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European foreword 

This document (EN 9212:2025) has been prepared by ASD-STAN. 

After enquiries and votes carried out in accordance with the rules of this Association, this document has 
received the approval of the National Associations and the Official Services of the member countries of 
ASD-STAN, prior to its presentation to CEN. 

This document shall be given the status of a national standard, either by publication of an identical text 
or by endorsement, at the latest by September 2025, and conflicting national standards shall be 
withdrawn at the latest by September 2025. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this document: Austria, Belgium, Bulgaria, Croatia, Cyprus, 
Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, 
Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of North 
Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Türkiye and the 
United Kingdom. 

STN EN 9212: 2025                                                  Úrad pre normalizáciu, metrológiu a skúšobníctvo Slovenskej republiky



EN 9212:2025 (E) 

5 

Introduction 

This document belongs to the documents supporting EN 9200 relating to the programme 
management specification. 

This document is written in accordance with the documentary system linked to EN 9200 and takes 
account of the current and almost systematic interconnection between the manufacturing and 
inspection activities of the product, in keeping with quality management practices. 

The manufacturing and inspection file (MIF), and the associated justifications (MIJF), form part of the 
output data of the industrialization process. They are intended mainly for actors of the production 
process and provide the justifications required by the design and development processes, and by the 
acquiring customer. They are elaborated by the actors of industrialization, in partnership with the 
actors of development and production. 
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1 Scope 

The aim of a MIF and the associated justifications is to ensure that manufacturing and/or inspection 
operations are realized in a compliant and reproducible manner. 

The purpose of this document is to provide a guide to the elaboration of the MIF and the associated 
justifications by: 

— positioning them within the framework: 

o of a programme and its objectives, on the one hand;

o of the realization of a product, on the other;

— describing, until production of the product ceases: 

o the principles and conditions applying to the elaboration and then the validation of the MIF
within the framework of the industrialization process;

o the principles and conditions applying to the elaboration and then the validation of the MIJF
associated with the MIF, within the framework of the industrialization process;

o the principles and change and control conditions applying to the MIF and the MIJF.

This document can be used for all processes or sets of processes implemented on a tangible product, 
which may incorporate software associated with the product. It does not apply to purely software 
product, commercial-off-the-shelf product (catalogue part) or service (intangible product). 

This document applies more particularly to serial production. Nevertheless, the principles and 
conditions set forth in this document may be applied, making any necessary adaptations, to unit 
production or to the realization of products to meet development needs (prototypes, 
demonstrators, etc.). 

This document covers the MIF and the MIJF of a product, including the activities related to procurement 
and the associated industrial means in particular. 

2 Normative references 

There are no normative references in this document. 
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