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Compte-rendu de la réunion du 20 septembre 2011 
 
 

 
L’ordre du jour suivant de la réunion du 20 septembre 2011 était le suivant : 

1/  Introduction et tour de table ........................................................................................ 1 
2/  Retour d'informations du dernier groupe de travail ATEX de la commission 

européenne ................................................................................................................ 2 
3/  État de la révision de l'arrêté du 31 mars 1980 .......................................................... 5 
4/  Retour d'informations de la dernière réunion de l’IECEx et de l'UNECE .................... 5 
5/  Questions d'interprétation de la réglementation et des normes posées par les 

membres .................................................................................................................... 7 
6/  Prochaine réunion ...................................................................................................... 7 

 
 

1/ Introduction et tour de table 
Le Comité de Liaison des équipements ATEX, le CLATEX dénombre actuellement 75 
membres représentant l’ensemble des parties prenantes dans l’application des Directives 
94/9/CE et 1999/92/CE, telles que des représentants de l’administration, des fabricants, des 
utilisateurs,  des formateurs, des installateurs, de la normalisation, des organismes de 
contrôle et des organismes notifiés. 

Le Comité de Liaison des équipements ATEX est présidé par Thierry Houeix, Délégué 
Certification et Référent Technique à l’INERIS. 

La liste des membres présents est donnée en Annexe A. 

Les copies des présentations faites en séance sont en Annexe B. 

Le site internet du CLATEX sur lequel se trouve entre autre l’ensemble des comptes-rendus 
est à l’adresse suivante : http://www.developpement-durable.gouv.fr/Le-Comite-de-liaison-
des.html 
 

Aucune question complémentaire n’a été posée. 
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2/ Retour d'informations du dernier groupe de travail ATEX de la commission 
européenne 
A/ Réunion du Comité permanent du 1er juillet 2011. 

Trois documents ont été soumis à l’approbation du Comité permanent. 

Le premier référencé ATEX_SC_11-1-02 concernait les systèmes de lubrification 
automatique. En conclusion, ces systèmes de lubrification doivent être considérés comme 
des matériels électriques et à ce titre ils sont soumis à la Directive ATEX 94/9/CE. (Voir la 
feuille de considérations détaillée sur :  
http://ec.europa.eu/enterprise/sectors/mechanical/files/atex/consideration_paper-
automatically_lubricating_systems_en.pdf) 

Le second référencé ATEX_SC_11-1-03 concernait l’ajout dans les lignes directrices au 
§10.1.3 d’une mention relative au fait que le fabricant doit fournir les instructions nécessaire 
à la réparation, à la maintenance  et à la révision de l’équipement concerné… Le fabricant 
peut néanmoins indiqué que cette réparation, maintenance ou révision peut être réalisée par 
lui-même ou un réparateur qualifié ou autorisé. 
 
Le dernier document approuvé référencé ATEX_SC_11-1-04 concernait la 3ème édition des 
lignes directrices de juin 2009 mise à jour en mai 2011, accessible à l’adresse suivante : 
http://ec.europa.eu/enterprise/sectors/mechanical/documents/guidance/atex/application/inde
x_en.htm 

 

Pour mémoire, les feuilles de considérations approuvées par le comité permanent sont 
disponibles sur le site internet de la commission à l’adresse suivante : 

http://ec.europa.eu/enterprise/sectors/mechanical/documents/guidance/atex/standing-
committee/index_en.htm 

 
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011. 

La réunion a débuté par un rappel du site internet de la Commission. Le domaine relatif à la 
Directive ATEX 94/9/CE se trouve dans le secteur « Industrie mécanique » de la DG 
Entreprises et Industrie. 

 Page principale :  
http://ec.europa.eu/enterprise/sectors/mechanical/atex  

 Page des lignes directrices 
http://ec.europa.eu/enterprise/sectors/mechanical/documents/guidance/atex/application  

 Page des comptes-rendus validés du groupe de travail ATEX de 1997 à 2006 : 
http://ec.europa.eu/enterprise/sectors/mechanical/files/atex/atexwg_consminutes1997on_en.
pdf 

 Page des décisions ExNB « notés » par la commission : 
http://ec.europa.eu/enterprise/sectors/mechanical/documents/guidance/atex/clarification  

a) Rapport de l’ADCO ATEX  

La dernière réunion de l’ADCO (Coopération administrative entre les Etats membres) a eu 
lieu à Malmö (Suède) les 22-23 juin 2011. 

À l’initiative du président de l’ADCO, une campagne de contrôle avait été proposée lors de la 
réunion précédente. Le but était de contrôler 10 matériels d’un point de vue documentaire. 

Chypre, la République Tchèque, le Danemark, la Finlande, la France, l’Allemagne, la 
Hongrie, le Luxembourg,  les Pays-Bas, la Suède et la Turquie ont participé à cette 
campagne. 
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Ce qui ressort majoritairement de l’ensemble des non-conformités, c’est que la notice 
d’instruction fournie avec le produit n’est pas dans la langue du pays où le matériel est mis 
sur le marché. 

b) Directive 94/9/CE : Questions d’interprétation 

1) Contenu minimum des rapports d’essais joints à l’attestation d’examen CE de type. 
Le Royaume-Uni rapporte que certains ExNB délivrent avec l’attestation, un rapport d’essais 
très bref ou aucun rapport du tout. Il demande que le rapport d’essai soit communiqué 
systématiquement. 

L’ExNBG1 a confirmé lors de sa dernière réunion que les rapports doivent être produits pour 
étayer l’émission d’une attestation d’examen CE de type. Ces rapports peuvent être 
communiqués au client, mais seulement sur demande préalable du client. Dans tous les cas 
les rapports peuvent être consultés par l’organisme d’accréditation et l’État membre dont 
dépend l’Organisme Notifié. 

Les ExNB ont préparé un document référencé ExNB/11/400/CS définissant le compte-tenu 
d’un rapport d’essai. Le document sera soumis à l’approbation du prochain comité 
permanent afin que ceci soit incorporé aux prochaines lignes directrices. 

Les membres du CLATEX présents ont pris note de cette intention. 

2) Système de traçage 
L’Allemagne a soulevé le problème des systèmes de traçage. Certaines parties du système 
sont certifiés en tant que matériel, mais la configuration exacte qui est installée n’est pas 
forcément certifiée. Par exemple, concernant le classement en température qui en est 
responsable ? Le fabricant, le concepteur de l’installation ou l’installateur ? En effet, celui-ci 
dépend dans certain cas de la configuration du système. 

3) Risques d'explosion de brume. 
Le Royaume-Uni a reçu des informations de la France et de l’Allemagne sur la 
problématique des risques d'explosion de brume. 

La Commission a demandé au Royaume-Uni de présenter ces résultats lors de la prochaine 
réunion. 

Les membres du CLATEX présents ont pris note de cette demande. 

4) Traçabilité de l’assurance qualité des Agents Commerciaux  
Certains Agents Commerciaux ou distributeurs souhaitent que le matériel ATEX soit marqué 
à leur nom sans que le fabricant original apparaisse. 

La crainte du Royaume-Uni est que le produit fabriqué pour la compagnie B ne soit pas 
fabriqué sous système qualité examiné par NB1. Une proposition sera faite pour clarifier ce 
point et sera présenté lors de la prochaine réunion. 

  
Les membres du CLATEX présents ont pris note de cette demande. 
                                                           
1 ExNBG : Groupe des Organismes Notifiés selon la Directive ATEX 94/9/CE 
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5) Clause de sauvegarde  
Comme suite à une non-conformité d’un produit soulevé par l’Allemagne et le manque de 
preuve fourni par le fabricant, une clause de sauvegarde a été formulée pour le produit 
suivant : 

 Téléphone mobile Expert XP-Ex-1  
 fabriqué par EXPERT Intrinsic Safety Specialists, 3190 AG Hoogvliet-RT, P.O. Box 

279 
 Organisme Notifié : BKI, 1037 Budapest, Mikoviny S u 2-4 (No. 1418)  
 Certificat : BKI 09ATEX0014 X  

  

Les arguments avancés par l’Allemagne est que le produit non-ATEX et le produit ATEX sont 
identiques, ci ce n’est le marquage. 

6) Normes harmonisées ATEX. 
La nouvelle liste consolidée des normes harmonisées2 a été publiée au JOUE le 8 juin 2011. 

Cinq nouvelles normes ont été harmonisées depuis la précédente publication. 

Il doit être noté que les normes publiées par le CEN n’ont pas forcément une période de 
recouvrement de 2 ans minimum comme c’est le cas pour les normes publiées par le 
CENELEC. 

La responsabilité de la date de cessation incombe aux organismes de normalisation et la 
commission ne peut pas la modifier. 

Lors de la dernière réunion du CEN TC305, la France avait émis sont désagrément sur ce 
fait qui impose au fabricant de se mettre en conformité du jour au lendemain sans période de 
recouvrement.  

Les membres du CLATEX présents réitèrent leur demande afin qu’il existe une période de 
recouvrement minimum de deux ans comme pour les matériels électriques. 

Il est important de noté la récente publication de la norme EN ISO/IEC 80079-34:20113 qui 
va avoir un impact sur tous les produits ATEX. 

Cette norme va remplacer la norme EN 13980:2002 

c) Nouveau cadre législatif : Alignement de la 94/9/CE 

Comme suite à la parution du nouveau cadre législatif et notamment la Décision 
768/2008/CE, la Directive ATEX 94/9/CE comme neuf autres directives « nouvelles 
approches » est concernée par l’alignement vis-à-vis de cette décision. Les modifications 
apportées4 concernent essentiellement : 

 une définition des obligations des différents acteurs économiques que sont les 
fabricants, les mandataires, les importateurs, les distributeurs ; 

 une définition de la présomption de conformité ; 
                                                           
2 La liste des normes harmonisées publiée au JOUE le 8 juin 2011 est en Annexe C. 
3 EN ISO/IEC 80079-34:2011 - Application des systèmes de qualité pour la fabrication d'équipement destiné à 
être utilisé en atmosphères explosives 
4 Document de la commission ATEX_WG_11-1-05 - ATEX Directive - NLF alignment track changes 2011-01 est 
en Annexe D 
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 une définition de principe du marquage CE ; 
 une définition relative à l’autorité notifiant les organismes et la manière dont elle les 

notifie ; 
 une nouvelle clause de sauvegarde 
 une nouvelle définition des annexes III à IX 

Par contre, le contenu des Exigences Essentielles de Sécurité et de Santé définies à 
l’Annexe II de la directive, ainsi que les procédures d’évaluation de la conformité définies à 
l’Article 8 ne changent pas. 

Cependant, quelques éléments qui paraissent anodins pour la Commission vont changer : 

 le numéro de la nouvelle Directive ATEX, 
 la déclaration CE de conformité qui va être remplacée par la déclaration UE de 

conformité, du fait que nous somme dorénavant dans l’Union Européenne et non 
plus dans la Communauté Européenne, 

 l’attestation d’examen CE de type qui va être remplacé par l’attestation d’examen UE 
de type, pour les mêmes raisons. 

Pendant la période transitoire qui devrait être de 2 ans, le fabricant devra mettre à jour sa 
documentation, le détail reste à préciser. Dans tous les cas, si le matériel est modifié ou si 
les normes harmonisées évoluent et présentent des modifications majeures, il ne sera pas 
possible d’émettre un complément à une attestation d’examen CE de type. Une nouvelle 
attestation devra émise : une attestation d’examen UE de type !!!??? 

La nouvelle directive définira aussi plus précisément l’usage de la marque . De façon, à 
ce qu’il ne soit pas possible d’apposer cette marque de conformité sur un appareil qui n’entre 
pas dans le champ d’application de la Directive ATEX. 

Les membres du CLATEX présents ont pris note de ces modifications. 

3/ État de la révision de l'arrêté du 31 mars 1980 
La révision de cet arrêté est prévue mais a été différée. 

4/ Retour d'informations de la dernière réunion de l’IECEx et de l'UNECE 
Les membres du CLATEX présents ont noté que bien que le CLATEX n’a pas de légitimité 
vis-à-vis de l’IECEx et de l’UNECE, il est toujours intéressant de suivre les activités dans le 
domaine des atmosphères explosives qui se passent en dehors de l’Europe. 
 

6a/ l’IECEx 
La dernière réunion de l’IECEx s’est déroulée à Split en septembre dernier.  
30 pays sont membres de l’IECEx. 

 



Compte-rendu de la réunion du 20 septembre 2011 

03/02/2012 6 / 8 

En plus de la préparation des normes internationales, la CEI a pour mission de faciliter le 
fonctionnement des systèmes d'évaluation de conformité.  

Le système de certification de l’IECEx comporte les schémas suivant : 
1.  Le schéma de certification IECEx d'équipement 
2.  Le schéma de certification IECEx de service en entreprise 
3.  Le système IECEx des licences de marque de conformité 
4.  Le schéma de certification IECEx de personnes 

 
Dans le cadre du schéma de certification des équipements dans lequel 42 laboratoires 
d’essais sont actuellement acceptés (ExTL), un programme d’essai inter-laboratoires est 
proposés (Proficiency Testing Programs for Ex Test Lab).  

Actuellement 12 labos participent à l’ExPTP : SIRA, UL/DEMKO, INERIS, UL NBK, QPS, 
CESI, Intertek, BASEEFA, DEKRA EXAM, TESTSAFE, MSW. 

Il est actuellement prévu trois programmes : 
a) selon la CEI 60079-1, mesure de la pression d'explosion 
b) selon la CEI 60079-11, essai à l’éclateur d’un circuit électronique 
c) selon la CEI 60079-7, mesure de la température maximal de surface et 
détermination de la classe de la température d'un moteur de « e» piloté par variation 
de fréquence. 

Il a aussi été noté que ces essais inter-labo devraient être rendu obligatoires comme c’est le 
cas en IECEE5. 

Le système IECEx de licence de marque de conformité  

Ce système IECEx est un système international de conformité où une marque de conformité 
sera accordée par des organismes certificateurs approuvés par l’IECEx (ExCBs) pour un 
équipement qui est couvert par un certificat de conformité IECEx et qui sont sous la 
surveillance continue d’un ExCB. 

La marque ne sera placée que sur les produits, les emballages et les documents 
promotionnels couverts par un certificat de conformité IECEx valide délivré dans les règles 
du système IECEx. 

 
Le schéma de certification IECEx de personnes  

Ce schéma IECEx est un schéma international de conformité qui fournit aux industriels ayant 
des zones à risques d’explosion un système simple pour l'évaluation et la qualification des 
personnes possédant les pré-requis de compétence requise pour mettre en application 
correctement les exigences de sécurité basées sur la suite de normes internationales de la 
CEI couvrant les atmosphères explosives, par exemple les séries de normes CEI 60079 et 
CEI 61241. 

Le schéma de certification IECEx de personnes fournit aux industriels un système de 
qualification internationale qui est transportable au-delà des frontières. 

Ce schéma comporte 10 unités de compétence : 

Référence  Titre Limitation de portée de a) 
Unité Ex 001 Principes de base de protection en atmosphères explosives non applicables 
Unité Ex 002 Réalisation de la classification des zones dangereuses 3 
Unité Ex 003 Installation des d'équipements Ex et du câblage correspondant 1, 2, 3, 4  
Unité Ex 004 Maintenance des équipements en atmosphères explosives 1, 2, 4 
Unité Ex 005 Révision et réparation des équipements Ex 1, 2, 4 

                                                           
5 IECEE : Schéma de certification international des équipements électriques 
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Unité Ex 006 Test des installations électriques en ou lié aux atmosphères 
explosives 

3, 4 

Unité Ex 007 Réalisation d'inspection visuel et minutieuse des installations 
électriques en ou lié aux atmosphères explosives 

3, 4 

Unité Ex 008  Réalisation d'inspection détaillée des installations électriques en ou 
associé aux atmosphères explosives 

3, 4  

Unité Ex 009 Conception d'installations électriques en ou lié aux atmosphères 
explosives 

3, 4 

Unité Ex 010 Réalisation d'audit d'inspection des installations électriques en ou lié 
aux atmosphères explosives 

3, 4 

a) Limitation par : 1. Mode de protection, 2. Type de produit, 3. Groupe et 4. Tension  

Après avoir passé l’examen, chaque candidat qui a réussi avec succès recevra un certificat 
de compétence ainsi qu’une carte de compétence, de la taille d’une carte de crédit sur 
lesquels seront indiquées ses unités de compétence. 

Seulement trois organismes sont acceptés pour le moment (BASEEFA, SIRA et INERIS) et 
deux autres suivent (KEMA et NEMKO). 

6b l’UNECE :  
L’UNECE est la Commission Economique des Nations Unies pour l’Europe en favorisant, 
entre autres, les échanges entre les différents États membres en rédigeant des documents 
définissant des objectifs règlementaires communs. 

De façon à faciliter la libre circulation des produits destinés aux atmosphères explosives, 
l’UNECE a élaboré un document définissant des objectifs règlementaires communs (CRO : 
Common Regulatory Objectives)6 

Par ailleurs, l’UNECE a validé le schéma de certification IECEx comme répondant à ces 
exigences7 

5/  Questions d'interprétation de la réglementation et des normes posées par les 
membres 
Question posée par Thomas LAUZIER des Apave: 

Dans le rapport de juin 2008 une réponse a été formulé par le CLATEX qu’il n’est possible 
d’utiliser un détecteur de gaz afin de protéger un équipement en zone 2. Il me semble que la 
réponse occulte une partie de la réglementation, et notamment l'arrêté du 8 juillet 2003 qui 
permet de laisser la possibilité au chef d'établissement d'implanter ce matériel, sous couvert 
d'une analyse de risques justifiée dans le DRPCE. 
 
Réponse du CLATEX : Les membres du CLATEX, renouvellent leur réponse à savoir « Cette 
disposition permettant l’utilisation de matériels électriques non protégés vis à vis des 
explosions ne répond pas aux exigences de l’’arrêté du 28 juillet 2003 fixant les conditions 
d’installation des matériels électriques dans les emplacements où des atmosphères 
explosives peuvent se présenter. En effet, l’article 3 précise que dans les zones 2, le 
matériel doit être du matériel de catégorie 1G, 2G ou 3G conforme aux dispositions du 
décret 96-1010 ».  
 

6/ Prochaine réunion 
La prochaine réunion est fixée au : 
 
 
 

7 février 2012 à 9h30 
La Défense – Grande Arche 

 

                                                           
6 UNECE /SIEEE Common Regulatory Objectives  
7 http://www.unece.org/press/pr2009/09trade_p11e.htm 



Compte-rendu de la réunion du 20 septembre 2011 

03/02/2012 8 / 8 

 
 
 
 

Liste des annexes 
A. Listes des membres présents 
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Comité de Liaison des équipements ATEX


Réunion du 20 septembre 2011


La Défense, Grande Arche


Ordre du jour
1/ Tour de table
2/ Retour d'informations du dernier groupe de travail ATEX de la 


commission européenne: Standing Committee + WG ATEXg
3/ Évolution des normes de conception de matériel Ex
4/ Informations  sur l’IECEx et l'UNECE
5/Questions d'interprétation de la réglementation et des normes 


posées par les membres







Réunion du CLATEX du 20 septembre 2011
Annexe B 


2


1/ Tour de table
Le Comité de Liaison ATEX dénombre 75 membres :
 Représentants de l’administration
 Représentants des fabricantsReprésentants des fabricants
 Représentants des utilisateurs
 Représentants des formateurs
 Représentants des installateurs
 Représentants de la normalisation
 Représentants des organismes de contrôle
 Représentants des Organismes NotifiésReprésentants des Organismes Notifiés


 Répartis de la façon suivante : 
Fabricants     31 membres Tiers 27 membres 
Utilisateurs  13 membres Non classé     1 membre 
Ministères      3 membres soit un total de 75 membres 


Ordre du jour
1/ Tour de table
2/ Retour d'informations du dernier groupe de travail ATEX de la 


commission européenne: Standing Committee + WG ATEXg
3/ Évolution des normes de conception de matériel Ex
4/ Informations  sur l’IECEx et l'UNECE
5/Questions d'interprétation de la réglementation et des normes 


posées par les membres
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2/ Standing Committee + WG ATEX
A/ Comité permanent du 1er juillet 2011
 Trois documents étaient à valider


B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.B/ Réunion du Groupe de Travail ATEX du 1 juillet 2011.
Le site de la Commission
 Page principale : 
 http://ec.europa.eu/enterprise/sectors/mechanical/atex
 Page des lignes directrices
 http://ec.europa.eu/enterprise/sectors/mechanical/document


s/guidance/atex/applicationg pp
 Page des comptes-rendus validés du groupe de travail ATEX 


de 1997 à 2006 :
 http://ec.europa.eu/enterprise/sectors/mechanical/files/atex


/atexwg_consminutes1997on_en.pdf


2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Rapport de l’ADCO ATEX
 dernière réunion a eu lieu à Malmö (Suède) le 22-23 juindernière réunion a eu lieu à Malmö (Suède) le 22 23 juin 


2011.
 À l’initiative du président de l’ADCO une campagne de 


contrôle avait été proposée lors de la réunion précédente.
 Le but était de contrôler 10 matériels d’un point de vue 


documentaire.
 Ont participé à cette campagne Chypre, la République 


Tchèque le Danemark la Finlande la France l’Allemagne laTchèque, le Danemark, la Finlande, la France, l’Allemagne, la 
Hongrie, le Luxembourg,  les Pays-Bas, la Suède et la Turquie.


 Ce qui ressort majoritaire c’est que la notice d’instruction 
fournie avec le produit n’est pas dans la langue du pays où le 
matériel est mis sur le marché.
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2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Directive 94/9/EC : Questions d’interprétation
 Contenu minimum des rapports d’essais joints avec AECE.Contenu minimum des rapports d essais joints avec AECE.


• L’ExNBG a confirmé que les rapports doivent être produits 
pour étayer l’émission d’une AECE. Ces rapports peuvent 
être communiqués au client, mais seulement sur demande 
préalable du client. Dans tous les cas les rapports peuvent 
être consultés par l’organisme d’accréditation et l’État 
membre dont dépend l’Organisme Notifié


• Le contenu d’un rapport d’essai est défini dans le• Le contenu d un rapport d essai est défini dans le 
document ExNB/11/400/CS.


2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Directive 94/9/EC : Questions d’interprétation
 Système de traçageSystème de traçage


• L’Allemagne a soulevé le problème des systèmes de 
traçage 


• Certaines parties du système sont certifiés en tant que 
matériel, mais la configuration exacte qui est installée 
n’est pas forcément certifiée


• Par exemple, concernant le classement en température qui 
est responsable car celui ci dépend dans certain cas de laest responsable car celui-ci dépend dans certain cas de la 
configuration du système :


– Le fabricant
– Le concepteur
– Ou l’installateur?
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2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Directive 94/9/EC : Questions d’interprétation
 Risques d'explosion de brume.Risques d explosion de brume.


• Le ROYAUME-UNI a présenté un document avec un certain 
nombre de questions aux membres du comité sur des 
risques d'explosion de brume, afin d'obtenir plus 
d'information sur la question, telles que des conseils 
nationaux, des projets de recherche, des recommandations 
pour la protection, etc.


• La Commission a renouvelé sa demande aux membres• La Commission a renouvelé sa demande aux membres 
pour leurs contributions et commentaires sur la question 
pour la prochaine réunion de GT d'ATEX.


• La France a envoyé sa contribution


2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Directive 94/9/EC : Questions d’interprétation
 Traçabilité de l’assurance qualité des Agents CommerciauxTraçabilité de l assurance qualité des Agents Commerciaux
 Certains Agents Commerciaux ou distributeurs souhaitent que 


le matériel ATEX soit marqué à leur nom sans que le fabricant 
original apparaisse


Company B


Trade


‘Trade 
Agent’


Company A


ORIGINAL


‘Actual
Producer


Notified Body


NB3


Notified Body


NB1Notified Body


NB2


QANOriginal 
EC-Type 


Exam


QANEC-Type 
Exam
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2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Directive 94/9/EC : Questions d’interprétation
 Traçabilité de l’assurance qualité des Agents CommerciauxTraçabilité de l assurance qualité des Agents Commerciaux
 La crainte du Royaume-Uni est que le produit fabriqué pour la 


compagnie B ne soit pas fabriqué sous système qualité 
examiné par NB1


Company B


Trade


‘Trade 
Agent’


Company A


ORIGINAL


‘Actual
Producer


Notified Body


NB3


Notified Body


NB1Notified Body


NB2


QANOriginal 
EC-Type 


Exam


QANEC-Type 
Exam


2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Clause de sauvegarde 
 Téléphone mobile Expert XP-Ex-1Téléphone mobile Expert XP Ex 1 
 fabriqué par EXPERT Intrinsic Safety Specialists, 3190 AG 


Hoogvliet-RT, P.O. Box 279
 Organisme Notifié : BKI, 1037 Budapest, Mikoviny S u 2-4 (No. 


1418)
 Certificat : BKI 09ATEX0014 X
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2/ Standing Committee + WG ATEX


Earthing clamps with and without cord No/Yes No own source of ignition and for additional 


B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Directive 94/9/EC : Borderline list


g p / g
considerations see note 2.
[Should be assessed on a case-by-case basis 
to determine if the design of the equipment 
contains any potential ignition sources.]


Sight glasses. No No own source of ignition


Automatic lubrication systems Yes (El.) Yes: if it has one or two electric battery cells 
above the values specified in EN 60079-11, 
Chapter 3.11 and 5.7 
In the closed compartment the plus- minus-
poles are in contact with a gel and the 
production of gas is activated by an electric 
short circuit (1)


Doors No No: The doors are considered as a part of the 
fixed walls and are not operated in the presence 
of explosive atmospheres.
For additional considerations see note 2.


2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Normalisation
 Normes harmonisées ATEX.Normes harmonisées ATEX.


• La nouvelle liste consolidée des normes harmonisées a été 
publiée au JOUE le 8 juin 2011


• La norme EN 1010-1:2004+A1:2010,
EN 14034-1:2004+A1:2011, EN 14034-2:2006+A1:2011,
EN 14034-3:2006+A1:2011, EN 14034-4:2004+A1:2011,
EN 14681:2006+A1:2010,
EN 60079-15:2010 EN 60079-25:2010EN 60079-15:2010, EN 60079-25:2010, 
EN 60079-29-4:2010


• Attention ! Les normes CEN n’ont pas forcément une 
période de recouvrement de 3 ans comme cela peut-être 
pour les normes CENELEC.
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2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Normalisation
 Nouvelle norme qui vient juste d’être publiée et qui va avoirNouvelle norme qui vient juste d être publiée et qui va avoir 


un impact sur tous les produits ATEX:
• EN ISO/IEC 80079-34:2011


Application des systèmes de qualité pour la fabrication 
d'équipement destiné à être utilisé en atmosphères 
explosives


• Cette norme va remplacer la norme EN 13980:2002


2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Nouveau cadre législatif : alignement de la 94/9/CE
 ATEX WG/11/01/05ATEX_WG/11/01/05


• Aucun changement des EESS
• Aucun changement des procédures d’évaluation. Il n’y aura 


pas de certification par un ON des appareils de catégorie 3
• Seules des dispositions concernant la manière de notifier 


les organismes et la manière de mettre en œuvre les 
relations entre les États membres changent


l d f• Mais aussi quelques termes, du fait que nous sommes 
dans l’Union Européenne et non plus dans la Communauté 
Européenne un certain nombre de termes changera :


– Le fabricant rédigera un déclaration UE de conformité
– L’ON émettra une attestation d’examen UE de type
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2/ Standing Committee + WG ATEX
B/ Réunion du Groupe de Travail ATEX du 1er juillet 2011.
Nouveau cadre législatif : alignement de la 94/9/CE


• Pendant la période transitoire qui devrait être de 2 ans, lePendant la période transitoire qui devrait être de 2 ans, le 
fabricant devra mettre à jour sa documentation, le détail 
reste à préciser. Dans tous les cas, il ne sera pas possible 
d’émettre un complément à une attestation d’examen CE 
de type. Une nouvelle attestation devra émise :


– une attestation d’examen UE de type !!!???
• Ce texte définira aussi plus précisément l’usage de la 


marque De façon à ce qu’il ne soit pas possiblemarque     . De façon, à ce qu il ne soit pas possible 
d’apposer cette marque de conformité sur un appareil qui 
n’entre pas dans le champ d’application de la Directive 
ATEX.


• Le nouveau texte devrait être publié courant septembre


Ordre du jour
1/ Tour de table
2/ Retour d'informations du dernier groupe de travail ATEX de la 


commission européenne: Standing Committee + WG ATEXg
3/ Évolution des normes de conception de matériel Ex
4/ Informations  sur l’IECEx et l'UNECE
5/Questions d'interprétation de la réglementation et des normes 


posées par les membres
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3/ Evolution des normes de conception de matériel 
Ex
La dernière liste des normes harmonisée a été publiée au JOUE le 8 


juin 2011.


Les normes qui sont harmonisées pour la première fois sont :
 EN 1010-1:2004+A1:2010,
 EN 14034-1:2004+A1:2011,
 EN 14034-2:2006+A1:2011,
 EN 14034-3:2006+A1:2011,
 EN 14034-4:2004+A1:2011,
 EN 14681:2006+A1:2010,
 EN 60079-15:2010,
 EN 60079-25:2010,
 EN 60079-29-4:2010.


Exigences pour le fabricant
Le fabricant doit vérifier avant la date de cessation de conformité si 


son produit est concerné par les modifications identifiées en tant 
que 'extension' ou 'majeure'. 


Une Annexe relative aux modifications significatives est présente 
dans chacune des nouvelles normes. Concernant, les normes 
publiées sans cette annexe, les ExNB ont récemment publié un 
document relatif aux modifications introduites par ces 
différentes normes. 


ExNB10-388


. 
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Procédure
La procédure d'évaluation que le fabricant doit entreprendre est 


résumée ci-après :
1. Évaluer l'impact des nouvelles normes harmonisées sur le 


produit
2. Lorsque un équipement est concerné par les modifications 


identifiées en tant que 'majeure', le dossier de certification doit 
être mis à jour, incluant le cas échéant une mise à jour de 
l'attestation d'examen CE de type.


3. Lorsque un équipement est concerné uniquement par des 
modifications mineures ou extension, seule la déclaration CEmodifications mineures ou extension, seule la déclaration CE 
doit être mise à jour, de façon à indiquer à l'utilisateur et aux 
autorités que le produit n'est pas impacté par les extensions ou 
les modifications majeures introduites par les nouvelles normes 
harmonisées


Petit rappel sur le marquage introduit par la norme 
EN 60079-0:2009


 Les exigences relatives aux atmosphères de poussières 
explosives ont été transférées de la CEI 61241-0 et création 
du Groupe III pour définir les atmosphères poussiéreuses


• IIIA : Particules combustibles en suspension
• IIIB : Poussières non conductrices
• IIIC : Poussières conductrices.


 Le niveau de protection du matériel (EPL : Equipment 
Protection Level) a été introduit. 


• Ma, Mb
b• Ga, Gb, Gc


• Da, Db, Dc
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ATEX EN 60079 0:2006 EN 60079 0:2009 marquage alternatif


La norme EN60079-0:2009
 Quelques exemples de marquage


ATEX EN 60079-0:2006 EN 60079-0:2009 marquage alternatif 


II 2(1) G   Ex d[ia IIC] IIB T6 Ex d[ia IIC Ga] IIB T6 Gb Ex db[ia IIC] IIB T6 


II 2(1) D   Ex tD[iaD] A21 IP65 T120ºC Ex tb[ia Da] IIIC T120 ºC Db Ex tb[ia] IIIC T120 ºC  


II 1 G  Ex d+e IIB T4 Ga Ex d+e IIB T4 Ga  Non possible 


II 2 G  Ex ia IIC T4  Ex ia IIC T4 Gb Ex ib IIC T4 


II 2 G Ex e II T4 Ex e IIC T4 Gb Ex eb IIC T4 
 


La norme EN60079-0
 Un tableau de correspondance est introduit : 


EN 60079 0 Directive 94/9/EC EN 60079 10 XEN 60079-0 Directive 94/9/EC EN 60079-10-X


EPL Group Equipment Group
Equipment
Category


Zones


Ma
I I


M1
NA


Mb M2


Ga


II


II


1G 0


Gb 2G 1


Gc 3G 2


Da


III


1D 20


Db 2D 21


Dc 3D 22
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La norme EN60079-0
 Il est rappelé que le marquage gaz et poussière doit être 


séparé pour éviter toute ambigüité : 


II 1 G – Ex ia IIB  120°C
II 1 D – Ex ia IIIC  T120°C


 Ou alternativement


II 1 G D
Ex ia IIB  120°C Ga
Ex ia IIIC T120°C Da


Ordre du jour
1/ Tour de table
2/ Retour d'informations du dernier groupe de travail ATEX de la 


commission européenne: Standing Committee + WG ATEXg
3/ Évolution des normes de conception de matériel Ex
4/ Informations  sur l’IECEx et l'UNECE
5/Questions d'interprétation de la réglementation et des normes 


posées par les membres
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4a/ l’IECEx


La dernière réunion de l’IECEx s’est déroulée la semaine dernière
 30 pays sont membres de l’IECEx30 pays sont membres de l IECEx


IECEx Scheme – Managing Committee


Australia (AU) 
 


India (IN) Singapore (SG) 
 


Brazil (BR) 
 


Italy (IT) Slovenia (SI) 
 


Canada (CA) Japan (JP) South Africa (ZA)Canada (CA) 
 


Japan (JP) South Africa (ZA)
 


China (CN) 
 


Korea (KR) Sweden (SE) 
 


Croatia (HR) 
 


Malaysia (MY) Switzerland (CH) 
 


Czech Republic 
(CZ)  


Netherlands (NL) 
 


Turkey (TR) 
 


Denmark (DK) 
 


New Zealand (NZ)
 


United Kingdom 
(GB)  


Finland (FI) Norway (NO) United States of 
A i (US) America (US)  


France (FR) 
 


Poland (PL)   


Germany (DE) 
 


Romania (RO)   


Hungary (HU) 
 


Russia (RU)   
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Système de certification international IECEx
En plus de la préparation des normes internationales, la CEI facilite 


le fonctionnement des systèmes d'évaluation de conformité. 
Le système de certification de l’IECEx comporte les schémas suivant 


:


 Le schéma de certification IECEx d'équipement
 Le schéma de certification IECEx de service en entreprise
 Le système IECEx des licences de marque de conformité
 Le schéma de certification IECEx de personnes


Le système IECEx de licence de marque de 
conformité
Ce système IECEx est un système international de conformité où 


une marque de conformité sera accordée par des organismes 
certificateurs approuvés par l’IECEx (ExCBs) pour l'équipement 


f d f équi est couvert par un certificat de conformité IECEx et qui sont 
sous la surveillance continue par ExCBs.


La marque sera seulement placée sur les produits ou sur les 
emballages et les documents promotionnels couverts par un 
certificat de conformité valide IECEx délivré dans les règles du 
système IECEx.y
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Le schéma de certification IECEx de personnes
Ce schéma IECEx est un schéma international de conformité qui 


fournit aux industries Ex un système simple pour l'évaluation et 
la qualification des personnes possédant les pré-requis de 


é l lcompétence requise pour mettre en application correctement les 
exigences de sécurité basées sur la suite de normes 
internationales de la CEI couvrant les atmosphères explosives, 
par exemple les séries de normes CEI 60079 et CEI 61241.


Le schéma de certification IECEx de personnes fournit aux 
industries Ex un système de qualification international qui est 
transportable à travers les frontières.


Unités de compétence


Référence Titre Limitation de 
portée de a)


Unité Ex 001 Principes de base de protection en atmosphères explosives non 
applicables


Unité Ex 002 Réalisation de la classification des zones dangereuses 3
Unité Ex 003 Installation des d'équipements Ex et du câblage correspondant 1, 2, 3, 4 
Unité Ex 004 Maintenance des équipements en atmosphères explosives 1, 2, 4
Unité Ex 005 Révision et réparation des équipements Ex 1, 2, 4
Unité Ex 006 Test des installations électriques en ou lié aux atmosphères explosives 3, 4
Unité Ex 007 Réalisation d'inspection visuel et minutieuse des installations électriques en 


ou lié aux atmosphères explosives
3, 4


p p


Unité Ex 008 Réalisation d'inspection détaillée des installations électriques en ou associé 
aux atmosphères explosives


3, 4 


Unité Ex 009 Conception d'installations électriques en ou lié aux atmosphères explosives 3, 4
Unité Ex 010 Réalisation d'audit d'inspection des installations électriques en ou lié aux 


atmosphères explosives
3, 4


a) Limitation par : 1. Mode de protection, 2. Type de produit, 3. Groupe et 4. Tension
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4b l’UNECE Commission Economique des Nations 
Unies pour l’Europe


Objectifs règlementaire commun
De façon à faciliter la libre circulation des produits destinés aux 


atmosphères explosives, l’UNECE a élaboré un document 
définissant des Objectifs règlementaires communs (CRO : 


l b )Common Regulatory Objectives)
Le texte est disponible à l’adresse suivante : 
http://www.unece.org/trade/wp6/SectoralInitiatives/EquipmentFor


ExplosiveEnvironment/SIEEE_CROs_2009.pdf
Le schéma de certification accepté par l’UNECE est :
L’IECEx
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Ordre du jour
1/ Tour de table
2/ Retour d'informations du dernier groupe de travail ATEX de la 


commission européenne: Standing Committee + WG ATEXg
3/ Évolution des normes de conception de matériel Ex
4/ Informations  sur l’IECEx et l'UNECE
5/Questions d'interprétation de la réglementation et des normes 


posées par les membres


5/ Questions d'interprétation de la réglementation 
et des normes posées par les membres


 Question de Thomas LAUZIER des Apave
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Le site internet du CLATEX :
http://www.developpement-durable.gouv.fr/Le-Comite-de-


liaison-des.html








Communication de la Commission dans le cadre de la mise en oeuvre de la directive 94/9/CE du 
Parlement européen et du Conseil, concernant le rapprochement des législations des États membres 
pour les appareils et les systèmes de protection destinés à être utilisés en atmosphères explosibles 


(Texte présentant de l'intérêt pour l'EEE) 


(Publication des titres et des références des normes harmonisées au titre de la directive) 


(2011/C 168/02) 


OEN ( 1 ) Référence et titre de la norme harmonisée 
(et document de référence) Première publication JO Référence de la norme 


remplacée 


Date de cessation de la 
présomption de conformité de la 


norme remplacée 
Note 1 


CEN EN 1010-1:2004+A1:2010 
Sécurité des machines — Prescriptions de 
sécurité pour la conception et la construction 
de machines d'impression et de transforma
tion du papier — Partie 1: Prescriptions 
communes 


Ceci est la première publication EN 1010-1:2004 
Note 2.1 


La date de cette publication 


CEN EN 1010-2:2006+A1:2010 
Sécurité des machines — Prescriptions de 
sécurité pour la conception et la construction 
de machines d'impression et de transforma
tion du papier — Partie 2: Machines d'impres
sion et de vernissage y compris les machines 
et les équipements de pré-press 


4.2.2011 EN 1010-2:2006 
Note 2.1 


Date dépassée 
(28.2.2011) 


CEN EN 1127-1:2007 
Atmosphères explosives — Prévention de 
l'explosion et protection contre l'explosion 
— Partie 1: Notions fondamentales et métho
dologie 


11.4.2008 EN 1127-1:1997 
Note 2.1 


Date dépassée 
(28.12.2009) 


CEN EN 1127-2:2002+A1:2008 
Atmosphères explosives — Prévention de 
l'explosion et protection contre l'explosion 
— Partie 2: Notions fondamentales et métho
dologie dans l'exploitation des mines 


20.8.2008 EN 1127-2:2002 
Note 2.1 


Date dépassée 
(28.12.2009) 


CEN EN 1710:2005+A1:2008 
Appareils et composants destinés à être 
utilisés dans les mines souterraines grisou
teuses 


20.8.2008 EN 1710:2005 
Note 2.1 


Date dépassée 
(28.12.2009) 


EN 1710:2005+A1:2008/AC:2010 


CEN EN 1755:2000+A1:2009 
Sécurité des chariots de manutention — Fonc
tionnement en atmosphères explosibles — 
Utilisation dans des atmosphères, inflamma
bles dues à la présence de gaz, de vapeurs, 
brouillards ou poussières inflammables 


16.4.2010 EN 1755:2000 
Note 2.1 


Date dépassée 
(16.4.2010) 


CEN EN 1834-1:2000 
Moteurs alternatifs à combustion interne — 
Prescriptions de sécurité pour la conception 
et la construction des moteurs fonctionnant 
en atmosphère explosible — Partie 1: 
Moteurs du groupe II utilisés dans des atmo
sphères de gaz et de vapeurs inflammables 


21.7.2001 


CEN EN 1834-2:2000 
Moteurs alternatifs à combustion interne — 
Prescriptions de sécurité pour la conception 
et la construction des moteurs fonctionnant 
en atmosphère explosible — Partie 2: 
Moteurs du groupe I utilisés dans des 
travaux souterrains dans des atmosphères 
grisouteuses avec ou sans poussières inflam
mables 


21.7.2001
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OEN ( 1 ) Référence et titre de la norme harmonisée 
(et document de référence) Première publication JO Référence de la norme 


remplacée 


Date de cessation de la 
présomption de conformité de la 


norme remplacée 
Note 1 


CEN EN 1834-3:2000 
Moteurs alternatifs à combustion interne — 
Prescriptions de sécurité pour la conception 
et la construction des moteurs fonctionnant 
en atmosphère explosible — Partie 3: 
Moteurs du groupe II utilisés dans des atmo
sphères de poussières inflammables 


21.7.2001 


CEN EN 1839:2003 
Determination des limites d'explosivité des gaz 
et des vapeurs 


12.8.2004 


CEN EN 12581:2005+A1:2010 
Installations d'application — Installations au 
trempé et par électrodéposition de produits 
de revêtements organiques liquides — Pres
criptions de sécurité 


17.9.2010 EN 12581:2005 
Note 2.1 


Date dépassée 
(31.12.2010) 


CEN EN 12621:2006+A1:2010 
Installations d'alimentation et de circulation de 
produits de revêtement sous pression — Pres
criptions de sécurité 


17.9.2010 EN 12621:2006 
Note 2.1 


Date dépassée 
(31.12.2010) 


CEN EN 12757-1:2005+A1:2010 
Machines à homogénéiser des produits de 
revêtement — Prescriptions de sécurité — 
Partie 1: Machines à homogénéiser destinées 
à être utilisées pour la réfection des peintures 
d'automobiles 


17.9.2010 EN 12757-1:2005 
Note 2.1 


Date dépassée 
(31.12.2010) 


CEN EN 13012:2001 
Stations service — Construction et perfor
mances des pistolets automatiques de remplis
sage utilisés sur les distributeurs de carburant 


22.1.2002 


CEN EN 13160-1:2003 
Systèmes de détection de fuites — Partie 1: 
Principes généraux 


14.8.2003 


CEN EN 13237:2003 
Atmosphères explosibles — Termes et défini
tions pour les appareils et systèmes de protec
tion destinés à être utilisés en atmosphères 
explosibles 


14.8.2003 


CEN EN 13463-1:2009 
Appareils non électriques destinés à être 
utilisés en atmosphères explosibles — Partie 
1: Prescriptions et méthodologie 


16.4.2010 EN 13463-1:2001 
Note 2.1 


Date dépassée 
(31.12.2010) 


CEN EN 13463-2:2004 
Appareils non électriques destinés à être 
utilisés en atmosphères explosibles — Partie 
2: Protection par enveloppe à circulation 
limitée «fr» 


30.11.2005 


CEN EN 13463-3:2005 
Appareils non électriques destinés à être 
utilisés en atmosphères explosibles — Partie 
3: protection par enveloppe antidéflagrante «d» 


30.11.2005 


CEN EN 13463-5:2003 
Appareils non électriques destinés à être 
utilisés en atmosphères explosibles — Partie 
5: Protection par sécurité de construction «c» 


12.8.2004
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OEN ( 1 ) Référence et titre de la norme harmonisée 
(et document de référence) Première publication JO Référence de la norme 


remplacée 


Date de cessation de la 
présomption de conformité de la 


norme remplacée 
Note 1 


CEN EN 13463-6:2005 
Appareils non électriques destinés à être 
utilisés en atmosphères explosibles — Partie 
6: Protection par contrôle de la source 
d'inflammation «b» 


30.11.2005 


CEN EN 13463-8:2003 
Appareils non électriques destinés à être 
utilisés en atmosphères explosibles — Partie 
8: Protection par immersion dans un liquide 
«k» 


12.8.2004 


CEN EN 13616:2004 
Dispositifs limiteurs de remplissage pour 
réservoirs statiques pour carburants pétroliers 
liquides 


9.3.2006 


EN 13616:2004/AC:2006 


CEN EN 13617-1:2004+A1:2009 
Stations-service — Partie 1: Exigences relatives 
à la construction et aux performances de sécu
rité des distributeurs à pompe immergée, 
distributeurs de carburants et unités de 
pompage à distance 


7.7.2010 EN 13617-1:2004 
Note 2.1 


Date dépassée 
(31.12.2010) 


CEN EN 13617-2:2004 
Stations-service — Partie 2: Exigences de sécu
rité relatives à la construction et aux perfor
mances des raccords cassants utilisés pour les 
distributeurs de carburant 


30.11.2005 


CEN EN 13617-3:2004 
Stations-service — Partie 3: Exigences de sécu
rité relatives à la construction et aux perfor
mances des raccords de sécurité 


30.11.2005 


CEN EN 13673-1:2003 
Détermination de la pression maximale 
d'explosion et de la vitesse maximale de 
montée en pression des gaz et vapeurs — 
Partie 1: Détermination de la pression maxi
male d'explosion 


14.8.2003 


CEN EN 13673-2:2005 
Détermination de la pression maximale 
d'explosion et de la vitesse maximale de 
montée en pression des gaz et des vapeurs 
— Partie 2: Détermination de la vitesse maxi
male de montée en pression 


30.11.2005 


CEN EN 13760:2003 
Dispositif de remplissage GPL pour véhicules 
légers et poids lourds — Pistolet: conditions 
d'essais et dimensions 


24.1.2004 


CEN EN 13821:2002 
Atmosphères explosibles — Prévention et 
protection contre l'explosion — Détermina
tion de l'énergie minimale d'inflammation 
des mélanges poussière/air 


20.5.2003
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OEN ( 1 ) Référence et titre de la norme harmonisée 
(et document de référence) Première publication JO Référence de la norme 


remplacée 


Date de cessation de la 
présomption de conformité de la 


norme remplacée 
Note 1 


CEN EN 13980:2002 
Atmosphères explosibles — Application des 
systèmes qualité 


20.5.2003 


CEN EN 14034-1:2004+A1:2011 
Détermination des caractéristiques d'explosion 
des nuages de poussière — Partie 1: Détermi
nation de la pression maximale d'explosion 
pmax des nuages de poussière 


Ceci est la première publication EN 14034-1:2004 
Note 2.1 


31.7.2011 


CEN EN 14034-2:2006+A1:2011 
Détermination des caractéristiques d'explosion 
des nuages de poussière — Partie 2: Détermi
nation de la vitesse maximale de montée en 
pression d'explosion (dp/dt)max des nuages de 
poussière 


Ceci est la première publication EN 14034-2:2006 
Note 2.1 


31.7.2011 


CEN EN 14034-3:2006+A1:2011 
Détermination des caractéristiques d'explosion 
des nuages de poussière — Partie 3: Détermi
nation de la limite inférieure d'explosivité LIE 
des nuages de poussière 


Ceci est la première publication EN 14034-3:2006 
Note 2.1 


31.7.2011 


CEN EN 14034-4:2004+A1:2011 
Détermination des caractéristiques d'explosion 
des nuages de poussière — Partie 4: Détermi
nation de la concentration limite en oxygène 
CLO des nuages de poussière 


Ceci est la première publication EN 14034-4:2004 
Note 2.1 


31.7.2011 


CEN EN 14373:2005 
Systèmes de suppression d'explosion 


9.3.2006 


CEN EN 14460:2006 
Appareil résistant à l'explosion 


15.12.2006 


CEN EN 14491:2006 
Systèmes de protection par évent contre les 
explosions de poussières 


20.7.2006 


EN 14491:2006/AC:2008 


CEN EN 14492-1:2006+A1:2009 
Appareils de levage à charge suspendue — 
Treuils et palans motorisés — Partie 1: 
Treuils motorisés 


16.4.2010 EN 14492-1:2006 
Note 2.1 


Date dépassée 
(30.4.2010) 


EN 14492-1:2006+A1:2009/AC:2010 


CEN EN 14492-2:2006+A1:2009 
Appareils de levage à charge suspendue — 
Treuils et palans motorisés — Partie 2: 
Palans motorisés 


16.4.2010 EN 14492-2:2006 
Note 2.1 


Date dépassée 
(16.4.2010) 


EN 14492-2:2006+A1:2009/AC:2010 


CEN EN 14522:2005 
Détermination de la température d'auto-allu
mage des gaz et des vapeurs 


30.11.2005
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remplacée 
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présomption de conformité de la 


norme remplacée 
Note 1 


CEN EN 14591-1:2004 
Protection contre l'explosion dans les mines 
souterraines — Systèmes de protection — 
Partie 1: Sas d'aérage résistant à 2 bar 


9.3.2006 


EN 14591-1:2004/AC:2006 


CEN EN 14591-2:2007 
Protection contre l'explosion dans les mines 
souterraines — Systèmes de protection — 
Partie 2: Arrêts-barrages passifs à bacs à l'eau 


12.12.2007 


EN 14591-2:2007/AC:2008 


CEN EN 14591-4:2007 
Protection contre l'explosion dans les mines 
souterraines — Systèmes de protection — 
Partie 4: Installation d'extinction automatique 
d'explosion pour machines à attaque ponc
tuelle 


12.12.2007 


EN 14591-4:2007/AC:2008 


CEN EN 14677:2008 
Sécurité des machines — Métallurgie secon
daire — Machines et équipements pour traite
ment d'acier liquide 


20.8.2008 


CEN EN 14678-1:2006+A1:2009 
Équipements pour GPL et leurs accessoires — 
Construction et caractéristiques des équipe
ments GPL dans les stations-service — Partie 
1: Distributeurs 


16.4.2010 EN 14678-1:2006 
Note 2.1 


Date dépassée 
(16.4.2010) 


CEN EN 14681:2006+A1:2010 
Sécurité des machines — Exigences de sécurité 
pour les machines et les équipements pour la 
production d'acier par four à arc électrique 


Ceci est la première publication EN 14681:2006 
Note 2.1 


La date de cette publication 


CEN EN 14756:2006 
Détermination de la concentration limite en 
oxygène (CLO) des gaz et des vapeurs inflam
mable 


12.12.2007 


CEN EN 14797:2006 
Dispositifs de décharge d'explosion 


12.12.2007 


CEN EN 14973:2006+A1:2008 
Courroies transporteuses pour usage dans les 
installations souterraines — Exigences de 
sécurité électrique et protection contre 
l'inflammabilité 


7.7.2010 EN 14973:2006 
Note 2.1 


Date dépassée 
(31.12.2010) 


CEN EN 14983:2007 
Protection contre l'explosion dans les mines 
souterraines — Appareils et systèmes de 
protection destinés au captage du grisou 


12.12.2007 


CEN EN 14986:2007 
Conception des ventilateurs pour les atmo
sphères explosibles 


12.12.2007
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(et document de référence) Première publication JO Référence de la norme 


remplacée 


Date de cessation de la 
présomption de conformité de la 


norme remplacée 
Note 1 


CEN EN 14994:2007 
Systèmes de protection par évent contre les 
explosions de gaz 


12.12.2007 


CEN EN 15089:2009 
Systèmes d'isolement d'explosion 


16.4.2010 


CEN EN 15188:2007 
Détermination de l'aptitude à l'auto-inflamma
tion des accumulations de poussières 


12.12.2007 


CEN EN 15198:2007 
Méthodes pour l'évaluation du risque d'inflam
mation des appareils et des composants non 
électriques destinés à être utilisés en atmo
sphères explosibles 


12.12.2007 


CEN EN 15233:2007 
Méthodologie relative à l'évaluation de la sécu
rité fonctionnelle des systèmes de protection 
pour atmosphères explosibles 


12.12.2007 


CEN EN 15268:2008 
Stations-service — Prescriptions de sécurité 
pour la construction des assemblages de 
pompes immergées 


27.1.2009 


CEN EN 15794:2009 
Détermination des points d'explosion des 
liquides inflammables 


16.4.2010 


CEN EN ISO 16852:2010 
Arrête-flammes — Exigences de performance, 
méthodes d'essai et limites d'utilisation (ISO 
16852:2008, Cor 1:2008 et Cor 2:2009 
inclus) 


17.9.2010 EN 12874:2001 
Note 2.1 


Date dépassée 
(31.12.2010) 


Cenelec EN 50050:2006 
Appareillage électrique pour atmosphères 
explosibles — Équipement manuel de projec
tion électrostatique 


20.8.2008 


Cenelec EN 50104:2010 
Appareils électriques de détection et de 
mesure de l'oxygène — Règles de performance 
et méthodes d'essai 


4.2.2011 EN 50104:2002 
et son amendement 


Note 2.1 


1.6.2013 


Cenelec EN 50176:2009 
Matériels stationnaires de projection élec
trostatique de produit liquide de revêtement 
inflammable — Exigences de sécurité 


16.4.2010 


Cenelec EN 50177:2009 
Matériels stationnaires de projection élec
trostatique de poudres de revêtement inflam
mables — Exigences de sécurité 


16.4.2010 


Cenelec EN 50223:2010 
Matériel fixe de projection électrostatique de 
flock inflammable — Exigences de sécurité 


17.9.2010
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remplacée 


Date de cessation de la 
présomption de conformité de la 


norme remplacée 
Note 1 


Cenelec EN 50241-1:1999 
Spécification pour les matériels de détection 
de gaz et vapeurs toxiques à chemins 
ouverts — Partie 1: Prescriptions générales et 
méthodes d'essai 


6.11.1999 


EN 50241-1:1999/A1:2004 12.8.2004 Note 3 Date dépassée 
(12.8.2004) 


Cenelec EN 50241-2:1999 
Spécification pour les matériels de détection 
de gaz et vapeurs toxiques à chemins 
ouverts — Partie 2: Prescriptions d'aptitude à 
la fonction pour la détection des gaz combus
tibles 


6.11.1999 


Cenelec EN 50271:2010 
Appareils électriques de détection et de 
mesure des gaz combustibles, des gaz toxiques 
ou de l'oxygène — Exigences et essais pour les 
appareils utilisant un logiciel et/ou des tech
nologies numériques 


4.2.2011 


Cenelec EN 50281-2-1:1998 
Matériels électriques destinés à être utilisés en 
présence de poussières combustibles — Partie 
2-1: Méthodes d'essai — Méthodes de déter
mination de la température minimale 
d'inflammation de la poussière 


6.11.1999 


EN 50281-2-1:1998/AC:1999 


Cenelec EN 50303:2000 
Appareils du groupe I de catégorie M1 
destinés à rester en opération dans les atmo
sphères exposées au grisou et/ou à la pous
sière de charbon 


16.2.2001 


Cenelec EN 50381:2004 
Caissons ventilés transportables avec ou sans 
source de dégagement interne 


9.3.2006 


EN 50381:2004/AC:2005 


Cenelec EN 50495:2010 
Dispositifs de sécurité nécessaires pour le 
fonctionnement sûr d'un matériel vis-à-vis 
des risques d'explosion 


17.9.2010 


Cenelec EN 60079-0:2009 
Atmosphères explosives — Partie 0: Matériel 
— Exigences générales 
IEC 60079-0:2007 


16.4.2010 EN 60079-0:2006 
+ EN 61241-0:2006 


Note 2.1 


1.6.2012 


Cenelec EN 60079-1:2007 
Atmosphères explosives — Partie 1: Protec
tion du matériel par enveloppes antidéfla
grantes «d» 
IEC 60079-1:2007 


20.8.2008 EN 60079-1:2004 
Note 2.1 


Date dépassée 
(1.7.2010) 


Cenelec EN 60079-2:2007 
Atmosphères explosives — Partie 2: Protec
tion du matériel par enveloppe à surpression 
interne «p» 
IEC 60079-2:2007 


20.8.2008 EN 60079-2:2004 
Note 2.1 


Date dépassée 
(1.11.2010)
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présomption de conformité de la 


norme remplacée 
Note 1 


Cenelec EN 60079-5:2007 
Atmosphères explosives — Partie 5: Protec
tion du matériel par remplissage pulvérulent 
«q» 
IEC 60079-5:2007 


20.8.2008 EN 50017:1998 
Note 2.1 


Date dépassée 
(1.11.2010) 


Cenelec EN 60079-6:2007 
Atmosphères explosives — Partie 6: Protec
tion du matériel par immersion dans l'huile 
«o» 
IEC 60079-6:2007 


20.8.2008 EN 50015:1998 
Note 2.1 


Date dépassée 
(1.5.2010) 


Cenelec EN 60079-7:2007 
Atmosphères explosives — Partie 7: Protec
tion de l'équipement par sécurité augmentée 
«e» 
IEC 60079-7:2006 


11.4.2008 EN 60079-7:2003 
Note 2.1 


Date dépassée 
(1.10.2009) 


Cenelec EN 60079-11:2007 
Atmosphères explosives — Partie 11: Protec
tion de l'équipement par sécurité intrinsèque 
«i» 
IEC 60079-11:2006 


11.4.2008 EN 50020:2002 
Note 2.1 


Date dépassée 
(1.10.2009) 


Cenelec EN 60079-15:2010 
Atmosphères explosives — Partie 15: Protec
tion du matériel par mode de protection «n» 
IEC 60079-15:2010 


Ceci est la première publication EN 60079-15:2005 
Note 2.1 


1.5.2013 


Cenelec EN 60079-18:2009 
Atmosphères explosives — Partie 18: Protec
tion du matériel par encapsulage «m» 
IEC 60079-18:2009 


7.7.2010 EN 60079-18:2004 
+ EN 61241-18:2004 


Note 2.1 


1.10.2012 


Cenelec EN 60079-20-1:2010 
Atmosphères explosives — Partie 20-1: Carac
téristiques des substances pour le classement 
des gaz et des vapeurs — Méthodes et 
données d'essai 
IEC 60079-20-1:2010 


17.9.2010 


Cenelec EN 60079-25:2010 
Atmosphères explosives — Partie 25: 
Systèmes électriques de sécurité intrinsèque 
IEC 60079-25:2010 


Ceci est la première publication EN 60079-25:2004 
Note 2.1 


1.10.2013 


Cenelec EN 60079-26:2007 
Atmosphères explosives — Partie 26: Matériel 
d'un niveau de protection du matériel (EPL) 
Ga 
IEC 60079-26:2006 


20.8.2008 


Cenelec EN 60079-27:2008 
Atmosphères explosives — Partie 27: Concept 
de réseau de terrain de sécurité intrinsèque 
(FISCO) 
IEC 60079-27:2008 


16.4.2010 EN 60079-27:2006 
Note 2.1 


Date dépassée 
(1.4.2011) 


Cenelec EN 60079-28:2007 
Atmosphères explosives — Partie 28: Protec
tion du matériel et des systèmes de transmis
sion utilisant le rayonnement optique 
IEC 60079-28:2006 


11.4.2008
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présomption de conformité de la 


norme remplacée 
Note 1 


Cenelec EN 60079-29-1:2007 
Atmosphères explosives — Partie 29-1: Détec
teurs de gaz — Exigences d'aptitude à la fonc
tion des détecteurs de gaz inflammables 
IEC 60079-29-1:2007 (Modifié) 


20.8.2008 EN 61779-1:2000 
+ A11:2004 


+ EN 61779-2:2000 
+ EN 61779-3:2000 
+ EN 61779-4:2000 
+ EN 61779-5:2000 


Note 2.1 


Date dépassée 
(1.11.2010) 


Cenelec EN 60079-29-4:2010 
Atmosphères explosives — Partie 29-4: Détec
teurs de gaz — Exigences d'aptitude à la fonc
tion des détecteurs de gaz inflammables à 
chemin ouvert 
IEC 60079-29-4:2009 (Modifié) 


Ceci est la première publication EN 50241-1:1999 
et son amendement 
+ EN 50241-2:1999 


Note 2.1 


1.4.2013 


Cenelec EN 60079-30-1:2007 
Atmosphères explosives — Partie 30-1: 
Traçage par résistance électrique — Exigences 
générales et d'essais 
IEC 60079-30-1:2007 


20.8.2008 


Cenelec EN 60079-31:2009 
Atmosphères explosives — Partie 31: Protec
tion du matériel contre l'inflammation des 
poussières par enveloppe «t» 
IEC 60079-31:2008 


7.7.2010 EN 61241-1:2004 
Note 2.1 


1.10.2012 


Cenelec EN 61241-4:2006 
Matériels électriques destinés à être utilisés en 
présence de poussières combustibles — Partie 
4: Type de protection «pD» 
IEC 61241-4:2001 


20.8.2008 


Cenelec EN 61241-11:2006 
Matériels électriques pour utilisation en 
présence de poussières combustibles — 
Partie 11: Protection par sécurité intrinsèque 
«iD» 
IEC 61241-11:2005 


11.4.2008 


Cenelec EN 62013-1:2006 
Lampes-chapeaux utilisables dans les mines 
grisouteuses — Partie 1: Exigences générales 
— Construction et essais liés au risque 
d'explosion 
IEC 62013-1:2005 


20.8.2008 EN 62013-1:2002 
Note 2.1 


Date dépassée 
(1.2.2009) 


( 1 ) OEN: Organisme européen de Normalisation: 
— CEN: Avenue Marnix 17, 1000 Bruxelles, BELGIQUE, Tél. +32 25500811; Fax +32 25500819 (http://www.cen.eu) 
— Cenelec: Avenue Marnix 17, 1000 Bruxelles, BELGIQUE, Tél. +32 25196871; Fax +32 25196919 (http://www.cenelec.eu) 
— ETSI: 650 route des Lucioles, 06921 Sophia Antipolis, FRANCE, Tél. +33 492944200; Fax +33 493654716 (http://www.etsi.eu) 


Note 1: D'une façon générale, la date de la cessation de la présomption de conformité sera la date du 
retrait («dow») fixée par l'organisme européen de normalisation. L'attention des utilisateurs de ces 
normes est cependant attirée sur le fait qu’il peut en être autrement dans certains cas exception
nels. 


Note 2.1: La nouvelle norme (ou la norme modifiée) a le même champ d'application que la norme 
remplacée. À la date précisée, la norme remplacée cesse de donner la présomption de conformité 
aux exigences essentielles de la directive. 


Note 2.2: La nouvelle norme a un champ d'application plus large que les normes remplacées. À la date 
précisée, les normes remplacées cessent de fournir la présomption de conformité aux exigences 
essentielles de la directive.
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Note 2.3: La nouvelle norme a un champ d'application plus étroit que la norme remplacée. À la date 
précisée, la norme (partiellement) remplacée cesse de fournir la présomption de conformité aux 
exigences essentielles de la directive pour les produits qui relèvent du champ d'application de la 
nouvelle norme. La présomption de conformité aux exigences essentielles de la directive pour les 
produits qui relèvent toujours du champ d'application de la norme (partiellement) remplacée, 
mais qui ne relèvent pas du champ d'application de la nouvelle norme, reste inchangée. 


Note 3: Dans le cas d’amendements, la norme de référence est EN CCCCC:YYYY, ses amendements 
précédents le cas échéant et le nouvel amendement cité. La norme remplacée (colonne 3) est 
constituée dès lors de la norme EN CCCCC:YYYY et de ses amendements précédents le cas 
échéant, mais sans le nouvel amendement cité. À la date précisée, la norme remplacée cesse 
de donner la présomption de conformité aux exigences essentielles de la directive. 


AVERTISSEMENT: 


— Toute information relative à la disponibilité des normes peut être obtenue soit auprès des organismes 
européens de normalisation, soit auprès des organismes nationaux de normalisation, dont la liste figure 
en annexe de la directive 98/34/CE du Parlement européen et du Conseil, modifiée par la directive 
98/48/CE. 


— Les normes harmonisées sont adoptées en anglais par les organisations européennes de normalisation (le 
CEN et le Cenelec publient également en français et en allemand). Les titres de ces normes sont ensuite 
traduits dans toutes les autres langues officielles requises de l'Union européenne par les organismes 
nationaux de normalisation. La Commission européenne décline toute responsabilité quant au caractère 
correct des titres qui lui sont soumis pour publication au Journal officiel. 


— La publication des références dans le Journal officiel de l'Union européenne n'implique pas que les normes 
soient disponibles dans toutes les langues communautaires. 


— Cette liste remplace les listes précédentes publiées au Journal officiel de l'Union européenne. La Commission 
assure la mise à jour de la présente liste. 


— Pour de plus amples informations voir: 


http://ec.europa.eu/enterprise/policies/european-standards/harmonised-standards/index_en.htm
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DRAFT ALIGNMENT OF THE ATEX DIRECTIVE 94/9/EC TO THE NLF DECISION 
768/2008/EC 


 
 
This is the last version (December 2010-January 2011), in track changes, of the draft alignment of the ATEX 
Directive 94/9/EC (consolidated text) to the New Legislative Framework (1) – in particular the Decision 
768/2008/EC – for information purposes only and still subject to changes, before to be included in the 
Commission Proposal for the “Alignment Package”. 
 
The internal references have been fixed; but we keep the original codification of Articles of the current 
Directive and of the Decision, for the sake of clarity in a draft document. Later on, it should be reorganized 
to obtain a clear and well structured text. 
 
The key points of this draft alignment are the following: 
 
1. We took on board almost the whole text of Annex I to the Decision 768/2008/EC, by integrating it with 
the unchangeable specific elements of the ATEX Directive, in particular: 
   - Article 1 (with the addition of the “Definitions” from the Decision) 
   - Article 2 
   - Article 3 
   - Article 4 
   - Article 5 (removing (2)) 
   - Article 6 (removing (1)) 
   - Article 8 
   - Annex I (Classification of equipment) 
   - Annex II (Essential requirements). 
The text of the Decision has been directly inserted into the Directive, as in several cases it was necessary to 
slightly modify some terms. For the modules (Annex II of the Decision), only the references have been 
included, apart of some specific changes (see below, 10). 
 
2. Nothing has been done in the preamble, waiting for horizontal indications, when the final and transitional 
provisions (Chapter IV, Articles 12 to 16) had been rewritten. 
 
3. We removed Annexes X and XI, as they dealt with issues now covered by the Regulation 765/2008/EC 
(CE marking) and the Decision (notified bodies). 
 


                                                 
( 1 ) Legal acts of the New Legislative Framework : 
- Regulation (EC) No 764/2008 of the European Parliament and of the Council of 9 July 2008 laying down procedures 
relating to the application of certain national technical rules to products lawfully marketed in another Member State and 
repealing Decision No 3052/95/EC; 
- Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the 
requirements for accreditation and market surveillance relating to the marketing of products and repealing Regulation 
(EEC) No 339/93 (OJ L 218, 13.8.2008); 
- Decision No 768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common framework for 
the marketing of products, and repealing Council Decision 93/465/EEC (OJ L 218, 13.8.2008). 







 


4. We replaced the term “Community” with “Union”, according to the Lisbon Treaty. Also, the terms “EC-
type” and “EC declaration of conformity” had been replaced by “EU type” and “EU declaration of 
conformity”. 
 
5. We changed the term “consumer” to “user”, as the ATEX Directive 94/9/EC does not deal with consumer 
goods as such. 
 
6. We kept the specific definition of  “equipment, protective systems, and the devices referred to in Article 
1(2)”, replacing, where necessary, the general term “product” used in the Decision. 
 
7. We introduced a period of 10 years for the obligation to keep relevant documentation for some economic 
operators, and of 2 months for replies to safeguard actions taken by Member States. 
 
8. For “Notified Body groups” (Article R30), we considered only one sectoral group. 
 
9. The concept of “Accredited in-house bodies” (Article R21 of the Decision) is not foreseen in the current 
ATEX Directive, so it was removed (see also below, 10 ii)). 
 
10. Modules: in the aligned text of the Directive there are only the references to the relevant modules in 
Annex II of the Decision 768/2008/EC, not their whole text. But the expression “legislative instrument” 
should be replaced by “Directive”, and other changes were necessary. The new modules have been included 
with the closest correspondence as possible with the existing ones, with the exclusion of modules A1, A2, C, 
C2, D1, E1, F1, H and H1: their contents and procedures are not considered in the current ATEX Directive 
94/9/EC, so their inclusion would be regarded as a “modification” of the Directive and not just an alignment. 
More elements to be considered for modules: 
i) in Module B of the Decision – to replace Annex III of the Directive: EC-Type Examination – there is the 
possibility to carry out the conformity assessment not only with the “production type” (as required by the 
current Directive) but also with a “design type” or a combination of “production type” and “design type”. It 
would change the requirements of the current Directive, so we removed it and we modified Points 2 and 4 of 
Module B accordingly; 
ii) in Module C1 of the Decision – to replace Annex VI of the Directive: Conformity to Type – the 
possibility to carry out the product check also with a “in-house body” would represent a change in the 
requirements of the Directive for this kind of conformity assessment procedure, that explicitly requires a 
notified body. So, we removed Article R21 and modified Point 3 of Module C1 accordingly; 
iii) in Module F of the Decision – to replace Annex V of the Directive: Product Verification – there is an 
added requirement with regard to the current Directive: the “Statistical verification of conformity”. It would 
represent a change, so we removed Point 5 of Module F. 
 
11. We removed the obligations for economic operators that are only applicable to consumer products, as the 
ATEX Directive does not concern consumer products: as in Article R2(4), 2nd and 7th subparagraphs; Article 
R4(6). 
 
12. In Article R12, we added a reference to the specific marking of explosion protection  , accompanying 
the CE marking, as stated in Annex II, 1.0.5., of the ATEX 94/9/EC Directive. 
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DIRECTIVE 94/9/EC OF THE EUROPEAN PARLIAMENT AND THE COUNCIL 
of 23 March 1994 
on the approximation of the laws of the Member States concerning equipment and protective 
systems intended for use in potentially explosive atmospheres 
 
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION, 
 
Having regard to the Treaty establishing the European Community, and in particular Article 100a thereof, 
Having regard to the proposal from the Commission, 
Having regard to the opinion of the Economic and Social Committee, 
Acting in accordance with the procedure referred to in Article 189b of the Treaty establishing the European 
Community, 
Whereas it is the duty of Member States to protect, on their territory, the safety and health of persons and, 
where appropriate, domestic animals and property and, in particular, that of workers, especially against the 
hazards resulting from the use of equipment and systems providing protection against potentially explosive 
atmospheres; 
Whereas mandatory provisions within the Member States determine the level of safety to be achieved by 
protective equipment and systems intended for use in potentially explosive atmospheres; whereas these are 
generally electrical and non-electrical specifications having an effect on the design and structure of 
equipment which can be used in potentially explosive atmospheres; 
Whereas the requirements to be met by such equipment differ from one Member State to another in respect 
of their extent and differing inspection procedures; whereas these differences are, therefore, likely to raise 
barriers to trade within the Community; 
Whereas harmonization of national legislation is the only way in which to remove these barriers to free trade; 
whereas this objective cannot be satisfactorily achieved by the individual Member States; whereas this 
Directive merely lays down the requirements vital to freedom of movement for the equipment to which it 
applies; 
Whereas the regulations intended to remove technical barriers to trade are required to follow the new 
approach provided for in the Council resolution of 7 May 1985, which requires a definition of the essential 
requirements regarding safety and other requirements of society without reducing existing, justified levels of 
protection within the Member States; whereas that resolution provides that a very large number of products 
be covered by a single Directive in order to avoid frequent amendments and the proliferation of Directives; 
Whereas the existing Directives on the approximation of the laws of the Member States to electrical 
equipment for use in potentially explosive atmospheres have made positive steps towards protection against 
explosions via measures linked with the structure of the equipment at issue and which have helped to 
remove barriers to trade in this area; whereas, in parallel, a revision and expansion of the existing Directives 
is necessary since, more particularly, in an overall context, action must be taken to guard against the 
potential hazards arising from such equipment. This implies in particular that measures intended to 
guarantee effective protection of users and third parties must already be contemplated at the design and 
manufacturing states; 
Whereas the form taken by the hazard, the protective measures and the test methods are often very similar, 
if not identical, for both mining and surface equipment; whereas it is, therefore, absolutely necessary to cover 
by a single Directive protective equipment and systems falling within both groups; 







 


Whereas the two groups of equipment referred to above are used in a large number of commercial and 
industrial sectors and possess considerable economic significance; 
Whereas compliance with the basic safety and health requirements is essential in order to ensure the safety 
of protective equipment and systems; whereas those requirements have been subdivided into general and 
additional requirements which must be met by protective equipment and systems; whereas, in particular, the 
additional requirements are intended to take account of existing or potential hazards; whereas protective 
equipment and systems will, therefore, embody at least one of those requirements where this is necessary 
for their proper functioning or is to apply to their intended use; whereas the notion of intended use is of prime 
importance for the explosion-proofing of protective equipment and systems; whereas it is essential that 
manufacturers supply full information; whereas specific, clear marking of said equipment, stating its use in a 
potentially explosive atmosphere, is also necessary; 
Whereas the intention is to prepare a Directive on operations in potentially explosive atmospheres which is 
based on Article 118a; whereas that additional Directive will, in particular, aim at explosion hazards which 
derive from a given use and/or types and methods of installation; 
Whereas compliance with essential health and safety requirements is imperative if the safety of equipment is 
to be ensured; whereas judgment will have to be exercised in the implementation of those requirements in 
order to take account of both the technology obtaining at the time of manufacture and overriding technical 
and economic requirements; 
Whereas, therefore, this Directive sets out essential requirements only; whereas, in order to facilitate the task 
of proving compliance with the essential requirements, harmonized European standards are necessary, 
more especially with regard to the non-electrical aspects of protection against explosions – standards 
relating to the design, manufacture and testing of equipment, compliance with which enables a product to be 
resumed to meet such essential requirements; whereas harmonized European standards are drawn up by 
private bodies and must retain their non-mandatory status; whereas, for this purpose, the European 
Committee for Standardization (CEN) and the European Committee for Electrotechnical Standardization 
(Cenelec) are recognized as the bodies competent to adopt harmonized standards which follow the general 
guidelines for cooperation between the Commission and those two bodies, signed on 13 November 1984; 
whereas, for the purposes of this Directive, a harmonized standard is a technical specification (European 
Standard or harmonization document) adopted by one or other of those bodies, or by both, at the prompting 
of the Commission pursuant to Council Directive 83/189/EEC of the 28 March 1983 providing for a procedure 
governing the provision of information on technical standards and regulations and pursuant to the general 
guidelines referred to above; 
Whereas the legislative framework should be improved in order to ensure that employers and workers make 
an effective and appropriate contribution towards the standardization process; whereas this should be 
completed by the time this Directive is implemented; 
Whereas, in view of the nature of the risks involved in the use of equipment in potentially explosive 
atmospheres it is necessary to establish procedures applying to the assessment of compliance with the 
basic requirements of the Directives; whereas these procedures must be devised in the light of the level of 
risk which may be inherent in equipment and/or against which systems must protect the immediate 
environment; whereas, therefore, each category of equipment conformity must be supplemented by an 
adequate procedure or a choice between several equivalent procedures; whereas the procedures adopted 
comply fully with Council Decision 93/465/EEC of 22 July 1993 concerning the modules for the various 
phases of the conformity assessment procedures which are intended to be used in the technical 
harmonization Directives; 
Whereas the Council has provided for the affixing of the CE marking by either the manufacturer or his 
authorized representative within the Community; whereas that marking means that the product complies with 
all the basic requirements and assessment procedures provided for by the Community law applying to that 
product; 
Whereas it is appropriate that the Member States, as provided for by Article 100a of the Treaty, may take 
temporary measures to limit or prohibit the placing on the market and the use of equipment and protective 
systems in cases where they present a particular risk to the safety of persons and, where appropriate, 
domestic animals or property, provided that the measures are subject to a Community control procedure; 
Whereas the recipients of any decision taken as part of this Directive must be aware of the reasons behind 
that decision and the means of appeal open to them; 
Whereas, on 18 December 1985, the Council adopted a framework Directive on electrical equipment for use 
in potentially explosive atmospheres (76/117/EEC) and, on 15 February 1982, a Directive concerning 
electrical equipment for use in potentially explosive atmospheres in mines susceptible to fire damp 
(82/130/EEC); whereas, from the outset of harmonization work, the conversion into total harmonization of the 
optional and partial harmonization on which these Directives are based had been contemplated; whereas 
this Directive fully covers the scope of the abovementioned Directives and whereas, therefore, these 
Directives must be repealed; 
Whereas the internal market incorporates an area without internal frontiers within which the free movement 
of goods, persons, services and capital is assured; 







 


Whereas it is necessary to provide for a transitional arrangement enabling equipment manufactured in 
compliance with the national regulations in force at the date of adoption of this Directive to be marketed and 
placed in service, 
 
HAVE ADOPTED THIS DIRECTIVE: 
 
CHAPTER I 
 
Scope, placing on the market and freedom of movement 
 
Article 1 
 
1. This Directive applies to equipment and protective systems intended for use in potentially explosive 
atmospheres. 
 
2. Safety devices, controlling devices and regulating devices intended for use outside potentially explosive 
atmospheres but required for or contributing to the safe functioning of equipment and protective systems with 
respect to the risks of explosion are also covered by the scope of this Directive. 
 
43. The following are excluded from the scope of this Directive: 
- medical devices intended for use in a medical environment, 
- equipment and protective systems where the explosion hazard results exclusively from the presence of 
explosive substances or unstable chemical substances, 
- equipment intended for use in domestic and non-commercial environments where potentially explosive 
atmospheres may only rarely be created, solely as a result of the accidental leakage of fuel gas, 
- personal protective equipment covered by Directive 89/686/EEC, 
- seagoing vessels and mobile offshore units together with equipment on board such vessels or units, 
- means of transport, i.e. vehicles and their trailers intended solely for transporting passengers by air or by 
road, rail or water networks, as well as means of transport in so far as such means are designed for 
transporting goods by air, by public road or rail networks or by water. Vehicles intended for use in a 
potentially explosive atmosphere shall not be excluded, 
- the equipment covered by Article 223(1)(b) of the Treaty. 
 
Article R1 
 
Definitions 
 
3. For the purposes of this Directive, the following definitions shall apply: 
 
1. ‘making available on the market’ means any supply of equipment, a protective system or a device referred 
to in Article 1(2) for distribution, consumption or use on the Union market in the course of a commercial 
activity, whether in return for payment or free of charge; 
 
2. ‘placing on the market’ means the first making available of equipment, a protective system or a device 
referred to in Article 1(2) on the Union market; 
 
3. ‘manufacturer’ means any natural or legal person who manufactures equipment, a protective system or a 
device referred to in Article 1(2) or has equipment, a protective system or a device referred to in Article 1(2) 
designed or manufactured, and markets that product under his name or trademark; 
 
4. ‘authorised representative’ means any natural or legal person established within the Union who has 
received a written mandate from a manufacturer to act on his behalf in relation to specified tasks; 
 
5. ‘importer’ means any natural or legal person established within the Union who places equipment, a 
protective system or a device referred to in Article 1(2) from a third country on the Union market; 
 
6. ‘distributor’ means any natural or legal person in the supply chain, other than the manufacturer or the 
importer, who makes equipment, a protective system or a device referred to in Article 1(2) available on the 
market; 
 
7. ‘economic operators’ means the manufacturer, the authorised representative, the importer and the 
distributor; 
 







 


8. ‘technical specification’ means a document that prescribes technical requirements to be fulfilled by 
equipment, a protective system, a device referred to in Article 1(2), process or service; 
 
9. ‘harmonised standard’ means a standard adopted by one of the European standardisation bodies listed in 
Annex I to Directive 98/34/EC on the basis of a request made by the Commission in accordance with Article 
6 of that Directive; 
 
10. ‘accreditation’ means accreditation as defined in Article 2(10) of Regulation (EC) No 765/2008; 
 
11. ‘national accreditation body’ means accreditation body as defined in Article 2(11) of Regulation (EC) No 
765/2008; 
 
12. ‘conformity assessment’ means the process demonstrating whether thespecified requirements of this 
Ddirective relating to , service person or bodyequipment, a protective system or a device referred to in Article 
1(2) have been fulfilled; 
 
13. ‘conformity assessment body’ means a body that performs conformity assessment activities including 
calibration, testing, certification and inspection; 
 
14. ‘recall’ means any measure aimed at achieving the return of equipment, a protective system or a device 
referred to in Article 1(2) that has already been made available to the end user; 
 
15. ‘withdrawal’ means any measure aimed at preventing equipment, a protective system or a device 
referred to in Article 1(2) in the supply chain from being made available on the market; 
 
16. ‘CE marking’ means a marking by which the manufacturer indicates that the product is in conformity with 
the applicable requirements set out in Union harmonisation legislation providing for its affixing; 
 
17. ‘Union harmonisation legislation’ means any Union legislation harmonising the conditions for the 
marketing of products. 
 
18. Equipment and protective systems intended for use in potentially explosive atmospheres 
(a) ‘Equipment'’ means machines, apparatus, fixed or mobile devices, control components and 
instrumentation thereof and detection or prevention systems which, separately or jointly, are intended for the 
generation, transfer, storage, measurement, control and conversion of energy and/or the processing of 
material and which are capable of causing an explosion through their own potential sources of ignition. 
(b) ‘Protective systems’ means devices other than components of the equipment defined above which are 
intended to halt incipient explosions immediately and/or to limit the effective range of an explosion and which 
are separately placed on the market for use as autonomous systems. 
(c) ‘Components'’ means any item essential to the safe functioning of equipment and protective systems but 
with no autonomous function. 
 
19. Explosive atmospheres 
Mixture with air, under atmospheric conditions, of flammable substances in the form of gases, vapours, mists 
or dusts in which, after ignition has occurred, combustion spreads to the entire unburned mixture. 
 
20. Potentially explosive atmosphere 
An atmosphere which could become explosive due to local and operational conditions. 
 
21. Equipment groups and categories 
Equipment group I applies to equipment intended for use in underground parts of mines, and in those parts 
of surface installations of such mines, liable to be endangered by firedamp and/or combustible dust. 
Equipment group II applies to equipment intended for use in other places liable to be endangered by 
explosive atmospheres. 
The categories of equipment defining the required levels of protection are described in Annex I. 
Equipment and protective systems may be designed for a particular explosive atmosphere. In this case, they 
must be marked accordingly. 
 
22. Intended use 
The use of equipment, protective systems, and devices referred to in Article 1(2) in accordance with the 
equipment group and category and with all the information supplied by the manufacturer which is required for 
the safe functioning of equipment, protective systems and devices. 
 







 


Article 2 
 
1. Member States shall take all appropriate measures to ensure that the equipment, protective systems and 
devices referred to in Article 1(2) to which this Directive applies may be placed on the market and put into 
service only if, when properly installed and maintained and used for their intended purpose, they do not 
endanger the health and safety of persons and, where appropriate, domestic animals or property. 
 
2. The provisions of this Directive shall not affect Member States' entitlement to lay down, in due observance 
of the provisions of the Treaty, such requirements as they may deem necessary to ensure that persons and, 
in particular, workers are protected when using the equipment, protective systems, and devices referred to in 
Article 1(2) in question provided that this does not mean that such equipment, protective systems, or devices 
are modified in a way not specified in the Directive. 
 
3. At trade fairs, exhibitions, demonstrations, etc., Member States shall not prevent the showing of 
equipment, protective systems, or the devices referred to in Article 1(2) which do not conform to the 
provisions of this Directive, provided that a visible sign clearly indicates that such equipment, protective 
systems, and devices referred to in Article 1(2) do not conform and that they are not for sale until they have 
been brought into conformity by the manufacturer or his authorized representative established in the 
Community Union. During demonstrations, adequate safety measures shall be taken to ensure the protection 
of persons. 
 
Article 3 
 
Equipment, protective systems, and the devices referred to in Article 1(2) to which this Directive applies must 
meet the essential health and safety requirements set out in Annex II which apply to them, account being 
taken of their intended use. 
 
Article 4 
 
1. Member States shall not prohibit, restrict or impede the making availableplacing on the market and putting 
into service in their territory of equipment, protective systems, or devices referred to in Article 1(2) which 
comply with this Directive. 
 
2. Member States shall not prohibit, restrict or impede the placing on the market of components which, 
accompanied by a written attestation of conformity as referred to in Article 8(3), are intended to be 
incorporated into equipment or protective systems within the meaning of this Directive. 
 
CHAPTER R2 
 
Obligations of economic operators 
 
Article R2 
Obligations of manufacturers 
 
1. When placing their equipment, protective systems and devices referred to in Article 1(2) on the market or 
putting them into service, manufacturers shall ensure that they have been designed and manufactured in 
accordance with the requirements set out in Annex II. 
 
2. Manufacturers shall draw up the required technical documentation and carry out or have carried out the 
applicable conformity assessment procedure in accordance with Article 8. applicable or have it carried out. 
Where compliance of equipment, a protective system or a device referred to in Article 1(2) with the 
requirements of this Directive has been demonstrated by that procedure, manufacturers shall draw up an EU 
declaration of conformity and affix the CEconformity marking. 
 
3. Manufacturers shall keep the technical documentation and the EU declaration of conformity for at least 10 
years after equipment, protective systems, or devices referred to in Article 1(2) have been placed on the 
market. 
 
4. Manufacturers shall ensure that procedures are in place for series production to remain in conformity. 
Changes in equipment, protective systems, or devices referred to in Article 1(2) design or characteristics and 
changes in the harmonised standards or in technical specifications by reference to which conformity of 
equipment, a protective system or a device referred to in Article 1(2) is declared shall be adequately taken 
into account. 







 


 made available on the market 
5. Manufacturers shall ensure that their equipment, protective systems and devices referred to in Article 1(2)  
bear a type, batch or serial number or other element allowing their identification, or, where the size or nature 
of the product does not allow it, that the required information is provided on the packaging or in a document 
accompanying the product. 
 
6. Manufacturers shall indicate their name, registered trade name or registered trade mark[g1] and the 
address at which they can be contacted on the equipment, protective system or the device referred to in 
Article 1(2) or, where that is not possible, on its packaging or in a document accompanying the product. The 
address must indicate a single point at which the manufacturer can be contacted. 
 
7. [Not applicable] 
 
8. Manufacturers who consider or have reason to believe that equipment, a protective system or a device 
referred to in Article 1(2) which they have placed on the market or put into service is not in conformity with 
the requirements of this Directive shall immediately take the necessary corrective measures to bring that 
product into conformity, to withdraw it or recall it, if appropriate. Furthermore, where the equipment, 
protective system or device referred to in Article 1(2) presents a risk, manufacturers shall immediately inform 
the competent national authorities of the Member States in which they made the product available or put it 
into service to that effect, giving details, in particular, of the non-compliance and of any corrective measures 
taken. 
 
9. Manufacturers shall, further to a reasoned request from a competent national authority, provide it with all 
the information and documentation necessary to demonstrate the conformity of the equipment, protective 
system or the device referred to in Article 1(2), in a language which can be easily understood by that 
authority. They shall cooperate with that authority, at its request, on any action taken to eliminate the risks 
posed by products which they have placed on the market or put it into service. 
 
Article R3 
Authorised representatives 
 
1. A manufacturer may, by a written mandate, appoint an authorised representative. 
The obligations laid down in Article [R2(1)] and the drawing up of technical documentation shall not form part 
of the authorised representative's mandate. 
 
2. An authorised representative shall perform the tasks specified in the mandate received from the 
manufacturer. The mandate shall allow the authorised representative to do at least the following: 
(a) keep the EU declaration of conformity and the technical documentation at the disposal of national 
surveillance authorities for at least 10 years after the equipment, protective system or the device referred to 
in Article 1(2) has been placed on the market; 
(b) further to a reasoned request from a competent national authority, provide that authority with all the 
information and documentation necessary to demonstrate the conformity of equipment, a protective system 
or a device referred to in Article 1(2); 
(c) cooperate with the competent national authorities, at their request, on any action taken to eliminate the 
risks posed by equipment, protective systems and the devices referred to in Article 1(2) covered by their 
mandate. 
 
Article R4 
Obligations of importers 
 
1. Importers shall place only compliant equipment, protective systems and devices referred to in Article 1(2) 
on the Union market. 
 
2. Before placing equipment, a protective system or a device referred to in Article 1(2) on the market or 
putting it into service importers shall ensure that the appropriate conformity assessment procedure referred 
to in Article 8 has been carried out by the manufacturer. They shall ensure that the manufacturer has drawn 
up the technical documentation, that the product bears the CE marking and is accompanied by the required 
documents, and that the manufacturer has complied with the requirements set out in Article [R2(5) and (6)]. 
Where an importer considers or has reason to believe that equipment, a protective system or a device 
referred to in Article 1(2) is not in conformity with Annex II[W2], he shall not place the product on the market 
nor put it into service until it has been brought into conformity. Furthermore, where equipment, the protective 
system or the device referred to in Article 1(2) presents a risk, the importer shall inform the manufacturer and 
the market surveillance authorities to that effect. 







 


 
3. Importers shall indicate their name, registered trade name or registered trade mark and the address at 
which they can be contacted on the equipment, protective system or device referred to in Article 1(2) or, 
where that is not possible, on its packaging or in a document accompanying the product. 
 
4. Importers shall ensure that the equipment, protective system or device referred to in Article 1(2) is 
accompanied by instructions and safety information in a language which can be easily understood by end-
users, as determined by the Member State concerned. 
 
5. Importers shall ensure that, while equipment, a protective system or a device referred to in Article 1(2) is 
under their responsibility, storage or transport conditions do not jeopardise its compliance with the 
requirements set out in Annex II. 
 
6. [Not applicable] 
 
7. Importers who consider or have reason to believe that equipment, a protective system or a device referred 
to in Article 1(2) which they have placed on the market or put it into service is not in conformity with the 
requirements of this DirectiveUnion harmonisation legislation applicable shall immediately take the corrective 
measures necessary to bring that product into conformity, to withdraw it or recall it, if appropriate. 
Furthermore, where the equipment, the protective system or the device referred to in Article 1(2) presents a 
risk, importers shall immediately inform the competent national authorities of the Member States in which 
they made the product available or put it into service to that effect, giving details, in particular, of the 
noncompliance and of any corrective measures taken. 
 
8. Importers shall, for at least 10 years after the equipment, protective system or device referred to in Article 
1(2) has been placed on the market, keep a copy of the EU declaration of conformity at the disposal of the 
market surveillance authorities and ensure that the technical documentation can be made available to those 
authorities, upon request. 
 
9. Importers shall, further to a reasoned request from a competent national authority, provide it with all the 
information and documentation necessary to demonstrate the conformity of equipment, a protective system 
or a device referred to in Article 1(2) in a language which can be easily understood by that authority. They 
shall cooperate with that authority, at its request, on any action taken to eliminate the risks posed by 
products which they have placed on the market or put into service. 
 
Article R5 
Obligations of distributors 
 
1. When making equipment, a protective system or a device referred to in Article 1(2) available on the market 
distributors shall act with due care in relation to the requirements of this Directiveapplicable. 
 
2. Before making equipment, a protective system or a device referred to in Article 1(2) available on the 
market or putting it into service distributors shall verify that the product bears the CE marking, that it is 
accompanied by the required documents and by instructions in a language which can be easily understood 
by end-users in the Member State in which the product is to be made available on the market, and that the 
manufacturer and the importer have complied with the requirements set out in Article [R2(5) and (6)] and 
Article [R4(3)]. 
Where a distributor considers or has reason to believe that equipment, a protective system or a device 
referred to in Article 1(2) is not in conformity with Annex II[W3], he shall not make the product available on the 
market or put it into service until it has been brought into conformity. Furthermore, where the product 
presents a risk, the distributor shall inform the manufacturer or the importer to that effect as well as the 
market surveillance authorities. 
 
3. Distributors shall ensure that, while equipment, a protective system or a device referred to in Article 1(2) is 
under their responsibility, storage or transport conditions do not jeopardise its compliance with the 
requirements set out in Annex II. 
 
4. Distributors who consider or have reason to believe that equipment, a protective system or a device 
referred to in Article 1(2) which they have made available on the market is not in conformity with the Union 
harmonisation legislation requirements of this Directive applicable shall make sure that the corrective 
measures necessary to bring that product into conformity, to withdraw it or recall it, if appropriate, are taken. 
Furthermore, where the equipment, the protective system or the device referred to in Article 1(2) presents a 
risk, distributors shall immediately inform the competent national authorities of the Member States in which 







 


they made the product available to that effect, giving details, in particular, of the non-compliance and of any 
corrective measures taken. 
 
5. Distributors shall, further to a reasoned request from a competent national authority, provide it with all the 
information and documentation necessary to demonstrate the conformity of a product. They shall cooperate 
with that authority, at its request, on any action taken to eliminate the risks posed by products which they 
have made available on the market. 
 
Article R6 
Cases in which obligations of manufacturers apply to importers and distributors 
 
An importer or distributor shall be considered a manufacturer for the purposes of this Directive and he shall 
be subject to the obligations of the manufacturer under Article [R2], where he places equipment, a protective 
system or a device referred to in Article 1(2) on the market under his name or trademark or modifies a 
product already placed on the market in such a way that compliance with the applicable requirements of this 
Directive may be affected. 
 
Article R7 
Identification of economic operators 
 
Economic operators shall, on request, identify the following to the market surveillance authorities, for at least 
10 years after the equipment, protective system or the device referred to in Article 1(2) has been placed on 
the market: 
(a) any economic operator who has supplied them with a product; 
(b) any economic operator to whom they have supplied a product. 
 
Economic operators shall be able to present the information referred to in the first paragraph for a period of 
10 years after they have been supplied with the equipment, protective system or the device referred to in 
Article 1(2) product and for a period of 10 years after they have supplied the equipment, protective system or 
the device referred to in Article 1(2). product[W4]. 
 
 
CHAPTER R3 
 
Conformity of the equipment, protective system or the device referred to in Article 1(2) 
 
Article R8 
Presumption of conformity 
 
Equipment, protective systems, and the devices referred to in Article 1(2) which are in conformity with 
harmonised standards or parts thereof the references of which have been published in the Official Journal of 
the European Union shall be presumed to be in conformity with the requirements covered by those 
standards or parts thereof, set out in Annex II. 
 
Article R9 
Formal objection to a harmonised standard 
 
1. When a Member State or the Commission considers that a harmonised standard does not entirely satisfy 
the requirements which it covers and which are set out in Annex II, the Commission or the Member State 
concerned shall bring the matter before the Committee set up by Article 5 of Directive 98/34/EC, giving its 
arguments. The Committee shall, having consulted the relevant European standardisation bodies, deliver its 
opinion without delay. 
 
2. In the light of the Committee's opinion, the Commission shall decide to publish, not to publish, to publish 
with restriction, to maintain, to maintain with restriction or to withdraw the references to the harmonised 
standard concerned in or from the Official Journal of the European Union. 
 
3. The Commission shall inform the European standardisation body concerned and, if necessary, request the 
revision of the harmonised standards concerned. 
 
Article R10 
EU declaration of conformity 
 







 


1. The EU declaration of conformity shall state that the fulfilment of requirements specified in Annex II has 
been demonstrated. 
 
2. Where equipment, protective system or devices referred in Article 1(2) is subject to more than one Union 
act requiring an EU declaration of conformity, a single EU declaration of conformity shall be drawn up in 
respect of all such Union acts. That declaration shall contain the identification of the acts concerned, 
including the publication references. 
 
3. The EU declaration of conformity shall have the model structure set out in Annex III of Decision No 
768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common framework for the 
marketing of products, shall contain the elements specified in the relevant modules and conformity 
assessment procedures set out in Annexes III to IX of this Directive[W5] and shall be continuously updated. It 
shall be translated into the language or languages required by the Member State in which market the 
equipment, protective system or the devices referred to in Article 1(2) is placed or made available. 
 
4. By drawing up the EU declaration of conformity, the manufacturer shall assume the full responsibility for 
the compliance of the equipment, protective system or device. 
 
Article R11 
General principles of the CE marking 
 
The CE marking shall be subject to the general principles set out in Article 30 of Regulation (EC) No 
765/2008. 
 
Article R12 
Rules and conditions for affixing the CE marking 
 
1. The CE marking shall be affixed visibly, legibly and indelibly to equipment, protective systems and devices 
referred to in Article 1(2) or to its data plate. Where that is not possible or not warranted on account of the 
nature of the product, it shall be affixed to the packaging and to the accompanying documents., where the 
legislation concerned provides for such documents. 
 
2. The CE marking shall be affixed before the equipment, protective system or device referred to in Article 
1(2) is placed on the market, and it may be followed by a pictogram or any other mark indicating a special 
risk or use. The CE marking shall be accompanied by the specific marking of explosion protection  
followed by the symbol of the equipment group and category, as required in Annex II, 1.0.5.. Pictogram or 
any other mark defined in the Directive is only allowed to be used together with the CE marking. 
 
3. The CE marking shall be followed by the identification number of the notified body, where that body is 
involved in the production control phase. 
The identification number of the notified body shall be affixed by the body itself or, under its instructions, by 
the manufacturer or his authorised representative. 
 
4. [Removed, as unnecessary duplication of Article 30 (6) of Regulation 765/2008] 
 
CHAPTER R4 
Notification of conformity assessment bodies 
 
Article R13 
Notification 
 
Member States shall notify the Commission and the other Member States of bodies authorised to carry out 
third-party conformity assessment tasks under this Directive. 
 
Article R14 
Notifying authorities 
 
1. Member States shall designate a notifying authority that shall be responsible for setting up and carrying 
out the necessary procedures for the assessment and notification of conformity assessment bodies and the 
monitoring of notified bodies, including compliance with the provisions of Article [R20]. 
 







 


2. Member States may decide that the assessment and monitoring referred to in paragraph 1 shall be carried 
out by a national accreditation body within the meaning of and in accordance with Regulation (EC) No 
765/2008. 
 
3. Where the notifying authority delegates or otherwise entrusts the assessment, notification or monitoring 
referred to in paragraph 1 to a body which is not a governmental entity, that body shall be a legal entity and 
shall comply mutatis mutandis with the requirements laid down in Article [R15(1) to (6)]. In addition it shall 
have arrangements to cover liabilities arising out of its activities. 
 
4. The notifying authority shall take full responsibility for the tasks performed by the body referred to in 
paragraph 3. 
 
Article R15 
Requirements relating to notifying authorities 
 
1. A notifying authority shall be established in such a way that no conflict of interest with conformity 
assessment bodies occurs. 
 
2. A notifying authority shall be organised and operated so as to safeguard the objectivity and impartiality of 
its activities. 
 
3. A notifying authority shall be organised in such a way that each decision relating to notification of a 
conformity assessment body is taken by competent persons different from those who carried out the 
assessment. 
 
4. A notifying authority shall not offer or provide any activities that conformity assessment bodies perform or 
consultancy services on a commercial or competitive basis. 
 
5. A notifying authority shall safeguard the confidentiality of the information it obtains. 
 
6. A notifying authority shall have a sufficient number of competent personnel at its disposal for the proper 
performance of its tasks. 
 
Article R16 
Information obligation on notifying authorities 
 
Member States shall inform the Commission of their procedures for the assessment and notification of 
conformity assessment bodies and the monitoring of notified bodies, and of any changes thereto. 
The Commission shall make that information publicly available. 
 
Article R17 
Requirements relating to notified bodies 
 
1. For the purposes of notification, a conformity assessment body shall meet the requirements laid down in 
paragraphs 2 to 11. 
 
2. A conformity assessment body shall be established under national law and have legal personality. 
 
3. A conformity assessment body shall be a third-party body independent of the organisation or the product it 
assesses. 
A body belonging to a business association or professional federation representing undertakings involved in 
the design, manufacturing, provision, assembly, use or maintenance of products which it assesses, may, on 
condition that its independence and the absence of any conflict of interest are demonstrated, be considered 
such a body. 
 
4. A conformity assessment body, its top level management and the personnel responsible for carrying out 
the conformity assessment tasks shall not be the designer, manufacturer, supplier, installer, purchaser, 
owner, user or maintainer of the products which they assess, nor the authorised representative of any of 
those parties. This shall not preclude the use of assessed products that are necessary for the operations of 
the conformity assessment body or the use of such products for personal purposes. 
A conformity assessment body, its top level management and the personnel responsible for carrying out the 
conformity assessment tasks shall not be directly involved in the design, manufacture or construction, the 
marketing, installation, use or maintenance of those products, or represent the parties engaged in those 







 


activities. They shall not engage in any activity that may conflict with their independence of judgement or 
integrity in relation to conformity assessment activities for which they are notified. This shall in particular 
apply to consultancy services. 
Conformity assessment bodies shall ensure that the activities of their subsidiaries or subcontractors do not 
affect the confidentiality, objectivity or impartiality of their conformity assessment activities. 
 
5. Conformity assessment bodies and their personnel shall carry out the conformity assessment activities 
with the highest degree of professional integrity and the requisite technical competence in the specific field 
and shall be free from all pressures and inducements, particularly financial, which might influence their 
judgement or the results of their conformity assessment activities, especially as regards persons or groups of 
persons with an interest in the results of those activities. 
 
6. A conformity assessment body shall be capable of carrying out all the conformity assessment tasks 
assigned to it by Annexes III, IV, V, VI, VII or IX and in relation to which it has been notified, whether those 
tasks are carried out by the conformity assessment body itself or on its behalf and under its responsibility. 
At all times and for each conformity assessment procedure and each kind or category of products in relation 
to which it has been notified, a conformity assessment body shall have at its disposal the necessary: 
(a) personnel with technical knowledge and sufficient and appropriate experience to perform the conformity 
assessment tasks; 
(b) descriptions of procedures in accordance with which conformity assessment is carried out, ensuring the 
transparency and the ability of reproduction of those procedures. It shall have appropriate policies and 
procedures in place that distinguish between tasks it carries out as a notified body and other activities; 
(c) procedures for the performance of activities which take due account of the size of an undertaking, the 
sector in which it operates, its structure, the degree of complexity of the product technology in question and 
the mass or serial nature of the production process. 
It shall have the means necessary to perform the technical and administrative tasks connected with the 
conformity assessment activities in an appropriate manner and shall have access to all necessary equipment 
or facilities. 
 
7. The personnel responsible for carrying out conformity assessment activities shall have the following: 
(a) sound technical and vocational training covering all the conformity assessment activities in relation to 
which the conformity assessment body has been notified; 
(b) satisfactory knowledge of the requirements of the assessments they carry out and adequate authority to 
carry out those assessments; 
(c) appropriate knowledge and understanding of the essential health and safety requirements, of the 
applicable harmonised standards and of the relevant provisions of Union harmonisation legislation and of its 
implementing regulations; 
(d) the ability to draw up certificates, records and reports demonstrating that assessments have been carried 
out. 
 
8. The impartiality of the conformity assessment bodies, their top level management and of the assessment 
personnel shall be guaranteed. 
The remuneration of the top level management and assessment personnel of a conformity assessment body 
shall not depend on the number of assessments carried out or on the results of those assessments. 
 
9. Conformity assessment bodies shall take out liability insurance unless liability is assumed by the State in 
accordance with national law, or the Member State itself is directly responsible for the conformity 
assessment. 
 
10. The personnel of a conformity assessment body shall observe professional secrecy with regard to all 
information obtained in carrying out their tasks under Annexes III, IV, V, VI, VII or IX or any provision of 
national law giving effect to it, except in relation to the competent authorities of the Member State in which its 
activities are carried out. Proprietary rights shall be protected. 
 
11. Conformity assessment bodies shall participate in, or ensure that their assessment personnel are 
informed of, the relevant standardisation activities and the activities of the notified body coordination group 
established under the relevant Union harmonisation legislation[W6] and apply as general guidance the 
administrative decisions and documents produced as a result of the work of that group. 
 
Article R18 
Presumption of conformity 
 







 


Where a conformity assessment body demonstrates its conformity with the criteria laid down in the relevant 
harmonised standards or parts thereof the references of which have been published in the Official Journal of 
the European Union it shall be presumed to comply with the requirements set out in Article [R17] in so far as 
the applicable harmonised standards cover those requirements. 
 
Article R19 
Formal objection to a harmonised standard 
 
Where a Member State or the Commission has a formal objection to the harmonised standards referred to in 
Article [R18], the provisions of Article [R9] shall apply. 
 
Article R20 
Subsidiaries of and subcontracting by notified bodies 
 
1. Where a notified body subcontracts specific tasks connected with conformity assessment or has recourse 
to a subsidiary, it shall ensure that the subcontractor or the subsidiary meets the requirements set out in 
Article [R17] and shall inform the notifying authority accordingly. 
 
2. Notified bodies shall take full responsibility for the tasks performed by subcontractors or subsidiaries 
wherever these are established. 
 
3. Activities may be subcontracted or carried out by a subsidiary only with the agreement of the client. 
 
4. Notified bodies shall keep at the disposal of the notifying authority the relevant documents concerning the 
assessment of the qualifications of the subcontractor or the subsidiary and the work carried out by them 
under Annexes III, IV, V, VI, VII or IX. 
 
Article R21 
Accredited in-house bodies 
[Not applicable] 
 
Article R22 
Application for notification 
 
1. A conformity assessment body shall submit an application for notification to the notifying authority of the 
Member State in which it is established. 
 
2. That application shall be accompanied by a description of the conformity assessment activities, the 
conformity assessment module or modules and the product or products for which that body claims to be 
competent, as well as by an accreditation certificate, where one exists, issued by a national accreditation 
body attesting that the conformity assessment body fulfils the requirements laid down in Article [R17] of this 
Directive. 
 
3. Where the conformity assessment body concerned cannot provide an accreditation certificate, it shall 
provide the notifying authority with all the documentary evidence necessary for the verification, recognition 
and regular monitoring of its compliance with the requirements laid down in Article [R17]. 
 
Article R23 
Notification procedure 
 
1. Notifying authorities may notify only conformity assessment bodies which have satisfied the requirements 
laid down in Article [R17]. 
 
2. They shall notify the Commission and the other Member States using the electronic notification tool 
developed and managed by the Commission. 
 
3. The notification shall include full details of the conformity assessment activities, the conformity 
assessment module or modules and product or products concerned and the relevant attestation of 
competence. 
 
4. Where a notification is not based on an accreditation certificate as referred to in Article [R22(2)], the 
notifying authority shall provide the Commission and the other Member States with documentary evidence 







 


which attests to the conformity assessment body's competence and the arrangements in place to ensure that 
that body will be monitored regularly and will continue to satisfy the requirements laid down in Article [R17]. 
 
5. The body concerned may perform the activities of a notified body only where no objections are raised by 
the Commission or the other Member States within two weeks of a notification where an accreditation 
certificate is used or within two months of a notification where accreditation is not used. 
Only such a body shall be considered a notified body for the purposes of this Directive. 
 
6. The Commission and the other Member States shall be notified of any subsequent relevant changes to 
the notification. 
 
Article R24 
Identification numbers and lists of notified bodies 
 
1. The Commission shall assign an identification number to a notified body. 
It shall assign a single such number even where the body is notified under several Union acts. 
 
2. The Commission shall make publicly available the list of the bodies notified under this Directive, including 
the identification numbers that have been allocated to them and the activities for which they have been 
notified. 
The Commission shall ensure that that list is kept up to date. 
 
Article R25 
Changes to notifications 
 
1. Where a notifying authority has ascertained or has been informed that a notified body no longer meets the 
requirements laid down in Article [R17], or that it is failing to fulfil its obligations, the notifying authority shall 
restrict, suspend or withdraw notification as appropriate, depending on the seriousness of the failure to meet 
those requirements or fulfil those obligations. It shall immediately inform the Commission and the other 
Member States accordingly. 
 
2. In the event of restriction, suspension or withdrawal of notification, or where the notified body has ceased 
its activity, the notifying Member State shall take appropriate steps to ensure that the files of that body are 
either processed by another notified body or kept available for the responsible notifying and market 
surveillance authorities at their request. 
 
Article R26 
Challenge of the competence of notified bodies 
 
1. The Commission shall investigate all cases where it doubts, or doubt is brought to its attention regarding, 
the competence of a notified body or the continued fulfilment by a notified body of the requirements and 
responsibilities to which it is subject. 
 
2. The notifying Member State shall provide the Commission, on request, with all information relating to the 
basis for the notification or the maintenance of the competence of the body concerned. 
 
3. The Commission shall ensure that all sensitive information obtained in the course of its investigations is 
treated confidentially. 
 
4. Where the Commission ascertains that a notified body does not meet or no longer meets the requirements 
for its notification, it shall inform the notifying Member State accordingly and request it to take the necessary 
corrective measures, including de-notification if necessary. 
 
Article R27 
Operational obligations of notified bodies 
 
1. Notified bodies shall carry out conformity assessments in accordance with the conformity assessment 
procedures provided for in Annexes III, IV, V, VI, VII or IX. 
 
2. Conformity assessments shall be carried out in a proportionate manner, avoiding unnecessary burdens for 
economic operators. 







 


Conformity assessment bodies shall perform their activities taking due account of the size of an undertaking, 
the sector in which it operates, its structure, the degree of complexity of the product technology in question 
and the mass or serial nature of the production process. 
In so doing they shall nevertheless respect the degree of rigour and the level of protection required for the 
compliance of the product with the provisions of this Directive. 
 
3. Where a notified body finds that requirements laid down in Annex II or corresponding harmonised 
standards or technical specifications have not been met by a manufacturer, it shall require that manufacturer 
to take appropriate corrective measures and shall not issue a conformity certificate. 
 
4. Where, in the course of the monitoring of conformity following the issue of a certificate, a notified body 
finds that a product no longer complies with the requirements laid down in this Directive, it shall require the 
manufacturer to take appropriate corrective measures and shall suspend or withdraw the certificate if 
necessary. 
 
5. Where corrective measures are not taken or do not have the required effect, the notified body shall restrict, 
suspend or withdraw any certificates, as appropriate. 
 
Article R28 
Information obligation on notified bodies 
 
1. Notified bodies shall inform the notifying authority of the following: 
(a) any refusal, restriction, suspension or withdrawal of a certificate; 
(b) any circumstances affecting the scope of and conditions for notification; 
(c) any request for information which they have received from market surveillance authorities regarding 
conformity assessment activities; 
(d) on request, conformity assessment activities performed within the scope of their notification and any 
other activity performed, including cross-border activities and subcontracting. 
2. Notified bodies shall provide the other bodies notified under this Directive carrying out similar conformity 
assessment activities covering the same products with relevant information on issues relating to negative 
and, on request, positive conformity assessment results. 
 
Article R29 
Exchange of experience 
 
The Commission shall provide for the organisation of exchange of experience between the Member States' 
national authorities responsible for notification policy. 
 
Article R30 
Coordination of notified bodies 
 
The Commission shall ensure that appropriate coordination and cooperation between bodies notified under 
this Directive are put in place and properly operated in the form of a sectoral group of notified bodies. 
Member States shall ensure that the bodies notified by them participate in the work of that group, directly or 
by means of designated representatives. 
 
Article 5 
 
1. Member States shall regard as conforming to all the provisions of this Directive, including the relevant 
conformity assessment procedures laid down in Chapter II: 
- equipment, protective systems, and devices referred to in Article 1(2) accompanied by the EUC declaration 
of conformity referred to in Article R10Annex X and bearing the CE marking provided for in Article R11Article 
10, 
- the components referred to in Article 4 (2), accompanied by the certificate of conformity referred to in Article 
8 (3). 
In the absence of harmonized standards, Member States shall take any steps which they deem necessary to 
bring to the attention of the parties concerned the existing national technical standards and specifications 
regarded as important or relevant to the proper implementation of the essential health and safety 
requirements in Annex II. 
 
2.3. Member States shall ensure that appropriate measures are taken to enable the social partners to 
influence the process of preparing and monitoring the harmonized standards at national level. 
 







 


Article 6 
1. Where a Member State or the Commission considers that the harmonized standards referred to in Article 
5(2) do not entirely satisfy the relevant essential health and safety requirements referred to in Article 3, the 
Commission or the Member State concerned shall bring the matter before the Committee set up under 
Directive 83/189/EEC, hereinafter referred to as ‘the Committee'’, giving reasons therefor. 
The Committee shall deliver an opinion without delay. 
Upon receipt of the Committee's opinion, the Commission shall inform the Member States whether or not it is 
necessary to withdraw those standards from the published information referred to in Article 5(2). 
 
12. The Commission may adopt any appropriate measure with a view to ensuring the practical application in 
a uniform manner of this Directive in accordance with the procedure laid down in paragraph 23. 
 
23. The Commission shall be assisted by a standing committee (hereinafter referred to as ‘the Committee’). 
Where reference is made to this paragraph, Articles 3 and 7 of Decision 1999/468/EC shall apply, having 
regard to the provisions of Article 8 thereof. 
The Committee shall adopt its rules of procedure. 
 
3.4. The Standing Committee may furthermore examine any question relating to the application of this 
Directive and raised by its chairman either on the latter's initiative, or at the request of a Member State. 
 
Article 7 
[Replaced by CHAPTER R5] 
 
CHAPTER R5 
 
Safeguard procedures 
 
Article XX 
General obligation to organise market surveillance 
 
Member States shall organise and perform surveillance of equipment, protective system or the device 
referred to in Article 1(2) placed on the market or put into service, in accordance with Articles 15 to 29 of 
Regulation (EC) No. 765/2008. 
 
Article R31 
Procedure for dealing with equipment, protective systems and devices referred to in Article 1(2) 
presenting a risk at national level 
 
1. Where the market surveillance authorities of one Member State have taken action pursuant to Article 20 of 
Regulation (EC) No 765/2008, or where they have sufficient reason to believe that equipment, a protective 
system or a device covered by this Directive presents a risk to the health or safety of persons or to other 
aspects of public interest protection covered by this Directive, they shall carry out an evaluation in relation to 
the product concerned covering all the requirements laid down in this Directive. The relevant economic 
operators shall cooperate as necessary with the market surveillance authorities. 
Where, in the course of that evaluation, the market surveillance authorities find that the equipment, 
protective system or the device referred to in Article 1(2) does not comply with the requirements laid down in 
this Directive, they shall without delay require the relevant economic operator to take all appropriate 
corrective action to bring the product into compliance with those requirements, to withdraw the product from 
the market, or to recall it within a reasonable period, commensurate with the nature of the risk, as they may 
prescribe. 
The market surveillance authorities shall inform the relevant notified body accordingly. 
Article 21 of Regulation (EC) No 765/2008 shall apply to the measures referred to in the second 
subparagraph. 
 
2. Where the market surveillance authorities consider that noncompliance is not restricted to their national 
territory, they shall inform the Commission and the other Member States of the results of the evaluation and 
of the actions which they have required the economic operator to take. 
 
3. The economic operator shall ensure that all appropriate corrective action is taken in respect of all 
equipment, protective systems and devices referred to in Article 1(2) concerned that it has made available on 
the market throughout the Union. 
 







 


4. Where the relevant economic operator does not take adequate corrective action within the period referred 
to in the second subparagraph of paragraph 1, the market surveillance authorities shall take all appropriate 
provisional measures to prohibit or restrict the equipment, protective systems or the devices referred to in 
Article 1(2) being made available on their national market, to withdraw the product from that market or to 
recall it. 
They shall inform the Commission and the other Member States, without delay, of those measures. 
 
5. The information referred to in paragraph 4 shall include all available details, in particular the data 
necessary for the identification of the noncompliant equipment, protective system or device referred to in 
Article 1(2), the origin of the product, the nature of the noncompliance alleged and the risk involved, the 
nature and duration of the national measures taken and the arguments put forward by the relevant economic 
operator. In particular, the market surveillance authorities shall indicate whether the non-compliance is due 
to either: 
(a) failure of the equipment, protective system or the device referred to in Article 1(2) to meet requirements 
relating to the health or safety of persons or to other aspects of public interest protection laid down in this 
Directive; or 
(b) shortcomings in the harmonised standards referred to in Annex II conferring a presumption of conformity. 
 
6. Member States other than the Member State initiating the procedure shall without delay inform the 
Commission and the other Member States of any measures adopted and of any additional information at 
their disposal relating to the non-compliance of the equipment, protective system or the device referred to in 
Article 1(2) concerned, and, in the event of disagreement with the notified national measure, of their 
objections. 
 
7. Where, within 2 months of receipt of the information referred to in paragraph 4, no objection has been 
raised by either a Member State or the Commission in respect of a provisional measure taken by a Member 
State, that measure shall be deemed justified. 
 
8. Member States shall ensure that appropriate restrictive measures are taken in respect of the equipment, 
protective system or the device referred to in Article 1(2) concerned, such as withdrawal of the product from 
their market, without delay. 
 
Article R32 
Union safeguard procedure 
 
1. Where, on completion of the procedure set out in Article [R31(3) and (4)], objections are raised against a 
measure taken by a Member State, or where the Commission considers a national measure to be contrary to 
Union legislation, the Commission shall without delay enter into consultation with the Member States and the 
relevant economic operator or operators and shall evaluate the national measure. On the basis of the results 
of that evaluation, the Commission shall decide whether the national measure is justified or not. 
The Commission shall address its decision to all Member States and shall immediately communicate it to 
them and the relevant economic operator or operators. 
 
2. If the national measure is considered justified, all Member States shall take the measures necessary to 
ensure that the non-compliant equipment, protective system or device referred to in Article 1(2) is withdrawn 
from their market, and shall inform the Commission accordingly. If the national measure is considered 
unjustified, the Member State concerned shall withdraw the measure. 
 
3. Where the national measure is considered justified and the non-compliance of the equipment, protective 
system or the device referred to in Article 1(2) is attributed to shortcomings in the harmonised standards 
referred to in [Article R31(5)(b)], the Commission shall inform the relevant European standardisation body or 
bodies and shall bring the matter before the Committee set up by Article 5 of Directive 98/34/EC. That 
Committee shall consult the relevant European standardisation body or bodies and deliver its opinion without 
delay. 
 
Article R33 
Compliant equipment, protective systems and devices referred to in Article 1(2) which present a risk 
to health and safety 
 
1. Where, having performed an evaluation under Article [R31(1)], a Member State finds that although 
equipment, a protective system or a device referred to in Article 1(2) is in compliance with this Directive, it 
presents a risk to the health or safety of persons or to other aspects of public interest protection, it shall 
require the relevant economic operator to take all appropriate measures to ensure that the product 







 


concerned, when placed on the market, no longer presents that risk, to withdraw the product from the market 
or to recall it within a reasonable period, commensurate with the nature of the risk, as it may prescribe. 
 
2. The economic operator shall ensure that corrective action is taken in respect of all equipment, protective 
systems or devices referred to in Article 1(2) concerned that he has made available on the market 
throughout the Union. 
 
3. The Member State shall immediately inform the Commission and the other Member States. That 
information shall include all available details, in particular the data necessary for the identification of the 
equipment, protective system or the device referred to in Article 1(2) concerned, the origin and the supply 
chain of the product, the nature of the risk involved and the nature and duration of the national measures 
taken. 
 
4. The Commission shall without delay enter into consultation with the Member States and the relevant 
economic operator or operators and shall evaluate the national measures taken. On the basis of the results 
of that evaluation, the Commission shall decide whether the measure is justified or not, and where necessary, 
propose appropriate measures. 
 
5. The Commission shall address its decision to all Member States and shall immediately communicate it to 
them and the relevant economic operator or operators. 
 
Article R34 
Formal non-compliance 
 
1. Without prejudice to Article [R31], where a Member State makes one of the following findings, it shall 
require the relevant economic operator to put an end to the non-compliance concerned: 
(a) the conformity marking has been affixed in violation of Article [R11] or of Article [R12]; 
(b) the conformity marking has not been affixed; 
(c) the EU declaration of conformity has not been drawn up; 
(d) the EU declaration of conformity has not been drawn up correctly; 
(e) technical documentation is either not available or not complete; 
(f) the information of Article R2 is either not available or not complete. 
 
2. Where the non-compliance referred to in paragraph 1 persists, the Member State concerned shall take all 
appropriate measures to restrict or prohibit the equipment, protective system or the device referred to in 
Article 1(2) being made available on the market or ensure that it is recalled or withdrawn from the market.1. 
When a Member State ascertains that equipment, protective systems or devices referred to in Article 1(2) 
bearing the CE conformity marking and used in accordance with their intended use are liable to endanger 
the safety of persons and, where appropriate, domestic animals or property, it shall take all appropriate 
measures to withdraw such equipment or protective systems from the market, to prohibit the placing on the 
market, putting into service or use thereof, or to restrict free movement thereof. 
The Member State shall immediately inform the Commission of any such measure, indicating the reasons for 
its decision and, in particular, whether non-conformity is due to: 
(a) failure to satisfy the essential requirements referred to in Article 3; 
(b) incorrect application of the standards referred to in Article 5(2); 
(c) shortcomings in the standards referred to in Article 5(2). 
 
2. The Commission shall enter into consultation with the parties concerned without delay. Where the 
Commission considers, after this consultation, that the measure is justified, it shall immediately so inform the 
Member State which took the initiative and the other Member States. Where the Commission considers, after 
this consultation, that the action is unjustified, it shall immediately so inform the Member State which took the 
initiative and the manufacturer or his authorized representative established within the Community. Where the 
decision referred to in paragraph 1 is based on a shortcoming in the standards and where the Member State 
at the origin of the decision maintains its position, the Commission shall immediately inform the Committee in 
order to initiate the procedures referred to in Article 6(1). 
 
3. Where equipment, a protective system or a device referred to in Article 1(2) which does not comply bears 
the CE conformity marking, the competent Member State shall take appropriate action against the person(s) 
having affixed the marking and shall so inform the Commission and the other Member States. 
 
4. The Commission shall ensure that the Member States are kept informed of the progress and outcome of 
this procedure. 
 







 


 
CHAPTER II 
 
Conformity assessment procedures 
 
Article 8 
 
1. The procedures for assessing the conformity of equipment, including where necessary the devices 
referred to in Article 1(2), shall be as follows: 
 
(a) equipment-group I and II, equipment-category M 1 and 1 
The manufacturer or his authorized representative established in the Community Union must, in order to affix 
the CE marking, follow the CE type-examination procedure (referred to in Annex III), in conjunction with: 
- the procedure relating to production quality assurance (referred to in Annex IV), 
or 
- the procedure relating to product verification (referred to in Annex V); 
 
(b) Equipment-group I and II, equipment-category M 2 and 2 
(i) In the case of internal combustion engines and electrical equipment in these groups and categories, the 
manufacturer or his authorized representative established in the Community Union shall, in order to affix the 
CE mark, follow the EUC-type examination procedure (referred to in Annex III), in conjunction with: 
- the procedure relating to conformity to type referred to in Annex VI, or 
- the procedure relating to product quality assurance referred to in Annex VII; 
(ii) in the case of other equipment in these groups and categories, the manufacturer or his authorized 
representative established in the Community Union must, in order to affix the CE mark, follow the procedure 
relating to internal control of production (referred to in Annex VIII) 
and 
communicate the dossier provided for in Annex VIII, paragraph 3, to a notified body, which shall 
acknowledge receipt of it as soon as possible and shall retain it. 
 
(c) equipment-group II, equipment-category 3 
The manufacturer or his authorized representative established in the Community Union must, in order to affix 
the CE marking, follow the procedure relating to internal control of production referred to in Annex VIII; 
 
(d) equipment-groups I and II 
In addition to the procedures referred to in paragraph 1(a), (b) and (c), the manufacturer or his authorized 
representative established in the Community Union may also, in order to affix the CE marking, follow the 
procedure relating to CE unit verification (referred to in Annex IX). 
 
2. The provisions of 1(a) or 1(d) above shall be used for conformity assessment of autonomous protective 
systems. 
 
3. The procedures referred to in paragraph 1 shall be applied in respect of components as referred to in 
Article 4 (2), with the exception of the affixing of the CE marking. A written attestation shall be issued by the 
manufacturer or his authorized representative established in the Community Union, declaring the conformity 
of the components with the provisions of this Directive [W7]which apply to them and stating their 
characteristics and how they must be incorporated into equipment or protective systems to assist compliance 
with the essential requirements applicable to finished equipment or protective systems. 
 
4. In addition, the manufacturer or his authorized representative established in the Community Union may, in 
order to affix the CE marking, follow the procedure relating to internal control of production (referred to in 
Annex VIII) with regard to the safety aspects referred to in point 1.2.7 of Annex II. 
 
5. Notwithstanding the previous paragraphs, the competent authorities may, on a duly justified request, 
authorize the placing on the market and putting into service on the territory of the Member State concerned 
of the equipment, protective systems and individual devices referred to in Article 1(2) in respect of which the 
procedures referred to in the previous paragraphs have not been applied and the use of which is in the 
interests of protection. 
 
6. Documents and correspondence relating to the procedures referred to in the abovementioned paragraphs 
shall be drawn up in one of the official languages of the Member States in which those procedures are being 
applied or in a language accepted by the notified body[W8]. 
 







 


7. (a) Where the equipment, protective systems and devices referred to in Article 1(2) are subject to other 
Community Union Directives covering other aspects which also provide for the affixing of the CE marking 
referred to in Article R1110, that marking shall indicate that the equipment, protective systems and devices 
referred to in Article 1(2) are also presumed to conform with the provisions of those other Directives. 
(b) However, where one or more of those Directives allow the manufacturer, during a transitional period, to 
choose which arrangements to apply, the CE marking shall indicate conformity only with the Directives 
applied by the manufacturer. In this case, particulars of the said Directives, as published in the Official 
Journal of the European Communities Union, must be given in the documents, notices or instructions 
required by the Directives and accompanying the equipment, protective systems and devices referred to in 
Article 1(2). 
 
Article 9 
 
[Replaced by CHAPTER R4] 
1. Member States shall notify the Commission and the other Member States of the bodies which they have 
appointed to carry out the procedures referred to in Article 8, together with the specific tasks which these 
bodies have been appointed to carry out and the identification numbers assigned to them beforehand by the 
Commission. 
The Commission shall publish in the Official Journal of the European Communities a list of the notified 
bodies, with their identification numbers and the tasks for which they have been notified. The Commission 
shall ensure that this list is kept up to date. 
 
2. Member States shall apply the criteria laid down in Annex XI in assessing the bodies to be indicated in 
such notification. Bodies meeting the assessment criteria laid down in the relative harmonized standards 
shall be presumed to fulfil those criteria. 
 
3. A Member State which has approved a body must withdraw its notification if it finds that the body no 
longer meets the criteria referred to in Annex XI. It shall immediately inform the Commission and the other 
Member States accordingly. 
 
CHAPTER III 
Article 10 
Article 11 
 
[Replaced by Articles R11 and R12] 
CE conformity marking 
 
Article 10 
 
1. The CE conformity marking shall consist of the initials ‘CE'. The form of the marking to be used is shown 
in Annex X. The CE marking shall be followed by the identification number of the notified body where such 
body is involved in the production control stage. 
 
2. The CE marking shall be affixed distinctly, visibly, legibly and indelibly to equipment, protective systems 
and devices referred to in Article 1(2), supplementary to the provisions of point 1.0.5. of Annex II. 
 
3. The affixing of markings on the equipment, protective systems or devices referred to in Article 1(2) which 
are likely to deceive third parties as to the meaning and form of the CE marking shall be prohibited. Any 
other marking may be affixed to the equipment, protective systems or devices referred to in Article 1(2), 
provided that the visibility and legibility of the CE marking is not thereby reduced. 
 
Article 11 
 
Without prejudice to Article 7: 
(a) where a Member State establishes that the CE marking has been incorrectly affixed, the manufacturer or 
his authorized representative established within the Community shall be obliged to bring the product into 
conformity as regards the provisions concerning the CE marking and to end the infringement under the 
conditions imposed by the Member State; 
(b) in the event of continuing non-conformity, the Member State must take all appropriate measures to 
restrict or prohibit the placing on the market of the product in question or to ensure that it is withdrawn from 
the market in accordance with the procedures laid down in Article 7. 
 
CHAPTER IV 







 


 
Final and Transitional Pprovisions 
 
Article 12 
 
Any decision taken pursuant to this Directive which restricts or prohibits the placing on the market and/or the 
putting into service or requires the withdrawal from the market of equipment, a protective system, or a device 
referred to in Article 1(2) shall state the exact grounds on which it is based. Such a decision shall be notified 
forthwith to the party concerned, who shall at the same time be informed of the legal remedies available to 
him under the laws in force in the Member State concerned and of the time limits to which such remedies are 
subject. 
 
Article 13 
 
Member States shall ensure that all the parties involved in the application of the Directive are bound to 
observe confidentiality in respect of all information obtained in the performance of carrying out their tasks. 
This does not affect the obligations of the Member States and of the notified bodies regarding reciprocal 
information and the dissemination of warnings. 
 
Article 14 
Repeal 
 
1. Directive 94/9/EC is hereby repealed as from […]76/117/EEC, Directive 79/196/EEC and Directive 
82/130/EEC shall be repealed as from 1 July 2003. References to Directive 94/9/EC shall be construed as 
references to this Directive.. 
 
2. EC certificates of conformity to the harmonized standards obtained in accordance with the procedures laid 
down in the Directive 94/9/ECs referred to in paragraph 1 shall continue to be valid until […]30 June 2003 
unless they expire before that date. Their validity shall continue to be limited to the harmonized standards 
indicated in the aforementioned Directives 94/9/EC.. 
 
3. Member States shall take the necessary action to ensure that the notified bodies which are responsible 
pursuant to Article 8(1) to (4) for the assessment of the conformity of electrical equipment placed on the 
market before […]1 July 2003 take account of the results of tests and verifications already carried out under 
the Directive 94/9/EC. 
 
4. By derogation from the first subparagraph of this Article, Directive 94/9/EC shall continue to apply to 
equipment, protective systems and devices referred to in Article 1(2) placed on the market or put into service 
before the date referred to in the second subparagraph of Article 15.s referred to in paragraph 1. 
 
Article 15 
Transposition 
 
1. Member States shall adopt and publish, by […] at the latest, the laws, regulations and administrative 
provisions necessary to comply with this Directive before 1 September 1995. They shall forthwith 
communicate to inform the Commission the text of those provisions and a correlation table between those 
provisions and this Directive.thereof. 
The Member States shall apply these provisions measures with effect from […]1 March 1996. 
When Member States adopt those provisionsthe measures referred to in the first subparagraph, they shall 
contain a reference to this Directive or shall be accompanied by such reference on the occasion at the time 
of their official publication.  
The methods of making such reference shall be laid down by Member States shall determine how such 
reference is to be made. 
 
2. However, Member States shall allow the placing on the market and the putting into service of equipment 
and protective systems conforming with the national regulations in force in their territory at the date of 
adoption of this Directive for the period until 30 June 2003communicate to the Commission the text of the 
main provisions of national law which they adopt in the field covered by this Directive. 
 
Article 15bis 
Entry into force 
 







 


This Directive shall enter into force on the twentieth day following that of its publication in the Official Journal 
of the European Union. 
 
Article 16 
Addresses 
 
This Directive is addressed to the Member States. 
 
 
ANNEX I 
 
CRITERIA DETERMINING THE CLASSIFICATION OF EQUIPMENT GROUPS INTO CATEGORIES 
 
1. Equipment-group I 
 
(a) Category M 1 comprises equipment designed and, where necessary, equipped with additional special 
means of protection to be capable of functioning in conformity with the operational parameters established 
by the manufacturer and ensuring a very high level of protection. 
Equipment in this category is intended for use in underground parts of mines as well as those parts of 
surface installations of such mines endangered by firedamp and/or combustible dust. 
Equipment in this category is required to remain functional, even in the event of rare incidents relating to 
equipment, with an explosive atmosphere present, and is characterized by means of protection such that: 
- either, in the event of failure of one means of protection, at least an independent second means provides 
the requisite level of protection, 
- or the requisite level of protection is assured in the event of two faults occurring independently of each 
other. 
Equipment in this category must comply with the supplementary requirements referred to in Annex II, 2.0.1. 
 
(b) Category M 2 comprises equipment designed to be capable of functioning in conformity with the 
operational parameters established by the manufacturer and ensuring a high level of protection. 
Equipment in this category is intended for use in underground parts of mines as well as those parts of 
surface installations of such mines likely to be endangered by firedamp and/or combustible dust. 
This equipment is intended to be de-energized in the event of an explosive atmosphere. 
The means of protection relating to equipment in this category assure the requisite level of protection during 
normal operation and also in the case of more severe operating conditions, in particular those arising from 
rough handling and changing environmental conditions. 
Equipment in this category must comply with the supplementary requirements referred to in Annex II, 2.0.2. 
 
2. Equipment-group II 
 
(a) Category 1 comprises equipment designed to be capable of functioning in conformity with the operational 
parameters established by the manufacturer and ensuring a very high level of protection. 
Equipment in this category is intended for use in areas in which explosive atmospheres caused by mixtures 
of air and gases, vapours or mists or by air/dust mixtures are present continuously, for long periods or 
frequently. 
Equipment in this category must ensure the requisite level of protection, even in the event of rare incidents 
relating to equipment, and is characterized by means of protection such that: 
- either, in the event of failure of one means of protection, at least an independent second means provides 
the requisite level of protection, 
- or the requisite level of protection is assured in the event of two faults occurring independently of each 
other. 
Equipment in this category must comply with the supplementary requirements referred to in Annex II, 2.1. 
 
(b) Category 2 comprises equipment designed to be capable of functioning in conformity with the operational 
parameters established by the manufacturer and of ensuring a high level of protection. 
Equipment in this category is intended for use in areas in which explosive atmospheres caused by gases, 
vapours, mists or air/dust mixtures are likely to occur occasionally. 
The means of protection relating to equipment in this category ensure the requisite level of protection, even 
in the event of frequently occurring disturbances or equipment faults which normally have to be taken into 
account. 
Equipment in this category must comply with the supplementary requirements referred to in Annex II, 2.2. 
 







 


(c) Category 3 comprises equipment designed to be capable of functioning in conformity with the operating 
parameters established by the manufacturer and ensuring a normal level of protection. 
Equipment in this category is intended for use in areas in which explosive atmospheres caused by gases, 
vapours, mists, or air/dust mixtures are unlikely to occur or, if they do occur, are likely to do so only 
infrequently and for a short period only. 
Equipment in this category ensures the requisite level of protection during normal operation. 
Equipment in this category must comply with the supplementary requirements referred to in Annex II, 2.3. 
 
 
ANNEX II 
 
ESSENTIAL HEALTH AND SAFETY REQUIREMENTS RELATING TO THE DESIGN AND 
CONSTRUCTION OF EQUIPMENT AND PROTECTIVE SYSTEMS INTENDED FORUSE IN 
POTENTIALLY EXPLOSIVE ATMOSPHERES 
 
Preliminary observations 
 
A. Technological knowledge, which can change rapidly, must be taken into account as far as possible and be 
utilized immediately. 
 
B. For the devices referred to in Article 1 (2), the essential requirements shall apply only in so far as they are 
necessary for the safe and reliable functioning and operation of those devices with respect to the risks of 
explosion. 
 
1. COMMON REQUIREMENTS FOR EQUIPMENT AND PROTECTIVE SYSTEMS 
 
1.0. General requirements 
 
1.0.1. Principles of integrated explosion safety 
 
Equipment and protective systems intended for use in potentially explosive atmospheres must be designed 
from the point of view of integrated explosion safety. 
In this connection, the manufacturer must take measures: 
- above all, if possible, to prevent the formation of explosive atmospheres which may be produced or 
released by equipment and by protective systems themselves, 
- to prevent the ignition of explosive atmospheres, taking into account the nature of every electrical and non-
electrical source of ignition, 
- should an explosion nevertheless occur which could directly or indirectly endanger persons and, as the 
case may be, domestic animals or property, to halt it immediately and/or to limit the range of explosion 
flames and explosion pressures to a sufficient level of safety. 
 
1.0.2. Equipment and protective systems must be designed and manufactured after due analysis of possible 
operating faults in order as far as possible to preclude dangerous situations. 
Any misuse which can reasonably be anticipated must be taken into account. 
 
1.0.3. Special checking and maintenance conditions 
 
Equipment and protective systems subject to special checking and maintenance conditions must be 
designed and constructed with such conditions in mind. 
 
1.0.4. Surrounding area conditions 
 
Equipment and protective systems must be so designed and constructed as to be capable of coping with 
actual or foreseeable surrounding area conditions. 
 
1.0.5. Marking 
 
All equipment and protective systems must be marked legibly and indelibly with the following minimum 
particulars: 
- name and address of the manufacturer, 
- CE marking (see Annex X, point A), 
- designation of series or type, 
- serial number, if any, 







 


- year of construction, 
- the specific marking of explosion protection  followed by the symbol of the equipment group and 
category, 
- for equipment-group II, the letter ‘G’ (concerning explosive atmospheres caused by gases, vapours or 
mists), 
and/or 
the letter ‘D’ (concerning explosive atmospheres caused by dust). 
Furthermore, where necessary, they must also be marked with all information essential to their safe use. 
 
1.0.6. Instructions 
 
(a) All equipment and protective systems must be accompanied by instructions, including at least the 
following particulars: 
- a recapitulation of the information with which the equipment or protective system is marked, except for the 
serial number (see 1.0.5.), together with any appropriate additional information to facilitate maintenance (e.g. 
address of the importer, repairer, etc.); 
- instructions for safe: 
- putting into service, 
- use, 
- assembling and dismantling, 
- maintenance (servicing and emergency repair), 
- installation, 
- adjustment; 
- where necessary, an indication of the danger areas in front of pressure-relief devices; 
- where necessary, training instructions; 
- details which allow a decision to be taken beyond any doubt as to whether an item of equipment in a 
specific category or a protective system can be used safely in the intended area under the expected 
operating conditions; 
- electrical and pressure parameters, maximum surface temperatures and other limit values; 
- where necessary, special conditions of use, including particulars of possible misuse which experience has 
shown might occur; 
- where necessary, the essential characteristics of tools which may be fitted to the equipment or protective 
system. 
 
(b) The instructions must be drawn up in one of the Community Union languages by the manufacturer or his 
authorized representative established in the Community Union. 
On being put into service, all equipment and protective systems must be accompanied by a translation of the 
instructions in the language or languages of the country in which the equipment or protective system is to be 
used and by the instructions in the original language. 
This translation must be made by either the manufacturer or his authorized representative established in the 
Community Union or the person introducing the equipment or protective system into the language area in 
question. 
By way of derogation from this requirement, the maintenance instructions for use by the specialist personnel 
employed by the manufacturer or his authorized representative established in the Community Union may be 
drawn up in a single Community Union language understood by that personnel. 
 
(c) The instructions must contain the drawings and diagrams necessary for the putting into service, 
maintenance, inspection, checking of correct operation and, where appropriate, repair of the equipment or 
protective system, together with all useful instructions, in particular with regard to safety. 
 
(d) Literature describing the equipment or protective system must not contradict the instructions with regard 
to safety aspects. 
 
1.1. Selection of materials 
 
1.1.1. The materials used for the construction of equipment and protective systems must not trigger off an 
explosion, taking into account foreseeable operational stresses. 
 
1.1.2. Within the limits of the operating conditions laid down by the manufacturer, it must not be possible for 
a reaction to take place between the materials used and the constituents of the potentially explosive 
atmosphere which could impair explosion protection. 
 







 


1.1.3. Materials must be so selected that predictable changes in their characteristics and their compatibility in 
combination with other materials will not lead to a reduction in the protection afforded; in particular, due 
account must be taken of the material's corrosion and wear resistance, electrical conductivity, mechanical 
strength, ageing resistance and the effects of temperature variations. 
 
1.2. Design and construction 
 
1.2.1. Equipment and protective systems must be designed and constructed with due regard to technological 
knowledge of explosion protection so that they can be safely operated throughout their foreseeable lifetime. 
 
1.2.2. Components to be incorporated into or used as replacements in equipment and protective systems 
must be so designed and constructed that they function safely for their intended purpose of explosion 
protection when they are installed in accordance with the manufacturer's instructions. 
 
1.2.3. Enclosed structures and prevention of leaks 
 
Equipment which may release flammable gases or dusts must wherever possible employ enclosed 
structures only. 
If equipment contains openings or non-tight joints, these must as far as possible be designed in such a way 
that releases of gases or dusts cannot give rise to explosive atmospheres outside the equipment. 
Points where materials are introduced or drawn off must, as far as possible, be designed and equipped so as 
to limit releases of flammable materials during filling or draining. 
 
1.2.4. Dust deposits 
 
Equipment and protective systems which are intended to be used in areas exposed to dust must be so 
designed that deposit dust on their surfaces is not ignited. 
In general, dust deposits must be limited where possible. Equipment and protective systems must be easily 
cleanable. 
The surface temperatures of equipment parts must be kept well below the glow temperature of the deposit 
dust. 
The thickness of deposit dust must be taken into consideration and, if appropriate, means must be taken to 
limit the temperature in order to prevent a heat build up. 
 
1.2.5. Additional means of protection 
 
Equipment and protective systems which may be exposed to certain types of external stresses must be 
equipped, where necessary, with additional means of protection. 
Equipment must withstand relevant stresses, without adverse effect on explosion protection. 
 
1.2.6. Safe opening 
 
If equipment and protective systems are in a housing or a locked container forming part of the explosion 
protection itself, it must be possible to open such housing or container only with a special tool or by means of 
appropriate protection measures. 
 
1.2.7. Protection against other hazards 
 
Equipment and protective systems must be so designed and manufactured as to: 
(a) avoid physical injury or other harm which might be caused by direct or indirect contact; 
(b) assure that surface temperatures of accessible parts or radiation which would cause a danger, are not 
produced; 
(c) eliminate non-electrical dangers which are revealed by experience; 
(d) assure that foreseeable conditions of overload do not give rise to dangerous situations. 
Where, for equipment and protective systems, the risks referred to in this paragraph are wholly or partly 
covered by other Community Union Directives, this Directive shall not apply or shall cease to apply in the 
case of such equipment and protective systems and of such risks upon application of those specific 
Directives. 
 
1.2.8. Overloading of equipment 
 
Dangerous overloading of equipment must be prevented at the design stage by means of integrated 
measurement, regulation and control devices, such as over-current cut-off switches, temperature limiters, 







 


differential pressure switches, flowmeters, time-lag relays, overspeed monitors and/or similar types of 
monitoring devices. 
 
1.2.9. Flameproof enclosure systems 
 
If parts which can ignite an explosive atmosphere are placed in an enclosure, measures must be taken to 
ensure that the enclosure withstands the pressure developed during an internal explosion of an explosive 
mixture and prevents the transmission of the explosion to the explosive atmosphere surrounding the 
enclosure. 
 
1.3. Potential ignition sources 
 
1.3.1. Hazards arising from different ignition sources 
 
Potential ignition sources such as sparks, flames, electric arcs, high surface temperatures, acoustic energy, 
optical radiation, electromagnetic waves and other ignition sources must not occur. 
 
1.3.2. Hazards arising from static electricity 
 
Electrostatic charges capable of resulting in dangerous discharges must be prevented by means of 
appropriate measures. 
 
1.3.3. Hazards arising from stray electric and leakage currents 
 
Stray electric and leakage currents in conductive equipment parts which could result in, for example, the 
occurrence of dangerous corrosion, overheating of surfaces or sparks capable of provoking an ignition must 
be prevented. 
 
1.3.4. Hazards arising from overheating 
 
Overheating caused by friction or impacts occurring, for example, between materials and parts in contact 
with each other while rotating or through the intrusion of foreign bodies must, as far as possible, be 
prevented at the design stage. 
 
1.3.5. Hazards arising from pressure compensation operations 
 
Equipment and protective systems must be so designed or fitted with integrated measuring, control and 
regulation devices that pressure compensations arising from them do not generate shock waves or 
compressions which may cause ignition. 
 
1.4. Hazards arising from external effects 
 
1.4.1. Equipment and protective systems must be so designed and constructed as to be capable of 
performing their intended function in full safety, even in changing environmental conditions and in the 
presence of extraneous voltages, humidity, vibrations, contamination and other external effects, taking into 
account the limits of the operating conditions established by the manufacturer. 
 
1.4.2. Equipment parts used must be appropriate to the intended mechanical and thermal stresses and 
capable of withstanding attack by existing or foreseeable aggressive substances. 
 
1.5. Requirements in respect of safety-related devices 
 
1.5.1. Safety devices must function independently of any measurement and/or control devices required for 
operation. 
As far as possible, failure of a safety device must be detected sufficiently rapidly by appropriate technical 
means to ensure that there is only very little likelihood that dangerous situations will occur. 
The fail-safe principle is to be applied in general. 
Safety-related switching must in general directly actuate the relevant control devices without intermediate 
software command. 
 
1.5.2. In the event of a safety device failure, equipment and/or protective systems shall, wherever possible, 
be secured. 
 







 


1.5.3. Emergency stop controls of safety devices must, as far as possible, be fitted with restart lockouts. A 
new start command may take effect on normal operation only after the restart lockouts have been 
intentionally reset. 
 
1.5.4. Control and display units 
 
Where control and display units are used, they must be designed in accordance with ergonomic principles in 
order to achieve the highest possible level of operating safety with regard to the risk of explosion. 
 
1.5.5. Requirements in respect of devices with a measuring function for explosion protection. 
 
In so far as they relate to equipment used in explosive atmospheres, devices with a measuring function must 
be designed and constructed so that they can cope with foreseeable operating requirements and special 
conditions of use. 
 
1.5.6. Where necessary, it must be possible to check the reading accuracy and serviceability of devices with 
a measuring function. 
 
1.5.7. The design of devices with a measuring function must incorporate a safety factor which ensures that 
the alarm threshold lies far enough outside the explosion and/or ignition limits of the atmospheres to be 
registered, taking into account, in particular, the operating conditions of the installation and possible 
aberrations in the measuring system. 
 
1.5.8. Risks arising from software 
 
In the design of software-controlled equipment, protective systems and safety devices, special account must 
be taken of the risks arising from faults in the programme. 
 
1.6. Integration of safety requirements relating to the system 
 
1.6.1. Manual override must be possible in order to shut down the equipment and protective systems 
incorporated within automatic processes which deviate from the intended operating conditions, provided that 
this does not compromise safety. 
 
1.6.2. When the emergency shutdown system is actuated, accumulated energy must be dispersed as quickly 
and as safely as possible or isolated so that it no longer constitutes a hazard. 
This does not apply to electrochemically-stored energy. 
 
1.6.3. Hazards arising from power failure 
 
Where equipment and protective systems can give rise to a spread of additional risks in the event of a power 
failure, it must be possible to maintain them in a safe state of operation independently of the rest of the 
installation. 
 
1.6.4. Hazards arising from connections 
 
Equipment and protective systems must be fitted with suitable cable and conduit entries. 
When equipment and protective systems are intended for use in combination with other equipment and 
protective systems, the interface must be safe. 
 
1.6.5. Placing of warning devices as parts of equipment 
Where equipment or protective systems are fitted with detection or alarm devices for monitoring the 
occurrence of explosive atmospheres, the necessary instructions must be provided to enable them to be 
provided at the appropriate places. 
 
2. SUPPLEMENTARY REQUIREMENTS IN RESPECT OF EQUIPMENT 
 
2.0. Requirements applicable to equipment in category M of equipment-group I 
 
2.0.1. Requirements applicable to equipment in category M 1 of equipment-group I 
 
2.0.1.1. Equipment must be so designed and constructed that sources of ignition do not become active, even 
in the event of rare incidents relating to equipment. 







 


Equipment must be equipped with means of protection such that: 
- either, in the event of failure of one means of protection, at least an independent second means provides 
the requisite level of protection, 
- or, the requisite level of protection is ensured in the event of two faults occurring independently of each 
other. 
Where necessary, this equipment must be equipped with additional special means of protection. 
It must remain functional with an explosive atmosphere present. 
 
2.0.1.2. Where necessary, equipment must be so constructed that no dust can penetrate it. 
 
2.0.1.3. The surface temperatures of equipment parts must be kept clearly below the ignition temperature of 
the foreseeable air/dust mixtures in order to prevent the ignition of suspended dust. 
 
2.0.1.4. Equipment must be so designed that the opening of equipment parts which may be sources of 
ignition is possible only under non-active or intrinsically safe conditions. Where it is not possible to render 
equipment non-active, the manufacturer must affix a warning label to the opening part of the equipment. 
If necessary, equipment must be fitted with appropriate additional interlocking systems. 
 
2.0.2. Requirements applicable to equipment in category M 2 of equipment-group I 
 
2.0.2.1. Equipment must be equipped with means of protection ensuring that sources of ignition do not 
become active during normal operation, even under more severe operating conditions, in particular those 
arising from rough handling and changing environmental conditions. 
The equipment is intended to be de-energized in the event of an explosive atmosphere. 
 
2.0.2.2. Equipment must be so designed that the opening of equipment parts which may be sources of 
ignition is possible only under non-active conditions or via appropriate interlocking systems. Where it is not 
possible to render equipment non-active, the manufacturer must affix a warning label to the opening part of 
the equipment. 
 
2.0.2.3. The requirements regarding explosion hazards arising from dust applicable to category M 1 must be 
applied. 
 
2.1. Requirements applicable to equipment in category 1 of equipment-group II 
 
2.1.1. Explosive atmospheres caused by gases, vapours or mists 
 
2.1.1.1. Equipment must be so designed and constructed that sources of ignition do not become active, even 
in event of rare incidents relating to equipment. 
It must be equipped with means of protection such that: 
- either, in the event of failure of one means of protection, at least an independent second means provides 
the requisite level of protection, 
- or, the requisite level of protection is ensured in the event of two faults occurring independently of each 
other. 
 
2.1.1.2. For equipment with surfaces which may heat up, measures must be taken to ensure that the stated 
maximum surface temperatures are not exceeded even in the most unfavourable circumstances. 
Temperature rises caused by heat build-ups and chemical reactions must also be taken into account. 
 
2.1.1.3. Equipment must be so designed that the opening of equipment parts which might be sources of 
ignition is possible only under non-active or intrinsically safe conditions. Where it is not possible to render 
equipment non-active, the manufacturer must affix a warning label to the opening part of the equipment. 
If necessary, equipment must be fitted with appropriate additional interlocking systems. 
 
2.1.2. Explosive atmospheres caused by air/dust mixtures 
 
2.1.2.1. Equipment must be so designed and constructed that ignition of air/dust mixtures does not occur 
even in the event of rare incidents relating to equipment. 
It must be equipped with means of protection such that 
- either, in the event of failure of one means of protection, at least an independent second means provides 
the requisite level of protection, 
- or, the requisite level of protection is ensured in the event of two faults occurring independently of each 
other. 







 


 
2.1.2.2. Where necessary, equipment must be so designed that dust can enter or escape from the 
equipment only at specifically designated points. 
This requirement must also be met by cable entries and connecting pieces. 
 
2.1.2.3. The surface temperatures of equipment parts must be kept well below the ignition temperature of the 
foreseeable air/dust mixtures in order to prevent the ignition of suspended dust. 
 
2.1.2.4. With regard to the safe opening of equipment parts, requirement 2.1.1.3 applies. 
 
2.2. Requirements for category 2 of equipment-group II 
 
2.2.1. Explosive atmospheres caused by gases, vapours or mists 
 
2.2.1.1. Equipment must be so designed and constructed as to prevent ignition sources arising, even in the 
event of frequently occurring disturbances or equipment operating faults, which normally have to be taken 
into account. 
 
2.2.1.2. Equipment parts must be so designed and constructed that their stated surface temperatures are not 
exceeded, even in the case of risks arising from abnormal situations anticipated by the manufacturer. 
 
2.2.1.3. Equipment must be so designed that the opening of equipment parts which might be sources of 
ignition is possible only under non-active conditions or via appropriate interlocking systems. Where it is not 
possible to render equipment non-active, the manufacturer must affix a warning label to the opening part of 
the equipment. 
 
2.2.2. Explosive atmospheres caused by air/dust mixtures 
 
2.2.2.1. Equipment must be designed and constructed so that ignition of air/dust mixtures is prevented, even 
in the event of frequently occurring disturbances or equipment operating faults which normally have to be 
taken into account. 
 
2.2.2.2. With regard to surface temperatures, requirement 2.1.2.3 applies. 
 
2.2.2.3. With regard to protection against dust, requirement 2.1.2.2 applies. 
 
2.2.2.4. With regard to the safe opening of equipment parts, requirement 2.2.1.3 applies. 
 
2.3. Requirements applicable to equipment in category 3 of equipment-group II 
 
2.3.1. Explosive atmospheres caused by gases, vapours or mists 
 
2.3.1.1. Equipment must be so designed and constructed as to prevent foreseeable ignition sources which 
can occur during normal operation. 
 
2.3.1.2. Surface temperatures must not exceed the stated maximum surface temperatures under intended 
operating conditions. Higher temperatures in exceptional circumstances may be allowed only if the 
manufacturer adopts special additional protective measures. 
 
2.3.2. Explosive atmospheres caused by air/dust mixtures 
 
2.3.2.1. Equipment must be so designed and constructed that air/dust mixtures cannot be ignited by 
foreseeable ignition sources likely to exist during normal operation. 
 
2.3.2.2. With regard to surface temperatures, requirement 2.1.2.3 applies. 
 
2.3.2.3. Equipment, including cable entries and connecting pieces, must be so constructed that, taking into 
account the size of its particles, dust can neither develop explosive mixtures with air nor form dangerous 
accumulations inside the equipment. 
 
3. SUPPLEMENTARY REQUIREMENTS IN RESPECT OF PROTECTIVE SYSTEMS 
 
3.0. General requirements 







 


 
3.0.1. Protective systems must be dimensioned in such a way as to reduce the effects of an explosion to a 
sufficient level of safety. 
 
3.0.2. Protective systems must be designed and capable of being positioned in such a way that explosions 
are prevented from spreading through dangerous chain reactions or flashover and incipient explosions do 
not become detonations. 
 
3.0.3. In the event of a power failure, protective systems must retain their capacity to function for a period 
sufficient to avoid a dangerous situation. 
 
3.0.4. Protective systems must not fail due to outside interference. 
 
3.1. Planning and design 
 
3.1.1. Characteristics of materials 
 
With regard to the characteristics of materials, the maximum pressure and temperature to be taken into 
consideration at the planning stage are the expected pressure during an explosion occurring under extreme 
operating conditions and the anticipated heating effect of the flame. 
 
3.1.2. Protective systems designed to resist or contain explosions must be capable of withstanding the shock 
wave produced without losing system integrity. 
 
3.1.3. Accessories connected to protective systems must be capable of withstanding the expected maximum 
explosion pressure without losing their capacity to function. 
 
3.1.4. The reactions caused by pressure in peripheral equipment and connected pipe-work must be taken 
into consideration in the planning and design of protective systems. 
 
3.1.5. Pressure-relief systems 
 
If it is likely that stresses on protective systems will exceed their structural strength, provision must be made 
in the design for suitable pressure-relief devices which do not endanger persons in the vicinity. 
 
3.1.6. Explosion suppression systems 
 
Explosion suppression systems must be so planned and designed that they react to an incipient explosion at 
the earliest possible stage in the event of an incident and counteract it to best effect, with due regard to the 
maximum rate of pressure increase and the maximum explosion pressure. 
 
3.1.7. Explosion decoupling systems 
 
Decoupling systems intended to disconnect specific equipment as swiftly as possible in the event of incipient 
explosions by means of appropriate devices must be planned and designed so as to remain proof against 
the transmission of internal ignition and to retain their mechanical strength under operating conditions. 
 
3.1.8. Protective systems must be capable of being integrated into a circuit with a suitable alarm threshold so 
that, if necessary, there is cessation of product feed and output and shutdown of equipment parts which can 
no longer function safely. 
 
 
[NOTE: for the contents of Annex II of Decision to be included in the aligned Directive, the expression 
“legislative instrument” will be changed to “Directive”] 
 
 
ANNEX III 
 
MODULE EUC-TYPE EXAMINATION 
 
[Replaced by Annex II of Decision, Module B: EU-type examination, with the following modifications in 
Points 2 and 4 (to exclude the “design type”): 
 







 


2. EUC-type examination is may be carried out with the in either of the following manners: 
- examination of a specimen, representative of the production envisaged, of the complete product. 
(production type), 
- assessment of the adequacy of the technical design of the product through examination of the technical 
documentation and supporting evidence referred to in point 3, plus examination of specimens, representative 
of the production envisaged, of one or more critical parts of the product (combination of production type and 
design type), 
- assessment of the adequacy of the technical design of the product through examination of the technical 
documentation and supporting evidence referred to in point 3, without examination of a specimen (design 
type). 
 
4. The notified body shall: 
For the product: 
4.1. examine the technical documentation and supporting evidence to assess the adequacy of the technical 
design of the product; 
For the specimen(s): 
4.1.2. verify that the specimen(s) have been manufactured… 
1. This module describes that part of the procedure by which a notified body ascertains and attests that a 
specimen representative of the production envisaged meets the relevant applicable provisions of the 
Directive. 
 
2. The application for the EC-type examination shall be lodged by the manufacturer or his authorized 
representative established within the Community with a notified body of his choice. 
The application shall include: 
- the name and address of the manufacturer and, if the application is lodged by the authorized representative, 
his name and address in addition; 
- a written declaration that the same application has not been lodged with any other notified body; 
- the technical documentation, as described in point 3. 
The applicant shall place at the disposal of the notified body a specimen representative of the production 
envisaged and hereinafter called ‘type’. 
The notified body may request further specimens if needed for carrying out the test programme. 
 
3. The technical documentation shall enable the conformity of the product with the requirements of the 
Directive to be assessed. It shall, to the extent necessary for such assessment, cover the design, 
manufacture and operation of the product and shall to that extent contain: 
- a general type-description; 
- design and manufacturing drawings and layouts of components, subassemblies, circuits, etc.; 
- descriptions and explanations necessary for the understanding of said drawings and layouts and the 
operation of the product; 
- a list of the standards referred to in Article 5, applied in full or in part, and descriptions of the solutions 
adopted to meet the essential requirements of the Directive where the standards referred to in Article 5 have 
not been applied; 
- results of design calculations made, examinations carried out, etc.; 
- test reports. 
 
4. The notified body shall: 
 
4.1. examine the technical documentation, verify that the type has been manufactured in conformity with the 
technical documentation and identify the elements which have been designed in accordance with the 
relevant provisions of the standards referred to in Article 5, as well as the components which have been 
designed without applying the relevant provisions of those standards; 
 
4.2. perform or have performed the appropriate examinations and necessary tests to check whether the 
solutions adopted by the manufacturer meet the essential requirements of the Directive where the standards 
referred to in Article 5 have not been applied; 
 
4.3. perform or have performed the appropriate examinations and necessary tests to check whether these 
have actually been applied, where the manufacturer has chosen to apply the relevant standards; 
 
4.4. agree with the applicant the location where the examinations and necessary tests shall be carried out. 
 







 


5. Where the type meets the provisions of the Directive, the notified body shall issue an EC-type-examination 
certificate to the applicant. The certificate shall contain the name and address of the manufacturer, 
conclusions of the examination and the necessary data for identification of the approved type. 
A list of the significant parts of the technical documentation shall be annexed to the certificate and a copy 
kept by the notified body. 
If the manufacturer or his authorized representative established in the Community is denied a type 
certification, the notified body shall provide detailed reasons for such denial. 
Provision shall be made for an appeals procedure. 
 
6. The applicant shall inform the notified body which holds the technical documentation concerning the EC-
type-examination certificate of all modifications to the approved equipment or protective system which must 
receive further approval where such changes may affect conformity with the essential requirements or with 
the prescribed conditions for use of the product. This further approval is given in the form of an addition to 
the original EC-type-examination certificate. 
 
7. Each notified body shall communicate to the other notified bodies the relevant information concerning the 
EC-type-examination certificates and additions issued and withdrawn. 
 
8. The other notified bodies may receive copies of the EC-type-examination certificates and/or their additions. 
The annexes to the certificates shall be kept at the disposal of the other notified bodies. 
 
9. The manufacturer or his authorized representative established in the Community shall keep with the 
technical documentation copies of EC-type-examination certificates and their additions for a period ending at 
least 10 years after the last equipment or protective system was manufactured. 
Where neither the manufacturer nor his authorized representative is established within the Community, the 
obligation to keep the technical documentation available shall be the responsibility of the person who places 
the product on the Community market. 
 
 
ANNEX IV 
 
MODULE: PRODUCTION QUALITY ASSURANCE 
 
[Replaced by Annex II of Decision, Module D: Conformity to type based on quality assurance of the 
production process] 
1. This module describes the procedure whereby the manufacturer who satisfies the obligations of point 2 
ensures and declares that the products concerned are in conformity with the type as described in the EC-
type-examination certificate and satisfy the requirements of the Directive which apply to them. The 
manufacturer, or his authorized representative established in the Community, shall affix the CE marking to 
each piece of equipment and draw up a written declaration of conformity. The CE marking shall be 
accompanied by the identification number of the notified body responsible for EC monitoring, as specified in 
Section 4. 
 
2. The manufacturer shall operate an approved quality system for production, final equipment inspection and 
testing as specified in Section 3 and shall be subject to monitoring as specified in Section 4. 
 
3. Quality system 
 
3.1. The manufacturer shall lodge an application for assessment of his quality system with a notified body of 
his choice, for the equipment concerned. 
The application shall include: 
- all relevant information for the product category envisaged; 
- the documentation concerning the quality system; 
- technical documentation on the approved type and a copy of the EC-type-examination certificate. 
 
3.2. The quality system shall ensure compliance of the equipment with the type as described in the EC-type-
examination certificate and with the requirements of the Directive which apply to them. 
All the elements, requirements and provisions adopted by the manufacturer shall be documented in a 
systematic and orderly manner in the form of written policies, procedures and instructions. The quality 
system documentation must permit a consistent interpretation of quality programmes, plans, manuals and 
records. 
It shall contain, in particular, an adequate description of 







 


- the quality objectives and the organizational structure, responsibilities and powers of the management with 
regard to equipment quality; 
- the manufacturing, quality control and quality assurance techniques, processes and systematic actions 
which will be used; 
- the examinations and tests which will be carried out before, during and after manufacture and the 
frequency with which they will be carried out; 
- the quality records, such as inspection reports and test data, calibration data, reports on the qualifications 
of the personnel concerned, etc.; 
- the means to monitor the achievement of the required equipment quality and the effective operation of the 
quality system. 
 
3.3. The notified body shall assess the quality system to determine whether it satisfies the requirements 
referred to in Section 3.2. It shall presume conformity with these requirements in respect of quality systems 
which implement the relevant harmonized standard. The auditing team shall have at least one member with 
experience of evaluation in the equipment technology concerned. The evaluation procedure shall include an 
inspection visit to the manufacturer's premises. The decision shall be notified to the manufacturer. The 
notification shall contain the conclusions of the examination and the reasoned assessment decision. 
 
3.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as approved 
and to uphold the system so that it remains adequate and efficient. 
The manufacturer or his authorized representative shall inform the notified body which has approved the 
quality system of any intended updating of the quality system. 
The notified body shall evaluate the modifications proposed and decide whether the amended quality system 
will still satisfy the requirements referred to in Section 3.2 or whether a re-assessment is required. 
It shall notify its decision to the manufacturer. The notification shall contain the conclusions of the 
examination and the reasoned assessment decision. 
 
4. Surveillance under the responsibility of the notified body 
 
4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations arising out 
of the approved quality system. 
 
4.2. The manufacturer shall, for inspection purposes, allow the notified body access to the manufacture, 
inspection, testing and storage premises and shall provide it with all necessary information, in particular 
- the quality system documentation 
- the quality records, such as inspection reports and test data, calibration data, reports on the qualifications 
of the personnel concerned, etc. 
 
4.3. The notified body shall periodically carry out audits to ensure that the manufacturer maintains and 
applies the quality system and shall provide an audit report to the manufacturer. 
 
4.4. Furthermore, the notified body may pay unexpected visits to the manufacturer. 
During such visits, the notified body may carry out tests, or arrange for tests to be carried out, to check that 
the quality system is functioning correctly, if necessary. The notified body shall provide the manufacturer with 
a visit report and, if a test has taken place, with a test report. 
 
5. The manufacturer shall, for a period ending at least 10 years after the last piece of equipment was 
manufactured, keep at the disposal of the national authorities: 
- the documentation referred to in the second indent of Section 3.1; 
- the updating referred to in the second paragraph of Section 3.4; 
- the decisions and reports from the notified body which are referred to in Section 3.4, last paragraph, 
Section 4.3 and Section 4.4. 
 
6. Each notified body shall apprise the other notified bodies of the relevant information concerning the quality 
system approvals issued and withdrawn. 
 
 
ANNEX V 
 
MODULE: PRODUCT VERIFICATION 
 
[Replaced by Annex II of Decision, Module F: Conformity to type based on product verification, with the 
exclusion of Point 5 “Statistical verification of conformity”] 







 


1. This module describes the procedure whereby a manufacturer or his authorized representative 
established within the Community checks and attests that the equipment subject to the provisions of point 3 
are in conformity with the type as described in the EC-type-examination certificate and satisfy the relevant 
requirements of the Directive. 
 
2. The manufacturer shall take all measures necessary to ensure that the manufacturing process guarantees 
conformity of the equipment with the type as described in the EC-type-examination certificate and with the 
requirements of the Directive which apply to them. The manufacturer or his authorized representative 
established in the Community shall affix the CE marking to each piece of equipment and shall draw up a 
declaration of conformity. 
 
3. The notified body shall carry out the appropriate examinations and tests in order to check the conformity of 
the equipment, protective system or device referred to in Article 1(2), with the relevant requirements of the 
Directive, by examining and testing every product as specified in Section 4. 
The manufacturer or his authorized representative shall keep a copy of the declaration of conformity for a 
period ending at least 10 years after the last piece of equipment was manufactured. 
 
4. Verification by examination and testing of each piece of equipment 
 
4.1. All equipment shall be individually examined and appropriate tests as set out in the relevant standard(s) 
referred to in Article 5 or equivalent tests shall be carried out in order to verify their conformity with the type 
as described in the EC-type-examination certificate and the relevant requirements of the Directive. 
 
4.2. The notified body shall affix or have affixed its identification number to each approved item of equipment 
and shall draw up a written certificate of conformity relating to the tests carried out. 
 
4.3. The manufacturer or his authorized representative shall ensure that he is able to supply the notified 
body's certificates of conformity on request. 
 
 
ANNEX VI 
 
MODULE: CONFORMITY TO TYPE 
 
[Replaced by Annex II of Decision, Module C1: Conformity to type based on internal production control 
plus supervised product testing, with the following modifications in Point 3 (to exclude the “in-house 
bodies”): 
 
3. Product checks 
 
For each individual product manufactured one or more tests on one or more specific aspects of the product 
shall be carried out by the manufacturer or on his behalf, in order to verify conformity with the corresponding 
requirements of the Directivelegislative instrument. At the choice of the manufacturer, Tthe tests shall be 
carried out either by an accredited in-house body or under the responsibility of a notified body, chosen by the 
manufacturer. 
Where the tests are carried out by a notified body, Tthe manufacturer shall, under the responsibility of the 
notified body, affix the notified body's identification number during the manufacturing process. 
] 
1. This module describes that part of the procedure whereby the manufacturer or his authorized 
representative established within the Community ensures and declares that the equipment in question is in 
conformity with the type as described in the EC-type-examination certificate and satisfies the requirements of 
the Directive applicable to it. The manufacturer or his authorized representative established within the 
Community shall affix the CE marking to each piece of equipment and draw up a written declaration of 
conformity. 
 
2. The manufacturer shall take all measures necessary to ensure that the manufacturing process assures 
compliance of the manufactured equipment with the type as described in the EC-type-examination certificate 
and with the relevant requirements of the Directive. 
 
3. The manufacturer or his authorized representative shall keep a copy of the declaration of conformity for a 
period ending at least 10 years after the last piece of equipment was manufactured. Where neither the 
manufacturer nor his authorized representative is established within the Community, the obligation to keep 







 


the technical documentation available shall be the responsibility of the person who places the equipment or 
protective system on the Community market. 
For each piece of equipment manufactured, tests relating to the anti-explosive protection aspects of the 
product shall be carried out by the manufacturer or on his behalf. The tests shall be carried out under the 
responsibility of a notified body, chosen by the manufacturer. 
On the responsibility of the notified body, the manufacturer shall affix the former's identification number 
during the manufacturing process. 
 
 
ANNEX VII 
 
MODULE: PRODUCT QUALITY ASSURANCE 
 
[Replaced by Annex II of the Decision, Module E: Conformity to tye based on product quality assurance] 
1. This module describes the procedure whereby the manufacturer who satisfies the obligations of Section 2 
ensures and declares that the equipment is in conformity with the type as described in the EC-type-
examination certificate. 
The manufacturer or his authorized representative established within the Community shall affix the CE 
marking to each product and draw up a written declaration of conformity. The CE marking shall be 
accompanied by the identification number of the notified body responsible for surveillance as specified in 
Section 4. 
 
2. The manufacturer shall operate an approved quality system for the final inspection and testing of 
equipment as specified in Section 3 below and shall be subject to surveillance as specified in Section 4 
below. 
 
3. Quality system 
 
3.1. The manufacturer shall lodge an application for assessment of his quality system for the equipment, with 
a notified body of his choice. 
The application shall include: 
- all relevant information for the product category envisaged; 
- documentation on the quality system; 
- technical documentation on the approved type and a copy of the EC-type-examination certificate. 
 
3.2. Under the quality system, each piece of equipment shall be examined and appropriate tests as set out in 
the relevant standard(s) referred to in Article 5 or equivalent tests shall be carried out in order to ensure its 
conformity with the relevant requirements of the Directive. All the elements, requirements and provisions 
adopted by the manufacturer shall be documented in a systematic and orderly manner in the form of written 
policies, procedures and instructions. This quality system documentation must permit a consistent 
interpretation of the quality programmes, plans, manuals and records. 
It shall contain, in particular, an adequate description of: 
- the quality objectives and the organizational structure, responsibilities and powers of the management with 
regard to product quality; 
- the examinations and tests which will be carried out after manufacture; 
- the means to monitor the effective operation of the quality system; 
- quality records, such as inspection reports and test data, calibration data, reports on the qualifications of 
the personnel concerned, etc. 
 
3.3. The notified body shall assess the quality system to determine whether it satisfies the requirements 
referred to in Section 3.2. It shall presume conformity with these requirements in respect of quality systems 
which implement the relevant harmonized standard. 
The auditing team shall have at least one member experienced as an assessor in the product technology 
concerned. The assessment procedure shall include an assessment visit to the manufacturer's premises. 
The decision shall be notified to the manufacturer. The notification shall contain the conclusions of the 
examination and the reasoned assessment decision. 
 
3.4. The manufacturer shall undertake to discharge the obligations arising from the quality system as 
approved and to maintain it in an appropriate and efficient manner. 
The manufacturer or his authorized representative shall inform the notified body which has approved the 
quality system of any intended updating of the quality system. 
The notified body shall evaluate the modifications proposed and decide whether the modified quality system 
will still satisfy the requirements referred to in Section 3.2 or whether a re-assessment is required. 







 


It shall notify its decision to the manufacturer. The notification shall contain the conclusions of the 
examination and the reasoned assessment decision. 
 
4. Surveillance under the responsibility of the notified body 
 
4.1. The purpose of surveillance is to ensure that the manufacturer duly fulfils the obligations arising out of 
the approved quality system. 
 
4.2. The manufacturer shall for inspection purposes allow the notified body access to the inspection, testing 
and storage premises and shall provide it with all necessary information, in particular: 
- quality system documentation; 
- technical documentation; 
- quality records, such as inspection reports and test data, calibration data, reports on the qualifications of 
the personnel concerned, etc. 
 
4.3. The notified body shall periodically carry out audits to ensure that the manufacturer maintains and 
applies the quality system and shall provide an audit report to the manufacturer. 
 
4.4. Furthermore, the notified body may pay unexpected visits to the manufacturer. 
At the time of such visits, the notified body may carry out tests or arrange for tests to be carried out in order 
to check the proper functioning of the quality system, where necessary; it shall provide the manufacturer with 
a visit report and, if a test has been carried out, with a test report. 
 
5. The manufacturer shall, for a period ending at least 10 years after the last piece of equipment was 
manufactured, keep at the disposal of the national authorities: 
- the documentation referred to in the third indent of Section 3.1; 
- the updating referred to in the second paragraph of Section 3.4; 
- the decisions and reports from the notified body which are referred to in Section 3.4, last paragraph, 
Section 4.3 and Section 4.4. 
 
6. Each notified body shall forward to the other notified bodies the relevant information concerning the quality 
system approvals issued and withdrawn. 
 
 
ANNEX VIII 
 
MODULE: INTERNAL CONTROL OF PRODUCTION 
 
[Replaced by Annex II of Decision: Module A: Internal production control] 
1. This module describes the procedure whereby the manufacturer or his authorized representative 
established within the Community, who carries out the obligations laid down in Section 2, ensures and 
declares that the equipment satisfies the requirements of the Directive applicable to it. 
The manufacturer or his authorized representative established within the Community shall affix the CE 
marking to each piece of equipment and draw up a written declaration of conformity. 
 
2. The manufacturer shall establish the technical documentation described in Section 3 and he or his 
authorized representative established within the Community shall keep it at the disposal of the relevant 
national authorities for inspection purposes for a period ending at least 10 years after the last piece of 
equipment was manufactured. 
Where neither the manufacturer nor his authorized representative is established within the Community, the 
obligation to keep the technical documentation available shall be the responsibility of the person who places 
the equipment on the Community market. 
 
3. Technical documentation shall enable the conformity of the equipment with the relevant requirements of 
the Directive to be assessed. It shall, to the extent necessary for such assessment, cover the design, 
manufacture and operation of the product. It shall contain: 
- a general description of the equipment, 
- conceptual design and manufacturing drawings and schemes of components, sub-assemblies, circuits, etc., 
- descriptions and explanations necessary for the understanding of said drawings and schemes and the 
operation of the equipment, 
- a list of the standards applied in full or in part, and descriptions of the solutions adopted to meet the safety 
aspects of the Directive where the standards have not been applied, 
- results of design calculations made, examinations carried out, etc., 







 


- test reports. 
 
4. The manufacturer or his authorized representative shall keep a copy of the declaration of conformity with 
the technical documentation. 
 
5. The manufacturer shall take all measures necessary to ensure that the manufacturing process guarantees 
compliance of the manufactured equipment with the technical documentation referred to in Section 2 and 
with the requirements of the Directive applicable to such equipment. 
 
 
ANNEX IX 
 
MODULE: UNIT VERIFICATION 
 
[Replaced by Annex II of Decision, Module G: Conformity based on unit verification] 
1. This module describes the procedure whereby the manufacturer ensures and declares that the equipment 
or protective system which has been issued with the certificate referred to in Section 2 conforms to the 
requirements of the Directive which are applicable to it. The manufacturer or his authorized representative in 
the Community shall affix the CE marking to the equipment or protective system and draw up a declaration 
of conformity. 
 
2. The notified body shall examine the individual equipment or protective system and carry out the 
appropriate tests as set out in the relevant standard(s) referred to in Article 5, or equivalent tests, to ensure 
its conformity with the relevant requirements of the Directive. 
The notified body shall affix, or cause to be affixed, its identification number on the approved equipment or 
protective system and shall draw up a certificate of conformity concerning the tests carried out. 
 
3. The aim of the technical documentation is to enable conformity with the requirements of the Directive to be 
assessed and the design, manufacture and operation of the equipment or protective system to be 
understood. 
The documentation shall contain: 
- a general description of the product; 
- conceptual design and manufacturing drawings and layouts of components, sub-assemblies, circuits, etc.; 
- descriptions and explanations necessary for the understanding of said drawings and layouts and the 
operation of the equipment or protective system; 
- a list of the standards referred to in Article 5, applied in full or in part, and descriptions of the solutions 
adopted to meet the essential requirements of the Directive where the standards referred to in Article 5 have 
not been applied; 
- results of design calculations made, examinations carried out, etc.; 
- test reports. 
 
 
ANNEX X 
 
[Replaced by Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 
setting out the requirements for accreditation and market surveillance relating to the marketing of products 
and by Annex III of Decision No 768/2008/EC of the European Parliament and of the Council of 9 July 2008 
on a common framework for the marketing of products] 
A. CE Marking 
 
The CE conformity marking shall consist of the initials ‘CE’ taking the following form: 







 


 
If the marking is reduced or enlarged, the proportions given in the above graduated drawing must be 
respected. 
The various components of the CE marking must have substantially the same vertical dimension, which may 
not be less than 5 mm. 
This minimum dimension may be waived for small-scale equipment, protective systems or devices referred 
to in Article 1(2). 
 
B. Content of the EC declaration of conformity 
 
The EC declaration of conformity must contain the following elements: 
- the name or identification mark and the address of the manufacturer or his authorized representative 
established within the Community; 
- a description of the equipment, protective system, or device referred to in Article 1(2); 
- all relevant provisions fulfilled by the equipment, protective system, or device referred to in Article 1(2); 
- where appropriate, the name, identification number and address of the notified body and the number of the 
EC-type-examination certificate; 
- where appropriate, reference to the harmonized standards; 
- where appropriate, the standards and technical specifications which have been used; 
- where appropriate, references to other Community Directives which have been applied; 
- identification of the signatory who has been empowered to enter into commitments on behalf of the 
manufacturer or his authorized representative established within the Community. 
 
 
ANNEX XI 
[Replaced by CHAPTER R4] 
MINIMUM CRITERIA TO BE TAKEN INTO ACCOUNT BY MEMBER STATES FORTHE NOTIFICATION OF 
BODIES 
 
1. The body, its director and the staff responsible for carrying out the verification tests shall not be the 
designer, manufacturer, supplier or installer of equipment, protective systems, or devices referred to in 
Article 1(2) which they inspect, nor the authorized representative of any of these parties. They shall become 
involved neither directly nor as authorized representatives in the design, construction, marketing or 
maintenance of the equipment, protective systems or devices referred to in Article 1(2) in question. This 
does not preclude the possibility of exchanges of technical information between the manufacturer and the 
body. 
 
2. The body and its inspection staff shall carry out the verification tests with the highest degree of 
professional integrity and technical competence and shall be free from all pressures and inducements, 
particularly financial, which may influence their judgement or the results of the inspection, especially from 
persons or groups of persons with an interest in the result of verifications. 
 
3. The body shall have at its disposal the necessary staff and possess the necessary facilities to enable it to 
perform properly the administrative and technical tasks connected with verification; it shall also have access 
to the equipment required for special verification. 
 
4. The staff responsible for inspection shall have: 
- sound technical and professional training; 







 


- satisfactory knowledge of the requirements of the tests which they carry out and adequate experience of 
such tests; 
- the ability to draw up the certificates, records and reports required to authenticate the performance of the 
tests. 
 
5. The impartiality of inspection staff shall be guaranteed. Their remuneration shall not depend on the 
number of tests carried out or on the results of such tests. 
 
6. The body shall take out liability insurance unless its liability is assumed by the State in accordance with 
national law or the Member State itself is directly responsible for the tests. 
 
7. The staff of the body shall be bound to observe professional secrecy with regard to all information gained 
in carrying out its tasks (except vis-à-vis the competent administrative authorities of the State in which its 
activities are carried out) under this Directive or any provision of national law giving effect to it. 
 





