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sainformacio monacemebi 

 
 
 1 SemuSavebulia saqarTvelos standartebis, teqnikuri reglamentebis 

da metrologiis erovnuli saagentos standartebisa da teqnikuri 

reglamentebis departamentis mier 

 
 2 damtkicebulia da SemoRebulia samoqmedod saqarTvelos 

standartebis, teqnikuri reglamentebis da metrologiis erovnuli 

saagentos 2009  wlis   29  dekembris  # 56 “s”  gankargulebiT 

 

 3 miRebulia garekanis meTodiT standartizaciis saerTaSoriso 
organizaciis standarti iso en 10993-1 : 2003  “samedicino xelsawyoebis 
biologiuri Sefaseba. nawili 1: Sefaseba da testireba (iso 10993-1 : 2003)” 
 
 
 
  4 pirvelad 

 

 

 5 registrirebulia saqarTvelos standartebis, teqnikuri 

reglamentebis da metrologiis erovnuli saagentos reestrSi:    2009 wlis  

29 dekemberi   #268-1.3-3680 
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daiSveba 
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Foreword 

The text of ISO 10993-1:2003 has been prepared by Technical Committee ISO/TC 194 “Biological evaluation 
of medical devices” of the International Organization for Standardization (ISO) and has been taken over as EN 
ISO 10993-1:2009 by Technical Committee CEN/TC 206 “Biological evaluation of 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text or by endorsement, at the latest by December 2009, and conflicting national standards shall be withdrawn 
at the latest by March 2010. 

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. 

This document supersedes EN ISO 10993-1:2003. 

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 Directives 93/42/EEC on 
Medical Devices and 90/385/EEC on Active Implantable Medical Devices. 

For relationship with EU Directives, see informative Annex ZA and ZB, which is an integral part of this 
document. 

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, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, 
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, 
Sweden, Switzerland and the United Kingdom. 

Endorsement notice 

The text of ISO 10993-1:2003 has been approved by CEN as a EN ISO 10993-1:2009 without any 
modification. 
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