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ePI definition

ePI is authorised, statutory
product information for human
medicines (i.e. summary of
product characteristics,
package leaflet and labelling) in
a semi-structured format created
using the EU ePI Common
Standard. ePI is adapted for
electronic handling and allows
dissemination via the web, e-
platforms and print.
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|Intrcducci6n

1. Qué es Lyrica y para qué se
utiliza

N

Qué necesita saber antes de
empezar a tomar Lyrica

Cémo tomar Lyrica

ANNEX 1

Conservacion de Lyrica
SUMMARY OF PRODUCT CHARACTERISTICS

PDF, 96 pages

3.
4_Posibles efectos adversos
5
3

Contenido del envase e
informacidn adicional

1. NAME OF THE MEDICINAL PRODUCT

Lyrica 25 mg hard capsules
Lyrica 50 mg hard capsules
Lyrica 75 mg hard capsules
Lyrica 100 mg hard capsules
Lyrica 150 mg hard capsules
Lyrica 200 mg hard capsules
Lyrica 225 mg hard capsules
Lyrica 300 mg hard capsules

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Lyrica 25 mg hard capsules
Each hard capsule contains 25 mg of pregabalin.

Lyrica 50 mg hard capsules
Each hard capsule contains 50 mg of pregabalin,

Lyrica 75 mg hard capsules
Each hard capsule contains 75 mg of pregabalin.

Lyrica 100 mg hard capsules
Each hard capsule contains 100 mg of pregabalin.

Lyrica 150 mg hard capsules
Each hard capsule contains 150 mg of pregabalin.

Lyrica 200 mg hard capsules

Classified as public by the European Medicines Agency

PROSPECTO LYRICA 25 MG CAPSULAS DURAS

Introduccién

Prospecto: informacién para el usuario

Lyrica 25 mg cdpsulas duras,
Lyrica 50 mg cdpsulas duras,
Lyrica 75 mg capsulas duras,
Lyrica 100 mg cipsulas duras,
Lyrica 150 mg cdpsulas duras,
Lyrica 200 mg capsulas duras,
Lyrica 225 mg cipsulas duras,
Lyrica 300 mg cdpsulas duras
Pregabalina

Lea todo el prospecto detenidamente antes de empezar a tomar este medicamento, porque contiene informacién importante
para usted.

li)) Abschnitt vorlesen lassen

Gebrauchsinformation: Information fiir Anwender

Lwica® 20 mg / ml Lésung zum Einnehmen

Pregabalin

Lesen Sie die gesamte Packungsbeilage sorgfiltig durch, bevor Sie mit der
Einnahme dieses Arzneimittels beginnen, denn sie enthdlt wichtige
Informationen.

« Heben Sie die Packungsbeilage auf. vielleicht mochten Sie diese spater nochmals lesen.

+ Wenn Sie weitere Fragen haben, wenden Sie sich an Ihren Arzt oder Apotheker.

» Dieses Arzneimittel wurde Thnen persénlich verschrieben. Geben Sie es nicht an Dritte weiter. Es
kann anderen Menschen schaden, auch wenn diese die gleichen Beschwerden haben wie Sie.

+ Wenn Sie Nebenwirkungen bemerken, wenden Sie sich an [hren Arzt oder Apotheker. Dies gilt
auch fur Nebenwirkungen, die nicht in dieser Packungsbeilage angegeben sind. Siehe abschnitt
4.

Was in dieser Packungsbeilage steht

1. Was ist Lyrica und wofiir wird es angewendat?
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Benefits for patients, healthcare
professionals, regulators & companies

Patient apps

Digital & Video content . Rapid updates ~ Support mitigation of
5 . medicine shortages
Q Accessibility features 5 Link to national language ; ¢
| . ePI . Optimise signal validation

Update alerts : :
O Timely access to up-to- (O Administrative efficiencies
date information in

patient’s language at
@ e« M * point of need

al

Targeted searches

1
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EMA-HMA-EC: progress of ePI initiative

Developed
with
funding by
the
European
Union

Key principles

2020: ePI is authorised summary of o
product characteristics, package leaflet and|
labelling created using the EU ePI Common
Standard. ePI optimises dissemination via
the web, e-platforms and print.

Benefits of up-to-date timely information

Electronic product information
for human medicines in the EU:
key principles
A joint EMA-HMA-EC coll:

2021: Harmonisation using EU
ePI Common Standard based on

health data resources,

plus a REST API
% FHIR

for accessing them

EU ePI Common Standard

FHIR: a set of XML (and/or JSON)

1/

ePI at PLM Portal

Creation and management by companies &
regulators, storage in FHIR repository

Product Lifecycle
Management Portal

i
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Electronic application forms (eAF) Electronic product information
A secure online portal for managing electronic Application Forms. (ePI)
bt on the

2023-2024: Creation of ePI in real
procedures by EMA, AEMPS, DKMA,
MEB and MPA

Successful pilot paves the way for
implementation of ePI

ber 202




ePI at the Product Lifecycle Management

portal

Product Lifecycle )
Electronic application forms
Management Portal
eAF team is pleased to announce that the PLM Portal web based eAFs can be used for all EU products and procedures starting from 11th February 2025. Please follow user guidance, release notes and EMA announcements in relation to any known technical
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Electronic product information (ePI)

ations.

1

Electronic application forms (eAF)

A secure online portal for managing electronic Application Forms.

Create new eAF

’ eAF list ‘

eAF guidance

Quick links

eAF news
eAF release notes

eAF FHIR XML release notes

ePI on the PLM Portal streamlines product

Electronic product information

Products Management Service ' SPOR IAM IRIS Forum

nformation management,

sibility, accuracy, and collaboration across the

Create new ePI

| ePI list

Published ePIs >

ePI guidance >

ePI news

ePI release notes

ilT" Product Management Service (PMS)
]

[ Product Data Management User Interface (UI), offers seamless access to
product data available in the Product Management Services (PMS
database.

Owned Products

PMS guidance

PMS news

PMS release notes
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From the same portal, applicants
can manage ePI, electronic
application forms and product
data.

ePI features:

« ePI authoring & management
« Rich-text editing

« ePI export to FHIR/Word
 Repository & API

EMA



ePI pilot objectives

®

Enable EMA & national regulators using ePI in live procedures to assess
tooling and business processes

Collect feedback from companies creating ePI & medicine information
providers using the API

A
&

@) Support ePI team in determining outstanding functional
requirements & inform roadmap to implementation
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ePI pilot outcomes

. All 23 companies and 5 regulators successfully m OEMA HMA

..........

o created and published ePI in real regulatory e
procedures with no blockers

KPIs on ePI creation, management and portal
N usability met
()

ePI pilot report

Experience gained from creation
of ePI during regulatory
procedures for EU human
medicines

-+
A ’,, Recommendations made in categories:

! I * Guidance, Business Processes and PLM Portal

Q@ Plan to go live for EMA CAPs first,
& then early adopter NCAs
ey
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Pre-implementation work

Actions from pilot recommendations, including

oOn
Y
B < Guidance to be created
% Business processes to be elaborated
% PLM portal features to be developed

User Acceptance Testing

EE,/] ePI access from medicine package: public consultation on Reflection paper (Q2 2025)

=¢' Road map for phased implementation - working towards centrally authorised products (CAP)
— go live first, assess national competent authorities (NCA) readiness

; @ EMA
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How will MAH provide ePI to patients?
O

31 March 2025
EMA/95076/2025
European Medicines Agency

Scan with camera

4+ Reflection paper on linking to electronic product
s information (ePI) from EU medicine packages
6 Draft

Existing DMC Match Data Package leaflet Content generated with
- - - Start of public consultation 31 March 2025
on package Carrier displayed to patient data from EMA-EMRN
ca rrying Identifier to FHIR ePI repository End of consultation (deadline for comments) 30 June 2025
Data carrier prOdUCt ’ C ts should b ided using this EUS y fi Fi technical i ith the f
. } H - omments should be provided using this EUSurvey form. For any technical issues with the form,
Identifier Scan with app information please contact the EUSurvey Support.

Keywords Electronic product information, ePI, summary of product characteristics,
package leaflet, DataMatrix, data carrier identifier, patients, healthcare
professionals

d Data matrix code (already on the box and used for anti-falsification) preferred to adding
additional QR code

d Availability of EU wide solution is desirable in cross-industry collaboration
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

ePI@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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