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National ForewordNational Foreword

S.R. CEN ISO/TS 20440:2016 is the adopted Irish version of the European Document CEN ISO/TS 20440:2016,
Health informatics - Identification of medicinal products - Implementation guide for ISO 11239 data elements
and structures for the unique identification and exchange of regulated information on pharmaceutical dose
forms, units of presentation, routes of administration and packaging (ISO/TS 20440:2016)

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

Compliance  with this  document does  not of  itse lf  confer immunity  from legal obligations .Compliance  with this  document does  not of  itse lf  confer immunity  from legal obligations .

In line with international standards practice the decimal point is shown as a comma (,) throughout this
document. 
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 TECHNICAL SPECIFICATION SPÉCIFICATION TECHNIQUE TECHNISCHE SPEZIFIKATION 

 
 CEN ISO/TS 20440   
  June 2016 

ICS 35.240.80 
English Version  Health informatics - Identification of medicinal products - Implementation guide for ISO 11239 data elements and structures for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of presentation, routes of administration and packaging (ISO/TS 20440:2016) Informatique de santé - Identification des produits médicaux - Guide de mise en oeuvre des éléments de données et structures pour l'identification unique et l'échange d'informations réglementées sur les formes des doses pharmaceutiques, les unités de présentation, les voies d'administration et les emballages de l'ISO 11239 (ISO/TS 20440:2016) 

 Medizinische Informatik - Identifikation von Arzneimitteln - Implementierungsleitfaden für ISO 11239 Datenelemente und Strukturen zur eindeutigen Identifikation und zum Austausch von vorgeschriebenen Informationen über pharmazeutische Darreichungsformen, pharmazeutische Konventionseinheiten, Anwendungsarten und Verpackungen (ISO/TS 20440:2016) 
This Technical Specification (CEN/TS) was approved by CEN on 29 May 2016 for provisional application.   The period of validity of this CEN/TS is limited initially to three years. After two years the members of CEN will be requested to submit their comments, particularly on the question whether the CEN/TS can be converted into a European Standard.  CEN members are required to announce the existence of this CEN/TS in the same way as for an EN and to make the CEN/TS available promptly at national level in an appropriate form. It is permissible to keep conflicting national standards in force (in parallel to the CEN/TS) until the final decision about the possible conversion of the CEN/TS into an EN is reached.  CEN members are the national standards bodies of 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 andUnited Kingdom.    
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