\\/IEIRA DE ALMEIDA

d
4

\

SAUDE

o1 a 05 de dezembro de 202




‘YL}\\/IEIRADEALMEIDA ViA EXPERTISE

LEGISLAGCAO

Decreto-Lei n2125/2025
. Presidéncia do Conselho de Ministros
Nacional Transpde a Diretiva (UE) 2022/2555, relativa a medidas destinadas a garantir
um elevado nivel comum de ciberseguranca na Unido.



https://diariodarepublica.pt/dr/detalhe/decreto-lei/125-2025-962603401
https://data.europa.eu/eli/dir/2022/2555/oj?locale=pt
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REGULAMENTAGCAO

Infarmed

DGS

SPMS

EMA

Circular Informativa n2 136/CD/100.20.200 | Implementacdo das novas

orientacdes para alteragdes aos termos da AIM

Relatério N.2 10 da Vacinacdo Sazonal 2025/2026

White paper: Inteligéncia Artificial nas organizacdes de saude: implementacao
integrada, segura e ética

Lista de Entrada em Vigor Saude 02.12.2025

Human Medicines / Human Regulatory

Explanatory note on the withdrawal of the interim guidance on
enhanced safety surveillance for seasonal influenza vaccines in the EU
Consideration on core requirements for RMPs of COVID-19 vaccines
List of centrally authorised products with safety-related changes to
the product information

Guidance for stepwise PIPs (sPIPs)

Questions and answers on implementation of the medical devices
and in vitro diagnostic medical devices Regulations ((EU) 2017/745
and (EU) 2017/746

Compliance notifications explanation and Q&A

European Medicines Agency post-authorisation procedural advice

for users of the centralised procedure
Classification of changes

Veterinary Medicines / Veterinary Regulatory

Veterinary Union Pharmacovigilance Database - Best Practice Guide
Veterinary signal assessment report for marketing authorisation holders

Rev.2

Veterinary Scientific Advice procedure — timelines 2026 - information for
applicants

Union Product Database (UPD) registration guide for Ul and API
users

Union Product Database (UPD) - Questions & answers: Network use



https://www.infarmed.pt/documents/15786/10773025/Implementa%C3%A7%C3%A3o+das+novas+orienta%C3%A7%C3%B5es+para+altera%C3%A7%C3%B5es+aos+termos+da+AIM/547ed2e9-46b0-5bbd-236d-82e46e5f8848?version=1.0
https://www.dgs.pt/em-destaque/relatorio-n-10-da-vacinacao-sazonal-20252026-pdf.aspx
https://www.spms.min-saude.pt/wp-content/uploads/2025/11/White-paper_IA-4.pdf
https://www.spms.min-saude.pt/wp-content/uploads/2025/11/White-paper_IA-4.pdf
https://www.catalogo.min-saude.pt/CEC/Publico/Documentacao2.aspx?TipoDoc=G
https://www.ema.europa.eu/en/documents/scientific-guideline/explanatory-note-withdrawal-interim-guidance-enhanced-safety-surveillance-seasonal-influenza-vaccines-eu_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/explanatory-note-withdrawal-interim-guidance-enhanced-safety-surveillance-seasonal-influenza-vaccines-eu_en.pdf
https://www.ema.europa.eu/en/documents/other/consideration-core-requirements-rmps-covid-19-vaccines_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/regulatory-procedural-guideline/guidance-stepwise-pips-spips_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-implementation-medical-devices-vitro-diagnostic-medical-devices-regulations-eu-2017-745-eu-2017-746_en.pdf
https://www.ema.europa.eu/en/documents/other/compliance-notifications-explanation-qa_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/classification-changes_en.pdf
https://www.ema.europa.eu/en/documents/other/veterinary-union-pharmacovigilance-database-best-practice-guide_en.pdf
https://www.ema.europa.eu/en/documents/template-form/veterinary-signal-assessment-report-marketing-authorisation-holders_en.docx
https://www.ema.europa.eu/en/documents/other/veterinary-scientific-advice-procedure-timelines-2026-information-applicants_en.pdf
https://www.ema.europa.eu/en/documents/other/veterinary-scientific-advice-procedure-timelines-2026-information-applicants_en.pdf
https://www.ema.europa.eu/en/documents/other/upd-registration-guide-ui-api-users_en.pdf
https://www.ema.europa.eu/en/documents/other/upd-registration-guide-ui-api-users_en.pdf
https://www.ema.europa.eu/en/documents/other/union-product-database-upd-questions-answers-network-use_en.pdf
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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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