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INTERNATIONAL ELECTROTECHNICAL COMMISSION

EXPLOSIVE ATMOSPHERES -

Part 34: Application of quality management systems

£ [ D J 4 £ 4
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FOREWORD

) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization.Comprisin
all national electrotechnical committees (IEC National Committees). The object of IEC\ is¥to promot¢
international co-operation on all questions concerning standardization in the electrical and electronic fields. T
this end and in addition to other activities, IEC publishes International Standards, Technical Specifications),
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter)referred to as “IE(Q
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National"Committee intereste
in the subject dealt with may participate in this preparatory work. International, -governmental and non}
governmental organizations liaising with the IEC also participate in this preparation. IEC collaborates closel
with the International Organization for Standardization (ISO) in accordance)with conditions determined b
agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical matters express{as hearly as possible, an internationd|
consensus of opinion on the relevant subjects since each technical\committee has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommendations for international use and are accepted by IEC Nationg
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IE(
Publications is accurate, IEC cannot be held responsible, for the way in which they are used or for an
misinterpretation by any end user.

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publication
transparently to the maximum extent possible inM\heir national and regional publications. Any divergencg
between any IEC Publication and the correspondiig_national or regional publication shall be clearly indicated i
the latter.

IEC itself does not provide any attestation®of. conformity. Independent certification bodies provide conformit
assessment services and, in some areasylaccess to IEC marks of conformity. IEC is not responsible for an
services carried out by independent certification bodies.

L5
~

@) All users should ensure that they have‘the latest edition of this publication.

1) No liability shall attach to IEC or'its directors, employees, servants or agents including individual experts an
members of its technical committees and IEC National Committees for any personal injury, property damage o
other damage of any nafureswhatsoever, whether direct or indirect, or for costs (including legal fees) an
expenses arising out of\the publication, use of, or reliance upon, this IEC Publication or any other IE(Q
Publications.

-

) Attention is drawp~to.the Normative references cited in this publication. Use of the referenced publications i
indispensable for the correct application of this publication.

=R

9) Attention is @rawn to the possibility that some of the elements of this IEC Publication may be the subject o
patent rights;lEC shall not be held responsible for identifying any or all such patent rights.

International Standard ISO/IEC 80079-34 has been prepared by subcommittee 31M: Nont
lectrical equipment and protective systems for explosive atmospheres of IEC technical
ommittee 31: Equipment for explosive atmospheres.

This second edition cancels and replaces the first edition, published in 2011, and constitutes
a full technical revision.

The significant changes with respect to the previous edition should be considered as minor
technical revisions. However, the clause numbering in regard to the previous edition has
changed in order to be in line with ISO 9001:2015. The normal “Table of Significant Changes”
has not been included for this reason.

This publication is published as a double logo standard.

This standard should be read in conjunction with 1ISO 9001:2015.
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In order to help the reader, the text of the applicable sections of ISO 9001:2015 is reproduced
in a rectangular box. Where clauses are referenced within a rectangular box these refer to
ISO 9001:2015.

The text of this International standard is based on the following documents:

FDIS Report on voting
31M/130/FDIS 31M/135/RVD

&ull information on the voting for the approval of this International Standard can be foundu
he report on voting indicated in the above table.

This document has been drafted in accordance with the ISO/IEC Directives, Part 2(

A list of all parts of the IEC 60079 series, under the general title Explosivetatmospheres, ajg
vell as the ISO/IEC 80079 series, can be found on the IEC website.

The committee has decided that the contents of this document will remain unchanged until theg
$tability date indicated on the IEC website under "http://webstore.iecich" in the data related tc
the specific document. At this date, the document will be

¢ reconfirmed,

¢ withdrawn,

¢ replaced by a revised edition, or

¢ amended.
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INTRODUCTION

This part of ISO/IEC 80079 specifies requirements for a quality management system that can
be used by an organization for the manufacture of Ex Products.

It can also be used by third parties including certification bodies, to assess the organization’s
ability to meet conformity assessments system requirements and/or regulatory requirements.

detailed content (e.g. annexes) is currently focused on the established documents.

Duality requirements are an integral part of most certification schemes and as such this
ocument has been prepared with the IECEx system requirements in mind, is intended tq
Iupport ATEX Directive requirements for quality management system and car,be applied i
ther national or regional certification schemes that relate to the manufacture’of Ex Products.

In Annex D there is a correlation matrix regarding ISO/IEC\ 80079-34:2011 tq
I[SO/IEC 80079-34:2018.
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EXPLOSIVE ATMOSPHERES -

Part 34: Application of quality management systems
for Ex Product manufacture

t—Scope

This document specifies particular requirements and information for establishing-an
maintaining a quality management system to manufacture Ex Products in accordance\with th
ertificates. While it does not preclude the use of other quality management systems that ar
ompatible with the objectives of 1ISO 9001:2015 and which provide equivalent,results, th
minimum requirements are given in this document.

2 Normative references

The following documents are referred to in the text in such a way that some or all of theif
ontent constitutes requirements of this document. For dated‘references, only the edition

ited applies. For undated references, the latest edition of the réferenced document (including
any amendments) applies.

IEC 60050-426, International Electrotechnical Vocabulary — Part 426: Equipment for explosivé
tmospheres

IEC 60079-0, Explosive atmospheres — Part O:;Equipment — General requirements
ISO 9000, Quality management systems(>~"Fundamentals and vocabulary

ISO 9001:2015, Quality management systems — Requirements



http://www.iso.org/obp
https://webstore.iec.ch/publication/34196&preview
https://iecnorm.com/api/?name=8be400b324f26f09facb549fb3000039

- 70 - ISO/IEC 80079-34:2018 © IEC 2018

SOMMAIRE

AVANT-PROP O S ... ettt et e et e e e et e e eanns 74
INTRODUGCTION ..ttt e e e et et e e e e et e e e et e et e et e et e e e eenns 76
1 Domaine d’appliCation ... 77
2 ReEfErenCes NOMMaAtiVES ... .o e 77
3 Termes et definitioNS ... e 77
4 Contextedetorgamsme—————— 7S
4.1 Compréhension de I'organisme et de son contexte ..........coooiviiiiiiiiini N 7
4.2 Compréhension des besoins et des attentes des parties intéressées ............0 .17, 8(

4.3 Détermination du domaine d’application du systéme de management de la
Lo [ =1 1L = PSP 7 S 8(
4.4 Systéme de management de la qualité et ses processus..........coooo. . o, 81
B Leadership oo O 8
5.1 Leadership et engagement...........coooiiiiiiiiiiiiii A T 84
5.1.1 GENEralites .....ovvniii i A 82
5.1.2 Orientation client ... S, 84
5.2 POlTIQUE .. 8
5.2.1 Etablissement de la politique qualité........... o0 e 83
5.2.2 Communication de la politique qualité.....s ol 83
5.3 Rbles, responsabilités et autorités au sein deYorganisme ... 8]
(] PlanifiCatioON. ... e 84
6.1 Actions a mettre en ceuvre face aux risques et opportunités ...l 8"
6.2 Objectifs qualité et planification desyactions pour les atteindre.....................oooenl. 8¢
6.3 Planification des modifications ;.. .o 84
T SUPPOI e e 81
7.1 RESSOUICES .. et e e et e a e 81
7.1.1 G NIl .. e s 81
7.1.2 ReSSOUIrCes hUM@INES ...oueieiiie e 81
7.1.3 INfraS rUCHUE . .o e 81
7.1.4 Environnement pour la mise en ceuvre des proCesSUS .......ccevvvveiiieneineneennne. 81
7.1.5 Ressaurces pour la surveillance et lamesure ... 84
7.1.6 Cannaissances organisationnelles ..........ccooiiiiiiiiiiiii 84
7.2 L0750 011 =Y o 7= 1= 84
7.3 SENSIDIISAtiON . oe 9(
7.4 COMMUNICATION L. ettt e e e e 9(
705 Informations doCUMENTEES ... ..o 91
7.5.1 G NEIAlITES .o 91
7.5.2 Création et mise a jour des informations documentées ................c.cooiiiianie. 91
7.5.3 Maitrise des informations documentées ...........ccooviiiiiiiiiiicin 92
8 Réalisation des activités opérationnelles ... 94
8.1 Planification et maftrise opérationnelles............cooiiiiiiiiiiiiii e 94
8.2 Exigences relatives aux produits et SErviCes .........cooviiiiiiiiiiiiii e, 94
8.2.1 Communication avec les CHeNtS .......c.oiiiiii i 94
8.2.2 Détermination des exigences relatives aux produits et services..................... 95
8.2.3 Revue des exigences relatives aux produits et services............ccociiiiiiinan. 95
8.2.4 Modifications des exigences relatives aux produits et services ...................... 96

8.3 Conception et développement des produits et services ...........cooeiiiiiiiiiiiiininn.. 96


https://webstore.iec.ch/publication/34196&preview
https://iecnorm.com/api/?name=8be400b324f26f09facb549fb3000039

ISO/IEC 80079-34:2018 © |IEC 2018 -71 -

8.3.1 GNEIAlIIES .o 96
8.3.2 Planification de la conception et du développement.............cooiiiiit. 96
8.3.3 Eléments d'entrée de la conception et du développement...........cccc.ccoeeuueee.n. 97
8.3.4 Maitrise de la conception et du développement ............cooiiiiiiiiiiiiiniee 97
8.3.5 Eléments de sortie de la conception et du développement..........cc...ccccevuee.n. 98
8.3.6 Modifications de la conception et du développement ............c.cooiiiiiiiiiinnnns, 98
8.4 Maitrise des processus, produits et services fournis par des prestataires
1530 3 1= Pt 99
8.4.1 7= a1 = 11 = PP 94
8.4.2 Type et étendue de la MaltriSe......cooin i N 10(
8.4.3 Informations a I'attention des prestataires externes ................cocoi L 10
8.5 Production et prestation de service ..........ccooviiiiiiiiiiii D 103
8.5.1 Maitrise de la production et de la prestation de service ..............(roeanee. 103
8.5.2 Identification et tragabilité..............oo N 103
8.5.3 Propriété des clients ou des prestataires externes............c. ¥ iieieeeenen. 104
8.5.4 Préservation ... e 104
8.5.5 ACtiVItEs apres lIVIaiSON ......ovuiii i e 104
8.5.6 Maitrise des modifications ..........ccoooiiiiii o 104
8.6 Libération des produits et services.........ooovviiin i dS S 104
8.7 Maitrise des éléments de sortie non conformes, ... oo 106
D Evaluation des PerforManCes. ......c..ueeeiiiueeee el et 107%
9.1 Surveillance, mesure, analyse et évaluation ... 107
9.1.1 GeNEralites ... 107
9.1.2 Satisfaction du client . ... 107
9.1.3 Analyse et évaluation ... 80 108
9.2 AUdit INTEINEe ..o 108
9.3 ReVUE de direCtioN . .. e 104
9.3.1 GENEralites ... 104
9.3.2 Eléments d’entrée de la revue de direCtion ...............cooeeeeoeiioeieeeeeeeeee 11(
9.3.3 Eléments de-sortie de la revue de direction .............ccoceveeiiiiieee i 11(
(O N o 4 T=Y 1 To] =1 1o o H e PPN 111
T0. 1 GENAIaAl S et 111
10.2  Non-conformité et action Corrective.........oooiiiiiiiii e 111
10.3  AMEIOration CONtINUE ... e, 113
Annexe A (informative) Informations concernant des modes de protection particuliers
et des produits EX SPECIHTIQUES ...ou i 113
A1 VUE d'eNSEMDbDIE ..oeoe s 113
A2 T2 LY =YL = PP 113
A3 Ex d — Fnvelaoppes antidéflagrantes couvertes par I'NEC 60079-1 113
A.3.1 NV EIICALION Lo 113
A.3.2 Pieces de fONAErie . ..o 114
A.3.3 LU ] = o 1= 114
A.3.4 Joints scellés et assemblages enrobeés ..o 114
A.3.5 Essai de surpression individuel de S€rie ..o 114
A.3.6 JOINES @ DrIdES .o 116
A.3.7 Eléments, avec passages non mesurables, des dispositifs de
respiration et de drainage ..........oooouiiiiii i 116
A.4 Ex i — Sécurité intrinséque couverte par 'lEC 60079-11.......cccoiiiiiiiiiiiiiiiiean. 116

A.4.1 Composants pour produits de sécurité intrinséque............occoeveiiiiiiiinnennnen. 116


https://webstore.iec.ch/publication/34196&preview
https://iecnorm.com/api/?name=8be400b324f26f09facb549fb3000039

-72 - ISO/IEC 80079-34:2018 © IEC 2018

A.4.2 Cartes de circuits imprimés (PCB — Printed circuit boards) .......................... 117
A4.3 Sous-ensembles et ensembles ... 117
A4d.4 Enveloppes pour groupe Il ou pour espacement réduit ................cccoeeiianie. 118
A.4.5 Vérifications et essais individuels de Série..........c.ooiviiiiiiiiiiiiii 118
A4.6 Circuits et ensembles de sécurité intrinséque intégrés dans des
appareils Ex avec d’autres modes de protection ...............oocoiiiiiiiiin 118
A.5 Ex e — Sécurité augmentée couverte par 'lEC 60079-7........ccovvviiiiiiiiiiiiiiiean. 119
A.5.1 Protection contre la pénétration (IP — ingress protection).............ccc.cco...... 119
A.5.2 Cablage interne et intégrité des contacts ..o 114
A.5.3 Machines toUrNaNtes ..o N ™
A5.4 Enroulements ... 114
A.5.5 BoTtes @ bornes ... ) 11¢
A.5.6 Entrées de cable, bornes et autres accessoires.........cc.ooooei L (. 12(
A5.7 Vérifications et essais individuels de série............cocoi N 12(
A.6 Ex p — Enveloppes a surpression interne couvertes par I'lEC 60079-2 ................ 12(
A.6.1 Protection contre la pénétration (IP — ingress protectiop) \...........ccc.coeeeuneen. 12(
A.6.2 Composants et procédé de fabrication.................... @8, 12(
A.6.3 Composants et caractéristiques de construction , (..o 12(
A.6.4 Vérifications et essais individuels de série......o8 i 12(
A.7 Ex m — Encapsulage couvert par 'IEC 60079-18 5.0 . .cooiiiiiii e, 121
A.7A1 Documentation de production ... N e 121
A.7.2 Vérifications et essais individuels de,S€rie..........coooiiiiiiiiiiiiiiii 121
A.8 Ex o — Immersion dans le liquide couverte'par I'lEC 60079-6 ...........ccocivinienennn.. 121
A.8.1 Maitrise du Mat@riaU...... ..o i S 121
A.8.2 ReMPIiSSAGE ... it O e 121
A.8.3 Protection contre la pénétration ....... ..o 121
A.8.4 Vérifications et essais_individuels de Série..........cocoiviiiiiiiiiiiiiii 121
A.9 Ex q — Remplissage pulvérulent couvert par 'lEC 60079-5 ..., 123
A.91 Maitrise du Mat@rial.........ccouieii e 122
A.9.2 R M Pl S S A G . et e 127
A.9.3 Protectionwcontre la pénétration (IP — ingress protection)............................. 123
A9.4 Vérifications et essais individuels de Série..........c.ooiviiiiiiiiiiiii 122
A.10 Appareilsc@uvert par I'IEC 60079-15 ... e 123
A.10.1 EXIQENCES GENEIales .oiviii e 123
A.10.2 EX nA — Appareil anti-étincelant ... 123
A.10.8 EX NC — DisSpositifs ClOS ...uiuuiiiiiii e 123
A.10-4 Ex nR — Respiration limitée..........ooiiiiii e 123
Al11" Ex t — Protection contre I'inflammation de poussiéres par enveloppe
couverte par PIEC 6007 9-31 .. e 124
A.11.1 Piece de fONAerie. ... i 124
A.11.2 Pieéces de I'enVelopPe ... e e 124
A.11.3 L= 1) {0 =P 124
A.11.4 Dispositifs de proteCtion .........cooiiiiiiii 124
A.11.5 Piéces de I'enveloppe scellées et moulées ... 124
A.11.6 Protection contre la pénétration (IP) ........ooeiiiiii e 125
A11.7 Vérifications et essais individuels de série............coiiiiiii i 125
A.12 Ex op — Rayonnement optique couvert par 'lEC 60079-28...........ccceevniiniiniinnnnns. 125
A.13 Détecteurs de gaz couverts par 'IEC 60079-29 ........cooiiiiiiiiiiiiiiiecee e 125

A.14 Ex h — Appareils non électriques couverts par I'lSO 80079-36 ...........cccceeenieneant. 126


https://webstore.iec.ch/publication/34196&preview
https://iecnorm.com/api/?name=8be400b324f26f09facb549fb3000039

ISO/IEC 80079-34:2018 © |IEC 2018 -73 -

A.14 .1 GNEIAlItES .ot 126
A.14.2 Parties non métalliques ... ... 126
A.14.3 Carter et parties exXternes ... 126
A.14.4 Mise a la terre et liaison équipotentielle des parties conductrices ................ 126
A.14.5 Parties transmettant [a lumi@re ........ ..o 126
A.14.6 Protection contre la pénétration (IP) .........ooeiiiiii e 126
A.15 Appareils non électriques protégés par sécurité de construction « ¢ »
couverts par NISO 8007 9-37 ... e 127
A.15.1 (7= a1 = 11 = TP 121
A.15.2 Matériau & base de MeEtauX.......ooooiiiiiiiii e ON 127
A.15.3 0Ly o =T =S PP PPN Co 127
A.15.4 Joints scellés et assemblages enrobés ........cccooeviiiiiiiiiiiiiiin e ) 127
A.15.5 ASSEMDIAGE .. .o 128
A.15.6 Essais individuels de série..........coooiiiiiiiiii N 128
A.15.7 Systémes de tranSMISSION ... T e 12§
A.16 Appareils non électriques protégés par contréle de la source-d'inflammation
« b » couverts par 'lSO 80079-37 ..o O T 124§
A.16.1 GNEIAlIteS o e 128
A.16.2 Systéme de protection contre I'inflammation .. .5 ..o 124§
A.16.3 Assemblage.......coooviiiiiiii L 128
A.16.4 Vérifications et essais individuels de Série - ......c.ooiviiiiiiiiiiiiee 12¢
A.17 Appareils non électriques protégés par immersion dans un liquide « k »
couverts par 'ISO 80079-37 .. .. e 124
A7 GENEralites ......covvviiiiiee Y 124
A.17.2 Liquide de protection ... ... o e 124
A.17.3 L2 o (Y 12¢
A.17.4 Dispositifs de mesure ou dispositifs indicateurs ................c.ccooeiiiiinnn. 129
A.18 Arréte-flammes couverts par 'lSO 16852 ... 13(
Annexe B (informative) Critéres de*vérification relatifs aux éléments comportant des
passages non mesurables utilisés comme partie intégrante d'un mode de protection.......... 131
B.1 VUE d NS EMDIE 2 e 131
B.2 Recommanddtions de verification............coooiiii i 131
B.3 ST Y1 PN 131
B.4 EXEM DB S A S SaIS ot 134
B.4.1 GBNEIAlIT S . e it 132
B.4.2 Exemple 1 (dimension deS POreS) ......iiuiiiiiiiiiiiiie e 132
B.4a3 Exemple 2 (Masse VOIUMIQUE) .....uiuiiiiiiie e 132
B.,5 Informations d'achat..........ooi 133
B.6 Composants préalablement soumis aux €SSaiS ..........ccccovviiiiiiiiiiiii i, 133
— BT Mesturageetsurveitamce 33
Annexe C (informative) Déclaration de conformité du prestataire externe .......................... 134
C.1 Déclaration de conformité du prestataire externe ... 134
C.2 Informations a 'appui complémentaires ...........ccoveiiiiiiiiii e 135
C.3 Responsabilité de 'organisme ... ... 135
C4 Exemple de déclaration de conformité du prestataire externe ............................. 136
Annexe D (informative) Matrice de corrélation entre I'ISO/IEC 80079-34:2011 et
PISO/IEC 80079-34 EdIfiON 2 ...niiiiiiiie ettt e e e e 137
710 1Yo = Yo 4 L= S 140

Tableau A.1 — Exigence de compatibilité des caractéristiques des composants .................. 116


https://webstore.iec.ch/publication/34196&preview
https://iecnorm.com/api/?name=8be400b324f26f09facb549fb3000039



