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LEGISLAGCAO

Portaria n.2 435/2025/1

Saude, Ambiente e Energia e Agricultura e Mar

Estabelece os deveres dos titulares de equipamentos de radiografia
intraoral em medicina dentdria e de fontes equivalentes no &mbito da
medicina veterinria.

Nacional

Regulamento n.2 1265/2025

Ordem dos Farmacéuticos

Aprova a norma especifica para atribuicdo da competéncia farmacéutica
em investigacao clinica.

Regulamento (UE) 2025/2455 do Parlamento Europeu e do Conselho, de
26 de novembro de 2025, que cria uma plataforma comum de dados
sobre produtos quimicos, prevé regras para garantir que os respetivos
dados sao localizaveis, acessiveis, interoperaveis e reutilizaveis e institui
um regime de monitorizacdo e de prospetiva para os produtos quimicos,
(Texto relevante para efeitos do EEE)
Europeia

Regulamento (UE) 2025/2457 do Parlamento Europeu e do Conselho, de
26 de novembro de 2025, que altera os Regulamentos (CE) n.° 178/2002,
(CE) n° 401/2009, (UE) 2017/745 e (UE) 2019/1021 no que respeita a
reatribuicdo de tarefas cientificas e técnicas e & melhoria da cooperacao
entre as agéncias da Unido no dominio dos produtos quimicos (Texto
relevante para efeitos do EEE)


https://diariodarepublica.pt/dr/detalhe/portaria/435-2025-976310896
https://diariodarepublica.pt/dr/detalhe/regulamento/1265-2025-973409916
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202502455
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202502455
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202502457
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=OJ:L_202502457
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REGULAMENTACAO

Circular Informativa n2 138/CD/100.20200 | Atualizacdo da lista de
medicamentos cuja exportagdo é temporariamente suspensa - dezembro

Infarmed 2025
Deliberacio n2 127/CD/2025 | Atualizagido da lista de medicamentos cuja

exportacao é temporariamente suspensa - dezembro 2025

Relatério n.2 11 da Vacinagdo Sazonal 2025/2026

DGS Relatério n2 156 da Resposta Sazonal em Saude - Vigilancia e
Monitorizacao

" Human Medicines / Human Regulatory

Applications for new human medicines under evaluation: December
2025
List of substances and products subject to worksharing for signal
management [Rev.]

EMA List of medicinal products under additional monitoring [Rev.]
EMA procedural advice for medicinal products intended exclusively
for markets outside the European Union in the context of co-
operation with the World Health Organisation (WHO) [Rev.]
Questions and answers on post approval change management
protocols (PACMP) [Rev]

. Updated rolling plan - Implementation of the Regulation on health
Comissao technology assessment (December 2025
Europeia Questions and Answers on general methodological and procedural issues

for joint clinical assessments



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+-+dezembro+2025/4d07db10-a6cf-8027-6f93-02a61b835446?version=1.0
https://www.infarmed.pt/web/infarmed/infarmed?p_p_id=101&p_p_lifecycle=0&p_p_state=maximized&p_p_mode=view&_101_struts_action=%2Fasset_publisher%2Fview_content&_101_returnToFullPageURL=%2Fweb%2Finfarmed&_101_assetEntryId=12117799&_101_type=document&inheritRedirect=false&redirect=https%3A%2F%2Fwww.infarmed.pt%2Fweb%2Finfarmed%2Finfarmed%3Fp_p_id%3D3%26p_p_lifecycle%3D0%26p_p_state%3Dmaximized%26p_p_mode%3Dview%26_3_redirect%3D%252Fweb%252Finfarmed%26_3_keywords%3Ddelibera%25C3%25A7%25C3%25A3o%26_3_groupId%3D15786%26_3_struts_action%3D%252Fsearch%252Fsearch%26_3_reorderBy%3DorderByDate
https://www.dgs.pt/em-destaque/relatorio-n-11-da-vacinacao-sazonal-20252026-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-156-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao-pdf.aspx
https://www.dgs.pt/em-destaque/relatorio-n-156-da-resposta-sazonal-em-saude-vigilancia-e-monitorizacao-pdf.aspx
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-december-2025_en.xlsx
https://www.ema.europa.eu/en/documents/report/applications-new-human-medicines-under-evaluation-december-2025_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-substances-products-subject-worksharing-signal-management_en.xlsx
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/list-substances-products-subject-worksharing-signal-management_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/ema-procedural-advice-medicinal-products-intended-exclusively-markets-outside-european-union-context-co-operation-world-health-organisation-who_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-procedural-advice-medicinal-products-intended-exclusively-markets-outside-european-union-context-co-operation-world-health-organisation-who_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-procedural-advice-medicinal-products-intended-exclusively-markets-outside-european-union-context-co-operation-world-health-organisation-who_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/questions-answers-post-approval-change-management-protocols-pacmp-revision-1_en.pdf
https://health.ec.europa.eu/latest-updates/updated-rolling-plan-implementation-regulation-health-technology-assessment-december-2025-2025-12-08_en
https://health.ec.europa.eu/latest-updates/questions-and-answers-general-methodological-and-procedural-issues-joint-clinical-assessments-2025-12-05_en
https://health.ec.europa.eu/latest-updates/questions-and-answers-general-methodological-and-procedural-issues-joint-clinical-assessments-2025-12-05_en
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Esta informagdo 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 copia ou circulagdo. A informagdo proporcionada e as opinides
expressas sao de carater geral, ndo substituindo o recurso a aconselhamento juridico adequado para a resolugdo de casos concretos.
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