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Regulation (EU) 2017/745 of the European Parliament and of the Council
of 5 April 2017 on medical devices, amending Directive 2001/83/EC,

Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/42/EEC (Text with EEA relevance)

CHAPTER II

MAKING AVAILABLE ON THE MARKET AND PUTTING
INTO SERVICE OF DEVICES, OBLIGATIONS OF ECONOMIC

OPERATORS, REPROCESSING, CE MARKING, FREE MOVEMENT

Article 16

Cases in which obligations of manufacturers
apply to importers, distributors or other persons

1 A distributor, importer or other natural or legal person shall assume the obligations
incumbent on manufacturers if it does any of the following:

a makes available on the market a device under its name, registered trade name or
registered trade mark, except in cases where a distributor or importer enters into an
agreement with a manufacturer whereby the manufacturer is identified as such on the
label and is responsible for meeting the requirements placed on manufacturers in this
Regulation;

b changes the intended purpose of a device already placed on the market or put into
service;

c modifies a device already placed on the market or put into service in such a way that
compliance with the applicable requirements may be affected.

The first subparagraph shall not apply to any person who, while not considered a
manufacturer as defined in point (30) of Article 2, assembles or adapts for an individual
patient a device already on the market without changing its intended purpose.

2 For the purposes of point (c) of paragraph 1, the following shall not be considered to
be a modification of a device that could affect its compliance with the applicable requirements:

a provision, including translation, of the information supplied by the manufacturer, in
accordance with Section 23 of Annex I, relating to a device already placed on the
market and of further information which is necessary in order to market the device in
the relevant Member State;

b changes to the outer packaging of a device already placed on the market, including a
change of pack size, if the repackaging is necessary in order to market the device in
the relevant Member State and if it is carried out in such conditions that the original
condition of the device cannot be affected by it. In the case of devices placed on
the market in sterile condition, it shall be presumed that the original condition of the
device is adversely affected if the packaging that is necessary for maintaining the sterile
condition is opened, damaged or otherwise negatively affected by the repackaging.

3 A distributor or importer that carries out any of the activities mentioned in points (a)
and (b) of paragraph 2 shall indicate on the device or, where that is impracticable, on its
packaging or in a document accompanying the device, the activity carried out together with
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its name, registered trade name or registered trade mark, registered place of business and the
address at which it can be contacted, so that its location can be established.

Distributors and importers shall ensure that they have in place a quality management
system that includes procedures which ensure that the translation of information is
accurate and up-to-date, and that the activities mentioned in points (a) and (b) of
paragraph 2 are performed by a means and under conditions that preserve the original
condition of the device and that the packaging of the repackaged device is not defective,
of poor quality or untidy. The quality management system shall cover, inter alia,
procedures ensuring that the distributor or importer is informed of any corrective action
taken by the manufacturer in relation to the device in question in order to respond to
safety issues or to bring it into conformity with this Regulation.

4 At least 28 days prior to making the relabelled or repackaged device available on
the market, distributors or importers carrying out any of the activities mentioned in points (a)
and (b) of paragraph 2 shall inform the manufacturer and the competent authority of the
Member State in which they plan to make the device available of the intention to make the
relabelled or repackaged device available and, upon request, shall provide the manufacturer
and the competent authority with a sample or mock-up of the relabelled or repackaged device,
including any translated label and instructions for use. Within the same period of 28 days,
the distributor or importer shall submit to the competent authority a certificate, issued by a
notified body designated for the type of devices that are subject to activities mentioned in
points (a) and (b) of paragraph 2, attesting that the quality management system of the distributer
or importer complies with the requirements laid down in paragraph 3.


