1, 7.1.2, 7.2.9, 8.1.2, 
8.2.2, clause 9 and 11.1
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Foreword

This European Standard has been prepared by Technical Committee CEN/TC 252, Child use and care
articles, the Secretariat of which is held by AFNOR.

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text or by endorsement, at the latest by March 2000, and conflicting national standards shall be withdrawn at
the latest by March 2000.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Czech Republic, Denmark,
Finland, France, Germany, Greece, Iceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal,
Spain, Sweden, Switzerland and the United Kingdom.

Full document details: BS EN 12868:1999

http://www.avadocuments.com/doc/bs-en-12868-1999
http://www.avadocuments.com/doc/bs-en-12868-1999


Page 4
EN 12868:1999

© BSI 26 August 2002

Introduction

It has been shown that feeding teats and soothers made of elastomer or rubber may release N-nitrosamines
and substances capable of being converted into N-nitrosamines (N-nitrosatable substances). The Scientific
Committee for Food of the European Union has given the opinion that N-nitrosamines and N-nitrosatable
substances may endanger human health owing to their toxicity. Hence in 1993, the European Commission
issued a Directive (93/11/EEC) controlling rubber and elastomeric soothers and feeding teats releasing these
substances. The Directive also provided basic rules for determining the release of the substances and
criteria for the method of determination to be adopted.

The purpose of this European Standard is to provide detailed analytical methods for the identification and
determination of N-nitrosamines and N-nitrosatable substances released from teats and soothers in order
that compliance with the requirements of Directive 93/11/EEC may be determined.

The method has been validated by a collaborative trial in which twelve laboratories participated. The trial
concentrated on products which release N-nitrosodimethylamine, N-nitrosodiethylamine,
N-nitrosodibutylamine and N-nitrosodibenzylamine. The results have also been used to consider analytical
tolerances (clause 9).
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