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ABOUT US
AE K@ M A S Member of:

ACKOMAS is a leading IT software provider:
‘s MedTech Europe
. Specialized in regulatory data management and * MedTech Europe o digroni 2 o
compliance
« Team with an experience of more than 15 years in - GSlHealthcare + GSI ®1
the pharmaceutical and medical device industries (Germany, France, Italy..)
« lLeading M2M software solution for UDI data
submission to European (EUDAMED) and - ISPE (International Society
international regulatory databases. for Pharmaceutical e ISPE.

Engineering)

Global Unique Device
Identification Database
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ABOUT US

ACKEDMAS

Webinar : Registering medical devices on
EUDAMED: operating mode & feedback from a
manufacturer

| X Time: z.oo?:‘r:;ll{ Sﬁz:égi “@ws
1 'i MedTech Europe - = |

from diagnosis to cure :;;;‘I?}Em

You can prepare and send your questions in advance fo
o W, contact@team-prrc.com
TOGNA KHALIFE ~ ABETO KIESSE
Quality engineer ssiness Develc
Manager Healthe: are Registration required : please go to the link provided
GS1 AUSTRIA

Free practical guide T
on EUDAMED and L
UDI submission b

+15 webinars organized with
our international institutional
partners

&)
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B
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' o — ecnologia

TR **TEAH-PERC nire A Sanitaria

* Pour fair =

EUDAMED PRACTICAL GUIDE i ur tie avancer o st

EUDAMED bef

Understand the challenges and complexities of EUDAM e GI Fo
deploying the ACKOMAS solution effectively and efficiently.

https://www.ackomas.com/eudamed-guide-download/
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https://www.ackomas.com/eudamed-guide-download/

ABOUT US

ACKEDMAS

Webinar : Registering medical devices on
EUDAMED: operating mode & feedback from a
manufacturer

Date: June 10%, 2025
Time: 2.00 (pm) —3.00 (pm) CET
Location: Virtual

OPEN TO ALL Language: English

@1 & MedTech Europe
)( from diagnosis to cure

Registration required : please go to the link provided

o

Free practical guide ) '@ +15 webinars organized with

OF
on EUDAMED and "":"-ﬂ-,;li-"":-? 1.‘,' our international institutional
UDI submission : .{-1 partners

t -4
@"fﬂ-ﬂ‘:’ff‘gﬁ

® =
— . x4t ™= Tecnologia
B e D
EUDAMED PRACTlCALGUlDE * i Pour faire avancer la santé GIFO

inderstand the challenges and complexities of EUDAMED before
ing the ACKOMAS solution eﬁscuvs4y and em:-ently

https://www.ackomas.com/eudamed-guide-download/
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https://www.ackomas.com/eudamed-guide-download/
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WEBINAR OUTLINE: CONTEXT
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EUDAMED: CONTEXT

» Regulations 2017/745 MDR, 2017/746 IVDR

Regulation (EU) -
, o 2017/745
 introduces the UDI codification
» introduces the obligation of PRRC :
Regulation (EU)
« EUDAMED database 2017/746

Goals:

Ensure security, traceability and transparency of all medical
devices placed on the EU market.

> Amending Regulation 2024/1860 & Gradual Roll Out

GRADUAL ROLL-OUT OF
EUDAMED

ACKEDMAS


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202401860
https://health.ec.europa.eu/latest-updates/gradual-roll-out-eudamed-qas-practical-aspects-related-implementation-regulation-eu-20241860-2024-11-21_en
https://health.ec.europa.eu/document/download/0e7327c7-0e06-4fbd-90d3-8ab7bb30fe9f_en?filename=md_mdcg_2024-11_eudamed-qa.pdf

EUDAMED: CONTEXT

Non-compliance: what consequences and risks?

Consequence for legal manufacturers: Any medical device placed on the European
Market, but in EUDAMED, is considered non-compliant.

European I
English Search
- E. @ |

. e
X UDIDIEUDAMED ID: 5447865664512 X New search v f"-"-fﬁ
-
sic UDI-DI Trade Risk Manut ucer (an sed A
EUDAMED DI 1) me 1 clas Rej me.

AAAAA

No access to the European market
(Articles 10.7 & 29)

Il

Breach of contract with distributor

ACKEDMAS




EUDAMED: CURRENT TIMELINES

£ EuAMED

on Medical Devices

EUDAMED modules Timeline - November 2025

T T
EBIEBE I EIEIEIEIEDNE-DIE-IED D

Actors,
NB & Certificates

Market surveillance

Accessible here

27 November 2025 28 May 2026
Publication of the notice in the OJEU Mandatory use starts
COTTnT e et 3 | 6 months period before | Q2 2027 Mandatory use
Vigilance ! MVP Audit j | mandatory use
Q4 2026*

publication of the notice in the OJEU

Onboarding activities for the modules declared functional. Training material available in the

European |
Commission

| CUPS Analysis & Development > “

*The timeline for the Vigilance module might be updated depending on the audit results

ACKEDMAS


https://health.ec.europa.eu/document/download/04ce2012-97df-4dd0-8a39-d4f6993b9e16_en?filename=md_eudamed_roadmap_en.pdf

EUDAMED TIMELINES: UDI MODULE

New products must be
registered in EUDAMED before
placing them on the EU market

New devices placed on the
28 May 28 Nov OJEU + —
market on or after 28 May [ 6 months ] -
2026 2026 2026 | [U, E%%?%ED
Deadline for registering all Bs Nov 2026

remaining existing devices

Be fully compliant |

(Existing) Devices placed

on the market before and 28 May 28 Nov [ OJEU + ]

still placed on the market 2026 2026 12 months
on 28 May 2026

Master UDI contact lenses : obligation starting 7 November 2026 (MDCG 2014-14 Rev. 1)

Master UDI spectacle frames, spectacle lenses and ready-to-wear spectacles: obligation starting 1November 2028 (MDCG 2025-8)

ACKEDMAS



https://health.ec.europa.eu/document/download/c8c6cca5-460e-410e-a325-be08bfc7dea6_en?filename=mdcg_2024-14_en.pdf
https://health.ec.europa.eu/document/download/f026ed58-060d-49b1-b660-914838670a20_en?filename=mdcg_2025-8_en.pdf

WEBINAR OUTLINE: MODULE OVERVIEW
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EUDAMED: MODULE OVERVIEW

6 EUDAMED modules:

Modules used by manufacturers : tHnterdependent modules !

A Market surveillance

Vigilance

ACTORS DEVICES VIGILANCE & PMS

28 May 2026 28 May 2026 *
Mandatory use starts Mandatory use starts Q2 2027 Mandatory use

CI/PS

CLINICAL
NB & CERTIFICATES MARKET SURV. INVESTIGATION / ﬂ

PERFORMANCE STUDIES

28 May 2026 28 May 2026 Source: EC Stuttgart EUDAMED Workshop presentations
Mandatory use starts Mandatory use starts :

*expected mandatory use for Vigilance & PMS
(can be subject to change)
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EUDAMED: STRUCTURE

MF - manufacturers * Register as an actor

-+ Register and update products (CE-marked)

PR - Producers of Systems/Procedure Packs * Register as an actor
*  Register products
IM - Importers * Register as an actor

. Link themselves to non-EU manufacturers

«  Check within 2 weeks of placing a device on the market that the manufacturer correctly
registered as actor in EUDAMED — Art. 30, MDR
«  Check device registration in EUDAMED before placing on the market — Art.13(4) MDR

AR - Authorized Representatives + Register as an actor and manage mandates

+  Verify that the manufacturer has complied with the registration obligations — Art. 11 MDR

NB - Notified bodies «  Register certificates / CECP [ SS(C)P

CA/DA - Competent/Designating Authorities *  Market surveillance

ACKEDMAS




EUDAMED: ACCESS TYPES

Different levels of access for different purposes

webgate.ec.europa.eu requires you to authenticate

1. Public = 2. Restricted ™ R

*  Foranyone who wants to search for - For actors who will enter information
publicly-accessible information (e.g. distributors, loqi ired
healthcare providers, patients, other authorities, everyone) User ogin require

* Nologin necessary

+  Information available to the general publicon: 3, quyg round w

o Manufacturers and other actors . . 1
« Separate environment, access via dedicated webpage

o Products

o  Certificates « For actors who wish to test module functionalities
o  SSCP &SSP (Summary of Safety « User lodin required

and Clinical Performance) for =

higher-risk devices ° Separate SRN and access request necessary

o Certain safety-monitoring data

(vigil ): MIR and FSN — will o o
c‘cl)lr?:qufg later so’lcgge " 4. Tra l n l ng
,  For training purposes, mirror of Production (not yet
«  Public API .
available)

Public website

ACKEDMAS



https://webgate.ec.europa.eu/eudamed/landing-page#/
https://webgate.training.ec.europa.eu/eudamed-play/landing-page#/
https://tst-developer.datalake.sante.service.ec.europa.eu/api-details#api=7be432f3-67b2-42ca-9ae6-9c761d388f18&operation=6a1b0b89-4e55-4306-947d-de04863ae9d4
https://ec.europa.eu/tools/eudamed/eudamed#/screen/home

EUDAMED: INFORMATION CENTER

[ B Welcome to the EUDAMED inforr X+ - =] >
& (G O nhttps;//webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre html a © /%) 3l ﬂ Mettre djour -+

News

The natica declaring the functionality of the first four modules has been published in the OJEU. This publication initiates a 6-month transition period. Therafore, starting from May 28, 2026, i

ALL NEV

Welcome to the EUDAMED
information centre

int of support for EUDAMED users, presenting action steps and process logic from a wide range of

welcome to the EUDAMED .In‘:-pm‘\mml ~ including a detailed FAQ section a library of all platform user guides EUDAMED is the database of
information ce ntre Medical Devices available on the EU Market. It improves Iransparency and coordination of information about those

Medical Devices

Getting Started — Documentation — Actor — Search by module —

arch for information en the 3 modules

bie

Get started using the EUDAMED platform, User guid technical documentation and Leam how
leamn the basics release notes

ch and manage actors

ALL NEWS —

Data Exchange —

Machine to machine and Bulk uploading-

Frequently Asked Questions —

Answers to questions you might have

Onboarding material —

Training files you might find useful

Presentations and documents

downloading guidelines

==

Trainings Workshops Other Useful Information

Actors Stuttgart - Presentations Gradual roll out of EUDAMED - Q&As on practical aspects
related to the implementation of Regulation (EU) 2024/1860
(November 2024) - Public Health

EUDAMED Train the Trainer - Actor module for Economic Introduction and regulatory framework to the European

Operators Database on Medical Devices (EUDAMED)
.
E( : P re S e nta t I O n S a n d d O C u m e n tS EUDAMED Train the Trainer - Actor module for Competent Actors module
Authorities UDI-Devices module #  Please note that the document is available in

other EU languages. Other language versions
can be selected after clicking on Other
languages (22)

Devices Notified Bodies & Certificates module

EUDAMED Train the Trainer - Devices module

Market Surveillance module
Certificates

EUDAMED Train the Trainer - Certificates module

© 2025 European Commission-.2.18.0
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https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html
https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html
https://webgate.ec.europa.eu/eudamed-help/en/onboarding-material/presentations-and-documents.html

EUDAMED: ACTORS

Modules used by manufacturers : tHnterdependent modules !

A Market surveillance

Vigilance

ACTORS

....................... __ cws
y

Source: EC Stuttgart EUDAMED Workshop presentations
e (CUPS Analysis & Development) 9 PP

*expected mandatory use for Vigilance & PMS
(can be subject to change)
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EUDAMED: ACTORS B

SRN = single Registration Number
Legal Manufacturer

00000XXXX

Importer
Country Actor Role Unique number (9 digits)

ISO Code

Authorized Representative

Actor ID = for other types of actors ﬂ

System/Procedure Pack Producer (SPPP)

Country Actor Role  Unique number (9 digits)
ISO Code

Competent [ Designating . .
Authorities Application ID = temporary request number

Notified ) Sponsors R
Bodies of CI/PS (before the application is validated, eg. APPOO0000XX)

ACKEDMAS




EUDAMED: ACTORS

- -

Actor Registration Process | [bJ EUDAMED

" European Database
Basic Concepts

EUDAMED Train the Trainer -
Actor module for EOs

on Medical Devices

Roles: User Profiles (User Management)

T Authorized System/ Procedure Importer
- Manufacturer Representative Pack Producer

P 2 LAA strongly
AR - Authorized o Rah il = recommended:

Representative LUA LUA LUA LUA

IM - Importer Verifier Mandate Manager Linker

 Prevents loss of

Verify ‘Actor Registration =~ Manage its ‘Mandates’ Manage its “link with
PR — r;zqnl:;-::tte:r;::;ct:;r:letge& (only for non-EU MF) non-EU MF access to EUDA MED
System/Procedure their actor o Faci’itates role
Pack Producer Viewer Viewer Viewer Viewer

assignment to
EUDAMED UDI module

Local Actor Administrator (LAA) - Manage “Actor data” and “Actor notification

email addresses” >
Local User Administrator (LUA) = Manage ‘User access’ requests i §;

ACKEDMAS



https://webgate.ec.europa.eu/eudamed-help/en/files/EUDAMED%20Train%20the%20Trainer%20-%20Actor%20module%20for%20Economic%20Operators.pdf
https://webgate.ec.europa.eu/eudamed-help/en/files/EUDAMED%20Train%20the%20Trainer%20-%20Actor%20module%20for%20Economic%20Operators.pdf

EUDAMED: UDI/DEVICE

Modules used by manufacturers : tHnterdependent modules !

A Market surveillance

Vigilance

DEVICES

....................... __ cws
y

Source: EC Stuttgart EUDAMED Workshop presentations

*expected mandatory use for Vigilance & PMS
(can be subject to change)
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EUDAMED: UDI/DEVICE MODULE B

Who registers UDI data?

A 2 LAA strongly recommended
(Actor module)

/ Legal Manufacturer “j » ( by default A\
9 9 Obligation to reqister devices GGG f a Viewsr” { by default )
o 3 o o

A imited to G “Confirmer”
Authorized Representative ceess fimite
Viewer = read-only

in regards to UDI data
Importer d

Distributors have no access via restricted page (no EUDAMED login). 0 G a

“Proposer”

é Notified bodies and competent authorities have Viewer access! 0 G G
(including access to discarded data)
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EUDAMED: UDI/DEVICE MODULE

4 Central module in EUDAMED, connected to the
other modules of the database.

UDI/Device

« Operational since 2021

« Multiple updates (versions)

current version Production: v 2.18 = Production Login

current version Playground: v 3.18 amsm®  Playground Login

« Module that requires most time & effort in terms of workload. == UDI registration

ACKEDMAS



https://webgate.training.ec.europa.eu/eudamed-public-play/#/screen/home
https://ec.europa.eu/tools/eudamed/#/screen/home

EUDAMED: BASIC UDI-DI

Basic UDI-DI - e.g. GMN (GS1) > “higher level” product family identifier

DoC

Manufacturer’s responsibility to decide which devices are under one
unique BASIC UDI-DI based on:

1) Same intended use

2) Same risk classification

3) Same essential design and manufacturing characteristics. Source: GSI

---------------------------------------

Level
product family

Level E PRY 8 :
single products ; 4 / H H :

syringe 5 ml syringe 10 ml  box syringe 5 ml  box syringe 10 ml

UDI-DI #1 UDI-DI #3 UDI-DI #15

ACKEDMAS




EUDAMED: WHAT IS UDI?

« UDI = (device identifier) a (production identifier)
\ J \ J
| |
UDI-DI UDI-PI

e UDI-DI = eg. GTIN (GS1) — static, model-related information of the medical device registered in EUDAMED

« UDI-PI = variable, production-related information (e.g. batch, serial no., manufacturing/expiry date)

— found on the label

UDI-PI Rules (Part C of Annex VI, MDR 2017/745) Issuing Entities

A\ lHIHﬂIT

« If lot number, serial number, software ID, or expiry date is on the label — must
be included in the UDI-PI.

« If manufacturing date is present together with other identifiers — it does not need
to be in the UDI-PI.

- If manufacturing date is the only identifier — it shall be used as the UDI-PI.

ACKEDMAS



https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745

EUDAMED: UDI & LABEL

01) Device ldentifier

v (01) 04053213000004

m On Label In Eudamed

(
1 (1 7) 270526 (17) Expiration Date
. _ é (10) 321TQS (10) Lot/Batch Number
Basic UDI-DI No Yes (21) 6585HR7CO8XNA5 (21 Serial Number
UDI-DI (mubpi-DI) Yes Yes
UDI-PI Yes No

(01)04053213000004(17)270526(10)321TQS(21)6585HR7C08

(o)) (17) (10) (21)
\ Dcvicg Expiration Lot/Batch Serial
A” dOtO represented On the dev'ce \ |dentifier }Date Number Number
LABEL and in EUDAMED have to be Y \ Y ’
z::::stent and coherent with each UDI-DI UDI-PI
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EUDAMED: UDI

I » Assign Basic UDI-DI to the product families
I
| > Assign UDI-DI or Master UDI-DI to devices — 1 Unique device identification
I
I . =
I » Assign UDI-PI o —
LT o
I > Label UDI on the devices (bar code or data matrix) - 2 Label identification
I
I » Register devices in EUDAMED _ _
¥ — 3 UDI Data registration

ACKEDMAS



EUDAMED: SUMMARY

When in Eudamed?

Actors

UDI/Device

UDI/Device

UDI/Device

UDI/Device

UDI/Device

Manufacturers, system/procedure pack producers, importers, authorized
representatives who are new (new = from 28 May 2026 onwards)

Regulation (MDR/IVDR) CE-marked (or SPP) device placed on the
market for the first time from 28 May 2026 onwards

Existing regulation (MDR/IVDR) or Legacy CE-marked or SPP device
modified after 28 May 2026 onwards

Existing regulation (MDR/IVDR) CE-marked device or SPP (placed on the
market before 28 May 2026) and still placed on the market after 28 May
2026 onwards (unchanged)

Legacy CE-marked device (benefitting from transitional provisions) still
placed on the market after 28 May 2026 and with no modifications

Regulation (MDR/IVDR) or Legacy CE-marked or SPP device no longer
placed on the market before 28 May 2026

Before first placing on the market

Before first placing on the market

Before first placing on the market

Registration until 28 November 2026

If no same* regulation device registered
before 28 November 2026 — Legacy
registration until 28 November 2026

No registration, unless vigilance
reporting

*Regulation device and legacy device have the same identification such as UDI-DI, and/or catalogue/reference number and/or trade name
which follows from shared characteristics
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EUDAMED: SUMMARY - PART 2

UDI/Device Old devices (products under previous directives) No registration, unless vigilance
reporting

UDI/Device Custom-made devices (except class III implants) No registration, unless vigilance
reporting

UDI/Device In-house manufacturing (healthcare facilities) No registration, unless vigilance
reporting

Certificates New, modified and withdrawn certificates from 28 May 2026 onwards As soon as the notified body makes the
decision

Certificates Certificates issued before 28 May 2026 with no modifications Certificate registration by NB until 28
May 2027

Master UDI contact lenses : obligation starting 7 November 2026 (MDCG 2014-14 Rev. 1)

A Master UDI spectacle frames, spectacle lenses and ready-to-wear spectacles: obligation starting
1November 2028 (MDCG 2025-8)

ACKEDMAS



https://health.ec.europa.eu/document/download/c8c6cca5-460e-410e-a325-be08bfc7dea6_en?filename=mdcg_2024-14_en.pdf
https://health.ec.europa.eu/document/download/f026ed58-060d-49b1-b660-914838670a20_en?filename=mdcg_2025-8_en.pdf

EUDAMED: UDI TRIGGERS

When is it mandatory to create a new UDI-DI?

1. New device creation

2. Major change of a device - , MDR 2017/745

3. Device change due to trigger update in EUDAMED (EUDAMED rules)

3

Data is as important as the Did you know that:
device itself. +-50% all UDI data are triggers

- see next section

Very important to correctly submit data to avoid risks associated
to data formats in EUDAMED (non-editable attributes).
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745

EUDAMED: UDI LIFECYCLE

* Changes of Triggers / data entry errors

> If the data is still in “Draft”, it is posible to
completely remove it from the database = “Draft” Status
“Deleted”

* New device or device update of existing registered UDI
Creation * Incomplete submission (creation or update in process) =
no data is registered yetin EUDAMED

Eg. clases llb implantables /Il  Annex - device certificate information

» If already in “Registered” status, the UDI data
can be removed from the public database, but . .
registration history remains in EUDAMED = Removal SU meSSIOn * EUDAMED submission finalized
“Discarded” * “Deleted” status “Submitted” status + “Submitted” = pending Notified Body
»Discarded” = “Discarded” status “Rejected” status approval

- UDI history remains in EUDAMED (restricted Access)
- Not visible anymore in the public database, only for
supervising entities

- Possible to reuse the same UDI-DI for a new U D I - Devi ces

submission

The device will remain in “Submitted” status until 5
the certificate is uploaded by the Notified Body

Suspended or
‘no longer placed on the EU market’. withdrawn

* Device remaines “Registered” , with the mention

Registration + Device is registered and available in the
public database = public data

“Registered” status
* Device history remains in EUDAMED. “Registered” status

Update

“Registered” status, but
*Discard possible only if: incremented version v1

“device is not referenced in any other item in EUDAMED” Vv2... . Changes made to non-critical attributes (tr/'ggers)
“only possible manually from user with Confirmer profile from user interface”

* Minorchanges (changes to editable attributes)

ACKEDMAS



https://webgate.ec.europa.eu/eudamed-help/en/files/UDI%20Devices%20-%20user%20guide.pdf

EUDAMED: ONGOING RESPONSIBILITY

UDI Data Update: Time to implement change in EUDAMED

Within 30 days for device-related information (MDR/IVDR Annex VI, Part C section 5.8) — changes
that don't require new UDI-DI

Within 1week for actor information changes (MDR Article 31/IVDR Article 28)

For new devices, data made available immediately before placing product on the market

Subsequent actor data accuracy checks (art. 31 MDR/Art. 28 IVDR):

- Within 1year after initial submission Data is as
- Every 2 years thereafter important as
. . the device
Even if no chqnges, economic operotors MmMust guarantee data t If
accuracy. Itselt.
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WEBINAR OUTLINE: DATA MODELS
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EUDAMED: UDI DATA MODELS

Example:

MDR device data model -J S
Basic UDI-DI & UDI-DI attributes

P
( ) - Trlggers, data may not be Basic UDI-DI set of data in UDI database

C h an ged Principle: Each UDI-DI inherits the attributes of its linked Basic UDI-DI and devices DI
Basic UDI-DI UDI-DIs UDI-DIs
~ _ _ +0. UDI-DI value (¥) i
Applicable legislation (MDR) (*) +0b. UDI-DI Issuing Entity (*) (contamer
M D R D EVI C ES — S P P 2. Basic UDI-DI value (*) sSecondary DI (value and issuing entity) package DI)
2b Basic UDI-DI Issuing entity (*); +11.B. Reference, Article or Catalogue number (*)
6. Manufacturer Actor ID/SRN (*) *Device Wit: Direct markinlg (\;'; l;l) (**)
sDirect marking UDI-DI value -
5. Name and address of manufacturer Direct marking UDI-DI issuing entity (*) 0. UDI I?I valuc? *)
7. AR Name, address and Actor ID/SRN +1. Quantity of device(s) (* except Master UDI-DI) 0b. Issuing entity
ii * +3. Type of UDI-PI *
IVD R D EVl C ES 9. Risk class (*) 4. Unit of use UDI-DI (*) 59 -
Impfantab}'e (Y/N) (*) +12. Clinical size (*) 1. Quantltx He
For IIb implantable: Suture, staple, +14. Storage/handling conditions package (*)
dental filling, dental brace, tooth +10-15. Name(s)/Trade name(s) (including 24, Status
crown, screw, WEdge’ plate’ wire, Pfﬂ, Ila;g:dadgi‘:i?nal product description
clip, connector (Y/N) (*) N T e u
MD / AIMD LEGACY DEVICES Measuring function (Y/N) (*) +16. Labellad as single use (Y/N) (*)
Reusable surgical instrument (Y/N) *17. Maximum number of reuse (*)
(*) +»18. Device labelled as sterile (Y/N) (*)
= 5 +»19. Need for sterilisation (Y/N) (*)
Active device (Y/_N_) (*) #=20. Containing latex (Y/N) (*)
Intended to administer/remove a #21. CMR/Endocrine disruptor

medicinal substance (Y/N) (*) +23. Critical warnings or contra-indications

|VD LEGACY D EVl C ES 11. A. Name and/or, if applicable, *8. Medical device nomenclature EMDN code () ey it e Gl e

device model that identifies the Oz SEUTES (**) may change under
- - - _ i = *
device(s) with this BASIC UDI-DI in the 2 E:';'T;)R:f.::c:;ﬁd(s*';'g'e use (Y/N) (%) conditions
tec'h_"fcaf documentat{an and/or » +27. (A.2.13) In the case of devices designed and
certificate or declaration of conformity manufactured by another legal or natural person as [} Mandatory
i referred in Article 10(15), the name, address and 3 .
(Name and/or model shall be prov'dEd) contact details of that Na{ural/legal’persun (*%) - Mandatory if applicable

- Optional
[ ] !

ACKEDMAS

Version August 2025



https://health.ec.europa.eu/document/download/bef9a197-e4b4-41c0-aa54-37b40f6de4a5_en?filename=md_budi_mdr_en.pdf
https://health.ec.europa.eu/document/download/56b6493d-e790-407c-b021-2094ce57cce6_en?filename=md_budi_ivdr_en.pdf
https://health.ec.europa.eu/document/download/9d14092d-d843-4ae9-b564-0e8b2c9f0aa5_en?filename=md_eudamed-di-udi-di_en.pdf
https://health.ec.europa.eu/document/download/d6cba4a8-a375-475a-b274-de25f72028c1_en?filename=md_ivd-eudamed-di-udi-di_en.pdf

WEBINAR OUTLINE: SPECIAL CASES

y

10

Su‘mmaryl
9. Next Q&A

Steps

4

8.Data
Governance

7.Feedback: N and Quality
JOIMAX

6. Options
for UDI
registration

5. BfArM
Session

4. Special
Cases

y

3.Data
Models

2. Module
Overview

1. EUDAMED:
Context

ACKEDMAS




EUDAMED: SPECIAL CASES

Special Registration Case: Products that don’t require EUDAMED

registration
m_ S

UDI/Device Old devices (products under previous No registration, unless vigilance
directives) reporting

UDI/Device Custom-made devices (except class III No registration, unless vigilance
implants) reporting

UDI/Device In-house manufacturing (healthcare No registration, unless vigilance
facilities) reporting

ACKEDMAS




EUDAMED: SPECIAL CASES

«Old Device»

v’ CE certification under the following directives:

- MDD: Dir. 93/42/CEE o AIMDD 90/385/CEE
- IVDD: Dir. 98/79/CEE

- or applicable norms before the directives

v Commercialized in the EU or put in service by
the manufacturer before the MDR/IVDR
application dates (26/05/2021 for MDR,
26/05/2022 for IVDR) => No transition period

an Database
on Medical Devices

« Regulation Device »

v CE certification under the Regulations:

e

EUDAMED

-2017/745 (MDR) or 2017/746 (IVDR)

on Medical Devices

« Legacy Device »

v valid CE certificate or declaration of conformity under the
directives (MDD, AIMDD, IVDD)

v Still placed on the EU market after the MDR/IVDR application
dates

v’ Fills the required conditions for transition periods (Art. 120

MDR or 110 IVDR) [b) EUDAMED

European Database
on Medical Devices

* under certain conditions
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EUDAMED: SPECIAL CASES

Special Registration Case: Legacy Devices

Legacy

MDR/IVDR device

Device family
identification

Device ID

Certificate information

Link between product
and product family

EUDAMED DI (no BASIC UDI-DI)

Option 1. Assign UDI-DI to device (Issuing entity GS1, HIBCC, etc.)
EUDAMED DI = «B-» followed by UDI-DI

Option 2. Generate EUDAMED ID (Issuing entity = EUDAMED)
EUDAMED DI = « B- » + Manufacturer code + key

UDI-DI or EUDAMED ID

Option 1. Assign UDI-DI to device (Issuing entity GS1, HIBCC, etc.)

Option 2. EUDAMED ID (Issuing entity = EUDAMED)
EUDAMED ID = « D- » + Manufacturer code + key
(generated from EUDAMED DI)

Provided by manufacturer in UDI/Device module

Only one EUDAMED ID associated to one EUDAMED DI

Basic UDI-DI (Issuing entity GS1,
HIBCC, etc.)

UDI-DI registered under Basic UDI-
DI (Issuing entity GS1, HIBCC, etc.)

Provided by Notified Body in NB &
Certificate Module

Multiple UDI-DIs can be under the
same Basic UDI-DI
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EUDAMED: SPECIAL CASES

Special Registration Case: Legacy Devices

Registration of a legacy device “ EUDAMED
Generation of identification details - European Database

s on Medical Devices
legacy device . : Devices module (more
The manufacturer must provide a Manufacturer's device ] ) )
The manufacturer provides the UDI- identification information on Legacy)

TIP: As best practice, the unique identifier assigned by the
manufacturer should include its SRN (see Section Format
for EUDAMED DI code [3]) for the generation of EUDAMED

DI and the issuing entity

EUDAMED automatically DI
generates the EUDAMED DI from
thmeV ided UDI-DF. ~ _ N EUDAMED automatically generates:
’, S
,” Example: S v EUDAMED DI: Starts with B-
/1« UDI-DI: 09999999999017 v EUDAMED ID: Starts with D- _
Issuing entity: GS1 1 - TT=<_ _
.+ Generated EUDAMED DI: | _ - Example: S~.
\ B-09999999999017 / ;7 Manufacturer device identification: e
\\ Issuing entity: EUDAMED ,/ | BEMF000000106CR023335 1
S 7 ‘o EUDAMED DI: B- BEMF000000106CR023335WE !
S — > S EUDAMED&D—BEMEQQQQQQIQ&QRQZ&&&SWE —

-
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https://webgate.ec.europa.eu/eudamed-help/en/files/EUDAMED Train the Trainer - Devices module.pdf
https://webgate.ec.europa.eu/eudamed-help/en/files/EUDAMED Train the Trainer - Devices module.pdf

EUDAMED: SPECIAL CASES

Special Registration Case: Master UDI

MDCG 2025.8 Master UDI contact lenses > obligation starting 7 November
2026 (MDCG 2014-14 Rev. 1)

Guidance on the implementation of
the Master UDI-DI solution for
spectacle frames, spectacle lenses

ety earreading Master UDI spectacle frames, spectacle lenses and
ready-to-wear spectacles > obligation starting 1November
November 2025 2028 (MDCG 2025_8)
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https://health.ec.europa.eu/document/download/f026ed58-060d-49b1-b660-914838670a20_en?filename=mdcg_2025-8_en.pdf
https://health.ec.europa.eu/document/download/c8c6cca5-460e-410e-a325-be08bfc7dea6_en?filename=mdcg_2024-14_en.pdf

EUDAMED: SPECIAL CASES

Special Registration Case: example of Master UDI for contact lenses

Risikoklasse
BA S I S U D I = D I generische Produktgruppe”

Herstellung & Design

Zweckbestimmung 9
é- Jherstellerspezifische

— -
’—— -_— .

’\’Made-tc-Stock Kontaktlinsen:\ ’\’Made-to-ﬂrder Kontaktlinsen:\
Durchmesser, _ _
Basiskurve, MUDI (8014) MTO-GTIN (03) #1 MTO-GTIN (03) #2
etc.
— f E %

Source: GS1 Austria
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UDI/DEVICE DATA REGISTRATION

DEVICE

3 ways to submit your data:

> Manual input directly on the platform
» UDI Bulk upload via XML files

> Automatic link M2M( via dedicated software

(1) « Machine to Machine » = automated data transfer to EUDAMED

7 ACKEDMAS



UDI/DEVICE DATA REGISTRATION

2 3

Manually V|.a the EUDAMED Bulk upload via XML file Machine to Machine
web interface Data transfer

EE——— EUDAMED

UDI-DI registration
Gestion des téléchargements

) 2 ) f 5 f .

R 00006745, Ak et S e gmhe e
St Servica
Basic UDI-DI information .
Basic UDI-DI identification Catégorie de risque:
Applicablo rogulation: MDR REGLEMENT . .

(UE) 20171745 relat ux dispasils médicaux
* Fonction de mesurage

Basic UDLI code: J04ZIAKIAGHEYKXITVKTIIP ol © Non

Entitg d'attribution: GS1

/catamodel /Entity /MSuProcedur
egures/Pr 1° mlns

* Dispasiut acur

Ce systima ou nécassains st il un dispositt § pant

Oui © Non
entibre?
Hen
*
Type de dispositf spécisk: Non * Dispositit desting 3 administrer stiou retirer un médicament e
Qi O Non * *
* *
* K

Modiie de dispositd spplicable

ow (P ton i} i e

* Modie du disposil

Automated bulk
data transfer

10,08V
<service: serviceOperationPOsTe
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MANUAL INPUT (EUDAMED WEBPAGE)

UDI-DI-Registrierung

Herstellerkennung
= Manual entry of data, attribute by attribute
L - = The information is structured on multiple

-

/ 7 Applicable\regulalion pa g e S

I @® MP-VO (VEI‘ORDNUNG (EU) 2017/745 uber Medizinprodukte)
\ OWDVO (VeTrdﬂung (EU) 2017/746 aber In-vitro-Diagnostika)

R = |t is necessary to complete the entire page

R
Basis-UDI-DI-Hauptinformation

oo T~ 7T \ in order to get to the next section of the
‘ GS1 ~ ‘ I‘ 9989898Q.a66MpPLES | form

—— o o o e o o -

More information about the format require%enls |'_>..
-y
7 \
Handelt es sich ym ein Sy oder eine ngseinheit, bei der es sich um ein eigenstindiges Produkt handelt?

"Ja () Nlbin Handelt es sich um ein System oder eine Behandlungseinhett, bei der es sich um ein eigenstandiges Produkt . A d d I t I O n O I fl e I d S C G n G p p e G r O n t h e p O g e

handelt? ist erforderlich, es sei denn, Sie wahlen die Option - Nein

L depending on the type of product

~ -

-
sfézielle Produktart

I Ja 0 Ni;in e Die spezielle Produktart ist erforderlich, es sei denn, Sie wahlen die Option - Nein

r— Important to pay attention to the registration
|| steps detailed in the user guides
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MANUAL INPUT (EUDAMED WEBPAGE)

Advantages of manual entry

Low IT investment necessary

Readily available via web interface

Q

Manual entry can be an option for
low volumes of UDlIs.

It can quickly become challenging
to manage when the volume of
UDI increases or the frequency of

updates.

Limits of manual entry

Risk of errors due to manual entry: data quality needs to be consistently
checked

Cost of personnel (time spent on manual entry)
Very time consuming for larger volumes of UDI

Necessary to set up internal data traceability and to manually document
actions (requirement MDR/IVDR - see EUDAMED & QMS, MDCG 2021-19)

Requires a significant time investment for understanding requirements

Cannot perform bulk operations (changes to multiple UDIs at the same
time)

Not possible to duplicate data (copy data of existing UDI to create a new
uDI)

Support is limited to the EUDAMED help desk

ACKEDMAS




X M I' FI I'E U P LOAD XML generation requires IT knowledge

XML file Necessary to be familiar with the EUDAMED

xmlns:appertf="https://ec.europa.eu/tools/eudamed/dtx/datamodel/Entity/Certificate/ApplicationCertificate/y teChniCCﬂ documentqtion for XML flle Cl’thion
xmlns:ssep="https://ec.europa.eu/tools/eudamed/dtx/datamode]/Entity/55CP/v1" version="3.0.11">

<message:correlationID-APP-DTX-000049431¢/message: correlationIDy TeC h N iCCI | d ocume ntCItiO N

<message:creationDateTime>2025-01-16T11:38:03.206401:00¢/message: creationDateTimes

<message:messagelD>Shcd2978-5542-4b09-aa3f -d6del2f4ed32¢ /message imessage 10 B onims s [l bt
vemessageirecipients

Y : . )
{messagvla node> i Technical documentation
{service:nodeActorCodesFR-MF-000086745¢/service: nodeActorCodes
{/message:node:
Y{messg gelsery ices # fyou experience any issues with the Exce fles, simply right cick the link and then click on Save link as. This wil download the file fo your compuler.

¢service:serviceIDXDEVICES/service: serviceIDs
{service:serviceOperation»GET</service: serviceOperation:
{/message:service>
¢/message:recipients
¥ <message:payload»
v<device:Device umlns:xsi="http://www.w3.org/2001/XMLSchema-instance” xsi:type="device:MDRDeviceType">
¥<{device:MDRBasicUDI»
<e:state>REGISTERED« /e stater
{eiversiony1l¢/e:version»
<e:versionDate»2025-01-16T11:31:47.275+01:00< /e :versionDate>
<budi:riskClass»CLASS I</budi:riskClassy
¥ <budi:modelName>
<commondevice:name:DM Webinaire saisie données</commondevice:namer
</budi:modelName> A
v<budi:identifier> ~fa\" H
<commondevice:DICode>3400422015YAIM1501653BT< / commondevice: DICodes A EUDAMED does nOt G"OW Excel SpreOdSheet flle UplOOd
<commondevice:issuingEntityCode»G51</ commondevice:: issuingEntityCodes
</budi:identifiers

Data dictionaries (Excel files) Business rules/enumerations Data exchange documents

Common

n numbes
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https://webgate.ec.europa.eu/eudamed-help/en/documentation/technical-documentation.html

XML FILE UPLOAD

You first need to choose the type of upload !
If different submission types = separate XML files required

* Select a service: * Select a service: * Select a service:
_ ¥ -- X w -- X v
Ubload files | . ™% UDI-DI for existing Basic a | refdata access-point-service- ~ #
P Actor download UDI-DI . :
. cips-dossier.get
& Step 1 (Mandatory) mmp  Upload of Legacy / mmp Update Basic UDI refdata.access-point-service-
. . Regulation Device / SPP ( L ‘ : )
Select a service: Undate of UDI-DI / Master cips-dossier.put
S HJ» Basic UDI and UDI-DI / -
Master UDI-DI ) UbI-DI refdata.access-point-service-
" Upload fle in XNIL format: mp pdate market information vig-dossier.put
Download of Legacy/ | |
Regulation Device/SPP mmp Update container package refdata.access-point-service-
i ' ' vig-dossier.get
mmp Upload of UDI-DI/ Master v S5(C)P Download v v

Necessary to understand the all different submission (service) types
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XML FILE UPLOAD

You first need to choose the type of upload !
If different submission types = separate XML files required

* Select a service: * Select a service: * Select a service:
P SV - X v - X’ v
Upload files ' = UDI-DI for existing Basic = ' refdata access-point-service-  #
Actor download I UDI-DI | cips-dossier get
®» Upload .
O s 1 ( Manda "‘ .
B J» requa| 1€ChNICa |ImItC|tI0n to 40 UDI per XML file foee
| [ Basic UDI and UDI-DI/ Sy T
Y UDI-DI .
Master UDI-DI ) refdata.access-point-service
* Upload file in XML format: 5 0ad of L llr ||~ Updﬂte market information vig-dﬁssier.put
Regulation Device/SPP mmp Update container package refdata.access-point-service-
i ' ' vig-dossier.get
mmp Upload of UDI-DI / Master . SS(C)P Download v v

Necessary to understand the all different submission types
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XML FILE UPLOAD

Advantages of XML Limits of XML

= No manual entry of UDI data = Technical limitation of 40 UDI per XML file

= XML file generation requires advanced technical IT
understanding and skills

= In case of EUDAMED file rejection, necessary to be able to
interpret error messages and fix the error = time consuming
process

= In case of EUDAMED file rejection, no UDIs in the file will be
registered in EUDAMED — everything will be rejected

= Upload of XML file is a manual action: potential source of error

= Necessary to set up internal data traceability and to manually
document actions (requirement MDR/IVDR - see EUDAMED &
QMS, MDCG 2021-19)
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MANUAL/XML DATA UPLOAD SUMMARY

Manual task
Technical skills

EUDAMED format XML conversion

Data collection via Excel . (multi
ple data
filo and Business models:

Rules Check max. 40 UDiI/file) UDI

registration

EIJ Manual input via the EUDAMED website

EUDAMED & QMS
MDCG 2021-19

EUDAMED feedback: successful — Record-keeping procedures and documentation

EUDAMED feedback: failure — error identification and correction (manual process)

Keep track internally of all future EUDAMED updates.
New EUDAMED version or new UDI requirements = XML file modification

ACKEDMAS




M2M DATA TRANSFER

(1) Data transfer (initial UDI

registration and UDI
updates)

submission M2M connector

software —

(2) Proof sent by the EUDAMED
system of registration
(success/failure)

UDI

ACKEDMAS




M2M DATA TRANSFER: SUMMARY

EUDAMED updates = new software releases

Data collection via

Excel file
EUDAMED uDI

ege Business
Qualified i i
provider Rules Check registration

ACKEDNAS

¢ Connectionto
internal systems

Customized project support + quality assurance tools + full traceability

Manufacturer tasks Software tasks (Full M2M connector)
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M2M DATA TRANSFER

Advantages:

Secured automated data transfer via qualified
access point

o No waiting time for data registration
o Full data traceability
o Elimination of manual tasks

Registered proof of all successful/failed data
registration in EUDAMED

Automated bulk submission of UDI data =
significant reduction of time spent on manual
entry

Elimination of errors associated to manual
entry or manual XML file upload

Challenges for setting up internal M2M access
point (manufacturer-owned access point):

= Technically complex:

= time-consuming and very costly IT project
for internal teams

= High level IT skills necessary

Challenges for choosing external M2M access
point (3rd party solution provider):

= Choosing the right provider and correctly
evaluating:
» Quality of solution and service
= Solution robustness
» Solution reliability
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EUDAMED: M2M EXAMPLE

Produkte importieren

[ )
Ziehen Sie eine Datei hierher oder klicken Sie auf one- CI ICk
:
Excel file

import

-- = o [

- —

- ~
ABBRECHEN DATEI IMPORTIEREN

ACKEDMAS



EUDAMED: M2M EXAMPLE

0@@@@@@@@§

Last update

2025-03-04 16:57:32

2025-03-04 16:32:36

2025-03-04 15:45:12

2025-02-25 15:59:06

2025-02-18 15:55:16

2025-02-18 15:50:38

2025-02-18 13:27:42

2025-02-18 11:36:45

2025-02-18 11:26:56

File name

Template Import MD_Eudamed_MDR data (Données M3

Template Import MD_Eudamed_MDR data (Données M3

Template Import MD_Eudamed_MDR data (Données M3

Template import MD_Eudamed_MDR data (test DA).xlsx

Template Import MD_Eudamed_MDR data (002).xIsx

Template Import MD_Eudamed_MDR data (002).xlIsx

Template Import MD_Eudamed_MDR data (002).xlsx

Template Import MD_Eudamed_MDR data (002).xlsx

Template Import MD_Eudamed_MDR data.xIsx

- DA) 040325.xlIsx

- DA) 040325.xlIsx

- DA) 040325.xlsx

Products created / updated / in error

9/2236/0

Clear UDI
N

683714220140 \ u pload
=~ \ /

’ S __ =

| \

\1413/9/p

N status

0/9

0/9/1

9/0/1

0/0/10
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EUDAMED: M2M EXAMPLE

— —
— - —
-— - ——
b .

Blattname < -o_ Linie Spaltenname Zellenwert Fehlertyp R )
Product_Eudamed_MDR 8 |dentifier 3400420004683 Ungliltiger Wert
Product_Eudamed_MDR 8 |dentifier Type GTIN Ungliltiger Wert
Product_Eudamed_MDR 8 Organism 18 Ungliltiger Wert
AR S RS
Product_Eudamed_MDR ( g 1 Secondary UDI-DI ( Pflichtfeld )
N - > — Lt
Product_Eudamed_MDR 8 UDI-DI info same as product Pflichtfeld
Product_Eudamed_MDR 8 UDI-DI Issuing Entity ANS8 Ungiiltiger Wert \ CI
2 e edar error
Product_Eudamed_MDR 9 |dentifier 3400420004690 Ungliltiger Wert

identification
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EUDAMED: M2M EXAMPLE

= Ackomas A3 O ©O

& ZURick SCGO01SH - Scissors curved sharpened Premium
Synchronisierung B Algemein
@ cupameD
EUDAMED Synchronisiert €, Status in EUDAMED Uiberpriifen > Synchronisieren .
=== 7usatzliche Felder

| Synchronisierung
Synchronisierung :  @.~ Aktiv Modus: @@ Automatisch
B N 0 Autorisierte Plattform(en

()
Automatic
(]
Status Letzte Aktualisieru... EUDAMED-Dateityp Korrelations-ID Nachricht rea I = t I m e
- @ 2025-01-23 19:48:44 aale6f6b-68da-4292-b23a-08dd3bde70d8 Erfolgreich synchronisiert U DI reg ist rq t i o n
STATUS DETAILS )
- in EUDAMED

EXPORTIERT GESENDET ERFOLG
2025-01-23 19:48:21 +01:00 2025-01-23 19:48:29 +01:00 2025-01-23 19:48:41 +01:00

© o1l

Uberarbei
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EUDAMED: DATA GOVERNANCE

EUDAMED centralizes critical medical device data

= All submitted data needs to be:
v Reliable (accurate, up-to-date)
v Complete (all required data is present)

v Traceable (it is known who did what, when and why)

Goals:
= Efficient data governance relies on: e Avoid errors ensure Compnance

v Clearroles (RA, QA, IT, etc.)  Facilitate audits and avoid findings.

v Documented processes FDA/GUDID feedback: audits revealed

v Suitable and reliable tools insufficient data quality — important not to
repeat the same mistakes in EUDAMED.
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EUDAMED: DATA GOVERNANCE

Data lifecycle: A structured approach

= Each UDI follows a cycle: Creation — Validation — Registration — Update — Archiving
i ZEN = In EUDAMED:

“Reglstarad” status

v' Certain attributes are not modifiable once registered in EUDAMED.
v" Each modification generates a new version.

v’ Certain actions (eg. deletion, discard) are only manually possible and under certain
conditions.

Goals: Anticipate the impact of errors and data changes from the very beginning.

Ql/Qo/QP: Systems used for data management and submission need to be
qualified in order to guarantee data exchance reliability with EUDAMED.
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EUDAMED: DATA GOVERNANCE

7B Auditability, traceability, security: key requirements
/ o

= Data needs to be all all times accessible, intelligible and justifiable.

= EUDAMED requires:
v Complete action traceability (who, what, when).
v Secured access (user rights, role separation).

v A durable, sustainable preservation of data and record history.

Upcoming audits: supervising entities (competent authorities, notified bodies)
can audit public data in EUDAMED — data as key component of audits/inspections.
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EUDAMED: DATA GOVERNANCE

Good practices for ensuring data integrity

= Set up a data repository in alignment with EUDAMED: Single Point of Truth.

= Define clear rules and processes: who creates, who validates, who submits?
= Train teams for comprehensive EUDAMED understanding and for related tools.

= Plan data checks at regular intervals.

Data integrity is a collective mission, a continuous and documented
process.
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N EXT STE PS 4. Start collecting your ﬁo:: RN
. . CONFORME
data (establish single % 4
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and UDI-DI to be
registered in EUDAMED.
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SUMMARY

zeme’

per!’

EUDAMED will soon be mandatory: 28.05.2026

v

v

v

The UDI/Device module requires significant time investment
Gain a clear understanding of requirements for EUDAMED compliance

The clock is ticking: only a few months remaining for understanding
requirements, setting up internal processes and registering your data

Choose the right approach and allocate the right ressources in a timely
manner

If in need of assistance, choose reliable partners who can assist you with
EUDAMED requirements and UDI submission

Don’t wait: start now your EUDAMED UDI project

ACKEDMAS




FOR MORE ON EUDAMED & M2M UDI SUBMISSION

The Fast Track to Medical Device Compliance A E K@ M A S
a

ACKOMAS

m https://www.linkedin.com/company/ackomas/

ACKEDMAS 0 s e e

Kristina lancu

Regulatory Database Specialist
DACH Region

The Only Platform Built
for MedTech Regulatory

Teams

¢ Strasbourg, France

kioncu@ackomas.com

+33 6 8599 64 78 https://www.ackomas.com/contact-us/

ACKEDMAS



https://www.linkedin.com/company/ackomas/
https://www.ackomas.com/contact-us/

	Diapositive 1
	Diapositive 2
	Diapositive 3
	Diapositive 4
	Diapositive 5
	Diapositive 6
	Diapositive 7
	Diapositive 8
	Diapositive 9
	Diapositive 10
	Diapositive 11
	Diapositive 12
	Diapositive 13
	Diapositive 14
	Diapositive 15
	Diapositive 16
	Diapositive 17
	Diapositive 18
	Diapositive 19
	Diapositive 20
	Diapositive 21
	Diapositive 22
	Diapositive 23
	Diapositive 24
	Diapositive 25
	Diapositive 26
	Diapositive 27
	Diapositive 28
	Diapositive 29
	Diapositive 30
	Diapositive 31
	Diapositive 32
	Diapositive 33
	Diapositive 34
	Diapositive 35
	Diapositive 36
	Diapositive 37
	Diapositive 38
	Diapositive 39
	Diapositive 40
	Diapositive 41
	Diapositive 42
	Diapositive 43
	Diapositive 44
	Diapositive 45
	Diapositive 46
	Diapositive 47
	Diapositive 48
	Diapositive 49
	Diapositive 50
	Diapositive 51
	Diapositive 52
	Diapositive 53
	Diapositive 54
	Diapositive 55
	Diapositive 56
	Diapositive 57
	Diapositive 58
	Diapositive 59
	Diapositive 60
	Diapositive 61
	Diapositive 62
	Diapositive 63
	Diapositive 64
	Diapositive 65
	Diapositive 66
	Diapositive 67
	Diapositive 68

