Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplacnega dostopa do vsebin standardov v ¢asu epidemije COVID-19.
Samo za branje. Kopiranje in posredovanje prepovedano. © SIST 2020-04-10

¢ SLOVENSKI STANDARD
SIST EN ISO 10993-1:2010/AC:2010

01-november-2010

Biolosko ovrednotenje medicinskih pripomockov - 1. del: Ocena in preskusanje
znotraj procesa obvladovanja tveganja - Popravek 1 (ISO 10993-1:2009/Cor 1:2010)

Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk
management process - Technical Corrigendum 1 (ISO 10993-1:2009/Cor 1:2010)

Biologische Beurteilung von Medizinprodukten® Teil 1: Beurteilung und Prifung im
Rahmen eines Risikomanagementverfahrens (ISO 10993-1:2009/Cor 1:2010)

Evaluation biologique des dispositifs médicaux: Partie 1: Evaluation et essais au sein
d'un processus de gestion du risque -.Rectificatif technique 1 (1ISO 10993-1:2009/Cor
1:2010)

Ta slovenski standard je istoveten z: EN ISO 10993-1:2009/AC:2010

ICS:

11.100.20 BioloSko ovrednotenje Biological evaluation of
medicinskih pripomockov medical devices

SIST EN ISO 10993-1:2010/AC:2010 en

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.


�p��(beg��Rv�I�%�+#Y�f������-̢�P�gAw�'�S/���=\4t��R���3.��q�y�_8�,�ҝ�9���RK��U�-Yx�q�K����tw���R��e�B0"���<~_��p�{6�

Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplaénega dostopa do vsebin standardov v ¢asu epidemije COVID-19.
Samo za branje. Kopiranje in posredovanje prepovedano. © SIST 2020-04-10


_��I'�:T���S�s�ؓ�a��O���y��50��<�F�c�_��UO����醷}�JY'�}�.m�����/H4�^Q��/���;6#!�xv���Dy�5��������5>��I��]!��TCN=�

Posebna objava SIST z dovoljenjem CEN, CENELEC, ISO in IEC: Za potrebe zagotavljanja brezplaénega dostopa do vsebin standardov v ¢asu epidemije COVID-19.
Samo za branje. Kopiranje in posredovanje prepovedano. © SIST 2020-04-10

EUROPEAN STANDARD EN ISO 10993-1:2009/AC

NORME EUROPEENNE o010
EUROPAISCHE NORM Jmi 3016
ICS 11.100.20

English version
Version Frangaise
Deutsche Fassung

Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process - Technical Corrigendum 1 (ISO 10993-
1:2009/Cor 1:2010)

Evaluation biologique des dispositifs Biologische Beurteilung von
médicaux - Partie 1: Evaluation et essais Medizinprodukten - Teil 1: Beurteilung und
au sein d'un processus de gestion du Prifung im Rahmen eines
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This corrigendum becomes effective on 15Juney2010 forineorporation in the three official language
versions of the EN.

Ce corrigendum prendra effet le 15 juin.2010 pourinecorporation dans les trois versions linguistiques
officielles de la EN.

Die Berichtigung tritt am 15.Juni 2010 zurEinarbeitung in die drei offiziellen Sprachfassungen der EN
in Kraft.
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Foreword

This document (EN 1SO 10993-1:2009/AC:2010) has been prepared by Technical Committee ISO/TC 194
"Biological evaluation of medical devices" in collaboration with Technical Committee CEN/TC 206 “Biological
evaluation of medical devices” the secretariat of which is held by NEN.

Endorsement notice

The text of ISO 10993-1:2009/Cor 1:2010 has been approved by CEN as a EN ISO 10993-1:2009/AC:2010
without any modification.
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Biological evaluation of medical devices —
Part 1:
Evaluation and testing within a risk management process

TECHNICAL CORRIGENDUM 1

Evaluation biologique des dispositifs médicaux —

Partie 1: Evaluation et essais au sein d'un processus de-gestion du_fisque

RECTIFICATIF TECHNIQUE 1

Technical Corrigendum 1 to ISO\10993-1:2009 was.prepared by Technical Committee ISO/TC 194, Biological
evaluation of medical devices.

Page 5, Figure 1

On the top left-hand side of the flowchart, and to the right of the rhombus indicating “Is there either direct or
indirect contact?”, replace “1.0” with “Clause 1”.

On the lower left-hand side of the flowchart, and to the top right of the rectangle indicating “Perform further
evaluation of device ... and type and duration of contact”’, replace “7.0” with “Clause 7”.

On the lower right-hand side of the flowchart, replace the text in the bottom right rectangle with “Perform
toxicological risk assessment (Annex B)”.
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