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A comma is used as the decimal marker. 

National foreword 

This document (EN ISO 10555-1:2013 + A1:2017) has been prepared by Technical Committee ISO/TC 84 

“Devices for administration of medicinal products and catheters” (Secretariat: DS, Denmark) in collaboration 

with Technical Committee CEN/TC 205 “Non-active medical devices” (Secretariat: DIN, Germany). 

The responsible German body involved in its preparation was DIN-Normenausschuss Medizin (DIN Standards 

Committee Medicine), Working Committee NA 063-01-02 AA “Catheters, drainages”. 

This standard includes Amendment 1 approved by CEN on 2017-12-15. 

The start and finish of text introduced or altered by amendment is indicated in the text by tags !". 

The DIN documents corresponding to the international documents referred to in this document are as 

follows: 

ISO 594-1 DIN EN 20594-1 

ISO 594-2 DIN EN 1707 

ISO 3104 DIN EN ISO 3104 

ISO 3105 DIN 51366 

ISO 7886-1 DIN EN ISO 7886-1 

ISO 10993-1 DIN EN ISO 10993-1 

ISO 11135-1 DIN EN ISO 11135-1 

ISO 11137-1 DIN EN ISO 11137-1 

ISO 11607-1 DIN EN ISO 11607-1 

ISO 11607-2 DIN EN ISO 11607-2 

ISO 14971 DIN EN ISO 14971 

ISO 15223-1 DIN EN ISO 15223-1 

ISO 17665-1 DIN EN ISO 17665-1 

ISO 80369-1 DIN EN ISO 80369-1 

ISO 80369-7 DIN EN ISO 80369-7 

Amendments 

This standard differs from DIN EN ISO 10555-1:2013-11 as follows: 

a) in subclause 4.6 “Peak tensile force”, a note has been added; 

b) subclause B.3.2 in Annex B, “Method for determining peak tensile force”, has been revised; 

c) in the German version, the term number for angiographic catheter (3.15) has been corrected; 

d) in the German version, in subclause 6.2 i), the sentence in brackets has been corrected. 

Previous editions 

DIN 13273-5: 1989-11 

DIN EN ISO 10555-1: 1996-11, 1999-11, 2004-09, 2009-09, 2013-11 

DIN EN ISO 10555-2: 1997-11 
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National Annex NA 
(informative) 
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* National footnote: ISO 7886-1:2017 will be published in spring 2018 as DIN EN ISO 7886-1. 

N*) National footnote: ISO 80369-7:2016 replaces ISO 594-1 and ISO 594-2. 
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This European Standard was approved by CEN on 29 may 2013. Amendment A1 modifies the European Standard 
EN ISO 10555-1:2013; it was approved by CEN on 15 December 2017.  
 
CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for inclusion of 
this amendment into the relevant 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 
member. 
 
This amendment exists in three official versions (English, French, German). A version in any other language made by translation 
under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management Centre has the 
same status as the official versions. 
 
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, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, 
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