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National foreword

This Published Document is the UK implementation of 
CEN ISO/TS 13004:2014. It is identical to ISO/TS 13004:2013. It supersedes 
PD ISO/TS 13004:2013, which is withdrawn.

The UK participation in its preparation was entrusted to Technical 
Committee CH/198, Sterilization of medical devices.

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

This publication does not purport to include all the necessary 
provisions of a contract. Users are responsible for its correct 
application.
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Compliance with a British Standard cannot confer immunity from
legal obligations.

This Published Document was published under the authority of the 
Standards Policy and Strategy Committee on 28 February 2014.

Amendments/corrigenda issued since publication

Date Text affected

31 July 2014  This corrigendum renumbers PD ISO/TS 13004:2013 
as PD CEN ISO/TS 13004:2014
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English Version 

 Sterilization of health care products - Radiation - Substantiation 
of selected sterilization dose: Method VDmaxSD (ISO/TS 

13004:2013) 

 

Stérilisation des produits de santé - Irradiation - Justification 
de la dose de stérilisation choisie: méthode VDmaxSD 

(ISO/TS 13004:2013) 

 Sterilisation von Produkten für die Gesundheitsfürsorge - 
Strahlen - Bestätigung der gewählten Sterilisationsdosis: 

Methode VDmaxSD (ISO/TS 13004:2013) 

This Technical Specification (CEN/TS) was approved by CEN on 27 May 2014 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 and United 
Kingdom. 
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