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CECIP view
If a measuring instrument which is already in service is changed in any way it has to be decided whether this change
results in a new instrument with new putting into use again or whether it is a repair of the old instrument only. To
clarify this case by case and give guidance CECIP has developed the following paper:

I. General statements:
- European harmonization
Putting into the market or putting into use as well as declaration of conformity to EC directives are sole
European procedures regulated by EC directives and the NLF and explained by the Blue Guide. This situation
requires European harmonization of this item instead of having different interpretations on national level. It is
independent whether the old instrument was formerly put into use under EC directives or under national
requirements without declaration of conformity to the EC directives before or during a transition period of such
directives. This statement is covered by 2013 09 30 - draft Blue Guide Chapter 2.1 (please find enclosed the
wording copied in Annex 1).
Having the service directive in force gives as well strong evidence even to harmonize repair on a European
basis.
- General guidance applicable for all directives
An instrument usually is covered by several directives at the same time. Therefore the guidance whether it is
“new” or “repair” has to be given in a general way independent from instruments’ categories and applicable
directives. Some examples are welcome but there shall be no attempt for a complete listing which never can be
solved.
- Manufacturer
“Furthermore, the manufacturer undertaking modules that follow module B does not need to be the same
person as the one having the type‐approval certificate under module B. Yet, that manufacturer placing then
the product on the market, takes the entire responsibility for the conformity assessment (design & production)
of the product. Consequently, he should be in possession of both certificates and the full history of the
product. He should have all the administrative and technical information and data, have type testing
performed, manage the technical document related to the type testing and have batch testing performed.”
(Extract from 2013 09 30 - draft Blue Guide Chapter 5.1.5 One- and two-module procedures - Procedures
based on type (EU-type examination))
- Declaration of conformity
The new approach requires that all declarations of conformity and the CE-marking for all applicable directives
are combined. Therefore the evaluation should reflect all applicable EC regulations and directives. This may
lead to situations where an intervention may be non-relevant for legal metrology, but relevant for another
directive and vice versa which is a special situation in this case.
Therefore it is essential in some cases that the need to issue a new declaration of conformity and CE- as well as
supplementary markings and inscriptions shall be limited to the directive(s) impacted by the intervention only.
For the others the conformity assessment done when putting into use the time before is still valid. There was
no change in “the original performance, purpose or type” as required by the Blue Guide for “new”.
Example: The metrological data e and d plus the accuracy class will be changed in a weighing
instrument. Considering NAWID this is a substantial change in the “original performance” of the
instrument and therefore leads to a new declaration of conformity to this directive. Considering e.g.
the ATEX, EMC or low voltage directives those are not concerned at all. The instrument stays like it
was before.
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II. Guidance – Decision tree:
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Blue Guide Draft 201309 Pkt. 2.1: wording see copied in Annex 1
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III. Guidance – checklist “what has to be done”
(to check whether the changes on the instrument result for “new” or for “repair”):
Old instrument:
- check construction
- check components
- check previous and intended use
- clarify which documents like TAC, TCs etc. are available
- clarify involved directives and existing declarations of conformity
- clarify what should be changed
Changes :
- take decision tree to clarify whether it is repair or new
- consider the following potential risks
e.g.
-- clarify whether there are special additional national requirements
-- possibly contact national authorities
-- take into account other directives for declaration of conformity
-- in case for “new instrument” clarify whether required documentation is available
Repair:
- follow national repair authorizations and procedures
- clarify necessary documentation to be available
- clarify necessary information about construction etc. to be available
New:
For the new instrument:
- define the conformity assessment procedure (Module D, F, …)
- collect and have available required documentation like
--TAC,
--TCs, (or the like)
--maybe compatibility of modules,
--construction and/or description of the instrument and its components
--declaration of conformity to all actual relevant directives (combined declaration)
- provide labelling
- take care of securing

3

Annex 1
What is new and what is repair defined by the Blue Guide:
Extract from 2013 09 30 - draft Blue Guide

2. WHEN DOES UNION HARMONISATION LEGISLATION ON PRODUCTS APPLY?
2.1 Product coverage
•

Union harmonisation legislation applies when the product is made available on the Union market (or put into
service) for the first time and to any subsequent operation which constitutes making available.

•

Union harmonisation legislation applies to all form of selling.

•

The Union harmonisation legislation applies to newly manufactured products but also to used and second‐hand
products imported from a third country when they enter the Union market for the first time

•

Union harmonisation legislation applies to finished products.

•

A product which has been subject to important changes or overhaul aiming to modify its original performance,
purpose or type may be considered as a new product. The person who carries out the changes becomes then the
manufacturer with the corresponding obligations.

Union harmonisation legislation applies when the product is made available on the Union market (or put into
service) for the first time and to any subsequent making available12 until the product is used for the first time by
the end-user. However, sellers of consumer products within the EU are obliged to guarantee the conformity of the
products with a contract, for a period of two years after their delivery. If the products are not delivered in conformity
with the sales contract, consumers can ask for the products to be repaired, replaced, and reduced in price or for
the contract to be rescinded. The final seller, who is responsible to the consumer, can also hold the producer liable
in their business relationship3.
The product should comply with the legal requirements that were in place at the time of its placing on the market.
Union harmonisation legislation applies to all form of selling, including distance selling and through electronic
means. Hence, regardless of the selling technique products intended to be made available on the Union market
must be in conformity with the applicable legislation.
The Union harmonisation legislation applies to newly manufactured products but also to used and second-hand
products imported from a third country when they enter the Union market for the first time45. This applies even to
used and second-hand products imported from a third country that were manufactured before the legislation
became applicable.
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For placing on the market, making available on the market and putting into service, see Sections 2.2, 2.3 and 2.5.
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Some Union harmonisation legislation covers also „putting into service“(e.g. lifts) or „own use“ (e.g. machinery to
be used by the manufacturer himself) as being equivalent to the „placing on the market“. Products need to fulfil
the essential requirements of the applicable legislation at the point in time they are put into service.
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Directive 1999/44/ on certain aspects of the sale of consumer goods and associated guarantees (OJ L 171 ,
07/07/1999, p. 12.
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Union harmonisation legislation does not prohibit the manufacture of products to meet the requirements of a
third country, if such products will not be placed and put into service in the internal market.
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In this context the Union should be considered to mean the present Member States, where free movement of
used and second‐hand products takes place according to Articles 34 and 36 of the EU Treaty.
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Used and second-hand products supplied to consumers are covered by the GPSD and have to be safe, unless
they are supplied as antiques or as products to be repaired or reconditioned prior to being used, provided that the
supplier has clearly informed the person to whom he supplies the product to that effect.
Union harmonisation legislation applies to finished products. Yet, the concept of product varies between different
pieces of Union harmonisation legislation. The objects covered by legislation are referred to, for instance, as
products, equipment, apparatus, devices, appliances, instruments, material, assemblies, components or safety
components, units, fittings, accessories, systems or partly completed machinery. Thus, within the terms of a
specific Union harmonisation act, components or sub-assemblies may be regarded as finished products and their
end-use may be the assembly or incorporation into a finished product. It is the responsibility of the manufacturer to
verify whether or not the product is within the scope of a given piece of legislation6.
A combination of products and parts, which each comply with applicable legislation, does not always constitute a
finished product that has to comply itself as a whole with a given Union harmonisation legislation. However, in
some cases, a combination of different products and parts designed or put together by the same person is
considered as one finished product which has to comply with the legislation as such. In particular, the
manufacturer of the combination is responsible for selecting suitable products to make up the combination, for
putting the combination together in such a way that it complies with the provisions of the laws concerned, and for
fulfilling all the requirements of the legislation in relation to the assembly, the EU Declaration of Conformity and CE
marking. The decision whether a combination of products and parts needs to be considered as one finished
product has to be taken by the manufacturer on a case-by-case basis.

A product, which has been subject to important changes or overhaul aiming to modify its original performance,
purpose or type after it has been put into service, having a significant impact on its compliance with Union
harmonisation legislation, may be considered as a new product. This has to be assessed on a case-by-case basis
and, in particular, in view of the objective of the legislation and the type of products covered by the legislation in
question. Where a rebuilt7 or modified product is considered as a new product, it must comply with the provisions
of the applicable legislation when it is made available and put into service. This has to be verified – as deemed
necessary according to the risk assessment – by applying the appropriate conformity assessment procedure laid
down by the legislation in question. In particular, if the risk assessment leads to the conclusion that the nature of
the hazard has changed or the level of risk has increased, then the modified product should normally be
considered as a new product.
In any case, a modified product sold under the name or trademark of the natural or legal person different from the
original manufacturer, it should be considered as new and subject to Union harmonisation legislation. The person
who carries out important changes to the product carries the responsibility for verifying whether or not it should be
considered as a new product. If the product is to be considered as new, this person becomes the manufacturer
with the corresponding obligations. Furthermore, in the case the conclusion is that it is a new product, new
technical documentation should be produced by the manufacturer before the product is made available on the
market. However, this technical documentation in as much as the modification has an impact on the requirements
of the applicable legislation. It is not necessary to repeat tests and produce new documentation in relation to
aspects not impacted by the modification. It is to the natural or legal person who carries out changes to the product
to demonstrate that not all elements of the technical documentation need to be updated.
Products which have been repaired or exchanged (for example following a defect), without changing the original
performance, purpose or type, are not to be considered as new products according to Union harmonisation
legislation. Thus, such products do not need to undergo conformity assessment again, whether or not the original
product was placed on the market before or after the legislation entered into force. This applies even if the product
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In some situations the responsibilities of the original manufacturer are taken over by another person, see Chapter
3.
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Under medical devices legislation, the term "fully refurbished" exists. "Fully refurbished" products are assimilated
to new products.
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has been temporarily exported to a third county for the repair operations. Such operations are often carried out by
replacing a defective or worn item by a spare part, which is either identical, or at least similar, to the original spare
part (for example modifications may have taken place due to technical progress, or discontinued production of the
old part) or the entire identical unit8. Thus, maintenance operations are basically excluded from the scope of the
Union harmonisation legislation. However, at the design stage of the product the intended use and maintenance
must be taken into account9.
Software updates or repairs could be assimilated to maintenance operations provided that they do not modify a
product already placed on the market in such a way that compliance with the applicable requirements may be
affected.
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In addition to traditional reparations, it is the “state of technology” not to repair products but instead to exchange
cards, components, sub‐assemblies or even entire units.
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For products used at the workplace the employer must take all measures necessary to ensure that work
equipment is suitable and safe. For instance, the user of repaired machinery must ensure that it is no less safe
than the original. See Section 3.5.
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