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DS-publikationstyper 
Dansk Standard udgiver forskellige publikationstyper. 
Typen på denne publikation fremgår af forsiden. 
 
Der kan være tale om: 
 Dansk standard 

• standard, der er udarbejdet på nationalt niveau, eller som er baseret på et andet lands nationale standard, eller 
• standard, der er udarbejdet på internationalt og/eller europæisk niveau, og som har fået status som dansk standard 

 DS-information 
• publikation, der er udarbejdet på nationalt niveau, og som ikke har opnået status som standard, eller 
• publikation, der er udarbejdet på internationalt og/eller europæisk niveau, og som ikke har fået status som standard, fx en 

teknisk rapport, eller 
• europæisk præstandard 
DS-håndbog 
• samling af standarder, eventuelt suppleret med informativt materiale 

 DS-hæfte 
• publikation med informativt materiale 

 
Til disse publikationstyper kan  endvidere udgives 

• tillæg og rettelsesblade 
 
DS-publikationsform 
Publikationstyperne udgives i forskellig form som henholdsvis 

• fuldtekstpublikation (publikationen er trykt i sin helhed) 
• godkendelsesblad (publikationen leveres i kopi med et trykt DS-omslag) 
• elektronisk (publikationen leveres på et elektronisk medie) 

DS-betegnelse 
Alle DS-publikationers betegnelse begynder med DS efterfulgt af et eller flere præfikser og et nr., fx DS 383, DS/EN 5414 osv. Hvis der efter nr. 
er angivet et A eller Cor, betyder det, enten at det er et tillæg eller et rettelsesblad til hovedstandarden, eller at det er indført i 
hovedstandarden.  
DS-betegnelse angives på forsiden. 
 
Overensstemmelse med anden publikation: 
Overensstemmelse kan enten være IDT, EQV, NEQ eller MOD 

• IDT: Når publikationen er identisk med en given publikation. 
• EQV: Når publikationen teknisk er i overensstemmelse med en given publikation, men 

 præsentationen er ændret. 
• NEQ: Når publikationen teknisk eller præsentationsmæssigt ikke er i overensstemmelse med en 

 given standard, men udarbejdet på baggrund af denne. 
• MOD: Når publikationen er modificeret i forhold til en given publikation. 

 

DS/EN ISO 13485:2016/AC:2016   
København  
DS projekt: M313582  
ICS: 03.120.10; 11.040.01  
 
 
Første del af denne publikations betegnelse er: 
DS/EN ISO, hvilket betyder, at det er en international standard, der har status både som europæisk og dansk standard. 
 
Denne publikations overensstemmelse er: 
IDT med: EN ISO 13485:2016/AC:2016. 
 
DS-publikationen er på engelsk. 
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This corrigendum becomes effective on 21 December 2016 for incorporation in the official English 
version of the EN. 
 
Ce corrigendum prendra effet le 21 décembre 2016 pour incorporation dans la version anglaise officielle 
de la EN. 
 
Die Berichtigung tritt am 21. Dezember 2016 zur Einarbeitung in die offizielle Englische Fassung der EN 
in Kraft. 
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nationalen Mitgliedern von CEN und den Mitgliedern von CENELEC vorbehalten. 
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1 Modification to the European foreword 

The fourth sentence now reads: 

"This document supersedes EN ISO 13485:2012 and CEN ISO/TR 14969:2005." 

2 Modification to Annex ZA 

The title of the Annex ZA now reads: 

"Relationship between this European Standard and the Conformity Assessment Requirements of EU 
Directive 90/385/EEC (as amended)" 

The first paragraph now reads: 

"This European Standard has been prepared under a mandate given to CEN/CENELEC by the European 
Union and the European Free Trade Association to provide a means by which a manufacturer may 
demonstrate conformity, and by which the Notified Body may assess the manufacturer’s conformity, 
with the requirements of Directive 90/385/EEC (as amended) on active implantable medical devices." 

The third paragraph has been deleted. 

The first sentence of Note 1, now reads: 

"NOTE 1 Where a reference from a clause of this European Standard to the risk management 
process is made, the risk management process needs to be in compliance with Directive 90/385/EEC, as 
amended by 2007/47/EC." 

The last sentence of Note 2 has been deleted. 

In Table ZA.1, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2, 3rd paragraph (b) 

— 3.2 3rd paragraph (b) 3rd indent 

— 3.2, 3rd paragraph (e) 

In Table ZA.2, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2, 3rd paragraph (b), 3rd indent 

— 3.2, 3rd paragraph (c), 2nd indent 

In the last paragraph, the warnings 1 and 2 have been grouped under the following warning: 

WARNING: The preceding text and tables are specifically intended for organizations that need to 
comply with the European Directive 90/385/EEC in order to affix CE marking on their products and for 
other parties involved in that process. Other Directives might also be applicable and require a CE 
marking. 

3 Modification to Annex ZB 

The title of the Annex ZB now reads: 

"Relationship between this European Standard and the Conformity Assessment Requirements of EU 
Directive 93/42/EEC (as amended)" 

The first paragraph now reads: 
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"This European Standard has been prepared under a mandate given to CEN/CENELEC by the European 
Union and the European Free Trade Association to provide a means by which a manufacturer may 
demonstrate conformity, and by which the Notified Body may assess the manufacturer's conformity, 
with the requirements of Directive 93/42/EEC (as amended) on medical devices." 

The third paragraph has been deleted. 

The last sentence of Note 2 has been deleted. 

In Table ZB.1, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2, 3rd paragraph (b), 2nd indent 

— 3.2, 3rd paragraph (b), 3rd indent 

— 3.2, 3rd paragraph (d) 

— 3.2, 3rd paragraph (e) 

In Table ZB.2, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2 3rd paragraph (b) 2nd indent 

— 3.2 3rd paragraph (b) 3rd indent 

— 3.2 3rd paragraph (c) 2nd indent 

— 3.2 3rd paragraph (d) 

In Table ZB.3, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2, 2nd paragraph, 2nd indent 

— 3.2, 2nd paragraph, 3rd indent 

— 3.2, 2nd paragraph, 5th indent 

In the last paragraph, the warnings 1 and 2 have been grouped under the following warning: 

WARNING: The preceding text and tables are specifically intended for organizations that need to 
comply with the European Directive 93/42/EEC in order to affix CE marking on their products and for 
other parties involved in that process. Other Directives might also be applicable and require a CE 
marking. 

4 Modification to Annex ZC 

The title of the Annex ZC now reads: 

Relationship between this European Standard and the Conformity Assessment Requirements of EU 
Directive 98/79/EC 

The first paragraph now reads: 

"This European Standard has been prepared under a mandate given to CEN/CENELEC by the European 
Union and the European Free Trade Association to provide a means by which a manufacturer may 
demonstrate conformity, and by which the Notified Body may assess the manufacturer’s conformity, 
with the requirements of Directive 98/79/EC on in vitro diagnostic medical devices." 

The third paragraph has been deleted. 
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The last sentence of Note 2 has been deleted. 

In Table ZC.1, several cross references have been corrected, e.g. the ones corresponding to: 

— 3, 1st indent 

— 3, 4th indent 

— 3, 7th indent 

— 3, 8th indent 

— 3 10th indent 

— 3, 11th indent 

— 3, 12th indent 

— 4, paragraph 2, 1st indent 

In Table ZC.2, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2, 2nd paragraph (b), 2nd indent 

— 3.2, 2nd paragraph (c), 2nd indent reference to Annex III – section 3 7th indent 

— 3.2, 2nd paragraph (c), 2nd indent reference to Annex III – section 3 8th indent 

— 3.2, 2nd paragraph (c), 2nd indent reference to Annex III – section 3 10th indent 

— 3.2, 2nd paragraph (e) 

In Table ZC.3, several cross references have been corrected, e.g. the ones corresponding to: 

— 3.2, 3rd paragraph (b), 2nd indent 

— 3.2, 3rd paragraph (d) 

In the last paragraph, the warnings 1 and 2 have been grouped under the following warning: 

WARNING: The preceding text and tables are specifically intended for organizations that need to 
comply with the European Directive 98/79/EC in order to affix CE marking on their products and for 
other parties involved in that process. Other Directives might also be applicable and require a CE 
marking. 
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