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Vyhlasenie

* | attend this conference as an individual expert, and do not
represent the CMDh. The views expressed here are my
personal views, and may not be understood or quoted as
being made on behalf of the CMDh or reflecting the position
of the CMDh.

* Tejto konferencie sa zucastnujem ako individualny expert a
nereprezentujem na nej CMDh. Prezentované informacie su
moje osobné nazory a nesmu sa chapat ani interpretovat ako
stanovisko CMDh.
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* ePIL
e Zakladné informacie
* PLM portal
* Pilotny projekt
* Uloha SUKL

* QR*-kody
e Zakladné informacie
* 3 zakladné predpoklady

* Procedura + dokumenty
* Annex | - SK



ePIL — zakladné informacie

consuming&operation=get-api-retrieval-listbytitle, https://www.ema.europa.eu/en/electronic-product-information-human-medicines-european-union-key-
orinciples



https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://github.com/EuropeanMedicinesAgency/EU-ePI-common-standard
https://epi.developer.ema.europa.eu/api-details#api=ema-epi-consuming&operation=get-api-retrieval-listbytitle
https://epi.developer.ema.europa.eu/api-details#api=ema-epi-consuming&operation=get-api-retrieval-listbytitle

PORTAL PLM (Product Lifecycle Management Portal)

https://plm-portal.ema.europa.eu/



PORTAL PLM (Product Lifecycle Management Portal)
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Product Management Service (PMS)
fF able in the Product

Product Data Management User Interface (UL), offers seamless access to product data availab
Management Services (PMS) datzbase.

Electronic product information (ePI)
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Electronic application forms (eAF)
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PMS guidance »

Published ePlIs »

eAF guidance >

Quick links

eAF news
eAF release notes

eAF FHIR XML release notes

Privacy Guidance & Support EMA Service Desk Legal

€ 1995-2024 Eurcpean Medicines Agency

https://plm-portal.ema.europa.eu/
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PORTAL PLM (Product Lifecycle Management Portal)

Product Lifecycle
Management Portal

SPOR ~ IAM Forum Signin

Home > Guidance & Support > Electronic Product Information (ePI)

ePI - User Guide for Regulators
Instructions for ePI Approvers and Publishers to navigate the tool and approve and publish ePI after they have been submitted by a pharmaceutical company

ePI - Known Issues
Details of all known issues in the PLM portal - ePI that the ePI team is aware of and workarounds where available.

ePI - Frequently Asked Questions (FAQs) Document
Frequently Asked Questions (FAQs) document on electronic Product Information

ePI - Procedural Guide
Description of ePI processes within regulatory procedure timeframes for applicants participating in the ePI pilot.

ePI - User Guide for Applicants
Instructions for ePI Applicant Managers and Contributors to navigate the authoring tool and create, prepare and submit ePI to regulators

ePI - Registration Guide
Information on ePI roles in the PLM portal and how to request them

ePI - Videos
Videos about creating and managing ePI in the PLM portal

Privacy Guidance & Support EMA Service Desk

© 1995-2024 European Medicines Agency N MEDICIN

https://plm-portal.ema.europa.eu/



Pl LOTNY, PROJ EKT, applicants guide, regulators guide

information-requirements/electronic-product-information-epi, https://plm-portal.ema.europa.eu/
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https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi

PILOTNY PROJEKT — ULOHA SUKL

https://www.ema.europa.eu

information-requirements/electronic-product-information-epi, https://plm-portal.ema.europa.eu/

en/human-regulatory-overview/marketing-authorisation/product-
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https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements/electronic-product-information-epi
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QR*- kédy (Mobile scanning and other technol

: . . . roduct-information-requirements
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

QR*- kody: 3 zakladné predpoklady

: . . . roduct-information-requirements
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

QR*- kody: 3 zakladné predpoklady

: . . . roduct-information-requirements
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

QR*- kody: 3 zakladné predpoklady

: . . . roduct-information-requirements
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

QR*- kédy: PROCEDURA A DOKUMENTY

: . . . roduct-information-requirements,
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

QR*- kédy: PROCEDURA A DOKUMENTY

: . . . roduct-information-requirements,
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

QR*- kédy: Annex | odporucania

: . . . roduct-information-requirements,
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_313 2014__Rev.12_2023 10 _clean_-
_CMDh_position_paper_on_mobile_scanning_technologies.pdf


https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/product-information-requirements

Dakujem
za pozornost

petra.gubova@sukl.sk / +421 2 507 01 103
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