
Trilha UDI dentro do MDR

Article 2 - Definitions / Def 15)

‘Unique Device Identifier’ (‘UDI’) means a series of numeric or
alphanumeric characters that is created through internationally
accepted device identification and coding standards and that
allows unambiguous identification of specific devices on the
market;

Article 10 - General obligations of manufacturers

7. Manufacturers shall comply with the obligations relating to the
UDI system referred to in Article 27 and with the registration obligations referred to 
in Articles 29 and 31.

9. (parc) The quality management system shall address at least the following
aspects:
(h) verification of the UDI assignments made in accordance with
Article 27(3) to all relevant devices and ensuring consistency and
validity of information provided in accordance with Article 29;

Article 13 - General obligations of importers

2.  In order to place a device on the market, importers shall verify
that:
(d) where applicable, a UDI has been assigned by the manufacturer in
accordance with Article 27.

Article 14 - General obligations of distributors

2. Before making a device available on the market, distributors shall
verify that all of the following requirements are met:
(d) that, where applicable, a UDI has been assigned by the manufacturer.

Article 18 - Implant card and information to be supplied to the 
patient with an implanted device

1. The manufacturer of an implantable device shall provide together with the device 
the following:
(a) information allowing the identification of the device, including the
device name, serial number, lot number, the UDI, the device model,
as well as the name, address and the website of the manufacturer;

Article 27 - UDI System

1. The Unique Device Identification system (‘UDI system’) described
in Part C of Annex VI shall allow the identification and facilitate the
traceability of devices, other than custom-made and investigational
devices, and shall consist of the following:

2. The Commission shall, by means of implementing acts, designate
one or several entities to operate a system for assignment of UDIs
pursuant to this Regulation (‘issuing entity’). That entity or those
entities shall satisfy all of the following criteria:

3. Before placing a device, other than a custom-made device, on the
market, the manufacturer shall assign to the device and, if applicable, to
all higher levels of packaging, a UDI created in compliance with the
rules of the issuing entity designated by the Commission in accordance
with paragraph 2.
Before a device, other than a custom-made or investigational device, is
placed on the market the manufacturer shall ensure that the information
referred to in Part B of Annex VI of the device in question are correctly
submitted and transferred to the UDI database referred to in Article 28.

4. UDI carriers shall be placed on the label of the device and on all
higher levels of packaging. Higher levels of packaging shall not be
understood to include shipping containers.

5. The UDI shall be used for reporting serious incidents and field
safety corrective actions in accordance with Article 87.

6. The Basic UDI-DI, as defined in Part C of Annex VI, of the
device shall appear on the EU declaration of conformity referred to in
Article 19.

7. As part of the technical documentation referred to in Annex II, the
manufacturer shall keep up-to-date a list of all UDIs that it has assigned.

8. Economic operators shall store and keep, preferably by electronic
means, the UDI of the devices which they have supplied or with which
they have been supplied, if those devices belong to:

9. Health institutions shall store and keep preferably by electronic
means the UDI of the devices which they have supplied or with
which they have been supplied, if those devices belong to class III
implantable devices.
For devices other than class III implantable devices, Member States
shall encourage, and may require, health institutions to store and
keep, preferably by electronic means, the UDI of the devices with
which they have been supplied.
Member States shall encourage, and may require, healthcare professionals to store 
and keep preferably by electronic means, the UDI of
the devices with which they have been supplied with.

10. The Commission is empowered to adopt delegated acts in
accordance with Article 115:

11. The Commission may, by means of implementing acts, specify
the detailed arrangements and the procedural aspects for the UDI system
with a view to ensuring its harmonised application in relation to any of
the following:

12. When adopting the measures referred to in paragraph 11, the
Commission shall take into account all of the following:

Article 28 - UDI Database

1. The Commission, after consulting the MDCG shall set up and
manage a UDI database to validate, collate, process and make
available to the public the information mentioned in Part B of
Annex VI.

2. When designing the UDI database, the Commission shall take into
account the general principles set out in Section 5 of Part C of
Annex VI. The UDI database shall be designed in particular such that
no UDI-PIs and no commercially confidential product information can
be included therein.

3. The core data elements to be provided to the UDI database,
referred to in Part B of Annex VI, shall be accessible to the public
free of charge.

4. The technical design of the UDI database shall ensure maximum
accessibility to information stored therein, including multi-user access
and automatic uploads and downloads of that information. The
Commission shall provide for technical and administrative support to
manufacturers and other users of the UDI database.

Article 29 - Registration of devices

1. Before placing a device, other than a custom-made device, on the
market, the manufacturer shall, in accordance with the rules of the
issuing entity referred to in Article 27(2), assign a Basic UDI-DI as
defined in Part C of Annex VI to the device and shall provide it to the
UDI database together with the other core data elements referred to in
Part B of Annex VI related to that device.

2. Before placing on the market a system or procedure pack pursuant
to Article 22(1) and (3), that is not a custom-made device, the natural or
legal person responsible shall assign to the system or procedure pack, in
compliance with the rules of the issuing entity, a Basic UDI-DI and
shall provide it to the UDI database together with the other core data
elements referred to in Part B of Annex VI related to that system or
procedure pack.

3. For devices that are the subject of a conformity assessment as
referred to in Article 52(3) and in the second and third subparagraphs of
Article 52(4), the assignment of a Basic UDI-DI referred to in
paragraph 1 of this Article shall be done before the manufacturer
applies to a notified body for that assessment.
For the devices referred to in the first subparagraph, the notified body
shall include a reference to the Basic UDI-DI on the certificate issued in
accordance with point (a) of Section 4 of Chapter I of Annex XII and
confirm in Eudamed that the information referred to in Section 2.2 of
Part A of Annex VI is correct. After the issuing of the relevant certificate and before 
placing the device on the market, the manufacturer shall
provide the Basic UDI-DI to the UDI database together with the other
core data elements referred to in Part B of Annex VI related to that
device.

Article 32 - Summary of Safety and Clinical Performance (SSCP)

2. The summary of safety and clinical performance shall include at least the 
following aspects:
(a) the identification of the device and the manufacturer, including the Basic UDI-DI 
and, if already issued, the SRN;

Article 33 - European database on medical devices

2. Eudamed shall include the following electronic systems:
(b) the UDI-database referred to in Article 28;

Article 60 - Certificate of free sale

1. For the purpose of export and upon request by a manufacturer or an authorised 
representative, the Member State in which the manufacturer or the authorised 
representative has its registered place of business shall issue a certificate of free sale 
declaring that the manufacturer or the authorised representative, as applicable, has 
its registered place of business on its territory and that the device in question 
bearing the CE marking in accordance with this Regulation may be marketed in the 
Union. The certificate of free sale shall set out the Basic UDI-DI of the device as 
provided to the UDI database under Article 29. Where a notified body has issued a 
certificate pursuant to Article 56, the certificate of free sale shall set out the unique 
number identifying the certificate issued by the notified body, as referred to in 
Section 3 of Chapter II of Annex XII.

Article 92 - Electronic system on vigilance and on post-market 
surveillance

1. The Commission shall, in collaboration with the Member States, set up and 
manage an electronic system to collate and process the following information:
...
That electronic system shall include relevant links to the UDI database.

Article 121 - Evaluation

By 27 May 2027, the Commission shall assess the application of this Regulation and 
produce an evaluation report on the progress towards achievement of the 
objectives contained herein including an assessment of the resources required to 
implement this Regulation. Special attention shall be given to the traceability of 
medical devices through the storage, pursuant to Article 27, of the UDI by economic 
operators, health institutions and health professionals.

Article 123 - Entry into force and date of application

3. By way of derogation from paragraph 2:
(g) with regard to reusable devices that are required to bear the UDI carrier on the 
device itself, Article 27(4) shall apply to:
(i) implantable devices and class III devices from 26 May 2023;
(ii) class IIa and class IIb devices from 26 May 2025;
(iii) class I devices from 26 May 2027;

Annex I  - GENERAL SAFETY AND PERFORMANCE 
REQUIREMENTS

CHAPTER III - REQUIREMENTS REGARDING THE INFORMATION SUPPLIED WITH 
THE DEVICE

23.2. Information on the label
The label shall bear all of the following particulars:
(h) the UDI carrier referred to in Article 27(4) and Part C of Annex VI;

Annex II - TECHNICAL DOCUMENTATION

1. DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING VARIANTS AND 
ACCESSORIES

1.1. Device description and specification:
(b) the Basic UDI-DI as referred to in Part C of Annex VI assigned by the 
manufacturer to the device in question, as soon as identification of this device 
becomes based on a UDI system, or otherwise a clear identification by means of 
product code, catalogue number or other unambiguous reference allowing 
traceability;

Annex IV - EU DECLARATION OF CONFORMITY

The EU declaration of conformity shall contain all of the following information:

3. The Basic UDI-DI as referred to in Part C of Annex VI;

4. Product and trade name, product code, catalogue number or other 
unambiguous reference allowing identification and traceability of the device 
covered by the EU declaration of conformity, such as a photograph, where 
appropriate, as well as its intended purpose. Except for the product or trade name, 
the information allowing identification and traceability may be provided by the 
Basic UDI-DI referred to in point 3;

Annex VI - INFORMATION TO BE SUBMITTED UPON THE 
REGISTRATION OF DEVICES AND ECONOMIC OPERATORS IN 
ACCORDANCE WITH ARTICLES 29(4) AND 31, CORE DATA 
ELEMENTS TO BE PROVIDED TO THE UDI DATABASE TOGETHER 
WITH THE UDI- DI IN ACCORDANCE WITH ARTICLES 28 AND 29, 
AND THE UDI SYSTEM

PART A - INFORMATION TO BE SUBMITTED UPON THE REGISTRATION OF DEVICES 
AND ECONOMIC OPERATORS IN ACCORDANCE WITH ARTICLES 29(4) AND 31

Manufacturers or, when applicable, authorised representatives, and, when 
applicable, importers shall submit the information referred to in Section 1 and shall 
ensure that the information on their devices referred to in Section 2 is complete, 
correct and updated by the relevant party.

2. Information relating to the device:
2.1. Basic UDI-DI,

PART B - CORE DATA ELEMENTS TO BE PROVIDED TO THE UDI DATABASE TOGETHER 
WITH THE UDI-DI IN ACCORDANCE WITH ARTICLES 28 AND 29

The manufacturer shall provide to the UDI database the UDI-DI and all of the 
following information relating to the manufacturer and the device:

2. the Basic UDI-DI as referred to in Article 29 and any additional UDI-DIs,

4. if applicable, the unit of use UDI-DI (where a UDI is not labelled on the device at 
the level of its unit of use, a ‘unit of use’ DI shall be assigned so as to associate the 
use of a device with a patient),

PART C - THE UDI SYSTEM

1. Definitions

Basic UDI-DI
The Basic UDI-DI is the primary identifier of a device model. It is the DI assigned at 
the level of the device unit of use. It is the main key for records in the UDI database 
and is referenced in relevant certificates and EU declarations of conformity.

Unit of Use DI
The Unit of Use DI serves to associate the use of a device with a patient in instances 
in which a UDI is not labelled on the individual device at the level of its unit of use, 
for example in the event of several units of the same device being packaged 
together.

UDI-DI
The UDI-DI is a unique numeric or alphanumeric code specific to a model of device 
and that is also used as the ‘access key’ to information stored in a UDI database.

Human Readable Interpretation (‘HRI’)
HRI is a legible interpretation of the data characters encoded in the UDI carrier.

UDI-PI
The UDI-PI is a numeric or alphanumeric code that identifies the unit of device 
production.
The different types of UDI-PIs include serial number, lot number, software 
identification and manufacturing or expiry date or both types of date.

Unique Device Identifier (‘UDI’)
The UDI is a series of numeric or alphanumeric characters that is created through a 
globally accepted device identification and coding standard. It allows the 
unambiguous identification of a specific device on the market. The UDI is 
comprised of the UDI-DI and the UDI-PI.

UDI carrier
The UDI carrier is the means of conveying the UDI by using AIDC and, if applicable, 
its HRI.
UDI carriers include, inter alia, ID/linear bar code, 2D/Matrix bar code, RFID.

2. General requirements

2.1. The affixing of the UDI is an additional requirement — it  does not replace any 
other marking or labelling requirements laid down in Annex I to this Regulation.

2.3. Only the manufacturer may place the UDI on the device or its packaging.

3. The UDI

3.1. A UDI shall be assigned to the device itself or its packaging. Higher levels of 
packaging shall have their own UDI.

3.2. Shipping containers shall be exempted from the requirement in Section 3.1. By 
way of example, a UDI shall not be required on a logistics unit; where a healthcare 
provider orders multiple devices using the UDI or model number of individual 
devices and the manufacturer places those devices in a container for shipping or to 
protect the individually packaged devices, the container (logist ics unit) shall not be 
subject to UDI requirements.

3.3. The UDI shall contain two parts: a UDI-DI and a UDI-PI.

3.4. The UDI-DI shall be unique at each level of device packaging.

3.5. If a lot number, serial number, software identification or expiry date appears on 
the label, it  shall be part of the UDI-PI. If there is also a manufacturing date on the 
label, it does not need to be included in the UDI-PI. If there is only a manufacturing 
date on the label, this shall be used as the UDI-PI.

3.6. Each component that is considered to be a device and is commercially available 
on its own shall be assigned a separate UDI unless the components are part of a 
configurable device that is marked with its own UDI.

3.7. Systems and procedure packs as referred to in Article 22 shall be assigned and 
bear their own UDI.

3.8. The manufacturer shall assign the UDI to a device following the relevant coding 
standard.

3.9. A new UDI-DI shall be required whenever there is a change that could lead to 
misidentification of the device and/or ambiguity in its traceability; in particular, any 
change of one of the following UDI database data elements shall require a new UDI-
DI:
(a) name or trade name,
(b) device version or model,
(c) labelled as single use,
(d) packaged sterile,
(e) need for sterilization before use,
(f) quantity of devices provided in a package,
(g) critical warnings or contra-indications: e.g. containing latex or DEHP.

3.10. Manufacturers that repackage and/or relabel devices, with their own label 
shall retain a record of the original device manufacturer's UDI.

4. UDI carrier

4.1. The UDI carrier (AIDC and HRI representation of the UDI) shall be placed on the 
label or on the device itself and on all higher levels of device packaging. Higher 
levels do not include shipping containers.

4.2. In the event of there being significant space constraints on the unit of use 
packaging, the UDI carrier may be placed on the next higher packaging level.

4.3. For single-use devices of classes I and IIa packaged and labelled individually, the 
UDI carrier shall not be required to appear on the packaging but it shall appear on a 
higher level of packaging, e.g. a carton containing several individually packaged 
devices. However, when the healthcare provider is not expected to have access, in 
cases such as in home healthcare settings, to the higher level of device packaging, 
the UDI shall be placed on the packaging of the individual device.

4.4. For devices exclusively intended for retail point of sale the UDI-PIs in AIDC shall 
not be required to appear on the point of sale packaging.

4.5. When AIDC carriers other than the UDI carrier are part of the product labelling, 
the UDI carrier shall be readily identifiable.

4.6. If linear bar codes are used, the UDI-DI and UDI-PI may be concatenated or non-
concatenated in two or more bar codes. All parts and elements of the linear bar 
code shall be distinguishable and identifiable.

4.8. The HRI format shall follow the rules of the UDI code-issuing entity.

4.10. Devices that are reusable shall bear a UDI carrier on the device itself. The UDI 
carrier for reusable devices that require cleaning, disinfection, sterilisation or 
refurbishing between patient uses shall be permanent and readable after each 
process performed to make the device ready for the subsequent use throughout 
the intended lifetime of the device. The requirement of this Section shall not apply 
to devices in the following circumstances:
(a) any type of direct marking would interfere with the safety or performance of the 
device;
(b) the device cannot be directly marked because it is not technologically feasible.

4.11. The UDI carrier shall be readable during normal use and throughout the 
intended lifetime of the device.

4.12. If the UDI carrier is readily readable or, in the case of AIDC, scannable, through 
the device's packaging, the placing of the UDI carrier on the packaging shall not be 
required.

4.13. In the case of single finished devices made up of multiple parts that must be 
assembled before their first use, it  shall be sufficient to place the UDI carrier on only 
one part of each device.

4.14. The UDI carrier shall be placed in a manner such that the AIDC can be accessed 
during normal operation or storage.

4.15. Bar code carriers that include both a UDI-DI and a UDI-PI may also include 
essential data for the device to operate or other data.

5. General principles of the UDI database

5.1. The UDI database shall support the use of all core UDI database data elements 
referred to in Part B of this Annex.

5.2. Manufacturers shall be responsible for the initial submission and updates of the 
identifying information and other device data elements in the UDI database.

5.5. The presence of the device UDI-DI in the UDI database shall not be assumed to 
mean that the device is in conformity with this Regulation.

5.7. The data for new UDI-DIs shall be available at the time the device is placed on 
the market.

5.8. Manufacturers shall update the relevant UDI database record within 30 days of 
a change being made to an element, which does not require a new UDI-DI.

5.9. Internationally-accepted standards for data submission and updates shall, 
wherever possible, be used by the UDI database.

5.10. The user interface of the UDI database shall be available in all official languages 
of the Union. The use of free-text fields shall, however, be minimized in order to 
reduce translations.

5.11. Data relating to devices that are no longer available on the market shall be 
retained in the UDI database.

6. Rules for specific device types

6.1. Implantable devices:

6.1.1. Implantable devices shall, at their lowest level of packaging (‘unit packs’), be 
identified, or marked using AIDC, with a UDI (UDI-DI + UDI-PI);

6.1.2. The UDI-PI shall have at least the following characteristics:
(a) the serial number for active implantable devices,
(b) the serial number or lot number for other implantable devices.

6.1.3. The UDI of the implantable device shall be identifiable prior to implantation.

6.2. Reusable devices requiring cleaning, disinfection, sterilisation or refurbishing 
between uses

6.2.1. The UDI of such devices shall be placed on the device and be readable after 
each procedure to make the device ready for the next use.

6.2.2. The UDI-PI characteristics such as the lot or serial number shall be defined by 
the manufacturer.

6.3. Systems and procedure packs as referred to in Article 22

6.3.1. The natural or legal person referred to in Article 22 shall be responsible for 
identifying the system or procedure pack with a UDI including both UDI-DI and UDI-
PI.

6.3.2. Device contents of system or procedure packs shall bear a UDI carrier on their 
packaging or on the device itself.
Exemptions:
(a) individual single-use disposable devices, the uses of which are generally known 
to the persons by whom they are intended to be used, which are contained within a 
system or procedure pack, and which are not intended for individual use outside 
the context of the system or procedure pack, shall not be required to bear their 
own UDI carrier;
(b) devices that are exempted from bearing a UDI carrier on the relevant level of 
packaging shall not be required to bear a UDI carrier when included within a system 
or procedure pack.

6.3.3. Placement of the UDI carrier on systems or procedure packs
(a) The system or procedure pack UDI carrier shall as a general rule be affixed to the 
outside of the packaging.
(b) The UDI carrier shall be readable, or, in the case of AIDC, scannable, whether 
placed on the outside of the packaging of the system or procedure pack or inside 
transparent packaging.

6.4. Configurable devices:

6.4.1. A UDI shall be assigned to the configurable device in its entirety and shall be 
called the configurable device UDI.

6.4.2. The configurable device UDI-DI shall be assigned to groups of configurations, 
not per configuration within the group. A group of configurations is defined as the 
collection of possible configurations for a given device as described in the technical 
documentation.

6.4.3. A configurable device UDI-PI shall be assigned to each individual configurable 
device.

6.4.4. The carrier of the configurable device UDI shall be placed on the assembly 
that is most unlikely to be exchanged during the lifetime of the system and shall be 
identified as the configurable device UDI.

6.4.5. Each component that is considered a device and is commercially available on 
its own shall be assigned a separate UDI.

6.5. Device Software

6.5.1. UDI assignment Criteria
The UDI shall be assigned at the system level of the software. Only software which is 
commercially available on its own and software which constitutes a device in itself 
shall be subject to that requirement.
The software identification shall be considered to be the manufacturing control 
mechanism and shall be displayed in the UDI-PI.

6.5.2. A new UDI-DI shall be required whenever there is a modification that changes:
(a) the original performance;
(b) the safety or the intended use of the software;
(c) interpretation of data.
Such modifications include new or modified algorithms, database structures, 
operating platform, architecture or new user interfaces or new channels for 
interoperability.

6.5.3. Minor software revisions shall require a new UDI-PI and not a new UDI-DI.
Minor software revisions are generally associated with bug fixes, usability 
enhancements that are not for safety purposes, security patches or operating 
efficiency.
Minor software revisions shall be identified by a manufacturer-specific form of 
identification.

6.5.4. UDI placement criteria for software
(a) where the software is delivered on a physical medium, e.g. CD or DVD, each 
packaging level shall bear the human readable and AIDC representation of the 
complete UDI. The UDI that is applied to the physical medium containing the 
software and its packaging shall be identical to the UDI assigned to the system level 
software;
(b) the UDI shall be provided on a readily accessible screen for the user in an easily-
readable plain-text format, such as an ‘about’ file, or included on the start-up screen;
(c) software lacking a user interface such as middleware for image conversion, shall 
be capable of transmitting the UDI through an application programming interface 
(API);
(d) only the human readable portion of the UDI shall be required in electronic 
displays of the software. The marking of UDI using AIDC shall not be required in the 
electronic displays, such as ‘about’ menu, splash screen etc.;
(e) the human readable format of the UDI for the software shall include the 
Application Identifiers (AI) for the standard used by the issuing entities, so as to 
assist the user in identifying the UDI and determining which standard is being used 
to create the UDI.

Annex XII - CERTIFICATES ISSUED BY A NOTIFIED BODY

CHAPTER I - GENERAL REQUIREMENTS

4. The scope of the certificates shall unambiguously identify the device or devices 
covered:
(a) EU technical documentation assessment certificates, EU type-examination 
certificates and EU product verification certificates shall include a clear 
identification, including the name, model and type, of the device or devices, the 
intended purpose, as included by the manufacturer in the instructions for use and 
in relation to which the device has been assessed in the conformity assessment 
procedure, risk classification and the Basic UDI-DI as referred to in Article 27(6);
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