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Circular Informativa n.2 053/CD/100.20.200 de 30/04/2025 | Digoxina - Autorizagdo
de utilizagdo de lotes rotulados em lingua estrangeira

Relatério de Avaliacdo Anual de Execucdo do Plano de Prevencdo de Riscos de
Corrupcdo e InfracGes Conexas, abril 2025

Plano de Prevencao de Riscos de Corrupcdo e Infracdes Conexas 2025

Circular Normativa Conjunta n.2 01/2025/DE-
SNS/ACSS/INFARMED/SPMS/DGS/SUCH | Equipa de acompanhamento do regime
de dispensa em proximidade

Relatdrio N.2 32 da Vacinacdo Sazonal 2024/2025

Human Medicines / Human Regulatory

Draft ICH Q1 guideline on stability testing of drug substances and drug products -
Step 2b

List of medicines under additional monitoring [Rev.]

List of medicinal products under additional monitoring [Rev.]

List of medicinal products under additional monitoring [Rev.]

List of centrally authorised products with safety-related changes to the product
information

Overview of comments received on guideline on clinical investigation of medicinal
products in the treatment of epileptic disorders (CHMP/EWP/566/98 Rev.3)

Veterinary Medicines / Veterinary Regulatory
EU Implementation Guide (IG) on veterinary medicines product data in the Union
Product Database - Chapter 7: Submission of other post-authorisation data [Rev.]

Others

Policy 58: European Medicines Agency policy on the handling of competing
interests of Management Board members [Rev.]

Policy 44: European Medicines Agency policy on the handling of competing
interests of scientific committees’ members and experts [Rev.]



https://www.infarmed.pt/documents/15786/10773025/Digoxina+-+Autoriza%C3%A7%C3%A3o+de+utiliza%C3%A7%C3%A3o+de+lotes+rotulados+em+l%C3%ADngua+estrangeira/32664ee1-64f1-d687-9868-5ec66f331627?version=1.0
https://www.infarmed.pt/documents/15786/1269644/Relat%C3%B3rio+de+Avalia%C3%A7%C3%A3o+Anual+de+Execu%C3%A7%C3%A3o+do+Plano+de+Preven%C3%A7%C3%A3o+de+Riscos+de+Corrup%C3%A7%C3%A3o+e+Infra%C3%A7%C3%B5es+Conexas%2C+abril+2025/b716bf2f-5eda-56c2-7ed9-08e9515afe39?version=1.0
https://www.infarmed.pt/documents/15786/1269644/Relat%C3%B3rio+de+Avalia%C3%A7%C3%A3o+Anual+de+Execu%C3%A7%C3%A3o+do+Plano+de+Preven%C3%A7%C3%A3o+de+Riscos+de+Corrup%C3%A7%C3%A3o+e+Infra%C3%A7%C3%B5es+Conexas%2C+abril+2025/b716bf2f-5eda-56c2-7ed9-08e9515afe39?version=1.0
https://www.infarmed.pt/documents/15786/2899734/Plano+de+Preven%C3%A7%C3%A3o+de+Riscos+de+Corrup%C3%A7%C3%A3o+e+Infra%C3%A7%C3%B5es+Conexas+2025/e8aa0f68-d822-85df-b92b-9450699cf394?version=1.2
https://www.infarmed.pt/documents/15786/10773025/Equipa+de+acompanhamento+do+regime+de+dispensa+em+proximidade/9c301b57-f8c6-a3ff-bafe-683da3437b5a?version=1.1
https://www.infarmed.pt/documents/15786/10773025/Equipa+de+acompanhamento+do+regime+de+dispensa+em+proximidade/9c301b57-f8c6-a3ff-bafe-683da3437b5a?version=1.1
https://www.dgs.pt/em-destaque/relatorio-n-32-da-vacinacao-sazonal-20242025.aspx
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-ich-q1-guideline-stability-testing-drug-substances-drug-products-step-2b_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/draft-ich-q1-guideline-stability-testing-drug-substances-drug-products-step-2b_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/medicines-under-additional-monitoring/list-medicines-under-additional-monitoring
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.xlsx
https://www.ema.europa.eu/en/documents/additional-monitoring/list-medicinal-products-under-additional-monitoring_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-centrally-authorised-products-safety-related-changes-product-information_en.xlsx
https://www.ema.europa.eu/en/documents/other/overview-comments-received-guideline-clinical-investigation-medicinal-products-treatment-epileptic-disorders-chmp-ewp-566-98-rev3_en.pdf
https://www.ema.europa.eu/en/documents/other/overview-comments-received-guideline-clinical-investigation-medicinal-products-treatment-epileptic-disorders-chmp-ewp-566-98-rev3_en.pdf
https://www.ema.europa.eu/en/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7-submission-other-post-authorisation-data_en.pdf
https://www.ema.europa.eu/en/documents/other/eu-implementation-guide-ig-veterinary-medicines-product-data-union-product-database-chapter-7-submission-other-post-authorisation-data_en.pdf
https://www.ema.europa.eu/en/documents/other/policy-58-european-medicines-agency-policy-handling-competing-interests-management-board-members_en.pdf
https://www.ema.europa.eu/en/documents/other/policy-58-european-medicines-agency-policy-handling-competing-interests-management-board-members_en.pdf
https://www.ema.europa.eu/en/documents/other/policy-44-european-medicines-agency-policy-handling-competing-interests-scientific-committees-members-experts_en.pdf
https://www.ema.europa.eu/en/documents/other/policy-44-european-medicines-agency-policy-handling-competing-interests-scientific-committees-members-experts_en.pdf
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Esta informacdo é de distribuigdo reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e ndo deve ser entendida como
qualquer forma de publicidade, pelo que se encontra vedada a sua cépia ou circulagdo. A informagdo proporcionada e as opinides
expressas sdo de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.



