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SAÚDE



V d A E X P E R T I S E

14 a 18 de outubro de 2024

EMA

Human Medicines / Human Regulatory
List of centrally authorised products with safety-related changes to the product 
information
Template - Request for advice on the clinical development strategy or clinical data 
required for the clinical evaluation pursuant to Article 61(2) or Article 106(11) of 
Regulation (EU) 2017/745 and MDCG 2024-10 on from the Expert Panels
Template - Request for advice on the orphan device status pursuant to Article 61(2) 
of Regulation (EU) 2017/745 and MDCG 2024-10

Nacional

Resolução da Assembleia da República n.º 119/2025
Assembleia da República
Recomenda ao Governo a adoção de uma estratégia de combate à insuficiência 
cardíaca

LEGISLAÇÃO

Infarmed
Circular Informativa n.º 036/CD/100.20.200 | Comunicação trimestral de 
exportações

REGULAMENTAÇÃO

DGS
Plano para a Resposta Sazonal em Saúde – Referencial Técnico módulo verão 2025
Relatório n.º 28 da Vacinação Sazonal 2024/2025

HMA
CMDh

BPG on fast track procedure for the annual strain update of human influenza 
vaccines, chapter 9 [Rev.]

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/template-form/template-request-advice-clinical-development-strategy-or-clinical-data-required-clinical-evaluation-pursuant-article-612-or-article-10611-regulation-eu-2017-745-mdcg-2024-10-expert-panels_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-request-advice-clinical-development-strategy-or-clinical-data-required-clinical-evaluation-pursuant-article-612-or-article-10611-regulation-eu-2017-745-mdcg-2024-10-expert-panels_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-request-advice-clinical-development-strategy-or-clinical-data-required-clinical-evaluation-pursuant-article-612-or-article-10611-regulation-eu-2017-745-mdcg-2024-10-expert-panels_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-request-advice-orphan-device-status-pursuant-article-612-regulation-eu-2017-745-mdcg-2024-10_en.pdf
https://www.ema.europa.eu/en/documents/template-form/template-request-advice-orphan-device-status-pursuant-article-612-regulation-eu-2017-745-mdcg-2024-10_en.pdf
https://diariodarepublica.pt/dr/detalhe/resolucao-assembleia-republica/119-2025-913223412
https://www.infarmed.pt/documents/15786/10773025/Comunica%C3%A7%C3%A3o+trimestral+de+exporta%C3%A7%C3%B5es/4d2b5d7d-0674-4824-123d-6cdb441d04f0?version=1.0
https://www.dgs.pt/em-destaque/plano-para-a-resposta-sazonal-em-saude-referencial-tecnico-modulo-verao-2025-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-28-da-vacinacao-sazonal-20242025-pdf.aspx
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Rev.5_2025_03_clean_-_BPG_for_variations_-_Chapter_9.pdf
https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Rev.5_2025_03_clean_-_BPG_for_variations_-_Chapter_9.pdf


Esta informação é de distribuição reservada, destinando-se exclusivamente aos clientes Vieira de Almeida, e não deve ser entendida como 
qualquer forma de publicidade, pelo que se encontra vedada a sua cópia ou circulação. A informação proporcionada e as opiniões 
expressas são de caráter geral, não substituindo o recurso a aconselhamento jurídico adequado para a resolução de casos concretos.

Contactos
saude@vda.pt


