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Circular Informativa n.º 060/CD/100.20.200 | Sistema de Preços de Referência - 2º 
Trimestre de 2025 (junho)
Deliberação nº 057/CD/2025 | Sistema de Preços de Referência – Aditamento de 
novos grupos homogéneos (2.º trimestre de 2025)
Circular Informativa n.º 063/CD/100.20.200 | Atualização da lista de medicamentos 
cuja exportação é temporariamente suspensa - maio 2025

REGULAMENTAÇÃO

EMA

Human Medicines / Human Regulatory
European Shortages Monitoring Platform (ESMP): Implementation guide for 
marketing authorisation holders [Rev.]
European Shortages Monitoring Platform (ESMP) User guide for marketing 
authorisation holders [Rev.]
European Shortages Monitoring Platform (ESMP) User guide for national 
competent authorities [Rev.]
European Shortages Monitoring Platform (ESMP): Implementation guide for 
national competent authorities [Rev.]
Frequently asked questions on the European Shortages Monitoring Platform 
(ESMP) [Rev.]
European Shortages Monitoring Platform (ESMP) Informational brief [Rev.]
European Shortages Monitoring Platform (ESMP) essentials: Industry and network 
reporting requirements [Rev.]
PMF dossier requirements - Questions and answers for PMF holders [Rev.]
External guidance on the implementation of the European Medicines Agency policy 
on the publication of clinical data for medicinal products for human use [Rev.]

EUROPEIA
Regulamento (UE) 2025/877 da Comissão, de 12 de maio de 2025, que altera o 
Regulamento (CE) n.o 1223/2009 do Parlamento Europeu e do Conselho no que diz 
respeito à utilização em produtos cosméticos de determinadas substâncias classificadas 
como cancerígenas, mutagénicas ou tóxicas para a reprodução

LEGISLAÇÃO

Comissão Europeia Study supporting the monitoring of the availability of medical devices on the EU 
market [Rev.]
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https://www.infarmed.pt/documents/15786/10773025/Atualiza%C3%A7%C3%A3o+da+lista+de+medicamentos+cuja+exporta%C3%A7%C3%A3o+%C3%A9+temporariamente+suspensa+-+maio+2025/3d986cd8-d85d-83a0-98a0-b7947871bfc4?version=1.0
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf
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https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-user-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-european-shortages-monitoring-platform-esmp_en.pdf
https://www.ema.europa.eu/en/documents/other/frequently-asked-questions-european-shortages-monitoring-platform-esmp_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-informational-brief_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-essentials-industry-network-reporting-requirements_en.pdf
https://www.ema.europa.eu/en/documents/other/european-shortages-monitoring-platform-esmp-essentials-industry-network-reporting-requirements_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/pmf-dossier-requirements-questions-answers-pmf-holders_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use-version-15_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use-version-15_en.pdf
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202500877
https://health.ec.europa.eu/latest-updates/update-notified-bodies-survey-certifications-and-applications-2025-05-15_en
https://health.ec.europa.eu/latest-updates/update-notified-bodies-survey-certifications-and-applications-2025-05-15_en
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expressas são de caráter geral, não substituindo o recurso a aconselhamento jurídico adequado para a resolução de casos concretos.
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